JlabgSY Kigili 23 Riy 2016 Zwiil AbwZ 245 Zg mfvi Kvhieei Yy

v 1 cried KJwY g3Yijiqi mPe Rbie tmq” gbRy:j Bmjvg Gu mfciziZ Jla ibgSY KigiUi
245 Zg mfvieMZ 23 Riy 2016 Zwil fejv 12:00 NiUKvq gSYvjiqi mfv Kil AbwZ nq|

mfig Kigili imaRféfe v SoifFe o (oo i =1F) 8

1]  Rbie miggui iAb tNl, ciZibia, evsjvi™k dvgumDIUK vjm Biadilim Gimumigkh, XiKi|

2| AaicK tgit kiiddb Antai™, cizibia, e%eUzKL gyRe tgiWiKj rekie ™ vjq, XiKv|

3] igRi fRbidij fgit Ave’y Avgx igqr, KbmijibU idiRikqwb 1Rbidi g, essjvi~k AgW tdvimm
tfogWiKj muFimm]|

4] Wit gAy Aintg™, mnKvix ciiPijK, mimcizZij-2, cty gniciiPiK, v Aia R, gniLvjx, XiKy

5] Wt fgvt Avdy nujg, Pd tFiUnibvix Aidme, tmolrg tFiUibvax nmicUij, ci91 gniciiPrjK,
cuY mad™ Ara” 31, XKv|

6] cvifib AKZii, hmiPe, Rb v ", v " I ciient Kj'W gSYvjq|

7] Aa’cK Wit fgvt BmgiBj Lub, Wib iPiKrmv Aby™, XiKv iekie™"vjq 1 cizibia, dvgviKigiR e,
XKy tgiWiKj KijR]|

8] Aa'cK fgit mBdg Bmjvg, Wib, dvigmx Aby™, XiKv iekie " vjq]|

9] AavcK diiv feMg, IKibK™vj dvigms I dvgviKvgiR iefiM, XvKv iekie " vjq|

10] Aa'cK fgit AwRRy Kinnvi, tgiimb e, XKy tgiWiKj KijR]|

11] Aa’icK Wit RwKi trimiBb Mije, Pg I thSb tiM ietk LA, m™vi mijggun tgiWiKj KijR, XiKi]

12] o S Ao, ST SLref, oear ¢ SResh Ko, WyR ARTETsg (e S, b |

13] Rbie A’y tg3u"i, mieK gnimiPe, eisjii k Jla ki mgiZ Ges e'e vchbyv criPijK, Bbimby

dgv iy t]
14] Rbie Gg tgiQiTK tritmb, cizibia, evsjvt™k dvigms KiDIY J, XiKy|
15] niKxg tgvt BDmgl nvisb FBiqy, BDbibr ietk I A, evsjvi™k BDbibx I Awgier K fe|
16] 1igRi fRbiij tgit igv wdRy ingwb, gniciiPrjK, Jla ckimb Ara™R1, XiKi|

mfig AP’ 1ielq mgrribgiic t

1] 1eMZ 25-05-2016 ZwiiL AbpZ JlaibgSY Kigiui tUKIbK'vj mie-Kigili mFug A juPZ 1
mguikKZ sboerlYZ veliq AvigPbr I imxiS MnY t

K| “bigfite Drevtbi Rb™ inDg'b Jlfai tiiRi-+kibi ibigtE “wLjKZ.335 W Jliai
gia” tUKIbK 1 mie-Kigil KZK Abygi™tbi Rb™ mgwikKZ.174iU Ges Aite™b bi-gAsd i
mgwikKZ 161U Ate b Gi Dci gZigZ 1 imxiS MnY cmit|

L] Awg bxi Rb inDgib Jlfai tiiRi=kibi ibigik “wLjKZ .43 Jlfai gia” tUKIbK'Vj
mie-Kigil KZK Absgi“tbi Rb™ mgwikKZ .31 1U Ges Ate b bi-gAsii mgwikKZ .12 iU
Aite”b Gi Dci gZigZ 1 imxvS MnY cmi%|

M|  Tbig Dreviibi Rb” Avter™Z tFtUnibvix Jltai tilRi+kibi wigiE Aiter’Z 271U Jltai
gta” tUKIbK'vj mie-Kigiu KZK. Abjgitbi Rb™ mgwikKZ.21 WU Ges fiditiYmn
1UKIbK v mie-Kigili mfiq ciezxdZ Dc vctbi Rb™ mgnikKZ.6 W Ade’b Gi Dci
g2igZ 1 mxiS MnY cmi%|
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N|  Aig ibri Rb™ FUnibrix Jltai tiiRi=kibi ibigiE Aer’Z 64U Jl1ai gia” tUKIbK'Yj
mie-Kigil KZK .Abjgv tbi Rb” mguikKZ .61 U Ges Aite™b bi-gAsai mgwikKZ .2 iU
Ges tiditiYmn 1UKIbK'vj mie-Kigiui mfig ciezdZ Dc vctbi Rb™ mgwikkKZ.1 w
Aite”b Gi Dci gZigZ 1 imxvS MnY cmi%|

0] gbyli t"in e'enth Aig iKZ Jltai tiiRi=kb cvibi t91{T DbZ 07w t ki mit_
EMA-Gi 1d tmj maUidiKU MntYi seliq AdjvPby 1 imxvS MnY|

P| iiRi=kb mgigK ewZJKZ.45U Jliai tiiRi=kb ewZiji velig AdjPor I imxiS
MnY|

Ql Flupentixol + Melitracen Combination RvZxg c Wi iiRi=kb ewZiji ieliq
ADRAC Kigiut PZz mfvi mgwik Abgvgx Jla 1hgSY KigiUi tUKIbK'vj mve-KigiUi
mgwik madiK AvjwPbr 1 imxiS MnY|

MZ 25 tg 2016 Ges 15 Riy 2016 ZuwiiL AbyZ igiWiKj WHB Jeizer e JUKIbKYj
mie-Kigili mguik Abiwgr vbrg Drev’ibi Rb™ 2 W Ges Avg wbi Rb™ 257 W tgiWiK]
WHBimm Gi tiIRt=kibi 1igtE “WLJKZ Atte b Gi Dci gZigZ c b cmit|

MZ 13/06/2016 ZuitL AbwZ nievy Jla GWFBRix Kigil (Jla 1bgSY KigiUi tUKIbK vj mie
Kigil)-Gi mfvi mgwikKZ.129 W nevy Jlfai gfa” Abygv tbl mguwikKZ.97 W Ges bv-
oAb T mgnikKZ 321U nievj Jlai tiRi=+kb ¢ b moltK ArjiPr 1 imxiS MnY cmib|

m¥vi AvijwPor I imxyS t

T T TofFe FFACE WIS T MO FRGN OF I | SAEGRHT Sq@dl K= min
Dc vch Kivi ng|

1]

Kl

L]

IeMZ 25-05-2016 ZwiiL AbwpZ JlaibgSY Kigiui tUKIbK'vj mie-Kigili mFug A juPZ 1
mguikKZ sboerlYZ veliq AvigPbr I imxiS MnY t

Tioigfide Drevtbi Rb™ inDg'b Jlfai titRi=kibi wbigiE “wLjKZ.335 iU ¢ $UKIbK'ij
mie-Kigili mfig Dc veb Kiv nij m™m'MY Jla,j i Safety, Efficacy and Usefulness ietePhby
Kii D3 Jla, tjvi gta” 174U Jliai Abygi ibi mgnik Ges Aerkd 161 WU Jla bigAy Kivi
mguik Kiitb (Annex-A)|

mxy§ t - mfig me-sTfo@e BafarTer 71-Kigiui mguik Abygi b Kiv ng|

Aigibri Rb™ inDg'ib Jliai tiiRi=kibi ibigiE “wLjKZ .43 Jla mfig Dcveh Kiv nij
HUKIbK' v mie-KigiUi  mwateiel fR@sifee wicetoaiarey €3 Jlamgini gia® 31U Jliai
Abygi"thi mgwik Ges 12U Jliai tiiRi+ktbi Ate b ctqiRb thB ieaiq bigAy Kivi mguik
Kiib (Annex-B)|

mxy§ t  mfig me-sTfow GafrTe =-KigiUi mgwik MnY Kiv ng|
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Tibig Drev tbi Rb™ Avter™Z tFtUrivix Jltai tiiRi=kibi ibigtE “wLjKZ 27U Jlfai gta’
TUKIbK vj mie-Kigiut m™m'™MY 1e wiZ AvijwPhv Kii 21U Jliai tilRi=-kb Abygv tbi mgwik
Ktib Ges 6iU Jlfai Aite b ctqRbig fidvtiYmn tUKibK'vj mie-Kigili mfiq cieziz
Dc ictbi mguwik Kfib (Annex-C)]|

mxy§ t - mfig me-sTfow GafwrTe 7=-KigiUi mgwik MnY Kiv ng|

Aighbri Rb™ tFfUibiiy Jltai tiRi+kibi ibigtE “wLKZ. 64U Jltai ielig mfig
fUKIbK' v mie-Kigili swatrsrer fifee Siicetoaiarer w6 @g simil @feeg=eas gk
Ktib, U Jla ctqRbig tiddiYmn cgivg Dc vctbi Rb™ Ges 21U Jla ciquRb 1hB ieaiq
Aite™b bigAy Kivi mguik Ktib (Annex-D)|

mxy§ t - mfig me-sTfow GafrTe 7=-KigiUi mgwik MnY Kiv ng|

1FiUnbvix dggrix cYgh e Stev t

mfiq TSR SaTeR YT Qe AR SCABAIET AW T© S Feae (SToi=ar
Jla g§gtbi Rb™ tKib tidiiY eB/Z " m™mt i KiQ K bi tmiyiT tFiUibiix Jla
aF vgtYi 11T tKib g0 AbwiY Kiv hvg b] tFtUibiix Jtai h o g§igthi Rb™ GKiU
tFiUibvix J1tai dgjvix cYgibi e'e v MnY Kiv thiZ citi|

mxiS t Jla ckimb Aia™RBi tFiUibvix Jlai dgfvix cYgibi Rb™ gSYvjiq GKIU Kigiu MVibi
c vebv tck Kiteb]

g 1n e"envh Aig WrKZ Jltai titRi+kb ¢ vtbi 19111 DbZ 07 1 tki mit_ EMA-Gi
id tmj muUidKU MnfYi ieliq AvtjwPbr T imxiS MnY cmib|

TUKiIbK v mie-KigiUi AvigwPhy I mewik t

IUKIbK' v mve-Kigiut m™m” miPe Rbie tgvt tMijvg wKeriqy, criPijK, Jla ckmb Aia™Ri
Aig biKZ . Jltai tiiRt=kb ¢ vtbi 19T Dbz 7 (miZz) W t°k h_v- h$ivd, hFiR,
mRvi j W0, Rigibr, dvY, Ricib 1 At=1jqi-Gi mit_ EMA-Gi 1d tmj milidtKU ASF# Kivi
c e A jwhy Kivi Rb"mfig Dc Wb Ktib]

G cmi% mfii mFiciZ igRi fRbiti j fgvt tgv wdRy ingib efjb th, 7(mZ)IU DbZ 1 1ki gia’
h#iR", diY Ges Rigib BDfiwcaqib BDibgbf2 nlqg EMA-KZK.c E muUidiKU Jltai
Aigibr TisRt+kibi Ty MnY Kiv ng| G cmi% iZib DijL Ktib th, BDtiwcqb BDibgibi
GKiU cizibia ~§ Zd mit_ miyurkitj EMA-c™E milidiKU-tK AiBbr keaZy ¢ vtbi Rb” ¢ ve
KiiiQb] G cmi% wzib Avtivl eijb th, 1eMZ 12 tg, 2016 ZwiiL gibbxg ewYR™ gSxi thZiZ
eWYR" gSijiq BDfivcig BDibgbf=3 11 (GMvi) W t7iki WO 21 minZ AbypzZ EU-
Bangladesh Business Climate Dialogue- G iv0™ZMY Jla Ag ibri tyfT EMA-muUidiKU-
K gMj WKighU infmie ABbx Kiitgi AlZig Aibvi ¢ ie Kiib] c weZ Jla buziZ
Aig iKZ . Jlfai tiiRi=kb c vbi tyil Dbz 7 (miZ) W 1 iki 1d-imj mulidiKU MniYi
c e KivnigiQ] DijiLZ Jla bwziZ eibZ 7 (mZ) W DbZ tiki d-imj muUidiKU-Gi mvi_
EMA-miUidiKU ASF= Kiv thiZ citi|
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« e I AEABNGEE AW T S I @, a1’ ToIF e gz &« gre
KbUij Kigil (Wimim) tZ Dc vch Kiv thiZ citi

m¥vi AvfjwPhy t

mfvi m™m" miPe fgRi fRbitij foit fgv wdRy ingb mfig Dc veb Kiib th, Jliai Aig br
tiiRi=+kibi tyiT DbZ 07w "k h_v- h#io, hiR", mpRvij U, Rigibx, dvY, Ricib |
Af=1jq-Gi mi_ EMA 1 Canada Gi 1d fmj muUidiKU AST# Kivi ielig AvdjwPhr Kivi
c e Ktib] G cmi¥% Kigiui AiaKisk m™m” EMA (European Medicines Agency) KZK .cE
muUidiKU-1K MnY Kiv thiZ citi et gZ cKik Kiib Ges KibWi-iK GB gitZ AST2 b Kivi
cty ArfgZ "3 Ktib|

G cmit: Kigili m™m” Rbve miggvi iAb tNil, Ggic ¢ e Ktib th EMA (European Medicines
Agency) = mKj ivi=1 2it"i Regulatory Agency KZK.c E milidiKU-tK Jltai Avg ibx
tiRi=+kb ¢ vtbi 14T MnY Kiv thiZ citi|

migWiK velgi chitjPby Kit mficiZ gZigZ €= Ktib th, EMA (European Medicines
Agency) = 28 W ivi=i maUidiKU-tK Jla Aig vor tisRi=+kibi Rb™ MnY bi Kii TagyT
EMA Certificate-tK MnY Kiv thiZ cvii] mfig Abwb™ m™m™MY Zwnvi ¢ vetK mg_b Kiib]

mfvi imxyS t

Jltai Avg vbr tiiRE=kb ¢ vibi 1T DbZ 07 (miZ) W t tki mi_ EMA Certificate-tK MnY
Kiv nie]

tnRi=kb migigK ewZ JKZ .45 Jliai tiiRi=Kkb ewZj cmil t

gib-einfZ nlqui Kiity JvBimiYs A isl WiMm KZK migigK ewZ jKZ serfb tKvalwori DrewZ
450 etUi Jlai tiIRt=ikb enztji Rb" mfig D vcb Kiv ng] GZ eliq Jla ckimb
Ara”Bt1i gniciiPiK tgRi tRbifij tgt tgv wdRy ingib efjb ABbr eva’evaKzii KitY
c . iji thiRf=kb enztji Rb" KigiUi Abygi™b ciqRbl]

mfvi ImxS t srer eifre s migigK ewZ JKZ 451U Jliai tilRi=kb (Annex-E)
enZj Kivi mxis MpiZ nq|

Flupentixol + Melitracen Combination RiZig c Wi fiiRi=kb enZiji weliq
ADRAC Kigiui PZz mfvi mgwik Abkgr Jla 1bgSY Kigili tUKIbK vj mve-Kigili mgwik
madiK AvjwPbr 1 imxiS t

1UKIbK'vg mve-Kigiui m™m” miPe  Flupentixol + Melitracen Gi Combination Jlal enZiji
leliqg ADRAC (Adverse Drug Reaction Advisory Committee) Gi 1eMZ 14-01-2015 ZwiiLi
mfvi mguik tUKIbK'vj mie Kigiui mfigq Dc vcb Kiib| 1zib mfiK AeinZ Ktib, ADRAC Gi
10Zxq m¥vi imxvS Abkvgx Ab'b™ KigKiU ¢t 1 minZ Flupentixol + Melitracen Combination
c i enziji mgwik Jla ibg3Y Kigiu (Wimim)-Gi 243 mfig Dc veb Kiv nij, e Z_-
DoiE WKipUm AiaKZi chitjPv Kii  ADRAC KigiUtZ chivg imxi$ MntYi Rb" tdiZ
cWithi ng|
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ADRAC Kigiut ZzZxg mfiq Flupentixol + Melitracen Combination ¢ wi 1elfg imxis
MniYi Rb™ 6 (Qq) m™m" vekd Dc-Kigiu MVb Kiv nq] D= Dc-Kigili 03-12-2014 Lt
ZwitLi mFvi imxviSi AtjuiK ADRAC-Gi 14-01-2015 Lt ZwitLi 4_ mfig Flupentixol +
Melitracen Combination c Wi ewzZij i mgwik Kiv nigiQ hv ARIKi mfig Dc vcb Kivnj |

Dch§? ielfq TUKIbK vj mie KigiUt ierfb m™m™MY AvijwPbig AskMnY Ktib]

G relig Kigiut m™m” Rbve Avdy g@w i mieK maviY metv K ewsyvi"k Jla ki migiZ 1
e’e vchy criPvjK, Bbimpy dgwmDiUK'vjm 1jt etjb th, Jla 1bgSY Kigili 243 mfv t 1K
c i reliq mxiS MnfYi Rb™ ADRAC KigiUiZ tdiZ cwitbvi KiaY 1Qj, t ik Jlail madikK
I et afsfamar [l sihear (ot st “/fieetoat w1 1 et Flupentixol + Melitracen ¢ Wi
@ et afsfem siea it ADRAC-Gi titcdU Gifc tKib Z_" thB| Dci§ yiZKi cik
afsfaaa Free 894 & etk il x tNwlZ naib |

G cmi% Rbe biRgy nmb Gg,ic, Ges mficiZ esjit k Jla ki mgiZ efjb BDiivic
Switzerland, Spain, Belgium, Austria, Luxembourg, Bulgaria, Malta {Z Jlal cPijZ AitQ
Ges Gikq#Z Singapore, Thailand, Hong Kong, China, Vietnam and Taiwan G Jlal
cPijZ AQ] ADRAC Kigiut Aibi"6 Z_" wbfi mgwik Abkvgx ¢ w worlx Kivi tKib KviY
thB|

G cmi%: AifjwPbig Ask MnY Kfi Aa'vcK tmijg fiRv RibiZ Pib AZZ ewsjii ik cPijZ 1Qj,
Ggb Jla bl Kivi tKvb D iniY AiQ IK bv]

G cmi% Kigili m™m” Rbie Avdy gpifma Icete, =fesa =i efsfa s=ee USFDA el DbZ
letki Ab" Regulatory Agency KZK ibilxKZ .ev AiiiRtbUi tKwlubi —-Di™"IM cZ'WniKZ.
IKQyJdla Z_° md whmim KZK. evsjit tk worlx Kiv nigqiQ] Flupentixol + Melitracen
Combination c’Wi USFDA ev MHRA KZK.ibetUZ nqib veaiq H mg~ 7tk c™W
tilRi=kb ewZj Kivngib]

mueK refePbig c Wi tIRI+kb envj ivLv thiZ citi, Kigii Ab'vb™ m™m"™MY G 1eliq GKgZ
tculY Kiib]

tUKIbK'vj mve KigiUt mgwik t Flupentixol + Melitracen Combination RiZig c Wi
IR{=kb envj Ly thiZ citi|

mfvi imxy$ t sery REifee AT afaerie A=-Kigili mgwik Abygy b Kivng|
MZ 25 tg 2016 Ges 15 Ry 2016 Zwiil AbWZ tgWiKj WHBimi tiiRi+kibi Areb

gFvqer e 3B mFig mgwikKZ. vhig Dreviibi Rb™ 2 W Ges Avg wbri Rb™ 257 U
tgWiKJ WHBImm Gi tilRi=kibi wbigtE “wL JKZ Are b Gi Dci gZigZ ¢ ib cmit]

“vbig Dreviibi Rb™ 2 (CB) W Ges Aug wbxi Rb™ 257 WU tgiWiKj wWHiBm-Gi tilRi=kb
Abygv~tbi 1eliqg mfuig Dc veb Kiv nij m™m™MY ve wiZ AjPbi ceK gZigZ ¢ vb Ktib th,
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AderZ tgiWiKy WHBmmgr eisjvi itk cPijZ nlgv ciquRb| fm Abingr DijiLZ fgiWiKj
IWFBmmgr f1IRI=-tkb ¢ vibi mgwik Kiv ng (Annex-F)|

15-06-20 5 Siffte wgfre it fTeide e B TI-Kigivi mfig ieiea AvtjiPby

I imxiS t

KI W g™ ZwiK AvivdiZ Af WK Rizxg tgiWiKj tWHBm-Gi Component KihciT
DijL Kivi ¢ e Ktib]

L] Wit tgr WK Aintai™ KaWljiRi Stent-mg#ni reliq NICVD-Gi wetklAf i gZigZ MnY
Kiv ciqiRb, thinZzZuav Stent-mgr cthiR™ tiiMid ™1 Rb™ ibqigZ e’envi Kfi _iiKb]| G
cmi% mfii mficiZ etjb th, Kigii ciezZr mfug tgWiKj WHiBm h_wh_fite g§qgibi
ibigtE AL viciWK, KuWljiR, BGbiU Ges BDivjIR 1etkIAL i ASFRKiY el Zit"i
gZvgZ MnY Kiv nie|

1UKIbK v mve-Kigili megwik t

K) At vfciWK Rizig tgiWiKj W FiBm-Gi Component KihciT DijL KitZ nie|
L) fgWiKj wWBm hoh fite gfigtbi ibiglE At WK, KuWljiR, BGbiU Ges
BDtivjIR ietk AL i ASFRKiY e 2™ i gZigZ MnY KitZ nie|

mfvi imxiS t JUKIbK™vj mie-Kigiut mgwik Abjgv b Kiv ng|

MZ 13/06/2016 ZwiiL AbyZ nievj Jla tUKibKvj mie Kigiui mfvi Dc wicZ 129 W nievj
Jltai gta” Abygthi mgwikKZ.97 W Ges bi-gAYii mgwikKZ.32 W nierj Jliai
tiIRi=kb ¢ vb madtkK AvtjwPby I imxyS MnY cmi%|

nevj Jla tUKIbKvj me Kigiui mfig 129 W bZlz Jltai tiiRi0kb ma(iK ve wiZ AvijiPb
tkil 97 WU nvevj Jltai  Abygi tbi mgwik Kiv ng Ges 32 U Jla bi-gAy Kiv ng (Annex-G)|

—

mfui imxi$ t mfig me-FfomeT 2 e Gl AR-Kigili imxiS Abjgi™b Kiv ng|

nievj Jla tUKibK'v§ mie KigiUi mfug ievea AvijwPhov 1 imxiS t

K] nievj Jlfai gb 1biOZKET niem Gi Marker Component Gi lIdentity 1 Assay
Kiievi jiy Jla ¢ ZKiix cizdb hiniZ ciqiRbig e'e v MnY Kii imB 1eliq
le wiZ Adjwhv Kiv ng Ges ielg hiniZz Jla ¢ ZKvix cizdbmgr hiniZ
ciZcygb Kii Zinv ibidZ Kiievi jty Jla ckimb Aia™RiiK Abyiva Kiv ng| Bnv
Qvov nvem msMini miVK Drm maGiK1 AvijPhv ng|

mxvS t nietmi Source Valid Kiv mn Marker Component Gi Identity 1 Assay
IbidZ KiiiZ nBie|

L| nievy Jla GWHBRix Kigiu Gi 12 (evi) Zg mfug 15(ctbi)iU Reference eB inmife
ibaviY Kiv ng] D= 15(ctbi)iU Reference eB Gi cikicuk British National
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Formulary (BNF) 1K1 Reference eB inmiie msthvRb Kiievi Rb™ Dci Z m™m'ey,”
C Ve Ktib]|

imxyS t nievj Jlfai Rb" cte wbaniZ 15(ctbi)iu eB Gi cikicuk British National
Formulary (BNF) {KI Reference eB inmite ibaviY Kiv nBj | D= Reference eB
mgr-nvevj Jla Drev'h, gib-ibgSY 1 fiM bt kbvi Z_"w™1 Rb™ AbyiZ nie|

CYMVZ nievi Jlai tUKIbK'vj mie-sfifbte @fie w- 13 G elYZ eisjii k nievj
tgMimb  gvbg WKPvivm - Gimumigkibi cizibia inmiie ASF3 AlQ, KS D3
Gimumigkibi ewYR" gSYvjiqi tKib tiiIRi=kb thB, A wr ewYR" gSVijiqi KZK
Abygu~Z bq, teaiq ewYiR'K msMVb inmiie D3 Gimwmigkb Akea] dij Zu i
ciZibiak nvevj Jltai tUKIbK'vj mie-KigiUiZ \KiZ citi by gig esjii™k nierj
tciwit g'vbgd WKPvivm Gimumigkibi cizibra mFtK AeinZ Kiib| Bnv Qiov D3 nievj
Jla GWFBRix KigiUiZ XKy iekie "vjiqi D™~ reAub iefitMi Plant Taxonomist
tK cizibia infme 1vLvi Rb™ KigKRb m™m" gZ cKik Kfib]|

mxiS t nievj Jliai tUKIbK v mie-KigiuiZ evsjvi™k nievy tgiimb g 'vbgd vKPvivm
Gimumigkibi ciZibiatK er” t7qv Ges GKRb Plant Taxonomist tK ASf3 Kii
Kigiu c¥MVb Kivi wbigtE g8Yijq eivei Jla ckmb Aia™Ri niZ ¢ e fciY Kiy
nie|

nievj Jla GWFBRix Kigiui 10Zxq mfiq Abygu™Z rvevj Jliai wbeUth bwZgijy
nigbwv Kivi veliq ie wiZ AvtjwPbr ng|

mxyS t nvevj Jltai wbeUb buZgijvi Kic nievj Jla GWFBRix Kigili mKj m™m”

FRCE YENHHMFA TGS KA TOI© VT &) 8L ¥ A HeF 20O (et
Kivnie] gZigZ cul} victy PpiS biZgyjv cYagb Kiv nie|

mfvi ImxiS t mfig me-rafomeT =& GRfeie TR-Kigili imxis Abjgi™b Kiv ng|

Ab” tkib At ielg bv vKig mFiciZ giniq Dei” Z mKjiK ab'er™ Avch Kti mfvi mguR tNvlYy

Ktib]

tgRi tRbitij tgvt 1gv wdRY ingib imq™ gbRyej Bmjig
gniciiPijK miPe
Jla ckmb Aia™ 31 v criend KW gsYijq
[ [
m™m"-miPe mficiZ
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Proposed Product for Locally Manufacture (Human)

Annex-A

bs c ZKiiiKi big Jliai big 1 fRibiiK big 1bt~kby Contra-indication & Side-effect Status AtebKix 1UKIbK'vj mie-Kigiui mfui imxi3
(New Molecule/ c'E 64 Zg mfi imx13
Existing) USFDA or
MHRA Ref.
1. | Beximco Pharmaceuticals | L-Ornithine L-Aspartate It is indicated in the treatment of | Contraindications: Renal dysfunction, L-Ornithin-L-Aspartate Absgi™b Kiv thiZ cii| Abgr'b Kivnj |
Ltd., Tongi ,Gazipur 3.00gm/Sachet Granules for Oral | hyperammonemia due to acute or 150mg+
Solution chronic liver diseases eg liver | Side effects: The most common side effect | Pancreatin 100mg
cirrhosis, fatty liver, hepatitis; for the | is nausea and vomiting etc. Enteric Coated Tablet
L-Omithine  L-Aspartate  INN | treatment of incipient disturbances
3.00gm/Sachet of consciousness (pre-coma) or
neurological complications.
Ammonia detoxifying Agent
2. | Libra Infusions Limited 2% Propofol Injectable Emulsion; | Propofol belongs to a group of | Contra-indications: 1% Injection MHRA Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |

50ml Vial

Propofol BP 20mg/ml;
50ml Vial

Anaesthetics

medicines called general
anaesthetics. General anaesthetics
are used to cause unconsciousness
so that surgical operations or other
procedures can be performed.
Safety, effectiveness and dosing
guidelines for Propofol Injectable
Emulsion have not been established
for MAC Sedation in the pediatric
population; therefore, it is not
recommended for this use. Propofol
Injectable  Emulsion  is  not
recommended for induction of
anesthesia below the age of 3 years
or for maintenance of anesthesia
below the age of 2 months because
its safety and effectiveness have not
been  established in  those
populations.

Propofol  injectable  emulsion s
contraindicated in patients with a known
hypersensitivity to Propofol injectable
emulsion or any of its components.
Propofol  injectable  emulsion s
contraindicated in patients with allergies to
eggs, egg products, soybeans or soy
products.

Side effects:

General

Adverse event information is derived from
controlled clinical trials and worldwide
marketing experience. In the description
below, rates of the more common events
represent US/Canadian clinical  study
results. Less frequent events are also
derived from publications and marketing
experience in over 8 million patients; there
are insufficient data to support an accurate
estimate of their incidence rates. These
studies were conducted using a variety of
premedicants,  varying  lengths  of
surgical/diagnostic procedures, and various
other anesthetic/sedative agents. Most
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adverse events were mild and transient.

Anesthesia and MAC Sedation in Adults
The following estimates of adverse events
for Propofol Injectable Emulsion include
data from clinical trials in general
anesthesia/MAC sedation (N=2889 adult
patients). The adverse events listed below
as probably causally related are those
events in which the actual incidence rate in
patients treated with Injectable Emulsion
was greater than the comparator incidence
rate in these trials. Therefore, incidence
rates for anesthesia and MAC sedation in
adults generally represent estimates of the
percentage of clinical trial patients which
appeared to have probable causal
relationship. The adverse experience
profile from reports of 150 patients in the
MAC sedation clinical trials is similar to the
profile established with Propofol Injectable
Emulsion.

ACI Ltd., Narayanganj

Ibuprofen 100 mg/5 ml Oral
Suspension in Sachet

Ibuprofen BP 100 mg/5ml
Analgesic

Children aged 3 months to 12 years:
Mild to moderate pain due to sore
throat, teething pain, toothache,
rheumatic or muscular  pain,
headache, minor aches and pains,
symptoms of cold and influenza,
post-immunisation ~ pyrexia and
reduction of fever.

Contraindications:

Hypersensitivity to ibuprofen or any of the
excipients in the product. Patients who
have previously shown hypersensitivity
reactions (e.0. asthma, rhinitis,
angioedema or urticaria) in response to
aspirin  or other non-steroidal  anti-
inflammatory drugs. Active or history of
recurrent peptic ulcer / hemorrhage (two or
more distinct episodes of proven ulceration
or bleeding). History of gastrointestinal
bleeding or perforation, related to previous
NSAIDs therapy. Severe heart failure, renal
failure or hepatic failure Last trimester of
pregnancy.

Side Effects: Hypersensitivity reactions
have been reported and these may consist
of:

(@ Non-specific allergic reactions and

anaphylaxis
(b) Respiratory tract reactivity, e.g.
asthma, aggravated asthma,

bronchospasm-or dyspnoea.

MHRA

BNF-70
Page-929

Abygv"b Kiv thiZ cii|

Absgrb Kivnj |
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(c) Various skin reactions, e.g. pruritis,
urticaria, angioedema and more rarely
exfoliative and  bullous  dermatoses
(including  epidermal  necrolysis and
erythema multiforme).

Other Side effects are abdominal pain, acid
sour stomach, diarrhea, oedema,
headache, hypertension, cardiac failure
etc.

Square Pharmaceuticals
Ltd., Pabna Unit, Salgaria,
Pabna

Nabumetone 500mg Tablet
Nabumetone USP 500mg

Analgesic

Nabumetone is indicated for relief of
signs and symptoms of
osteoarthritis ~ and  rheumatoid
arthritis.

Contraindications:  Use in patients with
active, or a history of recurrent peptic ulcer/
Gl haemorrhage, perforation or peptic
disease (two or more distinct episodes).
Use in patients hypersensitive to
Nabumetone or to any of the excipients.
Severe heart failure, hepatic failure and
renal failure.

Use in patients who have shown previous
hypersensitivity reactions (e.g. asthma,
rhinitis, angiodema or urticaria) in response
to ibuprofen, aspirin or other non-steroidal
anti-inflammatory drugs. Severe, rarely
fatal, anaphylactic like reactions to NSAIDs
have been reported in such patients.

Use in patients with a history of
gastrointestinal bleeding or perforation,
related to previous NSAIDs therapy.

During the last trimester of pregnancy and
in nursing mothers.

Patients with current cerebrovascular or
other haemorrhage.

Side effects: Undesirable effects may be
minimized by using the lowest effective
dose for the shortest duration necessary to
control symptoms. The use of Nabumetone
with  concomitant  NSAIDs, including
cyclooxygenase-2  selective  inhibitors
should be avoided.

New

USFDA

Abygr"b Kiv thiZ cii|

Absgrb Kivnj |
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Beacon Pharmaceutical
Ltd.,

Square Pharmaceuticals
Ltd., Pabna Unit, Salgaria,
Pabna

Nabumetone 750mg Tablet
Nabumetone USP 750mg

Analgesic

Nabumetone is indicated for relief of
signs and symptoms of
osteoarthritis ~ and  rheumatoid
arthritis.

Contraindications:

Use in patients with active, or a history of
recurrent peptic ulcer/ Gl haemorrhage,
perforation or peptic disease (two or more
distinct episodes).

Use in patients hypersensitive to
Nabumetone or to any of the excipients.
Severe heart failure, hepatic failure and
renal failure.

Use in patients who have shown previous
hypersensitivity reactions (e.g. asthma,
rhinitis, angiodema or urticaria) in response
to ibuprofen, aspirin or other non-steroidal
anti-inflammatory drugs. Severe, rarely
fatal, anaphylactic like reactions to NSAIDs
have been reported in such patients.

Use in patients with a history of
gastrointestinal bleeding or perforation,
related to previous NSAIDs therapy.

During the last trimester of pregnancy and
in nursing mothers.

Patients with current cerebrovascular or
other haemorrhage.

Side effects: Undesirable effects may be
minimized by using the lowest effective
dose for the shortest duration necessary to
control symptoms. The use of Nabumetone
with  concomitant  NSAIDs, including
cyclooxygenase-2  selective  inhibitors
should be avoided.

New

USFDA

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |

Incepta Pharmaceuticals
Ltd.

Nalbuphine Hydrochloride
20mg/ml Injection

Nalbuphine Hydrochloride INN 20
mg/ml

Analgesic

Nalbuphine  hydrochloride  is
indicated for the relief of moderate
to severe pain.  Nalbuphine
hydrochloride can also be used as a
supplement to balanced anesthesia,
for preoperative and postoperative
analgesia, and for obstetrical
analgesia during labor and delivery.

Contraindication:
Nalbuphine hydrochloride injection should
not be administered to patients who are
hypersensitive to nalbuphine hydrochloride,
or to any of the other ingredients in
nalbuphine hydrochloride injection.
Side effect: The most frequent adverse
reaction in 1066 patients treated with
nalbuphine hydrochloride injection
was sedation 381 (36%). Less
frequent reactions were: sweaty/clammy 99
(9%), nausea/ vomiting 68 (6%),
dizziness/vertigo 58 (5%), dry mouth 44
(4%), and headache 27 (3%).

10mg/ml Injection

20mg/2ml Injection

USFDA

Abygv"b Kiv thiZ cii |

Absgrb Kivnj |

Eskayef Bangladesh

Phenazopyridine  Hydrochloride

It is indicated for the symptomatic

Contraindications:

New

clqiRbig tiddiY bi _1Kq

clqiRbig tiddiY bi_1Kq
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Limited 100mg FC Tablet relief of pain, burning, urgency, | e Patients who are hypersensitive to the Avte™b bigAy Kiv thiZ Aute™b bigAy Kivnj |
frequency, and other discomforts drug or its ingredients. cii|
Phenazopyridine ~ Hydrochloride | resulting from initation of the | ¢ patients with renal insufficiency or any
USP 100mg mucosa of the lower urinary tract liver disease.
caused by infection, trauma, o
Analgesic surgery, endoscopic procedures, or Side effects:
the passage of sounds or catheters. o -
It is Compatible with antimicrobial o GaStrOlnteStlnal: nausea, vomltlng and
therapy and can help relieve pain diarrhea. _
and discomfort during the interval | ® Nervous System: headache, aseptic
before an antimicrobial therapy meningitis.
controls the infection. o |ntegumentary: rash, pruritus,
discoloration, jaundice,
Renal: renal toxicity usually associated with
overdose, renal calculi.
Eskayef Bangladesh Phenazopyridine  Hydrochloride Do Contraindications: New cigRbig tidiY bv _Kq ciqRbig tidiiY bv _Kq
Limited. 200mg FC Tablet e Patients who are hypersensitive to the Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv nj |
N . drug or its ingredients. cii|
Phenazopyridine  Hydrochloride e Patients with renal insufficiency or any
USP 200mg liver disease.
. [ ]
Analgesic Side effects:
e Gastrointestinal: nausea, vomiting and
diarrhea.
e Nervous System: headache, aseptic
meningitis.
e Integumentary: rash, pruritus,
discoloration, jaundice,
Renal: renal toxicity usually associated with
overdose, renal calculi.
Incepta Pharmaceuticals Remifentanil 2.0mg/Vial Remifentanil is indicated for IV | Contraindication: 1mg/ml Injection USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd. Lyophilized Powder for Injection administration: As an analgesic | Due to the presence of glycine in the

Remifentanil Hydrochloride INN
2.194mg eq.to Remifentanil
2.0mg /Vial

Analgesic

agent for use during the induction
and maintenance of general
anesthesia  for inpatient and
outpatient procedures.

For continuation as an analgesic
into the immediate postoperative
period in adult patients under the
direct supervision of an anesthesia
practitioner in a postoperative
anesthesia care unit or intensive
care setting.

As an analgesic component of

formulation, Remifentanil is contraindicated
for epidural or intrathecal administration.
Remifentanil is also contraindicated in
patients with known hypersensitivity to
fentanyl analogs.

Side effect: Remifentanil produces adverse
events that are characteristic of p-opioids,
such as  respiratory  depression,
bradycardia, hypotension, and skeletal
muscle rigidity. These adverse events
dissipate within minutes of discontinuing or
decreasing the infusion rate  of
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monitored anesthesia care in adult
patients.

Remifentanil.

10. | Incepta Pharmaceuticals Remifentanil 5 mg/Vial Remifentanil is indicated for IV | Contraindication: 1mg/ml Injection USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd. Lyophilized Powder for Injection administration: Due to the presence of glycine in the
As an analgesic agent for use | formulation, Remifentanil is contraindicated
during  the induction  and | for epidural or intrathecal administration.
Remifentanil Hydrochloride INN maintenance of general anesthesia | Remifentanil is also contraindicated in
5.485mg eq.to Remifentanil 5mg | for inpatient and  outpatient | patients with known hypersensitivity to
[Vial procedures. fentanyl analogs.
For continuation as an analgesic | Side effect: Remifentanil produces adverse
Analgesic into the immediate postoperative | events that are characteristic of p-opioids,
period in adult patients under the | suich ~ as  respiratory  depression,
direct supervision of an anesthesia | bradycardia, hypotension, and skeletal
practitioner in a postoperative | muscle rigidity. These adverse events
anesthesia care unit or intensive | dissipate within minutes of discontinuing or
care setting. decreasing the infusion rate  of
As an analgesic component of | Remifentanil.
monitored anesthesia care in adult
patients.
11. | UniMed & UniHealth Mfg. | Tapentadol 150 Modified Release | Moderate to severe acute pain | Contra-indications:  Opioid  analgesics | 100mg MR Tablet BNF-70 Absgi™b Kiv thiZ ci| Abigi b Kivnj |
Ltd., Gazipur Tablet which can be managed only with | should be avoide in patients with acute Page-372

Healthcare Pharmaceuticals
Ltd., Gazipur

Tapentadol HCI INN 174.75mg
eg. to 150mg Tapentadol

Analgesic (Opioid)

opioid analgesic

respiratory depression and when there is a
risk of paralytic ileus. They are also contra-
indicated in condition s associated with
raised intracranial pressure and in head
injury (opioid analgesic interfere with
papillary responses vital for neurological
assessment). Comatose patients should
not be treated with opioid analgesics.

Side effects: Opioid analgesics share many
sideeffects, although qualitative and
quantitative differences exist. The most
common side-effects include nausea and
vomiting (particularly in initial stages),
constipation, dry mouth, and biliary spasm;
larger doses produce muscle rigidity,
hypotension, and respiratory depression.
Other common side-effects of opioid

analgesics include bradycardia,
tachycardia, palpitation,
oedema, postural hypotension,

hallucinations, vertigo, euphoria, dysphoria,
mood changes, dependence, dizziness,
confusion, drowsiness, sleep disturbances,
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headache, sexual dysfunction, difficulty
with micturition, urinary retention, ureteric
spasm, miosis, visual disturbances,
sweating, flushing, rash, urticaria, and

pruritus. also decreased appetite,
diarrhoea, dyspepsia, abdominal
discomfort,

weight loss, anxiety, tremor, ataxia,
dysarthria, hypoaesthesia, paraesthesia,
seizures, malaise, muscle spasms.

12.

UniMed & UniHealth Mfg.
Ltd., Gazipur

Tapentadol 50mg Modified
Release Tablet

Tapentadol HCI INN 58.25mg eq.

to 50mg Tapentadol

Analgesic (Opioid)

Do

Contra-indications: ~ Opioid  analgesics
should be avoide in patients with acute
respiratory depression and when there is a
risk of paralytic ileus. They are also contra-
indicated in condition s associated with
raised intracranial pressure and in head
injury (opioid analgesic interfere with
papillary responses vital for neurological
assessment). Comatose patients should
not be treated with opioid analgesics.

Side effects: Opioid analgesics share many
sideeffects, although qualitative and
quantitative differences exist. The most
common side-effects include nausea and
vomiting (particularly in initial stages),
constipation, dry mouth, and biliary spasm;
larger doses produce muscle rigidity,
hypotension, and respiratory depression.
Other common side-effects of opioid

analgesics include bradycardia,
tachycardia, palpitation,
oedema, postural hypotension,

hallucinations, vertigo, euphoria, dysphoria,
mood changes, dependence, dizziness,
confusion, drowsiness, sleep disturbances,
headache, sexual dysfunction, difficulty
with micturition, urinary retention, ureteric
spasm, miosis, visual disturbances,
sweating, flushing, rash, urticaria, and

pruritus. also decreased appetite,
diarrhoea, dyspepsia, abdominal
discomfort,

weight loss, anxiety, tremor, ataxia,
dysarthria, hypoaesthesia, paraesthesia,
seizures, malaise, muscle spasms.

100mg MR Tablet

BNF-70
Page-372

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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13. | ACI Ltd., Narayanganj Paracetamol 120 mg/5 ml It is indicated for the treatment of | Contraindications:  Hypersensitivity to | 120 mg/ 5 ml Oral MHRA ciqRb 1bB ieaig Ate b bi | ciquRb hB 1eaiq Aite™b by
Oral Suspension in Sachet mild to moderate pain and as an | Paracetamol or any of the excipients. suspension BNF-70 gAy Kiv thiZ citi| gAy Kivnj|
antipyretic. It can be used in many | Side Effects: Adverse effects of ( page no.356)
Paracetamol BP 120mg/5ml conditions including headache, | paracetamol are rare but hypersensitivity
toothache, earache, teething, sore | including skin rash may occur. Very rare
throat, colds & influenza, aches and | cases of serious skin reactions have been
Analgesic and Antipyretic pains and post-immunisation fever. | reported. Very rarely there have been
reports of blood dyscrasias including
thrombocytopenia and agranulocytosis, but
these were not necessarily causally related
to paracetamol. Most reports of adverse
reactions to paracetamol related to
overdosage and overusage of the drug
14. | ACI Ltd., Narayanganj Paracetamol 250 mg/5 ml It is indicated for the treatment of | Contraindications:  Hypersensitivity to | 120 mg/ 5 ml Oral MHRA ciqRb 1bB ieaig Ate b bi | ciquRb hB 1eaq Aite™b by
Oral Suspension in Sachet mild to moderate pain and as an | Paracetamol or any of the excipients. suspension BNF-70 gAy Kiv thiZ citi| gAy Kivnj|
antipyretic. It can be used in many | Side Effects: Adverse effects of (page no.356)
Paracetamol BP 250mg/5ml conditions including headache, | paracetamol are rare but hypersensitivity
toothache, earache, teething, sore | including skin rash may occur. Very rare
Analgesic and Antipyretic throat, colds & influenza, aches and | cases of serious skin reactions have been
pains and post-immunisation fever. | reported. Very rarely there have been
reports of blood dyscrasias including
thrombocytopenia and agranulocytosis, but
these were not necessarily causally related
to paracetamol. Most reports of adverse
reactions to paracetamol related to
overdosage and overusage of the drug
15. | Ziska Pharmaceuticals Ltd. | Oxymorphone Hydrochloride 20.0 | It is an opioid agonist indicated for | Contraindications: Significant respiratory 10mg IR Tablet USFDA Abjgi~b Kiv thiZ i Abigi b Kivnj |

mg Extended Release Tablet

Oxymorphone
USP 20.0mg

Hydrochloride

Narcotic analgesic

the management of pain severe
enough to require daily, around-the-
clock, long-term opioid treatment
and for which alternative treatment
options are inadequate.

Limitations of Use:

Because of the risks of addiction,
abuse, and misuse with opioids,
even at recommended doses, and
because of the greater risks of
overdose and death with extended-
release opioid formulations, reserve
this tablet for use in patients for
whom alternative treatment options
(e.g., non-opioid analgesics or
immediate-release  opioids) are
ineffective, not tolerated, or would

depression, Acute or severe bronchial
asthma, Known or suspected paralytic
ileus, Hypersensitivity to Oxymorphone,
Moderate or severe hepatic impairment.
Side effects: Adverse reactions in 22% of
patients in placebo-controlled trials:
nausea, constipation, dizziness,
somnolence, vomiting, pruritus, headache,
sweating increased, dry mouth, sedation,
diarrhea, insomnia, fatigue, appetite
decreased, and abdominal pain.
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be otherwise inadequate to provide
sufficient management of pain. It is
not indicated as an as-needed (prn)
analgesic

16. | Mundipharma (Bangladesh) | Oxycodone Hydrochloride | Indicated for pain severe enough to | Contraindication: ¢ Patients who are New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Private Limited., Gazipur. Controlled Release USP 10mg | require daily, around-the-clock, | hypersensitive to the active substance &
Tablet long-term opioid treatment. (oxycodone) or other opioid analgesics or BNF-70;
to any ingredient in the formulation,acute Page: 370(MR)
Oxycodone Hydrochloride appendicitis or pancreatitis, acute asthma
Controlled Release USP 10mg or other obstructive airway, acute
respiratory depression, elevated carbon
Analgesic, Opoid dioxide levels in the blood, and cor
pulmonale.
Side effects: The most frequently observed
adverse are asthenia, constipation,
dizziness, dry mouth, headache, nausea,
pruritus, somnolence, sweating and
vomiting.
17. | Mundipharma (Bangladesh) | Oxycodone Hydrochloride Do Contraindication: ~ « Patients who are New USFDA Abtgi™b Kiv thiZ cii| Abigi b Kivnj |
Private Limited., Gazipur. Controlled Release USP 20mg hypersensitive to the active substance &
Tablet (oxycodone) or other opioid analgesics or BNF-70;
to any ingredient in the formulation,acute Page: 370(MR)
Oxycodone Hydrochloride appendicitis or pancreatitis, acute asthma
Controlled Release USP 20mg or other obstructive airway, acute
respiratory depression, elevated carbon
Analgesic, Opoid dioxide levels in the blood, and cor
pulmonale.
Side effects: The most frequently observed
adverse are asthenia, constipation,
dizziness, dry mouth, headache, nausea,
pruritus, somnolence, sweating and
vomiting.
18. | Eskayef Bangladesh Glucosamine HCI BP | Relief of symptoms in mild to | Contraindications: 500mg Tablet cigRbig tidiY bv _Kq ciqRbig TidiiY bv _Kq
Limited. 10.0gm/200m| Oral Solution moderate osteoarthritis of the knee. « Known hypersensitivity to glucosamine Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29

Glucosamine HCI BP
10.0gm/100ml

Analgesics

or to any of the Excipients.

« |t must not be given to patients who are
allergic to shellfish.

« It must not be given to patients who
suffer from phenylketonuria.

chi|
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Side effects: Nausea, abdominal pain,
dyspepsia, headache, somnolence, rash,
pruritus and erythema.

19. | ACI Ltd., Narayanganj Zileuton 600 mg ER Tablets Zileuton is a leukotriene synthesis | Contraindications: Active liver disease or New USFDA ciqRb 1bB ieaig Ate b bi | ciquRb hB 1eaiq Aite™b by
inhibitor indicated ~ for  the | persistent hepatic function enzyme gAY Kiv thiZ citi oAy Kiv =]
prophylaxis and chronic treatment of | elevations =3 times the upper limit of

Zileuton INN 600 mg asthma in adults and children 12 | normal. History of allergic reaction to
years of age and older. zileuton or any of the ingredients.
Anti Asthamatic Do not use Zileuton to treat an acute | Side Effects: Most common adverse
asthma attack. reactions included: sinusitis, nausea, and
pharyngolaryngeal pain.
20. | Beacon Pharmaceutical Zileuton 600 mg ER Tablets Zileuton is a leukotriene synthesis | Contraindications: Active liver disease or New USFDA ciqvRb 1bB ieaiq Aite™b by ciqvRb 1bB ieaiq Arte™b by
Ltd., inhibitor  indicated ~ for  the | persistent hepatic function enzyme (CR Tablet) gAy Kiv thiZ citi] gAy Kiv 29]
prophylaxis and chronic treatment of | elevations =3 times the upper limit of
Zileuton INN 600 mg asthma in adults and children 12 | normal. History of allergic reaction to
years of age and older. zileuton or any of the ingredients.
Antiasthmatic Do not use Zileuton to treat an acute | Side Effects: Most common adverse
asthma attack. reactions included: sinusitis, nausea, and
pharyngolaryngeal pain.
21. | Eskayef Bangladesh Metronidazole 1.3gm/100gm Metronidazole vaginal gel 1.3% is | Contraindications; 0.75% Vaginal Gel USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Limited aginal Gel indicated in the treatment of |« History  of  hypersensitivity  to
bacterial vaginosis in non-pregnant metronidazole, parabens, other
Metronidazole BP 1.3gm/100gm women. ingredients of the formulation, or other
nitroimidazole derivatives.
Antibacterial « Concomitant use of disulfiram or within 2
weeks of disulfiram.
« Concomitant use of alcohol.
Side effects: The most common side effects
observed in clinical studies (incidence
21%) were vulvovaginal candidiasis,
headache, vulvovaginal pruritus, nausea,
diarrhea, and dysmenorrhea.
22. | Globe Pharmaceuticals Minocycline 100 mg Minocycline is a broad spectrum | Contraindications: Hypersensitivity to the New MHRA Abjgi™b Kiv thiZ i Abigib Kivnj |
Ltd., Noakhali FC Tablet antibiotic used active substance, or to any of the
for treatment of infections caused by | excipients listed in BNF 70
Minocycline HCI BP 115.85 mg | tetracycline sensitive organisms. | section Page: 498

eg. to Minocycline 100 mg

Antibacterial

Tetracyclines, including minocycline,
are the

treatment of choice for infections
caused by:

* Known hypersensitivity to tetracyclines
*Pregnancy and lactation

+ Systemic lupus erythematosus (SLE)

» Complete renal failure
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Chlamydia (trachoma, non-
gonococcal urethritis, pelvic
inflammatory  disease, prostatitis,
epididymitis, lymphogranuloma
venereum and psittacosis).

* Rickettsia (typhus, Q-Fever, Rocky
mountain spotted fever).

* Mycoplasma (respiratory and
genital).

¢ Brucella (normally in combination
with other antibiotics such as
streptomycin).

+ Borrelia burgdorferi  (Lyme
disease).

Other uses include:

« acute and chronic bronchitis,
 acne and, in cases of penicillin
allergy,

¢ treatment of actinomycosis,
nocardiosis,  leptospirosis  and
syphilis.

Minocycline is also used for
meningococcal prophylaxis.

Paediatric population
Not recommended for children under 12

years.

Side effects: Rare- Acute renal failure,
alopecia, anorexia, hyperaesthesia,
impaired hearing, paraesthesia,

pigmentation, tinnitus
Very rare- Discoloration of conjunctiva,
discoloration of sweat, discoloration of
tears, systemic lupus.
Frequent not known- Dizziness (more
common in women), vertigo (more
common in women).

23. | Incepta Pharmaceuticals Ado-Trastuzumab ~ Emtansine | Ado-Trastuzumab is a HER2- | Contraindication: None New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. 100mg/Vial lyopphilized Powder | targeted antibody and microtubule
for Injection inhibitor conjugate indicated, as a | Side effect: The most common adverse
Beacon Pharmaceutical single agent, for the treatment of | drug reactions (frequency > 25%) with Ado-
Ltd., Ado-Trastuzumab Emtansine patients  with ~ HER2-positive, | Trastuzumab (n=884 treated patients) were
Solution (Sterile) INN 2.0ml eq. to | metastatic breast cancer who | fatigue, nausea, musculoskeletal pain,
Ado-Trastuzumab Emtansine 100 | previously received trastuzumab | hemorrhage, thrombocytopenia, headache,
mg/Vial and a taxane, separately or in | increased transaminases, constipation and
combination. Patients should have | epistaxis.
Anticancer either:
e Received prior therapy for
metastatic disease, or
e  Developed disease recurrence
during or within six months of
completing adjuvant therapy.
24. | Incepta Pharmaceuticals Ado-Trastuzumab Emtansine 160 | Ado-Trastuzumab is a HER2- | Contraindication: None New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. mg/Vial lyopphilized Powder for | targeted antibody and microtubule

Injection

inhibitor conjugate indicated, as a

Side effect: The most common adverse
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Ado-Trastuzumab Emtansine
Solution (Sterile) INN 2.5ml eq. to
Ado-Trastuzumab Emtansine 160
mg/Vial

single agent, for the treatment of
patients  with  HER2-positive,
metastatic  breast cancer who
previously received trastuzumab
and a taxane, separately or in
combination. Patients should have
either:

e Received prior therapy for

drug reactions (frequency > 25%) with Ado-
Trastuzumab (n=884 treated patients) were
fatigue, nausea, musculoskeletal pain,
hemorrhage, thrombocytopenia, headache,
increased transaminases, constipation and
epistaxis.

Anticancer metastatic disease, or
e  Developed disease recurrence
during or within six months of
completing adjuvant therapy
25. | Beacon Pharmaceutical Ceritinib 150 mg Capsule It is indicated for the treatment of | Contraindication; Hypersensitivity —to New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd., patients with locally advanced or | either of the active substances or to
Ceritinib INN 150mg metastatic non-small cell lung | any of the excipients.
cancer (NSCLC) that is anaplastic | Side Effects: Anemia, decreased appetite,
Anticancer lymphoma kinase (ALK)-positive. hyperglycemia, hypophosphatemia, vision
disorder, pericarditis, bradycardia,
diarrhea, nausea, vomiting, abdominal
pain, constipation, esophageal disorder,
rash, fatigue, liver laboratory test
abnormalities, blood creatinine increased
26. | Beacon Pharmaceuticals Dasatinib 20mg Film coated Dasatinib  is a kinase inhibitor | Contraindication: None, 100mg Tablet USFDA Abyg™b Kivnj |

Ltd.

Tablet

Dasatinib Monohydrate INN
20.738mg eq. to Dasatinib 20mg

Anti cancer

indicated for the treatment of

* newly diagnosed adults with
Philadelphia  chromosome-positive
(Ph+) chronic myeloid leukemia
(CML) in chronic phase.

«adults with chronic, accelerated, or
myeloid or lymphoid blast phase
Ph+ CML with resistance or
intolerance to prior therapy including
imatinib.

sadults with Philadelphia
chromosome-positive acute
lymphoblastic leukemia (Ph+ ALL)
with resistance or intolerance to
prior therapy.

Warnings & Precautions:
Myelosuppression and Bleeding Events:
Severe thrombocytopenia ncutropenia and
ancmia may occur Use caution if used
concomitantly with medications that inhibit
platelet function or anticoagulants Monitor
complete blood counts regulary Transfuse
and interrupt SPRYCEL (dasatinib) when
indicated.

Fluid Retention ; Fluid retention,
sometimes  severe including pleural
effusions Manage with supportive care
measures and/or dose modification
Side-effect: Most common adverse
reactions (=15%) in patients with newly
diagnosed chronic phase CML included
myelosuppression, fluid retention, and
diarrhea. Most common adverse reactions
(=15%) in patients with resistance or
intolerance to prior imatinib therapy
included myelosuppression, fluid retention
events, diarrhea, headache, fatigue,

Ablgr b Kiv thiZ cii
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dyspnea, skin rash nausea, hemorrhage
and musculoskeletal pain.

27. | Beacon Pharmaceuticals Dasatinib 50mg Film coated Dasatinib  is a kinase inhibitor | Contraindication: None, 100mg USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. Tablet indicated for the treatment of Warnings & Precautions: Tablet
* newly diagnosed adults with | Myelosuppression and Bleeding Events:
Philadelphia  chromosome-positive | Severe thrombocytopenia ncutropenia and
Dasatinib Monohydrate INN (Ph+) chronic myeloid leukemia | ancmia may occur Use caution if used
51.845mg eq. to Dasatinib 50mg | (CML) in chronic phase. concomitantly with medications that inhibit
sadults with chronic, accelerated, or | platelet function or anticoagulants Monitor
Anti cancer myeloid or lymphoid blast phase | complete blood counts regulary Transfuse
Ph+ CML with resistance or | and interrupt SPRYCEL (dasatinib) when
intolerance to prior therapy including | indicated.
imatinib. Fluid Retention ; Fluid retention,
sadults with Philadelphia | sometimes severe including pleural
chromosome-positive acute | effusions Manage with supportive care
lymphoblastic leukemia (Ph+ ALL) | measures and/or dose modification
with resistance or intolerance to | Side-effect: Most common adverse
prior therapy. reactions (=15%) in patients with newly
diagnosed chronic phase CML included
myelosuppression, fluid retention, and
diarrhea. Most common adverse reactions
(=15%) in patients with resistance or
intolerance to prior imatinib therapy
included myelosuppression, fluid retention
events, diarrhea, headache, fatigue,
dyspnea, skin rash nausea, hemorrhage
and musculoskeletal pain.
28. | Incepta Pharmaceuticals Enzalutamide 40 mg Soft Gelatin | Enzalutamide is indicated for the | Contraindication: Pregnancy New USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
LTd (Dhamrai Unit) Capsule treatment of patients with metastatic | Side effect: The most common adverse
castration-resistant prostate cancer. | reactions (= 10%) are asthenia/fatigue,
Enzalutamide INN 40 mg back  pain, decreased  appetite,
constipation, arthralgia, diarrhea, hot flush,
Anti Cancer upper respiratory tract infection, peripheral
edema, dyspnea, musculoskeletal pain,
weight decreased, headache,
hypertension, and dizziness/vertigo.
29. | Beacon Pharmaceutical Ibrutinib 140 mg Capsule lbrutinib is indicated for the | Contraindication: None New USFDA Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |

Ltd.,

Incepta Pharmaceuticals
Ltd.

[brutinib INN 140 mg

Anticancer

treatment of patients with :

e mantle cell lymphoma (MCL)
who have received at least one prior
therapy.Accelerated approval was
granted for this indication based on
overall response rate. Continued
approval for this indication may be
contingent upon verification  of

Side effect: The most common adverse
reactions (=25%) in patients with B-cell
malignancies (MCL, CLL, WM) were
thrombocytopenia, neutropenia, diarrhea,
anemia, fatigue, musculoskeletal pain,
bruising, nausea, upper respiratory tract
infection, and rash.
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clinical benefit in confirmatory trials.
e Chronic Lymphocytic Leukemia
Chronic Lymphocytic Leukemia With
17p deletion

o Ibrutinib is indicated for the
treatment of patients with chronic
lymphocytic leukemia (CLL) with
17p deletion

. [brutinib is indicated for
the treatment of patients with
Waldenstrém's macroglobulinemia

(WM)

30.

Incepta Pharmaceuticals
Ltd.

Idelalisib 100 mg Tablet
Idelalisib INN 100 mg

Anticancer

Idelalisib is a kinase inhibitor
indicated for the treatment of
patients with:

*Relapsed  chronic  lymphocytic
leukemia (CLL), in combination with
rituximab, in patients for whom
rituximab ~ alone  would  be
considered appropriate therapy due
to other co-morbidities.

*Relapsed follicular B-cell non-
Hodgkin lymphoma (FL) in patients
who have received at least two prior
systemic therapies.

*Relapsed  small  lymphocytic
lymphoma (SLL) in patients who
have received at least two prior
systemic therapies. Accelerated
approval was granted for FL and
SLL based on overall response rate.
Improvement in patient survival or
disease related symptoms has not
been  established.  Continued
approval for these indications may
be contingent upon verification of
clinical benefit in confirmatory trials.

Contraindication: History of serious allergic
reactions including anaphylaxis and toxic
epidermal necrolysis

Side effect: The most common adverse
reactions (incidence =20%) are diarrhea,
pyrexia,  fatigue,  nausea,  cough,
pneumonia, abdominal pain, chills, and
rash. The most common laboratory
abnormalities  (incidence  230%) are
neutropenia, hypertriglyceridemia,
hyperglycemia, ALT elevations, and AST
elevations.

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

31

Beacon Pharmaceutical
Ltd.,

Incepta Pharmaceuticals
Ltd.

Idelalisib 150 mg Tablet
Idelalisib INN 150 mg

Anticancer

Idelalisib is a kinase inhibitor
indicated for the treatment of
patients with:

*Relapsed  chronic  lymphocytic
leukemia (CLL), in combination with
rituximab, in patients for whom

Contraindication: History of serious allergic
reactions including anaphylaxis and toxic
epidermal necrolysis

Side effect: The most common adverse
reactions (incidence =20%) are diarrhea,
pyrexia,  fatigue,  nausea,  cough,

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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rituximab  alone  would  be
considered appropriate therapy due
to other co-morbidities.

*Relapsed follicular B-cell non-
Hodgkin lymphoma (FL) in patients
who have received at least two prior
systemic therapies.

*Relapsed  small  lymphocytic
lymphoma (SLL) in patients who
have received at least two prior
systemic therapies. Accelerated
approval was granted for FL and
SLL based on overall response rate.
Improvement in patient survival or
disease related symptoms has not
been  established.  Continued
approval for these indications may
be contingent upon verification of
clinical benefit in confirmatory trials.

pneumonia, abdominal pain, chills, and
rash. The most common laboratory
abnormalities  (incidence  230%) are
neutropenia, hypertriglyceridemia,
hyperglycemia, ALT elevations, and AST
elevations.

32. | Ziska Pharmaceuticals Ltd. | Megestrol Acetate Micronised | Itis indicated for the palliative Contraindications: History of 40 mg Tablet Abjgi~b Kiv thiZ i Abjgr'b Kivnj |
160 mg Tablet treatment of advanced carcinoma of | hypersensitivity to megestrol acetate or any
the breast (i.e. recurrent, inoperable | component of the formulation ,Known or
Megestrol Acetate Micronised | or metastatic diseases). It should not | suspected pregnancy.
USP 160 mg be used in lieu of currently accepted | Side-effects: The most common adverse
procedures such as surgery, events occurring in > 5% of all patients
Anticancer radiation or chemotherapy. receiving 800mg/20mL of megestrol
acetate oral suspension in the two clinical
efficacy trials were nausea, diarrhea,
impotence, rash, flatulence, hypertension,
and asthenia
33. | Ziska Pharmaceuticals Ltd. | Megestrol Acetate Micronised 20 | It is indicated for the palliative | Contraindications: History of 40 mg Tablet USFDA Abjgi™b Kiv thiZ ci| Abigi b Kivnj |
mg Tablet treatment of advanced carcinoma of | hypersensitivity to megestrol acetate or any
the breast (i.e. recurrent, inoperable | component of the formulation ,Known or
Megestrol Acetate Micronised | or metastatic diseases). It should not | suspected pregnancy.
USP 20 mg be used in lieu of currently accepted | Side-effects: The most common adverse
procedures such as surgery, | events occurring in > 5% of all patients
radiation or chemotherapy. receiving 800mg/20mL of megestrol
Anticancer acetate oral suspension in the two clinical
efficacy trials were nausea, diarrhea,
impotence, rash, flatulence, hypertension,
and asthenia
34. | Ziska Pharmaceuticals Ltd. | Megestrol Acetate Micronised 40 | This oral suspension is a progestin | Contraindications: History of 40 mg Tablet USFDA Abjgi™b Kiv thiZ i Abigib Kivnj |

mg/ml oral Suspension

Megestrol Acetate Micronised

indicated for the treatment of
anorexia,  cachexia, or an
unexplained significant weight loss

hypersensitivity to megestrol acetate or any
component of the formulation ,Known or
suspected pregnancy.
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USP 40mg/ml in patients with a diagnosis of | Side-effects: The most common adverse
acquired immunodeficiency | events occurring in > 5% of all patients
Anticancer syndrome (AIDS) receiving 800mg/20mL of megestrol
acetate oral suspension in the two clinical
efficacy trials were nausea, diarrhea,
impotence, rash, flatulence, hypertension,
and asthenia
35. | Beacon Pharmaceutical Osimertinib 40 mg Tablet Osimertinib is a kinase inhibitor | Contraindication: None New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd., indicated for the treatment of
Osimertinib ~ Mesylate  INN | patients with metastatic epidermal | Side effect: Most common adverse
47.700mg eq to Osimertinib | growth factor receptor (EGFR) | reactions (=25%) were diarrhea, rash, dry
40mg Tablet T790M mutation-positive non-small | skin, and nail toxicity.
cell lung cancer (NSCLC), as
detected by an FDA-approved test,
Anticancer who have progressed on or after
EGFR TKI therapy.
This indication is approved under
accelerated approval based on
tumor response rate and duration of
response. Continued approval for
this indication may be contingent
upon verification and description of
clinical benefit in confirmatory trials.
36. | Incepta Pharmaceuticals Osimertinib 80 mg Tablet Osimertinib is a kinase inhibitor | Contraindication: None New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. indicated for the treatment of
Osimertinib Mesylate INN patients with metastatic epidermal | Side effect: Most common adverse
Beacon Pharmaceutical 95.40mg eg. to Osimertinib 80mg | growth factor receptor (EGFR) | reactions (=25%) were diarrhea, rash, dry
Ltd., T790M mutation-positive non-small | skin, and nail toxicity.
Anticancer cell lung cancer (NSCLC), as
detected by an FDA-approved test,
who have progressed on or after
EGFR TKI therapy.
This indication is approved under
accelerated approval based on
tumor response rate and duration of
response. Continued approval for
this indication may be contingent
upon verification and description of
clinical benefit in confirmatory trials.
37. | Incepta Pharmaceuticals Pembrolizumab 25mg/Vial Pembrolizumab is a programmed | Contraindication: None New Abjgi™b Kiv thiZ ci| Abjgr'b Kivnj |
Ltd. Injection death receptor-1 (PD-1)-blocking | Side effect: Most common adverse

antibody indicated for the treatment

reactions (reported in =20% of patients)
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Pembrolizumab (Ready to fill
sterile solution) INN 1.0ml
contaning Pembrolizumab
25mg/Vial

Antineoplastic Agent

of: patients with unresectable or
metastatic melanoma.

patients with metastatic NSCLC
whose tumors express PD-L1 as
determined by an FDA-approved
test and who have disease
progression on or after platinum-
containing chemotherapy. Patients
with EGFR or ALK genomic tumor
aberrations should have disease
progression  on  FDA-approved
therapy for these aberrations prior to
receiving  Pembrolizumab.  This
indication is approved  under
accelerated approval based on
tumor response rate and durability
of response. An improvement in
survival or disease-related
symptoms has not yet been
established. Continued approval for
this indication may be contingent
upon verification and description of
clinical benefit in the confirmatory
trials.

with: melanoma included fatigue, pruritus,
rash, constipation, diarrhea, nausea, and
decreased appetite.

NSCLC included fatigue, decreased
appetite, dyspnea and cough.

38.

Incepta Pharmaceuticals
Ltd.

Pembrolizumab 50 mg/Vial
Injection

Pembrolizumab (Ready to fill
sterile solution) INN 2.0ml
contaning Pembrolizumab
50mg/Vial

Anticancer

Pembrolizumab is a programmed
death receptor-1 (PD-1)-blocking
antibody indicated for the treatment
of:

epatients with  unresectable or
metastatic melanoma.

epatients with metastatic NSCLC
whose tumors express PD-L1 as
determined by an FDA-approved
test and who have disease
progression on or after platinum-
containing chemotherapy. Patients
with EGFR or ALK genomic tumor
aberrations should have disease
progression  on  FDA-approved
therapy for these aberrations prior to
receiving  Pembrolizumab.  This
indication is approved under

Contraindication: None

Side effect: Most common adverse
reactions (reported in =20% of patients)
with: melanoma included fatigue, pruritus,
rash, constipation, diarrhea, nausea, and
decreased appetite.

NSCLC included fatigue, decreased
appetite, dyspnea and cough.

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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accelerated approval based on
tumor response rate and durability
of response. An improvement in
survival or disease-related
symptoms has not yet been
established. Continued approval for
this indication may be contingent
upon verification and description of
clinical benefit in the confirmatory
trials.

39.

Beacon Pharmaceutical
Ltd.,

Pembrolizumab INN 50mg/2.0ml
Vial Lyophilized Powder for
Injection

Pembrolizumab INN 50mg/ 2.0ml

Anticancer

Pembrolizumab is a programmed
death receptor-1 (PD-1)-blocking
antibody indicated for the treatment
of:

epatients  with  unresectable or
metastatic melanoma.

epatients with metastatic NSCLC
whose tumors express PD-L1 as
determined by an FDA-approved
test and who have disease
progression on or after platinum-
containing chemotherapy. Patients
with EGFR or ALK genomic tumor
aberrations should have disease
progression  on  FDA-approved
therapy for these aberrations prior to
receiving  Pembrolizumab.  This
indication is approved  under
accelerated approval based on
tumor response rate and durability
of response. An improvement in
survival or disease-related
symptoms has not yet been
established. Continued approval for
this indication may be contingent
upon verification and description of
clinical benefit in the confirmatory
trials.

Contraindication: None

Side effect: Most common adverse
reactions (reported in =20% of patients)
with: melanoma included fatigue, pruritus,
rash, constipation, diarrhea, nausea, and
decreased appetite.

NSCLC included fatigue, decreased
appetite, dyspnea and cough.

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

40.

ACI Ltd., Narayanganj

Lacosamide 1.00 gm/100 ml oral
solution

Lacosamide INN 1.00gm/100 ml

Lacosamide is indicated as
monotherapy or adjunctive therapy
in patients with partial-onset
seizures; Lacosamide Injection is
indicated as short term replacement
when oral administration is not

Contraindication:

None

Side-effects:

Monotherapy: Most common adverse
reactions are similar to those seen in
adjunctive therapy studies

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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Anti convulsant

feasible

Adjunctive therapy: Most common adverse
reactions (=10% and greater than placebo)
are diplopia, headache, dizziness, nausea

41. | Square Pharmaceuticals Fluoxetine ~ 90mg  Delayed | Itis indicated for Fluoxetine is contraindicated in patients 20mg Capsule USFDA ciqvRb 1bB ieaiq Arte™b by ciqvRb 1bB ieaiq Aite™b by
Ltd., Pabna Unit, Salgaria, Release Capsule » acute and maintenance treatment | known to be hypersensitive to it. gAy Kiv thiZ citi] gAy Kiv 297]
Pabna of Major Depressive Disorde Monoamine oxidase inhibitors --There have

» acute and maintenance treatment | been reports of serious, sometimes fatal,
Fluoxetine Hydrochloride Enteric | of obsessions and compulsions in | reactions (including hyperthermia, rigidity,
Coated Pellets (30% W/W) Ph. | patients with Obsessive Compulsive | myoclonus, autonomic instability ~with
Grade 300.00mg eq. to 90mg | Disorder (OCD) possible rapid fluctuations of vital signs,
Fluoxetine USP » Acute and maintenance treatment | and mental status changes that include
of binge-eating and vomiting | extreme agitation progressing to delirium
Antidepressant behaviors in patients with moderate | and coma) in patients receiving fluoxetine
to severe Bulimia Nervosa in combination with a monoamine oxidase
» Acute treatment of Panic | inhibitor (MAQI), and in patients who have
Disorder, with or | recently discontinued fluoxetine and are
without agoraphobia then started on an MAOI. Some cases
presented with features resembling
neuroleptic malignant syndrome.
Therefore, Fluoxetine should not be used
in combination with an MAOI, or within a
minimum of 14 days of discontinuing
therapy with an MAOQI. Since fluoxetine and
its major metabolite have very long
elimination half-lives, at least 5 weeks
[perhaps longer, especially if fluoxetine has
been prescribed chronically and/or at
higher doses should be allowed after
stopping Fluoxetine before starting an
MAOI.
Thioridazine -- Thioridazine should not be
administered with Fluoxetine or within a
minimum of 5 weeks after Fluoxetine has
been discontinued

42. | Square Pharmaceuticals Pizotifen 5mg/100ml Syrup Anorexia in underweight patients, | Contraindication: Known hypersensitivity to 0.5mg Tablet & ciqRb 1bB ieaig Ate b bi | ciquRb $hB 1eaiq Aite™b by

Ltd., Pabna Unit, Salgaria, mood elevation in the elderly, | Pizotifen or any of the excipients. 1.5mg Tablet gAy Kiv thiZ citi] gAy Kiv 297]

Pabna

Pizotifen Malate BP 7.270mg eq.
to 5mg Pizotifen/100ml

prophylactic (interval) treatment of
migraine.

Side effects: Sedation, dizziness, dry mouth,
constipation.
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Antidepressant

43. | Healthcare Pharmaceutical | Canagliflozin 300mg Tablet It is a sodium-glucose co-transporter | Contraindications: 100mg Tablet USFDA wheaq Arf=fefar Ay wheaq Aol Ay
Itd., 2 (SGLT2) inhibitor * History of a serious hypersensitivity ciqRb tbB ieaig Aie b bv | ciquRb thB 1eaiq Avte™b by
Rajendrapur, Gazipur Canagliflozin Hemihydrate INN indicated as an adjunct to diet reaction to canagliflozin oAy Kivthiz citi] gAy Kiv 2|

306.0mg eq. to Canagliflozin and exercise to improve + Patients having end stage renal
300mg glycemic control in disease or patients on dialysis
adults with type 2 diabetes
mellitus. Side effects: Most common adverse
Antidiabetic reactions associated with Canagliflozin (5%
Limitation of Use: or greater incidence): female
* Not for treatment of type-1 genital mycotic infections, urinary tract
diabetes mellitus or diabetic Infection and increased urination.
ketoacidosis

44. | Beximco Pharmaceuticals Empagliflozin 10.00mg Tablet Empagliflozin is indicated in the Contraindications: Hypersensitivity to the New USFDA wheaa Aol A wheaa Aol Ay

Ltd., Tongi ,Gazipur treatment of type 2 diabetes mellitus | active substance or to any of the ciqRb tbB ieaig Aie b bv | ciquRb thB 1eaiq Avfe™b by
Empagliflozin INN 10.00mg to improve glycaemic control. excipients. gAy Kivthiz citi] gAy Kiv 2|
Antidiabetic Side effects: Hypotension, Impairment in
Renal Function, Impaired Hepatic Function,
Hypoglycemia with Concomitant Use with
Insulin and Insulin Secretagoguese, UTI.
45, | ACI Ltd., Narayanganj Exenatide 40 mg eqv. to Exenatide is a glucagon-like | Contraindication: New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |

Exenatide 2 mg /vial
Extended Release

Injectable Sterile Ready to fill
powder for suspension

Exenatide INN 40 mg eqv. to
Exenatide INN 2 mg)/vial

Anti Diabetic

peptide-1 (GLP-1) receptor agonist
indicated as an adjunct to diet and
exercise to improve glycemic control
in adults with type 2 diabetes
mellitus

Exenatide is an extended-release
formulation of exenatide. Do not
coadminister ~ with  Exenatide
prefilled pen.

Important Limitations of Use

Not recommended as first-line
therapy for patients inadequately
controlled on diet and exercise
Should not be used to treat type 1
diabetes or diabetic ketoacidosis
Use with insulin has not been
studied and is not recommended
Has not been studied in patients
with a history of pancreatitis.
Consider other antidiabetic

Exenatide is contraindicated in patients
with personal or family history of medullary
thyroid carcinoma or in patients with
Multiple Endocrine

Neoplasia syndrome type 2

Exenatide is contraindicated in patients
with a prior serious hypersensitivity
reaction to exenatide or any of the product
components

Side-effects:  Most common (=5%) and
occurring more frequently than comparator
in clinical trials: nausea, diarrhea,
headache, vomiting, constipation,
injectionsite pruritus, injection-site nodule,
and dyspepsia.

Warning: Risk of thyroid c-cell tumors
+ Exenatide extended-release causes

thyroid C-cell tumors at clinically relevant
exposures in rats. It is unknown whether It
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therapies in patients with a history of
pancreatitis

causes thyroid C-cell tumors, including
medullary

thyroid carcinoma (MTC) in humans, as the
human relevance of

exenatide extended-release-induced
rodent thyroid C-cell tumors

has not been determined.

¢ It is contraindicated in patients with a
personal or family history of MTC or in
patients with Multiple Endocrine

Neoplasia syndrome type 2 (MEN 2).
Counsel patients regarding

the potential risk of MTC and the
symptoms of thyroid tumors.

46. | Beximco Pharmaceuticals Voglibose 0.2mg Tablet Voglibose is indicated as an | Contraindications:  Hypersensitivity  to Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd., Tongi ,Gazipur adjustment to diet and exercise to | Voglibose or to any of the excipients,
Voglibose INN 0.2mg improve  glycaemic  control in | Diabetic ketoacidosis, diabetic pre-coma,
Sun Pharmaceutical patients with NIDDM (non-insulin | Severe infection, before and after operation
(Bangladesh) Ltd. Antidiabetic dependent diabetes mellitus). or with serious trauma.
Also, to improve postprandial
hyperglycemia in patient with type 2 | Side effects: Diarrhoea, loose stools,
Diabetes. abdominal pain, constipation, anorexia,
nausea, vomiting etc.
47. | Sun Pharmaceutical Voglibose 0.3 mg Tablet To improve postprandial | Contraindications:  Hypersensitivity ~ to Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
(Bangladesh) Ltd. hyperglycemia in patient with type 2 | Voglibose or to any of the excipients,
Voglibose INN 0.3mg Diabetes. Diabetic ketoacidosis, diabetic pre-coma,
Severe infection, before and after operation
or with serious trauma. New
Antdiabetic Drug
Side effects: Diarrhoea, loose stools,
abdominal pain, constipation, anorexia,
nausea, vomiting etc.
48. | ACI Ltd., Narayanganj Eluxadoline 100 mg Film Coated | Eluxadoline is indicated in adults for | Contraindication: Eluxadoline i New USFDA Abjgi~b Kiv thiZ i Abigi b Kivnj |

Tablet
Eluxadoline INN 100 mg

Anti diarrheal

the treatment of irritable bowel
syndrome with diarrhea (IBS-D).

contraindicated in patients with:

Known or suspected biliary duct
obstruction; or sphincter of Oddi disease or
dysfunction. These patients are at
increased risk for sphincter of Oddi spasm.
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Alcoholism, alcohol abuse or alcohol
addiction, or in patients who drink more
than 3 alcoholic beverages per day. These
patients are at increased risk for acute
pancreatitis.
A history of pancreatitis; or structural
diseases of the pancreas, including known
or suspected pancreatic duct obstruction.
These patients are at increased risk for
acute pancreatitis.
¢ Severe hepatic impairment (Child-Pugh
Class C). These patients are at risk for
significantly increased plasma
concentrations of Eluxadoline.
* A history of chronic or severe constipation
or sequelae from constipation, or known or
suspected mechanical  gastrointestinal
obstruction. These patients may be at risk
for severe complications of bowel
obstruction.
Side effects: Most common adverse
reactions are constipation, nausea and
abdominal pain.

49,

Acme Laboratories Ltd.

Globe Pharmaceuticals
Ltd., Noakhali

Healthcare Pharmaceuticals
Limited, Gazipur

Ziska Pharmaceuticals Ltd.

Beacon Pharmaceuticals
Ltd.

Julphar Bangladesh Ltd.,
Sreepur, Gazipur, Dhaka

Eluxadoline 100 mg Tablet
Eluxadoline INN 100 mg

Antidiarrheal

Eluxadoline is indicated in adults for
the treatment of irritable bowel
syndrome with diarrhea (IBS-D).

Contraindication: Eluxadoline is
contraindicated in patients with:
Known or suspected biliary duct
obstruction; or sphincter of Oddi disease or
dysfunction. These patients are at
increased risk for sphincter of Oddi spasm.
Alcoholism, alcohol abuse or alcohol
addiction, or in patients who drink more
than 3 alcoholic beverages per day. These
patients are at increased risk for acute
pancreatitis.
A history of pancreatitis; or structural
diseases of the pancreas, including known
or suspected pancreatic duct obstruction.
These patients are at increased risk for
acute pancreatitis.
¢ Severe hepatic impairment (Child-Pugh
Class C). These patients are at risk for
significantly increased plasma
concentrations of Eluxadoline.
+ A history of chronic or severe constipation

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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or sequelae from constipation, or known or
suspected mechanical  gastrointestinal
obstruction. These patients may be at risk
for severe complications of bowel
obstruction.

Side effects: Most common adverse
reactions are constipation, nausea and
abdominal pain

50.

ACI Ltd., Narayanganj

Globe Pharmaceuticals
Ltd., Noakhali

Ziska Pharmaceuticals Ltd.

Healthcare Pharmaceuticals
Limited, Gazipur

Eluxadoline 75 mg FC Tablet
Eluxadoline INN 75 mg

Anti diarrheal

Eluxadoline is a mu-opioid receptor
agonist, indicated in adults for the
treatment  of irritable  bowel
syndrome with diarrhea (IBS-D).

Contraindication: Eluxadoline is
contraindicated in patients with:
Known or suspected biliary duct
obstruction; or sphincter of Oddi disease or
dysfunction. These patients are at
increased risk for sphincter of Oddi spasm.
Alcoholism, alcohol abuse or alcohol
addiction, or in patients who drink more
than 3 alcoholic beverages per day. These
patients are at increased risk for acute
pancreatitis.
A history of pancreatitis; or structural
diseases of the pancreas, including known
or suspected pancreatic duct obstruction.
These patients are at increased risk for
acute pancreatitis.
¢ Severe hepatic impairment (Child-Pugh
Class C). These patients are at risk for
significantly increased plasma
concentrations of Eluxadoline.
* A history of chronic or severe constipation
or sequelae from constipation, or known or
suspected mechanical  gastrointestinal
obstruction. These patients may be at risk
for severe complications of bowel
obstruction.
Side effects: Most common adverse
reactions are constipation, nausea and
abdominal pain

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

51.

Incepta Pharmaceuticals
Ltd.

Aprepitant 125 mg/Sachet
Powder for Oral suspension

Aprepitant INN 125mg/Sachet

Antiemetic

Aprepitant for oral suspension is
indicated

* in combination with other
antiemetic agents, in patients 12
years of age and older for
prevention of:

0 acute and delayed nausea and
vomiting associated with initial and

Contraindication: Known hypersensitivity to
any component of this drug. Concurrent
use with pimozide.

Side effect: Most common adverse
reactions are: Prevention of Chemotherapy
Induced Nausea and Vomiting (CINV)
Adults (=3%): fatigue, diarrhea, asthenia,
dyspepsia, abdominal pain, hiccups, white

40mg, 125mg
Capsule

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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repeat courses of highly emetogenic
cancer  chemotherapy  (HEC)
including high-dose cisplatin

0 nausea and vomiting associated
with initial and repeat courses of
moderately  emetogenic  cancer
chemotherapy (MEC)

Limitations of Use:

Aprepitant has not been studied for
treatment of established nausea and
vomiting.

Chronic continuous administration of
Aprepitant is not recommended.

blood cell count decreased, dehydration,
and alanine aminotransferase increased.

+ Pediatrics (=3%): neutropenia, headache,
diarrhea, decreased appetite, cough,
fatigue, hemoglobin decreased, dizziness,
and hiccups. PONV
Adults  (=3%):
hypotension.

constipation ~ and

52. | Incepta Pharmaceuticals Aprepitant 80 mg Capsule Aprepitant Capsule is indicated Contraindication: Known hypersensitivity to 40mg, 125mg USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd. ¢ in combination with other | any component of this drug. Concurrent Capsule
Aprepitant INN 80 mg antiemetic agents, in patients 6 | use with pimozide.
Antiemetic months of age and older for | Side effectt Most common adverse
prevention of: reactions are: Prevention of Chemotherapy
» acute and delayed nausea and | Induced Nausea and Vomiting (CINV)
vomiting associated with initial | Adults (=3%): fatigue, diarrhea, asthenia,
and repeat courses of highly | dyspepsia, abdominal pain, hiccups, white
emetogenic cancer | blood cell count decreased, dehydration,
chemotherapy (HEC) including | and alanine aminotransferase increased.
high-dose cisplatin. + Pediatrics (=3%): neutropenia, headache,
»  nausea and vomiting | diarrhea, decreased appetite, cough,
associated with initial and | fatigue, hemoglobin decreased, dizziness,
repeat courses of moderately | and hiccups. PONV
emetogenic cancer | Adults  (=3%):  constipation  and
chemotherapy (MEC). hypotension.
+ for prevention of postoperative
nausea and vomiting (PONV) in
adults
Limitations of Use: Aprepitant has
not been studied for treatment of
established nausea and vomiting.
Chronic continuous administration of
Aprepitant is not recommended.
53. | Opsonin Pharma Limited, Domperidone 30mg Sustained Stimulation of gut motility: Non- Contraindications: Domperidone is 10 mg tablet, ciqRbiq tidiiY thB iearq | ciqiRbig tidiY br _iKq
Bagura Road, Barisal Release Capsule ulcer dyspepsia, Esophageal reflux | contraindicated to the patients who have 15 mg & 30 mg Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
and gastritis, Diabetic gastroparesis, | hypersensitivity to this drug and in case of suppository, chi|

Domperidone BP 30 mg

functional dyspepsia, prevention

neonates.

60 ml suspension,

ciZv-31/7




Gastro-prokinetics

and symptomatic relief of acute
nausea and vomiting from any
cause but specifically cytotoxic
therapy, radio therapy and anti-
parkinsonism therapy,
management of migraine

Side effects: Domperidone may produce
hyperprolactinemia.  This may result
galactorrhoea, breast enlargement and
soreness and reduced libido. Dry mouth,
thirst headache, nervousness, drowsiness,
diarrhea, skin rash and itching may occur
during treatment with Domperidone. Extra-
pyramidal reactions are seen in 0.055 of
patients in clinical studies.

15 ml paediatric drop

54. | Ziska Pharmaceuticals Ltd. | Fosaprepitant 115mg/Vial Sterile | This injection is a substance | Contraindications: Aprepitant 40 mg USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Lyophilized Powder for Injection P/neurokinin-1 (NK 1) receptor | Known hypersensitivity to any component | Capsule
antagonist, indicated in adults, in | of this drug, Concurrent use with pimozide.
Fosaprepitant Dimeglumine | combination with other antiemetic | Side effects: Most common adverse
188.0 mg eq. to Fosaprepitant | agents, for the prevention of acute | reactions (=2%) are: fatigue, diarrhea,
INN 115 mg/Vial and delayed nausea and vomiting | neutropenia, asthenia, anemia, peripheral
associated with initial and repeat | neuropathy, leukopenia, dyspepsia, urinary
Adjunctive antiemetic courses of highly emetogenic | tract infection, pain in extremity.
cancer  chemotherapy  (HEC)
including  high-dose  cisplatin
delayed nausea and vomiting
associated with initial and repeat
courses of moderately emetogenic
cancer  chemotherapy  (MEC)
Limitations of Use EMEND has not
been studied for treatment of
established nausea and vomiting.
55. | Ziska Pharmaceuticals Ltd. | Lyophilized Powder for Injection This injection is a substance | Contraindications: Fosaprepitant USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
P/neurokinin-1 (NK 1) receptor | Known hypersensitivity to any component | 115mg/Vial Injection
Incepta Pharmaceuticals Fosaprepitant Dimeglumine | antagonist, indicated in adults, in | of this drug, Concurrent use with pimozide.
Ltd. 245.30mg eq. to Fosaprepitant | combination with other antiemetic | Side effects: Most common adverse
INN 150mg/Vial agents, for the prevention of acute | reactions (=2%) are: fatigue, diarrhea,
and delayed nausea and vomiting | neutropenia, asthenia, anemia, peripheral
Adjunctive antiemetic associated with initial and repeat | neuropathy, leukopenia, dyspepsia, urinary
courses of highly emetogenic | tract infection, pain in extremity.
cancer  chemotherapy  (HEC)
including  high-dose cisplatin
delayed nausea and vomiting
associated with initial and repeat
courses of moderately emetogenic
cancer  chemotherapy  (MEC)
Limitations of Use EMEND has not
been studied for treatment of
established nausea and vomiting.
56. | Navana Pharmaceuticals Hyoscine Hydrobromide For the prevention of travel | Contraindications: 150 mcg BNF-70 GB gvlv ciqRb 1hB ieaiq GB gvlv ciqRb 1hB reaig
Ltd. 300mcg Tablet sickness. Prostatic enlargement, paralytic ileus, Page-344 Avte™b bv gAy Kiv thiz Aite”b bigAy Kivnj |
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Hyoscine Hydrobromide INN 300
mcg

Antiemetic

pyloric stenosis, glaucoma and myasthenia
gravis.

In addition, Kwells should not be given to
patients with a known sensitivity to
hyoscine hydrobromide or any other
component of the product.

Side Effects: The listed adverse drug
reactions are based on spontaneous
reports, thus an organization according to
CIOMS I categories of frequency is not
pertinent.

General: hyperthermia  at high
temperatures due to decreased sweating.
Eye disorders: blurred vision, mydriasis.
Gastrointestinal disorders: dry mouth.
Immune system disorders: allergic reaction
and anaphylactic reaction. Hypersensitivity
reactions with respective laboratory and
clinical manifestations, including asthma
syndrome, mild to moderate reactions
affecting ~ skin,  respiratory  tract,
gastrointestinal tract, and cardiovascular
system, and symptoms such as rash,
urticaria, oedema, pruritus, cardio-
respiratory distress, have been reported.
Nervous system disorders: drowsiness,
dizziness, sedation and somnolence are
commonly reported. Central nervous
system stimulation including restlessness,
hallucinations and confusion, have been
less frequently reported following the
administration of hyoscine. There have
been rare reports of an increase in seizure
frequency in epileptic patients

chi|

57.

Incepta Pharmaceuticals
Ltd.

Rolapitant 90mg Tablet

Rolapitant HCI INN  100mg eq.
to 90mg Rolapitant
Antiemetic Agents

Rolapitant is a  substance
P/neurokinin 1 (NK1) receptor
antagonist indicated in combination
with other antiemetic agents in
adults for the prevention of delayed
nausea and vomiting associated
with initial and repeat courses of
emetogenic cancer chemotherapy,
including, but not limited to, highly

Contraindication: Concurrent use with

thioridazine, a CYP2D6 substrate.

Side effect: Most common adverse

reactions (= 5%) are:

e  Cisplatin Based Highly Emetogenic
Chemotherapy:  neutropenia  and
hiccups

Moderately Emetogenic  Chemotherapy

and Combinations of Anthracycline and

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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emetogenic chemotherapy

Cyclophosphamide: decreased appetite,
neutropenia and dizziness.

58.

Orion Pharma Ltd.

Brivaracetam 10 mg/ml Oral
Solution

Brivaracetam INN 10 mg/ml

Anti-epileptic

For the treatment of partial-onset
seizures in patients 16 years of age

and older with epilepsy

Contraindications:

Hypersensitivity to Brivaracetam or any of
the inactive ingredients in Brivaracetam
(bronchospasm and angioedema have
occurred).

Side effects: Like other antiepileptic drugs,
Brivaracetam may cause suicidal thoughts
or actions in a very small number of
people, about 1 in 500 people taking it.
Brivaracetam can also cause problems
with balance and coordination. Mental
(psychiatric) symptoms. Brivaracetam can
cause mood and behavior changes such
as aggression, agitation, anger, anxiety,
apathy, mood swings, depression, hostility,
and irritability. Irritability and anxiety are
common with Brivaracetam, and can be
severe.

The most common side effects of
Brivaracetam include: sleepiness,
dizziness, feeling tired nausea and
vomiting.

New

USFDA

Ablgrb Kiv ThiZ citi |

Absgrb Kivnj |

59.

Orion Pharma Ltd.

Brivaracetam 100 mg Tablet
Brivaracetam INN 100 mg

Anti-epileptic

-do-

New

USFDA

Ablgrb Kiv ThiZ it

Absgrb Kivnj |

60.

Orion Pharma Ltd.

Brivaracetam 75 mg Tablet
Brivaracetam INN 75 mg

Anti-epileptic

New

USFDA

Ablgrb Kiv ThiZ citi |

Absgrb Kivnj |
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61.

Orion Pharma Ltd.

Globe Pharmaceuticals
Ltd., Noakhali

Brivaracetam 50 mg Tablet
Brivaracetam INN 50 mg

Anti-epileptic

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

62.

Orion Pharma Ltd.

Brivaracetam 25 mg Tablet
Brivaracetam INN 25mg

Anti-epileptic

New

USFDA

Ablgrb Kiv ThiZ it

Absgrb Kivnj |

63.

Beacon Pharmaceutical
Ltd.,

Orion Pharma Ltd.

Brivaracetam 50mg/5ml Vial IV
Injection

Brivaracetam INN 50mg/5ml

Antiepileptic

For the treatment of partial-onset
seizures in patients 16 years of age
and older with epilepsy

Contraindications:

Hypersensitivity to Brivaracetam or any of
the inactive ingredients in Brivaracetam
(bronchospasm and angioedema have
occurred).

Side effects: Like other antiepileptic drugs,
Brivaracetam may cause suicidal thoughts
or actions in a very small number of
people, about 1 in 500 people taking it.
Brivaracetam can also cause problems
with balance and coordination. Mental
(psychiatric) symptoms. Brivaracetam can
cause mood and behavior changes such
as aggression, agitation, anger, anxiety,
apathy, mood swings, depression, hostility,
and irritability. Irritability and anxiety are
common with Brivaracetam, and can be
severe.

The most common side effects of
Brivaracetam include: sleepiness,
dizziness, feeling tired nausea and
vomiting.

New

USFDA

Abfgb Kiv ThiZ cii|

Absgrb Kivnj |

64.

Concord Pharmaceuticals
Ltd.

Dapagliflozin 10 mg Tablet
Dapagliflozin INN 10mg

Anti-diabetic

Dapagliflozin is indicated as an
adjunct to diet and exercise to
improve glycemic control in adults
with type 2 diabetes mellitus.

Contraindicaion: History of a serious
hypersensitivity reaction to Dapagliflozin.
Severe renal impairment, end-stage renal
disease (ESRD), or patients on dialysis

Side effects: Gastrointestinal Perforations
and Fistulae, Surgery and Wound Healing
Complications, Hemorrhage, Proteinuria

Dapagliflozin 5mg
Tablet

USFDA
BNF-70
Page No-610

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

65.

Concord Pharmaceuticals
Ltd.

Voglibose 0.2 mg Tablet
Voglibose INN 0.2 mg

Anti-diabetic

Voglibose is indicated for the
treatment of diabetes. It s
specifically used for lowering post-
prandial  blood glucose levels
thereby reducing the risk of

Contraindications;  Inflammatory  bowel
disease; Gl obstruction or patients
predisposed to it; conditions which may
deteriorate as a result of increased gas
formation e.g., hernia; severe ketosis;

New

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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macrovascular complications

diabetic coma or pre-coma; severe
infection;  hypersensitivity;  pregnancy;
lactation. Not to be used as monotherapy
in IDDM.

Side effects: Flatulence; abdominal
distension; diarrhoea; pain; skin reactions;
hypoglycemia; increased LFT.
Potentially Fatal: Hepatotoxicity.

66. | Square Pharmaceuticals Butoconazole Nitrate 2gm/100gm | Butoconazole 2% is indicated for the | Contraindication: Butoconazole is New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd., Pabna Unit, Salgaria, Vaginal Cream local treatment of vulvovaginal contraindicated in patients with a history of
Pabna candidiasis (infections caused by hypersensitivity to any of the components
Butoconazole Nitrate USP | Candida). of the product.
2gm/100gm Vaginal Cream
ADR/Side effects:Of the 314 patients
Antifungal treated with Butoconazole for 1 day in
controlled clinical trials, 18 patients (5.7%)
reported complaints such as vulvar/vaginal
burning, itching, soreness and swelling,
pelvic or abdominal pain or cramping, or a
combination of two or more of these
symptoms. In 3 patients (1%) these
complaints were considered treatment-
related. Five of the 18 patients reporting
adverse events discontinued the study
because of them.
67. | Eskayef Bangladesh Efinaconazole 10gm/100ml Topical| It is an azole antifungal indicated for | Contraindications: None New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Limited. solution the  topical  treatment  of | Side effects: The most common side effects
onychomycosis of the toenails due | (incidence >1%) were ingrown toenails,
Efinaconazole INN 10gm/100ml to  Trichophyton rubrum and | application site dermatitis, application site
Trichophyton mentagrophytes. vesicles, and application site pain
Antifungal
68. | Beacon Pharmaceuticals Isavuconazole 100mg Capsule Itis an azole antifungal indicated for | Contraindication: New USFDA Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |

Ltd.

Isavuconazonium Sulfate  INN
186.261mg eq. to Isavuconazole
100mg

Anifungal

use in the treatment of
sInvasive aspergillosis
sInvasive mucormycosis

sHypersensitivity to Isavuconazole
sCoadministration with strong CYP3A4
inhibitors, such as ketoconazole or
highdose ritonavir

sCoadministration with strong CYP3A4
inducers, such as rifampin,
carbamazepine, St. John's wort, or long
acting barbiturates

sUse in patients with familial short QT
syndrome

Side-effect:  Most  frequent  adverse

ciZv-36/7




reactions: nausea, vomiting, diarrhea,
headache, elevated liver chemistry tests ,
hypokalemia, constipation, dyspnea,
cough, peripheral edema, and back pain

69. | Beacon Pharmaceuticals Isavuconazole 200mg/Vial It is an azole antifungal indicated for | Contraindication: New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. Injection use in the treatment of sHypersensitivity to Isavuconazole
sInvasive aspergillosis sCoadministration with strong CYP3A4
Isavuconazonium Sulfate INN sInvasive mucormycosis inhibitors, such as ketoconazole or
372.522mg eq. to Isavuconazole highdose ritonavir
200mg/Vial sCoadministration with strong CYP3A4
inducers, such as rifampin,
Anifungal carbamazepine, St. John's wort, or long
acting barbiturates
sUse in patients with familial short QT
syndrome
Side-effect:  Most  frequent — adverse
reactions: nausea, vomiting, diarrhea,
headache, elevated liver chemistry tests ,
hypokalemia, constipation, dyspnea,
cough, peripheral edema, and back pain
70. | Navana Pharmaceuticals Itraconazole 200mg Tablet It is an azole antifungal, are | Contraindications: Do not administer for the 100mg Capsule Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd. indicated for the treatment of | treatment of onychomycosis in patients USFDA

Itraconazole USP 200mg

Antifungal

onychomycosis of the toenail
caused by Trichophyton rubrum or
T. mentagrophytes.

with evidence of ventricular dysfunction
such as congestive heart failure (CHF) or a
history of CHF. Do not be administer for
the treatment of onychomycosis to
pregnant patients or to  women
contemplating pregnancy.

Coadministration of cisapride, dofetilide,
ergot alkaloids such as dihydroergotamine,
ergotamine, ergometrine (ergonovine), and
methylergometrine  (methylergonovine),
felodipine, levacetylmethadol
(levomethadyl), lovastatin, methadone, oral
midazolam, nisoldipine, pimozide,
quinidine, simvastatin, and triazolam with
Itraconazole 200mg  Tablet s
contraindicated. Anaphylaxis  and
hypersensitivity have been reported with
use of itraconazole.

ciZv-37/7




Itraconazole 200mg Tablet is
contraindicated in patients who have
shown hypersensitivity to itraconazole
products.

Side Effects: Most common adverse
reactions observed in the treatment phase
of the onychomycosis clinical trial (>1%)
are upper respiratory tract infections,
increased hepatic enzymes, hypoacusis,
headache, abdominal pain, diarrhea,
nausea, fatigue, arrhythmia, cough, sore
throat and back pain.

Itraconazole has been associated with rare
cases of serious hepatotoxicity, including
liver failure and death

71. | Eskayef Bangladesh Tavaborole 4.350gm/100ml It is an oxaborole antifungal | Contraindication: None New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Limited Topical Solution indicated for the topical treatment of | Side effect: Common adverse reactions
onychomycosis of the toenails due | occurring in 21% in subjects treated with
Tavaborole INN 4.350 gm/ 100ml | to  Trichophyton ~ rubrum  or | KERYDIN included application site
Trichophyton mentagrophytes. exfoliation, ingrown toenail, application site
Antifungal erythema, and application site dermatitis.
72. | Jayson  Pharmaceuticals | Tavaborole 5% Topical Solution | It is an oxaborole antifungal | Contraindication: None New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. indicated for the topical treatment of | Side effect: Common adverse reactions
Tavaborole INN 5% onychomycosis of the toenails due | occurring in 21% in subjects treated with
to  Trichophyton  rubrum  or | KERYDIN included application site
Topical Antifungal Trichophyton mentagrophytes. exfoliation, ingrown toenail, application site
erythema, and application site dermatitis.
73. | Eskayef Bangladesh Bilastin 20mg Tablet It is indicated for the Symptomatic | Contraindications: Hypersensitivity to the New BNF 70 Abjgi~b Kiv thiZ i Abigi b Kivnj |
Limited treatment  of allergic  rhino- | active substance bilastine or to any of the Page: 244
conjunctivitis (seasonal and perennial) | excipients.
Globe Pharmaceuticals Ltd. [Bilastin INN 20mg and urticaria Side effects: Headache, Malaise; Less
Antihistamine commonly abdominal pain, diarrhoea,
Square Pharmaceuticals increased appetite, weight gain, thirst,
Ltd., Pabna Unit, Salgaria, gastritis, prolongation of the QT interval,
Pabna dyspnoea, anxiety, insomnia, vertigo,
dizziness, pyrexia, oral herpes,, tinnitus.
74. | Acme Laboratories Ltd. Cilnidipine 10 mg Tablet Cilnidipine is a calcium channel | Contraindication: Cilnidipine is New Abjgi~b Kiv thiZ i Abjgr'b Kivnj |

Opsonin Pharma Limited,
Bagura Road, Barisal

Cilnidipine INN 10 mg

Anti-hypertensive

blocker indicated for patients at risk
of vascular damage caused by
hypertension. It helps to control
hypertension (high blood pressure)
by reduce the functioning of the
body’s angiotensin receptors.

contraindicated in patients with severe
aortic stenosis, cardiogenic shock, history
of unstable angina or M, heart failure and
hypotension. It is also contraindicated in
patients with known hypersensitivity to
Cilnidipine or any other components of the
product.

Side effects: Possible side effects are

ciZv-38/7




nausea, headaches, trouble breathing,
swelling, low blood pressure, edema (water
retention).

75. | Opsonin Pharma Limited, Cilnidipine 5 mg Tablet Cilnidipine is a calcium channel | Contraindication: Cilnidipine is New Abjgi™b Kiv thiZ i Abygr'b Kivnj |

Bagura Road, Barisal blocker indicated for patients at risk | contraindicated in patients with severe
Cilnidipine INN 5 mg of vascular damage caused by | aortic stenosis, cardiogenic shock, history
hypertension. It helps to control | of unstable angina or MI, heart failure and
Anti-hypertensive hypertension (high blood pressure) | hypotension. It is also contraindicated in
by reduce the functioning of the | patients with known hypersensitivity to
body’s angiotensin receptors. Cilnidipine or any other components of the
product.
Side effects: Possible side effects are
nausea, headaches, trouble breathing,
swelling, low blood pressure, edema (water
retention).

76. | Incepta Pharmaceuticals Tofacitinib 11 mg Extended iT is an inhibitor of Janus kinases | Contraindication: None New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. Release Tablet (JAKs) indicated for the treatment of | Side effect: The most commonly reported

adult patients with moderately to | adverse reactions during the first 3months
Globe Pharmaceuticals Tofacitinib Citrate INN 17.60mg | severely active rheumatoid arthritis | in controlled clinical trials (occurring in
Ltd., Noakhali eg. to 11.0mg Tofacitinib who have had an inadequate | greater than or equal to 2% of patients

response  or intolerance  to | treated with Tofacitinib monotherapy or in
Orion Pharma Ltd. Antirheumatic Drugs methotrexate. It may be used as | combination with DMARDs) were upper

monotherapy or in combination with | respiratory tract infections, headache,

methotrexate or other nonbiologic | diarrhea and nasopharyngitis.

disease-modifying  antirheumatic

drugs (DMARDSs).

eLimitations of Use: Use of

Tofacitinib/Tofacitinib XR in

combination with biologic DMARDs

or potent immunosuppressants such

as azathioprine and cyclosporine is

not recommended.

77. | Healthcare Pharmaceutical | Dexrabeprazole 10mg Tablet This medication is prescribed for Contraindications: It is contraindicated in New cigRbig tidiY tbBiearg | ciqiRbxg tidviiY br _Kq
Itd., gastro-esophageal reflux disease, | patients with known hypersensitivity to Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Rajendrapur, Gazipur Dexrabeprazole  Sodium  INN gastric and duodenal ulcers. dexrabeprazole, or to any excipients used cii|

10.60mg eq. to Dexrabeprazole in formulation.
Aristopharma Ltd. 10mg Side effects: Dexrabeprazole can cause
side effects such as nausea, vomiting,
Anti Ulcerant diarrhoea, stomach pain and flatulence.
78. | Healthcare Pharmaceutical | Dexrabeprazole 5 mg Tablet Gastro-esophageal Reflux Disease | Contraindications: It is contraindicated in New ctqRbig TiditiY 1bB ieaiq | ctqiRbig fidviY bv Kq

Itd.,
Rajendrapur, Gazipur

Dexrabeprazole  Sodium  INN

(GERD), erosive esophagitis, gastric
and duodenal ulcers. It is more

patients with known hypersensitivity to
dexrabeprazole, or to any excipients used

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kiv 27|
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5.30mg eq. to Dexrabeprazole

5.0mg

Anti Ulcerant

effective  and

tolerable  than

rabeprazole.

in formulation.

Side effects: Dexrabeprazole can cause
side effects such as nausea, vomiting,
diarrhoea, stomach pain and flatulence.

79. | Healthcare Pharmaceutical | Dexrabeprazole 10mg/IlV | Gastro-esophageal Reflux Disease | Contraindications: It is contraindicated in New cigRbig tidtiY tbBieaig | ciqvRbig tiddiY bv _Kq
Itd., Injection (GERD), erosive esophagitis, gastric | patients with known hypersensitivity to Avte’b by gAY KivthiZ | Aie™b bigAy Kiv 2]
Rajendrapur, Gazipur and duodenal ulcers. It is more | dexrabeprazole, or to any excipients used cii|

Dexrabeprazole Sodium INN | effecive and tolerable than | in formulation.

10.60mg eq. to Dexrabeprazole | rabeprazole. Side effects: Dexrabeprazole can cause
10mg/vial side effects such as nausea, vomiting,
Anti Ulcerant diarrhoea, stomach pain and flatulence.

80. | Healthcare Pharmaceuticals | Esomeprazole Magnesium Esomeprazole is a proton pump | Contra-indication: Patients with known Esomeprazole USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Limited, Rajendrapur, | (Trihydrate) USP 11.135 mg inhibitor indicated for the following: hypersensitivity to proton pump inhibitors 20 mg, 40 mg gAy Kiv $hiZ citi] gAy Kiv 297]

Gazipur (Equivalent to Esomeprazole 10 e  Treatment of | (PPIs) (angioedema Tablet,Capsule and
mg) Sachat gastroesophageal reflux | and anaphylaxis have occurred) 20 mg Sachat
disease (GERD).
Esomeprazole Magnesium e Risk reduction of NSAID- | Side-effects: Most common adverse
(Trihydrate) USP 11.135 mg associated gastric ulcer. reactions
(Equivalent to Esomeprazole 10 e H. pylorieradication to reduce | ®  Adults (218 years) (incidence>1%)
mg) Sachat the risk of duodenal ulcer are headache, diarrhea, nausea,
recurrence. flatulence, abdominal pain,
Anti Ulcerant e Pathological  hypersecretory constipation, and dry mouth.
conditions, including Zollinger- | ®  Pediatric (1 to 17  years)
Ellison syndrome. (incidence>2%) are  headache,
diarrhea, abdominal pain, nausea,
and somnolence
Pediatric (1 month to less than 1 year)
(incidence  1%) areabdominal  pain,
regurgitation, tachypnea, and increased
ALT

81. | Incepta Pharmaceuticals Esomeprazole 10mg/Sachet -do- -do- Esomeprazole 20mg USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b

Ltd. Delayed Release Granules for DR Granules For gAy Kiv thiZ citi|

oral suspension

Esomeprazole

release Granules

Anti Ulcerant

Magnesium
Trihydrate BP 11.125mg eq. to
Esomeprazole 10 mg delayed

Suspension

gAy Kiv 2|
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82. | Eskayef Bangladesh Rabeprazole Sodium 20mg/Vial | Sequential-therapy (step-up) from | Contraindications: Hypersensitivity to | Rabeprazole 10mg & ciqRbxq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq
Limited. Sterile Lyophilized Powder for oral rabeprazole, who is temporarily | rabeprazole or to any component of the 20mg Tablet Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Injection unable to take oral medication for | formulation. ciil
Square Pharmaceuticals any reason.
Ltd., Pabna Unit, Salgaria, Rabeprazole Sodium INN Active duodenal ulcer and gastric | Side effects: Headache, abdominal pain,
Pabna 20mg/Vial ulcer with bleeding or severe | diarrhea, dry mouth, dizziness, peripheral
erosions. edema, hepatic enzyme increase, hepatitis,
ACI Ltd., Narayanganj Antiulcerant Prevention of acid aspiration. hepatic encephalopathy, myalgia, and
Pathological hypersecretory | arthralgia.
conditions, including  Zollinger-
Ellison syndrome.
83. | Opsonin Pharma Limited, Rabeprazole sodium 20mg/10 ml -do- -do- 20 mg Tablet, 20 mg ciqRbxq tidiiY 1bB iearg | ciqiRbig tidiiY br _iKq
Bagura Road, Barisal Vial Injection Capsule, 10 mg Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Tablet, 10 mg chi|
Rabeprazole Sodium INN 21.22 Capsule
mg eg. to Rabeprazole
20mg/10ml
Antiulcerant
84. | ACI Ltd., Narayanganj Rabeprazole Sodium 40 mg -do- -do- 10mg & 20 mg ciqRbxq tidiY 1bBiearg | ciqiRbig tidiiY br _iKq
Tablet Tablet Avte™b bi gAy Kiv thiz Ate™b bigAy Kiv 2]
chi|
Rabeprazole Sodium INN 40mg
Antiulcerant
85. | Square Pharmaceuticals Olopatadine Hydrochloride | Olopatadine is indicated for the | Contraindications: None 1% and 0.2% Eye USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd., Dhaka Unit, Kaliakoir, | 7.76mg egq. to  7.00mg/ml | treatment of ocular itching | Side effects: Because clinical trials are Drops
Gazipur Olopatadine Opthalmic Solution associated with allergic | conducted under widely varying conditions,

Olopatadine Hydrochloride USP
7.76mg eq. to 7.00mg Olopatadine

Anti-Allergic

conjunctivitis.

adverse reaction rates observed in the
clinical trials of a drug cannot be directly
compared to rates in the clinical trials of
another drug and may not reflect the rates
observed in practice. These events were
blurred vision, dry eye, superficial punctate
keratitis, ~ dysgeusia and  abnormal
sensation in eye.

0.6% Nasal Spray
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86.

Healthcare Pharmaceutical
Itd.,
Rajendrapur, Gazipur

Ceftibuten 200 mg Capsule
Ceftibuten Dihydrate INN

217.54mg eq. to Ceftibuten
200mg

Antibiotic

Ceftibuten is indicated for the
treatment of individuals with mild-to-
moderate infections caused by
susceptible strains of the designated
microorganisms in the specific
conditions listed below

Acute Bacterial Exacerbations of
Chronic ~ Bronchitis  due to
Haemophilus influenzae (including
B-lactamase-producing strains),
Moraxella catarrhalis (including B-
lactamaseproducing  strains), or
Streptococcus pneumoniae
(penicillin-susceptible strains only).
NOTE: In  acute  bacterial
exacerbations of chronic bronchitis
clinical trials where Moraxella
catarrhalis  was isolated  from
infected sputum at baseline,
ceftibuten clinical efficacy was 22%
less than control.

Acute Bacterial Otitis Media due to
Haemophilus influenzae (including
B-lactamase-producing strains),
Moraxella catarrhalis (including B-
lactamase-producing  strains), or
Streptococcus pyogenes.

NOTE: Although ceftibuten used
empirically was equivalent to
comparators in the treatment of
clinically and/or microbiologically
documented acute otitis media, the
efficacy against ~ Streptococcus
pneumoniae was 23% less than
control. Therefore, ceftibuten should
be given empirically only when
adequate antimicrobial coverage
against Streptococcus pneumoniae
has been previously administered.
Pharyngitis and Tonsillitis due to
Streptococcus pyogenes.

NOTE: Only penicilin by the
intramuscular route of administration
has been shown to be effective in

Contraindications: Ceftibuten is
contraindicated in patients with known
allergy to the Cephalosporin group of
antibiotics.

Side effects: Aphasia, jaundice, melena,
psychosis, stridor, toxic  epidermal
necrolysis,serum  ickness-like reactions
and Stevens-Johnson syndrome.

400mg Capsule

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

CciZv-4217




the prophylaxis of rheumatic fever.
Ceftibuten is generally effective in
the eradication of Streptococcus
pyogenes from the oropharynx;
however, data establishing the
efficacy of the CEDAX product for
the prophylaxis of subsequent
rheumatic fever are not available.

87. | Healthcare Pharmaceutical | Ceftibuten 180mg/5ml Powder for Do Contraindications: Ceftibuten is Ceftibuten USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Itd., Suspention contraindicated in patients with known 1.80gm/100ml
Rajendrapur, Gazipur allergy to the Cephalosporin group of Powder For

Ceftibuten Dihydrate INN antibiotics. Suspension
3.9157gm eq. to Ceftibuten
3.60gm/100ml Side effects: Aphasia, jaundice, melena,
psychosis, stridor, toxic  epidermal
Antibiotic necrolysis,serum  ickness-like reactions
and Stevens-Johnson syndrome.

88. | Healthcare Pharmaceutical | Dalbavancin HCI INN 1020mg Indicated for acute bacterial skin | Contra-indication: 500 mg/Vial Injection cigRbig tidiY tbBiearg | ciqiRbxg tfidviiY br _Kq
Itd., eg. to Dalbavancin 1000mg/Vial and skin structure infections Hypersensitivity to dalbavancin Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Rajendrapur, Gazipur (ABSSSI) caused by designated chi|

Dalbavancin HCI INN 1020mg susceptible strains of Gram-positive | Side-effects: The most common adverse
eg. to Dalbavancin 1000mg/Vial microorganisms. reactions in patients treated  with

To reduce the development of drug- | dalbavancin ~ were  nausea  (5.5%),
Antibiotic resistant bacteria and maintain the | headache (4.7%), and diarrhea (4.4%).

effectiveness of dalbavancin and

other antibacterial drugs,

dalbavancin should be used only to

treat infections that are proven or

strongly suspected to be caused by

susceptible bacteria.

89. | ACI Ltd., Narayanganj Ertapenem 1gm /Vial Injection Ertapenem is a penem antibacterial | Contraindications: New USFDA Abjgi~b Kiv thiZ i Abigi b Kivnj |

indicated in adult patients and | Known hypersensitivity to  product

Ertapenem USP 1 gm/Vial

Antibiotic

pediatric patients (3 months of age
and older) for the treatment of the
following moderate to severe
infections caused by susceptible
bacteria: Complicated intra-
abdominal infections , Complicated
skin and skin structure infections,
including diabetic foot infections
without osteomyelitis, Community-
acquired pneumonia, Complicated
urinary tract infections including
pyelonephritis, Acute pelvic

components or anaphylactic reactions to -
lactams. Due to the use of lidocaine HCl as
a diluent, Ertapenem  administered
intramuscularly is  contraindicated in
patients with a known hypersensitivity to
local anesthetics of the amide type.

Side Effects:

Adults: The most common side effects in
patients treated with Ertapenem, including
those who were switched to therapy with
an oralantimicrobial, were diarrhea,
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infections including  postpartum
endomyometritis, septic abortion
and post surgical gynecologic
infections. Ertapenem is indicated in
adults for the prophylaxis of surgical
site infection following elective
colorectal surgery.

nausea, headache and infused vein
complication. In the prophylaxis indication
the overall adverse experience profile was
generally comparable to that observed for
ertapenem in other clinical tria

Pediatrics: Side effects in this population
were comparable to adults. The most
common side effects in pediatric patients
treated with Ertapenem, including those
who were switched to therapy with an oral
antimicrobial, were diarrhea, vomiting and
infusion site pain.

90. | Healthcare Pharmaceutical | Faropenem 150mg FC Tablet LRTIs: Acute bronchitis, Contraindications: Known hypersensitivity New ctqiRbig tichtiY tbB reavg | ctqiRbig tiditiY bi _iKq
Itd., Pneumonia. to any of the components of this product or Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Rajendrapur, Gazipur Faropenem Sodium INN | ENT Infections: Otitis externa, to other drugs in the same class. Patients chi|

161.55mg eq. to Faropenem | Tympanitis, Sinusitis. who have demonstrated anaphylactic
150mg Genito-urinary infections: reaction to beta-lactams.

Pyelonephritis, Cystitis, Prostatitis.
Antibiotic SSTIs: Pustular acne, Folliculitis,

Impetigo.

Gynecological infections: Adnexitis,

Bartholin gland inflammation.

91. | Healthcare Pharmaceutical | Faropenem 200mg FC Tablet -do- -do- New ciqRbxq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq
Itd., Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv 27|
Rajendrapur, Gazipur Faropenem Sodium INN chi|

215.40mg eq. to Faropenem
200mg
Antibiotic
92. | Jayson  Pharmaceuticals | Finafloxacin 0.3% Otic | it is a quinolone antimicrobial Contra-indication: None USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. Suspension indicated for the treatment of acute Side effect: The most common adverse
otitis externa (AOE) caused by reactions occurring in 1% of patients with
Finafloxacin 0.3% susceptible strains of Pseudomonag Finafloxacin 0.3% were ear pruritus and
aeruginosa and  Staphylococcug nausea
Antibiotic aureus
93. | ACI Ltd., Narayanganj Fosfomycin 3 gm/Sachet Powder | Fosfomycin ~ Tromethamine  is | Contraindications: Fosfomycin New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |

for Oral Suspension

Fosfomycin Tromethamine USP
564lgm eg. to  3.0gm
Fosfomycin/Sachet

Antibiotic

indicated only for the treatment of
uncomplicated urinary tract
infections (acute cystitis) in women
due to susceptible strains of
Escherichia coli and Enterococcus
faecalis. It is not indicated for the
treatment of pyelonephritis or
perinephric abscess. If persistence

or reappearance of bacteriuria

tromethamine is contraindicated in patients
with known hypersensitivity to the drug.

Side Effects: The common side-effects are
diarrhea nausea, headache, dizziness,
vaginitis and dyspepsia.

WARNINGS

Clostridium difficile associated diarrhea
(CDAD) has been reported with use of
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occurs  after treatment  other
therapeutic agents should be
selected.

nearly all antibacterial agents and may
range in severity from mild diarrhea to fatal
colitis. Treatment with antibacterial agents
alters the normal flora of the colon leading
to overgrowth of C. difficile.

94. | Aristopharma Ltd. Moxifloxacin 0.50g/100g Sterile It is indicated for the treatment of | Contraindication: Moxifloxacin ophthalmic | Moxifloxacin 0.5% ciqRbxq fidiiY 1bBieaig | ciqiRbig tidiY by _iKq
Eye Ointment bacterial conjunctivitis. ointment is contraindicated in patients with Eye Drops &Eye Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 2]
a history of hypersensitivity to moxifloxacin, Ointment 0.5% cii|
Moxifloxacin Hydrochloride to other quinolones, or to any of the (For Export Only)
(Sterile & Micronised) BP 0.5454 components in this medication.
g eq.to Moxifloxacin 0.5g/100g Side-effect: The most frequently reported
ocular  undesirable  effects  were
Antibiotic conjunctivitis, decreased visual acuity, dry
eye, keratitis, ocular discomfort, ocular
hyperemia, ocular pain, ocular pruritus,
sub-conjunctival hemorrhage, and tearing.
95. | Acme Laboratories Ltd. Garenoxacin 400mg Tablet This medication is a quinolone | Contraindication: ~ Contraindicated  in New cigRbig tidiY tbBiearg | ciqiRbxg tfidviiY br _Kq
antibiotic, indicated for the treatment | patients with known hypersensitivity to Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Garenoxacin Mesylate INN of chronic bronchitis, sinusitis, | Garenoxacin or any other ingredients of the chi|
507.06 mg eq. to 400 mg pneumonia, intra-abdominal | product.
Garenoxacin infections and others. It blocks the
action of enzymes that are | Side effects: The most commonly reported
Antibiotic (Quinolone) necessary for the bacteria to make | side effects are headache, diarrhea,
DNA. abdominal pain, loose stools.
96. | Acme Laboratories Ltd. Garenoxacin 600mg Tablet This medication is a quinolone | Contraindication: ~ Contraindicated  in New cigRbig tidiY tbBiearg | ciqiRbxg tidviiY b _Kq
antibiotic, indicated for the treatment | patients with known hypersensitivity to Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Garenoxacin Mesylate INN of chronic bronchitis, sinusitis, | Garenoxacin or any other ingredients of the chi|
760.59 mg Eq. to 600 mg pneumonia, intra-abdominal | product.
Garenoxacin infections and others. It blocks the
action of enzymes that are | Side effects: The most commonly reported
necessary for the bacteria to make | side effects are headache, diarrhea,
Antibiotic (Quinolone) DNA. abdominal pain, loose stools.
97. | Incepta Pharmaceuticals Cefixime 100mg Dispersible Cefixime is indicated in the Contraindication: ~ Hypersensitivity ~ to 200mg, 400mg ciqiRbiq tidiiY hBwearg | ciqRbig fidwtiY bv _iKq
Ltd. Tablet treatment of the following infections | cephalosporin antibiotics. Tablet Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
caused by susceptible organisms. Side effect: Cefixime is generally well cii|
Cefixime Trihydrate USP tolerated. Majority of adverse reactions in

111.97mg eq. to 100mg Cefixime

Antibiotics-Cephalosporins

1. Urinary tract infections

2.Upper and Lower respiratory tract
infections

3. Acute otitis media.

4. Gonococcal urethritis

5. Typhoid

clinical trials were mild and self-limiting in
nature.

The most frequent side effects seen with
Cefixime are diarrhoea and stool changes;
diarrhoea has been more commonly
associated with higher doses. Some cases
of moderate to severe diarrhea have been
reported; this has occasionally warranted
cessation of therapy.
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Other side effects include headache and
dizziness. Mild transient changes in liver
and renal function tests have been
observed. Allergies in the form of rash,
pruritus, urticaria, drug fever and arthralgia
have been observed.

98. | Incepta Pharmaceuticals Folinic Acid (Leucovorin Calcium) | a) To diminish the toxicity and | Contraindication: New USFDA Abjgi™b Kiv thiZ ci| Abjgr'b Kivnj |
Ltd. 5mg Tablet counteract the effect of impaired | Calcium folinate therapy is contraindicated
METHOTREXATE elimination. for the following:
Calcium Folinate BP 5.405mg e  Known hypersensitivity to calcium
eq. to Folinic Acid 5mg b) To treat the megaloblastic folinate, or to any components of the
anemias due to folate deficiency, as product formulation.
Antidote (to folic acid in sprue, nutritional deficiency, | e«  Pernicious anemia or  other
antagonists); megaloblastic anemias of megaloblastic anemias where Vitamin
antineoplastic adjunct pregnancy and infancy. B-12 is deficient. A hematologic
remission may occur while neurologic
manifestations continue to progress.
Side effect: Allergic sensitization, including
anaphylactoid reactions and urticaria, has
been reported following the administration
of both oral and parenteral Calcium
Folinate.
99. | Incepta Pharmaceuticals Lesinurad 200 mg Tablet It is indicated in combination with a | Contraindication: New USFDA Abygi™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. xanthine oxidase inhibitor for the | e  Severe renal impairment (eCLcr less
Lesinurad INN 200 mg treatment of hyperuricemia than 30 mL/min), end stage renal
Ziska Pharmaceuticals Ltd. associated with gout in patients who disease, kidney transplant recipients,
Antigout Agent have not achieved target serum uric or patients on dialysis
Globe Pharmaceuticals acid levels with a xanthine oxidase | e  Tumor lysis syndrome or Lesch-
Ltd., Noakhali inhibitor alone. Nyhan syndrome
Limitations of Use: Side effect: Most common adverse
Beximco Pharmaceuticals Lesinurad is not recommended for | reactions in 12-month controlled clinical
Ltd., Tongi ,Gazipur the treatment of asymptomatic | trials (occurring in greater than or equal to
hyperuricemia. 2% of patients treated with Lesinurad in
Eskayef Bangladesh Limited. Lesinurad should not be used as | combination with a xanthine oxidase
monotherapy. inhibitor and more frequently than on a
xanthine oxidase inhibitor alone) were
headache, influenza, blood creatinine
increased, and gastroesophageal reflux
disease.
100. | Incepta Pharmaceuticals Alirocumab 150mg injection Primary Hyperlipidemia Contraindication; History of a serious New USFDA Abjgi~b Kiv thiZ i Abigi b Kivnj |
Ltd. ALIROCUMAB is a PCSK9 | hypersensitivity reaction to Alirocumab.

Alirocumab In House 150mg in a
single-dose pre-filled syringe

(Proprotein  Convertase  Subtilisin
Kexin Type 9) inhibitor antibody
indicated as adjunct to diet and

Side effect: The most commonly occurring
adverse reactions (25% of patients treated
with Alirocumab and occurring more

CciZv-46/7




Antihypercholesterolemic drug

maximally tolerated statin therapy
for the treatment of adults with

frequently than with placebo) are
nasopharyngitis, injection site reactions,

heterozygous familial | and influenza
hypercholesterolemia  or clinical
atherosclerotic cardiovascular
disease, who require additional
lowering of LDL-cholesterol (LDL-
C).
Limitations Of Use
The effect of Alirocumab on
cardiovascular ~ morbidity  and
mortality has not been determined.
101. | Incepta Pharmaceuticals Alirocumab  75mg injection Primary Hyperlipidemia Contraindication: History of a serious New USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd. ALIROCUMAB is a PCSK9 | hypersensitivity reaction to Alirocumab.

Alirocumab In House 75mg in (Proprotein  Convertase Subtilisin | Side effect: The most commonly occurring

single-dose pre-filled syringe Kexin Type 9) inhibitor antibody | adverse reactions (=5% of patients treated
indicated as adjunct to diet and | with Alirocumab and occurring more

Antihypercholesterolemic drug maximally tolerated statin therapy | frequently than with placebo) are
for the treatment of adults with | nasopharyngitis, injection site reactions,
heterozygous familial | and influenza
hypercholesterolemia  or clinical
atherosclerotic cardiovascular
disease, who require additional
lowering of LDL-cholesterol (LDL-

C).
Limitations Of Use
The effect of Alirocumab on
cardiovascular ~ morbidity  and
mortality has not been determined.
102. | Acme Laboratories Ltd. Cilnidipine 5mg Tablet Cilnidipine is a calcium channel | Contraindications: Hypersensitivity to any New Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
blocker indicated for patients at risk | component of this product,

Cilnidipine INN 5 mg of vascular damage caused by | Side effects: Most common adverse
hypertension. It helps to control | reactions Nausea, Headaches, Trouble
hypertension (high blood pressure) | breathing, Swelling, Low blood pressure,

Anti-hypertensive by reduce the functioning of the | Edema (Water retention).
body’s angiotensin receptors.

103. | Opsonin Pharma Limited, Cefixime  100mg/ml  Pediatric | Uncomplicated Urinary Tract Contraindications: Cefixime  is | 200 & 400 mg Tablet ciqRb tbB ieaiq Avie™b bi | ciqiRb 1bB reaiq Aite™b b
Bagura Road, Barisal Drops Infections Otitis Media contraindicated in patients with known & Capsule, gAi Kiv thiZ citi] gAy Kiv 29]
Pharyngitis and Tonsillitis allergy to cefixime or other cephalosporins. | 100mg/5ml PFS, 200
Cefixime USP 100 mg/ml Acute Exacerbations of Chronic Side effects: Most common adverse mg/5ml PFS,

Bronchitis reactions are gastro intestinal such as | 25mg/ml Pediatric
Anti-infective Uncomplicated Gonorrhea diarrhea (16%), nausea (7%), loose stools drops

(cervicallurethral) Typhoid

(6%), abdominal pain (3%), dyspepsia
(3%), and vomiting
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104. | Opsonin Pharma Limited, Aceclofenac 150 mg/3ml Injection | Aceclofenac is indicated for the | Contraindications: Aceclofenac  is | 100 mg Tablet & 200 ciqRb tbB ieaiq Avie b bi | ciqiRb 1bB reaiq Aite™b b
Bagura Road, Barisal relief of mild to moderate pain, Post | contraindicated in patients previously | mg SR Tablet gAi Kiv thiZ citi] gAy Kiv 29]
Aceclofenac BP 150mg/3ml Surgical Pain & Post Traumatic | sensitive to aceclofenac or aspirin or other
Pain. NSAIDs. It should not be administered to
Anti-inflammatory patients with active or suspected peptic
ulcer or gastrointestinal bleeding and
moderate to severe renal impairment.
Side effects: Generally aceclofenac is well
tolerated. The majority of side effects are
reversible and mild which include
gastrointestinal  disorders  (dyspepsia,
abdominal pain, nausea and diarrhoea)
and occasional occurrence of headache,
dizziness or tiredness. Dermatological
complaints including rash or itching,
pruritus, abnormal hepatic enzyme levels
and raised serum creatinine have
occasionally been reported.
105. | Incepta Pharmaceuticals Astaxanthin 4 mg Soft Gelatin e Strong antioxidant Contraindication: Contraindicated for those New Abygi™b Kiv thiZ citi| Abigi b Kivnj |
LTd (Dhamrai Unit) Capsule e  Improves cardiovascular | with known allergies to Astaxanthin or any
health (Atherosclerosis, reduce | other component of the product.
Astaxanthin Oleoresin 5% INN cholesterol). Side effect: No clear data foun
80mg eq. to 4 mg Astaxanthin e Improves immune function.
o e Improves condition of skin
Antioxidant e Protects skin from damage
caused by sun (Reduce
wrinkles, pimples and other
signs of aging)
e  Improves recovery from central
nervous system injuries
e Protects from Parkinson 's
disease, Dementia  and
Alzheimer's
e  Protects eyes from cataracts
and macular degeneration.
e  Reduces inflammation
(Arthritis)
e Reduces risk of infertility
Also Astaxnthin effectively reduce
oxidative damage to DNA, decrease
the risk for many types of cancer
and stabilize blood sugar.
106. | Beacon Pharmaceuticals Trihexephenidyl ~ Hydrochloride | It is indicated as an adjunct in the | Contraindication: Should be avoiding in | 0.10gm/100ml Syrup USFDA Abjgi~b Kiv thiZ i Abigi b Kivnj |
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Ltd.

0.040gm/100m| Syrup

Trihexephenidyl ~ Hydrochloride
USP 0.040gm/100ml

Antiparkinsonian

treatment of al forms of
parkinsonism (postencephalitic,
arteriosclerotic, and idiopathic). It is
often useful as adjuvant therapy
when treating these forms of
parkinsonism  with  levodopa.
Additionally, it is indicated for the
control of extrapyramidal disorders
caused by central nervous system

gastro-intestinal obstruction and
myasthenia gravis.
Side-effect:  Side  effects include

constipation, dry mouth, nausea, vomiting,
tachycardia, dizziness, confusion,
euphoria, hellucinations, impaired memory,
anxiety, restlessness, urinary retention,
blurred vision, and rash. Angle-closure

(2mg/5ml Elixir)

drugs such as the | glaucoma may occur very rarely.
dibenzoxazepines, phenothiazines,
thioxanthenes, and
butyrophenones.
107.| ACI Ltd., Narayangan; Paliperidone 1.5 mg Extended Paliperidone is an  atypical | Contraindications: Known hypersensitivity | 3/6/9mg ER Tablet USFDA Abjgi™b Kiv thiZ i Abigib Kivnj |
Release Tablet antipsychotic agent indicated for | to paliperidone, risperidone, or to any
Treatment  of  schizophrenia.In | components in the formulation.
Adults: Efficacy was established in | Side effects: Commonly observed adverse
Paliperidone INN 1.5 mg three 6-week trials and one | reactions (incidence > 5% and at least
maintenance trial. Adolescents (ages | twice that for placebo) were Adults with
Antipsychotic 12-17): Efficacy was established in | schizophrenia: extrapyramidal symptoms,
one G-week trial. Treatment of | tachycardia, and akathisia. Adolescents
schizoaffective disorder as | with schizophrenia; somnolence, akathisia,
monotherapy and as an adjunct to | tremor, dystonia,cogwheel rigidity, anxiety,
mood stabilizers andfor | weight increased, and tachycardia. Adults
antidepressants.Efficacy was | with schizoaffective disorder:
established in two 6-week trials in | extrapyramidal symptoms, somnolence,
adult patients. dyspepsia, constipation, weight increased,
and nasopharyngitis.
108. | Aristopharma Ltd. Levosulpiride 25 mg Tablet This medication is an antipsychotic | Contraindication: ~ Contraindicated  in New cigRbig tidiY tbBiearg | ciqiRbxg tfidviiY bv _Kq
and prokinetic agent, prescribed for | patients with gastrointestinal bleeding, and Aite™b br gAy Kiv thiZ Avte™b bigAy Kiv 29
Levosulpiride INN 25 mg dyspepsia, gastro-esophageal reflux | intestinal obstruction. chi|
disease, and irritable  bowel | Side-effect:
Antipsychotic and prokinetic syndrome. Genitourinary - Absence of menstrual
agent period, breast enlargement in male,
spontaneous milk secretion, and changes
in libido.
109. | Healthcare Pharmaceutical | Daclatasvir 30mg Tablet Daclatasvir is a hepatitis C virus | Contraindications: Coadministration with 60mg Tablet USFDA Abygi™b Kiv thiZ citi| Abigi b Kivnj |

Itd.,
Rajendrapur, Gazipur

UniMed & UniHealth Mfg.
Ltd., Gazipur

Daclatasvir Dihydrochloride INN
32.964mg eq. to Daclatasvir 30
mg

Antiviral

(HCV) NS5A inhibitor indicated for
use with sofosbuvir, with or without
ribavirin, for the treatment of chronic
Hepatitis C Virus.

medicinal products that strongly induce
cytochrome P450 3A4 (CYP3A4) and
Pglycoprotein transporter (P-gp) and thus
may lead to lower exposure and loss of
efficacy of Daclatasvir. These active
substances includebut are not limited to
phenytoin, carbamazepine, oxcarbazepine,
phenobarhital, rifampicin, rifabutin,
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rifapentine, systemic dexamethasone, and
the herbal product St John's wort
(Hypericum perforatum).

Side-effects: The most frequently reported
adverse reactions were fatigue, headache,
pruritus, insomnia, influenzalike, illness, dry
skin, nausea, decreased appetite, alopecia,
rash, asthenia, irritability, —myalgia,
anaemia, pyrexia, cough, dyspnoea,
neutropenia, diarrhoea and arthralgia

110.

UniMed & UniHealth Mfg.
Ltd., Gazipur

Ribavirin 400mg Tablet
Ribavirin USP 400mg

Antiviral

severe respiratory syncytial virus
bronchiolitis in infants and children;
in combination

with peginterferon alfa or interferon
alfa for chronic

hepatitis C in patients without liver
decompensation

Contra-indication: Severe

cardiac disease, including unstable or
uncontrolled cardiac disease in previous 6
months; haemoglobinopathies;  severe
debilitating medical conditions;
autoimmune disease (including
autoimmune hepatitis); uncontrolled severe
psychiatric condition; history of severe
psychiatric condition

in children

Side-effects:  Specific  side-effects  for
inhaled treatment Worsening

respiration, bacterial pneumonia, and
pneumothorax reported; rarely non-specific
anaemia and haemolysis Specific side-
effects for oral treatment Haemolytic
anaemia (anaemia may be improved by
epoetin); also (in combination with
peginterferon alfa or interferon alfa)
nausea, vomiting, dyspepsia, abdominal
pain, flatulence, constipation, diarrhoea,
colitis, chest pain, palpitation, tachycardia,
peripheral oedema, changes in blood
pressure, syncope, flushing, cough,
dyspnoea, headache, dizziness, asthenia,
impaired concentration and memory, sleep
disturbances, abnormal dreams, anxiety,
depression,  suicidal ideation  (more
frequent in  children),  psychoses,
dysphagia, weight loss, dysphonia,
paraesthesia,  hypoaesthesia,  ataxia,
hypertonia,  influenza-lke  symptoms,
thyroid disorders, hyperglycaemia,
menstrual  disturbances, breast pain,

200mg Tablet

BNF-70
Page-545-546

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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prostatitis, sexual dysfunction, micturition
disorders, leucopenia, thrombocytopenia,

lymphadenopathy,
dehydration,  hypocalcaemia, myalgia,
arthralgia, hyperuricaemia, visual

disturbances, eye pain, dry eyes, hearing
impairment, tinnitus, earache, dry mouth,
taste  disturbances, mouth ulcers,
stomatitis,  glossitis, tooth  disorder,
gingivitis, alopecia, pruritus, dry skin, rash
(including very rarely Stevens-Johnson
syndrome and toxic epidermal necrolysis),
increased sweating, psoriasis,
photosensitivity, and acne; less commonly
pancreatitis,

gastro-intestinal bleeding, and
hypertriglyceridaemia; rarely

peptic ulcer, arrhythmias, cardiomyopathy,
myocardial infarction, pericarditis, stroke,
interstitial pneumonitis, pulmonary
embolism, seizures, renal failure, vasculitis,
rheumatoid  arthritis, ~ systemic  lupus
erythematosus, sarcoidosis, optic
neuropathy, and retinal haemorrhage; very
rarely aplastic anaemia and peripheral
ischaemia; in children also growth
retardation (including decrease in height
and  weight), pallor, tachypnoea,
hyperkinesia, virilism, and skin
discoloration

111.

Incepta Pharmaceuticals
Ltd.

Tenofovir Alafenamide 10 mg
Tablet

Tenofovir Alafenamide Fumarate
INN 11.2mg eq. to Tenofovir
Alafenamide 10 mg

Antiviral

Chronic Hepatitis B
Human Immunodeficiency  Virus
(HIV)

Contraindication: No clear data found

Side effect: In the Phase Ilstudy of
adarunavir/cobicistat/emtricitabine/tenofovir
alafenamide  fixed-dose  combination
tablet discussed  under the previous
question (GS-US-299-0102), most side
effects were mild to moderate in severity.
Some side effects that were reported by
participants receiving the
darunavir/cobicistat/emtricitabine/tenofovir
alafenamide tablet included diarrhea, upper
respiratory tract infection, fatigue, nausea,
and rash.

Tenofovir  Disoproxil
Fumarate 300 mg
Tablet

cigRbig tidviY by _vKig
AICZZt TIMZ vl thiZ
chi|

cigRbig tidiiY by _vKg
Aite™b bigAy Kiv 27|
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112.| Beximco Pharmaceuticals Salbutamol 5mg/2.5ml Respirator | It is indicated for use in the routine | Contraindications: Hypersensitivity to the| 5mg/ml; MHRA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd., Tongi ,Gazipur or Nebuliser Solution management of chronic | active substance salbutamol or to the &2.5mg/3ml
bronchospasm  unresponsive to | excipients. Respirator solution
Salbutamol Sulphate BP 6.00mg | conventional therapy and the | Side  effects: Nausea,  Sweating,
eg.to Salbutamol 5mg/2.5ml treatment of acute severe asthma. Restlessness, Headache, Dizziness etc.
Bronchodilators
113.| ACI Ltd., Narayangan; Armodafinil 150 mg Tablet Armodafinil is indicated to improve | Contraindications: Armodafinil is New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
wakefulness in adult patients with | contraindicated in patients with known
Armodafinil INN 150mg excessive sleepiness associated | hypersensitivity to  modafinil  and
with  obstructive sleep apnea | armodafinil.
CNS Stimulant (OSA), narcolepsy, or shift work
disorder (SWD.). Side effects: Most common adverse
reactions are (5%): headache, nausea,
Limitation of wuse: In OSA, | dizziness, insomnia
Armodafinil is indicated to treat | Warning and Precautions
excessive sleepiness and not as | Serious Rash, including Stevens-Johnson
treatment for the underlying | Syndrome: discontinue
obstruction. It is at the first sign of rash, unless the rash
is clearly not drug-
related
114.| ACI Ltd., Narayanganj Armodafinil 250 mg Tablet Armodafinil is indicated to improve | Contraindications: Armodafinil is New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
wakefulness in adult patients with | contraindicated in patients with known
Armodafinil INN 250mg excessive sleepiness associated | hypersensitivity to  modafinil  and
with  obstructive sleep apnea | armodafinil.
CNS Stimulant (OSA), narcolepsy, or shift work
disorder (SWD.). Side effects: Most common adverse
Limitation of use: reactions are (5%): headache, nausea,
In OSA, Armodafinil is indicated to | dizziness, insomnia
treat excessive sleepiness and not
as treatment for the underlying
obstruction.
115.| Incepta Pharmaceuticals Alosetron HCI 1mg Tablet Alosetron Hydrochloride Tablets are | Contraindication; Do not initiate on patients New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd. a selective serotonin 5 HTs | with constipation

Alosetron HCI INN 1mg

CNS-5HT3 Antagonist

antagonst is indicated only for
women with severe diarrhea-
predominant irritable bowel
syndrome (IBS) who have:

chronic IBS symptoms (generally
lasting 6 months or longer),

had anatomic or hbiochemical
abnormalities of the gastrointestinal
tract excluded, and not responded
adequately to conventional therapy.
Severe IBS includes diarrhea and 1

History of chronic or severe constipation or
sequelae from constipat on intestinal
obstruction stricture  toxic megacolon
gastrointestinal perforation and/or
adhesions  ischemic  colitis  impaired
intestinal circulation thrombophlebitis or
hypercoagulable state Crohn’s disease or
ulce at ve colitis diverticulitis severe
hepatic impairment Inability to understand
or comply with the  Patient

Acknowledgement

ciZv-5217




or more of the following

frequent and severe abdominal
pain/discomfort ~ frequent  bowel
urgency or fecal incontinence
disability or restriction of daily
activities due to IBS.

Concomitant use of fluvoxamine.

Side effect: Most common adverse
reactions (incidence >2% and >placebo) in
clinical ~ studies were  constipation
abdominal discomfort and pain nausea and
gastrointestinal discomfort and pain.

116. | Incepta Pharmaceuticals Alosetron HCI 0.5mg Tablet -do- -do- New USFDA Abjgi™b Kiv thiZ cii| Abgv™b Kivnj|
Ltd.
Alosetron HCI INN 0.5mg
CNS-5HT3 Antagonist
117. | Popular Pharmaceuticals Hydroxyprogesterone Caproate It is a progestin indicated to reduce | Contraindications: Current or history of New USFDA Absgi™b Kiv thiZ i Abjgr'b Kivnj |
Limited 250mg/ml Vial Injection the risk of preterm birth in women | thrombosis or thromboembolic disorders
with a singleton pregnancy who | eKnown or suspected breast cancer, other
Hydroxyprogesterone Caproate have a history of singleton | hormone-sensitive cancer, or
USP 250mg/ml spontaneous preterm birth. history of these conditions (4)
eUndiagnosed abnormal vaginal bleeding
Contraceptive Limitation of use: It is not intended | unrelated to pregnancy
for use in women with multiple | eCholestatic jaundice of pregnancy
gestation§ or other risk factors for | o[ jver tumors, benign or malignant, or
preterm birth. active liver disease
eUncontrolled hypertension
Side Effects: Most common adverse
reactions reported in = 2% of subjects and
at a higher rate in the Makena group than
in the control group are injection site
reactions (pain [35%)], swelling [17%],
pruritus [6%], nodule [5%]), urticaria (12%),
pruritus (8%), nausea (6%), and diarrhea
(2%).
118.| Incepta Pharmaceuticals Fluticasone Furoate It is a corticosteroid indicated for the | Contraindication: Primary treatment of | 100mcg, 250mcg, USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd. 200mcg Capsule intended for maintenance treatment of asthma | status asthmaticus or acute episodes of | 500mcg DPI Capsule
oral inhalation as prophylactic therapy in patients | asthma requiring intensive measures.
aged 12 years and older. Severe hypersensitivity to milk proteins or
Fluticasone Furoate INN 200mcg | Important Limitation of Use: any ingredients of Fluticasone Furoate
-NOT indicated for the relief of acute | Side effect: Most common adverse
bronchospasm. reactions (reported in greater than or equal
Corticosteroid to 5% of subjects) are:
upper  respiratory  tract infection,
nasopharyngitis, headache, and bronchitis
119. | Incepta Pharmaceuticals Phenylephrine hydrochloride It is an alpha-1 adrenergic receptor | Contraindication: None New USFDA ciqRb 1bB ieaiq Avie b bi | ciqiRb 1bB reaiq Aite™b b
Ltd. 10mg/ml vial Injection agonist indicated for the treatment | Side effect: Most common adverse gAY Kiv thiZ citi| gAy Kiv 2|
of clinically important hypotension | reactions during treatment: nausea,
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Phenylephrine Hydrochloride
USP 10mg/ml Vial

resulting primarily from vasodilation
in the setting of anesthesia.

vomiting, and headache.

Decongestant
120. | Incepta Pharmaceuticals Phenylephrine hydrochloride | It is an alpha-1 adrenergic receptor | Contraindication: None New USFDA ciqRb tbB ieaiq Avie b bi | ciqiRb 1bB reaiq Aite™b b
Ltd. 50mg/5ml vial Injection agonist indicated for the treatment | Side effect: Most common adverse gAY Kiv thiZ citi gAy Kiv =]
of clinically important hypotension | reactions during treatment: nausea,
Phenylephrine Hydrochloride | resulting primarily from vasodilation | vomiting, and headache.
USP 50mg/5ml in the setting of anesthesia.
Decongestant
121.| Incepta Pharmaceuticals Barium  Sulfate  20.0mg/ml | Indicated for use in computed | Contraindication: New USFDA Abygr™b Kiv thiZ citi| Abigib Kivnj |
Ltd. Suspension tomography (CT) of the abdomento | > Known or suspected perforation of
delineate the gastrointestinal (GI) the Gl tract.
Barium Sulfate BP 20.0mg/ml tract in adult and pediatric patients. | »  Known obstruction of the Gl tract.
»  Conditions associated with high risk
Diagnostic Agent of Gl perforation or aspiration.
» Known severe hypersensitivity to
barium sulfate or any of the
excipients of this products
Side effect: Common adverse reactions
include nausea, vomiting, diarrhea and
abdominal cramping
122.| Incepta Pharmaceuticals Collagenase 250 Unit/gm Collagenase Ointment is indicated | Contraindication: Collagenase Qintment is New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd. Ointment for debriding chronic dermal ulcers | contraindicated in patients who have
and severely burned areas. shown local or systemic hypersensitivity to
Collagenase INN 250 Unit/gm collagenase.
Side effect: No allergic sensitivity or toxic
Enzyme reactions have been noted in clinical use
when used as directed. However, one case
of systemic manifestations of
hypersensitivity to collagenase in a patient
treated for more than one year with a
combination of collagenase and cortisone
has been reported.
123.| Acme Laboratories Ltd. Lactase 9000 Units/15 ml Lactase Drops contains lactase | Contraindication: Lactase Drops s Lactase 300 mg Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
Pediatric Drops enzyme which is also present in the | contraindicated in patients with known Chewable Tablet

Lactase USP 0.300gm eq. to
9000 Units Lactase/15ml

human body naturally. Lactase
enzyme breaks down the complex
sugar Lactose, which is present in

hypersensitivity to lactase or any other
components of the product.

ciZv-54/7




Enzyme

milk, milk products, baby formulas
and even breast mik, to simple
digestible sugars like glucose and
galactose. Lactase Drops breaks
down large quantity of lactose, in
the feed containing the milk, before
it is fed to the baby. This helps easy
digestion of lactose and prevents
infant colic. Lactase Drops can be
used every time the milk containing
feed is given, normally till the baby
is 3 to 4 months old. By this period
baby's digestive system can start
producing their own lactase enzyme
subsequently.

Lactase Drops can be withdrawn
gradually by first using half the
quantity, followed by wusing in
alternate feeds, then once a day,
then totally stopping. Lactase Drops
can be restarted if required when
discomfort is observed.

Side effects: There are no major side
effects reported. The very few side effects
may include rash, difficulty in breathing,
tightness in chest etc.

124. | Incepta Pharmaceuticals Lactase 50000 Units/15ml Paed. | For the relief of symptoms | Contraindication: Lactase Drops is 300mg Tablet Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd. Drop associated with lactose intolerance | contraindicated in patients with known
in infants hypersensitivity to lactase or any other
Lactase USP 1.667gm eq. to components of the product.
Lactase 50000 Units/15ml
Side effects: There are no major side
Enzyme effects reported. The very few side effects
may include rash, difficulty in breathing,
tightness in chest etc.
125. | Square Pharmaceuticals Sodium  Polystyrene  Sulfonate | Sodium polystyrene sulfonate is | Contraindication: Sodium  Polystyrin | Calcium Polystyrene USFDA Abjgi~b Kiv thiZ i Abjgr'b Kivnj |

Ltd., Dhaka Unit, Kaliakoir,
Gazipur

15.00gm/Sachet
suspension

powder for

Sodium Polystyrene Sulfonate
USP 15.00gm/Sachet Powder for
suspension

Exchange Resin

indicated in patients with

Hyperkalemia  associated  with
anuria or severe oliguria. It reduces
serum levels of potassium and
removes excess potassium from the
body. Sodium polystyrene sulfonate
is indicated in all states of
hyperkalemia due to acute and
chronic renal failure; examples

Sulfonate is contraindicated in patients with
hypokalemia, obstructive3 bowel disease,
neonates with reduced gut motiliry
(postoperatively or drug induced) and oral
administration in neonates.

Side effects: Some degree of gastric
irritation, anorexia, nausea, vomiting and
constipation may occur. Large doses in

Sulfonate
300gm/Container
Suspension
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include use following abortion,
complicated labor, and incompatible
blood transfusion, crush injury,
prostatectomy, ~ severe  burns,
surgical shock, and in cases of
severe  glomerulonephritis  and
pyelonephritis.Sodium  polystyrene
sulfonate can also be useful in
patients requiring dialysis. Serum
potassium levels in acute renal
failure often reach dangerous
heights before a rise in blood urea
indicates the need for hemodialysis.
Calcium polystyrene sulfonate can
be used to reduce these potassium
levels and thereby postpone the
need for the use of the artificial
kidney machine until other causes
make it necessary.

elderly
inpaction

individuals mauy cause fecal

126. | Square Pharmaceuticals Ambroxol HCI 0.6gm/100ml Secretolytic therapy in acute and | Contra-indications: It should not be used in | 0.3gm/100ml Syrup, ciqRbxq tidiiY 1bB iearg | ciqiRbig tidiiY br _iKq
Ltd., Pabna Unit, Salgaria, Syrup chronic bronchopulmonary diseases | patients known to be hypersensitve to | 6mg/ml Pad. Drops, Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Pabna associated with abnormal mucus | ambroxol or other components of the 75 SR Capsule chi|

Ambroxol HCI BP 0.6gm/100m| secretion and impaired mucus | formulation.
transport. Side effects: Itis generally well tolerated. Mild
Expectorant (Cough & Cold) upper gastro-intestinal side effects (primarily
pyrosis, dyspepsia, and occasionally nausea,
vomiting) have been reported, principally
following parenteral administration. Allergic
reactions have occured rarely, primarily skin
rashes. There have been extremely rare
case reports of severe acute anaphylactic-
type reactions but their relationship to
ambroxol is uncertain. Some of these
patients have also shown allergic reactions to
other substances.

127.| ACI Ltd., Narayangan; Purified Water 99.05% Purified water is used to wash the | Contraindications : New USFDA Abygr™b Kiv thiZ citi Abigi b Kivnj |

eye to help relieve- Hypersensitivity to any component of the OTC Product

Purified Water INN 99.05% Iritation, ~ Discomfort, ~ Stinging, | formulation.
ltching, Removes loose foreign | Side Effects :

Eye Cleanser materials, air pollutants (smog or | Irritation or hypersensitivity to preservative.
pollens), and chlorinated water. Frequency not defined.
For dally or emergency eye
cleansing.

128. | Ziska Pharmaceuticals Ltd. | Estropipate 0.75mg Tablet Itis indicated in the: Contraindications: New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |

1. Treatment of moderate to severe

Undiagnosed abnormal genital bleeding. 2.
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Estropipate USP 0.75mg

Female Reproductive Agent

vasomotor symptoms associated
with the menopause.

2. Treatment of moderate to severe
symptoms of vulval and vaginal
atrophy  associated with  the
menopause. When  prescribing
solely for the treatment of symptoms
of wvulvar and vaginal atrophy,
topical vaginal products should be
considered.

3. Treatment of hypoestrogenism
due to hypogonadism, castration or
primary ovarian failure.

4. Prevention of postmenopausal
osteoporosis.  When  prescribing
solely for the prevention of
postmenopausal 0steoporosis,
therapy should only be considered
for women at significant risk of
osteoporosis and for whom non-
estrogen medications are not
considered to be appropriate.

Known, suspected, or history of cancer of
the breast. 3. Known or suspected
estrogen-dependent neoplasia. 4. Active
deep vein thrombosis,  pulmonary
embolism or history of these conditions. 5.
Active or recent (e.g., within the past year)
arterial  thromboembolic disease (e.g.,
stroke, myocardial infarction). 6. Liver
dysfunction or disease. 7. It should not be
used in  patients  with  known
hypersensitivity to its ingredients. 8. Known
or suspected pregnancy. There is no
indication for this tablet in pregnancy.
There appears to be little or no increased
risk of birth defects in children born to
women who have used estrogens and
progestins from oral contraceptives
inadvertently during early pregnancy.

Side-effects: Genitourinary ~ system
Changes in vaginal bleeding pattern and
abnormal withdrawal bleeding or flow;
breakthrough bleeding; spotting;
dysmenorrhea; increase in size of uterine
leiomyomata; vaginitis; including vaginal
candidiasischange in amount of cervical
secretion: changes in cervical ectropion;
ovarian cancer; endometrial hyperplasia;
endometrial cancer. 2. Breasts Ogen®
estropipate tablets, USP Tenderness,
enlargement, pain, nipple discharge,
galactorrhea; fibrocystic breast changes;
breast cancer. 3. Cardiovascular Deep and
superficial venous thrombosis; pulmonary
embolism;  thrombophlebitis; myocardial
infarction; stroke; increase in blood
pressure. 4. Gastrointestinal Nausea,
vomiting; abdominal cramps, bloating;
cholestatic jaundice; increased incidence of
gallbladder disease; pancreatitis;
enlargement of hepatic hemangiomas. 5.
Skin Chloasma or melasma that may
persist when drug is discontinued;
erythema multiforme; erythema nodosum;
hemorrhagic eruption; loss of scalp hair;
hirsutism; pruritus, rash. 6. Eyes Retinal
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vascular thrombosis; steepening of corneal
curvature; intolerance to contact lenses. 7.
Central nervous system Headache,
migraine, dizziness; mental depression;
chorea; nervousness; mood disturbances;
iritability; ~ exacerbation of  epilepsy;
dementia. 8. Miscellaneous Increase or
decrease in weight; reduced carbohydrate
tolerance; aggravation of  porphyria;
edema; changes arthralgias; leg cramps;
urticaria; angioedema;
anaphylactoid/anaphylactic reactions;
hypocalcemia; exacerbation of asthma;
increased libido; triglycerides.

129.| Ziska Pharmacedticals Ltd. | Estropipate 1.5 mg Tablet -do- -do- New USFDA Abjgi™b Kiv thiZ cii] Abgv™b Kivnj|
Estropipate USP 1.5 mg
Female Reproductive Agent
130.| Ziska Pharmacedticals Ltd. | Estropipate 3.0 mg Tablet -do- -do- New USFDA Abjgi™b Kiv thiZ cii| Abgv b Kivnj |
Estropipate USP 3.0mg
Female Reproductive Agent
131.| Incepta Pharmaceuticals Levoleucovorin 50 mg /Vial Levoleucovorin is a folate analog | Contraindications:  Levoleucovorin is New USFDA Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
Ltd. Lyophilized powder for Injection | indicated for: contraindicated for patients who have had
Rescue after high-dose | previous allergic reactions attributed to folic
Levoleucovorin Calcium methotrexate therapy in | acid or folinic acid.
Pentahydrate INN 64mg eq. to osteosarcoma.
Levoleucovorin 50mg/Vial Diminishing the toxicity —and | Side effect: Allergic reactions were
counteracting the effects of impaired | reported in patients receiving
Folate Analog methotrexate elimination and of | Levoleucovorin.
inadvertent overdosage of folic acid | Vomiting (38%), stomatitis (38%) and
antagonists. nausea (19%) were reported in patients
Use in combination chemotherapy | receiving Levoleucovorin as rescue after
with 5-fluorouracil in the palliative | high-dose methotrexate therapy.
treatment of patients with advanced | The most common adverse reactions
metastatic colorectal cancer. (>50%) in patients with advanced
Limitations of Use colorectal cancer receiving Levoleucovorin
Levoleucovorin is not approved for | in combination with 5-FU were diarrhea,
pernicious anemia and | nausea and stomatitis
megaloblastic anemias. Improper
use may cause a hematologic
remission while neurologic
manifestations continue to progress.
132. | Square Pharmaceuticals Deflazacort 1mg Tablet It is a glucocorticoid used as an anti- | Contraindications: 6 mg Tablet ciqRbiq tidiiY 1bBiearg | ciqiRbig tidiiY bi _iKq
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Ltd., Pabna Unit, Salgaria,
Pabna

Deflazacort INN 1 mg

inflammatory and
immunosuppressant. It can be used
to treat a wide range of allergic and

Contraindicated in patients who are
receiving immunosuppressive vaccines,
who have infections and hypersensitivity.

Avte™b bi gAY Kiv thiZ
chi|

Aite”b bigAy Kiv 2|

Glucocorticoid inflammatory  conditions, including

severe asthma and rheumatoid | Side effects: Gl disturbances,

arthritis. musculoskeletal, endocrine,
neuropsychiatric, ophthalmic, fluid and
electrolyte disturbances; susceptible to
infection, impaired healing,
hypersensitivity, skin atrophy, striae,
telangiectasia, acne, myocardial rupture
following recent MI, thromboembolism.

133.| Beacon Pharmaceuticals Deflazacort 24mg Tablet Rheumatoid  arthritis,  juvenile | Contraindications:  Contraindicated in 6mg Tablet Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
Ltd. chronic arthritis, asthma and other | patients who are receiving

Deflazacort INN 24mg airway  diseases,  pemphigus, | immunosuppressive vaccines, who have
Julphar Bangladesh Ltd., uveitis, nephrotic | infections and hypersensitivity.
Sreepur, Gazipur, Dhaka Glucocorticoid syndrome,lmmune  suppression in
transplantation, anaphylaxis, severe | Side effects: Gl disturbances,
hypersensitivity reactions, | musculoskeletal, endocrine,
dermatomyositis, mixed connective | neuropsychiatric, ophthalmic, fluid and
tissue disease, polyarteritis nodosa, | electrolyte disturbances; susceptible to
bullous  pemphigoid, ulcerative | infection, impaired healing,
colitis, optic neuritis, autoimmune | hypersensitivity, skin atrophy, striae,
haemolytic ~ anaemia, idiopathic | telangiectasia, acne, myocardial rupture
thrombocytopenic  purpura, acute | following recent MI, thromboembolism.
and lymphatic leukaemia, malignant
lymphoma.

134. | Square Pharmaceuticals Deflazacort 30mg Tablet -do- -do- 6 mg Tablet ciqRbxq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq
Ltd., Pabna Unit, Salgaria, Avte™b v gAy Kiv thiz Aite™b bigAy Kiv 27|
Pabna Deflazacort INN 30 mg chi|

Glucocorticoid

135. | Beacon Pharmaceutical Deflazacort 6mg/5ml Suspension | -do- -do- 6mg Tablet ciqRbiq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq

Ltd., Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Deflazacort INN 6mg/5ml ciil

Julphar Bangladesh Ltd.,

Sreepur, Gazipur, Dhaka Glucocorticoid

136.| Incepta Pharmaceuticals Prednisolone 5mg Delayed Endocrine Disorders: Primary or Contraindication: ~ Systemic  fungal | 5/10/15/20mgTablet USFDA Abjgi™b Kiv thiZ i Abigib Kivnj |
Ltd. Release Tablet secondary adrenocortical infections and known hypersensitivity to

Prednisolone BP 5mg

insufficiency, Congenital adrenal
hyperplasia, Hypercalcemia
associated with cancer,
Nonsuppurative thyroiditis.
Rheumatic Disorders : As adjunctive

components.

Side effect:  Fluid
Disturbance:  Sodium
retention, Congestive
susceptible patients,

and  Electrolyte
retention,  Fluid
heart failure in
Potassium  loss,
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therapy for short-term administration
in Psoriatic arthritis, Rheumatoid
arthritis, Including juvenile
rheumatoid arthritis, Ankylosing
spondylitis, Acute and subacute
bursitis, Acute nonspecific
tenosynovitis, Acute gouty arthritis,
Post-traumatic osteoarthritis,
Synovitis of osteoarthritis,
Epicondylitis.

Collagen Diseases: During an
exacerbation or as maintenance
therapy in selected cases of
Systemic lupus erythematosus,
Systemic-dermatomyositis
(polymyositis), Acute rheumatic
carditis.

Dermatologic Diseases: Pemphigus,
Bullous dermatitis herpetiformis,
Severe erythema multiforme
(Stevens-Johnson syndrome),
Exfoliative dermatitis, Mycosis
fungoides, Severe psoriasis, Severe
seborrheic dermatitis.

Hypokalemic alkalosis, Hypertension.
Musculoskeletal: Muscle  weakness,
Steroid myopathy, Loss of muscle mass,
Osteoporosis, Tendon rupture, particularly
of the Achilles tendon, Vertebral
compression fractures, Aseptic necrosis of
femoral and humeral heads, Pathologic
fracture of long bones.

Gastrointestinal: Peptic ulcer with possible
perforation and hemorrhage, Pancreatitis,
Abdominal distention, Ulcerative
esophagitis,  Increases in  alanine
transaminase (ALT, SGPT), aspartate
transaminase (AST, SGOT) and alkaline
phosphatase have been observed following
corticosteroid treatment. These changes
are usually small, not associated with any
clinical syndrome and are reversible upon
discontinuation.

Dermatologic: Impaired wound healing,
Thin  fragile skin, Petechiae and
ecchymoses, Facial erythema,

137.

Incepta Pharmaceuticals
Ltd.

Eltrombopag 12.5 mg Tablet
Eltrombopag Olamine INN
15.95mg eq. to Eltrombopag
12.5mg

Hematopoietic

Eltrombopag is a thrombopoietin
receptor agonist indicated for the
treatment of:

sthrombocytopenia in  adult and
pediatric patients 6 years and older
with chronic immune (idiopathic)
thrombocytopenia (ITP) who have
had an insufficient response to
corticosteroids, immunoglobulins, or
splenectomy.

Thrombocytopenia in patients with
chronic hepatitis C to allow the
initiation  and  maintenance  of
interferon-based therapy. Patients
with severe aplastic anemia who
have had an insufficient response to
immunosuppressive therapy.
Limitations of Use:

* Eltrombopag should be used only
in patients with ITP whose degree of
thrombocytopenia  and  clinical

Contraindication: None

Side effect: In adult patients with ITP, the
most common adverse reactions (greater
than or equal to 5% and greater than
placebo) were: nausea, diarrhea, upper
respiratory  tract infection,  vomiting,
increased ALT, myalgia, and urinary tract
infection. In pediatric patients age 6 years
and older with ITP, the most common
adverse reactions (greater than or equal to
10% and greater than placebo) were upper
respiratory tract infection, nasopharyngitis,
and rhinitis.

oIn patients with chronic hepatitis C-
associated thrombocytopenia, the most
common adverse reactions (greater than or
equal to 10% and greater than placebo)
were: anemia, pyrexia, fatigue, headache,
nausea, diarrhea, decreased appetite,
influenza-like illness, asthenia, insomnia,
cough, pruritus, chills, myalgia, alopecia,

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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condition increase the risk for
leeding.

+ Eltrombopag should be used only
in patients with chronic hepatitis C
whose degree of thrombocytopenia
prevents the initiation of interferon-
based therapy or limits the ability to
maintain interferon-based therapy.
+Safety and efficacy have not been
established in combination with
direct-acting antiviral agents used
without interferon for treatment of
chronic hepatitis C infection.

and peripheral edema.

In patients with severe aplastic anemia, the
most common adverse reactions (greater
than or equal to 20%) were: nausea,
fatigue, cough, diarrhea, and headache.

138.

Beacon Pharmaceuticals
Ltd.

Erythropoietin 2000 1U/0.3ml
Injection

Erythropoietin Beta BP 2000
1U/0.3ml

Hematopoietic

Treatment of anemia associated with
chronic renal failure (renal anemia) in
patients on dialysis. Treatment of
symptomatic renal anemia in Patients
not yet undergoing dialysis.
Treatment of anemia in adult patients
with  solid  tumors  receiving
chemotherapy.
Treatment of anemia in adult patients
with adult patients with multiple
myeloma, low grade non- Hodgkin'g
lymphoma or chronic lymphocytig
leukemia, who have a relative
erythropoietin  deficiency and are

receiving anti-tumor therapy|
Deficiency is defined as an
inappropriately low serum

erythropoietin level in relation to the
degree of anemia.

Increasing the vyield of autologous|
blood from patients in a pre-donation
program. Its use in this indication
must be balanced against the|
reported  increased  risk  of
thromboembolic events. Treatment
should only be given to patients with
moderate anemia (Hb 10-13 g/dL|
[6.21-8.07 mmoallL], no iron
deficiency) if blood conserving
procedures are not available of
insufficient when the scheduled major

elective surgery requires a large

Contraindication: pure red cell aplasia
following erythropoietin
therapy;uncontrolled hypertension; patients
unable to receive thromboprophylaxis;
avoid injections containing benzyl alcohol
in neonates

Side-effect: diarrhoea, nausea, vomiting;
dosedependent increase in blood pressure
or aggravation of hypertension; in isolated
patients with normal or low blood pressure,
hypertensive crisis withencephalopathy-like
symptoms and generalised tonic-clonic
seizures requiring immediate medical
attention;  headache;  dose-dependent
increase in platelet

count (but thrombocytosis rare) regressing
during

treatment

2000 [U/.5 ml;
3000 1U/0.75 ml,
4000 1U/.4ml;
5000 1U/0.5ml;
10,000 [U/ml
Injection

BNF-69
Page-668

Abfgb Kiv ThiZ cii|

Absgrb Kivnj |
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volume of blood (4 or more units of
blood for females or 5 or more unitg
for males).

139. | Beacon Pharmaceuticals Erythropoietin 3000 1U/0.3ml Do -do- BNF-69 Abjgi™b Kiv thiZ cii] Abgv™b Kivnj|
Ltd. Injection Page-668
Erythropoietin Beta BP
30001U/0.3ml
Hematopoietic
140. | Beacon Pharmaceuticals Erythropoietin 5000 1U/0.3ml Do -do- BNF-69 Abjgi™b Kiv thiZ citi| Abgv b Kivnj |
Ltd. Injection Page-668
Erythropoietin Beta BP 5000
1U/0.3ml
Hematopoietic
141.| Beximco Pharmaceuticals Dienogest 2.00mg Tablet It is used for the treatment of | Contraindications:Thromboembolic New Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
Ltd., Tongi ,Gazipur Endometriosis. disorder, Diabetes mellitus with vascular
Dienogest INN 2.00mg involvement, Hormone-dependent
malignancies,  Undiagnosed  vaginal
Hormone bleeding etc
Side effects: Headache or migraine, breast
discomfort, hair loss, nausea, acne etc.
142.| Incepta Pharmaceuticals Lenalidomide 15mg Capsule Lenalidomide is a thalidomide Contraindication: New USFDA Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
Ltd. analogue indicated for the treatment | o  Pregnancy

Lenalidomide INN 15mg

Immune Modulator

of patients with:

eMultiple myeloma (MM), in
combination with dexamethasone, in
patients who have received at least
one prior therapy.
eTransfusion-dependent anemia
due to low- or intermediate-1-risk
myelodysplastic syndromes (MDS)
associated with a deletion 5q
abnormality with or without add
itional cytogenetic abnormalities.
eMantle cell lymphoma (MCL)
whose disease has relapsed or
progressed after two prior therapies,
one of which included bortezomib

Limitations of Use:

e Demonstrated hypersensitivity to
lenalidomide

Side effect: MM: Most common adverse
reactions  (220%) include fatigue,
neutropenia, constipation, diarrhea, muscle
cramp, anemia, pyrexia, peripheral edema,
nausea, back pain, upper respiratory tract
infection, dyspnea, dizziness,
thrombocytopenia, tremor and rash.

MDS: Most common adverse reactions
(>15%) include  thrombocytopenia,
neutropenia, diarrhea, pruritus, rash,
fatigue, constipation, nausea,
nasopharyngitis, arthralgia, pyrexia, back
pain, peripheral edema, cough, dizziness,
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Lenalidomide is not indicated and is
not recommended for the treatment
of patients with chronic lymphocytic
leukemia (CLL) outside of controlled
clinical trials

headache, muscle cramp,
pharyngitis, and epistaxis.
MCL: Most common adverse reactions
(=15%) include neutropenia,
thrombocytopenia, fatigue,
diarrhea,anemia, nausea, cough, pyrexia,
rash, dyspnea, pruritus, constipation,
peripheral edema and leukopenia

dyspnea,

143. | Incepta Pharmaceuticals Lenalidomide 2.5mg capsule -do- -do- New USFDA Absgv™b Kiv thiZ citi| Abigi b Kivnj |
Ltd.
Lenalidomide INN 2.5mg
Immune Modulator
144. | Incepta Pharmaceuticals Lenalidomide 20mg Capsule -do- -do- New USFDA Absgv™b Kiv thiZ citi| Abigi b Kivnj |
Ltd.
Lenalidomide INN 20mg
Immune Modulator
145. | Incepta Pharmaceuticals Lenalidomide 5mg Capsule -do- -do- New USFDA Absgv™b Kiv thiZ citi| Abigi b Kivnj |
Ltd.
Lenalidomide INN 5mg
Immune Modulator
146. | Aristopharma Ltd. Cyclosporine 0.50g/100ml It is indicated to increase tear | Contra-indication : It is contraindicated in Cyclosporine Abjgi~b Kiv thiZ i Abjgr'b Kivnj |
Ophthalmic Emulsion production in patients whose tear | patients with known or suspected | 50mg/100ml (0.05%)
(0.5%) production is presumed to be | hypersensitivity to any of the ingredients in | Ophthalmic Emulsion

Cyclosporine USP 0.50g/100ml

Immunomodulator

suppressed  due to  ocular
inflammation ~ associated  with
keratoconjunctivitis sicca. Increased
tear production was not seen in
patients currently

taking topical  anti-inflammatory
drugs or using punctal plugs.

the formulation

Side-effect:  Clinical Trials Experience
Because clinical trials

are conducted under widely varying
conditions, adverse  reaction  rates
observed in the clinical trials of a drug
cannot be directly compared to rates in the
clinical trials of another drug and may not
reflect the rates observed in practice
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147.| Incepta Pharmaceuticals Thalidomide 150 mg Capsule Thalidomide in combination with | Contraindication: New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. dexamethasone is indicated for the | Pregnancy: Demonstrated hypersensitivity
Thalidomide INN 150 mg treatment of patients with newly | to the drug or its components
diagnosed multiple myeloma (MM). | Side effect:
Immunomodulator MM: The most common adverse reactions
Thalidomide is indicated for the | (=20%) are fatigue, hypocalcemia, edema,
acute treatment of the cutaneous | constipation, neuropathy-sensory,dyspnea,
manifestations of moderate to | muscle weakness, leukopenia,
severe erythema nodosum | neutropenia, rash/desquamation,
leprosum (ENL). confusion, anorexia, nausea,
anxiety/agitation, asthenia, tremor, fever,
Thalidomide is not indicated as | weight loss, thrombosis/embolism,
monotherapy ~ for  such  ENL | neuropathy-motor, weight gain, dizziness,
treatment in the presence of | and dry skin.
moderate to severe neuritis. ENL: The most common adverse reactions
(= 10%) are somnolence, rash, and
Thalidomide is also indicated as | headache
maintenance therapy for prevention
and suppression of the cutaneous
manifestations of ENL recurrence.
148.| ACI Ltd., Narayangan; Lenograstim 264.00 mcg/vial (eq. | Reduction in the duration of | Contraindication: New BNF 70, Abjgi™b Kiv thiZ i Abigi b Kivnj |
to 33.6 MIU) sterile bulk ready to | neutropenia  and  associated | Lenograstim should not be administered to Page: 842
fill powder complications  following  bone- | patients with known hypersensitivity to the
marrow transplantation for non- | product or its constituents.
Lenograstim INN 264.00mcg eq. | myeloid malignancy (specialist use | Lenograstim should not be used to
to 33.6MIUNial only) increase the dose intensity of cytotoxic
chemotherapy beyond established dosage
Reeducation in  duration  of | regimens and time courses since the drug
Immunostimulant/ neutropenia  and  associated | could reduce myelotoxicity but not overall
Hematopoietic growth factor complications following peripheral | toxicity of cytotoxic drugs.
stem cells transplantation for non- | Lenograstim should not be administered
myeloid malignancy (specialist use | concurrently with cytotoxic chemotherapy.
only) Lenograstim should not be administered to
patients suffering from myeloid malignancy.
Side-effects: Mucositis, Splenic rupture,
Toxic epidermal necrolysis
149. | Ziska Pharmaceuticals Ltd. | Ferric Carboxymaltose 750mg/15 | It is an iron replacement product | Contraindications:  Hypersensitivity — to New USFDA Abjgi~b Kiv thiZ i Abigi b Kivnj |
ml vial Injection indicated for the treatment of iron | Injectafer or any of its inactive components.
deficiency anemia in adult patients: | Side effects: The most common adverse
Ferric Carboxymaltose INN 750 | who have intolerance to oral iron or | reactions (>2%) are nausea, hypertension,
mg/15 ml have had unsatisfactory response to | flushing, hypophosphatemia, and dizziness
oral iron; who have non-dialysis
Mineral dependent chronic kidney disease.
150. | Beacon Pharmaceutical Potassium lodate BP 253 pgm | >  Provides lodine during Contraindication: Avoid if patients have New ciqRbiq tidiiY 1bBiearg | ciqiRbig tidiiY bi _iKq
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Ltd.,

(lodine BP 150ugm) Tablet

Potassium lodate BP 253ugm
eq. to lodine 150pgm

pregnancy and Breastfeeding

to prevent neural tube defects
»  Ensure normal foetal

development and infant health
» lodine deficiency disorder

thyroid  condition
hyperthyroidism

associating  with

Side effect: Diarrhea, mild fever, mild
headache, nausea, stomach pain, vomiting

Avte™b bi gAY Kiv thiZ
chi|

Aite”b bigAy Kiv 2|

Mineral
151. | Ziska Pharmaceuticals Ltd. | Zinc oxide 8.0gm/100gm Lip | It helps to prevent sun burn on lip | Contraindications: None New ciqRbxq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq
Balm and decrease the risk of skin cancer | Side effects: Spending time in the sun Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
and early skin aging that is caused | increases your risk of skin cancer and early cii|
Zinc oxide BP 8.0gm/100gm by sun. skin aging
Mineral
152. | Incepta Pharmaceuticals Zinc-L- Carnosine 37.5mg It enhances the stomach's mucosal | Contraindication: Zinc-carnosine is New cigRbig tidiY tbBiearg | ciqiRbxg tfidviiY bv _Kq
Ltd. Capsule defenses,  providing  significant | contraindicated in those patients with a Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
improvements in  gastric ulcer | known hypersensitivity to it or any of its chi|
Zinc-L- Carnosine INN 37.5mg patients. ingredients.
Side effect: Zinc intake in excess has been
Mineral reported to impair immune function. Some
people report that zinc lozenges lead to
stomach ache, nausea, mouth irritation,
and a bad taste. One source reports that
gastrointestinal upset, metallic taste in the
mouth, blood in the urine, and lethargy can
occur  from  chronic  oral  zinc
supplementation over 150 mg per day, but
those claims are unsubstantiated. In topical
form, zinc has no known side effects when
used as recommended.
153.| Globe Pharmaceuticals Erdosteine 300 mg Symptomatic treatment of acute | Cautions: History of peptic ulceration (may New BNF 70 Abjgi~b Kiv thiZ i Abigi b Kivnj |
Ltd., Noakhali Capsule exacerbations of chronic bronchitis. | disrupt the gastric mucosal barrier). Page: 256
Erdosteine INN 300 mg Side effects: Very rare- Abdominal pain,
diarrhea, headache, nausea, rash, taste
disturbance, urticaria, vomiting
Mucolytic
154. | Eskayef Bangladesh Flibanserin 100mg FC Tablet It is indicated for the treatment of | Contraindications: Alcohol, Moderate or New USFDA cigRbig tidiY tbBiearg | ciqiRbxg tidviiY bv _Kq
Limited premenopausal ~ women  with | strong cytochrome P450 3A4 (CYP3A4) Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29

Beacon Pharmaceuticals
Ltd.

Flibanserin 100mg

Multifunctional Serotonin

acquired, generalized hypoactive
sexual desire disorder (HSDD) as
characterized by low sexual desire

inhibitors, Hepatic impairment

Side effects: Most common adverse

chi|
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Globe Pharmaceuticals
Ltd., Noakhali\

Acme Laboratories Ltd.
Orion Pharma Ltd.
Ziska Pharmaceuticals Ltd.

Julphar Bangladesh Ltd.,
Sreepur, Gazipur, Dhaka

Square Pharmaceuticals
Ltd., Pabna

Agonist Antagonist

that causes marked distress or

interpersonal difficulty and is NOT

due to:

e A co-existing medical or
psychiatric condition,

o Problems within the relationship

o The effects of a medication or
other drug substance.

Limitations of Use: Flibanserin is
not indicated for the treatment of
HSDD in postmenopausal women or
in men. Flibanserin is not indicated
to enhance sexual performance.

reactions (incidence =2%) are dizziness,
somnolence, nausea, fatigue, insomnia,
and dry mouth.

Delta Pharma Ltd.
155.| ACI Ltd., Narayanganj Fesoterodine Fumarate It is indicated for the treatment of | Contraindications: ~ Fesoterodine  is New USFDA Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
4.0mg Extended Release (ER) | overactive bladder with symptoms of | contraindicated in patients with urinary
Tablet urge urinary incontinence, urgency, | retention, gastric retention, or uncontrolled
and frequency. narrow-angle glaucoma. Fesoterodine is
Fesoterodine Fumarate INN 4 also contraindicated in patients with known
mg hypersensitivity to the drug or its
ingredients or to tolterodine tartrate tablets.
Side Effects: The common side-effects are
Muscarinic Antagonist dry mouth and constipation.
156. | Incepta Pharmaceuticals OnabotulinumtoxinA 50Units/Vial | OnabotulinumtoxinA Cosmetic is an | Contraindication: New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. Injection acetylcholine release inhibitor and a | »  Hypersensitivity to any botulinum
neuromuscular  blocking  agent toxin preparation or to any of the
OnabotulinumtoxinA (Ready tofill | indicated for: components in the formulation
sterile solution) INN 1.0ml eTemporary improvement in the | > Infection at the injection site
containing OnabotulinumtoxinA appearance of moderate to severe
50 Units/Vial glabellar lines associated with | Side effect: The most common adverse
corrugator and/or procerus muscle | reactions are:
Neuromuscular Blocking Agent activity in adult patients eGlabellar Lines: eyelid ptosis (3%)
eTemporary  improvement  in | elLateral Canthal Lines: eyelid edema (1%)
theappearance of moderate to
severe lateral canthal lines
associated with orbicularis oculi
activity in adult patients
157.| Incepta Pharmaceuticals OnabotulinumtoxinA -do- -do- New USFDA Abjgi™b Kiv thiZ cii| Abgv b Kivnj|
Ltd. 100Units/Vial Injection

CiZv-66/7




OnabotulinumtoxinA (Ready to fill
sterile solution) INN 2.0ml
containing OnabotulinumtoxinA
100 Units/Vial

Neuromuscular Blocking Agent

158. | Beximco Pharmaceuticals Diclofenac Sodium 4% Diclofenac sodium is used for the | Contraindications: Hypersensitivity to 25mg, 50mg Tablet MHRA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd., Tongi ,Gazipur Cutaneous Spray local symptomatic relief of mild to | diclofenac, acetylsalicylic acid or other | 12.5mg, 25mg, 50mg
moderate pain & inflammation | NSAIDs drugs Suppository &
Diclofenac Sodium BP following acute blunt trauma of small 75mg/3ml Injection
40.00mg/gm and medium-sized joints and | Side-effects: Pruritus has been reported 1% Gel
NSAID periarticular structures at a frequency of 0.9% in a clinical trial.
159. | Globe Pharmaceuticals Ibuprofen 5% Gel Pain and inflammation in analgesic | Contraindications: Contraindicated in case 200mg, 400mg MHRA Abjgi~b Kiv thiZ i Abigi b Kivnj |
Ltd., Noakhali and anti-inflammatory for backache, | of hypersensitivity to any of the Tablet
Ibuprofen BP 5.0gm/100gm pain of non-serious arthritic | constituents. Hypersensitivity to aspirin, or
conditions, muscular pain, sprains, | other  non-steroidal  anti-inflammatory 300mg Capsule
Nonsteroidal anti-inflammatory strains,  sports injuries  and | drugs, asthma, rhinitis or urticaria. Not to
drug (NSAID) neuralgia. be used on broken or damaged skin. 100mg/5ml
Suspension
Side effects: Adverse reactions are very
rare, extremely uncommon when ibuprofen
is administered topically. If they occur,
treatment should be discontinued:-
Hypersensitivity: Hypersensitivity reactions
may occur.
Gastro-intestinal:  Side effects such as
abdominal pain and dyspepsia have been
reported.
Renal: Renal impairment can occur in
patients with a history of kidney problems.
160. | Beximco Pharmaceuticals Ketorolac Tromethamine 10mg Ketorolac Tromethamine indicated Contraindications: Peptic ulcer, history of 10mg Tablet Abjgi~b Kiv thiZ i Abjgr'b Kivnj |
Ltd., Tongi ,Gazipur Mouth Dissolving Tablet for the management of moderately Gl bleeding, aspirin/anti-inflammatory
severe acute pain that requires allergy, dehydration, nasal polyps etc.
Ketorolac Tromethamine USP analgesia at the opioid level, usually | .
10.0mg in a postoperative setting. Side effects: Gl upset, ulcers, bleeding,
thirst, thrombocytopenia, abnormal Liver
NSAID Function Tests (LFTs), anorexia efc.
161.| Beacon Pharmaceuticals Naloxegol 25mg Film coated It is an opioid antagonist indicated for | Contraindication: ePatients with known or New USFDA Abjgi™b Kiv thiZ i Abigib Kivnj |

Ltd.

Tablet

Naloxegol Oxalate INN 28.453mg
eg. to Naloxegol 25mg

Opioid antagonist

the treatment of opioid-induced
constipation (OIC) in adult patients
with chronic non-cancer pain

suspected gastrointestinal obstruction and
at increased risk of recurrent obstruction
Concomitant use with strong CYP3A4
inhibitors (e.9., clarithromycin,
ketoconazole)

Side-effect: The most common adverse
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reactions in clinical trials (=3%) are:
abdominal

pain, diarrhea, nausea, flatulence,
vomiting, and headache
162.| Mundipharma (Bangladesh) | Oxycodone Hydrochloride 40mg | Indicated for pain severe enough to | Contraindication: « Patients who are New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Private Limited., Gazipur. Controlled Release Tablet require  daily, around-the-clock, | hypersensitive to the active substance &
long-term opioid treatment (oxycodone) or other opioid analgesics or BNF-70;
Oxycodone Hydrochloride to any ingredient in the formulation,acute Page: 370(MR)
Controlled Release USP 40mg appendicitis or pancreatitis, acute asthma
or other obstructive airway, acute
Opoid Analgesic respiratory depression, elevated carbon
dioxide levels in the blood, and cor
pulmonale.
Side effects: The most frequently observed
adverse are asthenia, constipation,
dizziness, dry mouth, headache, nausea,
pruritus, somnolence, sweating and
vomiting.
163.| Globe Pharmaceuticals Atosiban 37.5mg/ 5 ml Atosiban is indicated to delay | Contraindications;  Abrupto  placenta, MHRA Abjgi™b Kiv thiZ ci| Abigi b Kivnj |
Ltd., Noakhali Concentrate for Solution for imminent pre-term birth in pregnant | antepartum  hemorrahage  (requering New BNF 70
Infusion adult women with: immediate delivery), eclampsia, Page:708
- regular uterine contractions of at | intrauterine fetal death, itrauterine infection,
Atosiban acetate INN 39.77mg | least 30 seconds duration at a rate | intrauterine  growth  restriction  with
eg. to Atosiban 37.5 mg of >4 per 30 minutes abnormal fetal heart rate, placenta praveia,
- a cervical dilation of 1to 3 cm (0-3 | premature ruptrue of membranes after 30
for nulliparas) and effacement of = | weeks’ gestation, severe preeclampsia
Oxytocin receptor antagonist 50% Side effects: Common or very common-
- a gestational age from 24 until 33 | Dizziness, headache, hot flashes,
completed weeks hyperglycemia, hypotension, injection site
- a normal foetal heart rate reaction, nausea, tachycardia, vomiting
Uncommon- Fever, insomnia, pruritus,
rash.
164.| Globe Pharmacetticals Atosiban 6.75mg/ 0.9 ml -do- -do- New MHRA Abjgi™b Kiv thiZ cii] Abgv™b Kivnj|
Ltd., Noakhali Solution for injection BNF 70
Page:708
Atosiban acetate INN 7.158 mg
eg. to Atosiban 6.75 mg
Oxytocin receptor antagonist
165. | Healthcare Pharmaceutical | Avanafil 200 mg Tablet Erectile Dysfunction Contraindications: Organic nitrate or nitric 50mg & 100mg cigRbig tidiY tbBiearg | ciqiRbxg tidviiY bv _Kq
Itd., oxide donors. Tablet Avte™b bi gAy Kiv thiz Aite™b bighy Kiv 24|

Rajendrapur, Gazipur

Avanafil INN 200 mg
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PDES Inhibitor

Side effects: headache, dizziness, flushing,
stuffy nose, runny nose, sinus pain, sore
throat, diarrhea, constipation, stomach
upset, and back pain

chi|

166. | Globe Pharmaceuticals Lanthanum 500 mg Chewable Lanthanum is a phosphate binder | Contraindications: Lanthanum is New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd., Noakhali Tablet indicated to reduce  serum | contraindicated in bowel obstruction,
phosphate level in patients with end | including ileus and fecal impaction.
stage renal disease (ESRD).
Lanthanum Carbonate Hydrate Side effects: The most common adverse
INN 856.47 mg eq. to elemental reactions for Lanthanum are
Lanthanum 500 mg gastrointestinal events, such as nausea,
vomiting and abdominal pain, which are
Phosphate binder minimized by taking with food and
generally abated with time with continued
dosing.
167.| Navana Pharmaceuticals Lorcaserin Hydrochloride 10mg Itis a serotonin 2C receptor Contraindication: Pregnancy Category X New USFDA ciquRb $bB ieaiq Ate™b bv | ctqiRb 1bB ieaiq Ae™b b
Ltd. Tablet agonist indicated as an adjunct to a | Side-effect: Most common  adverse gAY Kiv thiZ citi gAy Kiv 2|
reduced-calorie diet and increased | reactions (greater than 5%) in non-diabetic
Nipro JMI Pharma Ltd. Lorcaserin Hydrochloride physic al activity for chronic weight | patients are headache, dizziness, fatigue,
Hemihydrate INN 10.40mg eq. to | management in adults with an initial | nausea, dry mouth, and constipation, and
Eskayef Bangladesh 10mg Lorcaserin Hydrochloride body mass index (BMI) of: 30 kg/m? | in diabetic patients are hypoglycemia,
Limited. or greater (obese) or 27 kg/m? headache, back pain, cough, and fatigue.
Serotonin 2C Receptor or greater (overweight) in the
Agonist presence of at least one weight-
related comorbid condition, (e.g.,
hypertension, dyslipidemia, type 2
diabetes)
Limitations of Use:
The safety and efficacy of
coadministration with other products
for weight loss have not been
established The effect of BELVIQ on
cardiovascular ~ morbidity  and
mortality has not been established.
168. | Beacon Pharmaceutical Carisoprodol 250mg Tablet Carisoprodol is indicated for the | Contraindication: New USFDA ciqRb 1bB rieaiq Aiie™b bv | ciqvRb $hB ieaiq Avte b by

Ltd.,

Carisoprodol USP 250mg

relief of discomfort associated with
acute, painful  musculoskeletal

e Acute intermittent porphyria

gAy Kiv thiZ citi]

gAy Kiv 2|
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Incepta Pharmaceuticals conditions. e  Hypersensitivity reacton to a
Ltd. Skeletal Muscle Relaxant Important Limitations: carbamate such as meprobamate
e Should only be used for acute | Side effect: Most common adverse
treatment periods up to two or | reactions (incidence > 2%) are drowsiness,
three weeks. dizziness, and headache.
e  Not recommended in pediatric
patients less than 16 years of
age.
169. | Incepta Pharmaceuticals Carisoprodol 350mg Tablet Carisoprodol is indicated for the | Contraindication: New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Ltd. relief of discomfort associated with | e Acute intermittent porphyria gAy Kiv thiZ citi] gAy Kiv 2|
Carisoprodol USP 350mg acute, painful  musculoskeletal | o  Hypersensitivity reacton to a
conditions. carbamate such as meprobamate
Important Limitations: Side effect: Most common adverse
Skeletal Muscle Relaxant e Should only be used for acute | reactions (incidence > 2%) are drowsiness,
treatment periods up to two or | dizziness, and headache.
three weeks.
e Not recommended in pediatric
patients less than 16 years of
age.
170.| Incepta Pharmaceuticals Cisatracurium ~ 10mg/5ml vial | Cisatracurium  Besylateis  an | Contraindication: New USFDA Abygr™b Kiv thiZ citi| Abjgv'b Kivnj |
Ltd. Injection intermediate-onset/intermediate- Cisatracurium Besylateis contraindicated in
duration neuromuscular blocking | patients with known hypersensitivity to the
Cisatracurium  Besylate  BP | agent indicated for in patients and | product and its components. The 10 mL
13.38mg eq. to Cisatracurium | outpatients as an adjunct to general | multiple-dose vials of Cisatracurium
10mg anesthesia, to facilitate tracheal | Besylateis contraindicated for use in
intubation, and to provide skeletal | premature infants because the formulation
Skeletal muscle relaxant | muscle relaxation during surgery or | contains benzyl alcohol.
(nondepolarizing) mechanical ventilation in the ICU. Side effect: The following adverse
experiences were judged by investigators
during the clinical trials to have a possible
causal relationship to administration of
Cisatracurium Besylate: Incidence Greater
than 1% None. Incidence Less than 1%
Cardiovascular bradycardia(0.4%)
hypotension(0.2%),  flushing  (0.2%).
Respiratory bronchospasm (0.2%).
Dermatological rash (0.1%)
171.| Incepta Pharmaceuticals Cisatracurium 50mg/5ml Vial Do -do- New USFDA Abjgi™b Kiv thiZ cii| Abgv™b Kivnj|
Ltd. Injection

Cisatracurium Besylate BP
66.90mg eq. to Cisatracurium
50mg
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Skeletal muscle relaxant
(nondepolarizing)

172.| Acme Laboratories Ltd. Sucralose 12 mg/Sachet Sucralose is the low-calorie | Contraindication: No contraindication has 8 mg Tablet & USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
sweetener made from sugar. It has | been reported. 6.5gm/Sachet
Sucralose BP 12mg/Sachet a clean sweet taste like sugar. It is
about 400-1000 times sweeter than | Side effects: Sucralose is usually well
Sweetener that of sugar. It is used in place of | tolerated. However, bloating, abdominal
sugar in processed food and | pain, gas, sometimes painful, nausea,
beverages and in  tabletop | heartburn, diarrhea, headaches, migraines,
sweetener. Sucralose tablet can be | heart palpitations, shortness of breath,
used by all segments of the | depression, anxiety and panic attacks,
population  including  children, | spaced-out or drugged sensation, joint
pregnant and lactating women, and | pain, especially in the knees and dizziness
people with diabetes. may occur.
173. | Techno Drugs Ltd. Hyaluronidase 1500 IU/Vial It is indicated as an adjuvant Contraindications: Hypersensitivity 150 IUvial Injection cigRbig tidiY tbBieavg | ciqiRbxg tfidviiY br _Kq
Injection > in subcutaneous fluid Aite™b br gAy Kiv thiZ Avte™b bigAy Kiv 29
administration for achieving | Side Effects: Spread of Localized chi|
Hyaluronidase BP 1500 IU/Vial hydration Infection, Ocular Damage, Enzyme
» 1o increase absorption and | Inactivation with Intravenous
Tissue Permeability Modifier dispersion of other injected | Administration.
drugs
> in subcutaneous urography for
improving  resorption  of
radiopaque agents.
174.| Beximco Pharmaceuticals Mirabegron 50.00mg Extended | Mirabegron is indicated for the | Contraindications: MIRABEGRON i§  25mg Extended USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd., Tongi ,Gazipur Release Tablet treatment of overactive bladder | contraindicated in patients who have known|  Release Tablet BNF-70,
(OAB) with symptoms of urge | hypersensitivity reactions to mirabegron or Page-672
Mirabegron INN 50.00mg urinary incontinence, urgency, and | any component of the tablet. (MR Tablet)
urinary frequency. Side effects: The most common side effect
is hypertension, nasopharyngitis, urinary
Urinary Tract Antispasmodics tract infection and headache.
175. | Incepta Pharmaceuticals Aflibercept 40 mg/ml Injection Aflibercept is indicated for the | Contraindication: New USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd. treatment of patients with: eQOcular or periocular infection

Aflibercept INN 40 mg/ml

Vascular endothelial growth
factor (VEGF) inhibitor

eNeovascular (Wet) Age-Related
Macular Degeneration (AMD)
eMacular Edema Following Retinal
Vein Occlusion (RVO)

o Diabetic Macular Edema (DME)

eActive intraocular inflammation

eHypersensitivity
Side effect: The most common adverse
reactions (25%) reported in patients

receiving Aflibercept were conjunctival
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eDiabetic Retinopathy (DR) in
Patients with DME

hemorrhage, eye pain, cataract, vitreous
floaters, intraocular pressure increased,
and vitreous detachment.

176.

ACI Ltd., Narayanganj

Isoproterenol Hydrochloride
0.020 gm/100 ml vial injection

Isoproterenol Hydrochloride USP
0.020gm/100ml Vial

Vasopressor, bronchodilator,

antiasthmatic

Isoproterenol hydrochloride injection
is indicated:

For mild or transient episodes of
heart block that do not require
electric  shock or  pacemaker
therapy.

For serious episodes of heart block
and Adams-Stokes attacks (except
when caused by ventricular
tachycardia or fibrillation).

For use in cardiac arrest until
electric  shock or  pacemaker
therapy, the treatments of choice, is
available.

For bronchospasm occurring during
anesthesia.

As an adjunct to fluid and electrolyte
replacement therapy and the use of
other drugs and procedures in the
treatment of hypovolemic and septic
shock, low cardiac  output
(hypoperfusion) states, congestive
heart failure, and cardiogenic shock.

Contraindication: Use of isoproterenol
hydrochloride injection is contraindicated in
patients with tachyarrhythmias; tachycardia
or heart block caused by digitalis
intoxication; ventricular arrhythmias which
require inotropic therapy; and angina
pectoris.

Side Effects: The most common side
effects of isoproterenol are nervousness,
headache, dizziness, nausea, visual
blurring, tachycardia, palpitations, angina,
Adams-Stokes attacks, pulmonary edema,
hypertension,  hypotension,  ventricular
arrhythmias, tachyarrhythmias, dyspnea,
flushing of the skin, sweating, mild tremors,
weakness and pallor.

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

177.

MedRx Life Science Ltd,
BSCIC, Nandanpur, B.
Baria

Biotin 1mg Film Coated Tablet
Biotin BP 1mg

Vitamin

e Used for the maintenance of
normal hair and skin.

e For nutritional
supplementation, effective aid
in treating dietary shortage or
imbalance.

e  Biotin has also been used to
treat seborrhea (skin rash) in
babies.

e It contributes to forming
energy, normal functioning of
the nervous system,
macronutrient metabolism and
psychological function.

e  Contributes to the

Contraindications: None known.

Side Effects: Biotin is a safe and nontoxic
vitamin. It has not been associated with
any serious side effects, even in large
doses.

The FDA reports that biotin is safe and well
tolerated when taken by mouth in
recommended doses.

New

clqiRbig tiditiY 1bB reaig
Avte™b bv gAy Kiv thiz
chi|

cigRbig tidiiY by _Kq
Aite”b bigAy Kiv 27|
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maintenance of normal mucus
membranes.

178. | MedRx Life Science Ltd, Biotin 2mg Film Coated Tablet e Used for the maintenance of | Contraindications: None known. New ciqiRbig fidviiY tbBiearq | ciqiRbig fidiiY by _Kq
BSCIC, Nandanpur, B. normal hair and skin. Aite™b bv gAy Kiv thiZ Aite™b bigAy Kiv 27|
Baria Biotin BP 2mg e For nutritional | Side Effects: Biotin is a safe and nontoxic cii|

supplementation, effective aid vitamin. It has not been associated with
Vitamin in treating dietary shortage or | any serious side effects, even in large
imbalance. doses.

e  Biotin has also been used to | The FDA reports that biotin is safe and well
treat seborrhea (Skin rash) in tolerated when taken by mouth in
babies. recommended doses.

e It contributes to forming
energy, normal functioning of
the nervous system,
macronutrient metabolism and
psychological function.

e  Contributes to the
maintenance of normal mucus
membranes.

179.| Beximco Pharmaceuticals | Cholecalciferol 20,000  [U | Vitamin D is essential for normal | Contraindications: ~ Cholecalciferol ~ is | 400IU, 10001U Tablet MHRA Abtgr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd., Tongi ,Gazipur Capsule bone growth and development and | contraindicated in all diseases associated | 25 mcg/5ml Syrup,

to maintain bone density. Vitamin D | with hypercalcaemia. 5mg/ml Injection
Cholecalciferol (As vitamin Ds | acts as a hormone and increases
1,00,000 1U/g) USP 200mg eq. | reabsorption of Calcium and | Side effects: Common side effect are
to Vitamin D3 20, 000 IU Phosphorus by the kidneys and | including; hypercalcaemia syndrome or
increased bone turnover. Calcium intoxication (depending on the
Vitamin severity and duration of hypercalcaemia),
Prevention and Treatment of vitamin | anorexia, headache, nausea, vomiting,
D deficiency states abdominal pain or stomach ache and
constipation with the administration of
Cholecaciferol.

180. | Beximco Pharmaceuticals Cholecalciferol 40,000 U -do- -do- 4001U, 10001U Tablet MHRA Abjgi™b Kiv thiZ cii| Abgv b Kivnj|

Ltd., Tongi ,Gazipur Capsule 25 mcg/5ml Syrup,

Cholecalciferol (As vitamin Ds
1,00,000 1U/g) USP 400.000mg
eg.to Vitamin D3 40, 000 IU

5mg/ml Injection
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Vitamin

181.| Beximco Pharmaceuticals | Cholecalciferol 2,000 IU Tablet -do- -do- 4001U, 10001U Tablet MHRA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd., Tongi ,Gazipur 25 mcg/5ml Syrup,
Cholecalciferol (As vitamin D3 5mg/ml Injection
1,00,000 IU/g) USP 20.00mg
eg.to Cholecalciferol
2,000 1U
Vitamin
182. | Healthcare Pharmaceutical | Cholecalciferol 40.0mg/100ml -do- -do- New ciqRbxq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq
Itd., Oral Drops Avte™b bi gAy Kiv thiz Ate™b bigAy Kiv 2]
Rajendrapur, Gazipur chi|
Cholecalciferol (Vitamin Dz 1.0M
IU/gm) USP 40.0mg/100ml
Vitamin
183. | Drug International Ltd. Cholecalciferol ~ (Vitamin ~ Ds) | -do- -do- 1000 IU Tablet MHRA Absgv™b Kiv thiZ citi| Abigi b Kivnj |
800IU Soft Gelatin Capsule
Cholecalciferol (Vitamin D3) BP
800 1U
Vitamin
184. | Globe Pharmaceuticals Vitamin D3 10800 [U/ ml Pediatric | ¢  -do- -do- Cholecalciferol (Vit. ciqRbxq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq
Ltd., Noakhali Drops D3) 1000 IU, Tablet Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
chi|
Vitamin D3 (Cholecalciferol) USP Cholecalciferol (Vit.
10800 U/ ml D3) 5 mg/ml,
Injection
Vitamin
Cholecalciferol (Vit.
D3) 25 mcg/5 ml,
Syrup
185. | Globe Pharmaceuticals Vitamin D3 144001U/ml Oral -do- -do- ctqiRbig tichtiY tbB reavg | ctqiRbig tiditiY bi _iKq

Ltd., Noakhali

Drops

Vitamin D3 (Cholecalciferol) USP
14400 [U/ml

Vitamin

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kiv 27|
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186.

Globe Pharmaceuticals

Vitamin D3 21600 IU/ml Oral

-do-

-do-

clqiRbig tiditiY 1bB reaig

cigRbig tidiiY by _WKg

Ltd., Noakhali Drops New Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
cii|
Vitamin D3 (Cholecalciferol) USP
21600 |U/ml
Vitamin ] ]
187. | MedRx Life Science Ltd, Vitamin E 10000 IU/100gm | e Vitamin E is an antioxidant which | Contraindications: Vitamin E is likely safe | 200 mg Cap. 200 mg ciqiRbig fidviiY tbBiearq | ciqiRbig fidiiY by _Kq
BSCIC, Nandanpur, B. Cream softens the skin and locks in | for most healthy people when applied to the | Tab., 800 mg Cap., Aite”b bv gAy Kiv thiZ Avte™b bigAy Kiv 29

Baria

Vitamin E (Alpha-tocopherol) BP
10,000 1U/100gm

Vitamin

moisture to help minimize the
appearance of wrinkles.

e This cream is a valuable aid for
dry, rough skin and provides
soothing relief after sun or wind
exposure.

o It's naturally absorbing,
moisturizing and non-greasy

skin.

Side Effects: Most people do not
experience any side effects when taking
the cream.

400 mg Cap.

chi|

188.

UniMed & UniHealth Mfg.
Ltd., Gazipur

Mirabegron 50mg Prolonged-
Release Tablet

Mirabegron INN 50mg

Urinary frequency, urgency, and
urge incontinence

Contra-indications : Severe hypertension

Side-effects:  Ttachycardia, urinary-tract
infection; less commonly dyspepsia,
gastritis, palpitation, atrial , fibrillation,
hypertension, vulvovaginal infection and

25mg Extended
Release Tablet

USFDA
BNF-70,
Page-672
(MR Tablet)

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

B3-Adrenoceptor Agonist pruritus, joint swelling, rash, pruritus
189. | Incepta  Pharmaceuticals | L-Ornithine L-Aspartate For the treatment of concomitant Contraindication: Hypersensitivity to L- New Abjgi™b Kiv thiZ ci| Abjgr'b Kivnj |
Ltd. 3gm/Sachet Granules diseases and sequelae of acute and | ornithine-L-aspartate  or  any  other
chronic liver diseases (e.g. liver excipients of these products. Severe renal
L-Ornithine L-Aspartate INN 3 cirrhosis) with the symptoms of insufficiency (a serum creatinine level in
gm/Sachet latent and manifest hepatic excess of 3 mg/100 ml can be regarded as
encephalopathy. the guide value).
Side effect: Uncommon nausea, vomiting,
stomach ache, flatulence, diarrhoea; very
rare pain in the limbs. E110 can trigger
allergic reactions.
Incepta ~ Pharmaceuticals | L-Omithine L-Aspartate -do- -do- New Abjgi™b Kiv thiZ cii] Abgv™b Kivnj|
Ltd. 5gm/10ml Ampoule Injection

L-Ornithine L-Aspartate INN
5gm/10ml
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190. | Beacon Pharmaceutical Ltd. | Obeticholic Acid 10mg Tablet Liver diseases, including primary | Contraindication: Contraindicated for those New cigRbig tidiY tbBiearg | ciqiRbxg tidviiY br _Kq
biliary cirrhosis and non-alcoholic | with known allergies to Obeticholic Acid or Aite™b br gAy Kiv thiZ Avte™b bigAy Kiv 29
Obeticholic Acid INN 10mg fatty liver disease (steatohepatitis) any other component of the product. cii|
Side effect: The most common side effect
of obeticholic acid is itching. Pruritus was
the most common adverse event, occurring
in 50% of patients receiving placebo and
a similar percentage of patients at 10 mg;
however, > 80% of patients receiving the
two higher doses complained of pruritus,
leading to discontinuation of the drug in up
to 24% of cases.
191. | Incepta  Pharmaceuticals | Obeticholic Acid 25mg Tablet -do- -do- New ciqRbxq tidiiY 1bB iearg | ciqiRbig tidiiY br _iKq
Ltd. Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv 29
Obeticholic Acid INN 25mg chi|
192.| Incepta  Pharmaceuticals | Obeticholic Acid 50mg Tablet -do- -do- New ciqRbiq tidiiY 1bBiearg | ciqiRbig tidiiY br _iKq
Ltd. Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv 27|
Obeticholic Acid INN 50mg chi|
193.| Concord Pharmaceuticals | Citric Acid Monohydrate 0.625% | The management of mild non- | Contraindicaion: Glucose malabsorption New MHRA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. Linctus specific cough. syndrome. Glucose intolerance due to (Numark
sucrose  or isomaltase  deficiency. Paediatric Simple
Citric acid Monohydrate BP 0.625 Hypersensitivity to any of the constituents. Linctus
gm/100ml Side effects: It is possible that citric acid 31.25 mg/5 ml
ingested in large quantities or frequently Oral solution)
Alkalinizing Agents may cause gastric irritation, or erosion of
dental enamel
194.| Concord Pharmaceuticals | Citric acid Monohydrate 2.5 % The management of mild non- | Contraindicaion: Glucose malabsorption New MHRA Abygr™b Kiv thiZ citi| Abigi b Kivnj |
Ltd. Linctus specific cough. syndrome. Glucose intolerance due to (Numark Simple
sucrose  or isomaltase  deficiency. Linctus BP
Citric acid Monohydrate BP Hypersensitivity to any of the constituents. 125mg/5 ml Oral
2.50mg/100ml Side effects: It is possible that citric acid solution)
Alkalinizing Agents ingested in large quantities or frequently
may cause gastric irritation, or erosion of
dental enamel
195. | ACI Ltd., Narayanganj Acetaminophen 300 mg + Do Contraindication:This product should not New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b

Hydrocodone Bitartrate 10mg
Tablet

Acetaminophen USP 300mg +
Hydrocodone Bitartrate USP 10
mg

be administered to patients who have
previously  exhibited  hypersensitivity
tohydrocodone or acetaminophen. patients
known to be hypersensitive to other opioids
may exhibit cross  sensitivity to
hydrocodone

gAy Kiv thiZ citi]

gAy Kiv 2|
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Analgesic

Side-effects: The most frequently reported
adverse reactions are lightheadedness,
dizziness, sedation, nausea andvomiting.
These effects seem to be more prominent
in ambulatory than in nonambulatory
patients, andsome of these adverse
reactions may be alleviated if the patient
lies down.

Other adverse reactions include:

Central nervous system: drowsiness,
mental clouding, lethargy, impairment of
mental and physical performance, anxiety,
fear, dysphoria, psychic dependence,
mood changes.

Gastrointestinal ~ system:  prolonged
administration of hydrocodone bitartrate
and acetaminophen tabletsmay produce
constipation.  Genitourinary ~ system:
ureteral spasm, spasm of vesical
sphincters and urinary retention have
beenreported with opiates.

Respiratory ~ depression:  Hydrocodone
Bitartrate may produce dose-related
respiratory depression byacting directly on
the brain stem respiratory centers.

Special senses: cases of hearing
impairment or permanent loss have been
reported predominantly inpatients with
chronic overdose.

Dermatological: skin rash, pruritus.
WARNINGS

Hepatotoxicity:

Acetaminophen has been associated with
cases of acute liver failure, at times
resulting in liver transplant and death. Most
of the cases of liver injury are associated
with the use of acetaminophen at doses
that exceed 4000 milligrams per day, and
often  involve  more than  one
acetaminophen containing product. The
excessive intake of acetaminophen may be
intentional to cause self-harm  or
unintentional as patients attempt to obtain
more pain relief or unknowingly take other
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acetaminophen-containing products. The
risk of acute liver failure is higher in
individuals with underlying liver disease
and in individuals who ingest alcohol while
taking acetaminophen. Instruct patients to
look for acetaminophen or APAP on
package labels and not to use more than
one product that contains acetaminophen.
Instruct patients to seek medical attention
immediately upon ingestion of more than
4000 milligrams of acetaminophen per day,
even if they feel well.

Serious skin reactions:

Rarely, acetaminophen may cause serious
skin reactions such as acute generalized
exanthematous ~ pustulosis ~ (AGEP),
Stevens - Johnson syndrome (SJS), and
toxic epidermal necrolysis (TEN), which
can be fatal. Patients should be informed
about the signs of serious skin reactions,
and use of the drug should be discontinued
at the first appearance of skin rash or any
other sign of hypersensitivity.

Hypersensitivity/anaphylaxis:

There have been post-marketing reports of
hypersensitivity and anaphylaxis
associated with use of acetaminophen.
Clinical signs included swelling of the face,
mouth, and throat, respiratory distress,
urticaria, rash, pruritus, and vomiting.
There were infrequent reports of life-
threatening anaphylaxis requiring
emergency medical attention. Instruct
patients to discontinue this combination
immediately and seek medical care if they
experience these symptoms. Do not
prescribe this combination for patients with
acetaminophen allergy.

Respiratory Depress ion:

At high doses or in sensitive patients,
hydrocodone may produce doserelated
respiratory depression by acting directly on
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the brain stem respiratory center.
Hydrocodone also affects the center that

196.

ACI Ltd., Narayanganj

Acetaminophen 300 mg +
Hydrocodone Bitartrate 5mg
Tablet

Acetaminophen USP 300mg +
Hydrocodone Bitartrate USP 5
mg

Analgesic

-DO-

Do-

New

USFDA

clquRb 1bB iearg Aite b b
gAy Kiv thiZ citi]

clquRb 1bB iearg Aite b b
gAy Kiv 2|

197.

ACI Ltd., Narayanganj

Acetaminophen 300mg +
Hydrocodone Bitartrate 7.5mg
Tablet

Acetaminophen USP 300mg +
Hydrocodone Bitartrate USP 7.5
mg

Analgesic

-do-

-Do-

New

USFDA

clquRb 1bB iearg Aite™b b
gAy Kiv thiZ citi]

clquRb 1bB iearg Aite™b b
gAy Kiv 2|

198.

ACI Ltd., Narayanganj

Acetaminophen 325 mg +
Hydrocodone Bitartrate 5 mg
Tablet

Acetaminophen USP 325mg +
Hydrocodone Bitartrate USP 5
mg

Analgesic

Do

-do-

New

USFDA

clquRb 1bB iearg Aite b b
gAy Kiv thiZ citi]

ciquRb 1bB iearq Arte b b
gAy Kiv 2|

199.

ACI Ltd., Narayanganj

Acetaminophen 325 mg +
Hydrocodone Bitartrate 10mg
Tablet

Acetaminophen USP 325mg +
Hydrocodone Bitartrate USP 10
mg

Analgesic

Do

-do-

New

USFDA

clquRb 1bB ieaig Aite™b b
gAy Kiv thiZ citi]

clquRb 1bB iearq Aite b b
gAy Kiv 2|

200.

ACI Ltd., Narayanganj

Acetaminophen 325 mg +
Hydrocodone bitartrate 2.5mg
Tablet

Acetaminophen USP 325mg +
Hydrocodone hitartrate USP 2.5

-do-

-do-

New

USFDA

clquRb 1bB iearg Aite b b
gAy Kiv thiZ citi]

clquRb 1bB iearg Aite b b
gAy Kiv 2|
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mg
Analgesic

201. | ACI Ltd., Narayanganj Acetaminophen 325 mg + -do- -do- New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Hydrocodone Bitartrate 7.5mg gAy Kiv thiZ citi] gAy Kiv 2|
Tablet
Acetaminophen USP 325mg +
Hydrocodone Bitartrate USP 7.5
mg
Analgesic
202. | Incepta Pharmaceuticals Glucosamine HCI 750mg + Indicated for the treatment of | Contraindication: There are no known New ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Ltd. Chrondroitin Sulfate 400mg + osteoarthritis of knee, hip, spine, | contraindications for Glucosamine and gAy Kiv thiZ citi] gAy Kiv 297]
Methyl Sulfonyl Methane (MSM) hand, and other locations. It is also | Chondroitin. But proven hypersensitivity (e.
375mg + Vitamin D3 10001U beneficial in rheumatoid arthritis, | g. allergic to shellfish or sulfur) to
Tablet sport injuries, migraine, different | Glucosamine and Chondroitin is a
skin problems (e.g., psoriasis), | contraindication.
Glucosamine HCI USP 750mg + | vascular complications (e. g,
Chrondroitin Sulfate BP 400mg + | atherosclerosis), kidney stones, and | Side effect: Both Glucosamine and
Methyl Sulfonyl Methane (MSM) inflammatory bowel disease (e.g., | Chondroitin Sulfates are virtually nontoxic.
USP 375mg + Vitamin D3 BP ulcerative  colitis, leaky gut | Side effects are rare and are limited to
10001U syndrome). stomach upset, nausea or diarrhea. These
usually disappear when the tablet is taken
Analgesic with meals.
203. | Incepta Pharmaceuticals Glucosamine  Sulfate  USP | -do- -do- New ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Ltd. 1000mg + Chrondroitin Sulfate gAy Kiv thiZ citi] gAy Kiv 2|
BP 800mg + MSM USP 500mg +
Vitamin C BP 200mg/15ml Syrup
Glucosamine  Sulfate ~ USP
1000mg + Chrondroitin Sulfate
BP 800mg + MSM USP 500mg +
Vitamin C BP 200mg/15ml
Analgesic
204. | Ziska Pharmaceuticals Ltd. | Oxycodone HCI 10mg + | It is indicated for the relief of | Contraindications: Acetaminophen USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b

Acetaminophen 325 mg Tablet

Oxycodone HCl USP 10mg +
Acetaminophen USP 325 mg

Analgesic

moderate to moderately severe
pain.

This tablet should not be administered to
patients with known hypersensitivity to
oxycodone, acetaminophen, or any other
component of this product. Oxycodone is
contraindicated in any situation where
opioids are contraindicated including
patients  with  significant  respiratory
depression (in unmonitored settings or the
absence of resuscitative equipment) and

500mg Tablet

gAy Kiv thiZ citi]

gAy Kiv 2|
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patients with acute or severe bronchial
asthma or hypercarbia. Oxycodone is
contraindicated in the setting of suspected
or known paralytic ileus.

Side  effects:  depression,  apnea,
respiratory arrest, circulatory depression,
hypotension, and shock  The most
frequently observed non-serious adverse
reactions include lightheadedness,
dizziness, drowsiness or sedation, nausea,
and vomiting. These effects seem to be
more prominent in ambulatory than in
nonambulatory patients, and some of these
adverse reactions may be alleviated if the
patient lies down. Other adverse reactions
include euphoria, dysphoria, constipation,
and pruritus. Hypersensitivity reactions
may include: Skin eruptions, urticarial,
erythematous skin reactions. Hematologic
reactions may include: Thrombocytopenia,
neutropenia,  pancytopenia, hemolytic
anemia. Rare cases of agranulocytosis has
likewise been associated with
acetaminophen use. In high doses, the
most serious adverse effect is a dose-
dependent, potentially fatal hepatic
necrosis. Renal tubular necrosis and
hypoglycemic coma also may occur

205. | Ziska Pharmaceuticals Ltd. | Oxycodone HClI 5.0mg + | -do- -do- Acetaminophen USFDA ciqiRb {hB ieaiq Arte”b bi | ciqiRb $bB ieaiq Are"b b
Acetaminophen 325 mg Tablet 500mg Tablet gAY Kiv thiZ citi| gAy Kiv 27|
Oxycodone HCl USP 5.0mg +
Acetaminophen USP 325 mg
Analgesic

206. | Ziska Pharmaceuticals Ltd. | Oxycodone HCI5.0mg + | Carefully consider the potential | Contraindications: Ibuprofen 200mg/ USFDA ciqiRb {hB ieaiq Arte”b bi | ciqiRb $bB ieaiq Are"b b
Ibuprofen 400mg Tablet benefits and risks of this tablet and | This Tablet should not be administered to | 400 mg Tablet gAY Kiv thiZ citi| gAy Kiv 2|

Oxycodone HCl USP 5.0mg +
Ibuprofen USP 400mg

other treatment options before
deciding to use. Use the lowest
effective dose for the shortest

patients who have previously exhibited
hypersensitivity to  oxycodone HCI,
ibuprofen, or any of it's components. It
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Analgesic

duration consistent with individual
patient treatment goals. This tablet
is indicated for the short term (no
more than 7 days) management of
acute, moderate to severe pain.

should not be administered in any situation
where opioids are contraindicated. This
includes patients with significant respiratory
depression (in unmonitored settings or the
absence of resuscitative equipment) and
patients with acute or severe bronchial
asthma or hypercarbia. Patients known to
be hypersensitive to other opioids may
exhibit  crosssensitivity to  oxycodone.
Combunox is contraindicated in any patient
who has or is suspected of having paralytic
ileus. It should not be given to patients who
have experienced asthma, urticaria, or
allergic-type reactions after taking aspirin
or other NSAIDs. Severe anaphylactoid
reactions to NSAIDs, some of which were
fatal, have been reported in such patients.
It is contraindicated for the treatment of
peri-operative pain in the setting of
coronary artery bypass graft (CABG)
surgery.

Side effects:

Cardiovascular ~ Thrombotic Events,
Congestive Heart Failure and Edema
Hypertension, Gastrointestinal Effects -
Risk of Ulceration, Bleeding, and
Perforation, Misuse Abuse and Diversion of
Opioids, Respiratory Depression,
Hypotensive Effect, Head Injury and
Increased Intracranial Pressure, Acute
Abdominal  Conditions, ~ Anaphylactoid
Reactions, Advanced Renal Disease, Skin
Reactions.

207.

Ziska Pharmaceuticals Ltd.

Oxycodone HClI 75mg +
Acetaminophen 325 mg Tablet

Oxycodone HCl USP 7.5mg +
Acetaminophen USP 325 mg

It is indicated for the relief of
moderate to moderately severe
pain.

Contraindications:

This tablet should not be administered to
patients with known hypersensitivity to
oxycodone, acetaminophen, or any other
component of this product. Oxycodone is
contraindicated in any situation where

Acetaminophen
500mg Tablet

USFDA

clquRb 1bB iearg Aite b b
gAy Kiv thiZ citi]

clquRb 1bB iearg Arte b b
gAy Kiv 2|
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Analgesic

opioids are contraindicated including
patients  with  significant  respiratory
depression (in unmonitored settings or the
absence of resuscitative equipment) and
patients with acute or severe bronchial
asthma or hypercarbia. Oxycodone is
contraindicated in the setting of suspected
or known paralytic ileus.

Side  effects:  depression,  apnea,
respiratory arrest, circulatory depression,
hypotension, and shock  The most
frequently observed non-serious adverse
reactions include lightheadedness,
dizziness, drowsiness or sedation, nausea,
and vomiting. These effects seem to be
more prominent in ambulatory than in
nonambulatory patients, and some of these
adverse reactions may be alleviated if the
patient lies down. Other adverse reactions
include euphoria, dysphoria, constipation,
and pruritus. Hypersensitivity reactions
may include: Skin eruptions, urticarial,
erythematous skin reactions. Hematologic
reactions may include: Thrombocytopenia,
neutropenia,  pancytopenia, hemolytic
anemia. Rare cases of agranulocytosis has
likewise been associated with
acetaminophen use. In high doses, the
most serious adverse effect is a dose-
dependent, potentially fatal hepatic
necrosis. Renal tubular necrosis and
hypoglycemic coma also may occur

208.

Square Formulations Ltd.,
Gorai, Tangail

Paracetamol 500mg +
Diphenhydramine HCl 25mg Tablet

Paracetamol BP 500mg +
Diphenhydramine HCI BP 25mg

Analgesic + Antihistamine

For the short term treatment of
bedtime pain, for example rheumatic
and muscle pain, backache,
neuralgia, toothache,  migraine,
headache and period pain which is
causing difficulty in getting to sleep.

Contra-indication: ~ Hypersensitivity ~ to
paracetamol, diphenhydramine
hydrochloride  or  other  constituents.
Porphyria. Antihistamines are
contraindicated in premature infants or
neonates who have increased susceptibility
to antimuscarinic effects.

Diphenhydramine
50mg Tablet

MHRA

clquRb 1bB iearg Aite™b b
gAy Kiv thiZ citi]
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Side-effects: Like all medicines, it can have
side effects, but not everybody gets them.
Older people are more prone to these side
effects.

When using this product you may
experience:

« Drowsiness, dizziness, tiredness, blurred
vision, or difficulty concentrating, Dry
mouth.

Stop taking this medicine and tell your
doctor immediately if you experience:

¢ Allergic reactions which may be severe
such as skin rash and itching sometimes
with swelling of the mouth or face or
shortness of breath

* Chest tightness or thickening of phlegm, ¢
Difficulty in passing urine, headaches, ¢
Skin rash or peeling or mouth ulcers, ¢
Upset Stomach

¢ Breathing problems. These are more
likely if you have experienced them before
when taking other painkillers (such as
ibuprofen and aspirin), ¢ Seizures or
difficulty of muscle coordination

+ Changes in heart rhythm

* Unexplained bruising or bleeding.

209. | Delta Pharma Ltd. Sacubitril 49mg + Valsartan This is a combination of sacubitril, a | Contra-indications: Hypersensitivity to any Valsartan USFDA Abjgi™b Kiv thiZ ci| Abjgr'b Kivnj |
51mg Film Coated Tablet neprilysin inhibitor, and valsartan, | component. History of angioedema related | 80mg/16mg Tablet
an angiotensin Il receptor blocker, | to previous ACE inhibitor or ARB therapy.
Sacubitril INN 49 mg + Valsartan | indicated to reduce the risk of | Concomitant use with ACE inhibitors
USP 51 mg cardiovascular death and | Concomitant use with aliskiren in patients
hospitalization for heart failure in | with diabetes.
patients with chronic heart failure | Side-effect: Adverse reactions occurring
Angiotensin Il receptor blocker (NYHA Class II-IV) and reduced | =5% are hypotension, hyperkalemia,
ejection fraction. cough, dizziness, and renal failure.
WARNINGS AND PRECAUTIONS
Observe for signs and symptoms of
angioedema and hypotension. Monitor
renal function and potassium in susceptible
patients.
210. | Delta Pharma Ltd. Sacubitril  97mg + Valsartan | This is a combination of sacubitril, a | Contra-indications: Hypersensitivity to any Valsartan USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
103mg Film Coated Tablet neprilysin inhibitor, and valsartan, | component. History of angioedema related | 80mg/16mg Tablet

Sacubitril INN 97mg + Valsartan

an angiotensin Il receptor blocker,
indicated to reduce the risk of

to previous ACE inhibitor or ARB therapy.
Concomitant use with ACE inhibitors.
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USP 103mg

Angiotensin Il receptor blocker

cardiovascular death and
hospitalization for heart failure in
patients with chronic heart failure
(NYHA Class [I-IV) and reduced
ejection fraction.

Concomitant use with aliskiren in patients
with diabetes.

Side-effect: Adverse reactions occurring
>5Y% are hypotension, hyperkalemia,
cough, dizziness, and renal failure.
WARNINGS AND PRECAUTIONS
Observe for signs and symptoms of
angioedema and hypotension. Monitor
renal function and potassium in susceptible
patients.

211,

Square  Pharmaceuticals
Ltd., Pabna Unit, Salgaria,
Pabna

Calcium  Carbonate  (Heavy)
1000.00mg eg. to 400mg
Elemental Calcium + Simethicone
100 DC Ph. Gr. 100mg eq. to
60mg Simethcone Tablet

Calcium Carbonate (Heavy) BP
1000.00mg eg. to 400mg
Elemental Calcium + Simethicone
100 DC Ph. Gr. 100mg eq. to
60mg Simethcone USP Tablet

Antacid

For the relieve of acid digestion,
heartburn, sour stomach, upset of
stomach associated with these
symptoms, bloating and pressure
commonly referred to as gas.

Contraindications: Constipation, diarrhoea.

ADRI/Side effects: Constipation, diarrhoea.

New

clquRb 1bB iearg Aite™b b
gAy Kiv thiZ citi]

clquRb 1bB iearg Aite b b
gAy Kiv 2|

212.

Square Pharmaceuticals
Ltd., Pabna Unit, Salgaria,
Pabna

Sodium Alginate  250mg  +
Sodium Bicarbonate 106.500mg
+ Calcium Carbonate (Heavy)
187.500mg Tablet

Sodium Alginate USP 250mg +
Sodium Bicarbonate BP
106.500mg + Calcium Carbonate
(Heavy) BP 187.500mg Tablet

Gastrointestinal agent (Alginate +
Antacid)

It is indicated for the treatment of
gastro-oesophageal reflux i.e. acid
regurgitation, heartburn, indigestion
and for symptoms of excess
stomach acid (hyperacidity)

It acts in a dual mechanism mood,
quickly neutralizes excess stomach
acid and also forms a protective
layer over stomach content

Contraindications: Hypersensitivity to the
active substances or to any of the
excipients, including the esters of
hydroxybenzoates (parabens).

Side effects: Very rarely (<1/10,000)
patients sensitive to the ingredients may
develop allergic manifestations such as
urticaria or bronchospasm, anaphylactic or
anaphylactoid reactions

New

MHRA

clquRb 1bB ieaig Aite™b b
gAy Kiv thiZ citi]

clquRb 1bB iearg Aite b b
gAy Kiv 2|

213.

Square Pharmaceuticals
Ltd., Pabna Unit, Salgaria,
Pabna

Beacon Pharmaceutical
Ltd.,

Sodium Alginate 5gm + Sodium
Bicarbonate 2.130gm + Calcium
Carbonate (light) 3.250gm/100ml
Suspension

Sodium Alginate USP 5gm +
Sodium Bicarbonate BP 2.130gm
+ Calcium Carbonate (light) BP
3.250gm/100ml Suspension

Itis indicated for the treatment of
gastro-oesophageal reflux i.e. acid
regurgitation, heartburn, indigestion
and for symptoms of excess
stomach acid (hyperacidity)

It acts in a dual mechanism mood,
quickly neutralizes excess stomach
acid and also forms a protective

Contraindications: Hypersensitivity to the
active substances or to any of the
excipients, including the esters of
hydroxybenzoates (parabens).

Side effects: Very rarely (<1/10,000)
patients sensitive to the ingredients may
develop allergic manifestations such as
urticaria or bronchospasm, anaphylactic or
anaphylactoid reactions

New

MHRA

clquRb 1bB iearg Aite b b
gAy Kiv thiZ citi]
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gAy Kiv 2|

ciZv-85/7




Gastrointestinal agent (Alginate +
Antacid)

layer over stomach content

214. | GlaxoSmithKline Soduim Bicarbonate 2.295gm + | ltis effective for the Contraindication: Persons on a sodium New ciqvRb 1bB ieaiq Aite b bv | ctquRb 1bB ieaiq Aie™b by
Bangladesh Limted Citric Acid Anhydrous 2.165gm + | symptomatic relief of: restricted diet e.g. those suffering from gAy Kiv thiZ citi | gAy Kiv 29]
Fouzderhat Industrial Area Sodium Carbonte Anhydrous e  Heartburn hypertension or congestive heart failure
PO: North Kattali 0.495gm/5gm Powder in Sachet e Acid indigestion should not use this product unless directed
Chittagong-4217 e  Sour stomach by a doctor. Patients with impaired hepatic
Soduim Bicardonate USP and renal Eno is contraindicated in patients
2.295gm + Citric Acid Anhydrous with a prior hypersensitivity reaction to any
USP 2.165gm + Sodium ingredient of the preparation.
Carbonte Anhydrous USP
0.495gm/5.0 gm Side Effects: Stomach/gut irritations which
could cause wind or bloating.
Antacid
215. | Aristopharma Ltd. Chlordiazepoxide HCI 5mg + Adjunctive management of irritable | Contraindication: ~ Hypersensitivity ~ to New ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Clidinium Bromide 2.5 mg bowel syndrome, peptic ulcer and | chlordiazepoxide and /or  Clidinium gAy Kiv thiZ citi] gAy Kiv 29]
Capsule other  gastrointestinal  disorders | Bromide. Glaucoma, prostatic hypertrophy
associated with  hypersecretion, | and benign bladder neck obstruction.
Chlordiazepoxide HCl USP 5mg | hypermotility and spasm and
+ Clidinium Bromide USP 2.5mg | accompanied by anxiety or tension | Side-effects: As for chlordiazepoxide. In
states addition, clidinium Bromide may cause
Antianxity/Anticholinergic dryness of the mouth, blurred vision,
urinary hesitancy; constipation particularly
when combined with other spasmolytis and
/ or low residue diet.
216. | Eskayef Bangladesh Etoricoxib 60mg + | It is used medically to treat | Contraindications: Etoricoxib 60mg ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Limited Thiocolchicoside 4mg FC Tablet | orthopedic, traumatological and | Inflammatory bowel disease, Severe Tablet gAy Kiv thiZ citi] gAy Kiv 29]
rheumatologic disorders as well as | congestive heart failure, Active peptic Etoricoxib 90mg
Etoricoxib  INN  60mg  + | to treat muscular spasms. It is also | ulceration,  Cerebrovascular  disease, Tablet
Thiocolchicoside INN 4mg used to control the pain and swelling | Lactation Children and adolescent < 16 yr. Etoricoxib 120mg
suffered by individuals with four | Side effects: Tablet
medical conditions: Side effects of Etoricoxib and
Antiarthritic + Muscle relaxant « Rheumatoid arthritis Thiocolchicoside are most likely to be
« Gout minor.  Like  Constipation, diarrhea,
« Osteoarthritis dizziness. If you suffer from serious side
« Ankylosing spondylitis effects, then concern your doctor as soon
as possible.
217. | Eskayef Bangladesh Etoricoxib 60mg + -do- -do- Etoricoxib 60mg ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Limited. Thiocolchicoside 8mg FC Tablet Tablet gAy Kiv thiZ citi] gAy Kiv 2|
Etoricoxib 90mg
Tablet
Etoricoxib INN  60mg + Etoricoxib 120mg
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Thiocolchicoside INN 8mg

Antiarthritic + Muscle relaxant

Tablet

218. | UniMed & UniHealth Mfg. | Fluticasone Propionate 125mcg + | For the treatment of prophylaxis of | Contra-indication: Beta2 agonists should New BNF-70 Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd., Gazipur Formoterol Fumarate dehydrate | asthma be used with caution in hyperthyroidism, Page-231
5mcg Actuation Metered Dose cardiovascular  disease,  arrhythmias,
Inhalation susceptibility to QT-interval prolongation,
and hypertension. Beta2 agonists should
Fluticasone  Propionate ~ BP be used with caution in diabetes—monitor
125mcg + Formoterol Fumarate blood glucose (risk of ketoacidosis,
dehydrate BP  5mcg per especially when beta2 agonist given
Actuation intravenously).
Antiasthmatic Side-effects Side-effects of the beta2
agonists include fine tremor (particularly in
the hands), nervous tension, headache,
muscle cramps, and palpitation.
219.| UniMed & UniHealth Mfg. | Fluticasone Propionate 250mcg + | -do- -do- New BNF-70 Abygr™b Kiv thiZ citi| Abjgv™b Kivnj |
Ltd., Gazipur Formoterol Fumarate dehydrate Page-231
10mcg Actuation Metered Dose
Inhalation
Fluticasone  Propionate ~ BP
250mcg + Formoterol Fumarate
dehydrate BP  10mcg per
Actuation
Antiasthmatic
220.| UniMed & UniHealth Mfg. | Fluticasone Propionate 50mcg + | -do- -do- New BNF-70 Abygr™b Kiv thiZ citi| Abjgv™b Kivnj |
Ltd., Gazipur Formoterol Fumarate dehydrate Page-231
5mcg Actuation Metered Dose
Inhalation
Fluticasone  Propionate  BP
50mcg + Formoterol Fumarate
dehydrate  BP  5mcg per
Actuation
Antiasthmatic
221.| Ziska Pharmaceuticals Ltd. | Doxylamine Succinate 10mg+ | It is a fixed dose combination drug | Contraindications: Known hypersensitivity New USFDA Abjgi~b Kiv thiZ i Abjgr'b Kivnj |
Pyridoxine HClI 10mg Delayed | product of doxylamine succinate, an | to  doxylamine  succinate,  other (DR Tablet)

Aristopharma Ltd.

Beximco Pharmaceuticals

Release Tablet

Doxylamine  Succinate  USP

antihistamine, and  pyridoxine
hydrochloride, a Vitamin B6 analog,
indicated for the treatment of

ethanolamine  derivative antihistamines,
pyridoxine hydrochloride or any inactive
ingredient in the formulation Monoamine

ciZv-87/7




Ltd., Tongi ,Gazipur

10mg + Pyridoxine HCI BP 10 mg

Anticholinergic + Vitamin

nausea and vomiting of pregnancy
in women who do not respond to
conservative management.

oxidase (MAO) inhibitors.

Side effects : The most common adverse
reaction with this tablet (=5 percent and
exceeding the rate in placebo) is
somnolence.

222.| Ziska Pharmaceuticals Ltd. | Canagliflozin Hemihydrate | It is a sodium-glucose co-transporter | Contraindications: New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
150mg + Metformin HCI 1000mg | 2 (SGLT2) inhibitor and biguanide | Renal impairment, ESRD, or on dialysis gAy Kiv thiZ citi| gAy Kiv 29]
Tablet combination product indicated as an | Metabolic acidosis, including diabetic
adjunct to diet and exercise to | ketoacidosis,  History  of  serious
Canagliflozin Hemihydrate INN | improve glycemic control in adults | hypersensitivity reaction to canagliflozin or
153.0mg eg. to Canagliflozin | with type 2 diabetes mellitus who | metformin.
150mg + Metformin HCI BP | are not adequately controlled on a | Side effects
1000mg regimen containing metformin or | Most common  adverse  reactions
canaglifiozin or in patients already | associated with canaglifiozin (5% or
Antidiabetic being treated with both canagliflozin | greater incidence): female genital mycotic
and metformin infections, urinary tract infection, and
Limitation of use: Not for treatment | increased urination, Most common adverse
of type 1 diabetes or diabetic | reactions associated with metformin (5% or
ketoacidosis. greater incidence) are diarrhea, nausea,
vomiting, flatulence, asthenia, indigestion,
abdominal discomfort, and headache.
223. | Ziska Pharmaceuticals Ltd. | Canagliflozin 150mg + Metformin | -do- -do- New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
HCI 500 mg Tablet gAY Kiv thiZ citi gAy Kiv 2|
Canagliflozin  Hemihydrate INN
153mg eg. to Canagliflozin
150mg + Metformin HCI BP
500mg
Antidiabetic
224. | Ziska Pharmaceuticals Ltd. | Canagliflozin 50mg + Metformin -do- -do- New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
HCI 500 mg tablet gAY Kiv thiZ citi gAy Kiv =]
Canagliflozin Hemihydrate INN
51.0mg eq. to Canagliflozin 50mg
+ Metformin HCI BP 500mg
Antidiabetic
225. | Beximco Pharmaceuticals Empagliflozin 5mg + Metformin It is indicated as an adjunct to diet | Contraindications: Renal impairment which New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b

Ltd., Tongi ,Gazipur

HCI 1000mg Tablet

Empagliflozin INN 5mg+
Metformin HCI BP 1000mg

and exercise to improve glycemic
control in adults with type 2 diabetes
mellitus who are not adequately
controlled on a regimen containing
empagliflozin or metformin.

may also result from conditions such as
cardiovascular collapse, acute myocardial
infarction, and septicemia; end stage renal
disease (ESRD) or patients on dialysis,

gAy Kiv thiZ citi]

gAy Kiv 2|

ciZv-88/7




Antidiabetic

Side effects: Common side effect are
including; Lactic Acidosis, Hypotension,
Impairment in Renal Function,
Hypoglycemia with Concomitant Use with
Insulin etc.

226. | Beximco Pharmaceuticals Empagliflozin 5mg + Metformin -do- -do- New USFDA ciqRb 1bB ieaiq Aite™b bi | ciqiRb 1bB reaiq Aite™b b
Ltd., Tongi ,Gazipur HCI 500mg Tablet gAy Kiv thiZ citi] gAy Kiv 29]
Empagliflozin INN 5mg +
Metformin HCI BP 500mg
Antidiabetic
227.| ACI Ltd., Narayanganj Gliclazide 60 mg + Metformin HCI | Gliclazide plus  Metformin is | Contraindications: It is contraindicated in New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
500mg Extended Release Tablet | indicated for the non-insulin | patients with hypersensitivity to any Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
dependent  diabetes  mellitus; | ingredients of this product. It is also cii|
Gliclazide BP 60 mg + Metformin | diabetes with or without obesity in | contraindicated in  Insulin-dependent
HCI BP 500 mg adults diabetes mellitus, renal or hepatic failure,
alcoholism, NIDDM complicated by severe
Antidiabetic ketosis and acidosis, diabetic precoma and
coma, patients undergoing surgery, after
severe trauma or during infections,
chronic obstructive pulmonary disease,
coronary heart disease, cardiac failure,
peripheral vascular  disease, pregnancy,
known hypersensitivity to any of the
ingredients.
Side Effects: The most common side
effects are Nausea, diarrhoea, gastric pain,
constipation, vomiting, metallic taste in
mouth, rash, pruritus, urticaria, erythema,
flushing, headache and dizziness.
228.| UniMed & UniHealth Mfg. | Linagliptin 2.5mg + Metformin | It is a dipeptidyl peptidase-4 (DPP- | Contra-indications:  Renal  impairment New USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |

Ltd., Gazipur

Popular  Pharmaceuticals
Limited

Incepta Pharmaceuticals
Ltd.

Acme Laboratories Ltd.

Drug International Ltd.

Hydrochloride 500mg Tablet

Linagliptin INN 25mg +
Metformin ~ Hydrochloride  BP
500mg

Antidiabetic

4)  inhibitor  and  biguanide
combination product indicated as an
adjunct to diet and exercise to
improve glycemic control in adults
with type 2 diabetes mellitus when
treatment with both linagliptin and
metformin is appropriate.

Metabolic acidosis, including diabetic
ketoacidosis,, Hypersensitivity to linagliptin
or metformin

Side effects: Adverse reactions reported in
5% of patients treated with Metformin +
Linagliptin and more commonly than in
patients treated with placebo are
nasopharyngitis and diarrhea
Hypoglycemia was more commonly
reported in patients treated with the
combination of Metformin + Linagliptin, and
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Nipro JMI Pharma Ltd.

Eskayef
Limited.

Bangladesh

SU compared with those treated with the
combination of SU and metformin
Pancreatitis was reported more often in
patients randomized to linagliptin (1 per
538 person years versus zero in 433
person years for comparator).

229.| UniMed & UniHealth Mfg. | Linagliptin 2.5mg + Metformin -do- -do- New USFDA, Abygi™b Kiv thiZ citi| Abjgv™b Kivnj |
Ltd., Gazipur Hydrochloride 850mg Tablet BNF-70
Page-597
Incepta  Pharmaceuticals | Linagliptin INN 2.5mg +
Ltd. Metformin Hydrochloride BP
850mg
Acme Laboratories Ltd.
Antidiabetic
Eskayef Bangladesh
Limited.
Drug International Ltd.
Nipro JMI Pharma Ltd.
Popular Pharmaceuticals
Limited
230.| Incepta Pharmaceuticals Linagliptin 2.5 mg +Metformin -do- -do- New USFDA Abygi™b Kiv thiZ citi| Abjgv™b Kivnj |
Ltd. Hydrochloride 1000 mg Tablet
Nipro JMI Pharma Ltd.
Linagliptin INN 2.5 mg +
Eskayef Bangladesh Metformin Hydrochloride BP
Limited. 1000 mg
Antidiabetic
231. | Square Pharmaceuticals Simvastatin 10 mg + Sitagliptin Sitagliptin: Sitagliptin is indicated as | Contraindications: History of a serious New USFDA Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Ltd., Pabna Unit, Salgaria, 100 mg FC Tablet an adjunct to diet and exercise to | hypersensitivity ~ reaction,  such  as Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Pabna improve glycemic control in adults | anaphylaxis or angioedema, to any cii|
with type 2 diabetes mellitus. component of this medication. Concomitant
Simvastatin USP 10 mg + administration of strong CYP3A4 inhibitors

Sitagliptin Phosphate Monohydrate
INN 128.50mg eg. to 100 mg
Sitagliptin

Simvastatin: Reduce elevated total
cholesterol  (total-C), low-density
lipoprotein  cholesterol  (LDL-C),

(e.q, itraconazole, ketoconazole,
posaconazole, HIV protease inhibitors,
erythromycin, clarithromycin,  telithromycin
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(Lipid lowering + Antidiabetic)

apolipoprotein B (Apo B) and
triglycerides (TG) and to increase
high-density lipoprotein cholesterol
(HDL-C) in patients with primary
hyperlipidemia (Fredrickson type lla,
heterozygous familial and
nonfamilial) or mixed dyslipidemia
(Fredrickson type lIb). Moreover
Simvastatin is used,To reduce the
risk of total mortality by reducing
CHD deaths.

To reduce the risk of non-fatal
myocardial infarction and stroke.

To reduce the need for coronary

and non-coronary revascularization
procedures.

and nefazodone).Concomitant administration
of gemfibrozil, cyclosporine or diazole. Active
liver disease, which may include unexplained
persistent elevations in hepatic transaminase
levels.

ADR/Side effects:

Sitagliptin: In controlled clinical studies as
monotherapy and combination therapy with
metformin, pioglitazone, or rosiglitazone and
metformin, the overall incidence of adverse
reactions, hypoglycemia, and discontinuation
of therapy due to clinical adverse reactions
with sitagliptin were similar to placebo.
Simvastatin: The most common adverse
reactions that led to treatment discontinuation
were:  gastrointestinal  disorders  (0.5%),
myalgia (0.1%), and arthralgia (0.1%). The
most commonly reported adverse reactions
(incidence =5%) in simvastatin controlled
clinical trials were: upper respiratory
infections  (9.0%), headache  (7.4%),
abdominal pain (7.3%), constipation (6.6%),
and nausea (5.4%).

232. | Healthcare Pharmaceutical Indicated for the prevention of acute | Contraindication: Patients with a history of New USFDA Kiatbkb ciquRb 1bB ieaiq Kiatbkb ciquRb 1bB ieaiq
Itd., Netupitant 300mg + & delayed nausea & vomiting | drug hypersensitivity to any of the Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Rajendrapur, Gazipur Palonosetron 0.5 mg Capsule associated with initial & repeat | ingredients in the product. chi|

courses of cancer chemotherapy
Netupitant INN  300mg + Side Effects: Most common adverse
Palonosetron HCl INN 0.56 mg reactions are headache, asthenia,
eg. to Palonosetron 0.5mg dyspepsia, fatigue, constipation and
erythema
Antiemetic

233. | Eskayef Bangladesh Albendazole 400mg + Ivermectin | It is traditionally used against worms. | Contraindications: ~ Contraindicated  in New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Limited 6mg Tablet It is mainly used in humans in the | persons with a history of hypersensitivity. Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |

Albendazole BP 400mg +
Ivermectin BP 6mg

Anthelmintic

treatment of onchocerciasis, but is
also effective against other worm
infestations (strongyloidiasis), some
epidermal parasitic skin diseases
(scabies).

It is effective against Flatworms,

Side effects: Abdominal pain,

chi|
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Flukes, Tapeworm, Cysticercosis,
Enterobiasis, Trichuriasis Ascariasis
and Hookworm.

234. | Square Pharmaceuticals Cetirizine  HCI  5mg + | Temporarily relieves symptoms due | Contraindications: It should not be used in Cetirizine 10 mg USFDA Kiatbkb ciqiRb thB veaiq | Kintbkb ciqiRb bB reaiq
Ltd., Pabna Unit, Salgaria, Pseudoephedrine  HCI 120mg | to hay fever or other upper | patients having allergic reaction to this Tablet; Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |
Pabna Extended Release Tablet respiratory allergies: product or any of its ingredients or to an cii|

Runny nose, sneezing, itchy, watery | antihistamine containing hydroxyzine. It is
Cetirizine HClI BP 5mg  + | eyes, itching of the nose or throat, | also contraindicated in patetients receiving Pseudoephedrine
Pseudoephedrine HCI  USP | nasal congestion, reduces swelling | monoamine oxidase (MAQO) inhibitor 60mg Tablet
120mg of nasal passages, temporarily | therapy.
relieves sinus congestion and | Side effects: Weakness, tremors
pressure, temporarily restores freer | (uncontrolled shaking), or sleep problems
Antihistamine + Decongestant | breathing through the nose. (insomnia); severe restless  feeling,
hyperactivity; extreme feeling of fear or
confusion; increased blood pressure
(severe headache, blurred vision, trouble
concentrating, chest pain, numbness,
seizure); problems with vision; or urinating
less than usual or not at all.
Less serious side effects may include:
dizziness, drowsiness; tired feeling; dry
mouth; nausea, stomach pain,
constipation; problems with concentration;
or ringing in your ears.

235. | Square Pharmaceuticals Fexofenadine HCl 180mg + | It is indicated for the relief of | Contra-indications: It should generally be | 60mg+120mg ER USFDA Kiatbkb ciqyRb tbBieaiq | Kimtbkb ciqiRb 1hB ieaig
Ltd., Pabna Unit, Salgaria, Pseudoephedrine  HClI 240mg | symptoms associated with seasonal | avoided in patients with renal insufficiency. Tablet Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Pabna Extended release Bilayer Tablet | allergic rhinitis in adults and children | Due to its pseudoephedrine component, chi|

12 years of age and older. | this is contraindicated in patients with
Fexofenadine HCl BP 180mg + | Symptoms treat ed effectively | narrow-angle  glaucoma or  urinary
Pseudoephedrine HCI BP 240mg | include sneezing, rhinorrhea, itchy | retention. It is also contraindicated in
nose/palate/ and/or throat, | patetients receiving monoamine oxidase
itchy/watery/red eyes, and nasal | (MAO) inhibitor therapy.
Antihistamine + Decongestant | congestion. Side effects:
Side effects of this combination include
stimulation of the nervous system leading
to nervousness, restlessness, excitability,
dizziness, headache, fear, anxiety, tremor,
and even hallucinations and convulsions
(seizures).

236. | Opsonin Pharma Limited, Azelastine HCI 137 mcg + This intranasal spray is indicated for | Contraindications: Patients with New USFDA, Abjgi™b Kiv thiZ i Abjgv'b Kivnj |
Bagura Road, Barisal Fluticasone Propionate 50mcg/ the symptomatic relief of rhinitis. hypersensitive to Fluticasone propionate BNF -70

0.137ml Nasal Spray and Azelastine hydrochloride should avoid Page-985

Azelastine HCl BP 137mcg +

this medication.
Side effects: The most common side
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Fluticasone  Propionate BP
50mcg/0.137 ml

Antihistamine + Steroid

effects of this combination nasal
preparation include -changes in taste,
nosebleeds and headache.

237.| Popular Pharmaceuticals Ebastine 10mg + Montelukast Ebastine and Montelukast Contraindications: Hypersensitivity to any Ebastine 10mg Kiatbkb ciquRb tbB ieaiq | Kimtbkb ciqiRb 1hB reaiq
Limited 10mg Tablet combination is indicated for the component of this product Tablet Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |
prophylaxis and chronic treatment of cii|
Ebastine BP 10mg + Montelukast | Asthma, Exercise-Induced Side effects: The most frequently occurring |  Montelukast 10mg
Sodium BP 10.40mg eq. to Bronchoconstriction & Allergic adverse effects of Ebastine are: Tablet
Montelukast 10mg Rhinitis headache, dry mouth, drowsiness, nausea,
and insomnia. The most frequently
Antihistamine+ Antiasthmatic occurring adverse effects of Montelukast
are: headache; stomach pain, heartburn,
upset stomach, nausea, diarrhea; tooth
pain; tired feeling; fever, stuffy nose, sore
throat, cough, hoarseness; or mild rash.
238.| Popular Pharmaceuticals Bisoprolol Fumarate 2.50mg + | It is indicated for the treatment of | Contraindications: Combination of New Kiatbkb ciqvRb 1bB Kintbkb ciqiRb 1bB ieaiq
Limited Amlodipine 5mg Film Coated | hypertension, alone or with other | Amlodipine and Bisoprolol is ieaig Avte™b by Ay Aite™b bigAy Kivnj |
Tablet antihypertensive agents. | contraindicated in patients who are _ q ) gAYy
(Amlodipine+Bisoprolol) may also | hypersensitive to any component of this Kiv thiZ CViIl
Bisoprolol Fumarate USP 2.50mg | be used as initial therapy in patients | product or to any of its ingredients.
+ Amlodipine Besilate BP 6.93mg | who are likely to need multiple
eg. to Amlodipine 5mg antihypertensive agents to achieve | Side effects: The common side effects
their blood pressure goals. It is also | include edema, upper respiratory tract
Antihypertensive used to treat angina pectoris, stable | infection, hypotension, dizziness,
chronic heart failure. headache, nausea, vomiting, diarrhoea,
constipation,  hypersensitivity  reactions
(itching, flush, rash) etc.
239.| Popular Pharmaceuticals Bisoprolol Fumarate 5.0 mg + New Kintbkh ciqRb {hB | Kimibkb cigqiRb 1B ieaiq
Limited Amlodipine 5.0mg Film Coated ~ i, | Ade b bigAy Kivnj
ot g ileaiq Arde”b br gAY e’ bigAy Kivnj |
-do- Kiv thiZ cifi|
Bisoprolol Fumarate USP 5.00mg -do-
+ Amlodipine Besilate BP 6.93mg
eg. to Amlodipine 5mg
Antihypertensive
240. | ACI Ltd., Narayangan; Indapamide 1.5 mg + Amlodipine | Itis indicated as substitution therapy | Contraindications: . New Kintbkh ciqRb {hB | Kimibkb cigiRb 1B ieaiq
5 mg Extended Release Tablet | for  treatment  of  essential | Hypersensitivity to the active substances to Avte™b b gAj Aite™b bigAy Kiv nj |
hypertension in patients already | Other sulphonamides  to  dihydropyridine We?Vq e ) V gAY
Indapamide BP 15 mg + | controlled with indapamide and | Uervaives or o any of the excipients, severe Kiv thiZ cifi|

Amlodipine Besilate BP 6.935mg
eqv. to 5mg Amlodipine

amlodipine given concurrently at the
same dose level.

renal failure (creatinine clearance below 30
ml/min), hepatic encephalopa, thy or severe
impairment of liver function, hypokalaemia,
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Anti Hypertensive

lactation, severe hypotension, shock (including
cardiogenic shock), obstruction of the outflow
tract of the left ventricle (e.g., high grade aortic
stenosis), haemodynamically unstable heart
failure after acute myocardial infarction.
Side Effects: The most commonly reported
adverse reactions with indapamide and
amlodipine given separately are somnolence,
dizziness, headache, palpitations, flushing,
abdominal pain, nausea, ankle swelling, oedema

and fatigue.
241.| Sun Pharmaceutical Olmesartan Medoxomil 20mg + | Indicated for the treatment of | Contraindications: Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
(Bangladesh) Ltd. Amlodipine 5mg + Hydrochlorothi | hypertension, to lower blood | Anuria: Hypersensitivity to sulfonamide- Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |
azide 12.5mg Tablet pressure. Lowering blood pressure | derived drugs. chi|
reduces the risk of fatal and nonfatal | Do not co-administer aliskiren with this
Olmesartan Medoxomil BP 20 mg | cardiovascular events, primarily | combination in patients with diabetes .
+ Amlodipine Besylate 6.940 mg | strokes and myocardial infarctions. | Side Effects: Bloating or swelling of the USEDA
eg. to Amlodipine 5 mg + | The combination is not indicated for | face, arms, hands, lower legs, or feet rapid New
Hydrochlorothiazide BP 12.5mg | initial therapy. weight gain
tingling of the hands or feet
Antihypertensive unusual weight gain or loss
242.| Sun Pharmaceutical Olmesartan Medoxomil 40mg + | -do- -do- Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
(Bangladesh) Ltd. Amlodipine 5mg + Hydrochlorothi Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |
azide 12.5mg Tablet cii|
Olmesartan Medoxomil BP 20 mg
+ Amlodipine Besylate 6.940 mg
eqv. to Amlodipne 5 mg + New USFDA
Hydrochlorothiazide BP 12.5 mg
Antihypertensive
243.| ACI Ltd., Narayanganj Olmesartan medoxomil 40mg + Treatment  of hypertension.  This | Contraindications: This combination is | Hydrochlorothiazide USFDA Kiatbkb ciqiRb thB veaiq | Kintbkb ciqiRb bB reaiq
Hydrochlorothiazide 25mg Film fixed dose combination is not | contraindicated in patients who are 12.5mg + Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv nj |
Coated Tablet indicated for initial therapy hypersensitive to any component of this Olmesartan chi|
product. Because of Hydrochlorothiazide Medoxomil 40 mg
Olmesartan Medoxomil USP component it is also contraindicated in Tablet

40mg + Hydrochlorothiazide BP
25mg

patients with anuria and other sulfonamide
derived drugs.

Side Effects: The common side-effects are
nausea, headache, dizziness,
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Anti hypertensive

hyperuricemia, upper respiratory tract
infection and urinary tract infection. Other
adverse effects are chest pain, back pain,
peripheral  edema, abdominal  pain,
dyspepsia, gastroenteritis, and diarrhea.

Warning

When pregnancy is detected, discontinue
as soon as possible. Drugs that act directly
on the renin -angiotensin system can
cause injury and death to the developing
fetus.

244,

ACI Ltd., Narayanganj

Perindopril Arginine 10 mg +
Indapamide 2.5mg + Amlodipine
10mg Film Coated Tablet

Perindopril Arginine INN 10mg +
Indapamide BP 25mg +
Amlodipine Besilate BP 13.87mg
eg. to 10mg Amlodipine

Anti Hypertensive

It is indicated as substitution
therapy for treatment of essential
hypertension, in patients already
controlled with
perindopril/indapamide fixed dose
combination  and  amlodipine,
taken at the same dose level.

Contraindications: ~ Dialysis  patients,
Patients with untreated decompensated,
heart failure , Severe renal impairment
(creatinine clearance below 30 mL/min),
Moderate renal impairment (creatinine
clearance below 60 mL/min) for doses
containing 10mg/i2.5mg  of perindopril/
indapamide combination (i.e., Triplixam
10mg/2.5mg/5mg and 10mg/2.5mg/10mg),
Hypersensitivity to the active
substances, to other sulphonamides, to
dihydropyridine  derivatives, any other
ACE-inhibitor or to any of the excipients,
History of angioedema (Quincke's oedema)
associated with previous ACE inhibitor
therapy, Hereditary/idiopathic
angioedema, Second and third trimesters
of  pregnancy Lactation),  Hepatic
encephalopathy, Severe hepatic
impairment ,  Hypokalaemia , Severe
hypotension , Shock including cardiogenic
shock , Obstruction of the outflow, tract of
the left ventricle (e.g. high grade aortic
stenosis) , Haemodynamically unstable
heart failure after acute myocardial
infarction , Concomitant use with aliskiren
in patients with diabetes mellitus or
renal impairment (GFR <
60mL/min/1.73m2).

Side Effects : The most commonly
reported  adverse  reactions  with
perindopril, indapamide and amlodipine
given separately are: dizziness,

Perindopril 4mg +
Indapamide 1.25mg
Tablet

Perindopril 2.0mg +
Indapamide 625mcg
Tablet

Kiatbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kiatbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |
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headache, paresthesia, vertigo,
somnolence, visual disturbances,
tinnitus, palpitations, flushing,
hypotension
245. | ACI Ltd., Narayanganj Perindopril arginine 10mg + | -do- -do- Perindopril 4mg + Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Indapamide 2.5mg + Amlodipine Indapamide 1.25mg Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
5mg Film Coated Tablet Tablet (o] |
Perindopril Arginine INN 10mg
eg. to perindopril 6.790mg + Perindopril 2.0mg +
Indapamide BP 25mg + Indapamide 625mcg
Amlodipine Besilate BP 6.935mg Tablet
eqv. to 5mg Amlodipine
Anti Hypertensive
246. | ACI Ltd., Narayanganj Perindopril arginine 2.5mg + It is indicated as substitution | Contraindications:  Dialysis  patients, New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Indapamide 0.625 mg +
Amlodipine 5 mg Film Coated
Tablet

Perindopril Arginine INN 2.5mg
eq. to perindopril 1.6975 mg +
Indapamide BP 0.625 mg +
Amlodipine Besilate BP 6.935mg
eg. to 5mg Amlodipine

Anti Hypertensive

therapy for treatment of essential
hypertension, in patients already
controlled with
perindopril/indapamide fixed dose
combination  and  amlodipine,
taken at the same dose level.

Patients with untreated decompensated,
heart failure , Severe renal impairment
(creatinine clearance below 30 mL/min),
Moderate renal impairment (creatinine
clearance below 60 mL/min) for doses
containing 10mg/i2.5mg  of perindopril/
indapamide combination (i.e., Triplixam
10mg/2.5mg/5mg and 10mg/2.5mg/10mg),
Hypersensitivity to the active
substances, to other sulphonamides, to
dihydropyridine  derivatives, any other
ACE-inhibitor or to any of the excipients,
History of angioedema (Quincke's oedema)
associated with previous ACE inhibitor
therapy, Hereditary/idiopathic
angioedema, Second and third trimesters
of  pregnancy Lactation),  Hepatic
encephalopathy, Severe hepatic
impairment ,  Hypokalaemia , Severe
hypotension , Shock including cardiogenic
shock , Obstruction of the outflow, tract of
the left ventricle (e.g. high grade aortic
stenosis) , Haemodynamically unstable

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kivnj |
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heart failure after acute myocardial
infarction , Concomitant use with aliskiren
in patients with diabetes mellitus or
renal impairment (GFR <
60mL/min/1.73m2).

Side Effects : The most commonly
reported  adverse  reactions  with
perindopril, indapamide and amlodipine

given separately are: dizziness,
headache, paresthesia, vertigo,
somnolence, visual disturbances,
tinnitus, palpitations, flushing,
hypotension

247.

ACI Ltd., Narayanganj

Perindopril  Arginine 5mg +
Indapamide 1.25mg + Amlodipine
5 mg Film Coated Tablet

Perindopril Arginine INN 5mg eq.
to 3.395mg + Indapamide BP
1.25mg + Amlodipine Besilate
BP 6.935mg eg. to 5.0mg
Amlodipine

Anti Hypertensive

It is indicated as substitution
therapy for treatment of essential
hypertension, in patients already
controlled with
perindopril/indapamide fixed dose
combination  and  amlodipine,
taken at the same dose level.

Contraindications:  Dialysis  patients,
Patients with untreated decompensated,
heart failure , Severe renal impairment
(creatinine clearance below 30 mL/min),
Moderate renal impairment (creatinine
clearance below 60 mL/min) for doses
containing 10mg/i2.5mg  of perindopril/
indapamide combination (i.e., Triplixam
10mg/2.5mg/5mg and 10mg/2.5mg/10mg),
Hypersensitivity to the active
substances, to other sulphonamides, to
dihydropyridine  derivatives, any other
ACE-inhibitor or to any of the excipients,
History of angioedema (Quincke's oedema)
associated with previous ACE inhibitor
therapy, Hereditary/idiopathic
angioedema, Second and third trimesters
of  pregnancy Lactation),  Hepatic
encephalopathy, Severe hepatic
impairment ,  Hypokalaemia , Severe
hypotension , Shock including cardiogenic
shock , Obstruction of the outflow, tract of
the left ventricle (e.g. high grade aortic
stenosis) , Haemodynamically unstable
heart failure after acute myocardial

Kintbkb ciqvRb 1hB reaiq
Avte™b bv gAy Kiv thiz
chi|

Kiatbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |
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infarction , Concomitant use with aliskiren
in patients with diabetes mellitus or
renal impairment (GFR <
60mL/min/1.73m2).

Side Effects : The most commonly
reported  adverse  reactions  with
perindopril, indapamide and amlodipine

given separately are: dizziness,
headache, paresthesia, vertigo,
somnolence, visual disturbances,
tinnitus, palpitations, flushing,
hypotension
248. | ACI Ltd., Narayanganj Perindopril Arginine 5 mg + | It is indicated as substitution | Contraindications:  Dialysis  patients, Perindopril 4mg + Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Indapamide 125 mg +
Amlodipine 10 mg Film Coated
Tablet

Perindopril Arginine INN 5mg eq.
to perindopril 3.395 mg +
Indapamide BP 125 mg +
Amlodipine Besilate BP 13.87mg
eg. to 10mg Amlodipine

Anti Hypertensive

therapy for treatment of essential
hypertension, in patients already
controlled with
perindopril/indapamide fixed dose
combination  and  amlodipine,
taken at the same dose level.

Patients with untreated decompensated,
heart failure , Severe renal impairment
(creatinine clearance below 30 mL/min),
Moderate renal impairment (creatinine
clearance below 60 mL/min) for doses
containing 10mg/i2.5mg  of perindopril/
indapamide combination (i.e., Triplixam
10mg/2.5mg/5mg and 10mg/2.5mg/10mg),
Hypersensitivity to the active
substances, to other sulphonamides, to
dihydropyridine  derivatives, any other
ACE-inhibitor or to any of the excipients,
History of angioedema (Quincke's oedema)
associated with previous ACE inhibitor
therapy, Hereditary/idiopathic
angioedema, Second and third trimesters
of  pregnancy Lactation),  Hepatic
encephalopathy, Severe hepatic
impairment ,  Hypokalaemia , Severe
hypotension , Shock including cardiogenic
shock , Obstruction of the outflow, tract of
the left ventricle (e.g. high grade aortic
stenosis) , Haemodynamically unstable
heart failure after acute myocardial
infarction , Concomitant use with aliskiren

Indapamide 1.25mg
Tablet

Perindopril 2.0mg +
Indapamide 625mcg
Tablet

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kivnj |
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in patients with diabetes mellitus or

renal impairment (GFR <
60mL/min/1.73m2).

Side Effects : The most commonly
reported  adverse  reactions  with

perindopril, indapamide and amlodipine

given separately are: dizziness,
headache, paresthesia, vertigo,
somnolence, visual disturbances,
tinnitus, palpitations, flushing,
hypotension

249. | Pharmasia Limited. Telmisartan 80mg + Amlodipine It is an angiotensin Il receptor | Contraindication: Known hypersensitivity | Telmisartan 40mg + USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
5mg Tablet blocker (ARB) and a dihydropyridine | (e.g., anaphylaxis or angioedema) to | Amlodipine 5mg
calcium channel blocker (DHP-CCB) | telmisartan, amlodipine or any other | Tablet; Telmisartan
Telmisartan BP 80mg + combination product indicated for | component of this product. Do not co- | 80mg Tablet
Amlodipine BP 5mg the treatment of hypertension alone | administer aliskiren with  TWYNSTA in
or with other antihypertensive | patients with
Antihypertensive agents diabetes
to lower blood pressure. Side effects: The most common
Lowering blood pressure reduces | reasons for discontinuation of therapy with
the risk of fatal and nonfatal | tablets were peripheral edema, dizziness,
cardiovascular events, primarily | and hypotension, each leading to
strokes and myocardial infarctions. discontinuation of <0.5% of its
This tablets are indicated as initial | treated patients. Adverse reactions that
therapy in patients likely to need | occurred at a =2% higher incidence on this
multiple antihypertensive agents to | tablets than placebo were peripheral
achieve their blood pressure edema (4.8% vs 0%), dizziness (3.0% vs
goals 2.2%), and back pain (2.2% vs 0%).
250. | Acme Laboratories Ltd. Sacubitril 24 mg + Valsartan 26 Indicated to reduce the risk of | Contraindication: Hypersensitivity to any New USFDA Abjgi™b Kiv thiZ i Abjgv'b Kivnj |
mg Tablet. cardiovascular death and | component; History of angioedema related

Sacubitril INN 24 mg + Valsartan
USP 26 mg

Cardiovascular Agent
(Angiotensin Il Receptor
Antagonist)

hospitalization for heart failure in
patients with chronic heart failure
(NYHA Class [I-IV) and reduced
ejection fraction. Sacubitril and
Valsartan ~ Tablet is  usually
administered in conjunction with
other heart failure therapies, in
place of an ACE inhibitor

to previous ACE inhibitor or ARB therapy.
Concomitant use with ACE inhibitors.
Concomitant use with aliskiren in patients
with diabetes.

Side effect: Adverse reactions occurring
25 are hypotension, hyperkalemia,
cough, dizziness, and renal failure.
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251

Acme Laboratories Ltd.

Sacubitril 49 mg + Valsartan 51
mg Tablet.

Sacubitril INN 49 mg + Valsartan
USP 51 mg

Cardiovascular Agent
(Angiotensin Il Receptor
Antagonist)

New

USFDA

Ablgrb Kiv ThiZ i |

Absgrb Kivnj |

252.

Acme Laboratories Ltd.

Sacubitril 97 mg + Valsartan 103
mg Tablet

Sacubitril INN 97 mg + Valsartan
USP 103 mg

Cardiovascular Agent
(Angiotensin Il Receptor
Antagonist)

New

USFDA

Ablgrb Kiv ThiZ it

Absgrb Kivnj |

253.

Delta Pharma Ltd.

Incepta Pharmaceuticals
Ltd.

Sacubitril 24 mg + Valsartan
26mg Film Coated Tablet

Sacubitril INN 24 mg + Valsartan
USP 26 mg

Angiotensin Il receptor blocker

Indicated to reduce the risk of
cardiovascular death and
hospitalization for heart failure in
patients with chronic heart failure
(NYHA Class [I-IV) and reduced
ejection fraction. Sacubitril and
Valsartan ~ Tablet is  usually
administered in conjunction with
other heart failure therapies, in
place of an ACE inhibitor

Contraindication: Hypersensitivity to any
component; History of angioedema related
to previous ACE inhibitor or ARB therapy.
Concomitant use with ACE inhibitors.
Concomitant use with aliskiren in patients
with diabetes.

Side effect: Adverse reactions occurring
25 are hypotension, hyperkalemia,
cough, dizziness, and renal failure.

Valsartan
80mg/16mg Tablet

USFDA

Ablgrb Kiv ThiZ it

Absgrb Kivnj |

254,

Incepta Pharmaceuticals
Ltd.

Sacubitril 49 mg + Valsartan 51
mg Tablet

Sacubitril INN 49 mg + Valsartan
USP 51 mg

Antihypertensive (Angiotensin Il
receptor blocker)

-do-

-do-

New

USFDA

Ablgrb Kiv ThiZ it

Absgrb Kivnj |

255,

Incepta Pharmaceuticals
Ltd.

Sacubitril 97 mg + Valsartan 103
mg Tablet

Sacubitril INN 97 mg + Valsartan
USP 103 mg

Antihypertensive (Angiotensin Il
receptor blocker)

Do

New

USFDA

Ablgrb Kiv ThiZ it

Absgrb Kivnj |
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256. | Eskayef Bangladesh Omeprazole 20mg + Domperidone | Dyspepsia, Gastro-oesophageal | Contraindications: Omeprazole 20mg Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Limited. 10mg Capsule reflux disease. « Pregnancy-Domperidone is Capsule Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
contraindicated in conditions associated chi|
Omeprazole USP 20mg + with rise in prolactin level. Domperidone 10mg
Domperidone BP 10mg o Omeprazole is contraindicated in Tablet
hypersensitive patients.
Antiulcerant Side effects:
+ Antiemetic « Domperidone-Dry ~ mouth, itching,
headache, diarrhoea.
« Omeprazole-Anaemia, UTI, skin rash,
pruritus, vertigo.
257. | Eskayef Bangladesh Pantoprazole 40mg + Antacids, Anti-reflux  Agents & | Contraindications: Pantoprazole 40mg Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Limited Domperidone 10mg Capsule Antiulcerants / GIT Regulators, | « Pantoprazole is contraindicated in Tablet Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv nj |
Antiflatulents & Anti-Inflammatories. heptic-impairment; hypersensitivity. chi|
Pantoprazole Sodium « Domperidone is contraindicated in the | Domperidone 10mg
sesquihydrate USP 45.232mg eq. history ~ of  hypersensitivity  to Tablet
to 40mg Pantoprazole + dimenhydrinate or related compounds.
Domperidone BP 10mg
Side effects: Nausea, drowsiness,
Antiulcerant flatulence and dry mouth.
+ Antiemetic
258. | Popular Pharmaceuticals Esomeprazole 20 mg + | Itis indicated for the management | Contraindications: Itis contraindicated in New Kiatbkb ciquRb 1bB ieaiq Kiatbkb ciquRb 1bB ieaiq

Limited

Aristopharma Ltd.

Domperidone 30 mg Capsule

Esomeprazole Magnesium
Trihydrate USP 22.300 mg eq. to
20mg Esomeprazole +
Domperidone BP 30mg

Antiulcerant (PPI)
+ Antiemetic

of: Functional Dyspepsia (Non-ulcer
Dyspepsia) Dyspeptic ~ symptom
complex associated with
gastroesophageal reflux disease
(GERD):  epigastric  sense  of
fullness, feeling of abdominal
distension, upper abdominal pain,
nausea, vomiting, belching,
flatulence, and early satiety,

patients with known hypersensitivity to
Esomeprazole or other substituted
benzimidazoles or to Domperidone or other
dopamine antagonists.

It should not be used whenever stimulation
of gastrointestinal motility might be
dangerous such as in the presence of
gastrointestinal haemorrhage, mechanical
obstruction, or perforation.

Side Effects:

Esomeprazole

Common adverse events reported with
Esomeprazole in clinical trials include
headache, nausea, vomiting, diarrhoea,
abdominal pain, flatulence, constipation
and dry mouth.

Domperidone: The most frequent reactions

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kiv nj |
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to Domperidone are those related to
elevated prolactin levels including breast
tenderness, galactorrhoea, gynaecomaslia
and amenorrhoea.

259. | Popular Pharmaceuticals Esomeprazole 40 mg + -do- -do- New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Limited Domperidone 30 mg Capsule Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
chi|
Esomeprazole Magnesium
Trihydrate USP 44.600 mg eq.
to 40mg Esomeprazole +
Domperidone BP 30 mg
Antiulcerant (PPI)
+ Antiemetic
260. | Popular Pharmaceuticals Cefixime 200mg + Clavulanic | Cefixime-Clavulanic Acid should be | Contraindications: Cefixime is New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Limited Acid 125mg Tablet used only to treat or prevent | contraindicated in patients with known Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |
infections that are proven or strongly | allergy to the Cephalosporin class of chi|
Cefixime BP 200mg + Diluted | suspected to be caused by | antibiotics. Clavulanic Acid does not
Clavulanate ~ Potassium  BP | susceptible bacteria.  Cefixime- | inactivate all  p-Lactamases.  Most
297.840mg eq. to Clavulanic Acid | Clavulanic Acid is indicated for the | chromosomally mediated B-Lactamases,
125mg treatment of — 1) Uncomplicated | the enzyme produced by pseudomonas
Urinary Tract Infections. 2) Ofitis | aeruginosa, are resistant to its action.
Antibiotic Media. 3) Pharyngitis and Tonsillitis. | Other organism have different mechanisms
4) of
Acute  Bronchitis and  Acute | acquired resistance to -Lactam antibiotics,
Exacerbations of Chronic Bronchitis. | against which clavulanic acid is ineffective.
5) Uncomplicated gonorrhea etc. Side effects: Cefixime-Clavulanic Acid are
diarrhea and stool changes. Events like
nausea/vomiting, transient elevation in liver
transaminases, alkaline phosphatase and
jaundice can also occur. Thrombocytosis,
thrombocytopenia, leucopenis,
hypereosinophilia, ~ neutropenia  and
agranulocytosis may also occur. Other
adverse events that may occur are
abdominal  pain, abdominal cramps,
flatulence, indigestion, headache, vaginitis,
vulvar itch, rash, hives, itch, dysuria, chills,
chest pain, shortness of breath, mouth
ulcers, swollen tongue, sleepiness, thirst,
anorexia.
261. | Healthcare Pharmaceutical | Ceftriaxonel.0gm + Tazobactam | Indicated for the treatment of the Contraindication: New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Itd.,
Rajendrapur, Gazipur

125 mg/vial IV & IM Injection

following infections when caused by
susceptible organisms:

Contraindicated in patients with known
allergy to the cephalosporin or beta lactam

Avte™b bv gAy Kiv thiz

Aite™b bigAy Kivnj |
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Ceftriaxone Sodium and
Tazobactum  Sodium  sterile
Powder Ph. Grade 1388.88mg
containning  Ceftriaxone  USP
1.0gm + Tazobactam USP 125
mglvial

Antibiotic

1.Lower Respiratory Tract
Infections,

2.Acute Bacterial Otitis Media,
3.Skin and Skin Structure Infections,
4.Urinary Tract Infections,
5.Uncomplicated Gonorrhea,
6.Pelvic Inflammatory Disease,
7.Bacterial Septicemia, 8.Bone and
Joint Infections, 9.Intra-Abdominal
Infections, 10.Surgical Prophylaxis

class of antibiotics.

Side Effects: Most common adverse
reactions are  pain, induration, tenderness,
pruritus,  eosinophilia, thrombocytosis,
leukopenia, diarrhea & headache or
dizziness was reported occasionally.

chi|

262.

Healthcare Pharmaceutical
Itd.,
Rajendrapur, Gazipur

Ceftriaxone2.0gm + Tazobactam
250mglvial
IV & IM Injection

Ceftriaxone Sodium and
Tazobactum Sodium sterile
Powder Ph. Grade 2777.76mg
containning Ceftriaxone USP
2.0gm + Tazobactam USP 250
mglvial

Antibiotic

New

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |

263.

ACI Ltd., Narayanganj

Ticarcillin disodium 3000 mg +
Clavulanate potassium
100mg/Vial IV Infusion

Ticarcillin disodium USP 3000 mg

+ Clavulanate potassium USP
100mg/Vial

Antibiotic

To reduce the development of drug-
resistant bacteria and maintain the
effectiveness of Ticarcilin  and
Clavulanate and other antibacterial
drugs, Ticarcilin and Clavulanate
should be used only to treat
infections that are proven or strongly
suspected to be caused by bacteria.
Ticarcillin and Clavulanate is a
combination of a  B-lactam
antibacterial and a B-lactamase
inhibitor indicated for the treatment
of the following infections due to
designated, susceptible bacteria:
Septicemia,  Lower  respiratory
infections, Bone and joint infections,
Skin and skin structure infections,
Urinary tract infections, Gynecologic

Contraindications; History of a serious
hypersensitivity reaction (anaphylaxis or
Stevens-Johnson syndrome) to Ticarcillin
and Clavulanate or to other B-lactams
(e.g., penicillins and cephalosporins).

Side Effects: The most common side
effects are rash, nausea, diarrhea, and
phlebitis at injection site.

Ticarcillin 3000mg +
Clavulanic Acid
200mg/Vial Injection

USFDA

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |
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infections, Intra-abdominal

infections.

264.

Aristopharma Ltd.

Dexamethasone Phosphate
0.10gm + Moxifloxacin
0.5gm/100gm Sterile Ophthalmic
Solution

Dexamethazone Sodium
Phosphate USP 0.1093 gm eq.to
Dexamethasone Phosphate
0.10gm + Moxifloxacin
Hydrochloride BP 0.5454 gm
eg.to Moxifloxacin 0.5gm/100g

Antibiotic & Steroid

It is indicated for the treatment of
eye infections  caused by
susceptible  microorganisms  and
preventing  of inflammation and
bacterial infection can occur after
ocular surgery

Contraindication: Epithelial herpes simplex
keratitis  (Dendritic ~ keratitis), vaccinia,
varicella, and many other diseases viral
comea and conjunctiva. Eye infections by
mycobacteria. Ocular fungal diseases.
Hypersensitivity to the components of the
formula or other Quinolone derivatives.
Glaucoma and /or diseases with thinning of
the cornea and sclera.

Side-effect: Adverse reactions that may
occur with use of corticosteroids are:
glaucoma with injury optic nerve, defects in
visual acuity and visual field, cataract
formation, infections Secondary ocular
after suppression of host response and
perforation of the globe. Ocular adverse
events reported more frequently with the
use of the ophthalmic solution 0.5%
Moxifloxacin were conjunctivitis, decrease
in visual perception, dry eye, inflammation
of cornea, ocular discomfort, eye redness,
eye pain, eye itching,  bleeding
subconjunctival and tearing. These events
occurred in approximately 1 to 6% of
patients. In surgical procedures, some of
these events are consequences of own
ocular surgery.

Moxifloxacin 0.5%
Eye Drops,

Dexamethasone
Phosphate 0.1% Eye
Drops

Kintbkb ciqvRb 1hB reaiq
Avte™b bv gAy Kiv thiz
chi|

265.

Acme Laboratories Ltd.

Cefixime 1.0 gm + Clavulanic
Acid 0.625 gm/50 ml Powder for
Suspension (PFS)

Cefixime Trihydrate BP 1.120 gm
(Eqv. to Cefixime 1.0gm) +
Diluted Potassium Clavulanate
[As Potassium Clavulanate and
Silicon Dioxide (Syloid) 1:1] BP
1.490 gm (Eqv. to Clavulanic
Acid 0.625 gm)/50 ml

Antibiotic (Cephalosporin + Beta
Lactam Inhibitor)

Cefixime and Clavulanic Acid should
be used only to treat or prevent
infections that are proven or strongly
suspected to be caused by
susceptible bacteria. Cefixime and
Clavulanic Acid is indicated for the
treatment of: Uncomplicated Urinary
Tract Infections caused by
Escherichia coli and Proteus
mirabilis.

Otitis Media  caused by
Haemophilus  influenzae  (beta-
lactamase positive and negative
strains), Moraxella (Branhamella)
catarrhalis, (most of which are beta-

Contraindication: It is contraindicated in
patients with known allergy to Cefixime and
Clavulanic acid or to the cephalosporin
group of antibiotics.

Side effects: The most frequent side effects
seen with Cefixime and Clavulanic Acid are
diarrhoea and stool changes. Events like
nausea/vomiting, transient elevation in liver
transaminases, alkaline phosphatase and
jaundice can also occur.

Thrombocytosis, thrombocytopenia,
leucopenia, hypereosinophilia, neutropenia
and agranulocytosis may also occur.

Other adverse events that may occur are

New

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |

ciZv-104/7




lactamase  positive) and S.
pyogenes.

Pharyngitis and Tonsillitis, caused
by S. pyogenes.

Acute  Bronchitis and  Acute
Exacerbations of Chronic Bronchitis,
caused by Streptococcus
pneumoniae and  Haemophilus
influenzae (beta-lactamase positive
and negative strains).
Uncomplicated gonorrhea (cervical/
urethral), caused by Neisseria
gonorrhoeae (penicillinase and non-
penicillinase producing strains).

abdominal  pain, abdominal cramps,
flatulence, indigestion, headache, vaginitis,
vulvar itch, rash, hives, itch, dysuria, chills,
chest pain, shortness of breath, mouth
ulcers, swollen tongue, sleepiness, thirst,
anorexia.

266.

Acme Laboratories Ltd.

Cefixime 100 mg + Clavulanic
Acid 62.50mg Tablet

Cefixime Trihydrate BP 112 mg
(Eqv. to Cefixime 100 mg) +
Diluted Potassium Clavulanate
[As Potassium Clavulanate and
Microcrystalline Cellulose (Avicel)
1:1] BP 149 mg (Eqv. to
Clavulanic Acid 62.50 mg)

Antibiotic (Cephalosporin + Beta
Lactam Inhibitor)

-do-

-do-

New

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |

267.

Acme Laboratories Ltd.

Cefixime 200 mg + Clavulanic
Acid 125 mg Tablet

Cefixime Trihydrate BP 224mg
(Eqv. to Cefixime 200 mg) +
Diluted Potassium Clavulanate
[As Potassium Clavulanate and
Microcrystalline Cellulose (Avicel)
1:1] BP 298 mg (Eqv. to
Clavulanic Acid 125 mg)

Antibiotic (Cephalosporin + Beta
Lactam Inhibitor)

-do-

-do-

New

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |

268.

Square Pharmaceuticals
Ltd., Pabna Unit, Salgaria,
Pabna

Moxifloxacin 5.00mg +
Dexamethasone 1.0mg/ml
Opthalmic Solution

Treatment of ocular infections caused
by susceptible microorganisms and
prevention of inflammation and

Hypersensitivity to other quinolones and any
components, Patients with glaucoma and/or
ocular disease causing thinning of the comea

New

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |
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Moxifloxacin BP 5.450gm eq. to
Moxifloxacin 5.00mg +
Dexamethasone Sodium
Phosphate BP 1.093mg eg. to
Dexamethasone Phosphate
1.00mg/ml

Antibiotic +
Anti-inflammatory

bacterial infection that may occur after
ocular surgery

or sclera, Inflammation in the eye caused by
virus, fungi or mycobacteria, Epithelial herpes
simplex keratitis (dendritic keratitis), vaccinia,
varicella and many other viral diseases of the
comea, and conjunctiva. Mycobacterial
infection of the eye, Fungal diseases of
ocular structures.

chi|

269. | Incepta Pharmaceuticals Clindamycin Phosphate 1.2gm + | It is a combination of clindamycin | Contraindications: Patients who have New USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
LTd (Dhamrai Unit) Benzoyl Peroxide 3.75gm/100gm | phosphate (a lincosamide | demonstrated  hypersensitivity  (e.g.,
Gel antibacterial) and benzoyl peroxide | anaphylaxis) to clindamycin, benzoyl
indicated for the topical treatment of | peroxide, any components of the
Clindamycin ~ Phosphate ~ BP | acne vulgaris in patients 12 years of | formulation, or lincomycin. Patients with a
1.2gm eq. to Clindamycin 1.0gm | age and older. history of regional enteritis, ulcerative
+ Benzoyl Peroxide BP colitis, or antibiotic-associated colitis.
3.75gm/100gm Side effect: The most common adverse
reactions are: burning sensation (0.4%);
Antibiotic + Antiacne contact dermatitis (0.4%); pruritus (0.4%);
Antibacterial and rash (0.4%).
270. | Opsonin Pharma Limited, Moxifloxacin  Hydrochloride BP | Post-operative ocular Infection & | Contraindications: Hypersensitivity to any | Moxifloxacin ~ 0.5% Kiatbkb ciqiRb 1thB veaiq | Kintbkb ciqiRb bB reaiq
Bagura Road, Barisal 0.5% + Bromfenac Sodium | Inflammation in case of steroid | component of this product, Eye Drops Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv nj |
Sesquihydrate INN 0.09% Eye | sensitive patients. Side effects: The most frequently ocular chi|
drops. adverse reported with the use of | Bromfenac 0.7% &
moxifloxacin were conjunctivitis, decreased | 0.09% Eye Drops
Moxifloxacin  Hydrochloride BP visual acuity, dry eye, ocular discomfort,
0.5 gm + Bromfenac Sodium ocular hyperemia, ocular pain and ocular
Sesquihydrate INN 0.09 pruritus, subconjunctival hemorrhage, and
gm/100ml tearing.
The most commonly reported adverse
reactions following use of Bromfenac after
Anti-infective & Anti-inflammatory cataract surgery include: abnormal
(Non-steroid) Combination sensation in eye, conjunctival hyperemia,
eye irritation (including burning/stinging),
eye pain, eye pruritus, eye redness,
headache and iritis.
271. | Popular Pharmaceuticals Azithromycin 250mg + Ambroxol | It is indicated for the treatment of | Contraindications: Azithromycin Plus is New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Limited

Hydrochloride BP 75mg
Extended Release Bi-Layer Film
Coated Tablet

Azithromycin USP 262mg eq. to
Azithromycin 250mg + Ambroxol

patients with mild to moderate
infections caused by susceptible
strains  of the  designated
microorganisms in  the specific
conditions listed below. Upper
Respiratory ~ Tract Infections

contraindicated in patients with known
hypersensitivity to ambroxol, azithromycin,
erythromycin, or any macrolide antibiotic.

Side effects: In clinical trials, most of the
reported side effects with azithromycin

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kiv nj |
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Hydrochloride BP 75mg

Antibiotic + Expectorant

Pharyngitis/Tonsillitis. Acute
Bacterial Sinusitis Ofitis Media
Lower Respiratory Tract Infections
Acute Bacterial Exacerbations of

were mild to moderate in severity and were
related to the gastrointestinal tract, e.g.,
nausea, vomiting, diarrhea, or abdominal
pain. Rarely but potentially serious side

Chronic  Obstructive  Pulmonary | effects were angioedema and cholestatic
Disease Community-Acquired | jaundice. Ambroxol: The side effects on
Pneumonia [CAP] account of ambroxol include
gastrointestinal side effects, skin rashes,
headache, dizziness and sweating
272. | Opsonin Pharma Limited, Moxifloxacin Hydrochloride BP | Coexisting ocular infection & | Contraindications: Hypersensitivity to other New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Bagura Road, Barisal 0.5% + Dexamethasone Sodium | inflammation or to prevent post- | quinolones and any components of Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Phosphate BP 0.1% Eye drops. operative  ocular infection & | combination. Patients with glaucoma, cii|
inflammation. infection in the eye caused by virus, fungi
Moxifloxacin Hydrochloride BP or mycobacteria.
0.5gm + Dexamethasone Sodium Side effects: The adverse reactions that
Phosphate BP 0.1gm/100ml may occur with use of corticosteroids are:
Glaucoma with optic nerve damage, visual
Antibiotic + Steroid combination acuity defects and visual field defects;
cataract formation. The most frequently
ocular adverse reported with the use of
moxifloxacin  ophthalmic solution 0.5%
were  conjunctivitis, decreased visual
acuity, dry eye, ocular discomfort, ocular
hyperemia, ocular pain and ocular pruritus,
subconjunctival hemorrhage, and tearing.
273. | Popular Pharmaceuticals Azithromycin 500mg + Ambroxol | It is indicated for the treatment of | Contraindications: Azithromycin Plus is New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Limited Hydrochloride 75mg Extended patients with mild to moderate | contraindicated in patients with known Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv nj |
Release Bi-Layer Film Coated infections caused by susceptible | hypersensitivity to ambroxol, azithromycin, chi|
Tablet strains  of the  designated | erythromycin, or any macrolide antibiotic.
microorganisms in  the specific
Azithromycin USP 524mg eq. to | conditions listed below. Upper | Side effects: In clinical trials, most of the
Azithromycin 500mg + Ambroxol | Respiratory ~ Tract Infections | reported side effects with azithromycin
Hydrochloride BP 75mg Pharyngitis/Tonsillitis Acute | were mild to moderate in severity and were
Bacterial Sinusitis Otitis Media related to the gastrointestinal tract, e.g.,
Antibiotic + Expectorant Lower Respiratory Tract Infections nausea, vomiting, diarrhea, or abdominal
Acute Bacterial Exacerbations of | pain. Rarely but potentially serious side
Chronic  Obstructive  Pulmonary | effects were angioedema and cholestatic
Disease Community-Acquired | jaundice. Ambroxol: The side effects on
Pneumonia [CAP] account of ambroxol include
gastrointestinal side effects, skin rashes,
headache, dizziness and sweating
274. | Ziska Pharmaceuticals Ltd. | Codeine Phosphate Anhydrous | It is a combination of codeine, an | Contraindications: Chlorpheniramine 4 USFDA Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

54.3mg+ Chlorpheniramine
Maleate 8 mg Tablet

opiate agonist antitussive, and
chlorpheniramine, a histamine-1
(H1) receptor antagonist indicated

Postoperative  pain  management  of
children undergoing tonsillectomy and/or
adenoidectomy. Patients with  known

mg Tablet & 2mg/ml
Syrup

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kiv nj |
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Codeine Phosphate Anhydrous
USP 54.30mg eq to 40.00 mg
Codeine + Chlorpheniramine
Maleate USP 8.0mg eq to 5.60
mg Chlorpheniramine

Anticholinergic and sedative

for relief of cough and symptoms
associated with upper respiratory
allergies or a common cold.

Limitation of Use: Not indicated for
pediatric patients under 18 years of
age.

hypersensitivity to codeine,
chlorpheniramine, or any of the product
components of this tablet.

Side effects:  Nausea and vomiting,
constipation, abdominal distension,
abdominal pain, blurred vision, diplopia,
visual disturbances, confusion, dizziness,
depression, drowsiness, sedation,
headache, euphoria, facial dyskinesia,
feeling faint, light-headedness, general
feeling of discomfort or illness, excitability,

nervousness,  agitation,  restlessness,
somnolence, insomnia, dyskinesia,
irritability, tremor
275. | Square Pharmaceuticals Atorvastatin 10 mg + Ezetimibe | It contains a cholesterol absorption Contraindications: Atorvastatin 10mg USFDA Kiatbkb ciquRb 1bB ieaiq Kiatbkb ciquRb 1bB ieaiq
Ltd., Pabna Unit, Salgaria, 10 mg Tablet inhibitor and an » Active liver disease or unexplained Tablet, Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Pabna HMG-CoA  reductase inhibitor persistent elevations of hepatic chi|
(statin), is indicated as adjunctive transaminase levels. Ezetimibe 10 mg
Atorvastatin Calcium USP 10.820 | therapy to diet to: »  Hypersensitivity to any component of Tablet
mg eq. to Atorvastatin 10 mg + | > Reduce elevated total-C, LDL- this product.
Ezetimibe INN 10 mg C, Apo B, TG, and non-HDL-C, | » Women who are pregnant or may
and to increase HDL-C in become pregnant.
Antihyperlipidemic patients with primary | >  Nursing mothers.
(heterozygous  familial and
non-familial) hyperlipidemia or | Side Effects: Common adverse reactions
mixed hyperlipidemia. (1.1) (incidence 22% and greater than placebo)
> Reduce elevated total-C and are: increased ALT, increased AST, and
LDL-C in patients with musculoskeletal pain.
homozygous familial
hypercholesterolemia (HoFH),
as an adjunct to other lipid-
lowering treatments.
Limitations of Use: No incremental
benefit of this product on
cardiovascular ~ morbidity  and
mortality over and
above that demonstrated for
atorvastatin has been established. It
has not been studied in Fredrickson
Type |, l1l, IV, and V dyslipidemias.
276. | Square Pharmaceuticals Atorvastatin 20 mg + Ezetimibe -do- -do- Atorvastatin 10mg USFDA Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Ltd., Pabna Unit, Salgaria,
Pabna

10 mg Tablet

Atorvastatin Calcium USP 21.640
mg eg. to Atorvastatin 20 mg +

Tablet,

Ezetimibe 10mg
Tablet

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kivnj |
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Ezetimibe INN 10 mg

Antihyperlipidemic

277. | Navana Pharmaceuticals Sumatriptan Succinate 119mg | Indicated for the acute treatment of | Contraindications: Cardiac, Naproxen Sodium USFDA Kiatbkb ciquRb 1bB ieaiq Kiatbkb ciquRb 1bB ieaiq
Ltd. eg. to Sumatriptan 85mg + | migraine attacks with or without | Cerebrovascular, or Peripheral Vascular 500mg Tablet Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Naproxen Sodium 500mg Tablet | aura in adults. Disease,  Uncontrolled  Hypertension, cii|
MedRx Life Science Ltd, Monoamine Oxidase-A Inhibitors,
BSCIC, Nandanpur, B. Sumatriptan ~ Succinate  BP Ergotamine-Containing  or  Ergot-Type
Baria 119mg Sumatriptan 85mg + Medications, Other 5-HT1 Agonists,
Naproxen Sodium BP 500mg Hemiplegic or Basilar Migraine, Hepatic
Impairment.
Antimigraine Side Effects: Dizziness, drowsiness,
Somnolence, Paresthesia, Nausea,
Dyspepsia, dry mouth, chest pain or
pressure, tight feeling in neck or jaw, pain
spreading to arm or shoulder, sudden
numbness or weakness, confusion,
problems with vision, speech, or balance,
bloody or tarry stools.
278. | Incepta Pharmaceuticals Astaxanthin 6.0 mg + Blueberry | e  Strong antioxidant Contraindication: Contraindicated for those New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

LTd (Dhamrai Unit)

extract 160mg+ Lutein 6mg Soft
Gelatin Capsule.

Astaxanthin Oleoresin 5% INN
120mg eq. to 6.0 mg Astaxanthin
+ Blueberry extract INN 160mg+
Lutein INN 6mg

Antioxidant

Improves cardiovascular
health (Atherosclerosis, reduce
cholesterol).

Improves immune function.
Improves condition of skin
Protects skin from damage
caused by sun (Reduce
wrinkles, pimples and other
signs of aging)

Improves recovery from central
nervous system injuries
Protects from Parkinson 's
disease, Dementia  and
Alzheimer's

Protects eyes from cataracts
and macular degeneration.
Reduces inflammation
(Arthritis)

Reduces risk of infertility

Also Astaxnthin effectively reduce
oxidative damage to DNA, decrease

with known allergies to Astaxanthin

Side effect: No severe side effects have
been reported yet for astaxanthin.

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kivnj |
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the risk for many types of cancer
and stabilize blood sugar.

279. | Incepta Pharmaceuticals Astaxanthin 6.0 mg + DHA | e  Strong antioxidant Contraindication: New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
LTd (Dhamrai Unit) containing purified fish oil 240mg | e  Improves cardiovascular | Contraindicated for those with known Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv nj |
+ Ginkgo Biloba Extract 120mg health (Atherosclerosis, reduce allergies to Astaxanthin cii|
Soft Gelatin Capsule cholesterol).
e Improves immune function. Side effect:
Astaxanthin Oleoresin 5% INN | Improves condition of skin No severe side effects have been reported
120mg eq. to 6.0 mg Astaxanthin | 4  protects skin from damage yet for astaxanthin.
+ DHA  containing purified fish caused by sun (Reduce Possible side effects of ginkgo biloba
oil INN 240mg + Ginkgo Biloba wrinkles, pimples and other include:
Extract INN 120mg signs of aging) . Nausea
o e Improves recovery from central | ® Diarrhea
Antioxidant nervous system injuries . Dizziness
e Protects from Parkinson 's | ® Headaches
disease, Dementa and | ® Stomach ache
Alzheimer's . Restlessness
e  Protects eyes from cataracts | Vomiting.
and macular degeneration.
e  Reduces inflammation
(Arthritis)
e Reduces risk of infertility
Also Astaxnthin effectively reduce
oxidative damage to DNA, decrease
the risk for many types of cancer
and stabilize blood sugar.
280. | Incepta Pharmaceuticals Astaxanthin 12.0 mg + e Strong antioxidant Contraindication: New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
LTd (Dhamrai Unit) Tocotrienol 20.25mg + Zinc 9mg | e  Improves cardiovascular | Contraindicated for those with known Aite™b br gAy Kiv thiZ Aite™b bigAy Kivnj |
Soft Gelatin Capsule health (Atherosclerosis, reduce | allergies to Astaxanthin cii|

Astaxanthin Oleoresin 5% INN
240mg eg. to 12.0 mg
Astaxanthin + Tocotrienol INN
20.25mg + Zinc INN 9mg
Antioxidant

cholesterol).

Improves immune function.
Improves condition of skin
Protects skin from damage
caused by sun (Reduce
wrinkles, pimples and other
signs of aging)

Improves recovery from central
nervous system injuries
Protects from Parkinson 's
disease, Dementia  and
Alzheimer's

Side effect:

No severe side effects have been reported
yet for astaxanthin.

They are sometimes prefixed by alpha-,
beta, gamma- or delta-tocotrienol.
Tocotrienols  emulate some of the
antioxidant ~ and  disease-prevention
properties of vitamin E and have some of
the possible side effects of using vitamin E
as well.
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e  Protects eyes from cataracts
and macular degeneration.

e  Reduces inflammation
(Arthritis)

e Reduces risk of infertility

Also Astaxnthin effectively reduce

oxidative damage to DNA, decrease

the risk for many types of cancer

and stabilize blood sugar.

281. | Incepta Pharmaceuticals Astaxanthin 4 mg + Natural Antioxidants to improve health and Contraindication: Contraindicated for those New Kintbkb ciqiRb $hBieaiq | Kimibkb cigiRb 1bB ieaiq
LTd (Dhamrai Unit) Vitamin E 15mg + Ascorbic Acid | vitality. with known allergies to Astaxanthin or any Aute™b bv gAy Kiv thiZ Aite™b bigAy Kiv nj |
(Vitamin C) 66mg Soft Gelatin other component of the product. cii|
Capsule Side effect: No clear data found
Astaxanthin Oleoresin 5% INN
80mg eq. to 4 mg Astaxanthin +
Natural Vitamin E INN 15mg +
Ascorbic Acid (Vitamin C) BP
66.00 mg
Antioxidant
282. | Square Pharmaceuticals Olanzapine 3mg + Fluoxetine It combine olanzapine, an atypical | Contraindication: MAOI: Because of the risk of | Olanzapine 5mg &, USFDA Kiatbkb ciqiRb hB reaiq | Kieibkb cigiRb 1bB ieaiq
Ltd., Pabna Unit, Salgaria, | 25mg Capsule antipsychotic and  fluoxetine, a | Serotonin syndrome, do not use MAOIs intended 10mg Tablet Aite™b bv gAy Kiv thiZ Aite™b bigAy Kivnj |
Pabna selective serotonin reuptake to treat psychlatrlc disorders wlth li or within 5 citi|
Olanzapine BP 3mg + Fluoxetine | inhibitor, indicated  for acute | “ekS Of stopping reatment with it Donotuse it | gy oting 20mg

HCI BP 27.95 mg eq. to 25mg
Fluoxetine

Antipsychotic + Selective
serotonin reuptake inhibitors

treatment of depressive Episodes
Associated with Bipolar | Disorder
and treatment Resistant Depression

within 14 days of stopping an MAOI intended to
treat psychiatric disorders. In addition, do not
start it in a patient who is being treated with
linezolid or intravenous methylene blue.
Pimozide: Do not use. Risk of QT interval
prolongation

Thioridazine: Do not use. Risk of QT interval
prolongation. Do not use thioridazine within
Sweeks of discontinuing it.

Adverse Reactions: Most common adverse
reactions (5% and at least twice that for
placebo) in adults: sedation, weight increased,
appetite increased, dry mouth, fatigue, edema,
tremor, disturbance in attention, blurred vision.
Children and adolescents: sedation, weight

increased,  appetite  increased,  tremor,
triglyceride  increased,  hepatic  enzymes
increased.

Capsule
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283.| Square Pharmaceuticals Olanzapine 6mg + Fluoxetine It combine olanzapine, an atypical | Contraindication: MAOI: Because of the risk of | Olanzapine 5mg &, USFDA Kiatbkb ciqyRb tbBieaiq | Kimtbkb ciqiRb 1hB ieaig
Ltd., Pabna Unit, Salgaria, | 25mg Capsule antipsychotic and  fluoxetine, a | Serotonin syndrome, do not use MAOIs intended 10mg Tablet Aite™b bv gAy Kiv thiZ Aite™b bigAy Kivnj |
Pabna selective serotonin reuptake to treat psychlgtrlc disorders ywth li or within 5 citi|
Olanzapine BP 6mg + Fluoxetine | inhibitor, indicated for acute | “ekS Of stopping treatment with it Donotuse it | g oting 20mg
. . within 14 days of stopping an MAOI intended to
HCI BP.27.95mg €g. to 25mg treatment of .depr.esswe Eplsodes treat psychiatric disorders. In addition, do not Capsule
Fluoxetine Associated with Bipolar | Disorder | start it in a patient who is being treated with
and treatment Resistant Depression | finezolid or intravenous methylene blue.
Antipsychotic + Selective Pimozide: Do not use. Risk of QT interval
serotonin reuptake inhibitors prolongation
Thioridazine: Do not use. Risk of QT interval
prolongation. Do not use thioridazine within
Sweeks of discontinuing it.
Adverse Reactions: Most common adverse
reactions (5% and at least twice that for
placebo) in adults: sedation, weight increased,
appetite increased, dry mouth, fatigue, edema,
tremor, disturbance in attention, blurred vision.
Children and adolescents: sedation, weight
increased,  appetite  increased,  tremor,
triglyceride  increased,  hepatic  enzymes
increased.
284. | Eskayef Bangladesh Etoricoxib 1.0 gm + Methyl It is used in the treatment, control, | Contraindications: New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Limited Salicylate  10gm/100gm Emul prevention and improvement of the | Hypersensitivity Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |
Gel following diseases, conditions and cii|
symptoms: Mild to moderate pain | Side effects: Rash, burning sensation
Etoricoxib INN 1.0 gm + Methyl | during dental operations
Salicylate BP 10gm/100gm Pain and swelling of joints, muscles
due to rheumatoid arthritis, gout, low
Antirheumatics + Analgesic back pain.
285. | Eskayef Bangladesh Silver Sulfadiazine 1% wiw + For the treatment of leg ulcers, | Contraindications: Pregnancy and Children: New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Limited. Chlorhexidine Gluconate 0.2% bumns, skin grafts, incisions and | toincrease the possibility of kemicterus. Avte™b bv gAy Kiv thiz Avte™b bigAy Kiv nj |

w/w Cream

Silver Sulfadiazine USP 1.0 gm +
Chlorhexidine Gluconate (20%
Solution) BP 1.0gm eg. to
Chlorhexidine Gluconate
0.2gm/100ml

Antiseptic

other clean lesions, abrasions, minor
cuts and wounds.

Side effects: Skin rash.

chi|

ciZv-112/7




286. | Incepta Pharmaceuticals Elvitegravir 150 mg , Cobicistat | This product is a four-drug Contraindication: New USFDA Abjgi™b Kiv thiZ i Abigi b Kivnj |
Ltd. 150 mg, Emtricitabine 200 mg | combination of elvitegravir, an HIV-1 | Coadministration of Elvitegravir, Cobicistat,

and Tenofovir 10mg Tablet integrase strand transfer inhibitor Emtricitabine  and Tenofovir is

(INSTI), cobicistat, a CYP3A contraindicated with drugs that: Are highly
Elvitegravir  INN 150mg + | inhibitor, and emtricitabine and dependent on CYP3A for clearance and for
Cobicistat  INN  150mg  + | tenofovir alafenamide (TAF), both which elevated plasma concentrations are
Emtricitabine INN  200mg + | HIV1 nucleoside analog reverse associated with serious adverse events.
Tenofovir Alafenamide fumarate | transcriptase inhibitors (NRTIs)and | Strongly induce CYP3A, which may lead to
INN 11.2mg eq. to Tenofovir | is indicated as a complete regimen lower exposure of one or more
Alafenamide 10mg for the treatment of HIV-1 infection components and loss of efficacy of

in adults and pediatric patients 12 Elvitegravir, Cobicistat, Emtricitabine and
Antiviral years of age and older who have no | Tenofovir and possible resistance.

antiretroviral treatment history or to | Side effect: Most common adverse reaction

replace the current antiretroviral (incidence greater than or equal to 10%, all

regimen in those who are grades) is nausea.

virologically-suppressed (HIV-1

RNA less than 50 copies per mL) on

a stable antiretroviral regimen for at

least 6 months with no history of

treatment failure and no known

substitutions associated with

resistance to the individual

components of this product.

287. | Incepta Pharmaceuticals Grazoprevir 100 mg + Elbasvir 50 | Grazoprevir/Elbasvir is a fixed-dose | Contraindication: New USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd. mg Tablet combination  product containing | ¢ Patients with moderate or severe hepatic

Beacon Pharmaceutical
Ltd.,

Grazoprevir INN 100 mg +
Elbasvir INN 50 mg

Antiviral

elbasvir, a hepatitis C virus (HCV)
NS5A inhibitor, and grazoprevir, an
HCV

NS3/4A protease inhibitor, and is
indicated with or without r bavirin for
treatment of chronic HCV genotypes
1 or 4 infection in adults.

impairment (Child-Pugh B or C).

+ OATP1B1/3 inhibitors, strong CYP3A
inducers, and efavirenz.

¢ If Grazoprevir/Elbasvir is administered
with ribavirin, the contraindications to
rbavirin also apply.

Side effect. In subjects receiving
Grazoprevir/Elbasvir for 12 weeks, the
most commonly reported adverse reactions
of all intensity (greater than or equal to 5%
in placebo-controlled trials) were fatigue,
headache, and nausea. In subjects
receiving Grazoprevir/Elbasvir with ribavirin
for 16 weeks, the most commonly reported
adverse reactions of moderate or severe
intensity (greater than or equal to 5%) were
anemia and headache
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288.

Incepta Pharmaceuticals
Ltd.

Sofosbuvir 400mg + Daclatasvir
60 mg Tablet

Sofosbuvir INN 400 mg +
Daclatasvir Dihydrpchloride INN
66mg eq. to 60 mg Daclatasvir

Antiviral

It is indicated for the treatment of
chronic hepatitis(CHC)infection

Contraindication: When Sofosbuvir is used
in combination with ribavirin or peg-
interferon alfa/ribavirin, the
contraindications  applicable to those
agents are applicable to combination
therapies. Refer to the prescribing
information of peg-interferon alfa and
ribavirin for a list of their contraindications.
Sofosbuvir combination treatment with
ribavirin or peg-interferon alfa/ribavirin is
contraindicated in  women who are
pregnant or may become pregnant and
men whose female partners are pregnant
because of the risks for birth defects and
fetal death associated with ribavirin

The most common side effects reported
with Daclatasvir in combination with
sofosbuvir with or without ribavirin are
fatigue (tiredness), nausea (feeling sick)
and headache. For the full list of all side
effects reported with Daclatasvir, see the
package leaflet.

Daclatasvir must not be used together with
certain medicines that may reduce the
effects of Daclatasvir. For more information
on the medicines that should not be taken
with Daclatasvir, see the package leaflet.
Side effect: Adverse Reactions from
Clinical Trials Experience Sofosbuvir
should be administered with ribavirin or
peg interferon alfa/ribavirin. Refer to the
prescribing information of peg interferon
alfa and ribavirin for a description of
adverse reactions associated with their
use.

the clinical trials of a drug cannot be
directly compared to rates in the clinical
trials of another drug and may not reflect
the rates observed in practice.

The safety assessment of Sofosbuvir is
based on pooled Phase 3 clinical trial data
(both controlled and uncontrolled) including
650 subjects who received Sofosbuvir+
ribavirin (RBV) combination therapy for 12
weeks, 98 subjects who received

Sofosbuvir 400mg
Tablet

Daclatasvir 60 mg
Tablet

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |
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Sofosbuvir+ ribavirin combination therapy
for 16 weeks, 250 subjects who received
Sofosbuvir+ ribavirin combination therapy
for 24 weeks, 327 subjects who received
SOFOSBUVIR+ peg interferon (Peg-IFN)
alfa + ribavirin combination therapy for 12
weeks, 243 subjects who received peg
interferon alfa + ribavirin for 24 weeks and
71 subjects who received placebo (PBO)
for 12 weeks.

The proportion of subjects who
permanently discontinued treatment due to
adverse events was 4% for subjects
receiving placebo, 1% for subjects
receiving SOFOSBUVIR+ ribavirin for 12
weeks, <1% for subjects receiving
SOFOSBUVIR+ ribavirin for 24 weeks,
11% for subjects receiving peg interferon
alfa + ribavirin for 24 weeks and 2% for
subjects receiving SOFOSBUVIR+ peg
interferon alfa + ribavirin for 12 weeks.
Treatment-emergent ~ adverse  events
observed in 215% of subjects in clinical
trials are provided in Table 3. A side-by-
side tabulation is to simplify presentation;
direct comparison across trials should not
be made due to differing trial designs.

The most common adverse events (= 20%)
for  Sofosbuvir+ ribavirin  combination
therapy were fatigue and headache. The
most common adverse events (= 20%) for
Sofosbuvir + peginterferon alfa + ribavirin
combination  therapy  were fatigue,
headache, nausea, insomnia and anemia
Daclatasvir is generally well tolerated with
no known specific side-effects of its own.
The most common side-effects seen in
people taking daclatasvir with sofosbuvir
are fatigue, nausea and headache.

Taking daclatasvir with interferon and
ribavirin can lead to additional side-effects
including fever, muscle and joint aches,
itching,  depression, anemia  (low
haemoglobin level) and neutropenia (low
white blood cell count). Ribavirin can also
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cause birth defects, so it should not be
used by pregnant women or their male
partners

289.

Incepta Pharmaceuticals
Ltd.

Healthcare Pharmaceutical
Itd.,
Gazipur

Sofosbuvir 400mg + Velpatasvir
100mg Tablet

Sofosbuvir INN 400mg +
Velpatasvir INN 100mg

Antiviral

Sofosbuvir +

Velpatasvir

Combination is indicated for the
treatment of chronic hepatitis (CHC)
all six genotypes infection.

Contraindication: When Sofosbuvir is used
in combination with ribavirin or peg-
interferon alfa/ribavirin, the
contraindications  applicable to those
agents are applicable to combination
therapies. Refer to the prescribing
information of peg-interferon alfa and
ribavirin for a list of their contraindications.
Sofosbuvir combination treatment with
ribavirin or peg-interferon alfa/ribavirin is
contraindicated in women who are
pregnant or may become pregnant and
men whose female partners are pregnant
because of the risks for birth defects and
fetal death associated with ribavirin

Side effect: The most common adverse
events observed with Sofosbuvir in
combination with velpatasvir were fatigue
and headache. The most common adverse
events observed with Sofosbuvir in
combination with Peginterferon alfa and
Ribavirin were fatigue, headache, nausea,
insomnia and anemia.

Sofosbuvir 400mg
Tablet

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |

290.

Incepta Pharmaceuticals
Ltd.

Tenofovir Alafenamide 10 mg
Tablet

Tenofovir Alafenamide Fumarate
INN 11.2mg eq. to Tenofovir
Alafenamide 10 mg

Antiviral

Chronic Hepatitis B
Human
(HIV)

Immunodeficiency  Virus

Contraindication: No clear data found

Side effect: In the Phase Ilstudy of
adarunavir/cobicistat/emtricitabine/tenofovir
alafenamide  fixed-dose  combination
tablet discussed under the previous
question (GS-US-299-0102), most side
effects were mild to moderate in severity.
Some side effects that were reported by
participants receiving the
darunavir/cobicistat/emtricitabine/tenofovir
alafenamide tablet included diarrhea, upper
respiratory tract infection, fatigue, nausea,
and rash.

Tenofovir  Disoproxil
Fumarate 300 mg
Tablet

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |

291.

Aristopharma Ltd.

Tiotropium 2.5mcg + Olodaterol
2.5mcg/Puff ~ Metered  Dose
Inhaler

It is a combination of tiotropium, an
anticholinergic and olodaterol, a

long-acting

beta2-adrenergic

Contra-indication: Al LABAs  are
contraindicated in patients with asthma
without use of a long-term asthma control

New

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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Tiotropium Bromide Monohydrate
BP 3.124 mcg eq.to Tiotropium
2.5 mcg + Olodaterol HCI INN
2.736mcg eq.to Olodaterol 2.5
mcg

Bronchlodilator

agonist (LABA) indicated for: The
long-term, once-daily maintenance
treatment of airflow obstruction in
patients with chronic obstructive

pulmonary disease (COPD)
Important limitations:

It is NOT indicated to treat acute
deterioration of COPD. It is NOT

indicated to treat asthma.

medication. It is not indicated for the
treatment of asthma. Hypersensitivity to
tiotropium, ipratropium, olodaterol, or any
component of this product.

Side-effect: The most common adverse
reactions (>3% incidence and more than
an active control) were nasopharyngitis,
cough, and back pain.

292. | Acme Laboratories Ltd. Indacaterol 110 mcg + Indicated as a maintenance | Contraindication:  Contraindicated  in | [Glycopyrronium Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Glycopyrronium 50 mcg Dry bronchodilator treatment to relieve | patients with known hypersensitivity to | Bromide INN 143
Powder for Inhalation Capsule symptoms in adult patients with | Indacaterol, Glycopyrronium or to any of | mcg eq. to

chronic  obstructive  pulmonary | the excipients of the product. Glycopyrronium 110
disease (COPD). mcg
Indacaterol Maleate (Superfine) Side effects: Side effects may include | (85mcg/actuation) +
INN 143 mcg Eq. to Indacaterol feeling of pressure or pain in the cheeks | Indacaterol Maleate
110 mcg + Glycopyrronium and forehead (possible symptoms of | INN 64 mcg eq. to
Bromide (Superfine) BP 64 mcg sinusitis), runny or stuffy nose, sneezing, | Indacaterol  50mcg
Eqg. to Glycopyrronium 50 mcg dizziness, headache, cough, sore throat/or | (43mcg/actuation)]
mouth, upset stomach, indigestion, cavities,
Bronchodilator pain in muscles, bones or joints, pain in
extremities (e.g. arms or legs), fever , chest
pain, problem falling asleep, tingling or
numbness, nose bleeds, dry mouth, skin
itching/rash, muscle spasm, tiredness,
shakiness or trembling, nervousness,
nausea, vomiting, diarrhea and abdominal
pain (possible symptoms of gastroenteritis),
high blood pressure. If any of these affects
severely, consult with physician.
293. | Incepta Pharmaceuticals Conjugated Estrogen 0.45mg + Conjugated estrogen & Contraindication: New USFDA Abjgi™b Kiv thiZ ci| Abjgr'b Kivnj |

LTd (Dhamrai Unit)

Bazedoxifene 20mg tablet

Conjugated Estrogen BP
0.4500mg + Bazedoxifene INN
20mg

Conjugated Estrogens +
Antiestrogen

Bazedoxifene is a combination of
conjugated estrogens with an
estrogen agonist/antagonist
indicated for treatment of the

following conditions in women with a

uterus:

o Treatment of moderate to severe

vasomotor symptoms associated
with menopause

e Prevention of postmenopausal
osteoporosis

Limitation of Use:

 Undiagnosed abnormal uterine bleeding
Known, suspected, or past history of breast
cancer

e Known or suspected estrogen-dependent
neoplasia

e Active or past history of venous
thromboembolism

e Active or past history of arterial
thromboembolism

. Hypersensitivity (angioedema,
anaphylaxis) to estrogens, bazedoxifene,
or any ingredients Known hepatic
impairment or disease
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Conjugated estrogen &
bazedoxifene should be used for the
shortest duration consistent with
treatment goals and risks for the
individual woman.

e Known protein C, protein S, or
antithrombin deficiency or other known
thrombophilic disorders Pregnancy, women
who may become pregnant, and nursing
mothers

Side effect:

In four prospective, randomized, placebo-
controlled trials the common adverse
reactions (incidence =5%) were muscle
spasms, nausea, diarrhea, dyspepsia,
abdominal pain upper, oropharyngeal pain,
dizziness, and neck pain.

294.| Globe Pharmaceuticals Betamethasone 0.05% + Salicylic | This combination is indicated for the | Contraindications: Rosacea, acne, perioral Betamethasone MHRA Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
Ltd., Noakhali Acid 3% Ointment treatment of hyperkeratotic and dry | dermatitis, perianal and genital pruritus. | 0.05gm + Salicylic
corticosteroid-responsive Hypersensitivity to any of the ingredients of |  Acid 2.0gm/100ml BNF 70
dermatoses where the cornified | the Diprosalic  presentations contra- Lotion Page: 1025
Betamethasone Dipropionate BP | epithelium may resist penetration of | indicates their use as does tuberculous and
0.064gm eq. to Betamethasone | the steroid. The salicylic acid | most viral lesions of the skin, particularly
0.05gm + Salicylic Acid BP | constituent of this preparation, as a | herpes  simplex, vacinia, varicella.
3.0gm/100gm result of its descaling action, allows | Diprosalic should not be used in napkin
access of the dermis more rapidly | eruptions, fungal or bacterial skin infections
than by applying steroid alone. without suitable concomitant anti-infective
Corticosteroid + Keratolytic therapy.
Side effects:  Side effects that have been
reported with the application of topical
corticosteroids include: burning, itching,
irritation, dryness, folliculities,
hypertrichosis, hypopigmentation, perioral
dermatitis and allergic contact dermatitis.
295. | Square Pharmaceuticals Mometasone Furoate 100mcg + | This combination product containinga | Contraindications: New USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |

Ltd., (Dhaka Unit) Kaliakoir,
Gazipur

Formoterol Fumarate Dihydrate
5mcg/ puff HFA Inhaler

Mometasone Furoate BP 100mcg
+ Formoterol Fumarate Dihydrate
BP 5meg/puff

Corticosteroid-Adrenorector
agonist

corticosteroid and a long acting beta2-
adrenergic agonist indicated for the
treatment of asthma in Patients of 12
years of age and older.

Status Asthmaticus

It is contraindicated in the primary
treatment of status asthmaticus or other
acute episodes of asthma where intensive
measures are required.

Hypersensitivity: It is contraindicated in
patients with known hypersensitivity to
mometasone furoate, formoterol fumarate,
or any of the ingredients in it.

Side-effects: The most common side effects
of this product include: inflammation of the
nose and throat (nasopharyngitis),
inflammation of the sinuses (sinusitis),
Headache. Other side effects: Worsening
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asthma or sudden asthma attacks have
been reported with the use of inhaled
mometasone Furoate.

296. | Square Pharmacedticals Mometasone Furoate 200 mcg + | -do- -do- New USFDA Abygr™b Kiv thiZ citi| Abjgv™b Kivnj |
Ltd., Dhaka Unit, Kaliakoir, Formoterol Fumarate Dihydrate
Gazipur 5mcg/puff HFA Inhaler
Mometasone Furoate BP 200mcg
+ Formoterol Fumarate Dihydrate
BP 5meg/puff
Corticosteroid  +  Adrenorector
agonist
297.| Beximco Pharmaceuticals Protease 1600 Units+ Lipase | The product is a used to treat | Contraindications: None. Pancreatin 325 mg BNF 70 Abygr™b Kiv thiZ citi| Abjgr'b Kivnj |
Ltd., Tongi ,Gazipur 40000 Units+ Amilase 25000 | people who cannot digest food Tablet Page-83
Units Capsule normally because their pancreas | Side effects: Allergic reactions including
does not make enough enzymes | skin rashes, swollen lips, painful joints,
Pancreatin ~ USP  400.00mg | due to cystic fibrosis, swelling of the | Gas, Headache etc.
(Protease Activity USP 1600 | pancreas that lasts a long time
Units+Lipase Activity USP 40,000 | (chronic pancreatitis), removal of
UnitstAmilase ~ Activity USP | some or the entire pancreas
25000 Units) (pancreatectomy), or other
conditions.
Pancreatic Enzyme
298. | Globe Pharmaceuticals Dextromethorphan Hydrobromide | This product is indicated for cough, | Contraindications: It is contraindicated if Kiatbkb ciqiRb 1bB veaiq | Kintbkb ciqiRb bB reaiq
Ltd., Noakhali 5mg + Doxylamine succinate | sore throat, cold flu (fever, | anyone has any allergy to one or any New Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
2mg + Acetaminophen | headache), sinus congestion, nasal | ingredients from this formulation or anyone citi]
108mg/5m| Syrup Congesuon’ runny nose, Sneezmg have h|gh blood pressure, severe heart blood
and rhinitis. vessel disease, rapid heartbeat, or severe
Dextromethorphan Hydrobromide heart problems. It's also contraindicated for
USP 5mg + Doxylamine a;thr?atic patients or those who are unable to
; urinate.
SAléceiglrz}r?ol;ﬁepnzBrg?UJrSP 108 Side effects: Thg common side eff.ectls are
weakness, constipation, diarrhea, dizziness,
mg/5mi drowsiness, excitability, headache, nausea,
nervousness or anxiety.
Expectorant
299. | Globe Pharmaceuticals Ltd. | Diphenhydramine HCI 14.0mg+ | It is indicated for the relief of cough | Contraindications: It is contraindicated in New MHRA Abjgi™b Kiv thiZ i Abjgv'b Kivnj |

L-menthol 2.0mg/5ml Syrup

Diphenhydramine HCI USP
14.0mg + L-menthol USP 2.0
mg/5ml

and associated congestive
symptoms  (runny nose and
sneezing), in the treatment of hay
fever and other allergic conditions
affecting the upper respiratory tract.

individuals with known hypersensitivity to
the product or any of its constituents and
also contraindicated in patients with
chronic or persistent cough, such as occurs
with asthma, or where cough is
accompanied by excessive secretions,
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Expectorant

unless directed by the physician.

It should not be administered to patients
currently receiving monoamine oxidase
inhibitors (MAOQI) or those patients who
have received treatment with MAOIs within
the last two weeks

Side effects: Side effects associated with
the use of this syrup are uncommon.
Diphenhydramine may cause drowsiness,
dizziness, gastrointestinal disturbance, dry
mouth, nose and throat; difficulty in
urination or blurred vision.

300. | Incepta Pharmaceuticals Human Fibrinogen 39.5mg + It is a fibrin sealant indicated as an | Contraindication: New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq
Ltd. Human thrombin 349.51U/Vial adjunct to hemostasis for mild to | Do not use: Avte™b bv gAy Kiv thiz Aite™b bigAy Kiv nj |
Powder for Topical Use moderate  bleeding in adults | ¢ Intravascularly. chi|
undergoing surgery when control of | « For the treatment of severe or brisk
Human Fibrinogen & Thrombin bleeding by standard surgical | arterial bleeding.
INN 0.50gm containing Human techniques (such as suture, ligature, | « In patients known to have anaphylactic or
Fibrinogen 39.5 mg + Human and cautery) is ineffective or | severe systemic reactions to human blood
thrombin 349.51U/Vial impractical. It is also used in | products.
conjunction with an absorbable | Side effect: The most commonly reported
Fibrin Sealant gelatin sponge (USP) and is applied | adverse reactions (> 5 % subjects) were
directly or using the Human | procedural pain, nausea, constipation,
fibrinogen and Human Thrombin | pyrexia, and hypotension.
Spray device.
301. | Incepta Pharmaceuticals Human Fibrinogen 79.0 mg + It is a fibrin sealant indicated as an | Contraindication: New Kiatbkb ciqyRb tbBieaiq | Kimtbkb ciqiRb 1hB ieaig
Ltd. Human thrombin 6991U/Vial adjunct to hemostasis for mild to | Do notuse: Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Powder for Topical Use moderate  bleeding in  adults | «Intravascularly. o]
undergoing surgery when control of |  For the treatment of severe or brisk arterial
bleeding by standard surgical | bleeding.
Human Fibrinogen & Thrombin techniques (such as suture, ligature, | « In patients known to have anaphylactic or
INN 1.0 gm containing Human fand gautery) is ineffective or | severe systemic reactions to human blood
Fibrinogen 79.0 mg + Human !mlpracncall. C products.
g g .
thrombin 6991UVial it isusedin comyncﬂon with an Side effect: The most commonlly reported
absorbable gelatin sponge (USP) and | adverse reactions (> 5 % subjects) were
- is applied directly or using the Human | procedural pain, nausea, constipation,
Fibrin Sealant fibrinogen and Human Thrombin pyrexia, and hypotension.
302. | Incepta Pharmaceuticals Human Fibrinogen 158.0 mg + | Human fibrinogen and Human | Contraindication: New Kiatbkb ciquRb thB leawq | Kiatbkb ciqvRb hB ieaiq
Ltd. Human Thrombin 1398 [U/Vial | Thrombin  is a fibrin sealant | Do not use: Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |

Powder for Topical Use

Human Fibrinogen & Thrombin
INN 2.0 gm containing Human
Fibrinogen 158.0 mg + Human
thrombin 13981U/Vial

indicated as an adjunct to
hemostasis for mild to moderate
bleeding in adults undergoing
surgery when control of bleeding by
standard surgical techniques (such
as suture, ligature, and cautery) is

¢ Intravascularly.

+ For the treatment of severe or brisk
arterial bleeding.

* In patients known to have anaphylactic or
severe systemic reactions to human blood
products.

chi|
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Fibrin Sealant

ineffective or impractical.

Human fibrinogen and Human
Thrombin is used in conjunction with
an absorbable gelatin sponge (USP)
and is applied directly or using the
Human fibrinogen and Human
Thrombin Spray device.

Side effect: The most commonly reported
adverse reactions (> 5 % subjects) were
procedural pain, nausea, constipation,
pyrexia, and hypotension.

303.

Opsonin Pharma Limited,
Bagura Road, Barisal

Levosulpiride 75 mg +
Rabeprazole Sodium 20 mg
Capsule

Levosulpiride INN 75 mg +
Rabeprazole Sodium INN 20 mg

Gastro-prokinetics + Anti-ulcerant

Heartburn, GERD, IBS and gastritis,
Dyspepsia etc.

Contraindication: Known hypersensitivity to
Rabeprazole substituted benzimidazoles or
any component of the formulation.
Levosulpride-Phaeochromocytoma,
epilepsy, manic states,
hyperprolactinaemia, cardiac impairment
etc. Side-effects:
Dry mouth, nausea and vomiting,
constipation, flatulence, abdominal pain,
diarrhea, hypersensitivity reactions etc.
Levosulpride: Genitourinary - Absence of
menstrual period, breast enlargement in
male, spontaneous milk secretion, and
changes in libido. Potentially Fatal -
Neuroleptic malignant syndrome.

New

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |

304.

Renata Limited
Mirpur, Dhaka

Drospirenone BP 0.5mg +
Estradiol BP 1.0mg Tablet

Drospirenone BP 0.5mg +
Estradiol BP 1.0 mg

Hormone

It is indicated in women with an
intact uterus for the treatment of:

>

>

Vasomotor symptoms due to
menopause.

Vulvar and vaginal atrophy
symptoms due to menopause.

Contra-indication :

Undiagnosed abnormal genital bleeding,
Known, suspected, or history of cancer of
the breast. Known or suspected estrogen-
dependent neoplasia. Active DVT, PE, or a
history of these conditions. Active arterial
thromboembolic disease (for example,
stroke and MI), or history of these
conditions Renal impairment), Known liver
impairment  or  disease, Adrenal
insufficiency,  Known or  suspected
pregnancy. Known protein C, protein S, or
antithrombin deficiency, or other known
thrombophilic disorders (4)

Known anaphylactic reaction, angioedema,
or hypersensitivity to Angeliq

Side effects: The most common adverse
reactions that occurred in at least 1 percent
of users in clinical trials with Angeliq are
gastrointestinal and abdominal  pain,
female genital tract bleeding, breast pain
and discomfort, and headache.

Drospirenone BP
3mg +
Ethinylestradiol BP
0.03 mg Tablet

Drospirenone 3 mg +
Ethinylestradiol
0.02mg Tablet

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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305.

Renata Limited
Mirpur, Dhaka

Drospirenone BP 2.0mg +
Estradiol BP 1.0mg Tablet

Drospirenone BP 2.0mg +
Estradiol BP 1.0mg

Hormone

It is used after menopause in
women who have a uterus to reduce
moderate to severe hot flashes.

Contra-indication : Progestogen/estrogens
should not be used in individuals with any
of the following conditions:

1. Undiagnosed abnormal genital bleeding.
2. Known, suspected, or history of cancer
of the breast.

3. Known or suspected
dependent neoplasia.

4. Active deep vein thrombosis, pulmonary
embolism or history of these conditions.

5. Active or recent (e.g., within the past
year) arterial thromboembolic disease
(e.g., stroke,myocardial infarction).

6. Renal insufficiency.

7. Liver dysfunction or disease.

8. Adrenal insufficiency.

9. Should not be used in patients with
known hypersensitivity to its ingredients.
10. Known or suspected pregnancy. There
is no indication in pregnancy. There
appears to be little or no increased risk of
birth defects in children born to women
who have used estrogens and progestin’s
from oral contraceptives inadvertently
during early pregnancy.

Side effects: Undesirable effects which
have been observed are: Between 1 and
10 in every 100 women are likely to
experience the following: abdominal pain or
bloating, or pain in your fingers or toes,
feeling sick (nausea) or feeling unusually
tired or weak, headache, mood swings, hot
flashes, nervousness, enlarged or lumpy
breasts,

estrogen-

Drospirenone 3mg +
Ethinylestradiol
0.03mg Tablet

Drospirenone 3 mg +
Ethinylestradiol 0.02
mg Tablet

BNF-70
Page-652

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

306.

UniMed & UniHealth Mfg.
Ltd., Gazipur

Salicylic Acid 16.70% + Lactic
Acid 16.70% Solution

Salicylic Acid BP 16.70gm +
Lactic Acid BP 16.70gm/100ml

Keratolytic

It is indicated the removal of warts,
verrucas, corns and calluses.

Contra-indications: Significant peripheral
neuropathy, patients with diabetes at risk of
neuropathic ulcers; impaired peripheral
circulation;protect surrounding skin and
avoid broken skin :not suitable for
application to face, anogenital region, or
large areas.

Side-effects: Skin irritation, skin ulceration
(with high concentrations)

New

BNF-70
Page-1058

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |

307.

Globe Pharmaceuticals

Phytosterol esters 630mg +

This combinatiobn is indicated for

Contraindications: ~ This  drug s

New

Kietbkb ciqvRb 1hB 1eaiq

Kiatbkb ciqvRb 1hB eaiq
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Ltd., Noakhali Docosahexanoic Acid (DHA) the dietary management of | contraindicated in patients with known Aute™b by gAy Kiv thiZ Aute™b bigAy Kivnj |
232.5mg + Eicosapentaenoic hypertriglyceridemia. hypersensitivity (e.g. anaphylactic reaction) chi|
acid (EPA) 92.5 mg to any of its components. It is not indicated
Soft Gelatin Capsule for individuals with a condition known as
phytosterolemia, also referred to as
Phytosterol esters INN 630 mg + sitosterolemia.
Docosahexanoic Acid (DHA) INN
232.5mg + Eicosapentaenoic Side effects: It is well tolerated and no
acid (EPA) INN 92.5 mg serious adverse events have been
reported. The common adverse events
reported are itching rash, fatigue and
Lipid Lowering Agent abdominal discomfort.
308. | Incepta Pharmaceuticals Indacaterol 27.5 mcg + Indacaterol and Glycopyrronium is Contraindication: ~ All  LABAs  are | Indacaterol 50 meg + USFDA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |
Ltd. Glycopyrronium 15.6 mcg a combination of indacaterol, a | contraindicated in patients with asthma Glycopyrronium
capsule for oral inhalation long-acting beta2adrenergic | without use of a long-term asthma 110mcg
agonist (LABA), and controller medication. Indacaterol And Hard Capsule for
Indacaterol Maleate INN 35.6mcg | glycopyrrolate, an nticholinergic, Glycopyrronium is not indicated for the Inhalation
eg. to Indacaterol 27.5 meg + indicated for the long term, treatment of asthma.
Glycopyrronium Bromide BP maintenance treatment of airflow | eHistory of known hypersensitivity to
19.5mcg eq. to Glycopyrronium obstruction in patients with chronic indacaterol, glycopyrrolate, or to any of the
15.6 mcg obstructive pulmonary disease ingredients.
(COPD) Side effect: Most common adverse
Long-acting beta-2 Adrenergic reactions (incidence =2% and higher than
Agonist + Nticholinergic Limitations of Use: Not indicated placebo) are  nasopharyngitis  and
for the relief of acute hypertension.
bronchospasm or for the treatment
of asthma.
309. | Navana Pharmaceuticals Multivitamin & Multimineral Tablet | The most complete eye multivitamin | Contraindication: Long term intake of high New Kiatbkb ciqiRb 1thB veaiq | Kintbkb ciqiRb bB reaiq

Ltd.

for eye

Vitamin A USP (As Vitamin A
Acetate) 3500IU + Vitamin C
USP (As Ascorbic Acid) 90 mg +
Vitamin D Usp (As
Cholecalciferol) 400 IU + Vitamin
E USP (As Vitamin E Acetate) 60
U+ Vitamin K USP (As Dry
Vitamin K1) 25mcg +

Thiamin  USP  (As  Thiamin

and contains 10 mg of lutien and 2 mg
of zeaxanthin to help support our eye
health. Designed to provide key
nutrients, helps  support  glare
reduction, retinal function and healthy
vision. With 25 other age-adjusted
nutrients, this multivitamin also helps
support our whole body health.

level of vitamin A may increase the risk of
osteoporosis in adults. Do not take this
product if taking other vitamin A
supplements.

Side effect: Side effects has not found in
PDR (Non prescripton Drugs) 34
edition,2013

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kivnj |
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Mononitrate) 1.50mg + Riboflavin
USP 1.70mg + Niacin USP
20mg+ Vitamin B USP(As
Pyridoxin hydrochloride) 3mg +
Folic Acid USP  200mcg +
Vitamin Bz  USP (As
Cyanocobalamin )  25mcg +
Biotin BP ( As D-Biotin) 30mcg +
Pantothenic Acid  USP (As
Calcium Pantothenate) 5mg +
Calcium USP (As Calcium
Carbonate & Dibasic Calcium
Phosphate Anhydrous) 200 mg +
Phosphorous USP (As Dibasic
Calcium Phosphate) 50mg +
lodine USP (As Potassium
lodide) 150mcg + Magnesium
USP (As Magnesium Oxide)
100mg + Zinc USP (As Zinc
Oxide) 15mg + Selenium USP
(As Sodium Selenate Anhydrous)
55mcg + Copper USP (As Cupric
Oxide) 0.5mg + Manganese USP
(As  Manganese  Sulphate
Monohydrate) 23mg +
Chromium USP (As Chromic
Chloride Hexahydrate) 35 mcg +
Molybdenum BP (As Sodium
Molybdate Dihydrate) 45 mcg +

Chloride USP (As Potassium
Chloride) 72 mg + Potassium
USP (As Potassium Chloride) 80
mg + Lutien Ph.Gr (As Lutien)
10mg + Zeaxanthin INN 2mg

Meniral + Vitamin

310.

UniMed & UniHealth Mfg.
Ltd., Gazipur

Calcium 110mg/5ml Syrup

Calcium Gluconate USP
11.400gm Eqv. to 1.015gm
Calcium + Calcium Lactobionate
USP 24gm eq. to 1.20gm
Calcium/100ml

For the
deficiency

Treatment

calcium

Contra-indications : conditions associated
with hypercalcaemia and hypercalciuria
(e.g. some forms of malignant disease)

Side-effects:  rarely  gastro-intestinal
disturbances; with injection, bradycardia,
arrhythmias, peripheral vasodilatation, fall
in blood pressure, sweating, injectionsite

reactions, severe tissue damage with

New

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
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Mineral

extravasation

311

Incepta Pharmaceuticals
Ltd.

Elemental Iron 60mg + Elemental
Zinc 15mg + Folic Acid 1.0 mg +
Methycobalamin 0.5mg Tablet

Ferrous Bisglycinate INN eq. 300
mg to elemental Iron 60mg + Zinc
Bisglycinate INN 75mg eq. to
elemental Zinc 15mg + Folic Acid
USP 1.0 mg + Methycobalamin
USP 0.5mg

Mineral + Vitamin

Treatment and prevention of iron
deficiency anaemia.

Contraindication: In conditions of iron
overload presentation or who are
hypersensitive to any component of the
product

Side effect: Adverse reactions with iron
therapy may include constipation, diarrhea,
nausea, vomiting, dark stools and
abdominal pain. Adverse reactions with
iron therapy are usually transient.

Allergic sensitization has been reported
following both oral and parenteral
administration of folic acid.

New

Kintbkb ciqvRb 1hB reaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |

312.

Incepta Pharmaceuticals
Ltd.

Elemental Iron 1.0 gm +
Elemental Zinc 0.275gm + Folic
Acid 0.01gm + Cyanocobalamin
0.003gm + Lysine Hydrochloride
1.0gm/100ml Paediatric Drop.

Ferrous Bisglycinate INN eg. 5gm
to elemental Iron 1.0gm + Zinc
Bisglycinate INN 1.75gm eg. to
elemental Zinc 0.275gm + Folic
Acid USP  0.01gm +
Cyanocobalamin USP 0.003gm +
Lysine Hydrochloride BP
1.0gm/200ml

Mineral + Vitamin

Treatment and prevention of iron
deficiency anaemia.

Contraindication: In conditions of iron
overload presentation or who are
hypersensitive to any component of the
product

Side effect: Adverse reactions with iron
therapy may include constipation, diarrhea,
nausea, vomiting, dark stools and
abdominal pain. Adverse reactions with
iron therapy are usually transient.

Allergic sensitization has been reported
following both oral and parenteral
administration of folic acid.

New

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |

313.

Beacon Pharmaceutical
Ltd.,

lodine 150ugm + Folic acid 500
Mgm Tablet

Potassium lodide USP
196.20ugm eq. to lodine 150pgm
+ Folic acid USP 500 ugm

Mineral + Vitamin

Develop baby’s brain, eye sight
and hearing

Reduce the risk of birth defects
of the brain and spinal cord such
as spina hifida

Contraindication: Not to be taken with
Folate, or other folic acid containing
supplements. If suffering from a thyroid
condition patient should consult with
physician.

Side effect: side effects include allergic
reaction: hives; difficulty breathing; swelling
of your face, lips, tongue, or throat,
nausea; or upset stomach

New

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|
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314,

MedRx Life Science Ltd,
BSCIC, Nandanpur, B.
Baria

Elemental Calcium 600mg +
Vitamin Ds 4.12ug + Folic
Acid BP 4001U

Calcium carbonate BP 1500mg
egq. to Calcium  600mg+

Lack in Minerals Medications
Treatment to Prevent Mineral
Deficiency Medications
Post-Menopausal ~ Osteoporosis
Prevention Medications

Contraindications: Not known

Side Effects:

Common: Gas, Swelling of the Abdomen,

Infrequent: Feel Like Throwing Up,
Incomplete  or  Infrequent  Bowel
Movements, Intense Abdominal Pain

Calcium 600 mg +

Cholecalciferol (Vit.

D3) 400 IU Tablet

Kiatbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |
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Cholecalciferol (Vitamin Ds) BP
4.12ug + Folic Acid BP 4001U

Minerals + Vitamin

e Treatment To Prevent Vitamin
Deficiency Medications
e Lack in Vitamins Medications

Rare: Bronchospasm, High Amount of
Calcium in the Blood, Kidney Stone, Loss
of Appetite, Confused, Depression, Easily
Angered or Annoyed, Itching, Not Feeling
Well, Over Excitement, Rash, Redness of
Skin, Sleep Disorder, Taste Problems

315.

Opsonin Pharma Limited,
Bagura Road, Barisal

Vitamin A 1000 U+ Vitamin C 15
mg + Vitamin D3 200 U +
Vitamin E 5 IU + Vitamin B6 500
mcg + Vitamin B1 500 + mcg +
Vitamin B2 500 mcg +
Nicotinamide 6mg +
Cyanocobalamin 0.9 mcg +
Pantothenic Acid 2 mg + L-Lysine
100mg/ 5ml Syrup

Vitamin A BP 1000IU+ Vitamin C
BP 15mg + Vitamin D3 BP 200IU
+ Vitamin E BP 5IU + Vitamin B6,
BP 500mcg + Vitamin Bl BP
500mcg + Vitamin B2 BP 500
mcg + Nicotinamide BP 6mg +
Cyanocobalamin BP 0.9mcg +
Pantothenic Acid BP 2mg + L-
Lysine USP 100mg/ 5 ml

Multivitamin + Amino Acid

Promotes muscle growth, weight
gain and calcium retention; Helps to
enhance body height and weight
gain;  Ensures good eye sight;
Necessary for the normal process in
protein, fat carbohydrate
metabolism; For RBC formation
and correct functioning of nervous
system; For proper food assimilation
and cell functioning; Protect body
cell from free radical

Contraindications; ~ The products are
contraindicated in patients with a known
hypersensitivity to any of the ingredients of
the products.

Side effects: Generally well tolerated.

New
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316.

Popular Pharmaceuticals
Limited

Pregabalin 50mg + Mecobalamin
0.50mg Capsule

Pregabalin INN 50mg +
Mecobalamin INN 0.50mg

Neuropathic Pain Agent

Pregabalin+Mecobalamin are
prescribed for the treatment of
spinal cord injury-related
neuropathic ~ pain, fibromyalgia,
perioperative pain, migraine, chronic
pain,  peripheral  neuropathy,
Sciatica and other conditions.
Pregabalin+Mecobalamin can
improve energy, memory and
learning, supports nervous and
immune  systems, promotes
cardiovascular ~ health,  control
plasma levels of homocysteine.

Contraindications

It is contraindicated in patients who have
demonstrated hypersensitivity to
Pregabalin & Mecobalamin or to any of the
excipients.

Side effects:

Generally well tolerated. Most common
side effects are somnolence, dizziness, dry
mouth and blurring of vision.

New
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317.

Popular Pharmaceuticals
Limited

Pregabalin 75mg + Mecobalamin
0.50mg Capsule

Pregabalin INN 75mg +

It is indicated for the treatment of
spinal cord injury-related
neuropathic ~ pain, fibromyalgia,
perioperative pain, migraine, chronic

Contraindications

It is contraindicated in patients who have
demonstrated hypersensitivity to
Pregabalin & Mecobalamin or to any of the

New

Kiatbkb ciqiRb {hB
ieaiq Avte™b bi gAy
KivthiZ citi|
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Mecobalamin INN 0.50mg
Neuropathic Pain Agent

pain,  peripheral  neuropathy,
Sciatica and other conditions. It can

improve energy, memory and
learning, supports nervous and
immune  systems, promotes
cardiovascular ~ health,  control

plasma levels of homocysteine.

excipients.

Side effects:

Generally well tolerated. Most common
side effects are somnolence, dizziness, dry
mouth and blurring of vision.

318. | Eskayef Bangladesh Naproxen Sodium 220mg + > for relief of occasional | Contraindications: New Kiatbkb ciqub tbB Kiatbkb cingb 1bB ieaiq
Limited Dyphenhydramine HCI 25mg sleeplessness when | « Allergy alert ieaiq Ave’b bi g A)’ Aite™b bigAy Kiv nj |
Tablet associated with minor aches | « right before or after heart surgery - -
and pains o with any other product containing Kiv thtZ cii]
Naproxen Sodium BP 220 mg + > helps you fall asleep and stay diphenhydramine, even one used on
Dyphenhydramine HCI BP 25mg asleep skin
Side effects:
NSAID + Decongestant « Stomach bleeding warning
« redness or swelling is present in the
painful area
« have difficulty swallowing or the caplet
feels stuck in throat
get nervous, dizzy, or sleepless
319. | Eskayef Bangladesh Naproxen Sodium 220mg + temporarily relieves these cold, Contraindications: New Kiatbkb ciqvRb 1bB Kintbkb ciqiRb 1bB ieaiq
Limited. Pseudoephedrine HCI 120mg sinus, and flu symptoms: Allergy alert, right before or after heart ieaig Avte™b by Ay Aite™b bigAy Kiv nj |
Extended Release Tablet « sinus pressure surgery, if you are now taking a _ q . gAYy
« minor body aches and pains prescription monoamine oxidase inhibitor KivthiZ citi |
Naproxen Sodium USP 220mg + | « headache, fever (MAOI)
Pseudoephedrine Hydrochloride | « nasal and sinus congestion Side effects:
USP 120mg (promotes sinus drainage and « Stomach bleeding warning
restores freer breathing through « redness or swelling is present in the
NSAID + Decongestant the nose) painful area
« any new symptoms appear
« fever gets worse or lasts more than 3
days
« have difficulty swallowing or the caplet
feels stuck in your throat
« get nervous, dizzy, or sleepless
nasal congestion lasts more than 7 days
320. | Globe Pharmaceuticals Macrogol (3350) 6.563gm + | Chronic constipation/ prevention of | Contraindications: Cardiovascular Macrogol 3350 MHRA Abjgi™b Kiv thiZ i Abjgr'b Kivnj |

Ltd., Noakhali

Ziska Pharmaceuticals Ltd.

Sodium Chloride 175.4mg +
Sodium Bicarbonate 89.30mg +

Potassium Chloride
25.10mg/Sachet

Oral  powder for  solution
(Pediatric formulation)

Macrogol (3350) USP 6.563gm +

Faecal impaction and Faecal

impaction in children.

impairment, renal impairment

Side effects: Abdominal  distension,
abdominal pain, flatulence, nausea.

13.125gm +
Potassium Chloride
46.6mg + Sodium

Bicarbonate
178.5mg + Sodium

Chloride
350.7mg/Sachet

ciZv-12717




Sodium Chloride BP 175.40mg +
Sodium Bicarbonate BP 89.30mg
+ Potassium  Chloride BP
25.10mg/Sachet

Osmolytic laxative

321.| Acme Laboratories Ltd. Saccharomycis Boulardii Acute infections/antibiotic induced | Contraindication: Patients with a known New Kiatbkb ciquRb 1bB ieaiq Kiatbkb ciquRb 1bB ieaiq
(Lyophilized) 2.5 Billion CFU + diarrhoea, irritable bowel syndrome, | hypersensitivity to the content or any of its Avte™b bv gAy Kiv thiz Aite™b bigAy Kivnj |
Lactic Acid Bacillus (Not less diarrhoea in tube fed patients. ingredients. cii|
than 100 Million Spores) 25 mg +
Elemental Zinc 10.0mg/Sachet Side effects: Probiotics are generally
regarded as safe for human consumption.
Few side effects have been reported.
Saccharomycis Boulardii Some people experience  excessive
(Lyophilized) Ph. Grade 141.25 production of gas due to the corrective
mg (Eqv. to 2.5 Billion CFU) + activity of probiotics in the colon. This is
Lactic Acid Bacillus (Not less patientspecific and normally will decrease
than 100 Million Spores) Ph. with use. Gradual increase of dosing over
Grade 25 mg + Zinc Sulfate time is recommended to minimize this
Monohydrate USP 27.64 mg effect.
(Eqv. to 10 mg Elemental
Zinc)/Sachet
Probiotics
322. | Opsonin Pharma Limited, Dapoxetine HCI INN 60mg + Erectile dysfunction with premature | Contraindicated: People with a history of New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Bagura Road, Barisal

Tadalafil BP 20mg Tablet
Dapoxetine HCI INN 60mg +
Tadalafil BP 20mg

SSRI + Phosphodiesterase
type 5 inhibitor

ejaculation

cardiovascular or hepatic diseases should
have a thorough consultation with the
doctor before they are allowed to take
Dapoxetine HCI INN 60mg + Tadalafil BP
20mg Tablet. Hypersensitivity to any of the
drug's  components is also a
contraindication.

Side-effects: Most common adverse effects
include nausea, vomiting, flushes, head
redness, body pain and dizziness. Patients
are also disposed to the risk of heart
problems and stomach ulcer. The most
serious adverse effects of the drug
manifest in case of misreading or ignoring
precautions and instructions, and avoiding
consultation with a doctor, or overdose as
well. In this case, patients can face serious
heart diseases, hepatotoxicity, diarrhea,
hearing impairments etc.

Avte™b bv gAy Kiv thiz
chi|

Aite™b bigAy Kivnj |
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323.

ACI Ltd., Narayanganj

Diosmin 900 mg + Hespiridine
100 mg Tablet

Diosmin 90% & Hespiridine 10%
as Flavonoids glycoside INN
1040mg containing Diosmin 900
mg with 3.6% Overage +
Hespiridine 100 mg with 0.4%
Overage

Venotonic & Vascular Protector

Itis indicated for -

*Treatment of the manifestations of
chronic venous insufficiency.
sTreatment of functional symptoms
related to venous insufficiency of the
hemorrhoidal plexus.

JIn the pre- and postoperative
saphenous vein stripping (surgical
removal of the saphenous vein) for
relief of the signs and Symptoms
resulting from this procedure..
*Relief of chronic pelvic pain
associated with pelvic congestion
syndrome

Contraindications: This combination is
contraindicated in patient with known
hypersensitivity to the active substances or
to any of the excipients.
Side Effects: The common side effects are
diarrhea, dyspepsia (indigestion), nausea,
vomiting, colitis, dizziness, headache,
malaise, rash, pruritus and urticaria

Diosmin 450 mg +
Hesperidin ~ 50mg
Tablet

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |

324.

Ziska Pharmaceuticals Ltd.

Vitamin A 35001U + Vitamin C 90
mg + Dry Vitamin D3 4 mg + Dry
Vitamin E Acetate 120mg + Dry
Vitamin K1 0.50mg + Thiamin
Mononitrate  1.5mg+ Riboflavin
1.7mg+ Niacin 20mg+ Pyridoxine
Hydrochloride (Vitamin B6 )
3mg+ Folic Acid 0.20mg+
Cyanocobalamin 0.1% 25.0 mg +
Biotin 0.03mg+ Calcium
Pantothenate 5.435 mg +
Calcium Carbonate 500mg +
Phosphorus  50mg+ Potassium
lodate 150 mcg + Magnesium
Oxide 100mg + Zinc 15mg
+Sodium 50mcg + Copper
0.50mg + Manganese 2.3mg +
Chromic  35mcg + Sodium
Molybdate 96.60mcg + Chloride
72mg + Potassium 80mg + Lutein
10mg + Zeaxanthine 2mg Tablet

Beta-Carotene 20% USP 10.50
mg eq. to Vitamin A 3,500 U +
Vitamin C USP 90 mg + Dry
Vitamin D3 USP 4.0 mg eq. to
Vitamin D 400 IU + Dry Vitamin E
Acetate USP 120.0 mg eg. to
Vitamin E60 IU + Dry Vitamin K1
USP 0.50 mg eq. to Vitamin K1 5
mcg+ Thiamin Mononitrate USP
1.5 mg+ Riboflavin USP 1.7 mg +

For improvement of vision

Contraindications: As with any supplement,
if you are pregnant, nursing or taking
medication, consult your doctor before use.

Side effects: Long-term intake of high
levels of vitamin A (excluding that sourced
from beta-carotene) may increase the risk
of osteoporosis in adults.

New

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kivnj |
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Niacin USP 20mg + Pyridoxine
Hydrochloride (Vitamin B6) USP
3 mg+ Folic Acid USP 0.20mg +
Cyanocobalamin ~ 0.1%  USP
25.0mg eq. to Vitamin B: 225
mcg+ Biotn  USP 0.03 mg+
Calcium  Pantothenate ~ USP
5.435mg eg. to Pantothenic Acid
5mg + Calcium Carbonate BP
500.00 mg eq. to Calcium 200mg
+ Phosphorus USP 50mg +
Potassium lodate USP 150 mcg
+ Magnesium Oxide USP
184.23mg eg. to Magnesium100
mg + Zinc Oxide USP 18.6705
mg eg. to Zincl5 mg + Sodium
Selenate  Anhydrous  Ph.Gr.
119.64mcg eq. to Selenium50
mcg + Cupric Oxide Ph.Gr. 0.626
mg eq. to Copper 0.50 mg +
Manganese Sulfate Usp
7.075mg eq. to Manganese
2.3mg + Chromic Chloride USP
0.107 mg eq. to Chromium
35mcg + Sodium Molybdate USP
96.60mcg eq. to Molybdenum
45mcg + Potassium Chloride
USP 152.57mg eq. to Chloride
72mg + Potassium Chloride USP
152.57mg eq. to Potassium80 mg
+ Lutein USP 10 mg +
Zeaxanthine Ph.Gr 2 mg

Vitamin
325.| Ziska Pharmaceuticals Ltd. | Vitamin A 2,500 IU + Vitamin C | For healthy heart. Contraindications: As with any supplement, New Kintbkb ciqiRb $hBieaiq | Kimibkb cigiRb 1bB ieaiq
92mg+ Dry Vitamin D3 4mg + Dry if you are pregnant, nursing or taking Aute™b bv gAy Kiv thiZ Aite™b bigAy Kiv nj |

Vitamin E Acetate 70.0 mg + Dry
Vitamin K1 0.60 mg + Thiamin
Mononitrate 1.40mg + Riboflavin
1.40mg+ Niacin 18mg+
Pyridoxine Hydrochloride
(Vitamin B6 ) 1.90 mg+ Folic Acid
0.80 mg+ Cyanocobalamin 0.1%
2.60mg + Biotin 0.03 mg+
Calcium Pantothenate 6.522mg +

medication, consult your doctor before use.

Side effects: Long-term intake of high
levels of vitamin A (excluding that sourced
from beta-carotene) may increase the risk
of osteoporosis in adults.

chi|
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Calcium Carbonate 625mg +
Ferrous Sulfate 27.0mg+
Phosphorus 20mg+ Potassium
lodate 287.77mg + Magnesium
Oxide 92.115mg + Zinc Oxide
13.693 mg + Sodium Selenate
Anhydrous. 71.786 mcg + Cupric
Oxide 1.126mg + Manganese
Sulfate 6.152 mg + Chromic
Chloride 0.153mg + Sodium
Molybdate 107.33mcg + Chloride
72mg + Potassium 80.0mg +
DHA 200 mg+ EPA 15 mg Tablet

---Beta-Carotene 20% USP 5.25
mg eq. to Vitamin A 1750 IU +
Vitamin C USP 30mg+ Dry
Vitamin D3 USP 2 mg eg. to
Vitamin D 2001U+ Dry Vitamin E
Acetate USP 30.0 mg eg. to
Vitamin E 151U+ Dry Vitamin K1
USP 0.25 mg eg. to Vitamin K
12.50mcg + Thiamin Mononitrate
USP 0.75 mg+ Riboflavin USP
0.85 mg+ Niacin USP 10 mg+
Pyridoxine Hydrochloride
(Vitamin B6) USP 2.5 mg+ Folic
Acid USspP 0.20 mg+
Cyanocobalamin 0.1% USP 100
mg eg. to Vitamin B12 100 mcg+
Biotin USP 0.015mg + Calcium
Pantothenate USP 5.435 mg eq.
to Pantothenic Acid 5mg+
Calcium Carbonate BP 135mg
eg. to Calcium 54mg+ Ferrous
Sulfate USP 3.0 mg+ Phosphorus
USP 40 mg+ Potassium lodate
USP 98.105 mg eq. to lodine
75mcg + Magnesium Oxide USP
36.846mg eq. to Magnesium 20
mg + Zinc Oxide USP 4.668mg
eg. to Zinc 3.75mg + Sodium
Selenate  Anhydrous  Ph.Gr.
0.024mg eq. to Selenium 10mcg
+ Cupric Oxide Ph.Gr. 0.438 mg
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eq. to Copper 0.35mg+
Manganese Sulfate Usp
3.076mg eg. to Manganese 1 mg
+ Chromic Chloride USP 0.183
mg eg. to Chromium 60mcg +
Sodium Molybdate Usp
80.50mcg eq. to Molybdenum
37.50mcg+ Potassium Chloride
USP 61.452 mg eq. to Chloride
29.0mg + Potassium Chloride
USP 61.028 mg eq. to Potassium
32mg + Boron Citrate USP
295.75 mcg eq. to Boron 16mcg
+Nickel Sulfate USP 6.591mcg
eg. to Nickel 2.5mcg + Stanous
fluoride USP 5.0 mcg+ Sodium
Metavendate USP 11.965 mcg
eg. to Vanadium 5.0 mcg+
Phytosterols USP 400 mg
Vitamin

326.

Ziska Pharmaceuticals Ltd.

Vitamin A 1750 IU + Vitamin C
30mg+ Dry Vitamin D3 2 mg +
Dry Vitamin E Acetate 30.0 mg +
Dry Vitamin K1 025 mg +
Thiamin Mononitrate  0.75mg+
Riboflavin  0.85mg+ Niacin 10
mg+ Pyridoxine Hydrochloride
(Vitamin B6 ) 2.5 mg+ Folic Acid
0.20mg+ Cyanocobalamin 0.1%
100mg + Biotin 0.015 mg+
Calcium Pantothenate 5.435mg +
Calcium Carbonate 135mg +
Ferrous Sulfate 3.0mg+
Phosphorus  40mg+ Potassium
lodate 98.105 mg + Magnesium
Oxide 36.846mg +Zinc Oxide
4.668mg  +Sodium  Selenate
Anhydrous 0.024mg + Cupric
Oxide 0.438 mg + Manganese
Sulfate 3.076 mg + Chromic
Chloride 0.183mg + Sodium
Molybdate 80.50mcg + Chloride
29 mg + Potassium 32 mg +
Boron Citrate 295.75 mcg +Nickel
Sulfate  6.591mcg + Stanous

For prenatal stage

Contraindications: As with any supplement,
if you are pregnant, nursing or taking
medication, consult your doctor before use.

Side effects: Long-term intake of high
levels of vitamin A (excluding that sourced
from beta-carotene) may increase the risk
of osteoporosis in adults.

New

Kintbkb ciqvRb 1hB reaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |
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fluoride  5.0mcg+  Sodium
Metavendate 11.965 mcg +
Phytosterols USP 400 mg Tablet

Beta-Carotene 20% USP 7.50
mg eq. to Vitamin A 2,500 U +
Vitamin C USP 92mg + Dry
Vitamin D3 USP 4 mg eg. to
Vitamin D 400 IU + Dry Vitamin E
Acetate USP 70.0 mg eg. to
Vitamin E 35IU + Dry Vitamin K1
USP 0.60mg eg. to Vitamin K
30mcg + Thiamin Mononitrate
USP 1.40 mg+ Riboflavin USP
1.40 mg+ Niacin USP 18 mg +
Pyridoxine Hydrochloride
(Vitamin B6 ) USP 1.90mg+ Folic
Acid USspP 0.80 mg+
Cyanocobalamin 0.1% USP 2.60
mg eq. to Vitamin B12 2.60 mcg
+ Biotin USP 0.03mg + Calcium
Pantothenate USP 6.522mg eq.
to Pantothenic Acid 6 mg +
Calcium Carbonate BP 625 mg
eg. to Calcium 250mg+ Ferrous
Sulfate USP 27mg+ Phosphorus
USP 20mg+ Potassium lodate
USP 287.77 mg eq. to lodine
220mcg + Magnesium Oxide
USP  92.115mg eq. to
Magnesium 50mg +Zinc Oxide
USP 13.693 mg eq. to Zinc 11mg
+ Sodium Selenate Anhydrous
Ph.Gr. 71786 mcg eq. to
Selenium 30 mcg + Cupric Oxide
Ph.Gr. 1.126mg eq. to Copper
0.90 mg + Manganese Sulfate
USP 6.152 mg eq. to Manganese
2 mg + Chromic Chloride USP
0.153mg eq. to Chromium 30mcg
+ Sodium Molybdate USP 107.33
mcg eq. to Molybdenum 50 meg+
Potassium Chloride USP 152.57
mg eq. to Chloride 72mg +
Potassium Chloride USP
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152.57mg eq. to Potassium 80mg
+ DHA (Docosahexaenoic Acid)
Ph.Gr. 200mg + EPA
(Eicosapentaenoic Acid)
Ph.Gr.15 mg.

3217.

Incepta Pharmaceuticals
LTd (Dhamrai Unit)

Fish oil 250 mg + Vitamin D3 0.52 mg
+ Natural Vitamin E 9.85mg +
Ascorbic Acid (Vitamin C) 41.30 mg +
Astaxanthin 2 mg Soft Gelatin
Capsule.

Fish oil (rich in Omega-3Acids) BP
250 mg contaning EPA 280mg/gm &
DHA 190mg/gm + Vitamin D3 BP
0.52 mg + Natural Vitamin E INN
9.85mg + Ascorbic Acid (Vitamin C)
BP 4130 mg + Astaxanthin
Oleoresin 5% INN 40mg eq. to 2 mg
Astaxanthin

Vitamin

It is indicated for improvement of muscle
function and edurance. Daily intake of
this effective formulation contributes to
the maintenance of normal heart, muscle
and bone health. As a food supplement
combination of antioxidants and fish oil
to improve health and vitality.

Contraindication:

Contraindicated for those with known allergies to
Astaxanthin or any other component of the
product.

Side effect: No clear data found

New

Kintbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b bigAy Kiv nj |

328.

Ziska Pharmaceuticals Ltd.

L-Cystine HCI 200 mg + Methionine
200 mg + Ascorbic Acid (Vitamin C)
60mg + Pantothenic Acid(Vit B5)
6mg+ Pyridoxine HCI ( Vit B6) 2mg+
Riboflavin 1.6mg+ Biotin .15 mg+ Vit
E 10mg+ Ferrous Sulfate 14mg+ Zinc
Oxide 14mg+ Magnesium Oxide
45mg Capsule

L-Cystine HCl Ph.Gr 200mg + L-
Methionine Ph.Gr 200 mg + Ascorbic
Acid (Vitamin C) BP 60mg +
Pantothenic Acid (Vit B5) BP 6mg+
Pyridoxine HCI (Vit B6) BP 2 mg +
Riboflavin BP 1.6mg+ Biotin BP
0.15mg + Vit E as Alphatocopherol
Acetate BP 10mg+ Ferrous Sulfate
BP 14mg+ Zinc Oxide BP 14mg+
Magnesium Oxide BP 45mgVitamin

Hair and nails fragility.
Brittle nails, change in hair quality,
temporary hair loss.

In alopecia of various origins, and low
fractional hair growth disorders and hair
structure.

In brittle, splitting and nail dystrophy.

Contraindications: None

Side-effects: None

New

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kintbkb ciqvRb 1hB eaiq
Aite™b br gAy Kiv nj |

329.

Globe Pharmaceuticals
Ltd., Noakhali

L-methylfolate calcium 3mg +
Pyridoxal-5-Phosphate 35 mg +
Methylcobalamin 2mg FC Tablet

L-methylfolate calcium INN 3 mg
+Pyridoxal-5-Phosphate INN 35 mg +

This combination is indicated for the
treatment of endothelial dysfunction in
patients with loss of protective sensation
and neuropathic pain associated with
diabetic peripheral neuropathy and
alsocauses hyperhomocysteinemia who
present with lower extremity ulceration.

Contraindications: ~ This ~ combination s
contraindicated in  patients who have
hypersensitivity to any of the components of this
product.

Side effects: Paresthesia, somnolence, nausea,
headaches, mild transient diarrhea,

New

Kietbkb ciqvRb 1hB eaiq
Avte™b bv gAy Kiv thiz
chi|

Kietbkb ciqvRb 1hB eaiq
Aite™b br gAy Kivnj |
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Methylcobalamin INN 2mg

polycythemia vera, itching and feeling of swelling
of the entire body have been reported.

Vitamin
330. | Incepta Pharmaceuticals Cod Liver Qil Soft Gelatin Capsule Treatment of combined vitamins A, D | Contraindication: New Kiatbkb ciqvRb 1bB ieaiq Kiatbkb ciqvRb 1hB reaiq
LTd (Dhamrai Unit) and E deficiencies. Hypersensitivity to the active substances or Avte™b bv gAy Kiv thiz Avte™b bv gAy Kiv nj |
Pure Cod Liver oil BP 320mg | Combined vitamins A, D and E and | to any of the excipients. citi|
: f : containing EPA 26mg + DHA 24mg + | Polyunsaturates supplement to the diet Hypercalcaemia
Cod Liver Oil Soft Gelatin Vitamin A 6701U + Vitamin D3 671U + | during childhood and in adults with very Hypervitaminoses A, D and E
Capsule Vitamin E 0.3 IU poor dietary status. Side effect: Vitamin excess can be harmful but a
Traditional remedy in the symptomatic | very large overdose of this product would be
Vitamin relief of muscular and joint stiffness and | needed to produce ill effects.
aches. As most undesirable effects are based on post-
marketing  spontaneous  reporting, precise
frequency estimation is not possible.
Gastrointestinal disorders, particularly at high
doses, e.g. eructation, fishy after-taste, nausea,
vomiting,  abdominal  pain,  constipation,
diarrhoea
Moderate increases in hepatic transaminases
have been reported in  patients with
hypertriglyceridaemia
Skin reactions, e.g. acne, eczema and
rash Reporting of suspected adverse reactions
331.| Incepta  Pharmaceuticals | Bromelain 50mg eg. to 20,000 Natural Medicines Comprehensive | Contraindication: New Kiatbkb ciquRb thB leaiq | Kiatbkb ciqvRb hB ieaiq

Ltd.

Units +Trypsin 2500 USP Units
Tablet

Bromelain INN 50mg eq. to
20,000 Units +Trypsin USP
1.0mg eq. to Trypsin 2500 USP
Units

Database rates effectiveness based
on scientific evidence according to
the following scale: Effective, Likely
Effective, Possibly Effective,
Possibly Ineffective, Likely
Ineffective, Ineffective, and
Insufficient Evidence to Rate.

The effectiveness ratings  for
BROMELAIN are as follows:
Possibly effective for  Arthritis
(osteoarthritis) pain  and  knee
function when used in combination
with trypsin and rutin (Combination
of  Bromelain, trypsin).  This
combination seems to be about as
effective as some prescription
painkillers. Possibly ineffective for..
Preventing ~ muscle  soreness
(myalgia) after exercise. Taking
bromelain  orally, immediately
following intense exercise does not
seem to delay onset of muscle

Bromelain can raise the risk of bleeding.
Make sure to stop taking it at least two
weeks before surgery. Check with a doctor
before using bromelain if you have any
health conditions, such as a bleeding
disorder, asthma, heart problems, liver or
kidney disease, or stomach ulcers.

Side effect: Bromelain is Possibly Safe for
most people when taken in appropriate
amounts. Bromelain may cause some side
effects, such as diarrhea and stomach and
intestinal discomfort. Bromelain may also
cause allergic reactions, especially in
people who have other allergies. If you
have allergies, be sure to check with your
healthcare  provider  before  taking
bromelain.

Avte™b bv gAy Kiv thiz
chi|

Aite™b bv gAy Kiv 29|
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soreness and has no effect on pain,
flexibility, or skeletal weakness.
Insufficient  evidence to rate
effectiveness for Knee pain. There's
some evidence that taking
bromelain by mouth can reduce mild
acute knee pain that's lasted for less
than three months in otherwise
healthy people. Reducing swelling
after surgery or injury. Some
research suggests bromelain might
reduce swelling and pain after
surgery or injury. Interestingly,
bromelain  02.doesn't seem to
reduce swelling after mouth surgery.
Severe burns.Inflammation.
Improving antibiotic absorption.

Hay fever. Preventing cancer.
Shortening of labor. Ulcerative
colitis.

Other conditions. More evidence is
needed to rate the effectiveness of
bromelain for these uses.

332.

Libra Infusions Limited

20% Fat Emulsion Infusion

Refine Soyabean Oil BP 20.0gm
+ Egg Yolk Phospholipids Ph.
Grade 1.20gm + Glycerol BP
2.25gm/100ml

It is indicated as a source of calories
source OF calories and essential
fatty acids for patients requiring
parenteral nutrition for extended
periods of time (usually for more
than 5 days) and as a source of
essential fatty acids for prevention
of efad.

Contra-indications: The administration of
20% fat emulsion is contraindicated in
patients with disturbances of normal fat
metabolism  such as  pathologic
hyperlipemia, lipoid nephrosis or acute
pancreatits if accompanied by hyperlipidem
Side effects: Those more frequently
encountered are due: either to
contamination of the intravenous catheter
and result in sepsis, or to vein irritation by
concurrently infused hypertonic solutions
and may result in thrombophlebitis. These
adverse reactions are inseparable from the
hyper-alimentation  procedure with or
without 20% i.v. fat emulsion.

2. Less frequent reactions more directly
related to 10% iv fat emulsion) are: a)
immediate or early adverse reactions, each
of which has been reported to occur in
clinical trials, in an incidence of less than 1
%; dyspnea, cyanosis, allergic reactions,
hyperlipemia, hypercoagulability, nausea,

10% Fat Emulsion
Infusion

USFDA

Abfgrb Kiv ThiZ cii|

Absgrb Kivnj |
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vomiting, headache, flush-ing, increase in
temperature, sweating, sleepiness, pain in
the chest and back, slight pressure over
the eyes, dizziness, and irritation at the site
of infusion, and, rarely, thrombocytopenia
in neonates; b) delayed adverse reactions
such as hepatomegaly, jaundice due to
central lobular cholestasis, splenomegaly,
thrombocytopenia, leukopenia, transient
increases in liver function tests, and
overloading syndrome (focal seizures,

fever, leukocytosis, hepatomegaly,
splenomegaly and shock).

333.

Libra Infusions Limited

15% Amino acid with 20%
Dextrose Infusion

Chamber-1:

L-Isoleucine USP 0.990gm + L-
Leucine USP 1.50 gm + L-Lysine
Hydrochloride USP 1.575gm + L-
Methionine USP 0.258gm + L-
Phenyalanine USP 0.447gm + L-
Threonine USP 0.60gm + L-
Tryptophan USP 0.30gm + L-
Valine USP 0.750gm + L-Alanine
USP 1.490gm + L-Arginine USP
1.527gm + L-Aspartic Acid USP
1.050gm + L-Glutamic Acid USP
1.107gm + L-Histidine USP
0.450gm+ L-Proline USP
1.083gm + L-Serine USP
0.795gm +L-N-Acetyl-L-Tyrosine
USP 0.405gm + L-Glysine USP
0.750gm/100ml;

Chamber-2:

Dextrose USP 20gm/100ml

Mix two chambers Before using.

Amino acid solution infused with
dextrose by peripheral vein infusion
is indicated as a source of nitrogen
in the nutritional support of patients
with adequate stores of body fat, in
whom, for short periods of time, oral
nutrition cannot be tolerated, is
undesirable, or inadequate. amino
acid can be administered
peripherally with dilute dextrose
solution. This form of nutritional
support can help to preserve protein
and reduce catabolism in stress
conditions where oral intake is
inadequate. Amino acid is also
indicated for central vein infusion to
prevent or reverse negative nitrogen
balance in patients where the
alimentary tract, by the oral,
gastrostomy or jejunostomy route
cannot or should not be used and
gastrointestinal absorption of protein
is impaired.

Products are indicated as a source
of amino acids and carbohydrate
calories in clinical conditions where
enteral nutritional supply is or is
expected to be insufficient or
impossible in order to offset or
prevent nitrogen loss or negative
nitrogen balance.

Contra-indications:

e This preparation should not be used
in patients with hepatic coma or
metabolic ~ disorders involving
impaired nitrogen utilization.

e Known allergy to corn or comn
products since the products contain
corn-derived dextrose

e Patients with acute renal failure and
without undergoing renal replacement

therapy.

e Patients with severe liver failure or
hepatic coma

¢ Congenital abnormality of amino acid
metabolism

e Severe hyperglycemia  (glucose
concentration greater than 180 mg/dL
or 10 mmollL)

Side effects: Hyperosmolar syndrome,
resulting  from  excessively  rapid
administration of concentrated dextrose
may cause mental confusion and/or loss of
consciousness.Reactions which may occur
because of the solution or the technique of
administration include febrile response,
infection at the site of injection, venous
thrombosis or phlebitis extending from the
site  of injection, extravasation and
hypervolemia. Generalized flushing, fever
and nausea also have been reported
during peripheral infusions of amino acid
solutions.

New

Abfgb Kiv ThiZ cii|

Absgrb Kivnj |
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334. | Libra Infusions Limited 5.2% Amino acid Infusion Amino acid-RF 5.2 %( an amino | -do- New USFDA Abjgrb Kiv thiZ cii| Abgv™b Kivnj|
L-Isoleucine USP 0.462gm + L- acid injection — renal formula) is
Leucine USP 0.726 gm + L- indicated only as an adjunct to
Lysine Hydrochloride USP management of patients  with
0.535gm + L-Methionine USP potentially reversible acute renal
0.726gm + L-Phenyalanine USP | failure who are unable to eat. When
0.726gm + L-Threonine USP infused with hypertonic dextrose as
0.330gm + L-Tryptophan USP a source of calories and with added
0.165gm + L-Valine USP appropriate  electrolytes  and
0.528gm + L-Arginine USP vitamins, Amino acid-RF 5.2% is
0.60gm + L-Histidine USP suitable as an intravenous source of
0.429gm/100ml protein in a parenteral nutritional
regimen for such patients.
335.| Libra Infusions Limited 15% Amino acid Infusion Products are indicated as a source | -do- New USFDA Abygr™b Kiv thiZ citi| Abigi b Kivnj |

L-Isoleucine USP 0.990gm + L-
Leucine USP 1.50 gm + L-Lysine
Hydrochloride USP 1.575gm + L-
Methionine USP 0.258gm + L-
Phenyalanine USP 0.447gm + L-
Threonine USP 0.60gm + L-
Tryptophan USP 0.30gm + L-
Valine USP 0.750gm + L-Alanine
USP 1.490gm + L-Arginine USP
1.527gm + L-Aspartic Acid USP
1.050gm + L-Glutamic Acid USP
1.107gm + L-Histidine USP
0.450gm+ L-Proline USP
1.083gm + L-Serine USP
0.795gm +L-N-Acetyl-L-Tyrosine
USP 0.405gm +L-Glysin USP
0.750gm/100ml

of amino acids and carbohydrate
calories in clinical conditions where
enteral nutritional supply is or is
expected to be insufficient or
impossible in order to offset or
prevent nitrogen loss or negative
nitrogen balance.
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1.2 Proposed Product for Import (Human):

Annex-B

bs c ZKiiiKi hig Jliai big 1 tRibiiK byg 1bt~ Kby Contraindication & FSCICPP Status {UKIbK'vj mie-KigiUi 64 mfui imxi3
Side-effect (New Molecule/ Zg mfvi imxiS
Existing)
01. Savoy Laboratories Burn Relief Spray . Contraindications: Do not use UK New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
. For treatment of minor burns . .
(International) Ltd. _ o and scalds, where the skin when thgre is extensive _damage
Benzocaine/Chlorhexidine Diacetate . . to the skin. Do not uses in the

Local agent: fermain largely intact skin remain largely intact.

Zas Corporation, Outer circular | Anesthetics

Extention Road . Banglamotor . Side-effects: May produce local

Dhaka irritation, numbness in the treated

area

02. Savoy Laboratories First aid Spray Protective applications for the | Contraindications: Do not use UK New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |

(International) Ltd.

Local agent:

Zas Corporation, Outer circular
Extention Road . Banglamotor .
Dhaka

Benzocaine/Chlorhexidine
Diacetate/Luviskol VA64 (copoviidone
Solution 50%)

Anesthetics

treatment of cuts, scratches,
abrasions, minor burns and
scalds.

when there is extensive damage
to the skin. Do not uses in the
skin remain largely intact.

Side-effects: May produce local
irritation, numbness in the treated
area




03.

Manufactured by : Silver Spring
Sagl, 6850 Mendrisio
Switzerland

Local Agent:

Global Life Care Services&
Consultation Centre, Hashim
Tower, H:205/1-A, (6t Floor,
Unit-F) Tejgaon-Gulshan Link
Road, Tejgaon, Dhaka-1208,
Bangladesh)

Goleic Injection

Glycoprotein Macrophage Activating
Factor (GCMAF)

Anti Cancer

Its an anticancer and immune
boosting agent that helps in
destruction of cancer cells
and success can be achieved
with all tumor cancers
including  breast, lung,
prostrate, pancreatic and
melanoma.

Treatment  with Goleic
Injection  (GCMAF)  shows
improvement in 85% cases of
autism and 15% total cure, as
it improves neuronal
metabolic  activity through
CAMP signaling

It also help cure the diseases
causing immune dysfunction.

Contraindication:

Should not be given during
pregnancy and lactation. Low-
dose naltrexone,  Externally
administered heparin. Aspartame,
Al kinds of Corticosteroids
(Prednisolon, etaprednisolon,
Solu-Medrol etc) Anti-
inflammatory drugs should be
avoided. (NSAIDs like lbuprofen,
Diclofenac,  Aspirin  etc  if
necessary, should be taken in

moderation.) Cytotoxic
medications  Cyclophosphamide,
Etoposide,
Methotrexate, should be taken
carefully

Morphine and analogues
Tramadole, codeine, Fentanyl
Oxycodon should be avoided.
Side effects : Goleic Injection
(GCMAF) has shown no side
effects of its own in some cases
give you minor side effects like
fatigue and minor weight loss,
headache  ,occasional  mild
muscular pain, joint pain and the
symptoms of a fever (3-5 hours of
hot flushes)due to rebuild of
immune system.

FSC-
Federal
Republic of
Germany,
Switzerland
and Czech
Republic

ciqiRb 1bB reaiq Avte"b
bigAy Kiv thiZ citi]

ciquRb 1hB reaiq
Aite™b bigAy Kivnj |
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04.

Manufactured by : Silver Spring
Sagl, 6850 Mendrisio
Switzerland

Local Agent:

Global Life Care Services&
Consultation Centre, Hashim
Tower, H:205/1-A, (6t Floor,
Unit-F) Tejgaon-Gulshan Link
Road, Tejgaon, Dhaka-1208,
Bangladesh)

MicroBioMax Suppository

Glycoprotein Macrophage Activating
Factor (GCMAF)

Anti Cancer

It's an anticancer and immune
boosting agent that helps in
destruction of cancer cells
and success can be achieved
with all tumor cancers
including  breast, lung,
prostrate  pancreatic  and
melanoma.

Treatment with Microbiomax
Suppositories (GCMAF)
shows improvement in 85%
cases of autism and 15% total
cure, as it improves neuronal
metabolic  activity through
CAMP signaling.

It also helps cure the diseases
causing immune dysfuction.

Contraindication:

Should not be given during
pregnancy and lactation.
Low-dose  naltrexone,Externally
administered heparin.Aspartame
Al kinds of Corticosteroids
(Prednisolon,  Betaprednisolon,
Solu-Medrol etc) Anti-
inflammatory drugs should be
avoided. (NSAIDs like lbuprofen,
Diclofenac,  Aspirin  etc  if
necessary, should be taken in
moderation.)

Cytotoxic medications
Cyclophosphamide, Etoposide,
Methotrexate, should be taken
carefully

Morphine and analogues
Tramadole, codeine, Fentanyl
Oxycodon should be avoided.

Side effects:  Microbiomax
Suppositories  (GCMAF)  has
shown no side effects of its
own.In some cases give minor
side effects like fatigue and minor
weight loss, headache,
occasional mild muscular pain,
joint pain and the symptoms of a
fever (35 hours of hot
flushes)due to rebuild of immune
system.

FSC-
Federal
Republic of
Germany,
Switzerland
and other
European
countries.

ciqiRb 1bB reaiq Avte"b
bigAy Kiv thiZ citi]

ciquRb 1hB reaiq
Aite™b bigAy Kivnj |
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05.

Manufactured by : Silver Spring
Sagl, 6850 Mendrisio
Switzerland

Local Agent:

Global Life Care Services&
Consultation Centre, Hashim
Tower, H:205/1-A, (6t Floor,
Unit-F) Tejgaon-Gulshan Link
Road, Tejgaon, Dhaka-1208,
Bangladesh)

MicroBioMax Immune Blend

Glycoprotein Macrophage Activating
Factor (GCMAF)

Anti Cancer

Its’ an anticancer and immune
boosting agent that helps in
destruction of cancer cells
and success can be achieved
with all tumor cancers
including  breast, lung,
prostrate, pancreatic and
melanoma. Treatment with
Microbiomax Immune Blend
(GCMAF) shows improvement
in 85% cases of autism and
15% total cure, as it improves
neuronal metabolic activity
through cAMP signaling. It
also help cure the diseases
causing immune dysfunction.

Contraindication: _ Should not
be given during pregnancy and
lactation.

Low-dose naltrexone, Externally
administered heparin. Aspartame,
Al kinds of Corticosteroids
(Prednisolon,  Betaprednisolon,
Solu-Medrol etc) Anti-
inflammatory drugs should be
avoided. (NSAIDs like lbuprofen,
Diclofenac,  Aspirin  etc  if
necessary, should be taken in
moderation.)

Cytotoxic medications
Cyclophosphamide, Etoposide,
Methotrexate, should be taken
carefully

Morphine and analogues
Tramadole, codeine, Fentanyl
Oxycodon should be avoided.

Side  effects:  Microbiomax
immune blend (GCcMAF) has
shown no side effects of its own.
in some cases give you minor
side effects like fatigue and minor
weight loss, headache,
occasional mild muscular pain,
joint pain and the symptoms of a
fever (35 hours of hot
flushes)due to rebuild of immune
system.

FSC-
European
Community
and in
Switzerland

ciqiRb 1bB reaiq Avte"b
bigAy Kiv thiZ citi]

ciquRb 1hB reaiq
Aite™b bigAy Kivnj |
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06. Manufacturer:Novartis Zykadia 150 mg Hard Capsule ZYKADIA is indicated for the | Contraindication: Switzerland New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
Pharma AG, Switzerland treatment of patients with | Hypersensitivity to either of the
Ceritinib INN 150mg Hard Capsule locally advanced or metastatic | active substances or to any of
(Novartis Bangladesh Ltd) non-small cell lung cancer | the excipients.
Anti Cancer (NSCLC) that is anaplastic | Side Effects: Anemia, decreased
lymphoma kinase (ALK)- | appetite, hyperglycemia,
positive. hypophosphatemia, vision
disorder, pericarditis, bradycardia,
diarrhea, nausea,  vomiting,
abdominal pain, constipation,
esophageal  disorder,  rash,
fatigue, liver laboratory test
abnormalities, blood creatinine
increased
07. Octa pharma, France OCTAGAM 10% Solution for Infusion | OCTAGAM 10% is indicated | Contraindications: History of an France BNF-70; Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
for the treatment of Primary | allergic reaction to any Human Nornal
Local agent: Liquid Intravenous Immunoglobulin-G | Immunodeficiency Syndrome, | immunoglobulin preparation or to Immunoglobulin;
Discount Pharma. Solution2gm/20ml Vial Replacement  Therapy in | any constituent of Octagam 10%. Page: 1064

30, Bir Uttam K.M. Shafiullah
Road. Dhaka.

Anti Cancer

myelama or chronic lymphatic

Leukemia, Replacement
Therapy in children with AIDS,
chronic immune

thrombocytopenic ~ purpura
(ITP), Guillain- Barre’
Syndrome (GBS), Kawasaki
Disease, Allogenic  Bone
Marrow Transplantation.

Hyper sensitivity to homologous
immunoglobulins, especially in
very rare cases of
immunoglobulin A (IgA)
difeciency, when the patient has
antibodies against IgA.

Side Effects: In general, various
allergic and hypersensitivity type
of reactions and headache, chills,
back pain, chest pain, fever,
cutaneous reactions, vomiting,
arthralgia, low blood pressure and
nausea may occasionally occur.
Reactions to IV Ig tend to be
related to the dose and rate of
infusion.
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08.

Octa pharma, France

Local agent:
Discount Pharma.

30, Bir Uttam K.M. Shafiullah
Road. Dhaka.

OCTAGAM 10% Solution for Infusion

Liquid Intravenous Immunoglobulin-G
Solution 5gm/50ml Vial

Anti Cancer

OCTAGAM 10% is indicated
for the treatment of Primary
Immunodeficiency Syndrome,
Replacement  Therapy in
myelama or chronic lymphatic

Leukemia , Replacement
Therapy in children with AIDS,
chronic immune

thrombocytopenic ~ purpura
(ITP), Guillain- Barre’
Syndrome (GBS), Kawasaki
Disease, Allogenic  Bone
Marrow Transplantation.

Contraindications: History of an
allergic reaction to any Human
immunoglobulin preparation or to
any constituent of Octagam 10%.
Hyper sensitivity to homologous
immunoglobulins, especially in
very rare cases of
immunoglobulin A(lgA) deficiency,
when the patient has antibodies
against IgA.

Side Effects: In general, various
allergic and hypersensitivity type
of reactions and headache, chills,
back pain, chest pain, fever,
cutaneous reactions, vomiting,
arthralgia, low blood pressure and
nausea may occasionally occur.
Reactions to IVig tend to be
related to the dose and rate of
infusion.

France

BNF-70;
Nornal
Immunoglobulin;
Page: 1064

Abygv™b Kiv thiZ cii|

Absgrb Kivnj |

09.

Octa pharma, France

Local agent:
Discount Pharma.

30, Bir Uttam K.M. Shafiullah
Road. Dhaka.

OCTAGAM 10% Solution for Infusion

Liquid Intravenous Immunoglobulin-G
Solution 10gm/100ml Vial

Anti Cancer

OCTAGAM 10% is indicated
for the treatment of Primary
Immunodeficiency Syndrome,
Replacement  Therapy in
myelama or chronic lymphatic

Leukemia , Replacement
Therapy in children with AIDS,
chronic immune

thrombocytopenic ~ purpura
(ITP), Guillain- Barre’
Syndrome (GBS), Kawasaki
Disease, Allogenic  Bone
Marrow Transplantation.

Contraindications: History of an
allergic reaction to any Human
immunoglobulin preparation or to
any constituent of Octagam 10%.
Hyper sensitivity to homologous
immunoglobulins, especially in
very rare cases of
immunoglobulin A(lgA) difeciency,
when the patient has antibodies
against IgA.

Side Effects: In general, various
allergic and hypersensitivity type
of reactions and headache, chills,
back pain, chest pain, fever,
cutaneous reactions, vomiting,
arthralgia, low blood pressure and
nausea may occasionally occur.
Reactions to IVIg tend to be
related to the dose and rate of
infusion.

France

BNF-70;
Nornal
Immunoglobulin;
Page: 1064

Abygv"b Kiv thiZ cii |

Absgrb Kivnj |
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10. Octa pharma, France OCTAGAM 10% Solution for Infusion | OCTAGAM 10% is indicated | Contraindications: History of an France BNF-70; Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
for the treatment of Primary allergic reaction to any Human Nornal
Local agent: Liquid Intravenous Immunoglobulin-G | Immunodeficiency Syndrome, | immunoglobulin preparation or to Immunoglobulin;
Discount Pharma. Solution 20gm/200ml Vial Replacement Therapy in any constituent of Octagam 10%. Page: 1064
30, Bir Uttam K.M. Shafiullah myelama or chronic lymphatic | Hyper sensitivity to homologous
Road. Dhaka. Anti Cancer Leukemia , Replacement immunoglobulins, especially in
Therapy in children with AIDS, | very rare cases of
chronic immune immunoglobulin A (IgA)
thrombocytopenic purpura difeciency, when the patient has
(ITP), Guillain- Barre’ antibodies against IgA.
Syndrome (GBS), Kawasaki
Disease, Allogenic Bone Side Effects: In general, various
Marrow Transplantation. allergic and hypersensitivity type
of reactions and headache, chills,
back pain, chest pain, fever,
cutaneous reactions, vomiting,
arthralgia, low blood pressure and
nausea may occasionally occur.
Reactions to IV Ig tend to be
related to the dose and rate of
infusion.
11. Thymoorgan Pharmazie IdarubicinPhaRes 1mg/ml Solution for | To treat Leukemia Contraindications: Germany New Molecule Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
GmbH, Germany Injectionin  5mg/5ml Vial Hypersensitivity ~ reactions  to
idarubicin -~ or  other  drugs
Local agent: Idarubicin HCI 5mg/5ml formulated in Cremophor EL
Zas Corporation, Outer circular (polyoxyethylated castor oil) ,
Extention Road . Banglamotor . | Anti Cancer patients with solid tumors .
Dhaka Side Effects: Nausea, vomiting,
abdominal cramps, diarrhea, and
headache, hair loss may occur
12. Thymoorgan Pharmazie IdarubicinPhaRes 1mg/ml Solution for | To treat Leukemia Contraindications: Germany New Molecule Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |

GmbH, Germany

Local agent:
Zas Corporation, Outer circular

Extention Road . Banglamotor .
Dhaka

Injectionin  10mg/10ml Vial
Idarubicin HCI 10mg/10ml

Anti Cancer

Hypersensitivity reactions to
idarubicin, patients with solid
tumors.

Side Effects: Nausea, vomiting,
abdominal cramps, diarrhea, and
headache, hair loss may occur
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13. Jenssen Cilag, SpA, Vai C Invokana 300mg Film coated Tablet | Invokana (Canagliflozin) is | Contraindications: Hypersentivity | Italy, ciqRb 1bB reaiq Avte™b ciquRb 1hB reaiq
Janssen 04010,Borgo indicated in adults aged 18 | to the active substance or to any | EMA bigAy Kiv thiZ citi] Aite™b bigAy Kivnj |
San Michele Italy. Canagliflozin 300mg years and older with type two | of the excipients.
diabetes mellitus to improve
Importer: Anti Diabetic glycemic control as: Side  effect:  Constipation,
Janata Traders Nausea, thirst, polyurea urinary
a) Monotherapy: When died | tract infection and vulbovaginal
and exercise along do not | candidiasis.
provide adequate glycemic
control in patients for whom
the use of metformine is
considered inappropriate due
to intolerance or
contraindication.
14, Sanofi-Aventis Deutschland LYXUMIA 10ug Solution for injection | LYXUMIA is indicated for the | Contraindications: Lyxumia is EMA, Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |

GmbH, Germany

(Sanofi Bangladesh Ltd.)

Lixisenatide 10pg/0.2ml  Pre-Filled
Pen

Anti Diabetic

treatment of adults with type 2
diabetes mellitus to achieve
glycaemic control in
combination with metformin,
metformin and sulphonylurea,
basal insulin and metformin,
basal insulin and sulphonyl
urea when these, together
with diet and exercise, do not
provide adequate glycaemic
Control.

contraindicated in patients with
known hypersensitivity ~ to
lixisenatide or to any of the
inactive  ingredients in  the
formulation.

Side effects: Very common
adverse reactions are
Hypoglycemia, Headache,
Nausea, vomiting, Diarrhea and
the common adverse reactions
are Influenza, upper respiratory
tract infection, cystitis, viral
infection, dizziness, somnolence,
dyspepsia, Back pain, Injection
site pruritus, urticaria.
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15.

Sanofi-Aventis Deutschland
GmbH, Germany

(Sanofi Bangladesh Ltd.)

LYXUMIA 20ug Solution for injection

Lixisenatide 20pg/0.2ml  Pre-Filled
Pen

Anti Diabetic

LYXUMIA is indicated for the
treatment of adults with type 2
diabetes mellitus to achieve
glycaemic control in
combination with metformin,
metformin and sulphonylurea,
basal insulin and metformin,
basal insulin and sulphonyl
urea when these, together
with diet and exercise, do not
provide adequate glycaemic
control.

Contraindications: Lyxumia is
contraindicated in patients with
known hypersensitivity ~ to
lixisenatide or to any of the
inactive  ingredients in  the
formulation.

Side effects: Very common
adverse reactions are
Hypoglycemia, Headache,
Nausea, vomiting, Diarrhea and
the common adverse reactions
are Influenza, upper respiratory
tract infection, cystitis, viral
infection, dizziness, somnolence,
dyspepsia ,Back pain, Injection
site pruritus, urticaria.

EMA

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |

147 |Page




16.

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveerd
Denmark

Local agent:

Novo Nordisk Pharma (Private)
Limited

Nina Kabbo, Level-9, 227/A,
Gulshan-Tejgaon Link Road,
Tejgaon, Dhaka-1208,
Bangladesh

Xultophy®; Solution for injection

1 ml solution contains 100units
Insulin Degludec & 3.6mg Liraglutide

(Antidiabetic)

Xultophy® is indicated for the
treatment of adults with type-2
diabetes mellitus to improve
glycaemic control in
combination with oral glucose-
lowering medicinal products
when  these alone or
combined with GLP-1
receptor agonist or basal
insulin  do not provide
adequate glycaemic control.

Contra-indication:
Hypersensitivity to either or both

active substances or to any of the

excipients.
Undesirable effects

Summary of the safety profile
The most frequently reported
adverse reactions during
treatment with Xultophy® were
hypoglycaemia &gastrointestinal
adverse reactions.

Adverse reactions

Adverse reactions associated with
Xultophy® are given below by
frequency. Frequency categories
are defined as: Very common
(=1/10); common (=1/100 to
<1/10); uncommon (=1/1,000 to
(=1/10,000
t0<1/1,000); very rare (<1/10,000)
and not known (cannot be
estimated from the available

<1/100); rare

data).

Very common: Hypoglycaemia.

Common: Decreased appetite,
vomiting,
constipation, dyspepsia, gastritis,
flatulence,
gastroesophageal reflux disease,
abdominal distension, injection

nausea, diarrhoea,

abdominal  pain,

site reaction.

Uncommon: Urticaria,
dehydration,  rash,  pruritus,
increased heart rate.

Rare: Hypersensitivity,

lipodystrophy acquired.

Unknown: Anaphylactic reaction,
pancreatitis (including necrotising

pancreatitis), peripheral oedema.

EMA

CPP
(Country of
Origin,
Denmark)

New

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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17 Ferrer International, Spain. Zalain Cream To treat interdigital tinea pedis | Contraindications: Allergic to UK New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
in immunocompetent patients | other azole antifungals
Local agent: Sertaconazole 2% 12 years of age and older,
Zas Corporation, Outer circular caused by: Trichophyton | Side Effect: Burning, swelling,
Extention Road . Banglamotor . | Anti Fungal rubrum, Trichophyton | irritation, tenderness,
Dhaka mentagrophytes, and | discoloration, or dry skin may
Epidermophyton floccosum. occur
18. Ferrer International, Spain. Eneas 10mg/20mg Treatment of essential arterial | Contra-indication: Patients with UK New CiqvRb 1bB reaiq Ate™h ciqiRb 1bB tearq
hypertension  in  patients | history of angioedema, Second bigAy Kiv thiZ citi] Aite™b bigAy Kivnj|
Local agent: Enalapril maleate 10mg whose blood pressure is not | and third trimesters of pregnancy,
Zas Corporation, Outer circular | Nitrendipine 20mg adequately  controlled on | unstable haemodynamic
Extention Road . Banglamotor . enalapril or nitrendipine alone | conditions, especially
Dhaka Antihypertensive cardiovascular shock, acute heart
failure, acute coronary syndrome,
acute stroke.
Side Effect:
Usual: headache, facial redness,
cough and swollen legs.
Uncommon: dizziness,
tachycardia, erythematous rash,
nausea, dyspepsia and
hypotension.
19 Manufacturer: Novartis Exforge HCT Treatment  of  essential | Contraindication: EMA Amlodipine 5mg + | ciqiRb bB ieaiq Ate b ciqiRb 1bB earq
Farmaceutica SA, Spain. hypertension as substitution | Hypersensitivity to amlodipine, Valsartan 160mg bigAy Kiv thiZ citi] Aite™b bigAy Kivnj|
Film-coated tablet therapy in adult patients | valsartan, HCTZ, other Tablet

Local Agent:
Novartis Bangladesh Ltd

Amlodipine Besilate

(eqv. To 5 mg Amlodipine)

Valsartan USP 160

Hydrochlorothiazide USP 12.5 mg)

Antihypertensive

mg

BP 6.94 mg

+
+

whose blood pressure is
adequately controlled on the
combination of amlodipine,
valsartan and
hydrochlorothiazide taken
either as three single-
component formulation or as

a dual-component
formulations or as dual-
component and a single-

component formulation.

sulfonamides or to any of the
excipients. Exforge HCT is
contraindicated in pregnancy.
Side effects:Headache, fatigue,
oedema, flushing.
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20. Manufacturer: Novartis Exforge HCT Treatment  of  essential | Contraindication: EMA Amlodipine 10mg + | ciqiRb bB leaiq Ae b ciqiRb 1bB tearq
Farmaceutica SA, Spain. Film-coated tablet hypertension as substitution | Hypersensitivity to amlodipine, Valsartan 160mg bigAy Kiv thiZ citi] Aite™b bigAy Kivnj |
therapy in adult patients | valsartan, HCTZ, other Tablet
Local Agent: Amlodipine Besilate BP 13.87 mg whose blood pressure is | sulfonamides or to any of the
Novartis Bangladesh Ltd (eqv. To 10 mg Amlodipine) + adequately controlled on the | excipients. Exforge HCT s
Valsartan USP 160mg + combination of amlodipine, | contraindicated in pregnancy.
Hydrochlorothiazide USP 12.5 mg) valsartan and | Side effects:Headache, fatigue,
hydrochlorothiazide taken | oedema, flushing.
Anti hypertensive either as three single-
component formulation or as
a dual-component
formulations or as dual-
component and a single-
component formulation.
21. Manufacturer: Novartis Exforge HCT -do- -do- EMA Amlodipine 5mg + | ciqiRb bB ieaiq Ate b ciquRb 1hB reaiq
Farmaceutica SA, Spain. Film-coated tablet Valsartan 160mg bigAy Kiv thiZ citi| Aite™b bigAy Kivnj|
Tablet
Local Agent: Amlodipine Besilate BP 6.94 mg
Novartis Bangladesh Ltd (eqv. To 5 mg Amlodipine) +
Valsartan USP 160 mg +
Hydrochlorothiazide USP 25 mg)
Antihypertensive
22. Manufacturer: Novartis Exforge HCT -do- -do- EMA Amlodipine 10mg + | ciqiRb bB leaiq Ae b ciquRb 1hB reaiq
Farmaceutica SA, Spain. Film-coated tablet Valsartan 160mg bigAy Kiv thiZ citi] Aite™b bigAy Kivnj|
Tablet

Local Agent:
Novartis Bangladesh Ltd

Amlodipine Besilate BP 13.87 mg
(eqv. To 10 mg Amlodipine) +
Valsartan USP 160 mg +
Hydrochlorothiazide USP 25 mg)

Antihypertensive
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23.

Manufacturer: Novartis
Singapore Pharmacedutical
Manufacturing Pte. Ltd

Local Agent:
Novartis Bangladesh Ltd

Entresto 50 mg FC Tablet

Sacubitril/Valsartan free anhydrous
acid 50 mg Eq. to Sacubitril INN 24.3

mg and Valsartan USP 25.7 mg

Antihypertensive

Entresto is indicated to reduce
the risk of cardiovascular
mortality and morbidity in adult
patients with systolic heart
failure (NYHA class II-IV,
LVEF <40%).

Entresto is administered in
combination with other heart
failure therapies (e.g. beta
blockers,  diuretics  and
mineralocorticoid antagonists)
as appropriate, in place of an
ACE inhibitor or ARB.

Contraindication

o Hypersensitivity to either of the
active substances, sacubitril or
valsartan, or to any of the
excipients

o Concomitant use of an ACE
inhibitor. Entresto must not be
administered until 36 hours
after discontinuing ACE
inhibitor therapy.

o Known history of angiooedema
related to previous ACE
inhibitor or ARB therapy.

o Concomitant use of Entresto
with aliskiren-containing
products in patients with
diabetes mellitus or patients
with renal impairment (GFR
<60 ml/min/1.73m2)

o Severe renal impairment with
an eGFR<10 ml/min/1.73 m2
owing to a lack of data.

o Pregnancy
Side Effects:  Hyperkalemia,
hypokalaemia, dizziness,
headache,Vertigo, hypotension,
diarrhea, cough, renal
impairment, fatigue, asthenia &
nausea.

Swiss and
USA

New

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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24,

Manufacturer: Novartis
Singapore Pharmacedutical
Manufacturing Pte. Ltd

Local Agent:
Novartis Bangladesh Ltd

Entresto 100 mg FC Tablet

Sacubitril/Valsartan free anhydrous
acid 100 mg Eq. to Sacubitril INN
48.6mg and Valsartan USP 51.4 mg

Antihypertensive

Entresto is indicated to reduce
the risk of cardiovascular
mortality and morbidity in adult
patients with systolic heart
failure (NYHA class II-IV,
LVEF <40%).

Entresto is administered in
combination with other heart
failure therapies (e.g. beta
blockers,  diuretics  and
mineralocorticoid antagonists)
as appropriate, in place of an
ACE inhibitor or ARB.

Contraindication

o Hypersensitivity to either of the
active substances, sacubitril or
valsartan, or to any of the
excipients

o Concomitant use of an ACE
inhibitor. Entresto must not be
administered until 36 hours
after discontinuing ACE
inhibitor therapy.

o Known history of angiooedema
related to previous ACE
inhibitor or ARB therapy.

o Concomitant use of Entresto
with aliskiren-containing
products in patients with
diabetes mellitus or patients
with renal impairment (GFR
<60 ml/min/1.73m2)

o Severe renal impairment with
an eGFR<10 ml/min/1.73 m2
owing to a lack of data.

o Pregnancy
Side Effects:  Hyperkalemia,
hypokalaemia, dizziness,
headache,Vertigo, hypotension,
diarrhea, cough, renal
impairment, fatigue, asthenia &
nausea.

New

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |

25.

Manufacturer: Novartis
Singapore Pharmacedutical
Manufacturing Pte. Ltd

Local Agent:
Novartis Bangladesh Ltd

Entresto 200 mg FC Tablet

Sacubitril/Valsartan free anhydrous
acid 200 mg Eq. to Sacubitril INN
97.2mg and Valsartan USP 102.8mg

Antihypertensive

-do-

New

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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26.

Ferring International Center
SA

Chemin De la Vergognausaz
50, 1162 Saint-
Prex, Switzerland

Local agent:

Radiant Export Import
Enterprise.

Uttara, Dhaka

Pentasa Prolonged Release Granules
1.0gm/sachet

Mesalazine
Ph. Eur. Prolonged Release Granules
1.0gm/sachet

Aminosalicylates

Treatment of mild to moderate
ulcerative colitis and
maintenance of remission.

153 | PAd

Contraindication:
Aminosalicylates  should  be

avoided in salicylate
hypersensitivity

Side effects: Side-effects of the
aminosalicylates include

diarrhoea, nausea, vomiting,
abdominal pain, exacerbation of
symptoms of colitis, headache,
hypersensitivity reactions
(including rash and urticaria); side
effects that occur rarely include
acute  pancreatitis,  hepatitis,
myocarditis, pericarditis, lung
disorders (including eosinophilia
and fibrosing alveolitis),
peripheral  neuropathy, blood

disorders (including
agranulocytosis, aplastic
anaemia, leucopenia,
methaemoglobinaemia,

neutropenia, and

thrombocytopenia—see also
recommendation above), renal
dysfunction (interstitial nephritis,
nephrotic  syndrome), myalgia,
arthralgia, skin reactions
(including lupus erythematosus-
like syndrome, Stevens Johnson
syndrome), alopecia.

Cautions: Renal function should
be monitored before starting an
oral aminosalicylate, at 3 months
of treatment, and then annually
during treatment (more frequently
inrenal impairment). Blood
disorders can  occur  with

aminosalicylates. Hepatic
impairment: avoid in severe
impairment

Renal impairment: use with
caution; avoid if eGFR less than
20 mU/minute/1.73 m?

rse effects: The most
frec\gent adverse reactions seen
in clinical trials are diarrhoea
(3%), nausea (3%), abdominal
pain  (3%), headache (3%),
vomiting (1%), and rash (1%).

Switzerland

New

Abygv™b Kiv thiZ cii |
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217. Ferring International Center Pentasa 2.0gm/Sachet Prolonged Treatment of mild to moderate -do- Switzerland New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
SA Release Granules ulcerative colitis and
Chemin De la Vergognausaz maintenance of remission.
50, 1162 Saint- Mesalazine Ph. Eur. Prolonged
Prex, Switzerland Release Granules 2.0 gm/Sachet
Local agent: Aminosalicylates
Radiant Export Import
Enterprise.
Uttara, Dhaka
28. Ferrer International, Spain. Nadixa 1% Cream Topical treatment of mild or | Contra-indication: Nadixa is UK New ciqiRb 1bB reaiq Avte™b ciquRb 1hB reaiq
moderate inflm.ammatory | contraindicated in cases of known bigAy Kiv thiZ citi] Aite™b bigAy Kivnj|
Local agent: Nadifloxacine forms of acne wulgaris | hypersensitivity to Nadi-oxacin or
Zas Corporation, Outer circular (papulopustular acne, grade |- | any of the excipients of the
Extention Road . Banglamotor . | Antibiotics 1)) formulation
Dhaka
Side-effects:  Pruritus, burning
sensation, erythema, contact
dermatitis and urticaria.  Skin
hypopigmentation is also
described in rare reports.
29. Ferring GmbH Minirin Nasal Spray 0.1mg/ml Treatment of Diabetes Contraindication: Germany New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
Wittland 11, 24109 Kiel, insipidus & primary nocturnal | Cardiac insufficiency and other
Germany (1 Vial of 2.5ml) enuresis. conditions treated with diuretics;
Vasopressin (antidiuretic psychogenic  polydipsia  and
Local agent: Desmopressin Ph. Eur hormone, ADH) is used in the | polydipsia in alcohol dependence.
Radiant Export Import Nasal Spray 0.1mg/ml treatment of pituitary (‘cranial’) | Renal impairment: use with
Enterprise. diabetes insipidus as is its caution; antidiuretic effect may be

Uttara, Dhaka

Antidiuretic

analogue desmopressin.
Desmopressin is also used to
boost factor VIII concentration
in mild to moderate
haemophilia and in von
Willebrand's disease; it is also
used to test fibrinolytic
response.

reduced

Side effects:

Fluid retention, and
hyponatraemia (in more serious
cases with convulsions) on
administration without restricting
fluid intake; stomach pain,
headache, nausea, vomiting,
allergic reactions, and emotional
disturbance in children also
reported; epistaxis, nasal
congestion, rhinitis with nasal
spray.
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30. Ferring International Center Minirin 0.1 mg Tablets Treatment  of  Diabetes | Contraindication: Switzerland New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
SA insipidus & primary nocturnal | Cardiac insufficiency and other
Chemin De la Vergognausaz Desmopressin Acetate Ph. Eur. enuresis. conditions treated with diuretics;
50, 1162 Saint- 0.1mg Vasopressin (antidiuretic | psychogenic  polydipsia  and
Prex, Switzerland hormone, ADH) is used in the | polydipsia in alcohol dependence.

Antidiuretic treatment of pituitary (‘cranial’) | Renal impairment: use with
Local agent: diabetes insipidus as is its | caution; antidiuretic effect may be
Radiant Export Import analogue desmopressin. reduced
Enterprise. Desmopressin is also used to | Side effects: Fluid retention, and
Uttara, Dhaka boost factor VIII concentration | hyponatraemia (in more serious
in  mild to moderate | cases with convulsions) on
haemophilia and in von | administration without restricting
Willebrand's disease; it is also | fluid intake; stomach pain,
used to test fibrinolytic | headache, nausea, vomiting,
response. allergic reactions, and emotional
disturbance in children also
reported; epistaxis, nasal
congestion, rhinitis with nasal
spray.

3L Ferring International Center Minirin 0.2 mg tablet Treatment  of  Diabetes -do- Switzerland New Abygr™b Kiv thiZ cii| Abygr'b Kivnj |
SA insipidus & primary nocturnal
Chemin De la Vergognausaz Desmopressin Acetate Ph. Eur. enuresis.

50, 1162 Saint- 0.2mg Vasopressin (antidiuretic
Prex, Switzerland hormone, ADH) is used in the
Antidiuretic treatment of pituitary (‘cranial’)

Local agent:

Radiant Export Import
Enterprise.

Uttara, Dhaka

diabetes insipidus as is its
analogue desmopressin.
Desmopressin is also used to
boost factor VIII concentration
in  mild to moderate
haemophilia and in von
Willebrand's disease; it is also
used to test fibrinolytic
response.
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32. Manufacturer: Minirin Melt 60 mcg Sublingual Treatment  of  Diabetes -do- Switzerland New Abygv™b Kiv thiZ cii | Abygr b Kivnj |
Catalent UK Swindon Zydis Tablet insipidus & primary nocturnal
Ltd, UK enuresis. Vasopressin
Desmopressin Ph. Eur (antidiuretic hormone, ADH) is
License Holder: Oral Lyophilisate 60 mcg used in the treatment of
Ferring AG, Switzerland pituitary (‘cranial’) diabetes
Antidiuretic insipidus as is its analogue
Local agent: desmopressin. Desmopressin
Radiant Export Import is also used to boost factor
Enterprise. VIl concentration in mild to
Uttara, Dhaka moderate haemophilia and in
von Willebrand’s disease; it is
also used to test fibrinolytic
response.
33. Manufacturer: Minirin Melt Treatment  of  Diabetes -do- Switzerland New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
Catalent UK Swindon Zydis 120 mcg Sublingual Tablet insipidus & primary nocturnal
Ltd, UK enuresis.

License Holder:
Ferring AG, Switzerland

Local agent:

Radiant Export Import
Enterprise.

Uttara, Dhaka

Desmopressin Ph. Eur Oral
Lyophilisate 120 mcg

Antidiuretic

Vasopressin (antidiuretic
hormone, ADH) is used in the
treatment of pituitary (‘cranial’)
diabetes insipidus as is its
analogue desmopressin.
Desmopressin is also used to
boost factor VIII concentration
in  mild to  moderate
haemophilia and in von
Willebrand’s disease; it is also
used to test fibrinolytic
response.
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34, River Pharma Stl,, Italy Nevralip 600 Retard Tablet Alpha Lipoic Acid (ALA) is | Contra-indications: Alpha ciqiRb 1bB ieaiq Arte™b ciqiRb 1bB ieaq
indicated for management of | Lipoic acid (ALA) is bigAy Kiv thiZ citi| Aie™b bigAy Kivnj |
Local Agent: Alpha Lipoic Acid 600 mg ne:iropathicthp)air'&l rsD_iabe“g contraindicated in patients with
; olyneuropathy), Alzheimer s
?g:v\::e ég;?tgsglsn;ta?/l Joy Antioxidant FF)>alr)ll<i_nsonp Disyease, Diabetic t?o(;’_vn hygerZT_r'Lsitiwty to Alfpiia
, . 3 Cardiomyopathy poic acid (ALA) or any of its
Joy nagor R/A, Chittagonj components.
Side effects: Alpha Lipoic acidic Italy
well tolerated but is generally
rare. Low doses of lipoic acid
show no side effects. But higher
doses could cause skin rash,
nausea or stomach upset, along
with nervousness, fatigue and
insomnia.
35. River Pharma Stl,, Italy Syalox 150 Capsule Hyaluronic  Acid (HA) is | Contra-indications: Hyaluronic ciqiRb 1bB ieaiq Arte™b ciqiRb 1bB ieaq
indicated for degenerative & | Acid (HA) is contraindicated in bigAy Kiv thiZ cii| Aite™b bigAy Kivnj |
Local Agent: Hyaluronic Acid 150mg connectiv_e ti_ssue disordeis patients with Known
Benvue International, 14/1 Joy Cartilaginous Defect Repair Agent gg% Ietg(\)/elImﬁgej}gintzyalummc hypersensitivity to Hyaluroriic
Tower, Chattesory Road, Acid (HA) or any of its
Joy nagor R/A, Chittagonj components. Italy

Side effects: Hyaluronic Acid
(HA) is well tolerated with few
side effects like dyspepsia,
nausea, abdominal pain etc.
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36.

Ferring GmbH
Wittland 11, 24109 Kiel,
Germany

Local agent:

Radiant Export Import
Enterprise.

Uttara, Dhaka

Firmagon 80mg/Vial
Powder and solvent for solution for
injection.

(For Subcutaneous use Only)

Degarelix (as acetate) INN 80mg /Vial

Gonadotrophin-releasing hormone

antagonist

Degarelix is a gonadotrophin-
releasing hormone antagonist
used to treat advanced
hormone-dependent prostate
cancer. It does not induce a
testosterone surge or tumour
‘flare’, therefore anti-androgen
therapy is not required.

Contraindication: Hypersensitivity to
the active substance or to any of the
excipients. It is not indicated in women
or paediatric patients. In addition, due to
its pharmacological effects may cause
foetal harm if administered to a
pregnant woman.

Side effects: nausea; dizziness,
headache, drowsiness, insomnia,
asthenia; influenza-like symptoms; hot
flushes, sweating (including night
sweats), weight gain; injection-site
reactions; less commonly diarrhoea,
vomiting, abdominal discomfort, dry
mouth, constipation, anorexia, atrio-
ventricular block, QT-interval
prolongation, fainting, hypertension,
hypersensitivity reactions, depression,
anxiety, oedema, gynaecomastia,
micturition urgency, renal impairment,
sexual  dysfunction, pelvic  pain,
prostatitis, testicular pain, anaemia,
musculoskeletal pain, tinnitus, urticaria,
alopecia, and rash.

Cautions: susceptibility to QT-interval
prolongation (avoid concomitant use of
drugs that prolong QT interval); monitor
bone density; diabetes

Hepatic impairment: manufacturer
advises caution in severe impairment—
no information available

Renal  impairment:  manufacturer
advises caution in severe impairment—
no information available.

Adverse effects: The most frequently
reported adverse reactions at the
injection sites were pain (28%),
erythema  (17%), swelling (6%),
induration (4%) and nodule (3%). These
adverse  reactions  were  mostly
transient, of mild to moderate intensity,
occurred primarily with the starting dose
and led to few discontinuations (<1%).

Germany

New

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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37.

Ferring GmbH
Wittland 11, 24109 Kiel,
Germany

Local agent:

Radiant Export Import
Enterprise.

Uttara, Dhaka

Firmagon 120mg/Vial

Powder and solvent for suspension
for injection

(For Subcutaneous use Only)

Degarelix (as acetate) INN 120 mg
IVial

Gonadotrophin-releasing hormone
antagonist

Degarelix is a gonadotrophin-
releasing hormone antagonist
used to treat advanced
hormone-dependent prostate
cancer. It does not induce a
testosterone surge or tumour
‘flare’, therefore anti-androgen
therapy is not required.

Germany

New

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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38.

Mearck Sharp & Dohme Corp.

Importer: Janata Traders

Varivax Vaccine

Vericella Virus Vaccine

Vaccine

Vaccine is indicated for active
immunization for the
prevention of varicella in
individuals 12 month of age
and older.

Varivax can be administrated
to infants from 9 month of age
under special circumstances,
such  as to conform with
national vaccination
schedules or in outbreak
situation.

Varivax ~may also be
administration to susceptible
individuals who have been
exposed varicella. Vaccination
within 3 days of exposure may
prevent a clinically apparent
infection or modify the course
of the infection .In addition
,there are limited data that
indicate that indicate that
vaccination up to 5 days after
exposure may modify the
course of the infection.

Contraindication:

History of hypersensitivity to any
vericella vaccine ,to any of the
excipients or to gelatin or
neomycin .

Blood dyscrasias
eukaemia,lymphomas, of any
type or other malignant
neoplasm affecting the hemic
and lymphatic systems.
Individuals receiving
immunosuppressive therapy .
severe hormonal or cellular
immunodeficiency,
agammglobulinemia and AIDS
or symtomatic HIV infection or
an age specific CD4+T-
lymphocyte percentage in
children bellow 12 month
CD4+<25%,Children between
12-35
months;CD4+<20%children
between 36-59
months.CD4<15% .

Individual with a family history of
congenital or hereditary
immunodeficiency ,unless the
immune competence of the
potential vaccine recipient is
demonstrated.

Side effect:

Common: Upper respiratory infection
, Rash.Measles/rubella-like rash,
JInjection , Varicella- like
rash,injection site erythema,pain/
,Skin and subcutaneous tissue
disorder tenderness/Soreness/,Swelli
ng Irritability.

Very Common : Fever

EMA

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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39. Merck Sharp & Dohme Corp. | VAQTA 0.5ml VAQTA is indicated for active | CONTRAINDICATION USA Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
USA pre-exposure prophylaxis Do not administer VAQTA to
Hepatitis A Vaccine 0.5ml Inactivated | against disease caused by individuals with a history of
Local agent : Janata Traders Hepatitis-A virus. immediate and/or severe allergic
TCB Bhabon , 1 kawran Vaccine or hyper sensitivity reactions
Bazar,Dhaka , (anaphylaxis)
after a previous dose of any
Importer: Janata Traders hepatitis A vaccine or with an
Anaphylactic reaction to
neomycin.
Possible side effects
Like all medicines and vaccines,
this vaccine can cause side
effects, although
not everybody gets them.
As with all vaccines, allergic
reactions,
in rare cases leading to shock,
may
Occur. These reactions may
include:
Hives, Difficulty in breathing ,
Swelling of the face, tongue and
throat, Dizziness, collapse.
40. Merck Sharp & Dohme Corp. | VAQTA 1ml VAQTA is indicated for active -do- USA Abygr™b Kiv thiZ cii| Abygr'b Kivnj |
USA pre-exposure prophylaxis

Local agent : Janata Traders
TCB Bhabon , 1 kawran
Bazar,Dhaka

Importer: Janata Traders

Hepatitis A Vaccine 1ml Inactivated.

Vaccine

against disease caused by
Hepatitis-A virus.
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41.

Ferring Leciva a.s.
252 42 Jesenice u Prahy,
Czech Republic.

Local agent:

Radiant Export Import
Enterprise.

Uttara, Dhaka.

Glypressin 1mg/8.5ml
Solution for injection.

Terlipressin -~ (as
Injection.

Vasoconstrictor

acetate)

INN

Bleeding from oesophageal
varices.

Contraindication:
Contraindicated in pregnancy.
Hypersensitivity to terlipressin or
any other excipients of the
product.

Renal impairment: use with
caution in chronic renal failure
Side effects: abdominal cramps,
diarrhoea, hypertension,
hypotension, peripheral
ischaemia, pallor, arrhythmia,
bradycardia, headache; less
commonly nausea, vomiting, hot
flushes, angina,  myocardial
infarction, tachycardia, intestinal
ischaemia, bronchospasm,
respiratory failure, pulmonary
oedema, convulsions,
hyponatraemia; rarely dyspnoea;
very rarely stroke,
hyperglycaemia; also reported
heart failure, skin necrosis.

Adverse effects: Headache,

Bradycardia, Peripheral
vasoconstriction, Peripheral
ischaemia, Facial pall or
Hypertension, Transient

abdominal cramps, Transient
diarrhea.

Czech
Republic
&
Australia

New

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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42.

Manufactturer : Baxter AG,
Vienna, Austria.

Impoter : Swadesh , 30, Bijoy
Nagaar Road (3 Fl.) Dhaka-
1000.

Tisseel Lyo-Powders and solvents for
sealant

Component-1: Sealer Protein
Solution

Sealer Protein Concentrate,
Lyophilized (Tissel poeder),
reconstituted with aprotinin Solution.

Component-2: Thrombin Solution
Thrombin, Lyophilized, reconsitituted
with Calcium chloride solution

Supportive treatment where
standard surgical techniques
are insufficient

- for improvement  of
haemostasis

- as a tissue glue to promote
adhesion/sealing or as suture
support:

- in gastrointestinal
anastomoses

-in neurosurgery  where
contact with cerebro-spinal
fluid or dura mater can occur

- For mesh fixation in hernia
repair, as an alternative or
adjunct to sutures or staples.

Contraindications: TISSEEL Lyo
must not be applied intravascularly.
Hypersensitivity to the active
substances or to any of the
excipients. TISSEEL Lyo alone is
not indicated for the treatment of
active or spurting arterial or venous
bleeding which is not controlled by
conventional surgical techniques.
Side Effects: Hypersensitivity or
allergic reactions (which may include
angioedema, burning and stinging at
the application site, bradycardia,
bronchospasm,  chills, dyspnoea,
flushing, generalized urticaria,
headache,  hives,  hypotension,
lethargy, nausea, pruritus,
restlessness, tachycardia, tightness
of the chest, tingling, vomiting,
wheezing) may occur in rare cases in
patients treated with fibrin sealants /
haemostatics. In isolated cases,
these reactions have progressed to
severe anaphylaxis. Such reactions
may especially be seen, if the
preparation is applied repeatedly, or
administered to patients known to be
hypersensitive to aprotinin or any
other constituents of the product.
Even if a second treatment with
TISSEEL Lyo was well tolerated, a
subsequent  administration of
TISSEEL  Lyo or  systemic
administration of aprotinin may result
in severe anaphylactic reactions.

In the event of hypersensitivity
reactions the administration has to be
discontinued immediately.

Soft tissue injection of TISSEEL Lyo
carries the risk of an anaphylactoid
reaction and / or local tissue damage.
Reactions to antibodies against
components of fibrin sealant /
haemostatic products may occur
rarely.

Austria

Abygv"b Kiv thiZ cii|
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43.

Norma Chemicals Ltd
UK

Local agent:

Zas Corporation, Outer circular
Extention Road . Banglamotor .
Dhaka

Dubam Spray

Ethyl salicylate/glycol
salicylate/methyl nicotinate/methyl
salicylate

Symptomatic relief of
muscular aches and pains.
For external use only.

Contraindications: Do not use
when there is extensive damage
to the skin. Do not uses in the
skin  remain largely intact.

Side-effects: May produce local
irritation, numbness in the treated
area

UK

New

ciqRb 1bB 1eaiq Avte™b
bigAy Kiv thiZ citi]

ciquRb 1hB reaiq
Aite™b bigAy Kivnj |
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Proposed Product for locally manufacture (Veterinary Products):

Annex-C

bs c ZKiiiKi big Jliai big 1 fRibiiK big 1bt~kby Contra-indication & Side- Status Ate bKiix | 1UKIbK'vj mie-Kigili mfui imxi3
effect (New Molecule/ c’E 64 zg mfi imx13
Existing) tidutiy
01. | Al-Madina Ammonioum Chloride 17.06 gm + Didecyl | It is wused to destroy | Contra-indication : N/A New fidaiYmn chivg | iiddiYmn civg
Pharmaceuticals Ltd. Dimethyl Benzyl Ammonium Chloride 7.80 | bacterial, virus, fungi, algae, | Side Effect : At high dosage Dc icthi Rb™ ejv $hiZ | DcTictbi Rb” ejy ]|
gm + Isopropanol 14.625 gm + | protozoa, mycoplasma and | is laying hens egg drop and ci|
Gluteraldehyde 10.725 gm + Pine Oil 2.0 gm | other microorganisms | in broilers growth inhibition
+ Propylene Glycol 0.10 gm100 ml Liquid including sopre. and polyneuritis can occur
Ammonioum Chloride INN 17.06 gm +
Didecyl Dimethyl Benzyl Ammonium Chloride
INN 7.80 gm + Isopropanol BP 14.625 gm +
Gluteraldehyde BP 10.725 gm + Pine Oil BP
2.0 gm + Propylene Glycol BP 0.10 gm100
ml
Antibacterial
02. | ACI Limited Doxycycline Hyclate 20.00g + Tylosin | For the prevention and | Contra-indications: Animal New tidiiYmn cyilg | fidiiYmn chig

Tartrate 10.00g + Colistin Sulphate
2.632g + Bromhexine HCI 0.50g +
Amantadine HCI 4.009/100 Powder (Vet)

(For veterinary use only)

Doxycycline Hyclate BP 20.00g + Tylosin
Tartrate BP 10.00g + Colistin Sulphate
BP2.632g + Bromhexine HCI BP 0.50g +
Amantadine HCI BP 4.009/100

Antibiotic

treatment of respiratory,
CRD & gastrointestinal tract
infection of large Animal &
Poultry caused by
Mycoplasma,  Pasteurella,
Streptococcus, Hemophilus,
Rickettsia, Camphylobacter,
Staphylococcus, Bordetilla,
Salmonella, Clamydia etc
and control of Avian
Influenza in Poultry.

hypersensitivity to Enramycin
or any other ingredient of the
product. Concurrent
administration of penicillin’s,
Cephalosporin’s, &
Quinolones is
contraindicated.

Adverse Effects: Diarrhoea
may occur in some cases.
Discoloration of teeth in
young animals.

Dc wctbi Rb™ ejv thiz
citi|

Dc vcibi Rb" ejvae|




03 | ACI Limited Colistin  Sulphate 0.4g + Neomycin | Early chick's mortality, CRD, | Contra-indications: New fidwiYmn o chiwg | fiddiYmn ching
Sulphate  7.00g + Clortetracycline HCI | CCRD, ~ Fowl  Cholera, | Hypersensitivity to any of the Dc icthi Rb™ ejv $hiZ | DcTictbi Rb” ejy |
8.009/100g Powder (Vet) (B:act(;,;rial en(t:erli'tiz, '"Blge ingredlients. Ar(]jministration to cri|

: omb, oli-bacillosis, | animals with a serious
(For Veterinary use only) Synovitis, Septicemia and | impaired renal function and/or
Colistin Sulphate BP 0.4g + Neomycin Omphalis ggguncuon' Effects:
Sulphate BP 7.00g + Clortetracycline HCI Hypersensitivity reactions
BP 8.009/100g
Antibiotic

04. | ACI Limited Erythromycin 5.0 gm+ Colistin Sulphate | Mainly  effective  against | Contra-indications: New fidaiYmn —cyig | fidaiYmn cyig
0.25gm + Bromhexine HCl 0.375g/100gm | Mycoplasma  gallisepticum, | Hypersensitivity to any of the Dc wclbi Rb™ ejv thiZ | DcTictbi Rb” ejiz=|
Powder (Vet) E. Coli, infectious Coryza, | ingredients. cri|

Infectious  sinusitis  and | Side Effects:
: synovitis in chicken, Hypersensitivity reactions
(For veterinary use only) Very effective in therapy of
chronic respiratory disease
Erythromycin  Thiocyanate BP 5.403g (CRD) ”
(eqv. to 5q Enyth - C.I' .2 | Effective in stress condltlpns
qu. g Erythromycin) Olistin| 4ot vaccination,
Sulphate BP 0259 (EqV to 5,000,000IU debeaklng, transporting’
Colitin Sulphate) + Bromhexine rehousing, Changes in feed
Hydrochloride BP 0.375¢/100g and weather.
Antibiotic

05. | Acme Laboratories Ltd. | Lincomycin 22.200 gm + Spectinomycin 44.400 | The combination of | Contraindication: Lincomycin New USFDA Abygv™b Kiv thiZ cii] Abygib Kivnj |

gm/100 gm Water Soluble Powder (WSP) Lincomycin and |and  Spectinomycin s

[For Veterinary Use Only

Lincomycin Hydrochloride USP 25.177gm eq.
to Lincomycin 22.200gm + Spectinomycin
Sulphate Tetrahydrate BP 67.100gm eq. to
44.40gm Spectinomycin /100gm

Antibiotic

Spectinomycin ~ WSP  is
indicated for the treatment of
diseases caused by micro-

organisms  susceptible to
Lincomycin and
Spectinomycin.

Poultry: Treatment of chronic
respiratory diseases (CRD)
caused by  Mycoplasma

contraindicated in  animals
known to have hypersensitivity
to Lincomycin and/or
Spectinomycin or any of its
components. It should not
administer to animals with a
serious impaired renal function.
It should not use in layers
producing eggs for human
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infections as well as any
infection due to E. coli
bacteria sensitive to

Lincomycin and
Spectinomycin.
Pigs: Gastrointestinal

diseases (e.g. swine
dysentery caused by
Treponema (Spirochates,
Vibrio) spp., bacterial enteritis
as well as complications
caused by Escherichia coli,
Salmonella spp.,
Streptococcus and
Staphylococcus, inflammation
in the joints (infectious
arthritis caused by
Streptococcus,

Staphylococcus and
Mycoplasma).

consumption.

Side effects: Hypersensitivity
reactions may occur.

Bridge
Pharmaceuticals Ltd.

(Levofloxacin 10gm + Colistin 1.5gm +
Lactic Acid 32ml + Acetic Acid 11.5ml)/
100ml Oral Solution

Levofloxacin Hemihydrate USP
10.2492gm eq. to 10gm Levofloxacin +
Colistin Sulphate BP 1.6243gm eq. to
1.5gm Colistin + Lactic Acid BP 32 ml+
Acetic Acid 11.5ml/ 100ml

Antibiotic

Levofloxacin is a third
generation
fluoroquinolone antibiotic.
Itis twice as active as it's
isomer ofloxacin, effective
against number of Gram-
positive, Gram-negative
and specifically effective
against the organisms
that cause atypical
pneumonia. Levofloxacin
is one of the so called
respiratory quinilones.
Levofloxacin is to be

Contraindication: None

Side-effect: There have been
no reports of custaneous drug
reaction resulting from
fluoroquinolones usage in the
veterianary.

New

fiddiYmn ciyg
Dc wctbi Rb™ ejv thiz
citi|

tiddiYmn chivg
Dc vcibi Rb" ejvae|
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considered a drug of last
resort when all other
antibiotics have failed. To
control Gram-Positive,
GHram-Negative bacteria
and most spp. of
mycoplasma. It controls
infections effectively
against drug resistant
bacteria causing severe
infections like CRD,
CCRD, Callisepticaemia,
Salmonellosis, infections
coryza, Fowl cholera,
Necrotic Enteritis,
Gangrenous Dermatitis,
Non Specific & Secondary
bacterial infections during
viral diseases etc.

It is a ideal combination
for controlling E-coll as
both fluoroquinolone and
colistin sulphate are
highly effective against E-
coll and approach E.Coli
in two ways, i.e.
fluoroquinolone
systemically and colistin
through out.

Acme Laboratories Ltd.

Tylvalosin 62.50gm/100gm Water Soluble
Powder (WSP)

(For Veterinary Use Only)

Tylvalosin Tartrate INN 71.500 g eq. to
62.50gm Tylvalosin)/ 100gm

Poultry
Tylvalosin is indicated for the

prevention and treatment of
Mycoplasmosis and necrotic
enteritis, enteritis resulting in
wet litter syndrome and
cholangio- hepatitis in
chickens, replacement pullets

Contraindication: Animals
hypersensitive to
Tylvalosin are
contraindicated.

Side effects: No adverse reactions
related to the drug were observed

New

USFDA

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |
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Antibiotics

and turkeys. It is also effective
against diseases caused by
Ornithobacterium
rhinotracheale
poultry.

Swine
Tylvalosin is indicated for the
treatment and prevention of
Swine Enzootic Pneumonia,
lleitis  (Porcine  Proliferative
Enteropathy and  Swine
Dysentery). Tylvalosin is also
active against colitis in pigs.

(ORT)  of

during clinical or target animal
safety trials.

8. | Acme Laboratories Ltd. | Ceftiofur 0.500gm/Vial Powder for Injection | Cattle Contraindication: 1 gmivial Injection | USFDA | Ab$gv"b Kiv thiZ citi] Absgvb Kivnj |
(PFI) Indicated for the treatment of | Contraindicated in  animals
bovine  respiratory  disease previously found to  be
(shipping ~ fever,  pneumonia) .
(For Veterinary Use Only) associated  with  Mannheimia | NyPersensitive to the drug.
haemolytica, Pasteurella multocida
- . . and Histophilus somni. It is also | Side effects: The use of
Ceftiofur - Sodium  Sterile POWder, INN indicated for the treatment of acute | Ceftiofur may result in some
0.532mg eq. to 0.500gm Ceftiofur/ Vial bovine interdigital necrobacilosis | signs  of immediate  and
(foot ~ ot = pododamalits) | yonglent Jocal pain to the
Antibiotics associated with  Fusobacterium imal s f five d
necrophorum and  Bacteroides animal. Results rom afive day
melaninogenicus. tolerance study in normal
Day-old Chicks feeder calves indicated that
Indicated for the control of early | formulated Ceftiofur was well
mortality, associated with E. coli tolerated at 25 times.
organism susceptible to Ceftiofur,
in day-old chicks.
09. | Acme Laboratories Ltd. | Gamithromycin 1.50gm/10ml Injection Vial Gamithromycin is indicated | Contraindication: New Molecule USFDA Abygi™b Kiv thiZ cifi| Absgr'b Kivnj|

[For Veterinary Use Only]
Gamithromycin INN 1.50gm/10 ml Vial

Antibiotics

for the treatment of bovine
respiratory disease (BRD)
associated with Mannheimia
haemolytica, Pasteurella
multocida, Histophilus somni
and Mycoplasma bovis in
beef and non-lactating dairy
cattle. Gamithromycin is also
indicated for the control of

Gamithromycin  Injection s
contraindicated in  animals
known to have hypersensitivity
to the drug or any of its
components.

Side effects: Transient animal
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respiratory disease in beef
and non-lactating dairy cattle
at high risk of developing
BRD associated with
Mannheimia haemolytica and
Pasteurella multocida.

discomfort and mild to
moderate injection site swelling
may be seen in cattle treated
with Gamithromycin.

10. | Acme Laboratories Ltd. | Gamithromycin 4.50gm/30ml Injection Vial Gamithromycin is indicated for | Contraindication: New Molecule USFDA Absgv™b Kiv thiZ cii| Abygib Kivnj |
the treatment of bovine | Gamithromycin  Injection s
[For Veterinary Use Only] respiratory  disease  (BRD) | contraindicated in  animals
associated with Mannheimia | known to have hypersensitivity
Gamithromycin INN 4.50gm/30m| Vial haemolytica, Pasteurella | to the drug or any of its
multocida, Histophilus somni | components.
Antibiotics and Mycoplasma bovis in beef
and non-lactating dairy cattle. | Side effects: Transient animal
Gamithromycin is also | discomfort and mild to moderate
indicated for the control of | injection site swelling may be
respiratory disease in beef and | seen  cattle  treated  with
non-lactating dairy cattle at | Gamithromycin.
high risk of developing BRD
associated with Mannheimia
haemolytica and Pasteurella
multocida.
11. | Acme Laboratories Ltd. | Menbutone (Genabilic Acid) 1.0 gm/10 ml | Menbutone is indicated in | Contraindication: Menbutone | New Molecule Veterinary | Abjgi b Kiv thiZ cifi] Abygib Kivnj |
Injection Vial situations where stimulation of | Injection is contraindicated in Formulary,
digestive secretions is required | animals  known to  have 5th Edition,
[For Veterinary Use Only] such as: hypersensitivity to the drug or P: 328

Menbutone (Genabilic Acid) INN 1.0 gm/10 ml
Vial

Choleretic agent

Cattle: Indigestion, toxemia,
ketosis, anorexia, liver and
pancreatic insufficiency.

Pigs: Indigestion, anorexia,
poisoning, liver and pancreatic
insufficiency.

any of its components. It should
not administer to animals with
cardiac disorders, hyperthermia
or blockage in the bile ducts.
Menbutone Injection should not
administer to cats in any case.

Side effects: After intravenous
administration, salivation,
lachrymosity, tremors,
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spontaneous  urination  and
defecation may occur.
After intramuscular

administration, reaction at the

injection site (oedema,
haemorrhage, necrosis) may
oceur.
12. | Acme Laboratories Ltd. | Menbutone (Genabilic Acid) 3 g/30 ml Injection | Menbutone is indicated in | Contraindication: New Molecule Veterinary | Abygi™b Kiv thiZ citi| Abygib Kivnj |
Vial situations where stimulation | Hypersensitivity to Formulary,
of digestive secretions is | Bromhexine. Animal with an 5th Edition,
[For Veterinary Use Only] required such as: impaired liver function. P: 328
Cattle: Indigestion, toxemia, | Side effects: No undesirable
Menbutone (Genabilic Acid) INN 3 g/30 ml Vial | ketosis, anorexia, liver and | effects are to be expected
pancreatic insufficiency. when the prescribed dosage
Choleretic agent Pigs: Indigestion, anorexia, | regimen is followed.
poisoning, liver and
pancreatic insufficiency.
13. | Acme Laboratories Ltd. | Bromhexine HCI 100mg Bolus Respiratory disease where | Contraindication: 10 mg/gm Powder | Veterinary | Ab$gv™b Kiv thiZ citi| Abygib Kivnj |
excess tenacious mucus is | Hypersensitivity to Formulary,
(For Veterinary Use Only) present. Bromhexine. Animal with an 5th Edition,
impaired liver function. P: 355-356
Bromhexine HCI BP 100mg Side effects: No undesirable
effects are to be expected
Expectorant when the prescribed dosage
regimen is followed.
14. | Acme Laboratories Ltd. | Bromhexine HCI 0.08gm/100ml Oral Solution | Respiratory disease where | Contraindication: 10 mg/gm Powder | Veterinary Abygv™b Kiv thiZ cii | Abygib Kivnj |
excess tenacious mucus is | Hypersensitivity to Formulary,
(For Veterinary Use Only) present. Bromhexine. Animal with an 5th Edition,
impaired liver function. P: 355-356
Bromhexine HCI BP 0.08gm/100m| Side effects: No undesirable
effects are to be expected
Expectorant when the prescribed dosage
regimen is followed.
15. | Al-Madina Zinc Bolus Treatment of Zinc deficiency. | Contraindication: Known case of fidviiYmn ciivg | fidiiYmn clig

Pharmaceuticals Ltd.

Zinc Sulphate Monohydrate USP 552mg eq.
to elemental Zinc 200mg

Mineral

Recurrent respiratory tract
infections, diarrhea, loss of
appetite, severe growth
retardation.

hypersensitivity to zinc or zinc
product.

Side- Effect: Mild side-effects
have been observed with zinc
therapy, such as abdominal pain
and dyspepsia, gastric Ulcer,

Dc ictbi Rb™ ejv thiz
citi|

Dc vcibi Rb" ejvae|
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pancreatitis,

16. | Al-Madina Zinc Sulphate Monohydrate 2.0gm/100ml Treatment of Zinc Contraindication: No | 500 ml & 1000 Abygi™b Kiv thiZ cifi| Absgr'b Kivnj|
Pharmaceuticals Ltd. Liquid deficiency. Quick growth of | recognized side effect is ml Liquid
Bone, to avoid bony identified in recommended
Zinc Sulphate Monohydrate BP 2gm/100ml| deformities, quick weight dose.
gain, increase egg
Mineral production and fertility, Side effect: It has no side
increase immunity effect at recommended dose.
development of birds,
secondary treatment in
case diarrhea.
17. | Square Pharmaceuticals | Calcium 2.14gm/100ml Injection use in cattle as an aid in | Contra-indication: New Calcium Absgv™b Kiv thiZ cii| Ab$gv™b Kivnj |
Ltd. (Agrovet Division), treating uncomplicated milk | Calcium Gluconate Injection Gluconate
a4 Calcium Gluconate USP 23.00gm eq. fo | fever (parturent paresis) ﬁyggg;ii;givcgtfg n yagmlz 23% Soluton
2.14gm Calcium/100ml active ingredients. Nova- Tech,
. . Inc.
Electrolyte Supliment S'de. . effect. Nausga, Grandland,
vomiting, anorexia, USA
abdominal  pain, muscle
weakness
18. | Al-Madina Zinc Sulphate Monohydrate 20.00 mg + Treatment of Zinc deficiency. | Contraindication: It is| 500 ml& 1000 Abygi"b Kiv thiZ citi| Abygr'b Kivnj|
Pharmaceuticals Ltd. Thiamine HCI 5.0mg + Riboflavin Sodium-5 Recurrent  respiratory  tract | contraindicated for the birds ml
Phosphate 1.50 mg + Pyridoxine HC infections, diarrhea, loss of | hypersensitive to any of its Liquid
8.0mg + Nicotinamide 4.0| appetite,  severe  growth | contents. _
mg/ml Oral Liquid ;etardqnon, deformeq b_one Side effect: It has no side effect
ormation, impaired | at recommended dose.
Zinc Sulphate Monohydrate BP 20.00 mg + immunological status
Thiamine HCI BP 5.0mg + Riboflavin Sodium-5
Phosphate BP 1.50 mg + Pyridoxine HCI BP
8.0mg + Nicotinamide BP
4.0 mg/ml
Minerals+ Vitamin
19. | Al-Madina Sodium Chloride 26.6 gm + Sodium For the treatment of water and | Side effect: It has no side effect | 500.0 gm & 1.0 Abjgv™b Kiv thiZ citi| Abigi b Kivnj |
Pharmaceuticals Ltd. Bicarbonate 50 gm + Dextrose Anhydrous 18 electrolytes imbalance as in at recommended dose kg powder

gm + Potassium Chloride 5 gm + Vitamin A
Acetate 0.40 gm/100 gm Powder

Cholera,gastroenteriis,
diarrhoeas, water & electrolytes
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Sodium Chloride BP 26.6 gm + Sodium
Bicarbonate BP 50 gm + Dextrose
Anhydrous BP 18gm + Potassium Chloride
BP 5gm + Vitamin A Acetate BP
0.40gm/100 gm

Minerals+ Vitamin

loss, fever,hyperventilation,
white bowel in animals

20. | Al-Madina Acetyl Salicylic Acid In Broilers, prevents of heart | Contraindications: Thereis | 100 gm & 500 Abygi™b Kiv thiZ cifi| Absgr'b Kivnj|
Pharmaceuticals Ltd. 6.70 gm + Vitamin C 20 gm/100 gm Powder | stock, counters heat stress | no contraindication to the gm &1 kg
mortality, improves growth | administration of Acetyl
Acetyl Salicylic Acid performanance, enhances | salicylic acid
BP 6.70 gm + Vitamin C USP 20 gm/100 gm | disease resistance, and
relieves pain in | Side-Effects: It has no side
NSAID inflammation. effect at recommended dose.
In case of breeders and
layers, protect from heat
stress, increase of egg
production, improves egg
shellquality, restore fertility
and hatchability, and
enhances disease
resistance
21. | Al-Madina Vitamin -C 2.0 gm + Glucose 98.0 gm/100 Supplement of Vitamin C & | Contraindications: There is | 100 gm & 500 Abygi™b Kiv thiZ cifi| Absgr'b Kivnj|
Pharmaceuticals Ltd. gm Powder glucose deficiency, | no contraindication to the gm powder
Prevention and treatment of | administration of vitamin-c.
Vitamin -C BP 2.0 gm + Glucose BP 98.0 scurvey, Adjunct in the | Side-Effects: Generally
gm/100 gm treatment  of  wounds, | ascorbic acid is  well
infections, trauma, fractures, | tolerated. However, few side-
Vitamin burns, cold  exposure, | effects including stomach
stress, infertility, develop | upset, diarrhea, mouth sores.
Hatching
22. | Al-Madina Vitamin E Acetate 10.0gm + Sodium Selenite | Vitamin E is indicated in the | Contrainctiontera: ~ Known | 100 ml, 500ml & Abjgi™b Kiv thiZ citi] Abygr'b Kivnj |
Pharmaceuticals Ltd. 0.05gm/100ml Liquid treatment  &prevention of | hypersensivity to vitamin-E. | 1.0 Liquid

Vitamin E Acetate BP 10.0gm + Sodium
Selenite BP 0.05gm/100ml

vitamin ~ E  deficiencyin
various  conditions.  To
increase the growth &

Side-Effect:  Vitamin-E is
usually well tolerated. Large
doses may cause
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productivity of poultry. diarrhea,abdominal pain
Vitamin &othergastro-
intestinaldisturbances.
23. | Al-Madina Vitamin - C Supplement of Vitamin C | Contraindications: There is | 100 gm & 500 Abygi™b Kiv thiZ cifi| Absgr'b Kivnj|
Pharmaceuticals Ltd. (Ascorhic Acid ) BP deficiency. Helps to recover | no contraindication to the gm
1000 mg Powder from stress conditions like | administration of vitamin - c.
heat stress, transport stress,
Vitamin - C vaccination stress, | Side-Effects: No recognized
(Ascorbic Acid ) BP debeaking stress, stress in | side effect is identified in
1000 mg different diseased | recommended dose.
Vitamin conditions. Increases
immunity of the body. Helps
to produce steroid hormone
24. | Al-Madina Ascorbic Acid 0.50 gm + Riboflavin Sodium- | Curl Toe Paralysis, | Contraindications: It is | 100 gm & 500gm Abygi™b Kiv thiZ cifi| Absgr'b Kivnj|
Pharmaceuticals Ltd. 5 Phosphate 0.40gm Dermatitis, Diarrhea. Al | contraindicated for the birds powder
+Thiamine HCI| 0.20 gm+ Pyridoxine HCI types of stress like heat | hypersensitive to any of its
0.150 gm + Nicotinamide 0.75gm + stress, adverse | contents.
Calcium D environmental  conditions, | Side effect : It has no side
Pantothenate 0.45 gm + Vitamin B12 (0.1 %) | transportation, shed | effect at recommended dose.
0.001gm + Folic Acid 0.025 gm + Biotin (2%) | changing, ~ overcrowding, | But mega-doses of vitamin C
0.0015gm/100gm Powder culling, vaccination, | may cause diarrhea,
antibiotics and anthelmintic | abdominal bloating, iron-over
Ascorbic Acid BP 0.50 gm + Riboflavin use etc. To prevent thin- | absorption.
Sodium-5 Phosphate BP | shelled egg formation
0.40gm +Thiamine HCI BP 0.20 gm+
Pyridoxine HCI BP 0.150 gm + Nicotinamide
BP 0.75gm + Calcium D
Pantothenate BP 0.45 gm + Vitamin B2 0.1
% BP 0.001gm + Folic Acid BP 0.025 gm +
Biotin 2% BP 0.0015gm/100gm
Vitamin
25. | Al-Madina Thiamine Hydrochloride 6.0 gm+ Riboflavin It helps to make over the | Contraindications: naphylactic | 100 gm & 500 Abygi"b Kiv thiZ citi| Abygr b Kivnj |

Pharmaceuticals Ltd.

deficiency of Thiamine

reaction, with levodopa.
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1.10 gm + Pyridoxine Hydrochloride 0.61 Hydrochloride, Riboflavin gm
gm/100 gm Powder and Pyridoxine Side effect: It has no side effect
Hydrochloride like diarrhea, | at recommended dose.
Thiamine Hydrochloride BP 6.0 gm+ Riboflavin| Curl Toe Paralysis, loss of
BP 1.10 gm + Pyridoxine Hydrochloride BP gppet:_te, lame,  increase
0.61 gm/100 gm igestive power.
Vitamin
26. | Acme Laboratories Ltd. | Zilpaterol Hydrochloride 4.800 g + For increased rate of weight | Contraindication: New Molecule USFDA Abygv™b Kiv thiZ cii | Abjgv™b Kivnj |
Melengestrol Acetate 0.110gm/100gm Water | gain, improved feed efficiency, | Contraindicated in animals
Soluble Powder (WSP) increased  carcass leanness, | known to have hypersensitivity
and suppression of estrus | to  Zilpaterol Hydrochloride
[For Veterinary Use Only] (heat) in heifers fed in | andjor Melengestrol Acetate or
confinement  for  slaughter | any of the components of the
Zilpaterol Hydrochloride INN 4.800 g + ?::(?g the last 2010 40 days 0N | proct,
Melengestrol Acetate USP 0.110 g/100 gm _ ,
Side effects: No undesirable
effects have been found at
recommended doses.
27. | Al-Madina Ammonium Bicarbonate BP 25.0 gm + Inappetance, indigestion, | Contraindications: N/A 20 gm,500gm Abjgi™b Kiv thiZ citi] Abgr™b Kivnj |
Pharmaceuticals Ltd. Nuxvomica BP 7.0 gm + Sodium Bicarbonate | gastritis, bloat or tympany of | Side effect : N/A powder

BP 65.0 gm + Gentian Powder BP 1.5 gm +
Ginger Powder BP 1.5 gm/100 gm powder

Ammonium Bicarbonate BP 250 gm +
Nuxvomica BP 7.0 gm + Sodium
Bicarbonate BP 65.0 gm + Gentian Powder
BP 1.5gm + Ginger Powder BP 1.5 gm

animals.
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Proposed Product for Import (Veterinary):

Annex-D

bs | ¢ ZKuiiKi big Jliai bug 1 tRibiiK byg 1bt~kby Contraindication & FSCICPP Status HUKIbK vj mie-KigiUi mfui imxi3
Side-effect (New 64 Zg mfvi imxi$
Molecule/
Existing)
1. Manufacturer: Merck Saude | Ivomec Super Injection For the treatment and control of | Contraindications: This product is Brazil New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
Animal Ltda., Brazil Gastrointestinal roundworms, | not to be used intramuscularly or USFDA
Ivermectin In House 1gm + Clorsulon | lungworms, adult Liver fluke, | intravenously.
Owner/Distributor.: In House 10gm/100ml eyeworm, warbles, mites and lice of | IVOMEC Super Injection for Cattle is
MERIAL Ltd., Georgia beef and non-lacting dairy cattle. a low-volume product registered for
Anthelmintic use in cattle. It should not be used in
(Advance Animal Science other species as severe adverse
Co. Ltd.; 2/10 Block-B, reactions, including fatalities in dogs,
Lalmatia, Dhaka-1207) may occur.
Side effects: Transitory discomfort
has been observed in some cattle
following subcutaneous
administration. A low incidence of soft
tissue swelling at the injection site
has been observed. These reactions
disappeared without treatment.
2. Manufacturer: Merck Sharpe | Heartgard®Plus Chewable Tablet For use in dogs to prevent canine | Contraindications: None Brazil New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
and Dohme de Puerto Rico heartworm disease by eliminating | Adverse Reaction: In clinical field USFDA

Inc., USA

Owner/Distributor.: MERIAL
Ltd., Georgia

(Advance Animal Science
Co. Ltd.; 2/10 Block-B,
Lalmatia, Dhaka-1207)

Ivermectin 68mcg + Pyrantel
Pamoate 57mg

Anthelmintic

the tissue stage of heartworm larvae
(Dirofilaria immitis) for a month (30
days) after infection and for the
treatment and control of ascarids

(Toxocara  canis,  Toxascaris
leonina) and hookworms
(Ancylostoma caninum, Uncinaria
stenocephala, Ancylostoma
braziliense).

trials with Heartgard Plus, vomiting or
diarrhea within 24 hours of dosing
was rarely observed (1.1% of
administered doses). The following
adverse reactions have been
reported following the use of
HEARTGARD: Depression/lethargy,
vomiting, anorexia, diarrhea,
mydriasis, ataxia, staggering,
convulsions and hypersalivation.




Manufacturer: Tia-Forte sol For the prevention and treatment of | Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., disease caused by pathogens -None

Old Address: Tiamulin Hydrogen Fumarate 125gm | susceptible to Tiamulin. Side-effect

254-10,Dugok-rl, Shinam- [Litre Chicken : Prevention and treatment | -Redness of the skin

myeon,Yeasan-gum, of Chronic respiratory disease(CRD) | -Salivation

Choongchungnam-do, Antibacterial and Arthritis. -vomiting

Korea. Swine : Prevention and treatment of | -CNS depression ( For Pigs)

New Address: pneumonia, Swine dysentery, Withdraw Period:7 days

235-18,Chusa-ro, Proliferative ileitis And Arthritis

Choongchungnam-do,

Korea.

Importer:

M/S Pharma & Firm

3/2, City Heart Building, 67,

Naya Paltan, Dhaka-1000.

Manufacturer: Flotec 200 sol For the treatment of diseases Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., caused by pathogens susceptible to | -None

Old Address: Each L Contains, Florfenicol. Side-effect

254-10,Dugok-rl, Shinam- Florfenicol. ..........cccccoiuene. 200g -Poultry : Salmonellosis and -None

myeon,Yeasan-gum,
Choongchungnam-do,
Korea.

New Address:
235-18,Chusa-ro,
Choongchungnam-do,
Korea.

Importer:

M/S Pharma & Firm

3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.

Antibacterials

Colibacillosis.

-Swine : Respiratory disease
caused by Actinobacillus
pleuropneurnonia, Pasteurella
multocida and Mycoplasma
hyopneumoniae, Streptococcosis
and Salmonellosis.

Withdrawal Period-
Swine 16 days, Poultry-5 days
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Choong Ang Biotech Co., | Cefalexin Hydrate, Colistin Sulfate Poultry: Cefaxosil is highly effective | Contraindication : Korea New Abygv™b Kiv thiZ cii | Abygr'b Kivnj |
Ltd., Korea active against infections caused by | Cefalexin is contraindicated in
Cefalexin Hydrate Gram positive and Gram negative | patients with known allergy to the
Locan agent: SHAMIM | 100 gm + Colistin Sulfate - | Bacteria and Mycoplasma. cephalosporins group of antibiotics.
PHARMA 250,000000 [U/kg Cefaxosil is indicated for treatment | Cefalexin should be given cautiously
112/A, 3 Floor, Senpara of Enteritis, Colibacillosis, | to  patients who have shown
Parbata, Mirpur 10, Antibiotic Salmonellosis, Prevention of early | hypersensitivity to other drugs.
Dhaka-1216, Bangladesh Chick mortality, Chronic respiratory | Cefalexin is contraindicated in
disease (CRD), Fowl Typhoid, | patients with acute porphyria.
Infectious coryza. Colistin act synergistically when
Cattle, Foal, Sheep, Goat: For the | combined with potentiated
treatment of following diseases | sulfonamides, tetracyclines, and
Enteritis, Bacterial Pneumonia, | some other antibacterials; they also
Colibacillosis, Salmonellosis. reduce the activity of endotoxins in
body fluids and may be beneficial in
endotoxemia.
Side effects:
The most common adverse effects of
Cefalexin, like other oral
Cephalosporins, are gastrointestinal
(stomach area) disturbances and
hypersensitivity reactions.
Gastrointestinal disturbances include
nausea, vomiting, and diarrhea.
Colistin; The main toxicities described
with intravenous treatment are
nephrotoxicity —(damage to the
kidneys) and neurotoxicity (damage
to the nerves), but this may reflect the
very high doses given.
Choong Ang Biotech Co., | Amoxicilin Hydrate, Erythromycin | Poultry: Ery Moxol is highly | Contraindication: A history of Korea New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |

Ltd., Korea

Thiocyanate, Colistin Sulfate

effective active against infections
caused by Gram positive and Gram

allergic reaction to any of the
penicillins is a contraindication. B-
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Local  Agent: NEON
PHARMA
184 (2d Floor), Arambagh,

Motijheel
Dhaka-1000,

Amoxicillin ~ Hydrate  100gm  +
Erythromycin Thiocyanate 50gm +
Colistin Sulfate 10,000,000 1U/kg

Antibiotic

negative Bacteria and Mycoplasma.
Ery Moxol is indicated for treatment
of  Colibacillosis, Salmonellosis,
Mycoplasmosis, Chronic respiratory
disease (CRD), Infectious coryza,
Streptococcosis,  Staphylococcosis
in poultry.

Cattle, Foal, Sheep, Goat: For the
treatment of following diseases
Bacterial Pneumonia, Colibacillosis,
Salmonellosis.

lactams in general interact chemically
with the aminoglycosides and should
not be mixed in vitro.

Macrolide preparations for parenteral
administration are incompatible with
many other pharmaceutical
preparations.  Erythromycin  and
troleandomycin  are  microsomal
enzyme inhibitors that depress the
metabolism of some drugs.

Colistin act synergistically when
combined with potentiated
sulfonamides, tetracyclines, and
some other antibacterials; they also
reduce the activity of endotoxins in
body fluids and may be beneficial in
endotoxemia.

Side effects: Amoxicillin is similar to
those for other B-lactam antibiotics,
including nausea, vomiting, rashes,
and antibiotic-associated  colitis.
Loose bowel movements (diarrhea)
may also occur.

Erythromycin ~ estolate may be
hepatotoxic and cause cholestasis; it
may also induce vomiting and
diarrhea, particularly when high
doses are administered.

Colistin; The main toxicities described
with intravenous treatment are
nephrotoxicity —(damage to the
kidneys) and neurotoxicity (damage
to the nerves), but this may reflect the
very high doses given.

Choong Ang Biotech Co.,
Ltd., Korea

Local  Agent: NEON
PHARMA
184 (2 Floor), Arambagh,

Egg and Chick Tonic

Each kg contains:

Oxytetracyclin - HCl 55,000 gm+
Vitamin A- 6,500,000 IU, Vitamin Ds-
1,200,000 U, Vitamin E- 2,500 IU,

Poultry: Helps on stress condition
(stress of movement, rehousing,
vaccination and change of feed). To
improve  feed utilization  and
absorption of nutrients. To increase
egg production. To improve egg

Contraindication:

Methoxyflurane anesthesia combined
with tetracycline therapy may be
nephrotoxic. The tetracyclines are
less active in alkaline urine, and urine
acidification can increase their

Korea

New

Abygr™b Kiv thiZ cii|

Absgrb Kivnj |
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Motijheel
Dhaka-1000,

Vitamin Ks- 1,000 mg, Vitamin Ba- 400
mg, Vitamin Bz- 3,000 mg, Vitamin Be.
1,000 mg, Vitamin B1- 3 mg, Calcium
D pantothenate- 5,000 mg, Folic acid-
200 mg, Nicotinic acid- 6,000 mg, DL-
Methionie- 16,000 mg, Glucose- g.s.

Antibiotic

shell quality and carcass quality.
Prevent and reduce Early chicks
mortality and ensure healthy growth.

antimicrobial efficacy. The
tetracyclines are also potentially
nephrotoxic and are contraindicated
(except for doxycycline) in renal
insufficiency.

Except the higher dosages, Vitamin,
Minerals and Amino acids has no
notable contra-indication.

Side effects:

Because several diverse effects may
result from the administration of the
tetracyclines, caution should be
exercised. Severe and even fatal
diarrhea can occur in horses
receiving tetracyclines, especially if
the animals are severely stressed or
critically ill.

In large doses, some vitamins have
documented side-effects that tend to
be more severe with a larger dosage.
At high enough dosages, some
vitamins cause side-effects such as
nausea, diarrhea, and vomiting.

Eagle Vet. Tech Co., Ltd. Marbores 10% Inj. Treatment of cattle for respiratory Contraindication: Do not use for korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
Korea Injectable solution disease and acute mastitis caused animals having hepatic & renal
(ACI Ltd.) 20ml, 50ml, 200ml, 200ml & 250ml by bacteria which is susceptible to impairment.
Marbofloxacin — Pasteurella
Marbofloxacine 100mg/ml multocida, Pasteurella haemolytica, | Side Effect: Gastrointestinal
Mycoplasma bovis, E. coli Acute disorders, Central nervous system
Antibiotic mastitis. disorders may be appeared.
Ewhapharmtek Corp., Korea | Cephaxin 15% Water Soluble Powder | Cefalexin has a broad antibacterial | Contraindication: Cephalexin is korea Abygv b Kiv thiZ cii| Abygrb Kivnj |

(Fahat Trade International,
12/2 Purana Paltan Line,
Dhaka-1000

Cefalexin Hydrate150gm/1kg

Antibiotic

action against both gram and
negative  bacteria.Prevent early
chick mortality. Treatment of
Coryza, Fowl typhoid, Fowl cholera,
Bacillary white diarrhea and E.Coli.
To prevent of secondary infections
associated with viral diseases.

contraindicated in patients with
known allergy to cephalosporin
group of antibiotics

Side effect: Fever, Colitisanemia,
hemorrhage, renal dysfunction
and toxic nephropathy.
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10.

Ewhapharmtek Corp., Korea

(Fahat Trade International,
12/2 Purana Paltan Line,
Dhaka-1000

Sunflox 15% Oral Solution
Ciprofloxacin USP 150gm/Liter

Antibiotic

For the treatment of the diseases
caused by Mycoplasma,
Pasteurella, Haemophilus,
Staphylococcus, E. Coli, and
Salmonella that are sensitive to
Ciprofloxacin like CRD, CCRD,
Enteritis, Colibacillosis,
Salmonellosis,  Fowl  Cholera,
Infectious Coryza, and
Staphylococcosis.

Contraindications: Do not administer
to animals with hypersensitivity to the
preparation, as well as to animals
with their liver of kidneys affected,
during pregnancy period. Do not
combine with non steroidal anti-
inflammatory drug (NSAID),
macrolide antibiotics, and
tetracycline.

-Co administration of ciprofloxacin
with  other  drugs  primarily
metabolized by CYP1A2 result in
increased plasma concentrations of
these drugs and could lead to
clinically significant adverse events of
the co administered drug.
-Concomitant ~ administration ~ with
tizanidine is contraindicated.
-Ciprofloxacin is contraindicated in
persons  with a history  of
hypersensitivity to ciprofloxacin, any
member of the quinolone class of
antimicrobial agents, or any of the
product components.

-Local IV site reactions are more
frequent if the infusion time is
30minutes or less. These may appear
as local skin reactions that resolve
rapidly upon completion of the
infusion. Subsequent intravenous is
not contraindicated unless the
reactions recur or worsen.

Side effect: Don't administer to
animals with hypersensitivity to the
preparation, as well as to animals
with  their liver and kidney
affected,during pregnancy period.

korea

Abygv™b Kiv thiZ cii |

Absgrb Kivnj |

11.

Green Cross Veterinary
Products Co. Ltd., Korea

(ACI Ltd.)

Cipro 20% Solution
100ml, 500ml, 1L, 5L & 20L

Ciprofloxacin 200g /L

Treatment and of CRD, CCRD,
Colibacillosis, Salmonellosis, Fowl
cholera, Infectious Coryza,
Staphylococcosis of Poultry.

Contraindication: Do not use in
poultry producing eggs for human
consumption.

Side effect: Unknown.

KOREA

Abygr™b Kiv thiZ cii|

Absgrb Kivnj |
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Antibiotic

12. | Inter chemie Werken de Amprolin-300 WS Powder Amprolin-300 WS is indicated for | Contra-indications:  The use  of USA EUDRALEX | Abjgv"b KivthiZ citi| Abjgv™b Kivnj |
Adelaar B. V. coccidiosis caused by coccidia | amprolium is prohibited from a laying age Volume 4
The Netherlands susceptible to amprolium (Eimeria | onwards. Do not administer to poultry and

Amprolium HCI BP 300mg/gm spp.) or gastrointestinal infections | WNose €ggs are intended for human GMP+B1
for which it is therapeutically or consumption. - Do _ not - administer _ to
. I . S animals with impaired hepatic and/or
(Importer: Antibiotic prop_hylactlcally _mdlcz_ited t0 | renal functions. Do not administer to
administer - amprolium in  calves, | tyrkeys before the age of 8 to 10 weeks.,
C. P. Bangladesh Co., Ltd., goats, sheep and poultry. or animals with impaired liver and/or renal
House-28, Alaol Avenue, functions.

Sector-6, Uttara, Dhaka- Side-effect: Overdosage of amprolium
1230) can suppress weight gain in broilers and
cause polyneuritis. Long-term
administration of amprolium in high doses
may result in thiamine (vitamin B1)
deficiency in the host. To treat amprolium
overdose, thiamine should be

administered parenterally or orally.

13. | Inter chemie Werken de COLEXIL Oral Solution Colexil Oral solution is indicated for | Contra-indications: Hypersensitivity to | The Netherlands | EUDRALEX | Abjgv b Kiv thiZ cii| Abygr'b Kivnj |
Adelaar B. V. gastrointestinal, respiratory and | colistin and/or enrofloxacin or to any of Volume 4
The Netherlands Enrofloxacin 100mg + urinary tract infections caused by | he excipients. Administration to animals and

Colistin Sulphate 1,200,0001U/m colistin and enrofloxacin sensitive | “ith seriously impaired -renal and/or GMP+B1
micro-organisms like hepgtlc func_tlons. Cases of resistance
. I ~ | against quinolones and/or  colistin.
(Importer: Antibiotic Campylob_acter, E. coli, | administration to poultry producing eggs
Haemophilus, Mycoplasma, | for human consumption. Administration to
C. P. Bangladesh Co., Ltd.,; Pasteurella and Salmonella spp. in | pregnant  or  lactating  animals.
House-28, Alaol Avenue, poultry and swine. Administration  of Colexil Oral in
Sector-6, Uttara, Dhaka- subtherapeutic doses or for prevention.
1230) Side-effect: Al members of the
quinolone family of antibiotics have the
ability to cause articular lesions in young
animals. Digestive alterations may
appear, such as intestinal dyshiosis,
accumulation of gases, mild diarrhoea or
vommiting. Side-effects for quinolones
like rash and central nervous system
disturbance may occur. During a period of
rapid growth, enrofloxacin may affect joint
cartilage.

14. | Inter chemie Werken de NEMOVIT WS Powder Nemovit WS is a highly effective | Contra-indications: Hypersensitivity | The Netherlands | EUDRALEX | Abygv'b Kiv thiZ cii| Abygr'b Kivnj |
Adelaar B. V. combination  of  broad-spectrum | to tetracyclines or aminoglycocides. Volume 4
The Netherlands Neomycin Sulphate Ph.Eur. 40mg + | antibiotics and vitamins. The product | Administration to animals with a and

Oxytetracycline HCl USP 60mg + stimulates egg production, increases | seriously impaired renal and/or GMP+B1
Vitamin A, Retinol Acetate 7500 [U + | growth, improves feed conversion and | hepatic  function.  Concurrent
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(Importer:

C. P. Bangladesh Co., Ltd.,;
House-28, Alaol Avenue,
Sector-6, Uttara, Dhaka-
1230)

Cholecalciferol (Vitamin D3) 1500 IU +
a-tocopherol acetate (Vitamin E) 5.0
mg + Thiamine Hydrochloride (Vitamin
B1) Ph. Eur. 1 mg + Riboflavin (Vitamin
B2) Ph. Eur. 2 mg + Pyridoxine HCI
(Vitamin B6) Ph. Eur. 2mg +

Cyanocobalamin (Vitamin B12) Ph. Eur.

7.5 g + Ascorbic acid (Vitamin C) Ph.
Eur. 25 mg + Ca-pantothenate USP
7.5 mg + Menadione Sodium Bisulphite
(Vitamin K3) 5 mg + Nicotinamide
Ph.Eur. 15 mg + Folic Acid USP 0.3
mg + DL- Methionine Ph.Eur. 30 mg +
Lysine HCI USP 50mg/gm

Antibiotic

is used as a vitamin supplement
during periods of diseases and stress.
Gastrointestinal,  respiratory  and
urinary  infections  caused by
oxytetracycline and neomycin

sensitive  micro-organisms,  like
Bordetella, Campylobacter,
Chlamydia, E. coli, Haemophilus,

Klebsiella, Mycoplasma, Pasteurella,
Rickettsia, Salmonella,
Staphylococcus and  Streptococcus
spp. in calves, goats, sheep, poultry
and swine.

administration of bactericidal agents
like penicillins. Administration to
animals with an active microbial
digestion.

Side-effect:
reactions may occur.

Hypersensitivity

15.

Inter chemie Werken de
Adelaar B. V.
The Netherlands

(Importer:

C. P. Bangladesh Co., Ltd.,;
House-28, Alaol Avenue,
Sector-6, Uttara, Dhaka-
1230)

Aliseryl WS Powder

Erythromycin Thiocyanate 35mg +
Oxytetracycline HCI USP 50mg +
Streptomycin Sulphate Ph. Eur. 35mg +
Colistin Sulphate Ph. Eur. 200000lu+
Vitamin A, Retinol Acetate 3000 IU +
Cholecalciferol (Vitamin D3) 1500 IU +
a-tocopherol acetate (Vitamin E) 2.0
mg + Thiamine Hydrochloride (Vitamin
B1) Ph. Eur. 2.0mg + Riboflavin
(Vitamin B2) Ph. Eur. 4 mg +
Pyridoxine HCI Ph. Eur. 2 mg +
Cyanocobalamin Ph. Eur. 10pg +
Ascorbic acid Ph. Eur. 20 mg + Ca-
pantothenate USP 10mg + Menadione
Sodium Bisulphite 2.0mg +
Nicotinamide Ph.Eur. 20mg + Inositol

Aliseryl WS is a highly effective
combination  of  broad-spectrum
antibiotics and vitamins. The product
stimulates egg production, increases
growth, improves feed conversion and
is used as vitamin supplement during
periods of diseases and stress. It is
effective  against  gastrointestinal,
respiratory and urinary infections
caused by colistin, oxytetracycline,

erythromycin -~ and  streptomycin
sensitive  micro-organisms,  like
Bordetella, Campylobacter,

Chlamydia, E. coli, Haemophilus,
Klebsiella, Mycoplasma, Pasteurella,
Rickettsia, Salmonella,
Staphylococcus and  Streptococcus
spp. in calves, goats, sheep, poultry

Contra-indications: Hypersensitivity
to tetracyclines, macrolides, colistin
or aminoglycocides. Administration to
animals with a seriously impaired

renal and/or hepatic function.
Concurrent administration of
penicillins, cephalosporins,
quinolones and cycloserine.

Administration to animals with an
active microbial digestion.

Side Effects: No undesirable effects
are to be expected when the
prescribed dosage regimen s
followed.

The Netherland

EUDRALEX
Volume 4
and
GMP+B1

Abygv"b Kiv thiZ cii|

Absgrb Kivnj |
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1.0mg/gm and swine.
Antibiotic
16. | Laboratorios Calier, S.A., YODIMASPEN Cattle: Treatment of mastitis caused | Do not administer to animals SPAIN Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
Spain Powder and solvent for suspension by Streptococcus uberis, | presenting a hypersensitivity record
for injection (Vet) Streptococcus dysgalactiae, | to penicillin, cephalosporins and/or
(15 ml Vial) Streptococcus some of the excipients.
Local Agent: agalactiae and  Staphylococcus
Penethamate hydriodide 5.0gm/Vial aureus (non-betalactamase-
NEXUS Distriutor (Equivalent to 5.000.000 Ul of | producing bacteria) sensible to
Mymensingh benzylpenicillin) benzylpenicillin.
Antibiotic
17. | Manufacturer: Cipryl Power solution For the treatment of diease caused | Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., by parhogens (e.g., E. cali, -None
Old Address: Ciprofloxacin  100g + Salmonella spp., Haemophilus
254-10,Dugok-rl, Shinam- Bromhexine Hydrochloride 10g/Litre | paragallinarum, Mycoplasma spp.) Side-effect
myeon,Yeasan-gum, susceptible to Ciprofloxacin. -Gl stress(Vomiting, Anorexia)
Choongchungnam-do, Antibiotic -Chicken and Duck: Colibacillosis, -Headache, Dizziness, Sweating and
Korea. Enteritis, Salmonellosis, Chronic Skin rashes.
New Address: respiratory disease(CRD),
235-18,Chusa-ro, Complicated chronic respiratory Withdraw Period:10 days
Choongchungnam-do, diesase(CCRD) and Infectious
Korea. coryza.
Importer:
M/S Pharma & Firm
3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.
18. | Manufacturer: Hytil sol For the Treatment of the bacterial Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., diseases caused by the below -None
Old Address: Each L Contains: pathogens susceptible to Tilmicosin | Side-effect
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254-10,Dugok-rl, Shinam-
myeon,Yeasan-gum,
Choongchungnam-do,
Korea.

New Address:
235-18,Chusa-ro,
Choongchungnam-do,
Korea.

Importer:

M/S Pharma & Firm

3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.

Tilmicosin Phosphate 250g(Potency)

Antibiotic

Chicken: Mycoplasmosis
(Mycoplasma gallisepticum and
Mycoplassma synoviae)

Swine: Pasteurellosis (Pasteurella
multocida), Pleuropneumonia
(Actinobacillus pleuropneumoniae),
Mycoplasmal pneumonia
(Mycoplasma hyopneumoniae).

- Trimloss
- Edema
Withdrawal Period-10 days

19. | Manufacturer: FTD injection For the treatment of diseases | Contraindication: None Korea New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., caused by pathogens sensitive to
Old Address: Each mL Contains, Florfenico and Tylosin. Side-effect : None
254-10,Dugok-rl, Shinam- Florfenicol.............. 50 mg -Swine : Respiratory disease like
myeon,Yeasan-gum, Tylosin Tartrate....25 mg (Activity) pneumonia and bronchitis caused | Withdrawal Period-
Choongchungnam-do, Dexamethasone Disodium | by Actinobacillus pleuropneumonia, | 28 days
Korea. Phosphate........330ug Pasteurella multocida, Mycoolasma
New Address: hyopneumonia, Haemophilus
235-18,Chusa-ro, Antibiotic parasuis.
Choongchungnam-do, Bacterial enteritis caused by
Korea. Salmonella spp., Eacherchia coli.
-Bovine and Ovine: Respiratory
Importer: disease like pneumonia, Bronchitis
M/S Pharma & Firm and Bacterial enteritis caused by
3/2, City Heart Building, 67, Salmonella spp., Escheria Coli.
Naya Paltan, Dhaka-1000.
20. | Manufacturer: AMIMOX in;. Calves :For the treatment and Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., prenvention of the pneumonia and -None
Old Address: Each mL Contains, diarrhea.
254-10,Dugok-rl, Shinam- Amoxicillin Trihydrate ....... 150 Piglets : For the treatment and Side-effect
myeon,Yeasan-gum, mg(Potency) prenvention of the pneumonia, - None

Choongchungnam-do,

Gentamycin Sulfate....40

colibacillosis and diarrhea.

Withdrawal Period-
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Korea.

New Address:
235-18,Chusa-ro,
Choongchungnam-do,
Korea.

Importer:

M/S Pharma & Firm

3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.

mg(Potency)
Antibiotic

Meat:15 days, Milk : 2 days

21. | Manufacturer: Pen-M injection For the treatment of the bacterial Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., infections caused by pathogens -None
Old Address: Each mL Contains, susceptible to Penicillin and
254-10,Dugok-rl, Shinam- Procaine Penicillin G... ...200,000 .U | Streptomycin. Side-effect
myeon,Yeasan-gum, Dihydrostreptomycin Sulfate--250 mg | - Bronchial Pneumonia, Cystitis, - None
Choongchungnam-do, Chlorpheniramine Maleate Swine Erysipelas, Mastitis and Withdrawal Period-
Korea. | 10mg Endometritis. For the prevention of | Cattle,Swin :30 days, Milk : 3 days
New Address: Dxamethasone Disodium Phosphate | secondary infection by viral
235-18,Chusa-ro, | e diseases.
Choongchungnam-do, 0.5mg
Korea.
Antibiotic
Importer:
M/S Pharma & Firm
3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.
22. | Manufacturer: Cefa4 Injection For the treatment of disease caused | Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
M/S Shinil Bio-gen Co. Ltd., by pathogens to Cefquinome, -None
Old Address: Each mL Contains, -Cattle, Calves : Respiratory
254-10,Dugok-rl, Shinam- Cefquinome Sulfate.... disease caused by Pasteurelle Side-effect
myeon,Yeasan-gum, 25mg(Potency) multocida and Pasteurella - None
Choongchungnam-do, haemolytica. Withdrawal Period-
Korea. Antibiotic - Swine :pneumonia and respiratory | Cattle : 5 days, Swin : 3 days Milk :

New Address:
235-18,Chusa-ro,

disease caused by Pasteurelle
multocida, Haemophilus parasuis,

12 hours
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Choongchungnam-do,
Korea.

Importer:

M/S Pharma & Firm

3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.

Actibobacillus pleuropnemonia and
Streptococcus.

MMA (Mastitis-Metritis-Agalactia
syndrome) caused

by E.coli,
Staphylococcus spp. and
Streptococcus spp.

23. | Manufacturer: Tydohexin Powder For the prevention and treatment of | Contra-indication: i) Those with Korea New Abygv b Kiv thiZ cii| Abygrb Kivnj |
M/S Komipharma infectious disease, especially fever or serious nutrional disorder.
International CO. LTD. 1236- Doxy(_:ycline hyclate 200 gm + digestiye and respiratory diseas_e, ii) Those with infectious disease,

6, Chongwang- Dong, Tylosin T_artrate 100 gm + _ causanv_e of pathogens_suscepuble parasitic infection, or stress.
Sh|hung-SI,_ Kyonggi-DO, Bromhexine HCI (as Bromhexine) 20 | to Tylosin and doxycycline. i) Those with weakened immunity
The Republic of Korea. gm/1 Kg . .
due to mold bacterial toxin
Address: Antibiotic (aflatoxin or toxin produced by E.
593, Seonggok-i, coli or Salmonella spp.).
Gyeolseong-Myeon, iv) Those with hypersensitiveness
Hongseong-Gun, to this kind of vaccine.
Chungcheongnam-Do,
Korea Side-effect: Those administered
with this produced may show
Importer: y hypersensitive  reaction  i.e.
M/S. Rafique Medicine anorexia, vomiting, skin rash,
55/B, Hazi zahir Bhaban, despond Isi q
Sobahanbag, Saver, Dhaka. pondency, —convuisions - an
others. As this case requires to
massage or administer
epinephrine, according to the
veterinarian’s instruction.
24. | Manufacturer: Sentilo Sol. 200 For treatment of bacterial diseases | Contraindication Korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |

M/S Han Dong Co. Ltd.,
Address:

Han Dong BLDG,
535,0geum-ro, songpa-gu,
Seoul, Korea.

Tilmicosin Phosphate 200gm!/ liter

Antibiotic

susceptive to tilmicosin

- Pig: Pasteurella multocide,
Actinobacillus
pleuropneumoniae and
Mycoplasma hyopneumoniae

- Chicken : Mycoplasma

- Animals who have shown
shock or hypersensitivity to
macrolide

- Do not use lincosamide and
macrolide

Side-effect
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Importer:

M/S AVON POULTRY
House 123 (Ground floor)
Road 7 Block-B Section 12
Pallabi Mirpur Dhaka-1223.

hyopneumoniae and
Mycoplasma synoviae

- None to our present
knowledge.

Withdraw Period: Swine 7 days,
Chicken 10 days

25. | Manufacturer: Ciprocin 200 Sol. For treatment of diseases caused by | Contraindication: It can remain in Korea New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |
M/S Han Dong Co. Ltd., pathogenic bacteria livestock products when overused or
Address: Ciprofloxacin 200g/Liter - Mycoplasma abused. Do not use this product
Han Dong BLDG, - E. call mixed with tetrcycline,
535,0geum-ro, songpa-gu, Antibiotic - Salmonella chloramphenicol or erythromycin
Seoul, Korea. - Staphylococcos

for chicken Side-effect: None to our present

Importer: - Chronic respiratory knowledge.
M/S AVON POULTRY disease (CRD)
House 123 (Ground floor) - Complicated Chronic Withdraw Period: Broiler — Do not
Road 7 Block-B Section 12 respiratory disease use this product for 10 days before a
Pallabi Mirpur Dhaka-1223. (CCRD) market day. Do not use in laying

- Salmonellosis (Pullorum hens.

disease & Fowl typhoid)

- Bacterial diarrhea

- Intecfious coryza

- Staphylococcosis

- Colibacillosis

26. | Manufacturer: Phenbrozole sol For the adjuvant therapy of Contraindication Korea New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
M/S Shinil Bio-gen Co. Ltd., respiratory and infectious disease -None
Old Address: Each L Contains, like Rhinitis, Laryngotracheitis, Side-effect
254-10,Dugok-rl, Shinam- Phenylbutazone ........................50g | Bronchitis, Bronchopneumonia, -None
myeon,Yeasan-gum, Bromhexine Hydrochloride............ 10g | Pheumonia in swine and chicken. Withdrawal Period-

Choongchungnam-do,
Korea.

New Address:
235-18,Chusa-ro,
Choongchungnam-do,
Korea.

Importer:
M/S Pharma & Firm

Anti-Inflammatory

Swine 7 days, Chicken-5 days
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3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.

27. | Laboratorios Calier, S.A., Indigest Solution for injection. Normaliser of the gastric, duodenal | Do not use in case of hypersensitivity to Spain New Abygv"b Kiv thiZ cii | Abjgv'b Kivnj |
Spain and biliary function. It is indicated in | the active substance and/or any of the
30 ml Vial those cases when a stimulation of | €xcipients. , ,
the digestive secretions is required: | DO ot administer to animals presenting
Local Agent: Menbutone 100 mg/ml Bovine:  Indigestion, toxaemia, ggrs(:'rﬁzﬂondff%d:{f”’e ngtpenherm'a or
o ) ketosis, ] e_more?('fa’ _hepat'c and Do not ever administer to cats.
NEXUS Distriutor Choleretic agent pancreatic insufficiencies.
Mymensingh Ovine and caprine: Indigestion,
toxaemia (including the gestation
one), poisoning, hepatic and
pancreatic insufficiencies.
Porcine: Indigestion, anorexia,
poisoning, hepatic and pancreatic
insufficiencies.
Equine: Toxaemia, anorexia, colic
hepatic and pancreatic
insufficiencies.
Dogs:  Indigestion,  toxaemia,
anorexia, constipation, hepatic and
pancreatic insufficiencies.
28. | MEVET S.A.U, Spain SANIVALL Disinfectant Solution SANIVALL is highly effective against | Contraindication: SANIVALL must not Spain New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
bacteria, viruses and fungi. It is | be ingested by animals or human being.
Local Agent: Didecyl Dimethyl Ammonium Chloride | broad ~ spectrum  against ~the | Avoid contact with skin.
0 0 organisms. It is highly effective | _. . .
Pharmachem Services, 48 Iligr/ri]al d;h S;utaridfsr;i/di (;A())xa:rl against swine fever virus. gfﬁlvi[fﬁc::éy ﬁzu:;hﬁ:ita?i'zhnffgtzﬂfﬁ’
Dilkhusha C/A, Motijheel, y 7 y eyes and mucosa if not used with thé
Dhaka 3.2% recommended protection (mask, gloves,
Disinfect goggles and proper clothing).
29. | Green Cross Veterinary Green Cop Water Soluble Powder Disinfection for pathogen which is Contraindication: korea New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |

Products Co. Ltd., Korea

(ACI Ltd.)

100gm, 250gm, 500gm, 1kg & 5kg

Potassium monopersulfate
salt) 500gm+Malic

(Triple
acid

sensitive to this product like
salmonella typhimurium, Brucella
ovis, Avian influenza, Newcastle
disease virus, Hog cholera virus,

Mix with any other disinfectant or
insecticide.

Side effect: Unknown.
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100gm+Sodium chloride
15gm+Sulphamic acid 50gm+Sodium
hexametaphosphate 181gm+Sodium

Foot and Mouth disease virus. Also
disinfection of animal shed and
instruments.

dodecyl benzene sulphonate
150gm/1kg
Disinfectant
30. | Green Cross Veterinary Cidekill Liquid Disinfection for various virus, Contraindication: KOREA New Abygv™b Kiv thiZ cii| Abygr'b Kivnj |
Products Co. Ltd., Korea 1L, 5L, 10L, 18L & 50L bacteria and fungi. Routine Harmful if swallowed. Avoid inhalation of
disinfection of animal shed, spray mist and contact with eyes and
(ACI Ltd.) Gluteraldehyde instruments, site, kennel, veterinary | SKIn
150gmfDimethyI_cocobenzyI hospital etc. Side effect Skin reactions due to
ammonium chloride 100gm/1L hypersensitivity or direct irritant effect.
Disinfectant
31. | Kilco (International) Limited. | Kleanline Surface and Equipment Disinfectant | Contraindication: United Kingdom New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
UK Concentrate. Do not breathe dust/fumes /
Clear, Colourless liquid. gas/mistivapours spray.
:DTE? r;tzfgéuti cals ACE | 25KG Side Effe_.'ct: Harmfu] by inhalation, in
. . L contact with skin and if swallowed. Cause
Paracetic Acid 5%+ Acet'C_AC'd 10% severs burn. Contact with combustible
+ Hydrozen Peroxide 20% in wiw material may cause fire.
Disinfectant
32. | Kilco (International) Limited. | Viroshield Surface / Equipment Disinfection, Contraindication: Do not breathe fumes. |  United Kingdom New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
UK Liquid Foot dip use, Wheel dip use.
1L, 5L & 25L Side Effect: Non Corrosive
Importer: ACE
Pharmaceuticals Glutaraldehyde 15% + Benzalkonium
Chloride 10% in wiw
Disinfectant
33. | Manufacturer: Super Glu (1) For the sterilization and Contraindication: None Korea New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
M/S Shinil Bio-gen Co. Ltd., disinfection of pathogens Side-effect: Nausea,Headache
Old Address: Glutaraldehyde 100g/1000m| susceptible to glutaraldehyde. | -ainway obstruction eye iitation and

254-10,Dugok-rl, Shinam-
myeon,Yeasan-gum,
Choongchungnam-do,
Korea.

New Address:
235-18,Chusa-ro,
Choongchungnam-do,
Korea.

Disinfectant

- Bacteria : Salmonella
typhimurium.

- Virus : Avain influenza virus,
Newcastle disease virus,
Classical swine fever virus.

(2) For the disinfection of medical
instruments that can’t be
treated by heat.

(3) For the disinfection of

dermatitis

Withdraw Period: N/A
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Importer:

M/S Pharma & Firm

3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.

livestock pens, hatchery,
equipment, instrument and
environment of livestock.

34.

Manufacturer:

M/S Komipharma
International CO. LTD. 1236-
6, Chongwang- Dong,
Shihung-Sl, Kyonggi-DO,
The Republic of Korea.

Address:

593, Seonggok-fi,
Gyeolseong-Myeon,
Hongseong-Gun,
Chungcheongnam-Do,
Korea

Importer:

M/S. Rafique Medicine
55/B, Hazi zahir Bhaban,
Sobahanbag, Saver, Dhaka.

Multiside Spray

Alkyl-dimethyl Benzyl Ammonium
Chloride 50%---170.6 gm +
Didecyldimethyl Ammonium Chloride
78.0gm + Glutaraldehyde-
107.25gm/1 Litre

Disinfectant

Biocidal and Sterillization effect of
etiologic agents, which are
sensitives to this product.

Bacteria: General bacteria
(salmonella typhimurium), ) Brucella
ovis ,Haemophilus parasol,
Pasturella multocida, Actinobacillus
pleuropneumonlae, streptococcus
suls, Bordetella bronchiseptical,
mycoplasma hyopneumoniae

Virus: Avian influenza virus (AlV),
Porcine reproductive and respiratory
Syndrom virus (PRRSV), porcine
Rota Virus,(PRV), foot and mouth
disease virus (FMDV), classical
swine fever virus
(CSFV),Aujeshzkys disease virus
(ADV) porcine epidemic diarrhea
virus (PEDV), porcine circovirus
type 2 (PCV2),Newcastle disease
virus (NDV).Transmissible
gastroenteritis virus (TGEV),
Porcine parvo virus (PPV), Bovine
rota virus (BRV),Bovine corona virus
(BCV) Infectious bursal disease
virus(IBDV), swine Influenza virus
(SIV).

Fungus: Tricophyton
mentagrophytes.Strelization effect
on livestock building and equipment
for livestock

Contraindication & Side effect: None

Korea

New

Abygv"b Kiv thiZ cii|
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35. | Manufacturer: Farm Guard Solution Eradication of pathogens sensitive Contraindication & Side effect: None Korea New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
M/S Komipharma to this product:-
International CO. LTD. 1236- | \N-Alkyl Dimethyl Benzyl Ammonium | 1. Bacteria:- i) Salmonella
6, Chongwang- Dong, Chloride, KVP 100 gm + Citric acid, | typhimurium.(ii) Brucella ovis,
Shihung-SlI, Kyonggi-DO, KVP 200 gm + Phosphoric acid, KVP | iii) Mycobacterium fortutum.
The Republic of Korea. 100 gm/1 Litre Iv) Clostridium Perfringens.
2. Virus:-i) Avian influenza virus
Address: Disinfectant (AIV) ii) Avian Newcastle disease
593, Seonggok-ti, virus (NDV) iii) Classical Swine
Gyeolseong-Myeon, fever Virus (CSFV).iv) Porcine
Hongseong-Gun, Reproductive and Respiratory
Chungcheongnam-Do, Syndrome (PRRSV).v) Foot-and-
Korea mouth Disease Virus (FMDV),
Sterilization effect on livestock
Importer: building and equipment for livestock.
M/S. Rafique Medicine
55/B, Hazi zahir Bhaban,
Sobahanbag, Saver, Dhaka.
36. | Green Cross Veterinary Nurelle-20 Liquid For control of animal ectoparasites. | Contraindication: KOREA New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
Products Co. Ltd., Korea 100ml, 500ml, 1L, 5L & 10L Do not contaminate ponds, waterways or
ditches with the product or used
: container.
(ACI Ltd.) Cypermethrin 200gm/1L Side Effect: Unknown.
Ectoparasiticide
37. | Merial, France Frontline Plus Dogs spot on solution | FRONTLINE® PLUS FOR DOGS Contraindication: None New ctquRbig tiddiYmn ctquRbig tidiYmn
provides fast, effective and Side effects: No remarkable toxicity or ciezimfig Dc vctbi | ciezimfig Dcvctbi
Local Agent: convenient treatment and control of | Side effects were observed during clinical Rb" ejv thiZ citi| Rb ejv =]

Advance Animal Science Co.
Ltd.

2/10 Block-B, Lalmatia,
Dhaka-1207)

FIPRONIL In House 134mg + (S)-
methoprene In House
120.60mg/1.34mL

Insecticide

fleas, ticks and chewing lice for dogs
and puppies.

- Stops and prevents infestations

- Kills adult fleas, flea eggs, and flea
larvae

- Prevents all flea stages (eggs,
larvae, pupae) from developing

- Kills fleas which may cause flea
allergy dermatitis

- Kills all stages of deer ticks (which
may carry Lyme disease), brown
dog ticks, American dog ticks, and
lone star ticks

- Prevents and controls

trial.
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reinfestations

- Rapidly eliminates infestations with
chewing lice

- Aids in control of sarcoptic mange
infestations

- Can also be used on breeding,
pregnant and lactating bitches

38. | Manufacturer: Super CMP Injection For the prevention and treatment of | Contraindication: None Korea New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
M/S Shinil Bio-gen Co. Ltd., Hypocalcemia (Parturient paresis, .
Old Address: Milk fever), Hypomagnesemia Side-effect: None
254-10,Dugok-rl, Shinam- Calcium Gluconate 230 mg + (Grass tetany), and other conditions , -
myeon,Yeasan-gum, Magnesium Chloride associated with calcium, Withdraw Period: NIA
Choongchungnam-do, Hexahydrate 45mg + Sodium magnesium, phosphorous and
Korea. Hypophosphite 34.3 mg + glucose deficiencies in cattle, sheep
New Address: Potassium Chloride 2 mg + and swine.
235-18,Chusa-ro, Dextrose 250mg/ml
Choongchungnam-do,
Korea. Mineral
Importer:
M/S Pharma & Firm
3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.
39. | Agri Laboratories Ltd., USA | Cal-Dex CMPK Injection Recommended for use in pre and Contraindication: USA New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
Sterile Aqueous Solution post-parturitional hypocalcemia, milk | Do not administer this product to animals
(ACI Ltd.) 250ml & 500ml fever, Tetany of pregnancy and showing signs of cardiac distress.
lactating, Paresis, calcium Side ~ Effect:  Perivascular or
Calcium Gluconate monohydrate deficiency syndrome in early zgegfgzﬁgﬁmgﬁgﬁ 2:'&1 irr:}:Zti ;ﬁssui{te "
(23.3%) 10.8g + Potassium (as pregnancy of cows, sheep, goat, '
potassium chloride) 8.0g + osteomalasia in cow, sheep and
Phosphorus (as sodium goat, disease and weakness of new
hypophosphite H20) 2.5g + born animal.
Magnesium (as magnesium
borogluconate) 1.6g/500ml
Minerals
40. | Ceva Phylaxia Veterinary Cevac Mass L Vaccine Live, Freeze-dried vaccine for the Contraindication: Hungary New Abygr™b Kiv thiZ cii| Abygr'b Kivnj |

Biologicals Co., Ltd. Hungary

(ACI Ltd.)

1000, 2500 & 5000 doses

Avian Infectious bronchitis virus

active immunization of chicken
against avian infectious bronchitis
virus.

No contraindications are known.
Side Effect: Mild respiratory signs may
rarely occur which disappears within a

193|Page




(IBV), Massachusetts type B-
48......min. 2.8 log10 EID50/dose

few days.

Vaccine
41. | Ceva Salud Animal, S.ADe | Cevac Flukem Cevac Flukem is indicated for Contraindication: Mexico New ciqRb {bB 1eaiq Ae™b | ciqRb bB reaiq Arte™b
cv Vaccine immunization against Avian No contraindications are known. by gAy Kiv thiZ citi| br gAy Kiv =T
500ml/1000 doses Influenza in susceptible chickens. | Side Effect: It may cause some lesions
(ACI Ltd.) at the site of injection.
Avian Influenza virus type A, subtype
H5N2 A/Chicken/ Mexico/232/94/CPA
strain
Vaccine
42. | Ceva Salud Animal, S.ADe | Cevac New Flukem Cevac New Flukem is indicated for | Contraindication: No contraindications Mexico New ciqRb {bB 1eaig Ae™b | ciqRb bB reaiq Arte™b
CvV Vaccine immunization against Newcastle are known. by gAy Kiv thiZ citi| b gAy Kiv 27|
500ml/1000 doses disease and Avian Influenza in ) )
(ACI Ltd.) susceptible chickens. Side Effect. It may cause some lesions
Avian Influenza virus type A, subtype at the site of injection.
H5N2 A/Chicken/ Mexico/232/94/CPA
straintNewcastle Disease virus, La
Sota Strain
Vaccine
43. | Green Cross Veterinary BBNE Oil Vaccine The vaccine is a poly-valent oil | Contraindication: A satisfactory immune korea New Abjgv™b Kiv thiZ cii| Abygrb Kivnj |
Products Co. Ltd., Korea Vaccine vaccine for simultaneous | effect may not be obtained from diseased
250, 500 & 1000 doses immunization against Newcastle | chickens. Only the healthy chickens
(ACI Ltd.) disease, Infectious  bronchitis gri‘gg'dEt;?e'C”t?C‘:__'g:e%rce 4 moling hens
Inac_tlvated Newcastle disease Virus (B1 | (prevailing and variant type) and they may suffer stress from inoculation’
stram).:._.. over 10%5EIDso+ Infectious Egg Drop Syndrome with one | i an o based adiuvant
Bronchitis virus (M41 strain).....over vaccine. / :
1079EIDso+ Infectious bronchitis virus
(KM91 strain) ..over 107°EIDso/Egg drop
syndrome virus (GCVP 813 strain)..over
1089EIDso+0il adjuvent, ISA70-70%//dose
Vaccine
44. | Green Cross Veterinary BBN Qil Vaccine The vaccine is a poly-valent oil | Contraindication: A satisfactory immune korea New Abjgv™b Kiv thiZ cii| Abygrb Kivnj |

Products Co. Ltd., Korea

(ACI Ltd.)

Vaccine
250, 500 & 1000 doses

Inactivated Newcastle disease Virus
(LaSota strain) ...over
1095EIDso+Infectious Bronchitis virus

vaccine for simultaneous
immunization against Newcastle
disease and Infectious bronchitis
(Mass and variant type) with one
vaccine.

effect may not be obtained from diseased
chickens. Only the healthy chickens
should be inoculated.

Side Effect: For forced molting hens,
they may suffer stress from inoculation
with an oil based adjuvant.
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(M41 strain)..over 107°EIDso+
Infectious bronchitis virus (KM91
strain)..over 1079EIDs +Oil adjuvent,
ISA70-70%//dose

Vaccine
45. | Laboratorios Hipra S.A., Avisan Multi Vaccine To prevent Avian infectious Contraindications: No contraindications Spain New Abjgv™b Kiv thiZ cii| Abjgr'b Kivnj |
Spain bronchitis, Newcastle disease and | & known.
1000 dose/bottle
. Egg drop syndrome Side effects: No palpable reactions were
(Importer:  Nasco  Agro b 4 Tollowing the imection of
Product, 307 Sk Mujib Road, | Inactivated Avian Infectious bronchitis observed Totowing fhe Injection ot one
. dose of vaccine.
Agrabad, Chittagong) virus,
Strain H52....... HAIL :26-28
Inactivated Newcastle disease virus,
La Sota strain...... HAI=2 ;24-26
Inactivated Egg drop syndrome virus,
Adenovirus 127 strain... HAI* :27-29
/dose(0.5ml)
46. | Laboratorios Hipra S.A., STARTVAC To prevent Contraindications: Spain New Abjgv™b Kiv thiZ cii| Abygr'b Kivnj |
Spain None
1 dose/bottle ”»
Mastitis ; .
. Side effects:
(Importer: Nasco Agro 5 dose/bottle . .
Product, 307 Sk Mujb Road, | 25 doselotle In cows and hefers None
: ose/pottie
Agrabad, Chittagong) Escherichia coli J5 inactivated > 50
REDso (Rabbit effective dose in 60% of
the animals (serology))
Staphylococcus aureus (CP8) SP 140
strain inactivated, expressing Slime
Associated Antigenic Complex (SAAC) >
50 REDso (Rabbit effective dose in 80% of
the animals (serology)
47. | Lohmann Animal Health AviPro MG F Vaccine This vaccine is recommended as an | Contra-indications: It should not be USDA New Abjgv™b Kiv thiZ cii| Abjgr™b Kivnj |

International,
USA

(Importer: C. P. Bangladesh
Co., Ltd.; House-28, Alaol
Avenue, Sector-6, Uttara,
Dhaka-1230)

A vaccine  containing live
Mycoplasma gallisepticum, F strain,
presented in lyophilized (freeze-dried)
form in a 30 ml glass vial

aid in the prevention of clinical signs
of Mycoplasma gallisepticum (MG)
infection in healthy chickens. This
vaccine is recommended for
drinking water use at 12 weeks of
age or older but not later than 4
weeks prior to the onset of egg
production.

administered within 1 week before or after
vaccination  with  live  Newcastle,
bronchitis, or laryngotracheitis vaccines,
or within 3 days before to 7 days after
treatment  with  oxytetracycline  or
chlortetracycline.

Side-effect: Vaccination may induce mild
respiratory signs which can persist for a
few days. Overdose = Mild respiratory
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reaction can be observed for few days
after vaccination.

48. | Manufacturer: PoulShot® IBD Win+ As an aid in the control and Contraindication: -None Korea New Abygv™b Kiv thiZ cii | Abygr'b Kivnj |
M/s Choong Ang Vaccine prevention of infectious bursal Side-effect: Vaccination reaction such
Laboratories Co.Ltd., Infectious bursal disease virus (IBDV, | disease (Gumboro disease) caused | @S 10ss of appete, coughing .
1476-37 Yuseong-daero, Winterfield 2512 strain) by IBDV in chickens. wgm:%wszzrc'ﬁ?c' %glrotg’gg?yanimar-DO
Yuseong-gu, Daejeon, 305- 210%EIDso not vaccinated previously vaccinated
348, Republic of Korea. Stabilizer.........cccce.e.. 25% animals that showed bad reaction or
shock to this vaccine.
Importer : --Immunity formation in chickens may
M/S Pharma & Firm differ depending on the level of material
3/2 Cityheart Bulding, 67 antibody ,age of animal, health condition
Nayapaltan, Dhaka. or number of vaccination .
Warning specific for user :
-Vaccine should avoid direct skin contract
or inhalation.
49. | Manufacturer: CaniShot® RV-K For active immunization of dogs, Contraindication: ~ Vaccination in Korea New Abigi™b Kiv thiZ citi| Abigi b Kivnj |
M/s Choong Ang Vaccine cats and cattle as an aid in the pregnant and lactating animals is not
Laboratories Co. Ltd., control and prevention of rabies recommended.
1476-37 Yuseong-daero, Each dose: caused by rabies virus.
Yuseong-gu, Daejeon, 305- | Canine Rabies virus ( Pasteur
348, Republic of Korea. Strain)--------------- >107.0 FAIDso
Adjuvant...........ccecvineen.5%
Importer. _ INaCtVator.................. <1.0mM
M/S Pharma & Firm
3/2, City Heart Building, 67,
Naya Paltan, Dhaka-1000.
50. | Manufacturer: Volvac® IBD MLV For the immunization of healthy | Warnings and Contra-indication: Mexico New Abjgv™b Kiv thiZ cii| Abygr'b Kivnj |
BoehringeringelheimVetmedi broilers and replacement breeder | Do not use unhealthy Birds. Sick or weak
ca, (1000 doses in a 15ml vial with 30ml | and layer pullets against infectious | Pirds will nt develop adequet immuunit
S.A. de C.V. (Mexico) diluent) Bursal Disease (IBD) following vaccination.
Calle 30 No. 2614, Zona . )
Industrial Guadalajara, Gumboro disease virus (strain: D78, Side effect: - None
Jal., 44940, Mecxico Lukerts)
Local Agent: Each dose contains not less than 103
MJs. Square TCIDsy of vaccinal virus
Pharmaceuticals Ltd.
(Agrovet Division),
50, C/A Mohakhali
Dhaka
51. | Manufacturer: Volvac® IBD MLV For the immunization of healthy Warnings and Contra-indication: Mexico New Abjgv™b Kiv thiZ citi| Abgr™b Kivnj |
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BoehringeringelheimVetmedi
ca,

S.A. de C.V. (Mexico)

Calle 30 No. 2614, Zona
Industrial Guadalajara,

Jal., 44940, Mecxico

Local Agent:

M/s. Square
Pharmaceuticals Ltd.
(Agrovet Division),
50, C/A Mohakhali

(5000 doses in a 15ml vial with 30ml
diluent)

Gumboro disease virus (strain: D78,
Lukerts)

Each dose contains not less than 103
TCIDg of vaccinal virus

broilers and replacement breeder
and layer pullets against infectious
Bursal Disease (IBD)

Should not be administered in sick or
weak birds, because sick birds will not
develop adequate immunity.

Side effect: None

Dhaka
52. | Manufacturer: Volvac® ND conc. KV The vaccine is recommended for the | Warnings and Contra-indication: Mexico New Abjgv™b Kiv thiZ cii| Abygrb Kivnj |
BoehringeringelheimVetmedi vaccination of healthy birds since | Should not be administered in sick or
ca, (2500 doses in a 500ml bottle) one-day-old, against Newcastle | Weak birds, because sick birds will not
S.A. de C.V. (Mexico) Disease. develop adequate immunity.
Calle 3_0 No. 2614,_ Zona Newcastle disease Virus (ND, Strain Side effect: None
Industrial Guadalajara, la sota)
Jal., 44940, Mecxico
Each dose containsnot less than
Local Agent: 108-6€ID5y of vaccinal virus.
M/s. Square
Pharmaceuticals Ltd.
(Agrovet Division),
50, C/A Mohakhali
Dhaka
53. | Manufacturer: Volvac® ND+B+EDS KV The vaccine is recommended as an | Warnings and Contra-indication: Mexico New Abjgv™b Kiv thiZ cii| Abygrb Kivnj |

BoehringeringelheimVetmedi
ca,
S.A. de C.V. (Mexico)

(1000 doses in a 500ml bhottle)

aid in the prevention of Newcastle
Disease, Infectious  Bronchitis
Disease, and to prevent egg drop

Should not be administered in sick or
weak birds, because sick birds will not
develop adequate immunity.
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Calle 30 No. 2614, Zona
Industrial Guadalajara,
Jal., 44940, Mecxico

Local Agent:

M/s. Square
Pharmaceuticals Ltd.
(Agrovet Division),
50, C/A Mohakhali

Newcastle disease Virus (ND, Strain
la sota) , avain infectious bronchitis
(IB, Strain mass 41), egg drop
syndrome (EDS-76, Strain 127)
viruses

Each dose containsnot less than
108'2E|DSO Newcastle Disease Virus

caused by of EGG Drop Syndrome
virus.

Side effect: None

Dhaka
+ 106-7EID50Infectious Bronchitis
Virus + 1000 HAU Egg Drop
Syndrome virus
54. | Manufacturer: Pro-vac® AB Vaccine For the prevention Of Anthrax Contraindication & Side effect: None Korea New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |
M/S Komipharma Disease and black leg at the same
International CO. LTD. 1236- | (2 MI Dose) time
6, Chongwang- Dong,
Shihung-SI, Kyonggi-DO, ANTHRAX (STERAIN)SULUTION
The Republic of Korea. SUSPENDEND IN 50%
GLYCERIN---47.5%, + ANTHRAX
Address: (STERAIN) SPORE COUNT----=0.8 x
593, Seonggok-fi, 107CFU, +
Gyeolseong-Myeon, ATTENUATED BLACK LEG
Hongseong-Gun, CULTURE SOLUTION—47.5%,+
Chungcheongnam-Do, BLACK LEG SPORE COUNT-----
Korea 22.0x 106 CFU +
TOLUENE---------- 4,995%,+
Importer: SAPONIN------0.005%,
M/S. Rafique Medicine
55/B, Hazi zahir Bhaban,
Sobahanbag, Saver, Dhaka.
55. | Manufacturer: Pro-vac(R) AE-FP Vaccine For the prevention againaist Avian | Contra-indiction : Do not administer this Korea New Abygv b Kiv thiZ cii| Abygrb Kivnj |
M/S Komipharma Encephalomyelitis (AE) and Fowl product to the following once.

International CO. LTD. 1236-
6, Chongwang- Dong,
Shihung-Sl, Kyonggi-DO,

Avian Encephalomyelitis virus
(Calnek 1143 strain)---- Min 1028
EIDso +

Pox (FP) at the same time

i) Those with fever or serious nutritional
disorder.
i) Those with infectious disease, parasite
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The Republic of Korea.
Address:

593, Seonggok-fi,
Gyeolseong-Myeon,
Hongseong-Gun,
Chungcheongnam-Do,
Korea

Importer:

M/S. Rafique Medicine
55/B, Hazi zahir Bhaban,
Sobahanbag, Saver, Dhaka.

Attenuated Fowl Pox virus, TCH----
Min 1028 EIDsg+ LPGG---50%

infection, or stress.

iii) Those with weakened immunity due to
mold or bacterial toxin (aflatoxin or toxin
produced by Ecoli or salmonella spp.)

iv) those with shock or
hypersensitiveness to this vaccine

56. | MERIAL Italia S.p.A, Italy GALLIMUNE 503 ND+IB+EDS+IC2 | Active immunization of laying stock | Contraindication: None. Italy New Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
Vaccine against Newcastle disease, | _
(Advance Animal Science infectious  bronchitis, egg drop | Side effects: Moderate sweling may
Co. Ltd. Inactivated Newcastle disease virus, | syndrome (EDS '76) and infectious | OPServed at the site of injection at 7days
2/10 Block-B, Lalmatia, inactivated infectious bronchitis virus, | coryza. interval.
Dhaka-1207) egg drop syndrome virus (EDS '76),
inactivated infectious coryza in
chicken/0.3ml
57. | MERIAL NANJINJ Animal Reassortant Avian Influenza Virus To prevent Avian Influenza in | Contraindication: None. China New Abygr™b Kiv thiZ cii| Abygr b Kivnj |
Health Co. Ltd., China Vaccine Inactivated (HSN1 Subtype, | chicken, duck, goose induced by H5 |
Re-6 Strain subtype Avian Influenza Virus. | Side effects: None
(Advance Animal Science Potency will be obtained 14days
Co. Ltd. Each dose contains Inactivated Avian | post vaccination and lasts for six
2/10 Block-B, Lalmatia, Influenza Virus H5N1 months in chickens. A booster
Dhaka-1207) subtype.......... =264H1.U vaccination after 3 weeks of
vaccination in duck and goose,
potency last for 4 months.
58. | Merial, France AVIENEW NEO Vaccine Active immunization of chickens | Contraindication: None. France New Abygv"b Kiv thiZ cii | Abygr'b Kivnj |

Local Agent:

Advance Animal Science Co.
Ltd.

2/10 Block-B, Lalmatia,
Dhaka-1207)

Virus Vivant De La Maladie De
NEWCASTLE Souche
VGIGA......25.5l0g 10DIO 50+
NEWCASTLE Disease Virus VG/GA
Strain...=5.5log 10DIO so

against Newcastle Disease

Side effects: No reactions could be
detected so far.
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59. | Merial, France Gallimune 208 ND+Flu H9 M.E. | Preventive Vaccination of poultry | Contraindication: None. France New ciqRb {bB 1eaig Ae™b | ciquRb bB reaiq Arte™b
Vaccine against Avian Influenza (HON2) and | _ bigAy Kiv thiZ citi] bigAy Kiv nj |
Local Agent: Newcastle Disease Side effects: M.oderate. S\(velllng may
Virus Inactive de la GRIPPE AVIAIRE Qbsewed at the site of injection at 7days
Advance Animal Science Co. | Souche HINZ2, Titer minimum Avant interval
Ltd. Inactivation......108DIO50
2/10 Block-B, Lalmatia, Virus Inactive de la NEWCASTLE
Dhaka-1207) Souche ULSTER 2C, Titer minimum
Avant Inactivation......108DIO50
Inactivated Avian Influenza Virus
HIN2 Strain, Minimum Titer before
Inactivation......108EID50
Inactivated NEWCASTLE Virus
ULSTER 2C Strain, Minimum Titer
before Inactivation......108EID50
60. | Manufacturer: Avian Coryza, Newcastle, Infectious | Recommended for the immunization | Warnings and Contra-indication: New Volvac AC | Abygv"b Kiv thiZ cii| Abygr'b Kivnj |
BoehringeringelheimVetmedi | Bronchitis and Egg Drop Syndrome | of healthy birds as an aid in the Should not be administered in sick or PLUS +ND
ca, Killed virus vaccine. prevention and control of Infectious weak birds, because sick birds will not +IB + EDS
S.A. de C.V. (Mexico) Coryza, Newcastle Disease, develop adequate immunity. KV
Calle 30 No. 2614, Zona Avibacterium paragallinarum Srotpe | Infectious Bronchitis and EGG Drop Side effect: None
Industrial Guadalajara, A, Harvest fluid 108 Syndrome. It is generally Boehringer
Jal., 44940, Mecxico EID s + Avibacterium paragallinarum | recommended for use in layers, with Ingelheim
Srotpe B, Harvest fluid 108 the vaccine usually being
Local Agent: EID s + Avibacterium paragallinarum | administered at between 14 an 17
M/s. Square Srotpe C, Harvest fluid 108 weeks of age. It is also recommended
Pharmaceuticals Ltd. EID s + Newcastle Disease, harvest | that, where Infectious Coryza is a
(Agrovet Division), fluid 1082 EID s + Infectious | threatto production.
50, C/A Mohakhali Bronchitis, harvest fluid 1067 EID so
Dhaka + Egg Drop Syndrome, harvest fluid
1000 HAU + Mineral Oil USP
234.5mg + Span 80 USP 22.720mg
+Tween 80 USP 8.262mg +
Propylene Glycol USP 4.144mg +
Formaldehyde Solution USP 0.432mg
Killed virus vaccine
61. | Ceva Phylaxia Veterinary Vectormune ND Vaccine Live, Frozen vector vaccine for active | Contraindication: Do not use in birds in Hungary New Abygv b Kiv thiZ cii| Abygrb Kivnj |

Biologicals Co., Ltd.
Hungary

(ACI Ltd.)

1000, 2000 & 4000 doses

Live recombinant turkey herpesvirus
with inserted NDV....at least 2500
PFU/dose

immunization of chickens against
Newcastle and Marek’s disease.

lay.

Side Effect: No undesirable effects are
known.
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62. | Eagle Vet. Tech Co., Ltd. Buscom Injectable solution Supplementary treatment of functional | Contraindication: korea New Abygv™b Kiv thiZ cii | Abygr'b Kivnj |
Korea 10ml, 20ml, 50ml, 100ml & 200ml bloat, colic, esophageal obstruction, | Inject slowly and do not mix with other
(ACI Ltd.) diarrhea, pain related to enteritis and | medicines. "
Scopolamine butylbromide | the malfunction of digestive system | Side Effect: Rarely, hypersensitivity can
4.0mg+Dipyrone 500.0mg/ml and so on for cattle and calves. oceur.
63. | M/S. Quat-chem Ltd. Viruquat 300 Solution e Infection Control In Livestock Contraindication & Side effect: None UK Benzalkoniu | Abjgv b Kiv thiZ citi| Abgv b Kivnj|
United kingdom Agriculture m Chloride
Benzalkonium Chloride 10% W/W + | ¢  Disinfection Of Livestock BP5ml+
Gentry Pharmaceuticals Glutaraldehyde 15-16% Housing & Farm Buildings Glutaraldehy
Ltd., House: 08, Road: 28, e Ideal for Terminal Disinfection de 50% BP
Sector: 7, Uttara, Dhaka e Foot & Wheel Dips 8 ml/ 100 ml
o Disinfection Of All Farmyard
Equipment
64. | Merial, France NexGard Chewable Tablet For the treatment and control of flea Contraindication: Do not use in case of France New Abjgv™b Kiv thiZ cii| Abjgv™b Kivnj |

Local Agent:

Advance Animal Science
Co. Ltd.

2/10 Block-B, Lalmatia,
Dhaka-1207)

AfoxolanNer 68mg

infestations in dogs (Ctenocephalides
felis and C. canis) for at least 5
weeks. The product can be used as
part of a treatment strategy for the
control of flea allergy dermatitis
(FAD). Treatment of tick infestations
in dogs (Dermacentor reticulates,
Ixodes ricinus, Rhipicephalus
sanguineus) One treatment kills ticks
for up to one month.

Fleas and Ticks must attach to the
host and commence feeding in order
to be exposed to the active
substances.

hypersensitivity to the active substances
or to any of the excipients.

Side effects: None
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Annex-E

JlabgSY Kigil Gi 245Zqg mfvq thiRi=kb ewZiji Rb" mgwikKZ Jliai ZwjKv|

bs ciZovibi bug Jliai enYiR'K big tRibiiK bug 1nRi=kb bs ciUYx eWPhbs |MpZeew tiiRi=-kb migigK
(IWGAT bs) ewziji Zwil
01 tgmim Avi Gb dvgimDIUK vjm ij t, imtFU-1FU tevgim cvivmligj reic 2 172-21(V)-83 54.61% 8 gibeinfyg nlqug c Wi WG/GgGj -
C Mu KatDU, gogbimsn| Mvg mxgv:(90%-110%) tnR=kb migigk 172/77/515;
ewzZj KivnBguQ| ZwiL: 17/01/2016
02 tgmm idib - 1KigK'vj jvefiUnR ijt, idib - 1w tinbiUiwb BDGmic- 20-01-29 41.29% IcGBP-008 c Wi fiRi=kb IWMRIWG/GmGm -
biims ] Uvefju 150igtt (95%-105%) migigK ewZj Kiv 032/2011/659;
nBqviQ| ZwilL: 20/01/2016
03 tgmm fgiWKb dvgimDIUK vgm iy t, itedwfb UvetjuU | ifevdufb ieic 5 gt 238-04-29 78.60% 061114 | gibeinfyg nlqg c Wi IWMIRIWG/GmGm -
Igicy, XKy Mit (95%-115%) tiiRi=-kb migigK 238/16/1040;
ewzZj KivnBguQ| ZuwiL: 25/01/2016
04 | fgmmie=j digujt KUK UvetjU | $KiUEIvjK Uig_vgBb|  054-91-006 cthiR" bq cthR"bg | fDR{=kibi KZ % IWG/GgGj-
Gm-13,G-32 Ask, tKibieiox, MIRicy| BDGmiC nlqui Kiith c Ui 054/87/3724;
tnRf=kb migigk ZwiL: 10/03/2016
ewZj KivnBgiQ|
1jutmK 20 K'vemy | higaoRj teic 20 igt Mii  054-25-29 84.45% 14 f1R001 | gbenFy nlaq c Wi IWG/GmGm -
(95%-105%) tiIRi=kb migigk 054/03/3053;
enzZj KivnBguQ| ZuiL: 2/02/2016
05 | reiet b wfifrebaemT fos, 5o, Wb U'vetju tinbilivb 182-021-055 59.73% 03 (mmdj) | gibeinfg nlqig ¢ Wi IWG/GgGj-
K jv tiRt+kb migigK 182/03/3147;
enzZj KivnBguQ| ZwiL: 19/02/2016
06 tgmm re=J digujt fJuimK 20 K'vemy | higoRj teic 20 igt 054-25-29 84.45% 14 R 001 | gibenfg nlqig c Wi IWG/GmGm-
Gm-13,G-32 Ask, tKibieiox MiRicy| Mvt (95%-105%) tnRi=kb migigk 054/03/3053;
ewzZj KivnBguQ| ZuwiL: 28/02/2016
07 tgmim =W JvetiUnR ijt tfie-50 Uvetju | WiBtKvidbiK tmaWaug 021-153-65 83.56% 010614 | gibeinfyg nlaiq c Wi IWRIWG/GmGm-
PAMYg | BDGmic 50igthvt (90%- 110%) tnR=kb migigk 180/15/1143;

ewZj KivnBgiQ|

Zwil: 26/01/2016




bs ciZovibi bug Jliai enYiR'K big tRibiiK bug 1hRi=kb bs ciUYx eWPhbs |MpZee w 1iiRi=-kb migigK
(IWGAT bs) enziji Zwil
08 tgmm IMite - dvgimDIUK vgm ijt, 9. IgDIKEUK imive tevgini - Wb 180-71-031 52.25% 01 gibeinfy nlqug c Wi IWMIRIWG/GmGm-
Kigvj c¥, biivgbMA | niBIWiKvivBW reic (90%-110%) tnRi=kb migigk 180/15/1029;
0.080Mit/100igij enZj KivnBquQ] ZwiL: 24/01/2016
09 tgmm K cvgumDIUK v m 10. | ving K'vemy ligciRj teic 20igtMg -~ 329-08-29 13.55% im-140403 | gibeinfyg nlqig ¢ Wi IWMIRIWG/GmGm-
175, PiciovewBijh, Picvov (migv 95%- 1Rt=kb migigK 329/06/4429
gqgbimsn| 105%) enZj KivnBquQ] ZuiL: 23/03/2016
11, | irfU Kvemy WBW tdivm mvjidu 329-11-39 | The sample does| GJ140606 | gibeinfy nlqiq c Wi IWVIRIWG/GmGm-
leic 150.03 gt Mrt not contain any InRi=kb migigK 329/06/4426
+ digK GimW iieic Ferrous enZj KivnBqiQ] ZuiL: 23/03/2016
0.5 igtwt + Sulphate, Folic
IRsKmvjtdu Acid & Zinc
gthiniBIWU 1eic 61.8 Sulphatre at all.
Igtivt
12. | iW--100 Wi - miBIKm veic 329-10-60 17.87% 1K-1110 | gbeinfg nlqig c Wi IWG/29-2/1099;
K'vcmy 100igtMit (mxgrt 95%- tiRt+kb migigk | ZwiL: 20/01/2015
105%) enZj KivnBqiQ]
13. | nig- 250 Gigv-wmijb veic 250 329-06-60 | Gigv-umigb mbv3 | G-120701 | gbeinfg nlqug c wWi|  WG/29-2/1099;
K'vcmy Igtivt nq biB| tiiRi=+kb migigK ewZj| Zwil: 20/01/2015
KivnBgiQ|
14. | igj G-W cviwmUigj reic 500 329-07-06 cviumuigj le2 Gg 0515| gibeinfg nlqq c Wi IWG/29-2/1099;
IgtWt + K'vidBb leic 56.27% | INRi=kb migigK | ZwiL: 20/01/2015
65 igthiit K'vidBb 10.78% enwzZj KivnBguQ|
(migvt 95%-
105%)
10 tgmim cvivWiBm tKigK'vj BUWOR, 15. cividbK 50 WiBtKvtdbvK fmuWavg 130-59-65 67.18% 0113 gibeinfy nlqug c Wi IWMIRIWG/GmGm-
enkyj| 50 igt Mvt (95%-105%) tnRi=kb mgigk ewzZj| 130/2002/7264;
Kiv nBguQ| ZwilL: 01/06/2015
11 tgmm fejimb dvgimDIUK vgm i t, 16. Aci U'etju cviwmUigj reic 500 069-34-06 97.28ig:M: 0212 gibeinfyg nlqug c Wi IWG/GmGm-
Kgjicy, dii"cy| gt (19.46%) tnR=kb migigk 200/2014/827;

mxgv: (95%-

ewZj KivnBgiQ|

Zwil: 15/01/2015
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bs ciZovibi bug Jliai enYiR'K big tRibiiK bug 1hRi=kb bs ciUYx eWPhbs |MpZee w 1iiRi=-kb migigK
(IWGAT bs) enziji Zwil
105%)
12 tgmm 1ig=vi dvgumDiUKvgmijt, 17. | AvgmuWb Uvefju tnibiliwb BDGmic 101-24-29 80.27% 010214 | gwbeinfg nlqug c Wi IWMIRIWG/GmGm-
tevinibDITh T, KekNw, imfju] 150igthit migv: 90%-110% tiIRt=kb migigk 101/015/17929;
enwzZj KivnBguQ| ZwiL: 22/12/2015
13 tgmmudib - fKigK'vg jetiUnR ijt, 18. | udib- hgcoRj ligciRj teic 20 20-02-34 86.76% lely 002 | gibeinFyg nlavg ¢ Wi IWMIRIWG/GmGm-
biims ] Kicmy gt (95%-105%) tnRf=kb mqgigK ewzZj | 032/2011/7650;
Kiv nBguQ| ZwilL: 09/06/2015
14 tgmm fRib_ dvgimDIUK vgm i t, 1e-67,| 19. | WBiKwbj GmAvi | WiBIKitdbvK fmuWavg 080-162-64 42.17% 001 gibeinfyg nlqug c Wi IWMIRIWG/GmGm -
teimK 1k ThMiyx, Pvixcy, tdbx Uvetju leic 100 igtit (95%-105%) tnR=kb migigk 080/15/11456; ZwiL:
ewZj KivnBgiQ| 10/08/2015
20. | UUvRDb K'vcmj 1UUimiBIKb 080-80-60 75.28% 001 gbeinfyg nlqug c Ui IMRIWG/GmGm -
niBIWiKvivBW reic (90%-125%) tnRi=kb migigk 080/15/18142,;
250igtMit ewZj KivnBguQ| Zwil: 28/12/2015
15 tgmim 3UK$bv WiMm iy t 21. | cBHviFU terfim | cviwmUigj reic 2 Mit | 304-52(V)-83 53.88% 001 gibeinfy nlqug c Wi IWIRIWG/GmGm -
MaUicvov, biims x| (95%-105%) HiiRi=+kb mgigk 304/04/18247;
enwzZj KivnBguQ| ZuwiL: 30/12/2015
16 tgmm eviqum dvgimDIUK vjm ijt, 22. OguWb Uvetju tnibiliwb BDGmic 57-32-29 85.33% 0101 gibeinfyg nlqug c Wi IWMIRIWG/GmGm -
fulgig, igRicy m™ i, MiRicy| (90.0%- tnR=kb migigk 057/15/17907, ZwiL:
110.00%) enwzZj KivnBguQ| 22/12/2015
17 tgmm UV dvgu ijt 23. tcBbAIDU 400 AiBejcitdb 400 066-19-65 ABeycvidb mbv= 001 gbeinfyg nlqug c Ui IWMIRIWG/GgGj -
temk ik T bMix, Keyjv| Uvetju gt ng bvB| tnR=kb migigk 66/80(Ask-1)/15613;
enwzZj KivnBguQ| ZwiL: 09/11/2015
18 tgmm ggZiR dvgmDIUK vjm ijt, cU 24. | futqiRb 2% ftjmb | tRbimgvb FiquijU 344-19-76 27.40% 1585 | gwbeinfg nlqig c Ui IWMRIWG/GmGm-
bs-551, ic, eo t~ 1oy, U%x, MIRicy leic 2% (95%-105%) tnRf=kb migigk 344/2013/6730;
ewzZj KivnBguQ| ZuwiL: 21/05/2015
19 tgmm igi=-K dvgimDiUK vgm ijt, 16, 25. cig-20 K'vcmy ligciRj teic 20 121-31-29 82.90% 227 gibeinfy nlqug c Wi IWG/GmGm-
eM™x, biims™x| gt (95%-105%) HiiRi=+kb mgigk 121/15/17816;
enzZj KivnBguQ| ZuwiL: 20/12/2015
20 tgmm dwgK JetiUnR it 26. | tUUmBIKb K'vcmy | $UUimBIKb 179-43-60 1UUimiBIKb 130934 | c Wi 1IRt=kb mgigK|  WIRIWG/GmGm -
Lyky, PEMig | niBIWviKvivBW 250 nVBIWvEKvivBW ewzZj KivnBguQ| 179/06/14975; ZwiL:
gt mbv= nq biB| 25/10/2015
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bs ciZovibi bug Jliai enYiR'K big tRibiiK bug 1hRi=kb bs ciUYx eWPhbs |MpZee w 1iiRi=-kb migigK
(IWGAT bs) ewziji Zuil
tgmm dugK JveftUnR 1jt 27. | 1giKvR]-400igthvt 1gtUnbWiR  veic 179-49-57 97.91% 150402 | gibeinFyg nlqvg c Wi IWIRIWG/GmGm -
Lyky, PEMig | Uvetju 400igtit (95%-105%) tnRf=kb mgigK ewZj | 179/06/14975; ZwiL:
¢ WU IWRBmUiMKb Kiv nBguiQ] 25/10/2015
cinyvg DEb
ngibGes c'viK
(re=vi) G Drci'b
I tgqui VErY U6
bgl
28. ice"K UvetjU  imicvd - wimb 179-42-60 imtcvd - wimb 141101 | gibenFg nlaq c Wi IWMIRIWG/GmGm -
niBIWviKvivBW BDGmic niBIWiKvIvBW 1IR1=-kb migigK ewzZj | 179/06/14975; ZwilL.:
500 igthvt mbv= nq biB Kiv nBgviQ] 25/10/2015
21 tgmim B v-evs v dvgimDIUK vm 29.| BbidbK 100 | WBtKvidbiK tmuWavg 032-49-06 59.38% 010115 | gibeinfg nlqg c Wi IWIRIWG/GmGm -
IgKmugt, KiR tiW, eitkyj | GmAvi K'vcmy leic 100 igthit (95%-105%) 1iiRi=-kb migigK 032/13/17012
enwzZj KivnBguQ| ZuwiL: 03/12/2015
30. tKuUg - 1WGm mijdiigi v-VRj reic 032-28-59 32.88% 020714 | gibeinfg nlqg c Wi IWMIRIWG/GmGm -
Uvetju 800igtt + (92.5%-107.5%) InRi+kb migigK 032/13/9776;
UiBigi_uwicg teic enZj KivnBqiQ] ZwiL: 13/07/2015
160igtt
3L tUbmwi g U'vetju WigwRcg leic 5 032-63-02 66.6% 010114 | gibeinfg nlqwg c Wi IWMIRIWG/GmGm-
gt (92.5%-107.5%) tilRt=kb mgigk 032/13/13154;
ewzZj KivnBguQ| ZwiL: 17/09/2015
32. Bh w-=b Avi 150 t1ibiiwb BDGmic 032-93-29 50.93% 230912 | gbeinfg nlqig c Wi IMRIWG/GmGm -
Uvetju 1501gtMit (90%-110%) HiiRi=+kb mgigk 032/13/2081;
enwzZj KivnBguQ| ZwiL: 17/01/2014
tgmm BH v-evs jv dvgimDIUK vjm 33. | iKuUg- mmicbmb | mjdigt v-Rj reic 032-16-59 | sf@w CAm seies| 171211 | cinyZ bgkpU IMRIWG/GmGm -
IgKmijt, KR tiw, enkvj | 4.0Mt + UBigt_wicg ng bvB enn'Kfite “WUhE 1 032/13/2081;

ieic 0.80

KijiP evvgr is any

Zwil: 17/01/2014
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bs ciZovibi bug Jliai enYiR'K big tRibiiK bug 1hRi=kb bs ciUYx eWPhbs |MpZee w 1iiRi=-kb migigK
(IWGAT bs) enziji Zwil
Mvt/100ig1j Kivg gibeinf nlqiq
cwi HiRi=kb
mgigK  ewZy  Kiv
nBquQ|
34, tgUj mmichmb tgtUnbWiRj veic 032-26-56 40.09% 150812 | gibeinfg nlqwg c i IWIRIWG/GmGm -
4.0Mvg/100igtij t (95%-105%) tnR=kb migigk 032/13/2081;
ewzZj KivnBguQ| ZwiL: 17/01/2014
35. tguj Uvetju tgtUnbWiRj 400 032-25-56 39.65% 050412 | gweinfg nlqig c Wi IWMIRIWG/GmGm -
gt (95%-105%) tiRt+kb migigK 032/13/2081;
ewzZj KivnBguQ| ZwiL: 17/01/2014
36. | Bb vic--ie Uvetju | rFUngb ie-Kgic - 032-30-39 | sifex Soimiw sres | 071011 | gvbeinfy nlqig c Wi IMRIWG/GmGm -
ng bvB INRi=+Kkb migigk 032/13/2081;
enwzZj KivnBguQ| ZwiL: 17/01/2014
37. | ciumWvgj U'vetju cvivimUvg j teic 032-18-06 38.85% 020212 | gbeinfg nlqig c Wi IMRIWG/GmGm -
500igtit (95%-105%) HiiRi=+kb mgigk 032/13/2081;
ewzZj KivnBguQ| ZwiL: 17/01/2014
38. | witedufb Uvetju itedufb reic 032-08-39 38.32% 141011 | gwbeinFg nlqvg c Wi IWMIRIWG/GmGm-
Sigthit (95%-115%) HiiRi=+kb mgigk 032/13/2722;
ewzZj KivnBguQ| ZuwiL: 20/02/2013
39. Bh vd - K'vcmy dK -vwmijb ieic 032-36-60 31.22% 020811 | gwbeinfg nlqug c Wi IWMIRIWG/GmGm-
500igtit (92.5%-110%) tiiRi=kb migigk 032/13/2722;
enwzZj KivnBguQ| ZuwiL: 20/02/2013
40. | Bblvgi-b Kvemy Gigw-imiyb reic 032-34-60 27.01% 010112 | gibeinfyg nlqug c Wi IWMIRIWG/GmGm-
500igtit (92.5%-110%) tiiRi=kb migigk 032/13/2722;
enzZj KivnBguQ| ZuwiL: 20/02/2013
41, BbW - K'icmy Wir- mBIKb teic 100 032-50-60 44.27% 031211 | gbeinfg nlaqiq ¢ i IMRIWG/GmGm-
gt (95%-105%) HiiRi=+kb mgigk 032/13/2722;
enzZj KivnBguQ| ZuwiL: 20/02/2013
22 tgmm BDibgb dvgu ijt 42, GiWvg mmicbkb cviumuligj reic 207-19-06 79.4% 010709 | gibenfyg nlaq c Wi IWMIRIWG/GmGm-
mrfvE, XiKv] 120igt\it/Sigtig t (95%-105%) tnRf=kb mgigK ewZj 207/05/2769;

KivnBgiQ|

Zwil: 03/03/2013
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bs ciZovibi bug Jliai enYiR'K big tRibiiK bug 1hRi=kb bs ciUYx eWPhbs |MpZee w 1iiRi=-kb migigK
(IWGAT bs) ewziji Zuil
23 tgmm Higmm jefiUnR ijt 43. I-dwfb UvetjU rifdwfb 5 igthit 161-30-39 | siferx Tomi e | Avile-06 | gvbeinfy nlqug ¢ i IWMRIWG/GmGm-
MivRMA | nq biB tIRt-+kb migigK enZj 161/13/6190;
Kiv nBguQ]| Zwil: 21/05/2013
44, tivbimm UvetjUu tnibiuiwb 161-47-29 7.75% AiiGm-02 | gwbeinfg nlqug c Wi IWMIRIWG/GmGm-
niBIWvEKvivBW (90%-110%) tRt=kb migigK ewZj 161/13/6190;
1501gthit Kiv nBgwQ] Zwil: 21/05/2013
24 tgmm =~vim dvgumDIUK vjm i t, 45, Inbiuiwb 150 Inibiuwb verc 150 263-15-29 tnbiuiwb mbv= 0110 gibeinfy nlqug c Wi IWMIRIWG/GmGm-
enkyj| Uvetju g Mv: ng biB| InRf=kb mgigK ewZj 263/11/11241;

KivnBgiQ|

Zwil: 02/10/2011
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Proposed Product for locally manufacture (Medical Devices)

Annex-F

CR TESFTAET ATH 1giWiKy WABimi @ IF a1 b~ Kbv/e“envi Contra-indication & Side-effect | I@warTat | {UKIbK1j mie-KigiUi mfvi imxi3
big ™S mx3
USFDA/BNF/
MHRA Ref.
1. | OMC Healthcare (Pvt) | a)-1 One-Step Human Chorionic Self-performing in-vitro | Contraindication & side- - Abjgv b Kiv thtZ Abjgv b Kivnj |
Ltd., Rupnagar Industrial Pregnancy Test Gonadotropin (HCG) | immunoassay in urine | effect: None chi|
éfez#joﬁfml B|200k'K’ Pregnancy Test for early detection of
0ag#, Mirpur-2, lass: B regnanc
Dhaka-1216, Bangladesh Class Preg y
2. a)-2 One-Step Dengue | Dengue Test Dengue Antigen and | Contraindication & side- - Abjgi"b Kiv thiZ Abjgi b Kivnj |

Test

Class:B

Antibody in-vitro
immunoassay for early
detection of Dengue

effect: None

ci|




Proposed Product for Import (Medical Devices):

CR TEOFTIEFT qTH enYiR'K big 1gWiKg W FBImi ibt~Kbv/e"envi Contra-indication & Side-effect FSCICPP 1UKIbK vj mie-KigiUi mfil imxiS
big mxis

L. Romsons  International, | Guedel Airways | OroPharyngeal | Used to maintain an | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
India (Sterile) Airways unobstructed airway during | Side-effect: None EC Certificate-
Importer: Barisal general anaesthesia and in Norway
Surgical, Class: B patients who are
34/1, Mitford Road, unconscious  for  other
Dhaka-1100 reasons.

2. Name & Address of Bard Max-Core Disposable Core It is intended for use in | Contraindication: Notfor use in Bone. Certificate to | Ab§gv™b KivthiZ cifi] |  Abygy b Kivnj|
Manufacturer Disposable Core Biopsy Instrument | obtaining biopsies from soft | waming: *Good medical judgement shouid be | FOreign Gov.-
IC(.jR. tB'a:%, IK\]/(D: 8195 Biopsy Instrument (Needle) tissute tSuch asILiver, Kidneyﬁ f::efsisnegd ';iﬁﬂ?;‘ﬁ{m aﬁgéﬁsnoﬂatﬁggs whoare USFDA
Couaton GA. _ prosiale.  SPIEETL IR | s may el o snsure the ceecion of any .

ovington, GA, USA- Class: B nodes, and various SOft | cancer tissue. *A "negative” biopsy in the presence | CE Certificate-

30014 tissues tumors. of suspicious radiographic findings does not bsi, UK

Manufacturing Site
Bard Peripheral Vascular,
Inc. USA

(Local Agent;

Lilac pvt. Ltd 72, New
Elephant Road, Dhaka-
1205)

preclude the presence of carcinoma. *Post-biopsy
patient care may vary with the biopsy technique
utiized and the individual patients physiological
condition. Observation of vital signs and other
precautions should be taken to avoid and/or treat
potential complications that may be associated with
biopsy procedures.

*Core biopsy needles are for single patient use only.
Do not reuse. Do not desterilize. *After use, this
product may be potential biohazard. Handle and
dispose of in accordance with accepted medical
practice and with applicable laws and regulations.
*This device has been designed for clean once body
fluids or tissues with potential




Name & Address of Bard Magnum Disposable Core | It is intended for use in | Contraindication: Notfor use n bone. Certificate to | Abygv™b Kiv thiZ citi] | Abjgi b Kivnj|
Manufacturer Disposable Core Tissue BIOpSy obtaining biopsies from Soft | warning: *Good medical judgement should be | FOreign Gov.-
. . i H H exercised in considering biopsy on patients who are
CR. B'ard, INC. 8195 Tissue Blopsy Needle tissue such as Liver, Kldney’ receiving anticoagulant therapy or who have a USFDA
Industrial BLVD, Needle prostate  spleen  lymph | bleeding disorder.
Covington, GA, USA- nodes, and Vvarious SOft | aaire dedtonofamy concer e | CE Certificate-
30014 tissues tumors. *A “negative” biopsy in the presence of suspicious bsi, UK
Class: B radiographic findings does not preclude the
presence of carcinoma.
i i *Post-hiopsy patient care may vary with the biopsy
Manufac'turlng Site technique utilized and the individual patients’
Bard Perlpheral Vascular, physiological condition. Observation of vital signs
Inc. USA and other precautions should be taken to avoid
' and/or treat potential complications that may be
associated with biopsy procedures.
. *Core biopsy needles are for single patient use only.
(Local AgenL Do not reuse. Do not desterilize.
i *If collecting multiple samples, inspect the needle
Lilac pvt. Ltd 72, New
! for damaged point, bent shaft or other imperfections
Elephant Road, Dhaka- after each sample is collected. Do not use needle if
1205) any imperfection is noted.
*After use, this product may be potential biohazard.
Handle and dispose of in accordance with accepted
medical practice and with applicable laws and
regulations.
*This device has been designed for single use only.
*Do not resterilize. Afterresterilization the sterility of
the product is not guaranteed because of an
inderterminable degree of potential pyrogenic or
microbial contamination which may lead to
infectious complications, cleaning, reprocessing.
Microtrack Surgicals Microtrack Ophthalmic Blades | Surgical intervention in | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
A38, Adarsh2 Industrial Ophthalmic Micro various types of ophthalmic Side Effect: None EC Certificate
Estate, B/h.Ashish Surgical Full Handle surgeries. ' (Czech
Cinema, Odhav Knife Republic)

Ahmedabad -382415
India.

Local agent:
Zas Corporation

80/22, Mymensingh Road,
Banglamotor , Dhaka-
1000

Class: B
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Manufacturer: Digital Blood Blood Pressure It is used to mesure Blood | Contraindication: None Certificate for | Ab§gv"b KivthiZ citi] |  Abygv b Kivnj|
Onbo Electronic Pressure Monitor Machine Pressure Side effect: None Exportgt|on of
(Shenzhen), Co. Ltd, (Mannual) Medical
China Products-
Class: B China
Supplier:
Microlife Corporation
9F, 431, RuiGang
Road, NehHu, Taippei
114, Taiwan, R.0.C
Local agent:
Transcom Distribution Co.
Ltd 52, Motijheel C/A,
Dhaka-1000
Manufacturer: Digital Blood Blood Pressure It is used to mesure Blood Contraindication: None Certificate for | Abygv b KivthiZ citi] |  Abjgv b Kivnj|
Onbo Electronic Pressure Monitor Monitor Pressure Side effect: None Exportgtion of
(Shenzhen), Co. Ltd, (Automatic) Medical
China Products-
Class: B China

Supplier:

Microlife Corporation
9F, 431, RuiGang
Road, NehHu, Taippei
114, Taiwan, R.0.C

Local agent:

Transcom Distribution Co.

Ltd 52, Motijheel C/A,
Dhaka-1000
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Terumo Clinical Supply
Co. Ltd., 3 Kawashima-
Takehayamachi,
Kakamigahara, Japan

Local Agent:

UniMed Ltd. (Medical
Device) 34/1 Sonagaon
Road, Paribag, Dhaka

Eliminate

(EG 1602 & EG
1652)

Class: B

Aspiration Catheter

It is intended for the removal
of fresh, soft emboli and
thrombi from vessels in the
coronary and peripheral
vasculature.

Contra-indication : It is contraindicated
in:
* Vassels <1.8mm in diameter as for
ELT6FGC, <2.05mm in diameter as for
ELT7FGC and<2.2mm in diameter as
for ELT8FGC
e The removal of fibrous, adherent
or calcified material
e  To be use in the venous system
Complications: Complications
associated with the use of the eliminate
are similar to the ones associated with
standard percutaneous interventional
procedures. Possible complications may
include, but are not limited to : Local or
systemic infection, Local haematomas,
Intimal disruption, Arterial dissection,
perforation, rupture or injury, Arerial
thrombosis, Distal embolization of blood
clots and plaque, Arterial spasm,
Arteriovenous fistula formation,
Pseudoaneurysm or Bleeding
Complication at Access Site, Acute
myocardial infarction, Arryhythmias,
including life-threatening  ventricular
fibrillation,  Stroke/ CVA, Death,
Emergent or Non- emergent Bypass
Graft Surgery, Haemorrhage,
Myocardial Ischemia & Hypotension.

FSC-Japan

CE Marking of
Conformity

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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Sewoon Medical Co. Ltd, | ALL-Silicone Foley Balloon Catheter, Diagnostic indications Contraindications: ~ Urethral |~ FSC-South | Abygv"b Kiv thiZ citi| Abjgv b Kivnj |
South Korea. Balloon Catheter Urological Collection of | catheterization is contraindicated in the Korea
uncontaminated urine presence of tra(lumatlc |njhuryI to th()e I()TV\r/]gr &
. . _ urinary tract (e.g. urethral tear). This "
Local Agent: Size 2 Way: specimen,  Monitoring  of | condition may be suspected in male | EC Certificate
M. Enterprise, H-9, R-20, | 6,8,10,12,14,16,18, urine output, Imaging of the patients with a pelvic or straddle-type (UK)
Block-C, Sec-10, Mirpur, | 20Fr urinary tract injury. Signs that Increase suspicion for
Dhaka-1216 injury are a high-riding or boggy
. : :atin- | Prostate, perineal hematoma, or blood at
Size 3Way 16, 18, Therapeut!c Ind|cat|pn. the meatus. When any of these findings
20, 22Fr Acute  urinary  retention, | are present in the setting of possible
Chronic  obstruction  that | trauma, a retrograde urethrogram
Class: B causes hydronephrosis, should be performed to rule out a
Initiation  of  continuous | urethral tear prior to placing a catheter
bladder irrigation, into the bladder.
Intermittent decompression | side Effects: Infections, including
for  neurogenic  bladder, | urethrtis, cystitis, pyelonephritis and
Hygienic care of bedridden | transient bacteremia, ~Paraphimosis,
atients caused by failure to reduce foreskin
P ' after catherization, Creation of false
passages, Urethral strictures, Urethral
perforation, Bleeding.
Ashitaka Factory of Radifocus Catheter Introducer | It is intended to be inserted | Contra-indication : None FSC-Japan | Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Terumo Corporation , Introducer I percutaneously into a vessel Side effect : None
Japan to facilitate the insertion of ' EC Certificate
[It is consits of angiographic, electrode,

Local Agent:
UniMed Ltd. (Medical
Device)

34/1 Sonagaon Road,
Paribag, Dhaka

Introducer (a sheath
and a dialation), a
mini guide wire, an
entry needle and a
syringe]

Class: B

balloon or similar catheters.
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10.

Sewoon Medical Co. Ltd,
South Korea.

Local Agent:

M. Enterprise, H-9, R-20,
Block-C, Sec-10, Mirpur,
Dhaka-1216

ALL- Silicone Gastric
Duodenal LEVIN
Tube

Size :
8,10,12,14,16,18,20,2
2 Fr

Class: B

Catheter,
Gastrointestinal

Diagnostic Indication:
Evaluation of upper
gastrointestinal (GI) bleed,
Aspiration of gastric fluid
content, ldentification of the
esophagus and stomach on
a chest radiograph,
Administration of
radiographic contrast to the
Gl tract.

Therapeutic  Indication:
Gastric decompression,
including maintenance of a
decompressed state after
endotracheal intubation,
often via the oropharynx,
Relief of symptoms and
bowel rest in the setting of
small-bowel obstruction,
Aspiration of gastric content
from recent ingestion of
toxic material,
Administration of
medication, Feeding, Bowel
irrigation.

Contraindications: Severe midface
trauma, Recent nasal surgery relative
contraindications, coagulation
abnormality, Esophageal varices or
stricture, Recent banding or cautery of
esophageal varices, Alkaline ingestion.

Side Effects: Patient discomfort,
Epistaxis may be prevented by
generously lubricating the tube tip and
using a gentle technique, Respiratory
tree intubation, Esophageal perforation.

FSC-South
Korea
&
EC Certificate
(UK)

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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11.

Sewoon Medical Co. Ltd,
South Korea.

Local Agent:

M. Enterprise, H-9, R-20,
Block-C, Sec-10, Mirpur,
Dhaka-1216

Urinary Self Catheter
Size: 10, 12,14,16 Fr

Class: B

Catheter, Urological

Diagnostic indications
Collection of
uncontaminated urine
specimen, Monitoring  of
urine output, Imaging of the
urinary tract

Therapeutic  Indication:
Acute urinary  retention,
Chronic  obstruction  that
causes hydronephrosis,
Initiation ~ of  continuous
bladder irrigation,
Intermittent  decompression
for  neurogenic  bladder,
Hygienic care of bedridden
patients.

Contraindications: Urethral
catheterization is contraindicated in the
presence of traumatic injury to the lower
urinary tract (e.g. urethral tear). This
condition may be suspected in male
patients with a pelvic or straddle-type
injury. Signs that increase suspicion for
injury are a high-riding or boggy
prostate, perineal hematoma, or blood at
the meatus. When any of these findings
are present in the setting of possible
trauma, a retrograde urethrogram
should be performed to rule out a
urethral tear prior to placing a catheter
into the bladder.

Side Effects: Infections, including
urethritis, cystitis, pyelonephritis and
transient bacteremia, Paraphimosis,
caused by failure to reduce foreskin
after catherization, Creation of false

passages, Urethral strictures, Urethral
perforation, Bleeding.

FSC-South
Korea
&
EC Certificate
(UK)

Abygv™b Kiiv thiZ cifi |
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12.

Name & Address of
Manufacturer
C.R.BARD, INC. 8195
Industrial BLVD,
Covington, GA, USA-
30014

Manufacturing Site
Bard SDN BHD

LOT- 57-C Kulim
Industrial Estate Kulim
Kedah , Malaysia 09000,

(Local Agent;

Lilac pvt. Ltd 72, New
Elephant Road, Dhaka-
1205)

Bard Biocath
Suprapubic
Cathterisation Set
Size: 12 & 16 Fr

Class: B

Cathterisation Set

It is indicated for use in
urethral strictures or fistula
and for outflow obstruction,
chronic retention, urethral
trauma, pre-, intra- and post-
operative bladder drainage
requested by physician.

Contraindications: None

Side Effects: None

Certificate to
Foreign Gov.-
USFDA

Abygv™b Kiiv thiZ cifi|

Abgrb Kivnj |
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13. Manufacturer : Extractor Pro Retrieval Balloon The Extractor Pro XL | Contraindications: ~ Contraindications | Certificate to | Abygv~b KivthiZ citi| |  Abjgi™b Kivnj|
Boston Scientific Catheter Retrieval Balloon Catheter is ‘;Onr déZLSop(ij§VICe are those Srfé‘:rco'fg'faég foreign
Co'rpo're'ltlon, 300 Boston | Class: B used endoscopically to cholangiopancreatography (ERCP) and Government-
Scientific Way, USA 1) remove stones from the | endoscopic sphincterotomy (ES). USA
biliary system; or
Local Agent : 2) to facilitate injection of | Adverse events: Possible | CE Marking of
Vastech Limited, contrast  medium  while | comPlications include, but may not be | ity
Nurjehan Tower (6th occluding the duct with the lr:m'ted to: - pancreatits, - perforaion (DEKRA)
emorrhage, hematoma, cholangitis,
Floor) 80/22 Mymensingh balloon. stone impaction,  septicemia/infection,
Road Dhaka-1000. allergic reaction to contrast medium
Bangladesh.
14. Romsons International, | Suction catheter |  Suction catheter | Suctioning  of  tracheo- | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
India thumb control bronchial secretions. . EC Certificate-
Importer: Barisal (Suction Catheter- Side-effect : None Norway
Surgical, Class: B TCis a suction
34/1, Mitford Road, catheter equipped
Dhaka-1100 with feature -Thumb
Control Vacuum
Valve for optional
intermittent)
15. Romsons  International, | Chest drainage | Thoracic  drainage | Chest Drainage Catheter is | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
India catheter catheter sterile, single use device Side-effect : None EC Certificate-
Importer: Barisal intended for post operative ' Norway
Surgical, Class: B drainage after cardiothoracic
34/1, Mitford Road, surgery.
Dhaka-1100
16. Romsons Scientific & Catheter Mount Catheter Mount ‘T | Catheter Mount (‘T’ Piece) is | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
Surgical Industries Pvt. Piece with generally used for Side-sffect : None EC Certificate-
Ltd, India Class: B intermittent suction connection with ' Norway
port collapsible breathing/ventilation Circuit
Importer: tubing 22mm for convenience of
Barisal Surgical, Dhaka x15mm swivel intermittent suction and gas
connector sampling
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17. SIMEKS TIBBI URUNLER
SANAYI Ve TICARET
Limited Sirketi, Turkey

(Importer: Biva
International)

SIMPASS PLUS
PTCA Balloon
Dilatation Catheter

Class: D

PTCA Balloon
Dilation Catheter

It is indicated for balloon
dilatation of the stenotic
portion of a coronary artery
for the purpose of improving
myocardial perfusion.

Contraindication: ~ Unprotected  left
main artery.

Adverse Events: Possible adverse
effects include, but are not limited to the
following: Death, Acute myocardial
infarction, Total occlusion of the
coronary artery or bypass graft,
Restenosis of dilated vessel, Coronary
vessel dissection, perforation, rupture or
injury, Hemorrhage or hematoma,
Unstable angina, Arrhythmias , including
ventricular fibrillation, Drug reactions,
allergic reaction to contrast media,
Hypo/ hypertension, Infection, Coronary
artery spasm, Arteriovenous fistula,
Embolism.

FSC- Turkey
EC Certificate

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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18. GELITA MDICAL GmbH:

Uferstrasse 7
69412 Eberbach
Germany

[SURGITALTD. :

58/3, Lake Circus,
Kalabagan, Dhanmondi,
Dhaka — 1205,
Bangladesh]

GELITA-CEL® CA
POWDER

Class: D

Absorbable
Oxidized Cellulose
Powder Hemostat

Topical hemostat for use as an
adjunct to hemostasis in
particular where control of
capillary, venous, and arteriolar
bleeding, by pressure, ligature,
andother conventional
procedures, is either ineffective
or impractical. The GELITA-
CEL® CA POWDER is
especially suitable for
vulnerable applications on the
brain  parenchyma, cranial
nerves, the brainstem (where
surgicalmanipulation may lead
to neuronal damage) or on the
dura mater. Because of the
possibility of applying a very
fine thin layer, it will not clog up
openings in

the nervous system such as
the mesencephalic duct, obex
and ventricles.

For spinal surgery the GELITA-
CEL® CA POWDER applicator
facilitates application in narrow
or difficult to reach areas
between bones as in
discectomiesand
laminectomies.

Contraindication: It should not be used
in bleeding from large arteries. Washing
away of the preparation by blood can be
considered as  anindication  of
inappropriate use.

It should not be used for implantation in
bone defects, such as fractures, since
there is a possibility of interference with
callusformation and a theoretical chance
of cyst formation. It should not be used
in conjunction with methyl methacrylate
adhesives, for example in orthopedic
surgery, because theirpresence may
reduce the adhesive strength of the
bonding agent to bone.

It is a bio-degradable hemostat, and
should not be used as an adhesion
prevention product. It should not be
used on non-hemorrhagic serous 0ozing
surfaces, since body fluids other than
whole blood, such as serum, do not
react with the product to produce
satisfactory hemostatic effect.

Side Effects: Occasional reports of
“burning” and “stinging” sensations and
sneezing when oxidized cellulose has
been used as packing in epistaxis, are
believed to be due to the low pH of the
product. Burning has been reported
when oxidized cellulose was applied
after nasal polyp removal and after
hemorrhoidectomy.

FSC- Germany

CE Marking of
Conformity

EC Certificate
(Germany)

Abygv™b Kiiv thiZ cifi |
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19. M/S Comed B.V
De Marne 118
8701 MC Bolsward
The Netherlands

(Importer:

Advanced Meditech
Suite: 115 (1

Minar

Floor),

Krishnachura Commercial
Complex, 24/B.C Shahid
Road, Kallanpur,
Dhaka-1207, Bangladesh)

Hyperion PDA
Occuluder

Class: D

Occuluder
Delivery System

with

The Hyperion PDA
Occuluder can be used in
treating  patent  ducts

arteriousus. It is applicable
for various simple patent
ducts arteriousus with the
patent arteriousus diameter
of between 2.15mm.

Contraindications:
> Patient ducts arteriousus
complicated with severe
pulmonary hypertension at the
presence of left to right shunt.
Hemorrhagic disease such as
active ulcer.
Other abnormalities are present in
need of surgical treatment.
Recent infection is found patient.
Patient s weighing less than 6kg or
patient less than 7 months of age.
Presence of thombus at the
intended site of implant or
documented evidence of venous
thrombus in the vessel through
which access to the defected is
gain
> Patients  whose  vasculature
through which access to the
defects is gained, is inadequate to
accommodate the  appropriate
sheath size.
Adverse events: The implanted
Occuluder should completely occlude
the patent ductus arteriousus which has
same therapeutic effects with surgical
treatment. However, the following
complications may emerge during and
after  the  implanting  process;
Hemorrhage and homeostasis around
the puncture site, formation of
Haematoma, impairment of femoral
artery, femoral vein and femoral nurve,
cardiac arrythmia, endocarditis,
incomplete occlusion accompanied by
mechanical hemolysis.

vV VYV V V

The
Netherlands

EC Certificate
(Germany)

Abygv™b Kiiv thiZ cifi |
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20.

Fresenius Medical Care
Homburg, Germany

Local agent :
Janata Traders

FXClassix

Class: C

Capillary High-Flux
Dialyser

It is designed for single use
in chronic haemodialysis.

Contraindication: Special
contraindications are
unknown.Generally contraindication for
haemodialysis are applicable. Patients
with known hypersensitivity to any of the
dialyser's material must not treated with
the dialyzer.

Side Effects: Certain side effects may
occur during dialysis and may result
from factors specific to the patient,
operating ~ parameters,  equipment,
priming procedure, dialysis solution
anticoagulation, medication etc.
Hypersensitivity or hypersensitivity like
reaction  has  been  observed.
Symptomatology can vary and may
include dyspnoea, Chest congestion,
bronchospasm,  respiratory  arrest,
hypotension,  tachycardia, urticaria,
abdominal pain, nausea, convaltion and
UNCONSCIOUSNeSSs.

FSC-Germany

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |

21.

Fresenius Medical Care
Homburg, Germany

Local agent :
Janata Traders

FXClass

Class: C

Capillary Low-Flux
Dialyzer

It is designed for single use
in chronic haemodialysis or
haemo filtration respectively.

Contraindication: Special
contraindication is unknown.Generally
contraindication for haemodialysis are
applicable.  Patients ~ with  known
hypersensitivity to any of the dialyser's
material must not treated with the
dialyzer.

Side effect: During dialysis and may
result from factors specific to the patient,
operating  parameters,  equipment,
priming procedure, dialysis solution
anticoagulation, medication etc.
Hypersensitivity or hypersensitivity like
reaction  has  been  observed.
Symptomatology can vary and may
include dyspnoea, Chest congestion,
bronchospasm,  respiratory  arrest,
hypotension, trachycardia, urticaria,
abdominal pain, nausea, convaltion and
UNCONSCIOUSNess.

FSC-Germany

Absygv b Kiv thiZ cifi|

Abgrb Kivnj |
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22. Fresenius Medical Care Hemoflow Dialyzer Dialyzer Used for Dialysis & | Contraindications: Specific | FSC-Germany | Abygv b Kiv thiZ cii | Abjgv b Kivnj |
Homburg, Germany Apheresis Therapies contraindications for the dialyzer are
! Cl C unknown. Generally, the
ass. contraindications for hemodialysis are
Local agent : applicable. The dialyzer should only be
Janata Traders used as directed by a physician.
Side effects: In rare cases
hypersensitivity reactions may occur
during hemodialysis treatment. A history
of allergies is an indication for careful
monitoring of hypersensitivity reactions.
Dialyzers of this type should not be used
again on any patient exhibiting a
hypersensitivity reaction. With severe
reactions, dialysis must be discontinued
and aggressive, first line therapy for
anaphylactic reactions must be initiate.
23. Fresenius Medical Care Citrosteril Heat Disinfection of | The synergistic effect of its | Contraindications: Do NOT use | FSC-Germany | Ab§gv"b KivthiZ citi] | Abjgrb Kivnj|
Homburg, Germany Haemodialysis components makes Sé”za;'ﬁg?g'fcm g"og‘rj‘i Sfﬁ'gtrf(ﬂe'ﬁt you
Class: B Maphmesf with Qltrosterll a potent | sonsakonium Chioride Solution. you
Local agent : recirculation disinfectant solution. have a deep puncture wound, animal
Janata Traders Citrosteril at 84oC has a | bite, or serious burn.
broad Spectrum of Side eff o lorc _
; e i ide effects: Severe allergic reactions
mICLObIOEIdE}[I ."’?g“‘l"ty ‘f"”d (rash; hives; itching; difficulty breathing;
WOI‘ ] actericiaal,  virus tightness in the chest; swelling of the
inactivating  (HBV, HCV, | mouth, face, lips, or tongue); infection;
HIV) and fungicidal. severe or persistent irritation,
24, Manufacturer : Opsite Post-Op Absorbent, It is indicated to dress Contra-Indication: None FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 waterproof and wounds such as lacerations, Side Effects: None
Hessle Road, Hull, HU3 Class: B bacteria proof film cuts, abrasions, post- ' EC Certificate
2BN, UK dressing operative wounds, minor (bsi)

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh

burns, where levels of
exudate are low/moderate.
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25. Manufacturer : Allevyn Ag | Adhesive It is indicated as an | Contra-indications: None FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 | Adhesive/Non- Hydrocellular antimicrobial absorbent Side Effects: None
Hessle Road, Hull, HU3 adhesive/Sacrum Antimicrobial dressing for the ' EC Certificate
2BN, UK Dressing management, by secondary (bsi)
Class: B intention of chronic and
Local Agent : acute full thickness, partial
Vastech Limited, thickness or
Nurjehan Tower (6th shallow granulating, exuding
Floor) 80/22 Mymensingh wounds such as: pressure
Road Dhaka-1000. ulcers, venous ulcers,
Bangladesh. diabetic ulcers,
burns, donor sites,
fungating/malignant wounds
and surgically dehisced
wounds
26. BSN Private Ltd.India Cutisorb Combine dressing Heavily exuding wounds, Contraindication: None FSC-India Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
sterile which are chronic or healing Side effect: There are 1o known side
Contract mangfacturer Class: B by secondary intent, such as | octs The dressing should not be used
Adeshwar meditex leg ulcers, pressure ulcers, | on dry wounds, low exuding wounds,
Pvt.Ltd.India diabetic foot ulcers and eyes, mucous membranes or in wound
similar types of wounds. cavities (the _dressing _ swells
Local agent : considerably after fluid absorption!)
Janata Traders
27. ConvaTec Limited USA. | DuoDerm- Hydrocolloid Management of superficial, | Contraindication: Should not be used |~ CFG-USFDA | Abygv™b KivthiZ cii] |  Abjgv b Kivnj|
Extra Thin, CGF Dressing dry to lightly exudating | o0 individual who are sensetive to or
Local agent : dermal ulcers, post who have had an allergic reaction to the
. ) dressing or its components.
Janata Traders, TCB Class: B operative wound, protective
Bhabon , 1 kawran dressing. Side effect: None
Bazar,Dhaka
28. ConvaTec Inc, USA Agquacel- Hydrofiber It is used for abrasions, Contraindication: It should not be | CFG-USFDA | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
Ag , Extra, Bum, Dressing lacerations, minor cut, used on individuals who are sensitive to

Local agent :

Janata Traders

TCB Bhabon , 1 kawran
Bazar,Dhaka

Glove, Foam ADH,
Foam N/ADH ,SCD

Class: B

burns, leg ulcers , pressure
ulcer, diabetic ulcer,
traumatic wounds.

or who have had an allergic reaction to

the dressing or its components.

Side effect: None.
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29. Manufacturer : Intrasite Gel Hydrogel wound It is is indicated for the Contra-Indication: None FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 dressing management of shallow and Side Effects: None
Hessle Road, Hull, HU3 Class: B deep open wounds healing ' EC Certificate
2BN, UK by secondary intent, e.g. (bsi)
Venous leg ulcers, Diabetic
Local Agent : foot ulcers, Surgical
Vastech Limited, wounds, Pressure sores,
Nurjehan Tower (6th Extravasation injuries,
Floor) 80/22 Mymensingh Radiation damage, Burns,
Road Dhaka-1000. Fistulae, Amputations,
Bangladesh Fungating ulcers.
30. Manufacturer : Melolin Low adherent It is indicated for the Contra-Indication: None FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 absorbent dressing | management of a wide Side Effects: None
Hessle Road, Hull, HU3 Class: B variety of light to moderately ' EC Certificate
2BN, UK exuding wounds including (bsi)
clean sutured wounds,
Local Agent : abrasions, lacerations and
Vastech Limited, minor burns.
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh
3L ICIM INTERNATIONAL Bionike Natural hydrophilic | It is used for dressing skin | Contraindications: Not applicable FSC-ltaly Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
S.R.L., located in Via PROCUTASE lonic | polymers; a | lesions like  abrasions,

Peloritana, 28, 20024
Garbagnate Milanese
(Milano), Italy.

Local agent:

Radiant Export Import
Enterprise.
Uttara, Dhaka.

Hydrogel SPRAY
for Skin Lesion
Dressing

Spray, 100 ml/bottle

Class: B

patented solution of
ionized trace metals;
Metalloproteinases
inhibiting plant
peptides (TIMPS)

scalds and burns, graze and
wounds,  vascular  and
decubitus ulcers. It is highly
effective in controlling the
lession humid
microenvironment while
encouraging fibroblast
proliferation as well as the
healing process.

Side effects: No side effects are known
that relate specifically to the use of the
product. The product is usually well
tolerated. In the event of individual
hypersensitivity to any of the specific
components, avoid using the product. In
case of intolerance to the product, stop
the treatment and consult your doctor.
Consult your doctor if the lesions do not
heal normally.

223 |Page




32. ICIM INTERNATIONAL Bionike Natural hydrophilic | It is used for dressing skin | Contraindications: Not applicable FSC-ltaly Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
S.R.L., located in Via PROCUTASE  lonic | polymers; a | lesions like  abrasions, Side effects: No side )
Peloritana, 28, 20024 Hydrogel for Skin | patented solution of | scalds and burns, graze and th'ater;af:tssbec(i)ﬁz;'@ ?Oif]t: 3;2 (;Ot‘ﬁg
Garbagnate Milanese Lesion Dressing ionized trace metals; | wounds, ~ vascular  and | proguct. The product is usually well
(Milano), Italy. Metalloproteinases | decubitus ulcers. It is highly | tolerated. In the event of individual
Gel inhibiting plant | effective in controlling the | hypersensitivity to any of the specific
Local agent: 50 ml tube with | peptides (TIMPS) | lession humid | Components, avoid using the product. In
. ) . . case of intolerance to the product, stop
Radiant Export Import applicator microenvironment while | the treatment and consult your doctor.
Enterprise. encouraging fibroblast | Consult your doctor if the lesions do not
Uttara, Dhaka. Class: B proliferation as well as the | heal normally.
healing process.
33 Manufacturer : Primapore Non-woven It is indicated for post- Contra-Indication: None FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 adhesive wound operative wounds, and cuts, Side Effects: None
Hessle Road, Hull, HU3 Class: B dressing lacerations and sutured ' EC Certificate
2BN, UK wounds. (bsi)

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh
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34.

Manufacturer :

Smith & Nephew Inc., 101
Hessle Road, Hull, HU3
2BN, UK

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh

Allevyn Ag Gentle
Border

Class: B

Silicone
Adhesive
Antimicrobial
Hydrocellular
dressing

Gel

foam

ALLEVYN Ag Gentle Border
isan

Absorbent antimicrobial
dressing for the
management, by secondary
intention of chronic and
acute full thickness, partial
thickness or shallow
granulating, exuding wounds
such as: pressure ulcers,
venous ulcers, diabetic
ulcers, burns, donor sites,
fungating / malignant
wounds and surgically
dehisced wounds.
ALLEVYN Ag

Gentle Border may be used
on infected wounds. Where
the product is used on
infected wounds the wounds
should be treated as per
local protocol. ALLEVYN Ag
Gentle Border can be used
in conjunction with
INTRASITE™ Gel for
necrotic or sloughy wounds.
ALLEVYN Ag Gentle Border
is suitable for use on fragile
skin.

Contra-indications Do not use on
patients known to be hypersensitive to
silver sulfadiazine or sulfonamides.

* As sulfonamides are known to cause
kernicterus, ALLEVYN Ag Gentle Border
should not be used on females who are
at, or near term pregnancy or lactating,
on premature infants or on newborn
infants during the first months of life.

Side Effects: None

FSC-UK

EC Certificate
(bsi)

Abygv™b Kiv thiZ cifi|
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35. Manufacturer : Cica-Care Silicone Gel sheet It is designed for temporary | Contra-indications: Do not use on FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 use: patients with complicating medical
Hessle Road, Hull, HU3 Class: B 1. inthe management of Iﬁcﬁgftﬁ: gzlvs\/ﬁ:lg E‘g';::&egouﬂg? Lese EC Cert?ficate
2BN, UK both existing and new on patients with dermatological (bsi)
hypertrophic scars and | conditions (e.g. Psoriasis & Acne). DO
Local Agent : keloids and NOT USE ON OPEN WOUNDS or
Vastech Limited. 2. as a prophylactic where the skin integrity is compromised.
Nurjehan Tower (6th therapy on closed Side Effects: None
Floor) 80/22 Mymensingh wounds to help to
Road Dhaka-1000. prevent hypertrophic
Bangladesh scarring and keloids
36. Manufacturer : Opsite Incise Transparent It is indicated to dress minor | Contra-Indication: None FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 adhesive film burns, scalds, skin grafts Side Effects: None
Hessle Road, Hull, HU3 Class: B and donor sites, pressure ' EC Certificate
2BN, UK sores, abrasions and (bsi)

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh

Lacerations; for the
prophylaxis of pressure
sores; for stoma and fistula
therapy; for use in all types
of surgery;

IV fixation (central peripheral
or venous catheters).
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37.

Manufacturer :

Boston Scientific
Corporation, 300 Boston
Scientific Way, USA

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh.

Speed Band
Superview Super 7

Class: B

Endoscopic Ligator

The Speedband Superview
Super 7™ Multiple Band
Ligator is  used for
endoscopic  ligation  of
esophageal varices and
anorectal hemorrhoids.

Contraindications: The Speed band
Superview Super 7 Multiple Band
Ligator is contraindicated for patients
with bleeding disorders, unless the
bleeding disorder is first identified and
treated  appropriately, and is
contraindicated for any other condition
which would otherwise contraindicate
gastrointestinal ~ endoscopy.  The
Speedband Superview Super 7 Multiple
Band Ligator is not intended for ligation
of esophageal varices below the
gastroesophageal junction.

Adverse Events: Of
Variceal Ligation

* Esophageal ulceration.
* Retrosternal chest pain secondary to
initial banding or ulceration at

banding sites.

+ Treatment-related bleeding secondary
to ulceration at banding sites.

* Esophageal stricture formation.

* Esophageal perforation.

* Esophageal obstruction.

Of Anorectal Hemorrhoidal Ligation
Severe pain, which may result from
treatment of hemorrhoids below the
dentate line

Esophageal

Certificate to
foreign
Government-
USA

EC Certificate
(bsi)

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |

38.

Romsons Scientific &
Surgical Industries Pvt.
Ltd, India

Importer:
Barisal Surgical, Dhaka

Endotracheal Tube
Cuffed

Class: B

Oral/Nasal Tracheal
Tube with cuff & with
Murphy eye & Radio
opaque Line, pilot
Balloon

Endotracheal Tube- Cuffed
intended to provide a direct
& uninterrupted to & fro
airway

Passage to lungs. (A special
soft, high volume, low
pressure cuff is provided for
air tight seal between the
tube and the tracheal wall.

Contraindication: None

Side-effect : None

FSC-India
EC Certificate-
Norway

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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39. Romsons Scientific & Endotracheal Tube Oral/Nasal Tracheal | Endotracheal ~ Tube s | Contraindication: None FSC-India | Abygvb KivthiZ citi] |  Abygr b Kivnj|
Surgical Industries Pvt. Plain Tube without cuff & | intended to provide a direct Side-effect : None EC Certificate-
Ltd, India with Murphy eye & & uninterrupted to & fro ' Norway
Class: B Radio opaque Line | airway to lung.
Importer:
Barisal Surgical, Dhaka
40. Romsons International, | VEIN-O-LINE Large Bore, Low Device intended for | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr b Kivnj|
India Pressure, Extension | administration of intravenous | . EC Certificate-
Importer: Barisal | Class: B Line with Male luer | infusions & nutrition etc. 3 | Side-effect: None Norway
Surgical, Lock & 3-Way stop Way Stop Cock facilitates
34/1, Mitford Road, Cock at ends selective running of multiple
Dhaka-1100 infusion lines.
41, Romsons  International, | PM-O-Line Pressure monitoring | It is single use device, used | Contraindication: None FSC-India | Abygvb KivthiZ citi] |  Abygr b Kivnj|
India line for ~ administration of Side-effect : None EC Certificate-
Importer: Barisal | Class: B intravenous fluids in critical ' Norway
Surgical, care for low prime volume
34/1, Mitford Road, high pressure applications.
Dhaka-1100
42, Romsons Scientific & IRRIGATTO Syringe with | IRRIGATTO Syringe with | Contraindication: None FSC-India | Abygv b KivthiZ citi] | Abygrb Kivnj|
Surgical Industries Pvt. catheter mount | catheter mount nozzle is Side-sffect : None EC Certificate-
Ltd, India Class: B suitable for irrigation | used for irrigation and ' Norway
and feeding feeding.
Importer:
Barisal Surgical, Dhaka
43, Romsons Scientific & Romolene Ryle's Tube with | Intended for naso-gastric | Contraindication: None FSC-India | Abygvb KivthiZ citi] |  Abygr b Kivnj|
Surgical Industries Pvt. funnel &  Luer | introduction, for Enteral Side-effect : None EC Certificate-
Ltd, India Class: B connector Feeding as well as for ' Norway

Importer:
Barisal Surgical, Dhaka

aspiration of
Intestinal secretions.

gastro-
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44, Ashitaka Factory of Capiox Hemoconcentration | It is intended to be used | Contraindication: There are no known |  FSC-Japan | Abjgv"b KivthiZ citi] | Abjgrb Kivnj|
Terumo Corporation , Hemoconcentrator | Filter during and after surgical | absolute  Contraindication ~—for
Japan rocedures requirin ultrafiltration therapy; ultrafiltration can EC Certificate
p p ) q 9 | affect the effective concentration and
Class: B cardiopulmonary bypass (Up | clearance of concoomitant drugs and
Local Agent: to 6 hours) when the | medication. Use of dugs and
UniMed Ltd. (Medical removal of excess fluid from | medications during ultrafiltration therapy
Device) blood is required. It should pmrgztcrib?ﬁg'gﬁszcia?"”“ored by~ the
34/1 Sonagaon Road, not be used as dialyzer, '
Paribag, Dhaka hemofilter or other device. Side effect : None
45. Manufacturer : Endobutton Fixation Button The fixation device isused | Contraindication: Known | = Certificate to | Abygv™b KivthiZ citi] |  Abjgi b Kivnj|
Smith & Nephew Inc., 101 for fixation of tendons and | Pypersensitvity to the implant material. | - Foraing Gov.-
Hessle Road, Hull, HU3 Class: C ligaments during orthopedic Where material sensitvty is suspected, USA
! ! : 9 . 9 p appropriate tests should be made and
2BN, UK reconstruction procedures sensitivity ruled out prior to implantation
such as anterior cruciate Insufficient quantity or quality of bone. EC Certificate
Local Agent : ligament (ACL) Blood supply and previous infections (bsi)
Vastech Limited, reconstruction. which may tend to retard healing.
. Active infection. Conditions which tend
Nurjehan Tower (6th ' to limit the patient's ability or willingness
Floor) 80/22 Mymensingh to restrict activities or follow directions
Road Dhaka-1000. during the heating period.
Bangladesh

Adverse Reactions: Complications are
those seen with any method of internal
fixation. Adverse reactions associated
with suture include: wound dehiscence,
calculi formation in urinary or biliary tract
such as bile or urine occurs, infected
wounds, minimal acute inflammatory
tissue reaction and transitory local
irritation.
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46.

Manufacturer :

Smith & Nephew Inc., 101
Hessle Road, Hull, HU3
2BN, UK

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh

BIORCI Scrue

Class: C

Fixation Screws

The Smith & Nephew
BIORCI Screw is indicated
for interference fixation of
bone-tendon-bone or soft
tissue grafts in
anterior/posterior cruciate
ligament ACL/PCLI

reconstruction procedures.

Contra-Indication: Known
hypersensitivity to the implant material.
Where material sensitivity is suspected,
appropriate tests should be made and
sensitivity ruled out prior to implantation.
. Conditions that would reduce the
support of the screw threads, e.g.,
insufficient quantity or quality of bone
including  tumors  and  severe
osteoporosis. The presence of infection.
Conditions which would limit the
patient's ability or willingness to restrict
activities or follow directions during the
healing period. o Contraindications may
be relative or absolute and must be
carefully weighed against the patient's
entire evaluation.

Adverse Reactions: Complications
which are seen with any method of
internal fixation include failure to regain
full extension or flexion, patela femoral
complications, fixation complications,
hardware irritation, impingement to the
graft, and arthrofibrosis.  Additional
complications may include fixation
failure, and migration of the screw.

As with any bio-absorbable implant,
there is a chance of an inflammatory
response during the degradation period
of the device.

Certificate to
Foreing Gov.-
USA

EC Certificate
(bsi)
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47. Manufacturer : RCI Fixation Screw Fixation Screws Smith & Nephew RCI Contra-Indication: Known | - Certificate to | Abygv™b Kiv thiZ citi] Abjgv b Kivnj |
Smith & Nephew Inc., 101 Fixation Screws are used for Wﬁgsenq;tg’r'g ts‘;rffs‘;’w'n“;pl'gnstug‘;ggg Foreing Gov.-
Hessle Road, Hull, HU3 Class: C interference fixation qf bone- appropriate tests should be made and USA
2BN, UK tendon-bone or soft tissue sensitivity ruled out prior to implantation.

grafts in anterior Conditions that would reduce the | EC Certificate
Local Agent : or posterior cruciate .SUPF#?“_ of the screw thlfeadsf? e (bsi)
Vastech Limited, [ligament reconstruction’ Insufficient quantity or quality of bone
. including  tumors  and  severe
Nurjehan Tower (6th ' Osteoporosis. The presence d infection
Floor) 80/22 Mymensingh Mental or neurological conditions which
Road Dhaka-1000. would reduce compliance with the
Bangladesh restrictons and demands of the
rehabilitation program, especially during
the first two weeks; e.g. drug use or
mental illness.
Adverse Reactions:. Complications
are those seen with any method of
internal fixation. Laceration of the graft
material This may occur as a result of
poor technique in the placement of the
screws. It is more likely to result from
operative instruments than from the
screws.
. Graft material may fail to incorporate
into the tunnel following anterior cruciate
reconstruction and, white this is a rare
occurrence, this may lead to the
dissolution of the graft material and
recurrent instability of the knee'

48. Romsons  International, | Romo Vac Set Closed wound Romo Vac Set is intended | Contraindication: None FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
India suction set for close wound drainage Side-effect : None EC Certificate-
Importer: Barisal | Class: B under negative pressure ' Norway
Surgical, with the option to use one
34/1, Mitford  Road, perforated to catheter or two
Dhaka-1100 catheters simultaneously to

facilitate desired drainage.

49. Romsons  International, | ROMO SEAL Under water seal Romo Seal is sterile, single, | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygrb Kivnj|
India drainage use device intended for Side-effect : None EC Certificate-
Importer: Barisal | (ADULT, MIDI, & KID) | system under water seal chest ' Norway
Surgical, drainage application after
34/1, Mitford  Road, | Class: B cardiac and cardio-thoracic
Dhaka-1100 procedures.
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50. Romsons Scientific & Romo Drain Under water seal | It is an under water seal | Contraindication: None FSC-India | Abygvb KivthiZ citi] |  Abygr b Kivnj|
Surgical Industries Pvt. 1000ml chest drainage | drainage bag intended for Side-effect : None EC Certificate-
Ltd, India system use in pleural cavity/thoracic ' Norway
Class: B drainage
Importer:
Barisal Surgical, Dhaka
51. Manufacturer : EndoVive Percutaneous The Initial Placement PEG is | Contraindications: Certificate to | Ab§gv™b KivthiZ ciii] |  Abygy b Kivnj|
Boston Scientific Percutaneous Endoscopic indicated for enteral nutrition :Fg"g:’trr‘ﬂgt’i‘o";‘]”tgoﬁ]gg'22;(1[]‘;95[]-5 i foreign
Co'rpo're'ltlon, 300 Boston Endoscopic ' Gastrostomy Kit directly mtp the stomach in may prevent the imroducti%n gr removal | GOvernment-
Scientific Way, USA Gastrostomy Kit both pediatric and adult | of the feeding tube. USA
patients who are unable to | « Inability to achieve transabdominal
Local Agent : Class: C consume  nutrition by | ilumination or  needle/cannula | EC Certificate
Vastech Limited, conventional means. P'f;;emem- . (bsi)
. * Multiple surgical procedures near the
Nurjehan Tower (6th gastrostomy site.
Floor) 80/22 Mymensingh + High medical risk patients.
Road Dhaka-1000.
Bangladesh. ADVERSE EVENTS: Possible

complications include, but may not be
limited to: fever, gastric

distention, infection, blockage/occlusion,
tissue necrosis, migration, peritonitis,
sepsis, erosion/embedding into the
gastric ~ wall  (‘Buried  Bumper
Syndrome”), aspiration, bleeding, fistula,
gastroparesis, GE  reflux, pain,
perforation, ulceration, tube clogging,
malposition, leakage, kinking,
inadvertent removal, small bowel
obstruction, granulation tissue, and
pneumoperitoneum.
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52. GELITA MDICAL GmbH:
Uferstrasse 7

69412 Eberbach
Germany

[SURGITALTD. :

58/3, Lake Circus,
Kalabagan, Dhanmondi,
Dhaka — 1205,
Bangladesh]

GELITA-CEL®
STANDARD

Class: D

Absorbable
Oxidized Cellulose
Gauze Hemostat

Topical hemostat for use
as an adjunct to
hemostasis by tamponade
effect, in particular where
control ~ of  capillary,

venous, and arteriolar
bleeding, by pressure,
ligature, and  other

conventional procedures,
is either ineffective or
impractical.

Contraindication: It should not be
used for implantation in bone defects,
such as fractures, since there is a
possibility of interference with callus
formation and a theoretical chance of
cyst formation. It should not be used in
conjunction with methyl methacrylate
adhesives, for example in orthopedic
surgery, because their presence may
reduce the adhesive strength of the
bonding agent to bone. It should not be
used in bleeding from large arteries. It
should not be used in chemically
cauterized areas; its use should not be
preceded by application of escharotic
chemicals (silver nitrate or any other). It
should not be used as a surface
dressing except for immediate control of
bleeding as it inhibits new skin growth. It
should not be used in closure of skin
incisions as it may interfere with healing
of the skin edges. This is due to
mechanical interposition of oxidized
cellulose and not to intrinsic interference
with wound healing.

Side Effects: Occasional reports of
“burning” and “stinging” sensations and
sneezing when oxidized cellulose has
been used as packing in epistaxis, are
believed to be due to the low pH of the
product. Burning has been reported
when oxidized cellulose was applied
after nasal polyp removal and after
hemorrhoidectomy. Stinging has also
been reported where oxidized cellulose
was applied on surface wounds
(varicose ulcerations, dermabrasions,
and donor sites).

FSC- Germany

CE Marking of
Conformity

EC Certificate
(Germany)

Abygv™b Kiiv thiZ cifi|
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53.

GELITA MDICAL GmbH:

Uferstrasse 7
69412 Eberbach
Germany

[SURGITALTD. :

58/3, Lake Circus,
Kalabagan, Dhanmondi,
Dhaka — 1205,
Bangladesh]

GELITA-CEL® X-
SORB

Class: D

Absorbable Oxidized
Cellulose Gauze
Hemostat for
Heavier Bleeding

Topical hemostat for use as
an adjunct to hemostasis by
tamponade effect, in
particular where control of
capillary,  venous, and
arteriolar ~ bleeding, by
pressure, ligature, and other
conventional procedures, is
either ineffective or
impractical.

Contraindication: It should not be used
for implantation in bone defects, such as
fractures, since there is a possibility of
interference with callus formationand a
theoretical chance of cyst formation. It
should not be used in conjunction with
methyl methacrylate adhesives, for
example in orthopedic surgery, because
their presencemay reduce the adhesive
strength of the bonding agent to bone.

It should not be used in bleeding from
large arteries. It should not be used in
chemically cauterized areas; its use
should not be preceded by application of
escharotic chemicals (silver nitrate or
any other). It should not be used as a
surface dressing except for immediate
control of bleeding as it inhibits new skin
growth. It should not be used in closure
of skin incisions as it may interfere with
healing of the skin edges. This is due to
mechanical interposition of oxidized
cellulose and not to intrinsic interference
with wound healing.

Side Effects: Occasional reports of
“burning” and “stinging” sensations and
sneezing when oxidized cellulose has
been used as packing in epistaxis, are
believed to be due to the low pH of the
product. Burning has been reported
when oxidized cellulose was applied
after nasal polyp removal and after
hemorrhoidectomy.  Stinging has also
been reported where oxidized cellulose
was applied on surface wounds
(varicose ulcerations, dermabrasions,
and donor sites).

FSC- Germany

CE Marking of
Conformity

EC Certificate
(Germany)

Abygv™b Kiiv thiZ cifi |
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54, GELITA MDICAL GmbH:

Uferstrasse 7
69412 Eberbach
Germany

[SURGITALTD. :

58/3, Lake Circus,
Kalabagan, Dhanmondi,
Dhaka — 1205,
Bangladesh]

GELITA-CEL®
FIBRILLAR

Class: D

Absorbable
Oxidized Cellulose
Non-Woven
Hemostat

Topical hemostat for use as
an adjunct to hemostasis by
tamponade effect, in
particular where control of
capillary,  venous, and
arteriolar ~ bleeding, by
pressure, ligature, and other
conventional procedures, is
either ineffective or
impractical.

Contraindication: It should not be used
for implantation in bone defects, such as
fractures, since there is a possibility of
interference with callus formation and a
theoretical chance of cyst formation. It
should not be used in conjunction with
methyl methacrylate adhesives, for
example in orthopedic surgery, because
their presencemay reduce the adhesive
strength of the bonding agent to bone. It
should not be used in bleeding from
large arteries. It should not be used in
chemically cauterized areas; its use
should not be preceded by application of
escharotic chemicals (silver nitrate or
any other). It should not be used as a
surface dressing except for immediate
control of bleeding as it inhibits new skin
growth. It should not be used in closure
of skin incisions as it may interfere with
healing of the skin edges. This is due to
mechanicalinterposition ~ of  oxidized
cellulose and not to intrinsic interference
with wound healing.

Side Effects: Occasional reports of
“burning” and “stinging” sensations and
sneezing when oxidized cellulose has
been used as packing in epistaxis, are
believed to be due to the low pH of the
product. Burning has been reported
when oxidized cellulose was applied
after nasal polyp removal and after
hemorrhoidectomy.Stinging has also
been reported where oxidized cellulose
was applied on surface wounds
(varicose ulcerations, dermabrasions,
and donor sites).

FSC- Germany

CE Marking of
Conformity

EC Certificate
(Germany)

Abygv™b Kiiv thiZ cifi |
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55.

236 | P 4

GELITA MDICAL GmbH:

Uferstrasse 7
69412 Eberbach
Germany

[SURGITALTD. :

58/3, Lake Circus,
Kalabagan, Dhanmondi,
Dhaka — 1205,
Bangladesh]

ge

GELITA-SPON ®
POWDER

Class: D

Absorbable
Gelatin Powder
Hemostat

Topical hemostat for use as
an adjunct to hemostasis by
tamponade effect, in
particular where control of
capillary,  venous, and
arteriolar ~ bleeding, by
pressure, ligature, and other
conventional procedures, is
either ineffective or
impractical.

It is particularly useful in
procedures involving
cancellous bone bleeding
and can be used in the
same way and for the same
indications as would a “bone
wax”. The paste having
been mixed to the required
consistency may be
smeared or pressed against
the  bleeding  o0sseous
surface to control bleeding.
Due to its complete bio
degradation, it is not known
to cause sternal dehiscence
unlike conventional bone
waxes.

It can also be mixed to a
“slurry”  consistency and
administered via a syringe in
difficult to reach areas, e.g.
in spinal surgeries, during
laminectomy and
discectomy, or spinal fusion
to stop capillary bleeding.

It used dry, as a paste or
more viscous fluid, has

clinical utility in broad
surface  bleeding, cavity
bleedng and  uneven

surface bleeding.

Contraindication: Hypersensitivity to
porcine products. It should not be used
in closure of skin incisions as it may
interfere with healing of the skin edges.
This is due to mechanicalinterposition of
gelatin and not to intrinsic interference
with wound healing.The product should
not be used without antibiotics in
infected wounds.

Side Effects: There have been no
reported adverse reactions for product
used correctly according to these
Instructions for Use and when the
product is not over-packed.Formation of
tissue granulation during middle ear
procedures has been reported in at least
one animal study.

FSC- Germany

CE Marking of
Conformity
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56. GELITA MDICAL GmbH:

Uferstrasse 7
69412 Eberbach
Germany

[SURGITALTD. :

58/3, Lake Circus,
Kalabagan, Dhanmondi,
Dhaka — 1205,
Bangladesh]

GELITA-SPON ®
STANDARD

Class: D

Absorbable  Gelatin
Sponge Hemostat

Topical hemostat for use as
an adjunct to hemostasis by
tamponade effect, in
particular where control of
capillary,  venous, and
arteriolar ~ bleeding, by
pressure, ligature, and other
conventional procedures, is
either ineffective or
impractical.

2.1 In Dental surgery, the
GELITA-SPON®
STANDARD Cube is an aid
in providing hemostasis and
filling dead space created by
extraction of the teeth,
rootamputations and
removal of cysts, tumors
and impacted teeth.

2.2 For ENT surgery a “High
Density” sponge is available.
It has proven to be effective
in supporting and keeping
the fascia or perichondrium
in the middleear (dry
application) in place or in the

outer ear canal after
tympanoplasty.
2.3 For rectal surgery,

hemorrhoid operations and
gynaecology the GELITA-
SPON®
STANDARDTampon” form
is available.

Contraindication: Hypersensitivity to
porcine products. It should not be used
in closure of skin incisions as it may
interfere with healing of the skin edges.
This is due to mechanicalinterposition of
gelatin and not to intrinsic interference
with wound healing.The product should
not be used without antibiotics in
infected wounds.

Side Effects: There have been no
reported adverse reactions for product
used correctly according to these
Instructions for Use and when the
product is not over-packed. Formation of
tissue granulation during middle ear
procedures has been reported in at least
one animal study.

FSC- Germany

CE Marking of
Conformity
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57. GELITA MDICAL GmbH: | GELITA-SPON® | Absorbable Topical hemostat for use as Contraindigationi H)r/]pefjensitglity tg Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
. i i porcine products. « It should not be use -
g;irférzzseg h RAPID3 Gelatin Sponge ?n adjungt 0 heTfOS:aSIS by in closure of skin incisions as it may FSC- Germany
erbac Hemostat amponade effect, N | interfere with healing of the skin edges. .
Germany Class: D particular where control of | This is dueto mechanical interposition of | CE Mafk'“_g of
capillary,  venous, and | gelatin and not to intrinsic interference Conformity
arteriolar  bleeding, by | with wound healing. The product should
[SURGITALTD. : pressure, ligature, and other | 1o be used without antibiotics in
. . .| infected wounds.
58/3, Lake Circus, conventional procedures, is
Kalabagan, Dhanmondi, either ineffective Or | Side Effects: There have been no
Dhaka — 1205, impractical. reported adverse reactions for product
Bangladesh] used correctly according to these
Instructions for Use and when
overpackingis not applied.Formation of
tissue granulation during middle ear
procedures has been reported in at least
one animal study.

58. BIOTRINIK AG Cruiser Hydro Coronary and Use for Coronary Artery Contraindication: None FSC- Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Ackerstrasse 6 Peripheral Artery Side Effects: None Switzerland
CH-8180 Bulach Class: B Guide Wire ' EC Design
Switzerland examination

Certificate(bsi)
(Cardiac Solution
Ltd.House #1/1/B,Flat#
1/C,SiliconArcade, Ring
Road, Adabor, Dhaka)

59. Manufacturer : Hydra Jagwire High | Endoscopy Guide It is indicated for use in | Contraindications: None known. Certificate to | Ab§gv™ b KivthiZ ciii] |  Abygy b Kivnj|
Boston Scientific Performance  Guide | wires selective cannulation of the . o foreign
Corporation, 300 Boston | wire biliary ducts including the Adverse events: Use of guide wires in Government-

,p “ ! y > Y ) the gastrointestinal tract and the
Scientific Way, USA common bile, pancreatic, | tracheobronchial USA
Class: B cystic, right and left hepatic | tree may be associated with the
Local Agent : ducts and to aid in the | following complications: Infection, | EC Certificate
Vastech Limited, placement of diagnostic and fB'eed'”g' Breakage with retention of (bsi)
. . . . ragment, Perforation, Peritonitis,
Nurjehan Tower (6th therapeutic devices during | nfammation, Edema, Hemorrhage,
Floor) 80/22 Mymensingh bronchoscopic procedures. | Pancreatitis, Tissue Trauma, Wire
Road Dhaka-1000. Fracture, Failure to Pass, Hemothorax,
Bangladesh. Pneumothorax, Foreign Object in Body,

Septicemia

238|Page




60. Ashitaka Factory of TR Brand (Sterile) Radial Artery It is & compression device to | Contra-indication : None FSC-Japan | Abygv b KivthiZ citi] | Abjgi™b Kivnj|
Terumo Corporation , Hemostasis Band assist hemostasis of the .
. . Side effect : None
Japan Class: B radial artery after a
transradial procedure.
Local Agent:
UniMed Ltd. (Medical
Device)
34/1 Sonagaon Road,
Paribag, Dhaka
61. B L Lifesciences Pvt Ltd., | Perfx- Heart Lung | Disposable This set is intended for use | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
India Pack Perfusion Set during  surgery  requirin .
cardigpulmor?ar;/ or qothegr SideEffects: None CE Mark-
[Inogen Systems, Class: D surgical techniques. It can Norway
Cha 73/2, Pragati Sarani, be used together with other
North Badda, Badda, devices such as pumps,
Dhaka-1212] oxygenators, reservoirs,
filters, heat exchangers and
cannulae. It is suggested to
consult the specific
instructions for use of the
above listed devices.
The blood to be treated
must contain anticoagulant.
The device must not be
used for longer than 6
hours. Contact with blood for
longer periods is not
advisable.
62. Terumo Medical Terufuion Solution Solution Solution Administration Set | Contraindication: None FSC-China | Abygv b KivthiZ citi] | Abygr'b Kivnj|
Products(Hangzhou)Co. Administration Set for | Administration Set for Infusion Pump Side Effects: None
Ltd., China Infusion Pump ' EC Certificate
Local Agent: Class: B

UniMed Ltd. (Medical
Device), 34/1 Sonagaon
Road, Paribag, Dhaka
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63. B L Lifesciences Pvt Ltd., | Perfx- Perfusion | Disposable This set is intended for use | Contraindication: None FSC-India | Abygv"b KivthiZ citi] |  Abygrb Kivnj|
India Accessories Perfusion Set during  surgery requiring SideEffects: None CE Mark-
[| . Class: D card?opltjlmoEary or Iother ' Norway

nogen Systems, . . surgical techniques. It can

Cha 73/2, Pragati Sarani, I(:(illgrponent. AKSSI?} be used together with other

North Badda, Badda, Pediatric/ Semi Adult devices such as pumps,

Dhaka-1212] Hemoconcentrator ’ qugenators, reservoirs,
Kit- Adult/ Pediatric filters, heat gxchangers and
Suction Tubing, HLF; cannulae. It is suggested't'o
Connector- Straight/Y consut  the specific
With!  Without Luer instructions for'use of the
Lock, Tourniquet Set- above listed devices.
Without Handle must contain anticoagulant.
Purge  Line, Gas’ The device must not be
Filter, BT Filter Set, used - for Ionggr than 6
Heat Exchanger- hours. Contact with blood for
With/ Without Ionger periods is not
aluminium spiral) advisable.

64. Manufacturer : Ultratome Sphincterotomes It is indicated for use in the | Contraindications: ~ Contraindications |  Certificate to | Abygv b KivthiZ cii] | Abygy b Kivnj |
Boston Scientific selective cannulation of the | ; this device are those specific 0 foreign
Corporation, 300 Boston | Class: B Common Bile Ducts (CBD) iﬁogicg?gézncreamgraphy (Eéegs)grgng Government-
Scientific Way, USA and the transendoscopic | endoscopic sphincterotomy (ES). USA

sphincterotomy  of  the
Local Agent : Papilla of Vater andfor the | Adverse  Effect: Potential | EC Certificate
Vastech Limited, Sphincter of Oddi. The ﬁ:rgirpe%“catt(')‘?”spf;rqgggg{is,b”LegﬁaﬂgﬁF (bsi)
Nurjehan Tower (6th Sphincterotome can also be | Hemorrhage: Hematoma: Cholangitis:
Floor) 80/22 Mymensingh used to inject contrast | Stone Impaction; Septicemia/infection;
Road Dhaka-1000. medium. Allergic Reaction to Contrast Medium.
Bangladesh. Possible electrosurgical adverse effects

include: Fulguration; Burns; Stimulation;
Cardiac Arrhythmias.
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65. Romsons Scientific & T.UR. Set Irrigation ~ set  for | Sterile, Single Use device | Contraindication: None FSC-India | Abygvb KivthiZ citi] |  Abygr b Kivnj|
Surgical Industries Pvt. endoscopic  Trans | intended for  continuous Side-effect : None EC Certificate-
Ltd, India Class: B urethral Resection of | irrigation  during ~ Trans ' Norway
Prostrate (T.U.R.P.) | urethral ~ Resection  of
Importer: Prostrate (T.U.R.P.)
Barisal Surgical, Dhaka
66. Romsons Juniors India Microguard Sterile  disposable | It is intended for use in | Contraindication: None FSC-India | Abygv b KivthiZ citi] | Abygr'b Kivnj|
Unit-Il, India Vented infusion set perfusion set intervenous infusion of LV. Side-sffect : None EC Certificate-
with 0.2y filter, DEHP Fluids and parenteral drugs, ' Norway
Importer: free to Neonates, Paediatrics,
Barisal Surgical, Dhaka Adults in critical care units
Class: B and for chemo therapy.
67. Bausch & Lomb,INC Akreos Advanced Optics | Intraocular Lens Contraindication: None CFG-USFDA | Abjgyv b Kiv thiZ citi| Abjgv b Kivnj |
1400,North Goodman Aspheric Lens . .
Street,Rochester,NY, Class: C (Intpraocular Lens) Side effect: None
USA.
Local agent :
Janata Traders.
68. Eyekon Medical Inc. DGR Hydrophilic Hydrophilic Sterile Optical implant for the | Contraindication: Significant | Certificate to | Abygv"b KivthiZ citi] |  Abjgv b Kivnj|
2451 Enterprise Rd. Acrylic Intra Ocular Lenses | replacement of human lens | complications  during  the cataract | Foreign Gov, —
Clearwater , Florida, USA in surgical treatment of extraction procedure, USA
33763. Class: C cataract Side Effect: Glare or halos around
Local agent: lights, or decreased sharpness of vision | EC Certificate
Zas Corporation (contrgst sgnsitivity) ~may oceur, (UK)
80/22, Mymensingh Road, especially at night or in dim light
Banglamotor, Dhaka-1000
69. Bausch & Lomb,INC EnVista Hydrophobic Acrylic | Indicated ~ for ~ primary | Contraindication: None CFG-USFDA | Abjgv' b KivthiZ cifi] |  Abjgy b Kivnj|
1400,North Goodman Intraocular Lens implantation for the visual Side effect: None
Street,Rochester,NY, Class: C correction of aphakia in '
USA. adult patients in whom the
Local agent : cataractous lens has been
Janata Traders. removed. The lens is

intended for placement in
the capsular bag.

241 |Page




70. Eyekon Medical Inc. DGR Hydrophobic Hydrophobic Sterile | Optical implant for the | Contraindication: Significant | Certificate to | Abygv b KivthiZ citi] |  Abjgv b Kivnj|
2451 Enterprise Rd. Acrylic Intra Ocular Lenses | replacement of human lens | complications  during  the cataract | Foreign Gov. —
Clearwater , Florida, USA in surgical treatment of extraction procedure. USA
33763. Class: C cataract Side Effect: Glare or halos around
Local agent: lights, or decreased sharpness of vision | EC Certificate
Zas Corporation (contrgst sgnsitivity) ~may  occur, (UK)
80/22, Mymensingh Road, especially at night or in dim light
Banglamotor, Dhaka-1000

71, Bausch & Lomb,INC Crystalens Intraocular Lens It is intended for primary | Warning: ~ Careful  preoperative | CFG-USFDA | Abygv b KivthiZ cifi] | Abygr b Kivnj|
1400,North Goodman Accommodating implantation ~ in  the | evaluation and sound clinical judgment
Street,Rochester,NY Intraocular Lens capsular bag of the eye for should used by the surgeon to decide

! " A . the risk/benefit ratio before implanting a
USA. the visual correction  of | |ensin a patient.
Local agent : Class: C aphakia secondary to the
Janata Traders. removal of cataractous lens | Side effect:
in patients with and without | FyPoyon.

. intraocular infection ,acute corneal
presbyopia.The  crystalens | gecomposition and secondary surgical
provides approximately one | intervention.
diaper ~ of  monocular
accommodation which
allows for near, intermediate
and distance vision without
spectacles.

72. Bausch & Lomb,INC INCISE Microincision | Microincision IOL. It is  designed  for | Warning: Physicians considering lens | CFG-USFDA | Abygv b KivthiZ cifi] | Abygr b Kivnj|
1400,North Goodman oL microincision cataract 'mP'am.‘g"’h” must We'gfh thr? “5'§ ’lll’e”fef“
Street,Rochester,NY, Surgery. The Incise L?:'C?Jms't;ncesény of the following
USA Class: C. Microincision POSErior | Recurrent severe anterior or posterior

chamber lens is indicated for | segment
Local agent : primary implantation for | Inflammation or uveitis .Irs damage,
Janata Traders. visual correction of aphakia | Persistent bleeding, vitreous prolapse or

in the adult patients where a
cataractous lens has been
removed.the lens is design
to be a folded prior to
insertion in the eye and
implantation in the capsular
bag.

loss .Patient under two years are not
suitable candidate for lol.

Side effect: wound leak , corneal
edema,Hyphema, Virtritis,Pupillary
membrane Virtrious aspiration
,Glucoma.
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73. Bausch & Lomb,INC Akreos AO Micro- Microincision Lens. | The Incise Micro incision | Warning : Physicians considering lens | CFG-USFDA | Ab§gv"b KivthiZ citi] |  Abjgv b Kivnj|
1400,North Goodman incision Lens posterior chamber lens is 'rr;‘t%am?;:%” m::t We(')gfh t?ﬁe”s'; O’ﬁg\,’\"ﬁ?t
Street,Rochester,NY, !ndlcated' for primary | cicumstances. y g
USA. Class: C implantation ~ for  visual
Local agent : correction. Side effect: wound leak , comeal
Janata Traders. edema,Hyphema, Virtritis, ~ Pupillary
membrane Virtrious aspiration
,Glucoma.
74, Eyekon Medical Inc. DGR PMMA PMMA Sterile Intra | Optical implant for the | Contraindication: Significant | Certificate to | Abygv b KivthiZ citi] |  Abjgv b Kivnj|
2451 Enterprise Rd. Ocular Lenses replacement of human lens | complications during the cataract | porejgn Goy. —
Clearwater , Florida, USA | Class: C in surgical treatment of extraction procedure. USA
33763. cataract Side Effect: Glare or halos around
Local agent: lights, or decreased sharpness of vision | EC Certificate
Zas Corporation (contrgst sgnsitivity) ~may oceur, (UK)
80/22, Mymensingh Road, especially at night or in dim light
Banglamotor, Dhaka-1000
75. Romsons  International, | CVP Manometer Central Venous | Central Venous Pressure | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygrb Kivnj|
India Pressure Monitoring | Manometer is used for Side-effect : None EC Certificate-
Importer: Barisal | Class: B Manometer  with | continuous and intermittent ' Norway
Surgical, extension line monitoring of central venous
34/1, Mitford Road, Pressure during short term
Dhaka-1100 infusion administration.
76. Legal Manufacturer: BARD Composix L/P | Low profile, large | It is indicated for use in the | Contraindications: Certificate to | Abjgv"b KivthiZ citi] |  Abjgr b Kivnj|
Davol Inc., Sub. C.R. Bard, | Mesh pore polypropylene | reconstruction of soft tissue | - Literature reports there may be a Foreign
Inc. 100 Crossings Boule Mesh deficiencies possibility for adhesion formatlon Government-
vard warwick, R, USA Class: C such as for the repair of Yﬁhﬁﬂetc'lecﬁﬁt'ﬁ&“;ﬁﬂe?ﬁe If)os\l,Zf%(: USFDA

Manufacturing Facility:
BARD SHANNON Lt., San
Geronimo Ind. Park, Lot No-
1, R-1, KM 79.7, Humacao,
USA

Local Agent:

Unicorn Healthcare
Solution Ltd., Rupayun
Karim Tower

14/D, 80 Kakrile,
Dhaka-1000

hernias and chest wall
defects.

viscera.

2. Do not wuse the Bard®
Composix™ L/P Mesh in infants or
children whereby future growth will
be compromised by use of such
material.

3. Do not use Bard® Composix™ L/P
Mesh for the reconstruction of

cardiovascular defects.
Adverse Reactions: Possible
complications include Seroma,

adhesions, hematomas, inflammation,
extrusion, fistula  formation  and
recurrence of the hernia or soft tissue
defect.

243 |Page




77. Legal Manufacturer: BARD 3DMax Light Monofilament It is indicated to reinforce | Contraindications: o Certificate to | Ab§gv™b Kiv thiZ citi | Abjgv b Kivnj |
Davol Inc., Sub. C.R. Bard, | Mesh Polypropylene Mesh | soft tissue where weakness | L. Do not use BARD® mesh in infants or Foreign
Inc. 100 Crossings Boule exists, i.e., repair of hernias children, whereby future growth will be | - oy oy ant.
vard warwick RI. USA _ e compromised by use of such mesh

1% Class: C and chest wall defects. material. USFDA
. —_— 2. Literature reports there may be a
Manufacturing Facility: possibility for adhesion formation when
BARD_SHANNON Lt., San BARD® mesh is placed in direct contact
Geronimo Ind. Park, Lot No- with the bowel or viscera.
1, R-1, KM 79.7, Humacao,
USA Adverse Reactions: Possible
complications include Seroma,
Local Agent: adhesions, hematoma, infl ammation,
Unicorn Healthcare extrusion, fi stula formation and
Solution Ltd., Rupayun recurrence of the hernia or soft tissue
. v y defect. Erosion and migration of the
Karim Tower mesh have been reported in gastric
14/D, 80 Kakrile, banding procedures.
Dhaka-1000

78. Legal Manufacturer: BARD Mesh Monofilament It is indicated to reinforce | Contraindications: | Certificate to | Abygv b Kiv thiZ citi | Abjgv b Kivnj |
Davol Inc., Sub. C.R. Bard, Polypropylene Mesh | soft tissue where weakness | 1- Do not use the Bard® Mesh in Foreign
Inc. 100 Crossings Boule exists, i.e., repair of hernias '”r?\ztﬁ V(\)”r"(gglgg?;' \r';?slrse:g bfutjsr: Government-
vard warwick, RI, USA Class: C and chest wall defects gf such material. P Y USFDA

Manufacturing Facility:
BARD SHANNON Lt., San
Geronimo Ind. Park, Lot No-
1, R-1, KM 79.7, Humacao,
USA

Local Agent:

Unicorn Healthcare
Solution Ltd., Rupayun
Karim Tower

14/D, 80 Kakrile,
Dhaka-1000

2. Literature reports there may be a
possibility for adhesion formation
when the polypropylene is placed
in direct contact with the bowel or
viscera.

Adverse

complications

Possible
include Seroma,
adhesions, hematoma, inflammation,
extrusion, fistula  formation  and
recurrence of the hernia or soft tissue
defect. Erosion and migration of the
mesh have been reported in gastric
banding procedures.

Reactions:
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79.

Legal Manufacturer:
Davol Inc., Sub. C.R. Bard,
Inc. 100 Crossings Boule
vard warwick, RI, USA

Manufacturing Facility:
BARD SHANNON Lt., San
Geronimo Ind. Park, Lot No-
1, R-1, KM 79.7, Humacao,
USA

Local Agent:

Unicorn Healthcare
Solution Ltd., Rupayun
Karim Tower

14/D, 80 Kakrile,
Dhaka-1000

Permafix Fixation
System

Class: C

Delivary  system
and sample
absorbable
fasteners
It is disposable,
single-use  system

designed to deliver a
permanent fastener
into  tissue  or
prosthesis  during
general surgery
procedures such as
hernia repair. The
fistener delivery
system consists
ofan ergonomic
handle with trigger’,
shaft and
penetrating tip. The
shaft is available in
either a 36¢cm length
for laparoscopic use
or a 20 cm length
for' open surgical
procedures. The
device is preloaded
with 15 or 30
permanent
fasteners.. Each
permanent fastener
contains threads for
mesh and tissue
delivery.

It is indicated for the
approximation of soft tissue
and fixation of surgical mesh
to tissues during open or
laparoscopic surgical
procedures, such as hernia
repair.

Contraindications:

(2). This device is not intended for use
except as

Indicated. (2). Do not use this device
where hemostasis cannot beverified
visually  after  application.  (3).
Contraindications  associated  with
laparoscopic and open  surgical
procedures relative to mesh fixation
apply, including but not limited to:

+ Fixation of vascular or neural
structures

* Fixation of bone and cartilage

.(4) this device should not be used in
patients with a known allergy or
hypersensitivity to acetal polymers.(5)
Carefully inspect the area in the vicinity
of the tissue being fastened to avoid
inadvertent penetration of underlying
structures such as nerves, vessels,
viscera or bone. Use of it in the close
vicinity of such underlying structures is
contraindicated. For reference, the
length of the fastener is 6.0 mm, the
fastener head is another 0.7 mm (total
6.7 mm).

Adverse Reactions: Adverse reactions
and potential complications associated
with fixation devices such as the
PermaFix™ Fixation System may
include, but are not limited to the
following: hemorrhage, pain, edema,
and erythema at wound site;
septicemia/infection; allergic reaction to
acetal; hernia recurrence/wound
dehiscence.

Certificate to
Foreign
Government-
USFDA

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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80. Romsons  International, | Mucus extractor Mucus Extractor | Mucus Extractor is used for | Contraindication: None FSC-India | Abygvb KivthiZ citi] |  Abygr b Kivnj|
India aspiration of secretion from | _ EC Certificate-
. . . Side-effect : None
Importer: Barisal | Class: B Oropharynx in newly born Norway
Surgical, babies to ensure free airway
34/1, Mitford Road, for un-interrupted respiration
Dhaka-1100
81. Romsons  International, | Aeromist Aerosol mask with | Used  for  convienient | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygrb Kivnj|
India Nebulization Nebulizer therapy. . EC Certificate-
. . Side-effect : None
Importer: Barisal | Class: B Chamber Norway
Surgical,
34/1, Mitford Road,
Dhaka-1100
82. HONSUN (Nantong) Co. Itd., | Nebulizer Nebulizer Use for remove or reduce | Contraindication: None FSC-ChinaCE, | Abygv b KivthiZ citi] | Abjgv b Kivnj|
China (Ultrasonic and Cough and cold _ Germany
Local Agent:
Padma Inter Reade, Class: B
52 New Eskaton Road, TMC
Bulding, Dhaka
83. Manufacturer: Nebulizer Nebulizer It is used to deliver COStIra Indication :Iz Some{d C;Sdes, Certificate for | Abygv b KivthiZ citi] |  Abjgv b Kivnj|
: H 1 nebulization is restricted or avoided due :
Onbo Electronic Class: B med!catlons along q th.e to possible untoward results or rather EXpOFtQtIOﬂ of
(Shenzhen), Co. Ltd, ass: 'res'p|ratory tract an 15| decreased effectiveness such as: Medical
China indicated to various | « patients with unstable and increased Products-
respiratory problems and | blood pressure chin
i diseases such as: | * Individuals with cardiac irritability (may Ina
Supplier: . Broncho-spasms ~ Chest | "®SUl to dysthythmias)
Microlife Corporation ah + Persons with increased pulses
tightness « Unconscious patients (inhalation may

9F, 431, RuiGang

114, Taiwan, R.0.C
Local agent:

Ltd 52, Motijheel C/A,
Dhaka-1000

Road, NehHu, Taippei

Transcom Distribution Co.

Excessive and thick mucus
secretions

Respiratory
Pneumonia

congestions

be done via mask but the therapeutic
effect may be significantly low)

Side effect: Possible effects and
reactions after nebulization therapy are
as follows: Palpitations, Tremors,
Tachycardia, Headache,  Nausea,
Broncho-spasms (too much ventilation
may result or exacerbate Broncho-
spasms)
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84.

Pu Yuan Biotech Co.,
Ltd., Taiwan

(Benvue International,
14/1 Joy Tower,
Chattesory Road,

Joy nagor R/A,
Chittagonj

Azmaler
User
Nebulizer

Class: B

Vapour
Portable

Portable Nebulizer

The function of this
nebulizer is basically with
compressed air to break
up medical suspensions,
solutions, COPD, other
respiratory disorders.
After inhalation with the
device the drug content
(diluents)/liquid breaks up
in the small droplets that
can easily inhaled and
reached to onset of action
(Lungs & alveali).

This device is indicated
for respiratory
complications like asthma,
COPD or for those
patients where physician
recommended
nebulization.

Contraindications: None

Side Effects: None

FSC:Taiwan

CE: SGS, UK
Ltd.

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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8b. GEOTEK MEDIKAL VE Estacore Automatic | Automatic Biopsy | It is a disposable full bContrair(]ditc)ations:hTh_is. needle SZOU!d FSC-Turkey, | Abygv™b Kiv thiZ citi] Abjgv b Kivnj |
. ; i i e used by a physician trained in
SAGLIK HIZMETLERI Biopsy Needle Needle automatic .bIOpSy. device interventional techniques and familiar
TIC.SAN.LTD.STI. used for hlstolog!cal COre | uith the possible side effects, typical EC
Lvedik OSB Agac Metal Class: B samples from soft tissue and | fingings, limitations, indications and |  Certificate
Sitesi 1436. Sokak No: 12 organs. contraindications of biopsy procedures, (Czech
Yenimahalle, Ankara, pyrogenic judgment is required when Republic)
considering hiopsy on patient's with
Turkey bleeding. di e ;
eeding disorder, or receiving anti-
coagulant medications.
(Local Agent:
Visilex Corporation Caution: Ethylen oxide sterilized. Non-
Section 2. Avenue 3/12 pyogenic, Check the package. If
. B package damaged or opened do not use
Haziroad, Mirpur, Dhaka) the products. Check the expiry date and
the gauge. Store in dy place, between
15-25°C temperatures, product from sun
light Possible allergic reactions should
be considered. It must be used only in
hospitals dry physicals who familiar with
the device and procedures for single
patient use only. Do not attempt to
clean or resterilize this protect. Do not
use the device under MRI. After use,
this product may be potential biohazard.
Handle in a manner which will prevent
accidental  puncture.  Dispose in
Accordance with applicable laws and
regulations.
86. B.Braun Mesulgen AG, Intradyne Needle for Needle for Angiography | Contraindication: None FSC- Germany | Abygvb KivthiZ citi] | Abygr'b Kivnj |
Germany. Puncture Needle Angiogram which ~ smoothly ~tapered | . o -
design for easy introduction EC Certificate
Local Agent: Class: B of the guide wire up to max.
Asia Pacific Medicals Ltd. ' 0.089 mm
87. ConvaTec INC Stomahesive Powder | Ostomy Pouch And | Use for skin requiring Do not use if a known sensitivity to the CFG-USFDA | Abjgv' b KivthiZ cifi] |  Abjgy b Kivnj|
211, Greenshoro. accessories absorption of moisture and | Powder , do not apply if iritation

NC.USA

Local agent :
Janata Traders.

TCB Bhabon, 1
kawranbazar,Dhaka 1215

Class: B

protection from further
damage.
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88. ConvaTec INC Somahesive paste Ostomy Pouch And | Protective skin barrier & | Do not use if a known sensitivity to the CFG-USFDA | Abjgv'b KivthiZ cifi] |  Abjgy b Kivnj|
211, Greenshoro. accessories filler, convenient, highly | Paste. do notapply if ritation.
NC.USA Class: B effective fillerb, sealant and
specially design for arond
Local agent : clostomy.ileostomy or
Janata Traders. urinary stomas.The paste
can also be used to protect
exposed skin around fistula
sites.between the base of
stoma and the opening in
the skin barrier, and filler for
skin fold, uneven skin
surfaceand scars.
89. ConvaTec INC Surfit Plus WFR Flex | Ostomy Pouch And | For Management of Stomal | Care should be excercised when using | CFG-USFDA | Abygv b KivthiZ citi] |  Abjgv b Kivnj|
211, Greenshoro. Tan accessories output adhesive  products around  flush
NC.USA 38 mm. 45mm urostomy .and absence of urinary
1 1 reserver.
57mm,70mm,
Local agent : Surfit plus WFR
Janata Traders. Stoma 38mm ,45mm,
TCB Bhabon, 1 57mm, 70mm , With
kawranbazar,Dhaka pouch
1215
Class: B
90. ConvaTec INC Surfit Natura CVX Ostomy Pouch And | For Management of Stomal | Care should be excercised when using | CFG-USFDA | Abygv™b KivthiZ citi] | Abygr b Kivnj |
211, Greenshoro. INS accessories output adhesive  products around  flush
NC.USA urostomy .and absence of urinary
19x38mm, 22x38mm, reserver.
Local agent : Zggiirsnénﬁwmx%mm
Janata Traders. ’ ’

TCB Bhabon, 1
kawranbazar,Dhaka
1215

35x45mm, 38x 57mm

Class: B
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91. ConvaTec INC Surfit Natura Ostomy Pouch And | For Management of Stomal | Care should be excercised when using | CFG-USFDA | Abygv™b KivthiZ citi] | Abygr b Kivnj |
211, Greenshoro. Somahesive WFR | accessories output adnesive  products around  flush
NC.USA Flex 38mm.45mm. urostomy .and absence of urinary
57mm, 70mm reserver.
Local agent :
Janata Traders. Class: B
TCB Bhabon, 1
kawranbazar,Dhaka
1215
92. ConvaTec INC Natura + DRNPCH | Ostomy Pouch And | For Management of Stomal | Care should be excercised when using | CFG-USFDA | Abygvb KivthiZ citi] |  Abygr b Kivnj |
211, Greenshoro. TANWF accessories output adhesive  products around  flush
NC.USA urostomy .and absence of urinary
Class: B reserver.
Local agent :
Janata Traders.
TCB Bhabon, 1
kawranbazar,Dhaka
1215
93. ConvaTec INC Natura WFR Ostomy Pouch And | For Management of Stomal | Care should be excercised when using | CFG-USFDA | Abygv™b KivthiZ citi] | Abygr b Kivnj |
211, Greenshoro. S/Hesive 38mm, accessories output adhesive products around flush
NC.USA 45mm.57mm .70mm urostomy .and absence of urinary
and D/Hesive resener
Local agent :
Janata Traders. Class: B
TCB Bhabon, 1
kawranbazar,Dhaka 1215
94 ConvaTec INC Natura Stoma Ostomy Pouch And | For Management of Stomal | Care should be excercised when using | CFG-USFDA | Abygv™b KivthiZ citi] | Abygr b Kivnj |
211, Greenshoro. FLATAMOLD SM accessories output adhesive products around flush

NC.USA

Local agent :
Janata Traders.

TCB Bhabon, 1
kawranbazar,Dhaka 1215

45MM, 57MM, 70 MM

Class: B

urostomy .and absence of urinary
reserver.
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95. ConvaTec INC C/Hesive Nat WFR | Ostomy Pouch And | For Management of Stomal | Care should be excercised whenusing | CFG-USFDA | Abygv b KivthiZ citi] |  Abygrb Kivnj |
211, Greensboro. MLD CVX 13/22mm, | accessories. output 3?:52%3 p;?]?jugéss :r:g:”gf Lhrjuf]:w
NC.USA 22/33mm, 33/57mm eserver
Local agent : Class: B
Janata Traders.
TCB Bhabon, 1
kawranbazar,Dhaka 1215
96. Romsons Scientific & Hi-Mask High concentration | Hi-Mask is a single use | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr b Kivnj|
Surgical Industries Pvt. Face mask device equipped with Mask, Side-effect : None EC Certificate-
Ltd, India Class: B NRV Reservoir intended for ' Norway
high  concentration  of
Importer: oxygen therapy.
Barisal Surgical, Dhaka
97. Romsons  International, | POWER Drool Nebulizer ~Chamber | Used ~ for  convenient | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr b Kivnj|
India with  “T"  Shaped | Nebulizer therapy through | _ . EC Certificate-
Importer: Barisal | Class: B connector and mouth | Mouth Side-effect : None Norway
Surgical, piece
34/1, Mitford Road,
Dhaka-1100
98. Romsons  International, | Flexi Mask Oxygen face mask | Used for administration of | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr b Kivnj|
India with swivel connector | Oxygen. _ EC Certificate-
Importer: Barisal | Class: B & muli  channel Side-effect : None Norway
Surgical, tubing
34/1, Mitford Road,
Dhaka-1100
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99. Ashitaka Factory of Capiox SX Extra-corporeal It is Intended to be used | Contra-indication : None FSC-Japan | Abjgv b KivthiZ citi] | Abjgv b Kivnj|
Terumo Corporation , Membrane during open heart surgical | _.
D Side effect : None -
Japan Oxygenator procedure requiring EC Certificate
Class: C [An optional level cardiopulmonary bypass for
Local Agent: alarm system, using | period up to 6 hours. It is
UniMed Ltd. (Medical ultrasonic wavesis | also intended for use in
Device) available for use vacuum assisted venous
34/1 Sonagaon Road, with the CAPIOX drainage procedure, post-
Paribag, Dhaka SX] operative chest drainage
and autotransfusion
procedures to aseptically
return the blood to the
patient for blood volume
replacement.
100. Ashitaka Factory of Capiox RX Extra-corporeal It is Intended to be used | Contra-indication : None Japan Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Terumo Corporation , Membrane during open heart surgical Side effect : None
Japan . c Oxygenator procedures to  transfer ' EC Certificate
ass:

Local Agent:

UniMed Ltd. (Medical
Device)

34/1 Sonagaon Road,
Paribag, Dhaka

[Differ in the
positioning of the
arterial blood port of
the oxygenator, the
blood contacting
surfaces are coated
with Xcoating]

oxygen and remove carbon
dioxide from blood and to
control the bold temperature
during cardiopulmonary
bypass for periods up to 6
hours. The patient weight
and BSA  should be
considered upon use. It is
also intended for use in
vacuum assisted venous
drainage procedures.
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101. Novo Nordisk A/S NordiPen® 5 Growth Hormone It is intended for use with | Contra Indication & Side-effect: Not | FSC-Denmark | Abygv b Kiv thiZ citi | Abjgv b Kivnj |
Device Manufacturing Pen Norditropin®SimpleXx® applicable for thlz product be(c:ausedl_t |sI
Development (Somatropin) 5mg Cartridges a n.on-lnvaswe : category me ICal
device and not directly contact with the
Brennum Park, 3400 Class: C & NovoFine® Needle. body. y
Hilleroed
Denmark
Local Office:
[Novo Nordisk Pharma
(Private) Limited
Nina Kabbo, Level-9, 227/A,
GulshanTejgaon Link Road,
Tejgaon, Dhaka-1208,
Bangladesh]
102. Novo Nordisk (China) NovoPen® 4 Insulin Pen It is a durable handheld | Contralindication & Side-effect: Not | FSC-Denmark | Abygv b KivthiZ citi] |  Abjgv b Kivnj|
Pharmaceuticals Co. Ltd injection device intended for appllcqble f(_)r this product becaus_e it is
No. 99 Nanhai Road, TEDA, | Class: C the subcutaneous  injection | 2 MOTNvasive & category C medica

300457 Tianjin
P.R. China

Local Office:

[Novo Nordisk Pharma
(Private) Limited

Nina Kabbo, Level-9, 227/A,
GulshanTejgaon Link Road,
Tejgaon, Dhaka-1208,
Bangladesh]

of insulin.

It will be used to treat
diabetes requiring
subcutaneously insulin
therapy. The key specific
claims in relaton to the
safety and performance of
the device are the 1 Unit
dosing increments up to 60
Units.

device and not directly contact with the
body.
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103.

Manufacturer :

Boston Scientific
Corporation, 300 Boston
Scientific Way, USA

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh.

Wallstent
Metal Stent

Class: C

Biliary

Biliary Metal Stent

It is indicated for use in the
treatment of biliary strictures
produced by malignant
neoplasms.

Contraindication: Contraindications
associated with the use of the
WALLSTENT BILIARY

Endoscopic Biliary Endoprosthesis
include:

* Use of the device in very small
intrahepatic ducts.

+ Stenting of a perforated duct, where
leakage from the duct could be
exacerbated by the prosthesis and
leakage could occur across the
uncovered mesh of the stent.

+ All of the customary contraindications
associated with the endoscopic
manipulation of 8F (2.7 mm) caliber
catheters within the biliary system.
Adverse Effect: Complications
associated with the use of the
WALLSTENT BILIARY

Endoscopic Biliary Endoprosthesis
Partially Covered may include

the usual complications reported for
conventional biliary stents and
endoscopic procedures such as:

* Infection or sepsis

+ Stent misplacement

+ Stent migration

+ Stent obstruction secondary to tumor in
growth through the stent

* Tumor overgrowth at the stent ends
* Sludge occlusion

* Bile duct perforation or ulceration

* Bleeding

+ Cholangitis

* Pancreatitis

Certificate to
foreign
Government-
USA

CE Marking of
Conformity
(DEKRA)

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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104. Manufacturer : Percuflex hiliary stent | Biliary Stents The Biliary Stents is Contraindications: Contraindications Certificate to | Ab§gv™ b KivthiZ ciii] |  Abygy b Kivnj|
Boston Scientific (Plastic) indicated for use in the g?esr?g?:]i?u‘é"gh the use of the Biliary foreign
Corporation, 300 Boston | Class: C treatment of biliary ' Government-
SC|ent|f|C Way, USA StI’ICtUI’eS Adverse Events: Potential USA

complications that may result from a
Local Agent : biliary stent placement EC Certificate
Vastech Limited procedure include, but may not be (bsi)
. ' limited to:
Nurjehan Tower (6th ' « perforation of bile ducts, liver and/or
Floor) 80/22 Mymensingh duodenum
Road Dhaka-1000. * hemorrhage
Bangladesh. *hematoma
* septicemia/infection
* bile peritonitis
« allergic reaction to contrast medium
+ stent migration
Check for proper position of the stent
and delivery system using endoscopy
and fluoroscopy. Insertion and
placement in an improper location may
lead to patient injury.

105. M/s. Abbott Vascular, Absorb GT1 Bioresorbable The Absorb GT1 | Contraindication: It is contraindication |~ FSC-Ireland | Abygv™b Kiv thiZ cdi] |  Abjgv b Kivnj|

Cashel Road, Clonmel, Bioresorbable Vascular Scaffold Bioresorbable Vascular forp‘;;'nrlis in whom antipatelet and or
i i ° EC Design
CO. Tipperary, Ireland Vascular Scaffold (BVS) System Scaffold  (BVS) is & | anticoagulant therapy is contraindicated Examinat?on
(BVS) System temporary Scaﬁow that W!" o Patients with a know hypersensitivity Certificate

Local Agent: fully resorb over time and is | or contraindication to aspirin. both

The Spondon Ltd Class: D indicated  for  improving | heparin and bivalirudin, clopidogrel,

102, Kazi Nazrul Islam
Avenue, BSEC Bhabon
Lebel-9, Kawran Bazar,
Dhaka

coronary luminal diameter in
patients with ischemic heart
disease due to de novo
native  coronary  artery
lesions (length <24 mm)
with a reference vessel
diameter of =22.5 mm and
<3.75 mm.

ticlopidine, prasugrel, and ticagrelor,
everolimus, poly (L-lactide), poly (D, L-
lactide), or platinum, or with contrast
sensitivity, who cannot be adequately
premedicated

Side-effect: The clinical data exhibits
one side effect that may cause late
thrombosis formation for less than 1%.
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SIMEKS TIBBI URUNLER
SANAYI Ve TICARET
Limited Sirketi, Turkey

(Importer: Biva
International)

ge

SIMFLEX  Coronary
Stent System

Class: D

Cobalt
Coronary
System

Chromium
Stent

It is indicated for improving
coronary luminal diameter in
patients with symptomatic
ischemic heart disease in de
novo coronary artery lesion
in native coronary arteries

with reference  vessel
diameter of 2.00 mm to 4.50
mm and lesion length

40mm. The SimFlex is
intended for use patients
eligible for Percutaneous
Transluminal Coronary
Angioplasty (PTCA)

Contraindication: Use of  SimFlex
coronary Stent Delivery System is
contraindicated in the following patient
types:

Patients who are not candidates for
coronary bypass surgery.

Patients who exhibit angiographic
evidence of existing thrombus.

Patients who are contraindicated for
anti-platelet/anit-coagulant therapy, this
includes patients who had major
surgery, an obstetrical delivery organ
biopsy, or puncture of a non-
compressible vessel within 4 days of
procedure. Also excluded are those
patients with a history of gastrointestinal
bleeding, recent CV.A, diabetic
hemorrhage  retinopathy, or any
condition compromised by prolonged
anti-coagulant.
Pregnant woman or
childbearing potential.
Patients who have experienced a recent
(less then 1 weak) actual myocardial
infarction.

Patients with diffuse, disease, defined
as long segments of abnormal vessel
without interposed normal vessel.
Transplant Patients

woman  of

Adverse effects: Potential adverse
events which may be associated with
the use of a coronary stent include but
are not limited to: Abrupt stent closure,
Acute myocardial infarction, Allergic
reactions to anti-coagulant and or anti-
thrombotic therapy or contrast medium
angina, Arrhythmia, including ventricular
fibrillation ~ (VF) and  ventricular
tachycardia (VT), Arterial perforation,
Arterial rupture, Arteriovenous fistula,
Bleeding complications, Bradycardia,
Cardiac tapenade, Carcinogenic hock,
Coronary spasm, Coronary or stent
embolism, Coronary or stent thrombosis,
Death, Dissection of the coronary artery,
Drug reaction to antiplatelet agents /
anticoagulant agents/ contrast medium,
Emboli distal (fair, tissue or thrombotic
emboli), Emergency or non-emergent
Coronary Artery Bypass Graft Surgery,
Entry site complication & Heart Failure.

FSC- Turkey
EC Certificate

Abygv™b Kiiv thiZ cifi |
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107. BIOTRINIK AG Dynamic Renal CoCr. Renal Stent | Use for Contraindication: None Switzerland | Abygvb KivthiZ citi] |  Abygr b Kivnj |
Ackerstrasse 6 KidneyArtery(Blockage) SideEffects: Nore
CH-8180 Bulach Class: C '
Switzerland
(Cardiac Solution
Ltd.House #1/1/B,Flat#
1/C,SiliconArcade, Ring
Road, Adabor, Dhaka)
108. Legal Manufacturer: Chroma Coronary Coronary Stent | It is indicated for improving | Contraindication: None FSC- Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Biosensors Europe SA Stent System System coronary luminal diameter Side Effects: None Switzerland
Rue de Lausanne 29 for the treatment of de novo ' EC Certificate
1110 Morges Class: D lessions in native coronary
Switzerland arteries with a reference

Manufacturing Facility:
Biosensors Interventional
Technologies Pte Ltd

36 Jalan Tukang
Singapore

Local Agent:

Omega Health Care
581, Shewrapara
Begum Rokeya Sarani,
Mirpur, Dhaka - 1216
Bangladesh

diameter ranging between
225 mm and 4.00 mm.
Stents with length 33 mm
and 36 mm are only
available for artery
diameters ranging between
2.5mmand 3.5 mm
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109

Legal Manufacturer:
Biosensors Europe SA
Rue de Lausanne 29
1110 Morges
Switzerland
Manufacturing Facility:
Biosensors Interventional
Technologies Pte Ltd

36 Jalan Tukang
Singapore

Local Agent:

Omega Health Care
581, Shewrapara
Begum Rokeya Sarani,
Mirpur, Dhaka - 1216
Bangladesh

BioFreedom Drug
Coated Coronary
Stent System
(BioFreedom DCS)

Class: D

Drug
Coronary
System

Coated
Stent

It is indicated for improving
coronary luminal diameter
for the treatment of de novo
lessions in native coronary
arteries with a reference
diameter ranging between
225 mm and 4.00 mm.
Stents with length 33 mm
and 36 mm are only
available for artery
diameters ranging between
2.5mmand 3.5 mm

Contraindication: None

Side Effects: None

Switzerland
EC Certificate

CE Marking of
Conformity

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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110 Legal Manufacturer:
Biosensors Europe SA
Rue de Lausanne 29
1110 Morges
Switzerland
Manufacturing Facility:
Biosensors Interventional
Technologies Pte Ltd

36 Jalan Tukang
Singapore

Local Agent:

Omega Health Care
581, Shewrapara
Begum Rokeya Sarani,
Mirpur, Dhaka - 1216
Bangladesh

BioMatrix NeoFlex
Drug Eluting
Coronary Stent
System (BioMatrix
NeoFlex DES)

Class: D

Drug
Coronary
System

Eluting
Stent

It is indicated for
improving coronary
luminal diameter for the
treatment of de novo
lessions in native
coronary arteries with a
reference diameter
ranging between 2.25 mm
and 4.00 mm. Stents with
length 33 mm and 36 mm
are only available for
artery diameters ranging
between 2.5 mm and 3.5
mm. The  BioMatrix
NeoFlex DES with stent
length up to 28 mm is also
indicated for use in
patients with: * ST

Elevated Myocardial
Infrarction (STEMI),
*Acute Coronary
Syndromes (ACS)

including  ACS-STEMI,
and unstable Angina. *
Diabetes Melitus

Contraindication: None

Side Effects: None

Switzerland
EC Certificate
CE marking of

Conformity

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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111.

Legal Manufacturer:
Biosensors Europe SA
Rue de Lausanne 29
1110 Morges
Switzerland
Manufacturing Facility:
Biosensors Interventional
Technologies Pte Ltd

36 Jalan Tukang
Singapore

Local Agent:

Omega Health Care
581, Shewrapara
Begum Rokeya Sarani,
Mirpur, Dhaka - 1216
Bangladesh

BioMatrix Flex Drug
Eluting Coronary
Stent System
(BioMatrix Flex DES)

Class: D

Drug
Coronary
System
Flex DES)

Eluting
Stent
(BioMatrix

It is indicated for improving
coronary luminal diameter
for the treatment of de novo
lessions in native coronary
arteries with a reference
diameter ranging between
2.25 mm and 4.00 mm.
Stents with length 33 mm
and 36 mm are only
available for artery
diameters ranging between
2.5mmand 3.5 mm

The BioMatrix Flex DES with
stent length up to 28 mmis
also indicated for use in
patients with: * ST Elevated
Myocardial Infrarction
(STEMI)

* Acute Coronary
Syndromes (ACS) including
ACS-STEMI, and unstable
Angina. * Diabetes Melitus

Contraindication: None

Side Effects: None

Switzerland
Singapore

CE Marking of
Conformity

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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Manufacturer :

Boston Scientific
Corporation, 300 Boston
Scientific Way, USA

Local Agent :

Vastech Limited,
Nurjehan Tower (6th
Floor) 80/22 Mymensingh
Road Dhaka-1000.
Bangladesh.

ge

Ultraflex Esophageal
NG Stent System

Class: C

Esophageal
(Metal)

Stent

The Ultraflex Esophageal
NG Stent System s
intended for maintaining
esophageal luminal patency
in  esophageal strictures
caused by intrinsic and/or
extrinsic malignant tumors
only. The

Ultraflex Esophageal NG
Covered Stent System is
also indicated for occlusion
of concurrent esophageal
fistula.

Contraindication

* Placement for occlusion of esophageal
fistula of any type, unless a covered
stent is being used.

¢ Placement in esophageal strictures
caused by benign tumors, as the long-
term effects of the stent in the
esophagus are unknown at this time.

* Placement in strictures that cannot be
dilated enough to pass the endoscope
or the delivery system.

¢ Placement of the stent's proximal end
within 2 cm of the cricopharyngeal
muscle.

¢ Placement in an esophago-
jejunostomy (following gastrectomy), as
peristalsis may displace stent.

+ Placement in necrotic chronically
bleeding tumors, if bleeding is active at
the time of placement.

* Placement in polypoid lesions.

¢ Those patients for whom endoscopic
techniques are contraindicated. Any use
other than those specifically outlined
under indications for use.

Adverse  Effect: The following
complications have been reported in the
literature for esophageal prosthesis.
These include, but are not necessarily
limited to:

Procedural Complications: Bleeding,
Perforation, Pain, Aspiration, Oxygen
desaturation related to  sedation,
Infection

Post-stent Placement Complications
Bleeding

Perforation, Pain, Stent migration,
Tumor in-growth through stent, Tumor
overgrowth around ends of stent,
Foreign body sensation, Food bolus
impaction (lavage and debridement may
be necessary on a periodic basis),
Reflux, Esophagitis, Edema, Ulceration,
Infection and Septic shock, Fever,
Septicemia,  Recurrent  dysphagia,
Fistula with trachea, bronchi, or pleural
space (other than that due to normal
disease progression), Death (other than
that due to normal disease progression),
Stent Fracture, Tracheal
compression/Airway compression

Certificate to
foreign
Government-
USA

CE Marking of
Conformity
(DEKRA)

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |




113. QualiMed Innovative
Germany

Importer:
Biva International

Medizinprodukte GmbH,

MAGMA Rapamycin-

Eluting Coronary
Stent System
Class: D

Rapamycin-Eluting
Coronary Stent
System

It is indicated for improving
coronary luminal diameter in
patients  with  symptomatic
ischemic  disease due to
discrete de novo and in stent
restenotic lesions (length S38)
in native coronary arteries with
vessel diameter of 2.0mm to
4.0mm. It has been shown to

significantly ~ reduce  binary
restenosis  target  lesion
revascularization and

angiographic late loss.

The stent is also indicated for
treatment  of abrupt or
threatening closure in patients
with  failed interventional
therapy. The treated lesion
(>50%) length should be less
than the nominal stent length
(10 to 38mm) with reference
vessel diameters from 2.0 to
4.0.

Contraindications: The Rapamycin-
Eluting Coronary Stent System is
contraindicated for patients with:

Known sensitivity to Rapamycin, Known
allergy to stainless steel, Known allergy
to PLGA polymer, Severe reaction to
contrast agents, Patients in whom anti-
platelet and /or anticoagulant therapy is
contraindicated, In-stent Restenosis,
Myocardial infarction <72hours, Stenting
of saphenous Vein Grafts, Unprotected
left main coronary artery, Total occlusion
of target vessel, Heavily calcified
lesions, Lesions involving arterial
segments with highly tortuous anatomy,
Lesions involving a bifurcation, Left
ventricular  ejection fraction <30%
Cardiogenic shock, Presence of definite
or probable intraluminal thrombus, Any
patients judged to have a lesion which
may interfere with proper stent
deployment.

Aadverse events: Adverse events may
be associated with the implantation of a
coronary stent in coronary arteries, but
are not limited to the following: Allergic
reaction, Aneurysm, Arrhythmias Death,
Dissection, Drug reactions to antiplatetet
agents/anticoagulation agents/contrast
medium, Emboil, distal (tissue, air or
thrombis  emboli), Embolization,stent,
Failure to deliver the stent to intended
site, Hemorrhage,
Hypotension/Hypertension, Infection and
pain at the insertion site, Myocardial
ischemia and /or infarction, Occlusion,
Restenosis of stented segment (> 50%
obstruction), Stroke, Thrombosis (acute,
subacute or late), Ventricular fibrillation,
Vessel spasm, Stent migration, Stent
Collapse.

FSC-Germany

EC design
Examination
Certificate

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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114, C.R. Bard INC. 8195 Bard Fluoro-4 Silicone  Ureteral | It is indicated to relive | Contraindication: There are no known | Certificate to | Abygv™b KivthiZ cifi] | Abygr b Kivnj |
Industrial -~ BLVD, Silicone Ureteral Coil | Coil Stent obstruction in a verity of | contraindications to use. Foreign Gov.-
Covington, GA, USA-30014 | Stent benign, malignant and post Warning: This is a single use only. Do USFDA
(Local Agent; — traumatic condition in the | not desterilize any portion of this device. 3
' ureter such as stone and | Reuse or repacking may create risk of | CE Certificate-
Lilac Pvt, Ltd 72, New Class: C stone fragments, carcinoma patient or user infection. bsi, UK
Elephant Road,) of apdomlnal ' oygans,
retroperitoneal fibrosis or
ureteral trauma or in
association with
Extracorporeal
Shock Wave Lithotropsy
115. COVIDIEN LLC, Athlone, DAR, Close suction | Close suction The incorporation of a Contraindication: None FSClreland | Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
reland System System suction syStem ir.]to a Side-effect : None
mechanical ventilator that
Local Agent. permits airway suctioning
Med!-Q-Medicals without disconnecting
patients from the ventilator.
116. Romsons International, | Vaccu suck suction | Yankaur Suction Set | Vaccu Suck Suction Set is | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
India set (Sterile) sterile, single use device | _ EC Certificate-
. . . Side-effect : None
Importer: Barisal intended for per-operative Norway
Surgical, Class: B sucton & removal of
34/1, Mitford Road, secretions, blood and
Dhaka-1100 surgical debris.
117. Shandong Yaohua | Urine Test Strip Urine Test Strip Basic diagnostic tool used to | Contraindication & Side Effect : None FSC-China | Abygv'b KivthiZ citi] | Abygr'b Kivnj|
Medical Instrument determine pathological

Corporation, China

Local Agent:

VIP Trader's, 52 New
Eskaton Road, TMC
Building (3" Floor), Dhaka

Class: B

changes in a patient’s urine
in standard urinalysis
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118. Manufacturer: Digital Thermometer | Digital It is used to take an oral | Contraindication: None Certificate for | Ab$gv™b KivthiZ cii] |  Abygvy b Kivnj|
Onbo Electronic Thermometer temperature. It is a small | g eftect: None Exportation of
(Shenzhen), Co. Ltd, hand-held device with a Medical
China "window" showing your Products-
temperature in numbers. China
Supplier:
Microlife Corporation
9F, 431, RuiGang
Road, NehHu, Taippei
114, Taiwan, R.0.C
Local agent:
Transcom Distribution Co.
Ltd 52, Motijheel C/A,
Dhaka-1000
119. Romsons Scientific & Trachea Tee Plus T-Connector  with | Used for connecting with | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr'b Kivnj|
Surgical Industries Pvt. suction port & Tube | breathing / ventilator circuits. | _ EC Certificate-
. . _— . Side-effect : None
Ltd, India Class: B T' connector with oxygen Norway
Importer: nipple, suction port and 2
Barisal Surgical, Dhaka mtr. long oxygen tube with
connectors
120. Romsons Scientific & Tracheostomy Tube | Tracheostomy Tube | Tracheostomy Tube- Plain is | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygr b Kivnj|
Surgical Industries Pvt. Plain catheter Plain, | intended for respiration & Side-sffect : None EC Certificate-
Ltd, India without cuffed with | venting after Tracheostomy. ' Norway
Class: B stylet, with radio
Importer: opaque line
Barisal Surgical, Dhaka
121. Romsons Scientific & Tracheostomy Tube | Tracheostomy Tube | Tracheostomy Tube- Cuffed | Contraindication: None FSC-India | Abygv b KivthiZ citi] |  Abygrb Kivnj|
Surgical Industries Pvt. Cuffed Cuffed, with pilot | is intended for respiration & Side-sffect : None EC Certificate-
Ltd, India Class: B balloon with stylet | venting after Tracheostomy. ' Norway

Importer:
Barisal Surgical, Dhaka

with radio opaque
line
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57 COVIDIEN LLC, Athione. Bronco. Cath Endo | Endo Bronchial It is used intracheal | Contraindication: None FSClreland | Abygv'b KivthiZ citi] |  Abjgi b Kivnj|
Ireland Bronchial Tube Tube intubation during thoracic Side-effect : None
_ surgery and other medical '
Local Agent: Class'B conditions, to achieve the
Medi-Q-Medicals ass: selective one
sided ventilation of either the
right or the left lung.
3 COVIDIEN LLC, Athione. Argyle, FeedingTube/ It is use for who have a | Contraindication: None FSClreland | Abygv'b KivthiZ citi] | Abjgi b Kivnj|
Ireland FeedingTube/ Suction control dem??“y of ?OUﬂ]h O 1 ide-effect : None
L ocal Adent: Suction control Tube esophagus, ~ who have
e E,\J/l I Tube dificulty ~ swallowing  or
edi-Q-Medicals keeping food down and ho
. arent  getting  enough
Class:B nutrition or fluids by mouth.
o COVIDIEN LLC, Athione. Taper Guard- Oral Tracheal It is use for the people who | Contraindication: None FSClreland | Abjgv b Kiv thiZ citi | Abjgv b Kivnj |

Ireland

Local Agent:
Medi-Q-Medicals

Evac, Oral Tracheal
Tube

Class:B

Tube

are mechanically ventilated
intensive care patients at
risk of ventilator-associated
pneumonia (VAP).

Side-effect : None
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COVIDIEN LLC, Athlone,
Ireland

Local Agent:
Medi-Q-Medicals

ge

Lo-Contour
Oral/Nasal Tracheal
Tube

Class: B

Tracheal Tube

It is indicated for airway
management by oral / nasal
intubation of the trachea for
anesthesia or other short-
term procedures. Ordinarily,
the cuff pressure should not
exceed 25 ocm H20.
However, clinical situations
may arise where a higher
sealing pressure is clinically
indicated. Although uncuffed
tracheal tubes are ordinarily

used in pediatric airway
management, in  some
cases (e.g., pulmonary
function testing) use of a
small  diameter  cuffed
tracheal tube may be
indicated.

Contraindications: Lo-Contour Cuffed
Tracheal Tubes in procedures which will
involve the use of a LASER or an
electrosurgical active electrode in the
immediate area of the device is
contraindicated. Contact of the beam or
electrode with the tracheal tubes,
especially in the presence of oxygen-
enriched or nitrous oxide containing
mixtures, could result in the rapid
combustion of the tube with harmful
thermal effects and with emission of
corrosive and toxic combustion products
including hydrochloric acid (HCI). It has
been reported by Hirshman and Smith
that mixtures of nitrous oxide and
oxygen support combustion about the
same as pure oxygen and that in
addition to ignition by direct contact with
the beam, the interior of the tube can
also be ignited by contact with flaming
tissue in close proximity to the tip of the
tracheal tube.

Adverse events: The following adverse
reactions have been reported to be
associated with the use of cuffed
tracheal tubes during the intubation
procedure, during the intubation period,
or subsequent to extubation. The order
of listing is alphabetical and does not
indicate frequency or severity. Reported
adverse reactions* include: abrasion of
the arytenoid cartilage vocal process;
cartilage necrosis; cicatrix formation;
consequences of failure to ventilate
including death; damage to the
perichondrium; development of dense or
diffuse fibrosis invading the entire glottic
area; emphysema;  endobronchial
aspiration;  endobronchial  intubation
(hypoxemia); endotracheobronchial
aspiration;  epistaxis;  esophageal
intubation (stomach distention);
excoriated membranes of the pharynx;
eye trauma; fibrin deposition; formation
of subglottic web; fracture-luxation of
cervical  column  (spinal injury);
fragmentation of cartilage; glottic edema
(supraglottic, subglottic
retroarytenoidal); granuloma of the inner
arytenoid area; infections (laryngitis,
sinusitis, abscess, respiratory tract
infection);  inflammation;  intermittent
aphonia and recurrent sore throat;

FSC Ireland
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126. COVIDIEN LLC, Athlone, Shiley, Tracheostomy It is use for the people who | Pain& inflammation FSClreland | Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Ireland Tracheostomy Tube | Tube are on ventilator support,
Local Agent Wfrfm haveh'conditiglns kthhat
- . affect coughing or block the
Med!-Q-Medicals Class:B airways %ndg who have
swallowing problems.
127. Romsons  International, | Oxy Set Nasal oxygen Twin | Used for oxygen | Contraindication: None FSC-India | Abygv b Kiv thiZ citi] Abjgv b Kivnj |
India bore cannula administration. . EC Certificate-
. . Side-effect : None
Importer: Barisal | Class: B Norway
Surgical, 34/1, Mitford
Road, Dhaka-1100
128. Manufacturer : Pico Negative Pressure | It is indicated for patients | Contraindications o FSC-UK Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Smith & Nephew Inc., 101 Wound  Therapy | who would benefit from a J]Zepﬂzzeor‘;;'g? Is contraindicated in
Hessle Road, Hull, HU3 Class: B System suction device (negative |, paients with n'1a|ignancy inthewound | EC Cert!flcate
2BN, UK pressure wound therapy) as | bed or margins of the wound (except in (bsi)
it may promote wound | palliative care to enhance quality of life).
Local Agent : healing via removal of low to | * Previously confirmed and untreated
Vastech Limited, moderate levels of exudate OS,\}eomye"t.'S' .
. . . X * Non-enteric and unexplored fistulas.
Nurjehan Tower (6th and infectious materials. | . Necrotic tissue with eschar present.
Floor) 80/22 Mymensingh Examples of appropriate | « Exposed arteries, veins, nerves or
Road Dhaka-1000. wound  types include: | organs.
Bangladesh Chronic, Acute, Traumatic, :’E\;frtogg“ca?r'\t;: wcoiration
Subacute an,d dghlsced °Pleurgl, mZ'diastinyaI o?chest tube
wounds, Partial thickness | drainage.
burns, Ulcers (such as | e Surgical suction.
diabetic or pressure), Flaps |
and grafts, Surgically closed | Side Effects: None
incision sites, PICO Single
Use Negative pressure
Wound Therapy System is
suitable for use both in a
hospital and  homecare
setting.
129 Legal Manufacturer: BD Luer Adapter Adapter This is a specialized category | Contraindications: None FSC-USA Abjgv b Kiv thiZ citi | Abjgv b Kivnj |

Becton Dickinson and
company

1 Becton Drive, Franklin
Lake NJ

07417-1880 USA

Class: B

of Adapter for which is used to
connect  venous access
devices such as needle, blood
collection set, and infusion sets
to blood collection tubes. It is

Side-effects: none
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Manufacturing site:
Becton Dickinson and
company (BD)

1575 Airport Road
Sumter , SC, 29153
USA

Local Agent:
M/s Becton Dickinson &
Company, 80, Kakrail,

also sued in collection with

non-needle devices for
collecton of blood from
catheters.

Dhaka
130 Manufacturer: Single-use High- | Single-use High- | It is used as an interface | Contraindications: Do not use if | FSCChina, | Ab§gv b KivthiZ citi| Abjgv b Kivnj |
Sichuan Guangyuan pressure Angiographic | pressure Angiographic | between CT syringes or other | package is unsealed or damaged.
Kangkang Medical Extension Line | Extension Line | syringes and needle catheters | Do not use the Extensions Line after | EC Certificate
Instrument Co. Ltd. Zhongzi | with/without T tubing with/without T tubing for use in delivering contrast | the expiration date.
Industrial Park, Chaotian media into vascular system.
District, Guangyuan City, Class: D Side Effects: None
Sichuan Province, China.
Local Agent:
National Healthcare
Services, 441/1, Senpara
Parbata, Mirpur, Dhaka.
131. Manufacturer: Single-use High- | Single-use High- | Itis used with automatic Contraindications: Do not use if | FSC China, | Abygv™b Kiv thiZ citi]| Abjgv b Kivnj |
Sichuan Guangyuan pressure  Angiographic | pressure Angiographic | injector machine for package is unsealed or damaged.
Kangkang Medical Syringes  Kit without | Syringes Kit without | angiography. Do not use the Extensions Line after | EC Certificate
Instrument Co. Ltd. Zhongzi | needle needle the expiration date.
Industrial Park, Chaotian
District, Guangyuan City, Class: B Side Effects: None
Sichuan Province, China.
Local Agent:
National Healthcare
Services, 441/1, Senpara
Parbata, Mirpur, Dhaka.
132. Manufacturer: Poly drain under water | Poly drain under water | It is used to drain the fluid from | Contraindications: None FSC-India | Abygv'b KivthiZ citi] | Absgv b Kivnj|
Poly Medicure Ltd. seal drainage system seal drainage system | body collect due to various | Side Effects: None. EC Certificate

Regd Office: 1t Floor, 12
Sant Nagar, East of Kailash,

Class: B

reasons like
effusions,

larger pleural
post-operative
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New Delhi-110 065 India.
Industry: Plot No. 104-105 &
115-116, Sector-59, HSIIDC
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.

Local Agent:

Aglow International, 114, 1st
Floor, Aziz Co-operative
Super Market, Shahbag,
Dhaka.

drainage etc. from a patient.

133.

Manufacturer:
Meril Healthcare PVT. India.

Local Agent:

Meril Bangladesh PVT. Ltd.
Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.

Armar Bone Plates

Class: C

Bone Plates

It is used for the surgical
fractures,
deformities, and tumor
diseases of long bones, such

treatment of

as those of the arms and legs.

Contraindications: It is
contraindicated in: Active Infection;
Conditions which tend to retard
healing such as blood supply
limitations previous infections;
Insufficient quantity or quality of
bone to permit stabilization of the
osteotomy; Lack of musculo-
cutaneous cover; Muscular deficit,
neurological deficiency or behavioral
disorders which could submit the
osteosynthesis to abnormal
mechanical strains; Cases with
malignant primary or metastatic;
tumors which preclude adequate
bone support or screw fixations;
Conditions that restrict the patient’s
ability or willingness to follow
postoperative instructions during the
healing process; Foreign body
sensitivity.

Adverse Events: The following are
specific adverse effects, which
should be understood by the
surgeon and explained to the
patient. These do not include all
adverse effects, which can occur
with surgery in general, but are
important considerations specific to

FSC India

EC Certificate
(Norway)

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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metallic internal stabilization
devices. General surgical risks
should be explained to the patient
prior to surgery:

- Infection or adverse reactions for a
foreign body;

- Pain, discomfort, or abnormal
sensations due to the presence of
the implant;

- Loosening, bending, cracking, or
fracture of the components or loss
of fixation of bone

attributable to nonunion,
osteoporosis, markedly unstable
comminuted fractures; loss of
anatomic position with nonunion or
malunion with rotation or angulation;
- Migration of the implant, loosening
of the implant;

- Delayed correction in alignment;

- Decrease

in bone density due to stress

shielding;
- Bursitis.
134, Manufacturer: TornadoCare Anesthesia Breathing | It is used for bacteria, particle | Contraindication: Product should FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Ningbo Boya Medical Ventilation Circuit filtration in breathing machine | not use after validity period. Do not China
Equipment Co. Ltd, No. 102, | Circuit/Catheter Mount and anesthesia machine and to | use if the package is damaged. Not
Jingsan Road, Yaobei increase the gas moisture | use for different user.
Industrial Part, YuYao City, Class: B degree
Zhejiang Province, China. Side Effects: None
Local Agent:
Pride Medical Appliances
Ltd. 19, Indira Road,
Farmgate, Dhaka.
135, Manufacturer: TornadoCare  Sterile | Sterile Nasla Oxygen | This product is used mainly for | Contraindication: Do not use if the FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Changzhou Chuangjia Nasla Oxygen Cannula | Cannula clinical gynecological checkup. | package is damaged. For single use China

Medical Appliance Co. Ltd,
Sanhekou Development
Zone, Zhenglu, Town,
Zhangzhou 213115, China.

Class: B

only. Do not use if the package is
opened for long time.

Side Effects: None
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Local Agent:

Pride Medical Appliances
Ltd. 19, Indira Road,
Farmgate, Dhaka.

136. Manufacturer: Polymed Nasocath Sterile Nasal Oxygen | It is used to provide oxygen for | Contraindications: FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. Cannula respiration  with  maximum | Not to be used in patients with
Regd Office: 1t Floor, 12 Class: B comfort to the patient. System | known hypersensitivity to any of the &
Sant Nagar, East of Kailash, of  attachment provides | materials used.
New Delhi-110 065 India. maximum freedom to the EC Certificate
Industry: Plot No. 104-105 & patient and leaves the patients | Side Effects: None.
115-116, Sector-59, HSIIDC mouth free for nutrition &
Industrial Area, Ballabhagra- communication.
121004, Faridbad
(HARYANA) India.
Local Agent:
Aglow International, 114, 1st
Floor, Aziz Co-operative
Super Market, Shahbag,
Dhaka.
137. Manufacturer: Becton BD Arterial Cannula Arterial Cannula It is used for Arterial pressure | Minor acute irritating FSC Singapore | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
Dickinson Medical (S) Pte monitoring.
Ltd. 30 Tuas Avenue 2 Class: C
Singapore.
Local Agent:
BD-Becton Dickinson. Flat
68, 6 Floor, Rupayan Karim
Tower, 80 Kakrail V.I.P
Road. Dhaka.
138. Manufacturer: Jafron Disposable Disposable Itis used for Renal failure, Contraindication: None FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Jafron Biomedical Co. Ltd., Hemoperfusion Hemoperfusion chronic nephropathy, uremia China,
No0.98 Technology Six Road, | Cartridge Cartridge caused by all kinds of reasons; Side Effect: None
High-tech Zone, Zhuhai, A EC Certificate
Guangdong, China. Class: C Related complications of

Local Agent:

Bangladesh Health Products,
2/4 Nawab Habibullah Road,
Shahbag, Dhaka.

maintenance hemodialysis:
Renal osteopathy, refractory
itch of skin, peripheral
neuropathy, cardiovascular
disease, refractory
hypertension, nephro-
encephalopathy, malnutrition
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139.

Manufacturer:

Goodman Co. Ltd.,
Goodman Research Centre,
276-1 idogane-cho, Seto-shi,
Aichi-ken, Japan

Local Agent:

Advanced Meditech
Suite: 115 (1st Floor),
Krishnachura Commercial
Complex, 24/B.C Shahid
Minar Road, Kallanpur,
Dhaka.

Powered Lacrossed 2
Coronary Balloon
Dilatation Catheter

Class: C

Coronary Balloon
Dilatation Catheter

It is used in percutaneous
transluminal coronary
angioplasty (PTCA) for the
purpose of dilating stenotic
lesions within the coronary
artery.

Contraindications:

(1) The product is sterilized, is not
re-usable and must not be re-
sterilized. Resterilization and/or
reuse could result in infection or
degradation of product
characteristics such as balloon size,
shaft strength or lubricity and could
result in failure of the product during
use.

(2) The product should only be used
in facilities capable of performing
emergency coronary artery bypass
grafting (CABG) as a provision
against complications that may
cause injury or serious
complications that could prove to be
life threatening.

(3) The product is a medical device
and should only be used by
physicians trained in the procedures
of coronary angiography

(CAG) and percutaneous
transluminal coronary angioplasty
(PTCA).

(4) Do not disassemble or modify
the device to avoid any unexpected
incidents such as breakage of the
device.

Complications/Side effect:
Possible adverse events include,
but are not limited to, the following:
Death, myocardial infarction,
restenosis following angioplasty,
internal hemorrhage, hematoma,
ventricular fibrillation

including arrhythmia, hypertension,
hypotension, hemorrhagic

FSC-Japan

Abygv™b Kiiv thiZ cifi|

Abgrb Kivnj |
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complications, arterial spasm,
stroke, distal embolization,

arterial or bypass graft occlusion,
arterial dissection or perforation or
damage, unstable angina, medicinal
reaction or

allergenic reaction to contrast
media, infection, arteriovenous
fistula, air embolization, arterial
dissection, blood loss from puncture
site, ischemia caused by long
duration inflation, intravascular
thrombosis, nausea or vomiting,
palpitation, tachycardia, bradycardia

140. Manufacturer: Catheter Mount Catheter Mount It is used for connection | Contraindications: Contraindicated FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. between endotracheal tube and | in case of air leakage.
Regd Office: 1t Floor, 12 Class: B breathing  circuits. It is &
Sant Nagar, East of Kailash, necessary to avoid drug & to | Side Effects: None
New Delhi-110 065 India. prevent any chance of EC Certificate
Industry: Plot No. 104-105 & accidental situation.
115-116, Sector-59, HSIIDC
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.
Local Agent:
Aglow International, 114, 1st
Floor, Aziz Co-operative
Super Market, Shahbag,
Dhaka.
141. Manufacturer: Polymed Ultra Cath Sterile, Thoracic It is used for post-operative | Contraindications: Uncontrolled FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. Novo Catheter with & drainage after cardio thoracic & | bleeding diathesis, need for
Regd Office: 1st Floor, 12 without Trocar thoracic surgery. immediate thoractomy. &
Sant Nagar, East of Kailash, | Class: B

New Delhi-110 065 India.
Industry: Plot No. 104-105 &
115-116, Sector-59, HSIIDC
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.

Local Agent:

Side Effects: None

EC Certificate
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Aglow International, 114, 1st
Floor, Aziz Co-operative
Super Market, Shahbag,
Dhaka.

142.

Manufacturer:
Meril Life Science PVT. Ltd.
India.

Local Agent:

Meril Bangladesh PVT. Ltd.
Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.

ASPIRON Aspiration
Catheter

Class: D

Thrombus aspiration
catheter

It is used for removal of fresh,
soft emboli and thrombi from
vessels in the coronary and
peripheral vasculature system.

Contraindications:

1. It should not be used in vessels
<1.5mm in diameter.

2. The catheter is contraindicated in
the removal of fibrous, adherent, or
calcified material (e.g.,

atherosclerotic plaque, chronic clot).

3. These components are
contraindicated in the following
lesion,

a. Cerebral vasculature.

b. Venous system.

Adverse Events: Serious adverse
events may arise when performing
interventional procedures using this
device. The operation should be
performed in an institution where
emergency procedures can be
performed. During the use of this
device, patient vital signs should be
monitored. In case of any
abnormalities, the appropriate
measures should be taken based on
the physician’s judgment. As with all
percutaneous interventions, adverse
events may include:

- Access site complications (i.e.
Arteriovenous fistula, dissection,
hematoma, hemorrhage,
pseudoaneurysm, bleeding). Death,
- Myocardial infarction, Coronary or
bypass graft thrombosis or
occlusion, Myocardial ischemia,
Stroke/CVA,

- Emergent or non-emergent bypass

FSC-India
&

EC Certificate
(Norway)

Abygv™b Kiiv thiZ cifi|

Abgrb Kivnj |
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graft surgery,
- Emboli (air, tissue or

143. Manufacturer: SYDNEY IVF | Embryo Transfer [ It is used for the | Contraindications: None. FSC- USA Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
Cook Incorporated USA | Embryo  Transfer | Catheter atraumatic  transfer of | _ _
Set embryos to the uterine | Slde effects: None
Local Agent: cavity.
Nature and Nurture Ltd. .
House-19, Road-1, Block-A, Class: B
Banasree, Dhaka
144. Manufacturer: SURGIWEAR Sterile Catheter Itis used to connect between | Contraindications: None FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited Y connector with Connector two lines during drainage
Rasoolpur Jahanganj, extra-long Ventricular system. Side-effects: none
Near Hathoda Chauraha, Catheter
Shahjahanpur-242001,
U.P., India Class: D
Local Agent:
Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212
145. Manufacturer: SURGIWEAR Bone Cement G-Bone is indicated in almost | Contraindications: Presence of FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited G-Bone Modified all the places where a bone | infection whether local or general,
Rasoolpur Jahanganj, Hydroxyapatite graft is required. Following are | prohibits all kind of implantation
Near Hathoda Chauraha, some of the indicative uses | procedures. Open wounds will not
Shahjahanpur-242001, (Granules: 10cc Pack / specialty wise. respond well with bone grafting
U.P., INDIA 1cc Pack; Blocks; * Neurosurgery: Cranioplasty, | surgeries. Poor general health and
Dowel) cavity filling and other kind of | metabolic deficiencies will not
Local Agent: non-weight bearing | produce desired results. Above
Inogen Systems Class: D reconstructions. mentioned  contraindications  are

Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212

+ Orthopedic Surgery: Cavity
filling, gap filling, osteotomy
reconstructions  and  other
places of reconstructions, non
union fracture and filling the
gaps in cases of bone loss due
to trauma.

* Plastic Surgery: Maxillofacial

reconstructions, bony
augmentation, hand surgery &
cavity filling.

* Dental Surgery: Maxillofacial
reconstruction surgery,

general. The surgeon must evaluate
the individual patient for the risks
involved.

Side Effects: Complications which
may result from the use of this
product include the risks associated
with the medication and methods
utilized in the surgical procedure, as
well as patients response, reaction
or degree of intolerance to any
foreign object implanted into the
body.
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periodontics, orthodontics and
other areas requiring a bone
graft.

+ Other Specialties: Where a
bone graft is required.

146. Manufacturer: SURGIWEAR Bone Cement G-Bone Cement is indicated in | Contraindications: Presence of FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |

G. Surgiwear Limited G-Bone Calcium almost all the places where a infection whether local or general,
Rasoolpur Jahanganj, Phosphate Cement bone graft is required. prohibits all kind of implantation
Near Hathoda Chauraha, Following are some of the procedures. Open wounds will not
Shahjahanpur-242001, Class: D indicative uses specialty wise. | respond well with bone grafting
U.P., INDIA * Neurosurgery: Filling of bur surgeries.

holes, lumber & cervical Poor general health and metabolic
Local Agent: Fusion, vertebral deficiencies will not produce desired
Inogen Systems reconstruction, Cranioplasty, results. Above mentioned
Cha-73/2, Progati Sarani, cavity filling and other kind of contraindications are general. The
North Badda, Dhaka-1212 reconstructions. surgeon must evaluate the
* Orthopedic Surgery: Cavity individual patient for the risks
filling, gap filling, Lumber & involved.
cervical Fusion, vertebral
reconstruction, osteotomy Side Effects: Complications which
reconstructions and other may result from the use of this
places of reconstructions, product include the risks associated
non union fracture and filling with the medication and methods
the gaps in cases of bone loss | utilized in the surgical procedure, as
due to trauma. well as patients’ response, reaction
* Plastic Surgery: Maxillofacial | or degree of intolerance to any
reconstructions, bony foreign object implanted into the
augmentation, hand surgery body.
& cavity filling. The medical literature is full of
+ Dental Surgery: Maxillofacial | hazards and complications
reconstruction surgery, associated with use of
periodontics, orthodontics Calcium Hydroxyapatite. Some of
and other areas requiring a the major hazards are infection,
bone graft. extrusion of grafted
* Other Specialties: Where a Material, serous discharge, serous
bone graft is required. collection, hemorrhage, skin erosion
and migration.

147. Manufacturer: Mediplus Medi Vac set | Medi Vac set made Itis used as an effective device | Contraindication: None FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Sree Umiya Surgical Pvt. with Blow Container, for closed wound drainage. India,
Ltd. Plot 0. 4704, Phase. IV, | Class: C Butch, Round Butch, Side Effect: None
G.I.D.C, VATA, Ahmedabad. Hanger “Y” Connector, EC Certificate

India.

Adopter, Closure, S.S.
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Local Agent:
Hard Won Power Industries

Ltd. House No. 39, Road-12,
Shekhertek, Adabor. Dhaka.

Rod, Clamp & N.T.
PVC Tubing

148. Manufacturer: Proxima 2 Plate Colostomy Base Plate | collection of waste from a Contraindication: None FSC Germany | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
B. Braun Melsungen AG surgically diverted biological
Carl-Barun-StraBel, system (colon, ileum, bladder) | Side Effect: None
Melsungen Germany. and the creation of a stoma
Local Agent:
Asia Pacific Medicals Ltd.
775, Satmasjid Road (2nd
Floor), Dhanmodi, Dhaka.
149. Manufacturer: Super Filler Skin barrier Colostomy | pouch leakage, meltdown of Contraindication: None FSC Germany | Abygv™b Kiv thiZ citi] Abjgv b Kivnj |
B. Braun Melsungen AG Paste skin barrier, parastomal
Carl-Barun-StraBel, ulceration, irritant dermatitis, Side Effect: None
Melsungen Germany. allergic dermititis, latex
sensitivity and fitting ostomy
Local Agent: appliances to paediatrics.
Asia Pacific Medicals Ltd.
775, Satmasjid Road (2nd
Floor), Dhanmodi, Dhaka.
150. Manufacturer: GOODTEC Y- Connector Set It is designed to work in | Contraindication: FSC-Japan | Abygr b KivthiZ citi] | Abjgi b Kivnj|

Goodman Co. Ltd.,

Goodman Research Centre,
276-1 idogane-cho, Seto-shi,

Aichi-ken, Japan

Local Agent:
Advanced Meditech Suite:

115 (15t Floor), Krishnachura

Commercial Complex,
24/B.C Shahid Minar Road,
Kallanpur, Dhaka.

Connector Set

Class: B

conjunction ~ with  guiding
catheters, etc to reduce blood
loss  while assisting in
manipulation of catheters, etc.,
injection of contrast solution
from a side port, injection of
medicine or saline solution, and
measurement of blood
pressure.

- This product is sterilized, is not
reusable and must not be re-
sterilized. Re-sterilization could
lead to infection of patient or
degradation of the material.

- Not to be used with products
comprising of organic solvent, fat
emulsion, or oil-based
components. It may incur damage
to product.

- This product is a medical device
and should only be used by
physicians who are trained in the
procedures of coronary
angiography (CAG) and
percutaneous transluminal
coronary angioplasty (PTCA).

Side Effects:
e Hypotension/hypertension
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e  Hemorrhagic complications
e Infection
e Air embolism

151. Manufacturer: Polyseal under water | Polyseal under water | It is used to drain the fluid from | Contraindications: FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. seal drainage system | seal drainage system | body collected due to various | Not to be used in case of India,
Regd Office: 1t Floor, 12 (adult/kid) (adult/kid) reasons like larger pleural | uncontrolled suction.

Sant Nagar, East of Kailash, effusions, post-operative EC Certificate
New Delhi-110 065 India. Class: B drainage etc. from a patient. Side Effects: None
Industry: Plot No. 104-105 &

115-116, Sector-59, HSIIDC

Industrial Area, Ballabhagra-

121004, Faridbad

(HARYANA) India.

Local Agent:

Aglow International, 114, 1st

Floor, Aziz Co-operative

Super Market, Shahbag,

Dhaka.

152. Manufacturer: SURGIWEAR External CSF It is to be used for external | Contraindications: External CSF FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited Ceflui Ventricular Drainage System drainage of CSF, wherever | drainage and monitoring with a
Rasoolpur Jahanganj, External Drainage indicated. Some of the principal | ventricular or lumbar catheter is
Near Hathoda Chauraha, System indications are: Posterior fosa | contraindicated in patients receiving
Shahjahanpur-242001, tumor, hematomas posterior | lumbar anticoagulants or who are
U.P., India fosa, IV ventricle obstruction, | known to have a bleeding diathesis.

Class: D cranial  injuries,  subdural | The ventricular  catheter s

Local Agent: hematomas, meningitis, | contraindicated in scalp infection.
Inogen Systems ventriculitis and subarachnoid | Lumbar catheter insertion s
Cha-73/2, Progati Sarani, hemorrhage into CSF and | contraindicated in non-
North Badda, Dhaka-1212 cerebral  abscess.  Reyes | communicating hydrocephalus,
syndrome or similar | infection in surrounding area and

encephalopathy and  other
cases where monitoring of CSF
is required.

patients with blockage CSF flow due
to trauma, hematomas, fracture or
tumor. Monitoring and or external
drainage in such conditions is at the
discretion of the physician.

Side  Effects: The
complications

principal
associated  with
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‘External Drainage System’
implantations ~ are  obstruction,
functional failure of system and
infection.

153. Manufacturer: SURGIWEAR External CSF It is to be used for external | Contraindications: External CSF FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited Ventricular External Drainage System drainage of CSF, wherever | drainage and monitoring with a
Rasoolpur Jahanganj, Drainage System indicated. Some of the principal | ventricular or lumbar catheter is
Near Hathoda Chauraha, indications are: Posterior fosa | contraindicated in patients receiving
Shahjahanpur-242001, Class: D tumor, hematomas posterior | lumbar anticoagulants or who are
U.P., India fosa, IV ventricle obstruction, | known to have a bleeding diathesis.

cranial  injuries,  subdural | The  ventricular  catheter s
Local Agent: hematomas, meningitis, | contraindicated in scalp infection.
Inogen Systems ventriculitis and subarachnoid | Lumbar catheter insertion s
Cha-73/2, Progati Sarani, hemorrhage into CSF and | contraindicated in non-
North Badda, Dhaka-1212 cerebral  abscess.  Reyes | communicating hydrocephalus,
syndrome or similar | infection in surrounding area and
encephalopathy and other | patients with blockage CSF flow due
cases where monitoring of CSF | to trauma, hematomas, fracture or
is required. tumor. Monitoring and or external
drainage in such conditions is at the
discretion of the physician.
Side Effects: The principal
complications associated with
‘External Drainage System’
implantations are obstruction,
functional failure of system and
infection.

154, Manufacturer: SURGIWEAR External CSF It is to be used for external | Contraindications: External CSF FSC-India | Abygv™b KivthiZ citi] |  Abjgi'b Kivnj|
G. Surgiwear Limited Lumbar External Drainage System drainage of CSF, wherever | drainage and monitoring with a
Rasoolpur Jahangan;, Drainage System indicated. Some of the principal | ventricular or lumbar catheter is
Near Hathoda Chauraha, indications are: Posterior fosa | contraindicated in patients receiving
Shahjahanpur-242001, Class: D tumor, hematomas posterior | lumbar anticoagulants or who are
U.P., India fosa, IV ventricle obstruction, | known to have a bleeding diathesis.

cranial  injuries,  subdural | The  ventricular catheter is
Local Agent: hematomas, meningitis, | Contraindicated in - scalp _infection.
Inogen Systems ventriculitis and subarachnoid | -umPar ~catheter - insertion s
. . . contraindicated in non-communicating
Cha-73/2, Progati Sarani, hemorrhage into CSF and L :
North Badda, Dhaka-1212 cerebral  abscess.  Reyes hydrocephalus, infection _|n
' ’ . surrounding area and patients with

syndrome or similar

encephalopathy and  other
cases where monitoring of CSF

blockage CSF flow due to trauma,
hematomas, fracture or tumor.
Monitoring and or external drainage in
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is required.

such conditions is at the discretion of
the physician.

Side Effects: The principal
complications associated with
‘External Drainage System’
implantations are obstruction,
functional failure of system and
infection.

155. Manufacturer: Boston Cutting Loop Electrode | Urological It is used in commercially | No contraindications are known for the FSC-USA, Abygv™b Kiv thiZ citi ] Abjgv b Kivnj |
Scientific Corporation, 300 Electrosurgical available RF Generators for the | RF electrode products.
Boston Scientific Way, Class: B devices endoscopic surgery for general EC Certificate
Marlborough, MA, USA. urological soft tissue.
Local Agent:
Medi Graphic Trading Ltd,
14, Purana P altan. Dar Us
Salam Arcade, 3 Floor,
Dhaka.
156. Manufacturer: Contour Embolization Embolization Particles | It is intended for the | Contraindication: Contraindicated in FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Boston Scientific Particles embolization of peripheral | Vascular anatomy or blood flow USA,
Corporation, 300 Boston hypervascular tumors. precledes stable, selective contour
Scientific Way, Marlborough, | Class: C embolization particles or catheter | EC Certificate
MA, USA. placement, presence of vasospasm
and hemorrhage.
Local Agent: Side effect: None.
Medi Graphic Trading Ltd,
14, Purana P altan. Dar Us
Salam Arcade, 3 Floor,
Dhaka.
157. Manufacturer: Ningbo Boya | TornadoCare Breathing System It is used for bacteria, particle | Contraindication: Product should not |~ FSC-China | Abygv b KivthiZ citi] | Abjgyb Kivnj|
Medical Equipment Co. Ltd, | HMEF/Bacterial Filter | Filter filtration in breathing machine | use after validity period. Do not use if
No. 102, Jingsan Road, and anesthesia machine and to | the package is damaged. Not use for
Yaobei Industrial Part, Class: B increase the gas moisture | different user.
YuYao City, Zhejiang degree. _
Province, China. Side Effects: None
Local Agent:
Pride Medical Appliances
Ltd. 19, Indira Road,
Farmgate, Dhaka.
155. Manufacturer: Soluble Hemostatic Soluble hemostatic Itis used for Adhering and Contraindications: Soluble FSC Abygvb KivthiZ citi] | Abjgi b Kivnj|
Ningbo Beilun Hengda Gauze Gauze creating pressure to seal the Hemostatic Gauze should not be used China

Medical Dressing Factory.
No.78, North Yanshanhe

Class: B

wound.

for internal surgical hemostasis
(intracranial operation, operation in
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Road, Dagi Street, Beilun,
Ningbo, Zhejiang Province,
China.

Local Agent:
Swadesh. 30, Bijoy Nagar
Road (3 Floor), Dhaka.

chest and abdominal cavities, and
pelvic operation), patients with severe
disturbances of blood coagulation,
large area of wound hemostasis and
hemorrhage of large arteries.
Adverse reactions: No reports on
adverse reaction have been issued.

159. Manufacturer: Tornadocare Guedel Disposable Guedel/ It is used in management of | Contraindication: Product should FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Nanjing Hong An Medical Airway Oropharyngeal Airway | endotracheal clinical issues. not use after validity period. Do not China
Appliances Co. Ltd., No.26 use if the package is damaged. Not
Hengguang Road, Nanjing Class: B use for different user.
Economic and
Technological, District: Side Effects: None
Nanjing, China.
Local Agent:
Pride Medical Appliances
Ltd., 19, Indira Road,
Farmgate, Dhaka.
160. Manufacturer: Boston V-14 Control Wire Peripheral Guide wire | It is indicated to facilitate the | Contraindication: None. FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Scientific Corporation, 300 Guidewire place balloon dilatation USA,
Boston Scientific Way, catheter. Side effect: Allergic reaction,
Marlborough, MA, USA. Class: C Embolism. EC Certificate
Local Agent:
Medi Graphic Trading Ltd,
14, Purana P altan. Dar Us
Salam Arcade, 3 Floor,
Dhaka.
161. Manufacturer: Latitud Hip Total Hip Replacement | It is indicated for the following | Contraindications: FSC Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Meril Healthcare PVT. India. | Replacement System System conditions  Non-inflammatory | -Active local or systemic infection. India

Local Agent:

Meril Bangladesh PVT. Ltd.
Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.

Class: C

degenerative joint diseases
including  osteoarthritis, post
traumatic arthritis and
avascular necrosis

Rheumatoid arthritis

Congenital hip dysplasia

Acute traumatic fracture of the
femoral head or neck
Dislocation of hip Certain cases
of Ankylosis  Correction of

- Poor bone quality or Bone stock that is
inadequate for support or fixation of the
prosthesis.

- Loss of musculature, neuromuscular
compromise or vascular deficiency in
the affected limb rendering the
procedure unjustified.

- Any condition that may interfere with
the survival of the implants such as
Charcot's disease, or Paget's disease.

- Skeletally immature patients.

- Metabolic disorder which may impair

EC Certificate
(Norway)
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functional deformity Revision
of failed joint reconstruction or
treatment

Treatment of nonunion, femoral
neck and trochanteric fractures
of the proximal femur

bone formation.

Side Effects: There may be adverse
events after surgery, regardless of the
type of hip system implanted including:
Hip dislocation, when the ball of the
thighbone (femur) slips out of its socket
in the hip bone (pelvis), Bone fracture,
Joint infection, Local nerve damage with
numbness/weakness, Device loosening
or breakage, Difference in leg lengths,
Bone loss (osteolysis).

162. Manufacturer: Implantable Implantable It is used to provide ventricular | Contraindications: CFG- USA Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
St. Jude Medical, CARDIAC | Cardioverter/ Cardioverter/ antitachycardia pacing and | Contraindications for use of the
RHYTHM MANAGEMENT Defibrillators Defibrillators ventricular ~ defibrillation ~ for | pulse generator system include | EC Certificate
Division 15900 Valley View automated treatment of life | ventricular tachyarrhythmias
Ct Sylmar, CA USA 91342 (Fortify Assura, Ellipse, threatening ventricular | resulting ~ from  transient  or
Quadra Assura, Unify arrhythmias. correctable factors.
Local Agent: Assura)
The Spondon Ltd.
BSEC Bhaban, Level-9, 102 | Class: D Side Effects: None
Kazi Nazrul Islam Avenue,
Kawran Bazar, Dhaka.
163. Manufacturer: Polymed High Pressure | Extension Line as an | It is used for infusion of fluid | Contraindications: It is FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. Extension Line accessory of infusion | such as parenteral nutrition and | contraindicated in case of highly
Regd Office: 1t Floor, 12 set administration of other drugs | viscous fluid. Not to be used in
Sant Nagar, East of Kailash, | Class: B and medicines. patients with known hypersensitivity
New Delhi-110 065 India. to any of the materials used.
Industry: Plot No. 104-105 &
115-116, Sector-59, HSIIDC Side Effects: None
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.
Local Agent:
Aglow International, 114, 1st
Floor, Aziz Co-operative
Super Market, Shahbag,
Dhaka
164. Manufacturer: Intrafix Safe set (Auto | Intrafix Safeset (Auto | Itis used as auto lock infusion | Contraindication: None FSC Germany | Abygv™b Kiv thiZ citi] Abjgv b Kivnj |

B. Braun Melsungen AG
Carl-Barun-StraBel,
Melsungen Germany.

Lock Infusion Set)

Class: B

Lock Infusion Set)

set.

Side Effect: None
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Local Agent:
Asia Pacific Medicals Ltd.
775, Satmasjid Road (2nd
Floor), Dhanmodi, Dhaka
165. Manufacturer: Meril Endo MeriTe Cu 375 Copper Intrauterine | Itis used for reversible birth Contraindications: FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Surgery PVT. Ltd. India. Intrauterine Contraceptive device | control. It is indicated for . India &
Contraceptive device intrauterine contraception for | - Pregnancy or suspicion of
Local Agent: up to 5 years. pregnancy EC Certificate
Meril Bangladesh Pvt. Ltd. | Class: C - Abnormalities of the uterus (Norway)
Union Heights-1 13" Floor, resulting in distortion of the uterine
Level-14, 55/2, Bir Uttam caviy _
Qazi Nuruzzaman Saraka, - Acute pelvic inflammatory disease
West Panthapath, Dhaka or current behavior suggesting a
high risk for pelvic inflammatory
disease
- Postpartum endometritis or
postabortal endometritis in the past
3 months
- Anaemia
- Valvular heart disease
- Coagulation disorders
- Anti-inflammatory treatment
- Mucopurulent cervicitis
- Wilson'’s disease
- Allergy to any component of the
device.
Side effects: none
166. Manufacturer: Fiona Hormonal Levonorgesterol It is intended for contraception. | Contraindications: FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Meril Endo Surgery PVT. Intrauterine Device 20ugm/24hours It can also be used in idiopathic | e  History of Pelvic inflammatory
Ltd. India. Hormonal Intrauterine | menorrhagia and protection disease or purulent cervicitis. &
Class: C Device from endometrial hyperplasia | e«  Recent exposure to sexually
Local Agent: during estrogen replacement transmitted infection. EC Certificate
Meril Bangladesh PVT. Ltd. therapy. e Existing pregnancy (Norway)
Union Heights-1 13" Floor, e Between 48 hours or 4 weeks
Qazi Nuruzzaman Saraka, o Uterine abnormality
West Panthapath, Dhaka e  Gynecological cancer.
Side effects: Uterine/vaginal bleeding
alteration, amenorrhea, Intermenstrual
bleeding and spotting, abdominal/pelvic
pain, Overain cysts, acne, menorrhagia,
headache/migraine, breast

283 |Page




tenderness/pain.

167. Manufacturer: Meril Endo Erinna Hormonal Levonorgesterol It is intended for contraception. | Contraindications: FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Surgery PVT. Ltd. India. Intrauterine Device 20ugm/24hours It can also be used in idiopathic | e  History of Pelvic inflammatory India
Hormonal Intrauterine | menorrhagia and protection disease or purulent cervicitis.
Local Agent: Meril Class: C Device from endometrial hyperplasia e Recent exposure to sexually EC Certificate
Bangladesh PVT. Ltd. Union during estrogen replacement transmitted infection. (Norway)
Heights-1 13t Floor, Level- therapy. e Existing pregnancy
14, 55/, Bir Uttam Qazi e Between 48 hours or 4 weeks
Nuruzzaman Saraka, West of postpartum.
Panthapath, Dhaka. e Uterine abnormality
e  Gynecological cancer.
Adverse reactions: Uterine/vaginal
bleeding alteration, amenorrhea,
Intermenstrual bleeding and
spotting, abdominal/pelvic pain,
Overain cysts, acne, menorrhagia,
headache/migraine, breast
tenderness/pain.
168. Legal Manufacturer: Aventi Introducer Introducer Sheath | Itis used for arterial and Contraindication: None FSC- USA Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Cardis Corporation 14201. Sheath venous procedures requiring
N.W. 60t Ave. Miami Lakes. percutaneous introduction of Side Effects: None &
USA Class: B intravascular devices,
EC Certificate
Manufacturering Site:
CARDIS DE Mexico. SA DE
CV, Mexico
Local Agent:
Medi Card Ltd. ¥4, Paribagh,
Mymensingh Road, Dhaka.
169. Manufacturer: Boston Single Action Pumping | Urological  Irrigation | Itis used with urological and/or | Contraindication: None. FSC-USA Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Scientific Corporation, 300 System device endoscopic surgical
Boston Scientific Way, procedures requiring Side effect: Hydronephrosis of the | EC Certificate
Marlborough, MA, USA. Class: B continuous irrigation. Urinary Tract.
Local Agent:
Medi Graphic Trading Ltd, 14,
Purana P altan. Dar Us Salam
Arcade, 3 Floor, Dhaka.
170. Manufacturer: Mediplus 1.V. Flow IV Flow Regulator Itis used for Precise flow rate | Contraindication: None FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
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Sree Umiya Surgical Pvt.
Ltd. Plot 0. 4704, Phase. IV,
G.1.D.C, VATA, Ahmedabad.
India.

Local Agent:

Hard Won Power Industries
Ltd. House No. 39, Road-12,
Shekhertek, Adabor. Dhaka.

Regulator

Class: C

made with Flow
Regulator, Tubing &
Luer Lock

control of IV fluids.

Side Effect: None

EC Certificate

171. Manufacturer:
Meril Healthcare PVT. India.

Local Agent:

Meril Bangladesh PVT. Ltd.
Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.

Destiknee Total Knee
system

Class: C

This Knee system
consists  of  the
following components:
- Femoral  Knee
Component PS & CR
(Left & Right),

- Tibia Base Plate,

- Tibia Liner PS & CR /
All Poly (Tibial base
plate + Tibial liner),

- Patellar component.

- Instrument set for
knee replacement

- Severe knee joint pain, loss of
mobility, and disability due to:
rheumatoid arthritis,
osteoarthritis, traumatic
arthritis, polyarthritis

- Correction of functional
deformities.

- Post-traumatic loss of knee
joint contour, particularly when
there is patellofemoral erosion,
dysfunction, or prior
patellectomy.

- Moderate valgus, varus, or
flexion trauma.

- Knee fractures untreatable by
other methods.

- Revision surgery where
sufficient bone stock and soft
tissue integrity are present.

Contraindications:

History of infection in the
affected joint.

Compromised skeletal bone
quality.

Neuropathic disease that
adversely affects prosthetic
joints.

Osteoporosis or deficiency of
musculature.

Pain-free and stable
arthrodesis in an adequate
functional position.

Patients with vascular
deficiency at the bone site.
Patients with inadequate bone
stock to assure a firm press fit
and close apposition of the cut
bone surfaces to the
prosthesis.

Patients with inadequate bone
quality (e.g. severe
0Steoporosis).

Lack of stability of the
implanted components
throughout a full range of
motion.

Adverse reactions: Long term
swelling or infection, no
improvement in range of motion,
neuropathic disorder, dislocations,
bone fractures, aseptic loosening of
implant.

FSC India &

EC Certificate
(Norway)

Abygv™b Kiiv thiZ cifi|

Abgrb Kivnj |

285|Page




172.

Manufacturer:
Maxx Orthopedic Inc.
USA

Local Agent:

Meril Bangladesh PVT. Ltd.

Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.

Freedom Total Knee
system

Class: C

It is a system of
components intended
to replace the femoral,
tibial and patella
articular surfaces of
the knee joint.
Components are
available in many
styles and sizes and
are manufactured from
various types of
metals and non-
metallic materials.

It is used in the followings:

- Severe knee joint pain,
loss of mobility, and
disability due to:
rheumatoid arthritis,
osteoarthritis, traumatic
arthritis, polyarthritis.

- Correction of functional
deformities.

- Post-traumatic loss of
knee joint contour,
particularly when there is
patellofemoral erosion,
dysfunction, or prior
patellectomy.

- Moderate valgus, varus, or
flexion trauma.

- Knee fractures untreatable
by other methods.

- Revision surgery where
sufficient bone stock and
soft tissue integrity are
present.

- The Freedom Total Knee
System, Freedom
Stemmed Tibial
Components and Freedom
PCK Components are
indicated for cemented
fixation. Only Cementless
Femoral (CR and PS)
components with porous
coating are additionally
indicated for cementless
biological fixation
application.

Contraindications:

- History of infection in the
affected joint.

- Compromised skeletal bone
quality.

- Neuropathic disease that
adversely affects prosthetic
joints.

- Osteoporosis or deficiency of
musculature.

- Pain-free and stable
arthrodesis in an adequate
functional position.

- Patients with vascular
deficiency at the bone site.

- Patients with inadequate bone
stock to assure a firm press fit
and close apposition of the cut
bone surfaces to the
prosthesis.

- Patients with inadequate bone
quality (e.g. severe
0Steoporosis).

Lack of stability of the implanted

components throughout a full range

of motion.

Adverse Effects:

- Long term swelling or infection.

- No improvement in range of
motion.

- Neuropathic disorders.

- Dislocations, bone fractures,
and/or joint instability.

- Per literature, there is a chance

that wear of polyethylene

components may result in bone

resorption, loosening, and
related infection.

- Possibility for metal sensitivity
reactions.

- Venous thrombosis.

FSC India
&

EC Certificate
(Germany)

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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- Prolonged and excessive joint
pain and/or inflammation.

- Aseptic loosening of implant.

- Possible detachment of the
coating(s) on components with
porous coating, potentially
leading to increased debris
particles

173. Manufacturer: Huaian Wanjia | Disposable Blood Lancet | Disposable Blood | Capillary blood sampling, make | Contraindication: None FSC-China Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Medical Device Co. Ltd. Lancet punctures, such as
China. Class: B a fingerstick, to obtain small Side Effect: None
blood specimens.
Local Agent: Shanto
Enterprise, 51, Islampur
Road, Dhaka.
174. Manufacturer: Tecnis 1 Piece Intraocular Lenses It is used for the visual | 1oy he Cormect the vision problems | FSC-USA Absgv b KivthiZ citi] | Abygr b Kivnj|
Abbott Medical Optics Inc. Multifocal 10L (ZMBOO) correction of aphakia in adult o
1700 East St. Andrew Place patients in whom a cataractous | Of cataracts or presbyopia, minor EC Certificate
Santa Ana, USA. Class: C lens has been removed by | infection,Corneal Adema, Increased
) extra . capsular cataract Intraocular Pressure, Leakage, IOL
Local Agent: extraction.
S.P Trading House, 24-25 Decentration, IOL Power
Dilhu8sha, C/A Dhaka. Miscalculation, Retinal Detachment
175. Manufacturer: Tecnis LPiece 0L Intraocular Lenses It is used for the visual |\ he Cormect the vision problems FSC-USA, Abjgv b KivthiZ citi] |  Abjgv b Kivnj|
Abbott Medical Optics Inc. (ZCBOO) correction of aphakia in adult o
1700 East St. Andrew Place patients in whom a cataractous | Of cataracts or presbyopia, minor EC Certificate
Santa Ana, USA. Class: C lens has been removed by | infection,Comeal Adema, Increased
extra  capsular  cataract
) . Intraocular Pressure, Leakage, IOL
Local Agent: extraction.
S.P Trading House, 24-25 Decentration, IOL Power
Dilhugsha, C/A Dhaka. Miscalculation, Retinal Detachment
176. Manufacturer: Epoch I0L (EP525A, Intraocular Lenses It is used for the visual | \av e Correct the vision problems FSC-USA, | Abygv' b KivthiZ citi] | Abygr b Kivnj |

Abbott Medical Optics Inc.
1700 East St. Andrew Place
Santa Ana, USA.

Local Agent:
S.P Trading House, 24-25
Dilhu8sha, C/A Dhaka.

EP6125A)

Class: C

correction of aphakia in adult
patients in whom a cataractous
lens has been removed by
extra  capsular  cataract
extraction.

of cataracts or presbyopia, minor
infection,Corneal Adema, Increased
Intraocular Pressure, Leakage, IOL
Decentration, IOL Power
Miscalculation, Retinal Detachment

EC Certificate
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177. Manufacturer: Sensar 1Piece 0L Intraocular Lenses It is used for the visual | e FSC-USA, Abygv b KivthiZ citi] | Abjgi b Kivnj|
Abbott Medical Optics Inc. (AABOO) cor_rectlo_n of aphakia in adult | ~yrect the vision problems of cataracts -
1700 East St. Andrew Place patients in whom a cataractous | or presbyopia, minor infection,Comeal EC Certificate
Santa Ana, USA. Class: C lens has been removed by | Adema, Increased Intraocular Pressure,
extra capsular cataract | Leakage, IOL Decentration, IOL Power
Local Agent: extraction. Miscalculation, Retinal Detachment
S.P Trading House, 24-25
Dilhu8sha, C/A Dhaka.
178. Manufacturer: Sensar Soft Acrylic IOL | Intraocular Lenses It is used for the visual May be, Correct the vision problems of FSC-USA, Abjgv b Kiv thiZ citi | Abjgv™b Kivnj |
Abbott Medical Optics Inc. (AR40E) correction of aphakia in adult o
1700 East St. Andrew Place patients in whom a cataractous | cataracts or presbyopia, minor EC Certificate
Santa Ana, USA. Class: C lens has been removed by | infection,Corneal Adema, Increased
extra  capsular  cataract
. . Intraocular Pressure, Leakage, 10L
Local Agent: extraction.
S.P Trading House, 24-25 Decentration, IOL Power Miscalculation,
Dilhu8sha, C/A Dhaka. Retinal Detachment
179. Valeant Med Sp. Z.0.0. FOCUSForce Intraocular FOCUSforce foldable posterior | Contraindications : FSC-Poland | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
Poland Basic F260 Lense chamber IOLs are indicated for | To date there are no absolute ’
ULTRAflex UF60125 primary implantation for the ?Onfra'”d!ca“ons to Intraocular Lenses
Local agent : ULTRAflex UF60130 visual correction of aphakiain | MPlantation. EC Certificate
Janata Traders Aspheric AS60125 adult patients with inwhom a | Relative contra-indications include some (Turkey)
TCB Bhabon , 1 kawran Aspheric AS60130 cataractous lens has been forms Of_- . -
Bazar,Dhaka Re-vision A100 removed. These lenses are + Chronic active uveitis
intended for placement in the + Retinal diseases in which the implant
Class: C capsular bag. may interfere with retinal surgery
Side Effect : Cataract surgery, with or
without lens implantation might be
associated with:
+ Qcular inflammation
¢ Hemorrhage
* Intraocular pressure elevation
* Post-operative infection
* Retinal breaks and detachment
¢ Cystoid macular edema
+ Corneal edema
* Posterior capsule opacity
180. Manufacturer: CVP Manometer CVP Manometer It is used for continuous or | Contraindications: None FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. intermittent  monitoring  of
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Regd Office: 1t Floor, 12
Sant Nagar, East of Kailash,
New Delhi-110 065 India.
Industry: Plot No. 104-105 &
115-116, Sector-59, HSIIDC
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India

Local Agent:

Aglow International,
114, 1st Floor, Aziz Co-
operative Super Market,
Shahbag, Dhaka.

Class: B

central venous pressure during
infusion.

Side Effects: None

&

EC Certificate

181.

Manufacturer:

Ningbo Boya Medical
Equipment Co. Ltd, No. 102,
Jingsan Road, Yaobei
Industrial Part, YuYao City,
Zhejiang Province, China.

Local Agent:

Pride Medical Appliances
Ltd., 19, Indira Road,
Farmgate, Dhaka.

TornadoCare

Disposable Nebulizer

Mask
Class;
Class: B

Disposable Nebulizer
Mask

It is used for bacteria, particle
filtration in breathing machine
and anesthesia machine and to
increase the gas moisture
degree

Contraindication: Product should
not use after validity period. Do not
use if the package is damaged. Not
use for different user.

Side Effects: None

FSC
China

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |

182.

Manufacturer:
Changzhou Chuangjia
Medical Appliance Co. Ltd,
Sanhekou Development
Zone, Zhenglu, Town,
Zhangzhou 213115, China.

Local Agent:

Pride Medical Appliances
Ltd., 19, Indira Road,
Farmgate, Dhaka.

TornadoCare  Oxygen

Masks

Class: B

Oxygen Masks

This product is used for
connecting to the oxygen
system for medical units with
drug for the treatment of
patients with respiratory illness.

Contraindication: Do not use if the
package is damaged. For single use
only. Do not use if the package is

opened for long time.

Side Effects: None

FSC
China

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |

183.

Manufacturer:

B L Lifesciences Pvt. Ltd.
28-D, Sector-31,
Ecotech-l, Greater Noida,
Gautam Budh Nagar,
U.P., India

AngiX

Puncture Needle
(18G x 7cm/ 20G x
4cm/

21G x 7cm)

Accessories of Angio
Kit / PTCA Kit

It is indicated for use during
Cardiac & Vascular
Catherization in order to
diagnose the possible blockage
in an artery or vessel.

Contraindication: This device is
not designed, sold, or intended for
use except as indicated.

Side Effect: None

FSC-India

EC Certificate
(Norway)

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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Local Agent:

Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212

Class: C

184. Legal manufacturer: BD Blunt Fill Needle, Hypodermic Needles | This is a specialized category | Contraindications: None Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
M/s Becton Dickinson & BD Blunt Fill Needle of needle which is used for
Company, 1 Becton Drive, with Filter aspiration of fluids from vails | Side-effects: none
Franklin lakes, New and ampoules for syringe
Jersey,07417, USA Class: B filling. They are not intended for
skin injection. The filter in the
Manufacturing Site: liter needles is intended to
M/s BD Medical Surgical, reduce larger particulates when
2153, 12t Avenue, aspirating, reconstituting, and
Columbus, NE 68601, USA transferring fluids or when
withdrawing  medication  for
Local Agent: glass reservoirs
M/s Becton Dickinson &
Company, 80, Kakrail,
Dhaka
185. Manufacturer: IVE Needle ovum  aspiration | It is intended for use in | Contraindications: None. FSC- Australia | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
Wiliam A~ Cook Needle the field of assisted | _
Australia  Pvt.  Ltd., | Class: B reproduction ang | Side effects: None
Australia gynaecology, in particular
hOCfﬂ Agint’i\‘ y aspiration  of  ovarian
ature an urture  Ltd. i i
House-19. Road-L, BIOGkA follicles for the collgct!on
Banasree, Dhaka of oocytes, and aspiration
of pathological ovarian
Cysts.
186. Manufacturer: PIC Insupen Sterile disposable | itis used for subcutaneous Contraindication: None FSC-Italy Abygvb KivthiZ citi] | Abjgi b Kivnj|
Artsana S.P.A pen needle insulin therapy with insulin pen. _
Saldarini Catelli 6/10, Side effect: None
22070 Casnate Con

Bernate (CO), Italy

Local Agent:
Zas Corporation
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80/22 Mymensingh Road
Nurjehan Tower (3rd  Floor)
Dhaka-1000. Bangladesh.

187. Manufacturer: Occlutech PDA PDA Occluder It is used as an occlusion | Contraindication: Contraindicated FSC Germany | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
Occlutech GmbH Occluder system, which is | in case of coagulation disorder.
Wildenbruchstrasse 15 percutaneously implanted EC design
07745 Jena Germany. Class: D through a catheter intervention | Side effect: Hemorrhages. Examination
and intended for the non- | Hemolysis Certificate
Local Agent: surgical occlusion of Patent
Medi Card Ltd. ¥4, Paribagh, Ductus Arteriosus (PDA)
Mymensingh Road, Dhaka.
188. Manufacturer: Occlutech Figulla Flex Il Occluders | Figulla Flex Il It is intended for patients with | Contraindication: Contraindicated: | FSC Germany | Abygy™b Kiv thiZ citi| Abtgv b Kivnj |
GmbH Wildenbruchstrasse (ASD) Occluders (ASD) substantiated  left-right-shunt | Incase of clotting disorder, atrial
15 07745 Jena Germany. and a clear indication for | tumour and clot. EC design
Class: C closure of the defect. Examination
Local Agent: Side effect: Clot formation on one Certificate
Medi Card Ltd. ¥4, Paribagh, of the two discs, infection in the area
Mymensingh Road, Dhaka. of the implant.
189. Manufacturer: Occlutech Occlutech Delivery Set | Delivery Set It is used as an accessory for | Contraindication: Contraindicated | FSC Germany | Abjgv b KivthiZ cii| Abjgv b Kivnj |
GmbH Wildenbruchstrasse percutaneous catheter | in case of local skin infection,
15 07745 Jena Germany. Class: C Interventions. It is used to | vascular injury. EC design
implant the oclutech occluder. Examination
Local Agent: Side effect: Perforation of blood Certificate
Medi Card Ltd. ¥4, Paribagh, vessels and/or the heart. AV fistula,
Mymensingh Road, Dhaka. Infection
190. Manufacturer: Mediplus Twin Bore Oxygen Set made with | Itis used as star lumen tube Contraindication: None FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Sree Umiya Surgical Pvt. Nasal Oxygen Set N.T. PVC Tubing “Y” ensures the supply of oxygen. India, EC
Ltd. Plot 0. 4704, Phase. IV, connecter, “T” type Side Effect: None Certificate
G.1.D.C, VATA, Ahmedabad. | Class: C parts & cover.
India.
Local Agent:
Hard Won Power Industries
Ltd. House No. 39, Road-12,
Shekhertek, Adabor. Dhaka.
191. Manufacturer: SURGIWEAR Patch for repair of Itis indicated for repair of Contraindications: Presence of all FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited G-Patch Dura Duramater, repair of kinds of infection (meningitis,
Rasoolpur Jahanganj, (Small / Medium / peritoneum or places, where ventriculitis, skin infection,
Near Hathoda Chauraha, Large) ever soft tissue repair is bacteremia, septicemia and
Shahjahanpur-, required. peritonitis etc.) whether local or
INDIA general, prohibits all kind of
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Local Agent:

Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212

Class: D

implantation procedures. It is
advisable to avoid implantation in
such cases.

G-Patch is not a strong fabric. It
should not be used in places where
large tensile forces are expected. In
such places stitch may not hold and
it may give way and torn.

Side Effects: The principal
complications associated with
“Synthetic Fabric Patch”
implantation are functional failure
and

Infection.

192. Manufacturer: Poly vol Burette Set Measured volume | It is used to administer | Contraindications: Blood FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. disposable perfusion | intravenous fluid and medicines | transfusion, administration of highly
Regd Office: 1t Floor, 12 Class: B set into human circulating system | viscous fluids. EC Certificate
Sant Nagar, East of Kailash, by using intravenous catheter
New Delhi-110 065 India. or cannula. Not to be used in patients with
Industry: Plot No. 104-105 & known hypersensitivity to any of the
115-116, Sector-59, HSIIDC materials used.
Industrial Area, Ballabhagra-
121004, Faridbad Side Effects: None.
(HARYANA) India.
Local Agent: Aglow
International, 114, 1st Floor,
Aziz Co-operative Super
Market, Shahbag, Dhaka.
193. Manufacturer: Changzhou Greenpas Medical Plaster Plaster are used in many Contraindication: None FSC-China | Abygv™b Kiv thiZ citi]| Abjgv b Kivnj |
Operson IMP. and Exp. Co. different ways. Temporary
Ltd. China. Class: B medical casts will immobilize a | Side Effect: None

Local Agent:
Shanto Enterprise, 51,
Islampur Road, Dhaka.

limb prior to the application of a
permanent cast. They are also
used as art suppies and can be
used to make pregnancy belly
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casts, face masks, dress
molds, life casting body molds,
and mountains for model

train sets

194.

Manufacturer:

Artsana S.P.A

Saldarini Catelli 6/10,
22070 Casnate Con
Bernate (CO), Italy

Local Agent:

Zas Corporation

80/22 Mymensingh
Road Nurjehan Tower
(3rd Floor) Dhaka-
1000. Bangladesh.

AQUABLOC

Class: C

Sterile waterproof
Plaster with
antibacterial pad

It is used for protection
and treatment of injured
skin and mucous.

Contraindication: None

Side effect: None

FSC-Italy

Abygv b Kiv thiZ cifi|

Abgrb Kivnj |

195.

Manufacturer:

Artsana S.P.A

Saldarini Catelli 6/10,
22070 Casnate Con
Bernate (CO), Italy

Local Agent:

Zas Corporation

80/22 Mymensingh Road
Nurjehan Tower (3rd  Floor)
Dhaka-1000. Bangladesh.

Soffix Med

Class: C

Delicate  Sterile
post operative
plaster with
antibacterial pad

It is used for all
woundcare needs from
trauma wounds to post-
surgery.

Contraindication: None

Side effect: None

FSC-Italy

Abygv™b Kiiv thiZ cifi |

Ab3gr b Kivnj |

196.

Manufacturer:

B. Braun Melsungen AG
Carl-Barun-StraBel,
Melsungen Germany.
Local Agent:

Asia Pacific Medicals Ltd.
775, Satmasjid Road (2nd
Floor), Dhanmodi, Dhaka.

Proxima 2 Bag

Class: B

Colostomy
Bag/Drainable Pouch

outlet designed to reduce
leakage and easy to connect to
a drainage bag

Contraindication: None

Side Effect: None

FSC Germany

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |

197.

Manufacturer:
B L Lifesciences Pvt. Ltd.,
28-D, Sector-31,

iPeX
Pressure Monitoring
Kit

Pressure Monitoring
Kit

It is used for blood pressure
sensing during clinical invasive
procedures without interfering

Contraindications: Pressure
monitoring should not be monitored

without using an air-eliminating filter

FSC-India

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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Ecotech-l, Greater Noida,
Gautam Budh Nagar, U.P.,
India

Local Agent:

Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212

(Single/Double / Triple)

Class: B

with blood flow and/or
pressure.

iPeX Pressure Monitoring Kits
are used to continuously
monitor Arterial Blood
Pressure, Central Venous
Pressure, Intra-Cardiac
Pressure, Intra-Cranial
Pressure, Intra-Uterine
Pressure, Pulmonary Artery
Pressure or Compartment
Pressure.

to clear air passage between
solution source and flush device.

Side Effect: None

198. Manufacturer: Mediplus Pressure Pressure Monitoring Itis used as multipurpose Contraindication: None FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Sree Umiya Surgical Pvt. Monitoring Line Line made with N.T. extension line suitable for India, EC
Ltd. Plot 0. 4704, Phase. IV, PVC Tubing & Luer Angiography, Arteriography. Side Effect: None Certificate
G.1.D.C, VATA, Ahmedabad. | Class: C Lock
India.
Local Agent:
Hard Won Power Industries
Ltd. House No. 39, Road-12,
Shekhertek, Adabor. Dhaka.
199. Manufacturer: iPeX Pressure Monitoring It is used for blood pressure Contraindications: Pressure FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
B L Lifesciences Pvt. Ltd., Disposable Pressure | Product sensing during clinical invasive | monitoring should not be monitored
28-D, Sector-31, Transducer procedures without interfering | without using an air-eliminating filter EC Certificate
Ecotech-l, Greater Noida, (With / Without Flush) with blood flow and/or to clear air passage between (Norway)
Gautam Budh Nagar, U.P., pressure. solution source and flush device.
India Class: B iPeX Pressure Monitoring Kits
Local Agent: are used to continuously Side Effect: None
Inogen Systems monitor Arterial Blood
Cha-73/2, Progati Sarani, Pressure, Central Venous
North Badda, Dhaka-1212 Pressure, Intra-Cardiac
Pressure, Intra-Cranial
Pressure, Intra-Uterine
Pressure, Pulmonary Artery
Pressure or Compartment
Pressure.
200. Manufacturer: AngiX Accessories of Angio | It is indicated for use during | Contraindication: This device is FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |

B L Lifesciences Pvt. Ltd.
28-D, Sector-31,
Ecotech-l, Greater Noida,
Gautam Budh Nagar,

Hemostasis Y
(Standard / Click Type)

Class: C

Kit / PTCA Kit

Cardiac & Vascular
Catherization in order to
diagnose the possible blockage
in an artery or vessel.

not designed, sold, or intended for
use except as indicated.

Side Effect: None

EC Certificate
(Norway)

294 |Page




U.P., India

Local Agent:

Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212

201. Manufacturer: AngiX Manifold Accessories of Angio | It is indicated for use during | Contraindication: This device is FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
B L Lifesciences Pvt. Ltd. (2Core/3Core/4 Kit / PTCA Kit Cardiac & Vascular | not designed, sold, or intended for
28-D, Sector-31, Core) Catherization in order to | use except as indicated. EC Certificate
Ecotech-l, Greater Noida, diagnose the possible blockage (Norway)
Gautam Budh Nagar, U.P., Class: C in an artery or vessel. Side Effect: None
India
Local Agent:
Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212
202. Manufacturer: AngiX Accessories of Angio | It is indicated for use during | Contraindication: This device is FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
B L Lifesciences Pvt. Ltd. Inflation Device Kit / PTCA Kit Cardiac & Vascular | not designed, sold, or intended for
28-D, Sector-31, Catherization in order to | use except as indicated. EC Certificate
Ecotech-l, Greater Noida, diagnose the possible blockage (Norway)
Gautam Budh Nagar, U.P., Class: C in an artery or vessel. Side Effect: None
India
Local Agent:
Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212
203. Manufacturer: SURGIWEAR Cerebral Reservoir Itis used for frequent Contraindications: Presence of all FSC-India | Abygv™b KivthiZ citi] |  Abjgi™b Kivnj|
G. Surgiwear Limited Cerebral Catheter intraventricular medications kinds of infection (meningitis, ,
Rasoolpur Jahangani, Reservoir and CSF sampling. ventriculitis, skin infection, bacteremia,
Near Hathoda Chauraha, (Small / Large) septicemia and peritonitis etc.) whether
Shahjahanpur-242001, !ocal or ggneral, prohibits a[l klnd.of
. . implantation procedures. It is advisable
U.P., India Class: D to avoid implantation in such cases.
Local Agent: Side Effects: The principal
Inogen Systems complications associated with ‘External
Cha-73/2, Progati Sarani, Drainage System’ implantations are
North Badda, Dhaka-1212 obstruction, functional failure of system
and infection.
204. Manufacturer: Poly Respiciser, | Poly Respiciser, | This product is used to help | Contraindications: Not to be used FSC- India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. Respiratory Exerciser Respiratory Exerciser | patient, to improve the | without supervision of highly
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Regd Office: 1t Floor, 12

functioning of their lungs in

qualified medical practitioner.

Sant Nagar, East of Kailash, | Class: B conditions where the lung
New Delhi-110 065 India. functions are compromised due | Side Effects: None
Industry: Plot No. 104-105 & to various respiratory disorders
115-116, Sector-59, HSIIDC such as ‘“atelectasis (small
Industrial Area, Ballabhagra- airway  collapse), bronchial
121004, Faridbad asthma”

(HARYANA) India.

Local Agent:

Aglow International, 114, 1st

Floor, Aziz Co-operative

Super Market, Shahbag,

Dhaka.

205. Manufacturer: SURGIWEAR Hydrocephalus Shunt | It is to be used for treatment of | Contraindications: Presence of all FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited Chhabra “Slit N hydrocephalic  patients, for | kinds of infection (meningitis,
Rasoolpur Jahanganj, Spring” shunting of CSF from lateral | ventriculitis, skin infection,
Near Hathoda Chauraha, Hydrocephalus Shunt ventricles  of  brain  to | bacteremia, septicemia  and
Shahjahanpur-242001, System peritoneum or rt. atrium. peritonitis etc.) whether local or
U.P., INDIA general, prohibits all kind of

(Regular Reservoir: implantation ~ procedures. It is
Local Agent: VPHP / VPMP / VPLP / advisable to  avoid  shunt
Inogen Systems VAHP / VAMP / VALP; implantation in such cases.
Cha-73/2, Progati Sarani, Large Flushing
North Badda, Dhaka-1212 Reservoir: VPHP / Side Effects: The principal
VPMP / VPLP) complications  associated  with
cerebrospinal fluid shunting into
Class: D the  peritoneum  are  shunt
obstruction, functional failure of
shunt  system, infection and
intracranial hypotension.

206. Manufacturer: SURGIWEAR Hydrocephalus Shunt | It is to be used for treatment of | Contraindications: Presence of all FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited Chhabra “Slit N parts & accessories hydrocephalic ~ patients, for | kinds of infection (meningitis,
Rasoolpur Jahanganj, Spring” Valve Only shunting of CSF from lateral | ventriculitis, skin infection,
Near Hathoda Chauraha, Hydrocephalus Shunt ventricles  of  brain  to | bacteremia, septicemia  and
Shahjahanpur-242001, System peritoneum or rt. atrium. peritonitis etc.) whether local or
U.P., INDIA general, prohibits all kind of

(With / Without Large implantation ~ procedures. It is
Local Agent: Flushing Reservoir: advisable to  avoid  shunt
Inogen Systems High Pressure / Medium implantation in such cases.
Cha-73/2, Progati Sarani, Pressure / Low
North Badda, Dhaka-1212 Pressure) Side Effects: The principal

complications  associated  with
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Class: D cerebrospinal fluid shunting into
the  peritoneum  are  shunt
obstruction, functional failure of
shunt  system, infection and
intracranial hypotension.

207. Manufacturer: SURGIWEAR Hydrocephalus Shunt | Itis to be used for treatment of | Contraindications: Presence of all FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited GSL “Dome Valve” hydrocephalic patients, for kinds of infection (meningitis,
Rasoolpur Jahanganj, Hydrocephalus Shunt shunting of CSF from lateral ventriculitis, skin infection,

Near Hathoda Chauraha, System ventricles of brain to bacteremia, septicemia and
Shahjahanpur-242001, peritoneum or rt. atrium peritonitis etc.) whether local or
U.P., INDIA (High Pressure / general, prohibits all kind of
Medium Pressure / Low implantation procedures. It is
Local Agent: Pressure) advisable to avoid shunt
Inogen Systems implantation in such cases.
Cha-73/2, Progati Sarani, Class: D
North Badda, Dhaka-1212 Side Effects: The principal
complications associated with
cerebrospinal fluid shunting into
the peritoneum are shunt
obstruction, functional failure of
shunt system, infection and
intracranial hypotension.

208. Manufacturer: SURGIWEAR Hydrocephalus Shunt | It is to be used for treatment of | Contraindications: Presence of all FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited Burr Hole Cover parts & accessories hydrocephalic  patients, for | kinds of infection (meningitis,
Rasoolpur Jahanganj, shunting of CSF from lateral | ventriculitis, skin infection,
Near Hathoda Chauraha, Class: D ventricles  of  brain  to | bacteremia, septicemia  and
Shahjahanpur-242001, peritoneum or rt. atrium peritonitis etc.) whether local or
U.P., INDIA general, prohibits all kind of

implantation  procedures. It is
Local Agent: advisable to  avoid  shunt

Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212

implantation in such cases.

Side Effects: The principal
complications  associated  with
cerebrospinal fluid shunting into

the  peritoneum are  shunt
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obstruction, functional failure of
shunt  system, infection and
intracranial hypotension.

209. Manufacturer: SURGIWEAR Lumber Peritoneal Itis to be used for treatment of | Contraindications: Presence of all FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
G. Surgiwear Limited Chhabra “Lumber Shunt hydrocephalic ~ patients, for | kinds of infection (meningitis,
Rasoolpur Jahanganj, Peritoneal” shunting of CSF from lumber | ventriculitis, skin infection,
Near Hathoda Chauraha, Hydrocephalus Shunt region of spinal cord to | bacteremia, septicemia  and
Shahjahanpur-242001, System peritoneum. peritonitis etc.) whether local or
U.P., INDIA general, prohibits all kind of
Local Agent: (With / Without Tuohy implantation ~ procedures. It is
Inogen Systems Needle) advisable to  avoid  shunt
Cha-73/2, Progati Sarani, implantation in such cases.
North Badda, Dhaka-1212 Class: D
Side Effects: The principal
complications  associated  with
cerebrospinal fluid shunting into
the  peritoneums are  shunt
obstruction, functional failure of
shunt  system, infection and
intracranial hypotension.
210. Manufacturer: Chase Coronary Artery Itis used to internally shunt Contraindications: FSC-USA Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Chase Medical Blood Vessel Shunt Shunts blood vessels during This device is not intended for use

885 E Collins Blvd Ste 110,
RICHARDSON, TX
USA 75081

Local Agent:

Inogen Systems
Cha-73/2, Progati Sarani,
North Badda, Dhaka-1212

(Bulb tip 12 mm shaft:
1.50 mm, 1.75 mm,
2.00 mm, 2.50 mm,
3.00 mm; Bulb tip 30
mm shaft: 2.00 mm,
2.50 mm, 3.00 mm,
4.00 mm; Tapered tip
12 mm shaft; 1.00 mm,
1.25 mm, 1.50 mm,
1.75 mm, 2.00 mm,
2.50 mm)

Class: D

anastomosis. The shunt valves
allow a dry field to be
maintained during a vessel
anastomosis procedure. The
shunt also allows the blood to
be delivered distally past the
anastomosis during vessel
repair. The blood vessel shunt
is easily removed prior to the
final sutures being tied.

other than as indicated.

Side-effects: none
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211. Bausch & Lomb INC, USA Bausch + Lomb renu Contact lens care It is indicated for use in the | Contraindications : If you are FSC-USA Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
fresh multi-purpose Solution daily cleaning, removal of | allergic to any ingredient in this
Local agent : solution protein  deposits,  rinsing, | product, do not use.
Janata Traders chemical (not heat)
TCB Bhabon , 1 kawran Class: C disinfection, and storage of soft | Side Effect: The following problems
Bazar,Dhaka (hydrophilic) contact lenses as | may occur: eyes sting, burn or itch
recommended by your eye | (irritation), comfort is less than when
care professional. lens was first placed on the eye,
feeling of something in the eye
(foreign body, scratched area),
excessive watering (tearing) of the
eye, unusual eye secretions,
redness of the eye, reduced
sharpness of vision (poor visual
acuity), blurred vision, rainbows or
halos around objects, sensitivity to
light (photophobia), or dry eyes.
If you notice any of the above:
Immediately remove your lenses.
« If the discomfort or problem stops,
then look closely at the lens.
« If the lens is in any way damaged,
do not put the lens back on your
eye. Place the lens in the storage
case and contact your eye care
professional.
212. Manufacturer: Almediko Memethol Briyer Spray | Memethol Briyer Spray | It is used to resolves pain and Contraindication: None FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Saglik, Turkey. itching that the most important Turkey,
Class: B symptoms of hemorrhoids. Side Effect: None
Local Agent: EC Certificate
Halifax Traders Ltd.
30/D (Level-6), Satish Sarkar
Road, Gandaria, Dhaka.
213 Manufacturer: Meril Endo | Mirus Endo Cutter Sterile endoscopic The Endo Cutter Staplers have | Contraindications: FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Surgery PVT. Ltd. India. Stapler &its cartridges | linear cutter & reloads | applications in abdominal, India
(Staples) gynecologic, pediatric and 1. It should not be used on any

Local Agent: Meril
Bangladesh PVT. Ltd. Union
Heights-1 13t Floor, Level-
14, 55/2, Bir Uttam Qazi

Class: B

thoracic surgery for resection,
transection and creation of
anastomosis. Staple shape
height depends on the

tissue that compresses to less than
.75 mm in thickness, on any tissue
that cannot comfortably compress to

EC Certificate
(Norway)
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Nuruzzaman Saraka, West
Panthapath, Dhaka

specification of single use
loading unit (SULU). Always
inspect the tissue thickness
and select an appropriate
staple size prior to application
of the Endo cutter stapler.

1.0 mm or on the aorta.

2. Endo Cutter Stapler 2.5 mm
staples should not be used on any
tissue that compresses to less than
1.0 mm in thickness, on any tissue
that cannot comfortably compress to
1.5 mm or on the aorta.

3. Endo Cutter Stapler 3.5 mm
staples should not be used on any
tissue that compresses to less than
1.5 mm in thickness, on any tissue
that cannot comfortably compress to
2.0 mm or on the aorta.

4. Endo Cutter Stapler 4.8 mm
staples should not be used on any'
tissue that compresses to less than
2.0mm in thickness, on any tissue
that cannot comfortably compress to
2.0 mm or on the aorta.

5. It should not be used on tissue
such as liver or spleen where
compressibility is such that closure
of the instrument would be
destructive.

6. These devices are provided
STERILE and are intended for use
in a Single procedure only.

Side effects: none

214,

Manufacturer: Meril Endo
Surgery PVT. Ltd. India.

Local Agent:

Meril Bangladesh PVT. Ltd.

Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.

Mirus Linear Stapler
(Without dial)

Class: B

Linear
(Without
Stapler
(Staples)

Stapler
dial) &
Reloads

They have applications in
alimentary tract, lungs and
bronchi for closure and
transection of tissue.

Contraindications:

1. It should not be used on any
tissue that compresses to less than
.75 mm in thickness, on any tissue
that cannot comfortably compress to
1.0 mm or on the aorta.

2. Endo Cutter Stapler 2.5 mm
staples should not be used on any
tissue that compresses to less than

FSC
India

EC Certificate
(Norway)

Abygv™b Kiiv thiZ cifi |

Abgr b Kivnj |
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1.0 mm in thickness, on any tissue
that cannot comfortably compress to
1.5 mm or on the aorta.

3. Endo Cutter Stapler 3.5 mm
staples should not be used on any
tissue that compresses to less than
1.5 mm in thickness, on any tissue
that cannot comfortably compress to
2.0 mm or on the aorta.

4. Endo Cutter Stapler 4.8 mm
staples should not be used on any'
tissue that compresses to less than
2.0mm in thickness, on any tissue
that cannot comfortably compress to
2.0 mm or on the aorta.

5. It should not be used on tissue
such as liver or spleen where
compressibility is such that closure
of the instrument would be
destructive.

6. These devices are provided
STERILE and are intended for use
in a Single procedure only.

Side effects: none

215.

Manufacturer: Meril Endo
Surgery PVT. Ltd. India.

Local Agent:

Meril Bangladesh Pvt. Ltd.
Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.

Mirus Circular Stapler 3
rows & its cartridges

Class: B

Circular Stapler & its
cartridges

It has applications throughout
the

alimentary tract for the creation
of end-to-end, end-to-side and
side-to-side anastomosis in
both open and endoscopic
surgeries.

Contraindications:

1. It should no be used on any tissue
that can be compressed to less than 2
mm in thickness, as the staples will not
be tight enough to ensure hemostasis.
2. It should not be used on any tissue
that cannot be comfortably compressed
to 2 mm in thickness. The closure of the
cartridge and anvil could crush overly
thick inverted tissue and result in failure
to create an anastomosis, poor healing,
or narrowing of the anastomosis.

3. Inthose cases that by introducing a
cartridge whose diameter is too large for
the structure, the tissue may be
stretched or thinned out, It should not be
used, or it could result in leakage and
narrowing of the anastomosis.

4. unless sufficient tissue presents that

FSC
India

EC Certificate
(Norway)

Abygv™b Kiiv thiZ cifi|

Abgrb Kivnj |
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allows proper inversion of tissue edges
and secures staples placement.
Side effects: none

216.

Manufacturer:

Balton S.PZ.0.0 Nowy Swiat
7/14 Street, 00-496 Warsaw,
Poland,

Local Agent:

Advanced Meditech Suite:
115 (15t Floor), Krishnachura
Commercial Complex,
24/B.C Shahid Minar Road,
Kallanpur, Dhaka.

Peripheral Stent Neptun
With Delivery System

Class: D

Peripheral Stent

Stent for Peripheral Vessel
Neptun is used in the following
Cases:

- Unsatisfactory effect of a
procedure (PTA)/residual
stenosis,

- Internal delamination of tunica
intima or vessel lesion,

- Recurrent Stenosis or loss of
patency following previous
intravascular procedures.
-Outer presser exerted on the
vessel.

Contraindication: Insufficient flow-out
of blood below the potential stent
implantation spot.

- Impossibility of a guide wire and
balloon catheter passing through the
stenosed vessel or arterial occlusion.

- Hyper coagulity reported in anamnesis.
- Possihility of closing collateral
circulation vessels with a stent.

- External heavily calcified
atherosclerotic lamina , which could
damage the stent.

- Fresh Thrombus.

- Contraindications against taking
antithrombotic medicines/ active
bleeding from the digestive tract,
recently suffered cerebral stroke.

- Allergy to contrast media.

- Allergy to stainless steel.

Side Effects:

- Vessel puncture

- Ablation of tunica intima in a vessel.

- Arterial Spasm.

- Recent Thrombus inside the implanted
stent.

- Peripheral thrombosis.

- Bleeding and haematoma in the needle
insertion site.

- False aneurysm in the needle insertion
site.

- Stent migration.

-Allergic reaction to contrast media and
stainless steel.

FSC-Poland

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |

217.

Manufacturer:

Balton S.PZ.0.0 Nowy Swiat
7/14 Street, 00-496 Warsaw,
Poland

Local Agent:

Advanced Meditech Suite:
115 (15t Floor), Krishnachura
Commercial Complex,
24/B.C Shahid Minar Road,

MER Carotid self
expanding Stent with
delivery System

Class: D

Carotid Stent with
delivery System

It is indicated for the treatment
of patients who require carotid
revascularization and
undergoing  surgical carotid
endarterectomy poses a high
risk for adverse events:
Patients  with  neurological
symptoms and = 50% stenosis
of the common or internal
carotid artery visualized by

Contraindications:

- Contraindications against taking
antiplatelet or antithrombotic
medicines,

- Uncorrected bl

eeding disorders,

- Hypercoagulability reported in
anamnesis,

- Active or recent bleeding from the
gastrointestinal tract,

FSC-Poland

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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Kallanpur, Dhaka.

USG or angiography; Patients
without neurological symptoms
and = 80% stenosis of the
common or internal carotid
artery visualized by USG or
angiography.

- Recently suffered hemorrhagic or
large ischemic cerebral stroke,

- Known hypersensitivity to nickel-
titanium,

- Known hypersensitivity to contrast
media,

- Severe vascular tortuosity or
anatomy that would preclude the
safe introduction

of a guide catheter, sheath, embolic
protection system, or stent system,
- Extremely heavily calcified
atherosclerotic lamina, which could
damage the stent,

- Lesions located in the ostium of
the common carotid artery,

- Fresh thrombus,

- Total occlusion of target carotid
artery.

Complications/Side effect:

The device is destined exclusively
for single use. The device must not
be resterilized and/or reused! Do not
use if the package is open or
damaged. Do not use after expiry
date stated on the package. Protect
against organic solvents action (e.g.
alcohol).

While advancing the catheter
through the artery, it may become
damaged and

the life threatening bleeding may
occur.

The safety and effectiveness of
Balton carotid self-expanding stent
with delivery

system have NOT yet been
determined in patients with the
following characteristics:

Pregnant patients or patients under
the age of 18, Prior stenting of the

303|Page




target carotid artery, Myocardial
infarction within 72 hours prior to the
procedure, CABG or vascular
surgery within 30 days prior to the
procedure, Major residual
neurological deficit (stroke scales:
Barthel< 60, NIH > 15 or Rankin >
3) at the periprocedural neurological
exam, TIA within 48 hours prior to
the procedure, Current radiotherapy
of cerebral tumor.

218.

Manufacturer:

Balton S.PZ.0.0 Nowy Swiat
7/14 Street, 00-496 Warsaw,
Poland

Local Agent:

Advanced Meditech Suite:
115 (15t Floor), Krishnachura
Commercial Complex,
24/B.C Shahid Minar Road,
Kallanpur, Dhaka.

Nefro Renal Stent with
delivery System

Class: C

Nefro Renal Stent with
delivery System

Stent for renal Vessels Nefro is
used in the following Cases:

- Unsatisfactory effect of a
procedure (PTA)/residual
stenosis

- Stenosis at the ostium of the
renal artery

- Recurrent Stenosis or loss of
patency following previous
intravascular procedures.
-Revascularisation of an
occluded renal artery.

Contraindications:

- Insufficient flow-out of blood below
the potential stent implantation spot.
- Impossibility of a guide wire and
balloon catheter passing through the
stenosed vessel or arterial
occlusion.

- Hyper coagulity reported in
anamnesis.

- Possibility of closing collateral
circulation vessels with a stent.

- External heavily calcified
atherosclerotic lamina , which could
damage the stent.

- Fresh Thrombus.

- Contraindications against taking
antithrombotic medicines/ active
bleeding from the digestive tract,
recently suffered cerebral stroke.

- Allergy to contrast media.

- Allergy to stainless steel.

Complications/Side effect:

- Artery puncture

- Ablation of tunica intima in a
vessel.

- Arterial Spasm.

- Recent Thrombus inside the
implanted stent.

- Peripheral thrombosis.

- Bleeding and haematoma in the

FSC-Poland

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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needle insertion site.

- False aneurysm in the needle
insertion site.

- Stent migration.

-Allergic reaction to contrast media
and stainless steel.

219. Manufacturer: MeRes 100 Sirolimus Eluting It is indicated for improving FSC-India Abygv™b Kiv thiZ citi ] Abjgv b Kivnj |
Meril Life Science PVT. Ltd. | Biogradable Coronary Bioresorbable vascular | coronary luminal diameter in
India. stent system scaffold system patients  with  symptomatic &
ischemic heart disease
Local Agent: Class: D EC Certificate
Meril Bangladesh PVT. Ltd. (Norway)
Union Heights-1 13t Floor,
Level-14, 55/2, Bir Uttam
Qazi Nuruzzaman Saraka,
West Panthapath, Dhaka.
220. Manufacturer: Meril Life Cogent BMS Balloon Expandable Itis indicated for use in patients | Contraindications: Contraindicated FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Science PVT. Ltd. India. Renal & Biliary stent with atherosclerotic disease of | in the following patient types:
Class: C system the renal arteries following sub- | - Patients in whom anti-platelet EC Certificate
Local Agent: optimal percutaneous | and/or anti-coagulant therapy are (Norway)
Meril Bangladesh Pvt. Ltd. transluminal angioplasty | contraindicated.
Union Heights-1 13t Floor, (PTRA) of a de novo or | -Patientsjudged to have a lesion
Level-14, 55/2, Bir Uttam restenotic atherosclerotic lesion | that prevents complete inflation of
Qazi Nuruzzaman Saraka, & for palliation of malignant | an angioplasty balloon.
West Panthapath, Dhaka. neoplasms in the hiliary tree | - Transplant patients
with reference vessel diameter | Adverse effects: Abscess, Allergy
of 500 mm to 7.00mm in | to cobalt chromium, Arteriovenous
patients eligible for | fistula, arrhythmia, Death, dialysis,
Percutaneous  Transluminal | dissection, Drug reaction to
Angioplasty (PTA) and Stenting | antiplatelet agent, bowel infarct,
procedures. kidney infarct, ischemia,
hypertension/hypotension,
myocardial infarction, myocardial
ischemia.
221. Manufacturer: Endeavor Resolute Zotarolimus-Eluting It is indicated for improving | Contraindications: It is contraindicated |  FSCIreland | Abygv™b KivthiZ citi] |  Absgv b Kivnj|

Medtronic Ireland, Parkmore
Business Park West, Galway
Ireland

ClassC

Coronary Stent
System

coronary luminal diameter and
reducing restenosis in patients
with  symptomatic  ischemic
heart disease in de novo

for use in:

+ Patients with hypersensitivity or allergies
to aspirin, heparin, clopidogrel, ticlopidine,
drugs such as zotarolimus, tacrolimus,
sirolimus or similar drugs or any other
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Local Agent:

Medtronic Bangladesh Put.
Ltd, Level 6, Shanta Western
Towers

coronary artery lesions in
native coronary arteries with a
reference vessel diameter of
2.25 mm to 4.0 mm.

analogue or derivative, polymers, cobal,
chromium, nickel, molybdenum, or
contrast media.

¢ Patients in whom antiplatelet and/or
anticoagulation therapy is contraindicated.

186 Gulshan Tejgaon Link o Par . .
Road Dhaka — 1208, thl;’?tlents who are judged to have a lesion
Bangladesh prevents complete inflation of an
angioplasty
balloon or proper placement of the stent or
stent
delivery system.
Side effects: None
222. Manufacturer: Endeavor Sprint Zotarolimus-Eluting It is indicated for treatment of | Contraindications: It is contraindicated | ~ FSClreland | Abygv~b Kiv thiZ citi| Abjgv b Kivnj |
Medtronic Ireland, Parkmore Coronary Stent single and multi-vessel de novo | for use in: , o
Business Park West, Galway | Class C System and in-stent restenotic lesions | * Patients with hypersensitivity or
Ireland in patients with coronary artery | &llerdies to aspirin, heparin, clopidogrel,
disease - including acute tlclopl_dlne, d_rug_s such as .zotarollmus,
) tacrolimus, sirolimus or similar drugs or
Local Agent. coronary syndrome_ (acute any other analogue or derivative,
Medtronic Bangladesh Pvt. myocardial infarction  or | polymers, cobalt, chromium, nickel,
Ltd, Level 6, Shanta Western unstable  angina)  and/or | molybdenum, or contrast media.
Towers concomitant diabetes mellitus — | « Patients in whom antiplatelet and/or
186 Gulshan Tejgaon Link to improve luminal diameter | anticoagulation therapy is
Road Dhaka - 1208, and reduce restenosis within | contraindicated.
Bangladesh the stent and at the stent edges | * Patients who are judged to have a
in native coronary arteries, with | €sion that o
a reference vessel diameter of 2:}2\;§Sltsstycomplete inflation - of - an
2'2_5 mm to 40 mm and a | pajo0n or proper placement of the stent
lesion length of < 27 mm. or stent delivery system.
Side effects: None
223. Manufacturer: Resolute Onyx Zotarolimus-Eluting It is intended for use in patients | Contraindications: It is contraindicated | ~ FSC Ireland | Abygv™b Kiv thiZ citi] |  Absgv b Kivnj|

Medtronic Ireland, Parkmore
Business Park West, Galway
Ireland

Local Agent:
Medtronic Bangladesh Put.
Ltd, Level 6, Shanta Western

ClassC

Coronary Stent
System

eligible  for  percutaneous
transluminal coronary
angioplasty (PTCA) with a
reference vessel diameter of
20 mm to 50 mm. The
Resolute Onyx™  Stent is
indicated for the treatment of

for use in:

+ Patients with hypersensitivity or
allergies to aspirin, heparin, clopidogrel,
ticlopidine, mTOR inhibiting drugs such
as zotarolimus (tacrolimus, sirolimus,
everolimus) or any other mTOR inhibitor
analogue or derivative, polymers, cobalt,
chromium, nickel, molybdenum,
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Towers the following patient and lesion | platinum and iridium, or contrast media.
186 Gulshan Tejgaon Link subsets: * Patients in whom antiplatelet and/or
Road Dhaka — 1208, Diabetes Meliitus, Multivessel gggtcr(;?r?(;':‘;gz therapy Is
Bangladesh e, A, ST | atems who are ued 10 ave
. 7 lesion that prevents complete inflation of

Myocardial Infarpt'on (AMD), | g angioplasty balloon or proper

Unstable  Angina  (UA), | placement of the stent

Bifurcation Lesions, In-Stent | or stent delivery system.

Restenosis  (ISR),  Chronic

Total Occlusions (CTO), Total | Side effects: None

Occlusions (TO)

The Resolute Onyx™ Stent is

intended to improve coronary

luminal diameters of either

single or multiple vessels as an

adjunct to coronary

interventions and to reduce

restenosis. The stent is

intended as a permanently

implanted device.

224, Manufacturer: Resolute Integrity Zotarolimus-Eluting It is intended for use in | Contraindications: It is contraindicated |  FSClreland | Abygv™b KivthiZ citi] |  Absgv b Kivnj|
Medtronic Ireland, Parkmore Coronary Stent patients, including those with | for use in: ,
Business Park West, Galway | Class C System diabetes mellitus, eligible for | * Patients with hypersensitivity or
Ireland percutaneous  transluminal | &llergies to aspirin, heparin, clopidogrel,

coronary angioplasty (PTCA) gglopldme, mTOR inhibiting drugs such
Local Age“ti W'th a reference  vessel | ;oiargimus (tacrolimus,  sirolimus,
Medtronic Bangladesh Pvt. diameter of 2.25 mm to 4.0 | everolimus) or any other mTOR inhibitor
Ltd, Level 6, Shanta Western mm. The Resolute Integrity | analogue or derivative, polymers, cobalt,
Towers Stent is intended to improve | chromium, nickel, molybdenum, or
186 Gulshan Tejgaon Link coronary luminal diameters of | contrast media.
Road Dhaka - 1208, either single or multiple vessels | * Patients in whom antiplatelet and/or
Bangladesh as an adjunct to coronary | anticoagulation therapy Is

interventions and to reduce | Conraindicated.

restenosis.  The  stent s | Patients who are judged to ha}ve a

. lesion that prevents complete inflation of

!mendEd as a permanently | 5 angioplasty balloon or proper

implanted device. placement of

the stent or stent delivery system.

225. Manufacturer: Integrity BMS Zotarolimus-Eluting It is indicated for treatment of | Contraindications: FSClreland | Abygi™b Kiv thiZ citi| Abjgv b Kivnj |
Medtronic Ireland, Parkmore Coronary Stent coronary occlusive disease.

Business Park West, Galway | Class C System The Integrity Stent is intended | e Patients in whom antiplatelet
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Ireland

Local Agent:

Medtronic Bangladesh Put.
Ltd, Level 6, Shanta Western
Towers

186 Gulshan Tejgaon Link
Road Dhaka - 1208,
Bangladesh

for use in patients eligible for

Percutaneous Transluminal
Coronary Angioplasty (PTCA)

with reference vessel diameter

of 2.25 — 4.0mm. The stent is

intended as a permanently
implanted device. Stents may

be deployed either singly or in
a multiple tandem manner to
maintain vessel patency.

and/or anticoagulation therapy
is contraindicated.

e Patients who are judged to
have a lesion that prevents
complete inflation of an
angioplasty balloon.

Side effects: None

226.

Manufacturer:

Poly Medicure Ltd.

Regd Office: 1st Floor, 12
Sant Nagar, East of Kailash,
New Delhi-110 065 India.
Industry: Plot No. 104-105 &
115-116, Sector-59, HSIIDC
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.

Local Agent:

Aglow International, 114, 1st
Floor, Aziz Co-operative
Super Market, Shahbag,
Dhaka.

Polyway
Class: B

Three way stop cock

To administer two drugs or
fluids at the same time

Contraindications:

— Not to be use in patients with
known hypersensitivity to any
of the amterials used.

- Notto be used in case of highly
viscous fluid

Side Effects: None

FSC-India

Abygv b Kiv thiZ cifi|

Abgrb Kivnj |

2217.

Manufacturer:

B. Braun Melsungen AG
Carl-Barun-StraBel,
Melsungen Germany.

Local Agent:

Asia Pacific Medicals Ltd.
775, Satmasjid Road (2nd
Floor), Dhanmodi, Dhaka.

Discofix

Class: B

Stop cock system for
infusion therapy

It is used for infusion therapy.

Contraindication: None

Side Effect: None

FSC Germany

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |

228.

Manufacturer:

Sree Umiya Surgical Pvt.
Ltd. Plot 0. 4704, Phase. IV,
G.1.D.C, VATA, Ahmedabad.
India.

Local Agent:

Mediplus Three Way
Stopcock

Class: C

Three Way Stop cock
made with Male Luer
Lock & N.T. PVC.
Tubing

It is used to facilitates multiple
line thought single IV access.

Contraindication: None

Side Effect: None

FSC
India, EC
Certificate

Abygv b Kiv thiZ cifi|

Abgrb Kivnj |
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Hard Won Power Industries
Ltd. House No. 39, Road-12,
Shekhertek, Adabor. Dhaka.

229. Legal Manufacturer: BD Connecta Stopcock This is a specialized category | Contraindications: None Abygv™b Kiv thiZ citi ] Abjgv b Kivnj |
Becton Dickinson Infusion of Connecta is used for the
Therapy AB, Florettgatan Class: B general purpose of supping the | Side-effects: none
29C, PO Box 631, SE-251 circulatory system with fluids or
06 Helsingborg, Sweden medication from one or two
different sources via an IV
Manufacturing Site: cannula or extension tube. It is
Becton Dickinson Infusion also used in infusion therapy
Therapy Systems Inc., S.A. and hemodynamic pressure
de C.V., Periferico Luis monitoring.
Donaldo Colosio #579,
Nogales, Sonora, C.P.
84048
Local Agent:
M/s Becton Dickinson &
Company, 80, Kakrail,
Dhaka
230. Manufacturer: Yankaur suction set Yankaur suction set - To clear the airway for | Contraindications: FSC Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. with standard tip with standard tip intubation or removal of | Contraindication: can damage the India,
Regd Office: 1t Floor, 12 secretion. soft tissue during insertion
Sant Nagar, East of Kailash, | Class: B - To clear the blood &
New Delhi-110 065 India. secretion Side Effects: None
Industry: Plot No. 104-105 & EC Certificate
115-116, Sector-59, HSIIDC
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.
Local Agent:
Aglow International,
114, 1st Floor,
Aziz Co-operative Super
Market, Shahbag, Dhaka.
231. Manufacturer: Poly VAC set Close Poly VAC set Close | It is used for closed wound | Contraindications: Fistulas to FSC-India Abjgv b Kiv thiZ citi | Abjgv b Kivnj |
Poly Medicure Ltd. wound suction unit wound suction unit drainage or collection of fluid | organs or body cavities.
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Regd Office: 1st Floor, 12
Sant Nagar, East of Kailash,
New Delhi-110 065 India.
Industry: Plot No. 104-105 &
115-116, Sector-59, HSIIDC
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.

Local Agent:

Aglow International,
114, 1st Floor, Aziz Co-
operative Super Market,
Shahbag, Dhaka.

Class: B

from surgical wound under
negative  pressure through
collection tube and collection
device (bellow) with an option
to operate on or two catheters
simultaneously.

Side Effects: None

232.

Manufacturer:

Sree Umiya Surgical Pvt.
Ltd. Plot 0. 4704, Phase. IV,
G.1.D.C, VATA, Ahmedabad.
India.

Local Agent:

Hard Won Power Industries

Ltd. House No. 39, Road-12,
Shekhertek, Adabor. Dhaka.

Mediplus Vaccu Suck
Set

Class: C

Vaccue Suck Set
made with N.T. PVC
Tubing PVC, Part,
Vaccu Part, PVC
Chamber & Catheter

Itis used for Yankaur Suction

Contraindication: None

Side Effect: None

FSC- India

EC Certificate

Abygv™b Kiiv thiZ cifi |

Ab3gr b Kivnj |

233.

Manufacturer:

Avent S. de R.L de C.V.
Carretera Internacional
Salida Norte No. 1053
Magdlena, Sonora Mexico.

Local Agent:

Medi Sensor Technology
Incorporated Head Office.
House 500A/1 (2" Floor),
Road, 8 Dhanmondi R/A,
Dhaka.

Halyard Closed Suction
System for Adults

Class: B

Halyard Closed
Suction System for
Adults

It is used to Reduces the risk
for contamination from outside
pathogen, to protect from
ventilator associated
pneumonia (VAP).

Contraindication: None

Side Effect: None

FSC Mexico

Abygv™b Kiv thiZ cifi|

Abgrb Kivnj |

234.

Manufacturer: Huaian Wanjia
Medical Device Co. Ltd.
China.

Catgut

Class: B

Sterilised
Suture

Surgical

Used to hold body
tissues together after an injury
or surgery. Application

Contraindication: None

Side Effect: None

FSC-China

Abygv™b Kiiv thiZ cifi |

Ab3gr b Kivnj |
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Local Agent: Shanto

generally involves using
a needle with an attached

Enterprise, 51, Islampur length of thread.
Road, Dhaka.
235. Manufacturer: Polymed 3 way 3 way stopcock with Infusion of multiple 1. V fluids, | Contraindications: It is FSC Abygv™b Kiv thiZ citi ] Abjgv b Kivnj |
Poly Medicure Ltd. stopcock with Extension | Extension tube (asan | parenteral ~ nutriton ~ and | contraindicated in case of highly India,
Regd Office: 1t Floor, 12 tube accessory of L.V. administration of other drugs. viscous fluid. Not to be used in
Sant Nagar, East of Kailash, Canula/Cathter/ patients with known hypersensitivity &
New Delhi-110 065 India. Class: B Perfusion set) to any of the materials used.
Industry: Plot No. 104-105 & EC Certificate
115-116, Sector-59, HSIIDC Side Effects: None
Industrial Area, Ballabhagra-
121004, Faridbad
(HARYANA) India.
Local Agent:
Aglow International,
114, 1st Floor, Aziz Co-
operative Super Market,
Shahbag, Dhaka.
236. Manufacturer: Fortune Silicone Silicon Stomach Tube | It is designed for nutrition | Contraindication: None FSC-Taiwan | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
Natasha Lin, Fortune Stomach (Gastric) Tube supplement to stomach and | Side effect: None
Medical Instrument may be recommended for
Corporation. 6FI, NO: 23, Class: B various purposes: for patients
Sec. 2, JhongJheng E. who cannot take food or
Road, Danshuei Dist. New swallow, take enough food by
Taipei City. Taiwan. month to keep nutrition,
congenital defects of month,
Local Agent: esophagus, or stomach.
MicroMed, 218/C
Dr. Kudrat-E-Khuda Road
(Elephant Road), Dhaka.
237 Manufacturer: Fortune C.W.V Drain Drainage Tube Itis designed to collect fluid Contraindication: None FSC Taiwan | Abygv™b Kiv thiZ citi ] Abjgv b Kivnj |

Natasha Lin, Fortune
Medical Instrument
Corporation. 6FI, NO: 23,
Sec. 2, JhongJheng E.
Road, Danshuei Dist. New
Taipei City. Taiwan.

Local Agent:
MicroMed, 218/C

system

Class: B

from different parts of body.

Side effect: None
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Dr. Kudrat-E-Khuda Road
(Elephant Road), Dhaka.

238. Manufacturer: Mediplus Nasagestric | Nasagestric Tube It is used for gastro intestinal | . . . o - FSC Abygr b KivthiZ citi] | Abjgi b Kivnj|
Sree Umiya Surgical Pvt. Tube made with X-Ray feeding and aspiration. ngh fisk of aspiration, Gastric India, EC
Ltd. Plot 0. 4704, Phase. IV, Opagque Line N.T. stasis, Gastro-oesophageal reflux, Certificate
G.I._ D.C, VATA, Ahmedabad. | Class: C PVC Tubing, Stopper Upper gastrointestinal stricture
India. & S.S. Boll
Local Agent:
Hard Won Power Industries
Ltd. House No. 39, Road-12,
Shekhertek, Adabor. Dhaka.
239. Manufacturer: Endotracheal Tube Endotracheal ~ Tube | Deliver ~ oxygen in higher | Contraindication: None Malaysia Abygvb KivthiZ citi] | Abjgi b Kivnj|
Welford Manufacturng (M) (Cuff/Un-cuffed) concentrations than found in air, or
Sdn. Bhd 12, Jalan Class: B to administer other gases such | gjde Effect: None
Angkasawan U1/39, Section as.gellum, nitric OX{dG, nltqu:s
U1, Hicom Glenmarie oxide, xenon, or certain volatile
o anesthetic agents such
Industrial P ark, SEIa_ngor as desflurane, isoflurane,
Darul Ehsan, Malaysia orsevoflurane, route for
administration of certain
Local Agent: medications such as salbutamol,
Ajanta Trading Corporation. airway management in the settings
137 Lake Circus, Kalabagan, of general __anesthesia,  critical
Dhaka. care, mechanical ventilation, and
emergency medicine
240. Manufacturer: Disposable Blood Disposable Blood | Itis used for Blood Specimen | Contraindication: None FSC-China | Ab§gv"b Kiv thiZ cii| Abjgv b Kivnj |
Shandong chengwu Specimen collection | Specimen collection. .
: : . Side effect: None &
Medical Products tube (Heaprin collection tube
Factory China Sodium) (Heaprin Sodium) EC Certificate
Local Agent Class: B
Tropical Eurasia
internagtional Ltd.
149/A New  Airport
Road, Farmgat, Dhaka
241. Manufacturer: Disposable Blood Disposable Blood | Itis used for Blood Specimen | Contraindication: None FSC-China | Abjgv b Kiv thiZ cii | Abjgv b Kivnj |
Shandong chengwu Specimen collection | Specimen collection. .
g g P P Side effect: None &

Medical Products
Factory China

tube (Heaprin
Lithium)

collection tube
(Heaprin Lithium)

EC Certificate
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Local Agent
Tropical Eurasia
internagtional Ltd.

149/A New Airport
Road, Farmgat, Dhaka

Class: B

242, Manufacturer: Disposable Blood Disposable Blood | Itis used for Blood Specimen | Contraindication: None FSC-China | Abjgv"b KivthiZ citi] |  Absgv b Kivnj |
Shandong chengwu Specimen collection | Specimen collection. _ _
Medical Products tube (ESR 1:4) collection tube Side effect: None &
Factory China (ESR 1:4) EC Certificate
Class: B
Local Agent
Tropical Eurasia
internagtional Ltd.
149/A New Airport
Road, Farmgat, Dhaka
243, Manufacturer: Disposable Blood Disposable Blood | Itis used for Blood Specimen | Contraindication: None FSC-China | Abjgv"b KivthiZ citi] |  Abygv b Kivnj |
Shandong chengwu Specimen collection | Specimen collection. _ _
Medical Products tube (Fluride) collection tube Side effect: None &
Factory China (Fluride) EC Certificate
Class: B
Local Agent
Tropical Eurasia
internagtional Ltd.
149/A New Airport
Road, Farmgat, Dhaka
244, Croma-Pharma Gesellschaft | VISICROM 2% Hydroxy Propyl Methyl | The product is an ophthalmic | Contraindications: The product FSC-Austria | Ab§gv™b Kiv thiZ citi| Abjgv b Kivnj |

m.b.H
Austria

Local agent :

Janata Traders

TCB Bhabon, 1 kawran
Bazar,Dhaka

2.5ml

Class: C

Cellulose

viscosurgical device (OVD)
intended for intraocular
application during ophthalmic
anterior segment surgeries. It is
highly dispersive with
especially good adherence to
tissues.

must not be administered to patients
who are known to be hypersensitive
to HPMC or other components of
the solution.

Side Effect: Hypotension: transient
episodes of hypotension have been
observed after phacoemulsification
and intraocular lens implantation.
Anaphylaxis: a case of severe
Anaphylaxis, probably caused by an

313|Page




equivalent HPMC product, was
reported.

245, Croma-Pharma Gesellschaft | EYEFILL S.C. 2% Sodium Hyaluronate | The product is a medical | Contraindications: The product | FSC-Austria | Abygv™b Kiv thiZ citi]| Abjgv b Kivnj |
m.b.H 0.9ml device intended for intraocular | must not be administered to patients
Austria use during ophthalmic anterior | who are known to be hypersensitive

and posterior segment | to HPMC or other components of
Local agent : Class: C surgeries. It protects the | the solution. Hypertension: transient
Janata Traders intraocular tissue and prevents | postoperative elevations of
TCB Bhabon , 1 kawran adhesions and  synechia | intraocular pressure (IOP), most
Bazar,Dhaka formation during the procedure. | probably caused by the viscoelastic
device, were reported.
Side  Effect: Hypotension:
transient episodes of hypotension
have  been  observed  after
phacoemulsification and intraocular
lens implantation. Anaphylaxis: a
case of severe Anaphylaxis,
probably caused by an equivalent
HPMC product, was reported.

246. Croma-Pharma Gesellschaft | NEOCROM Sodium Hyaluronate | Itis intended for intraocular use | Contraindications: The product | FSC-Austria | Abygv™b Kiv thiZ citi| Abjgv b Kivnj |
m.b.H cohesive 1.4% during ophthalmic anterior and | must not be administered to patients
Austria posterior segment surgery.lt | who are known to be hypersensitive

Iml protects the intraocular tissue | to sodium hyaluronate or other
Local agent : and prevents adhesions and | components of the solution. There
Janata Traders Class: C synechia formation during the | are  incompatibilities  between

TCB Bhabon, 1 kawran
Bazar,Dhaka

procedure.

sodium hyaluronate and quaternary
ammonium compounds such as
benzalkonium chloride solutions.
The product should therefore not
come into contact with operating
instruments  rinsed  with  these
solutions or  with  ophthalmic
preparations containing ammonium
compounds as a preservative. No
interactions with other substances
have been reported yet.

Side Effect: Postoperative
elevations of intraocular pressure
(IOP) have been reported with
sodium hyaluronate viscoelastics.
The 10P elevations are usually
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transient, peaking at 4 to 7 hours
postoperatively and returning to
baseline within a few days.
However, since their maximum may
exceed 30 mmHg, the IOP should
be carefully monitored. IOP-lowering
therapy may be necessary,
especially in patients with a
compromised outflow facility. The
IOP elevations may be caused by a
reduction of aqueous outflow due to
blockage of the trabecular
meshwork.

247.

Croma-Pharma Gesellschaft
m.b.H

Austria

Local agent :

Janata Traders

TCB Bhabon, 1 kawran
Bazar,Dhaka

CORNEA PROTECT

Class: C

2.0ml viscoelastic
solution

Itis intended for intraocular
application during ophthalmic
anterior segment surgeries. It is
highly dispersive with
especially good adherence to
tissues

Contraindications: The product
must not be administered to patients
who are known to be hypersensitive
to HPMC or other components of
the solution. Hypertension: transient
postoperative elevations of
intraocular pressure (IOP), most
probably caused by the viscoelastic
device, were Reported.

Side Effect : . Hypotension:
transient episodes of hypotension
have been observed after
phacoemulsification and intraocular
lens implantation. Anaphylaxis: a
case of severe Anaphylaxis,
probably caused by an equivalent
HPMC product, was reported.

FSC-Austria

Abygv™b Kiiv thiZ cifi|

Abgrb Kivnj |

248.

Croma-Pharma Gesellschaft
m.b.H
Austria

Local agent :

Janata Traders

TCB Bhabon, 1 kawran
Bazar,Dhaka

MEGACROM 1.8%
Iml

Class: C

Sodium Hyaluronate

The product is a medical
device intended for intraocular
use during ophthalmic anterior
and posterior segment surgery.
It protects the

intraocular tissue and prevents
adhesions and  synechia
formation during the procedure.

Contraindication: ~ The product
must not be administered to patients
who are known to be hypersensitive
to sodium hyaluronate or other
components of the solution. There
are  incompatibilities  between
sodium hyaluronate and quaternary
ammonium compounds such as

FSC-Austria

Abygv b Kiv thiZ cifi|

Abgrb Kivnj |
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benzalkonium chloride solutions.
The product should therefore not
come into contact with operating
instruments  rinsed  with  these
solutions or  with  ophthalmic
preparations containing ammonium
compounds as a preservative. No
interactions with other substances
have been reported yet.

Side Effect : Postoperative
elevations of intraocular pressure
(IOP) have been reported with
sodium hyaluronate viscoelastics.
The IOP elevations are usually
transient, peaking at 4 to 7_hours
postoperatively and returning to
baseline within a few days.
However, since their maximum may
exceed 30_mmHg, the IOP should
be carefully monitored. IOP-lowering
therapy may be necessary,
especially in patients with a
compromised outflow facility. The
IOP elevations may be caused by a
reduction of aqueous outflow due to
blockage of the trabecular
meshwork.

249, Manufacturer:

GE Healthcare

GE Medical Systems
Information
Technologies, Inc., USA

local Agent:

Wipro GE Health care
Shanta Western Tower,
Level-8, Tejgaon, Dhaka

CARESCAPE V100
Vital Signs Monitor

Vital Signs Monitor

It is intended to monitor a
single adult, pediatric or
neonatal patient’s vital signs at
the bedside or during intra-
hospital transport. Vital signs
parameters  include  non-
invasive  blood  pressure
(systolic, diastolic, and mean
arterial pressure), pulse rate,
and/or oxygen saturation (pulse
oximetery) and/or temperature.
The portable device s
designed for use in numerous

Contraindication: None

Side Effects: None

FSC-USA

Abygv™b Kiiv thiZ cifi |

Abgrb Kivnj |
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clinical settings in various
hospital department such as
emergency, radiology,
recovery, medical/surgical,
labor and delivery, endoscopy,
cardiac  step-down.  The
CARESCAPE V100 Vital Signs
Monitor can also be used in
satellite areas, physicians’
office, or alternative care
settings.
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Kivg chgggtbi Rb” mfig Dc veb Kiv nBj |

bs | ¢ ZKviiKi big 1gWiK g WFBimi tRibii K bug ibt~Kbv/e“enii Contraindication | Wimim-244 Zg mfii | FSC/CPP tUKIbK v j mie- mfvi imxvs
big & mxv3 Kigili 64 Zg
Side-effect vl mxiS
250. | Devon Innovations a) | Ureteral Indwelling | Ureteral Indwelling Used for temporary internal | Contraindication: DbZ miziU 17tki gta” | FSC-India, | Abygr b Kiv thiZ | Abygv b Kivnj|
Puvt. Ltd., India double pigtail double pigtail drainage from the | None th tKib GKWU t7iki | EC Certificate | cvi|
stent/set (DJ Stent) | stent/set (DJ Stent) Ureteropelvic junction to the | Side Effects: None | FSC/KibW-Gi
[Zain International 2.5F to 10F : 8-30cm | bladder. Supplied sterile in FSC/EC Certificate
Medical & Surgical Class: C peel open pouch. Intended for Yl micty ciezx
Export Import Ltd.) one time use. mfig 1etePby Kiv nie|
251. | Devon Innovations b) | Ureteral Catheter Ureteral Catheter 3F | Used for dilation of the Ureter | Contraindication: H FSC-India, | Abygv"b KivthiZ | Abjgv b Kivnj|
Pvt. Ltd., India to 8F: 70 cm prior to Ureteroscopy and /or | None EC Certificate citi|
Class: B stone manipulation. Supplied | Side Effects: None
[Zain International sterile in peel open packages.
Medical & Surgical Used with 0.038" guide-wire
Export Import Ltd.)
252. | Devon Innovations ¢) | Percutaneous Percutaneous Pigtail | Used to provide bladder | Contraindication: H FSC-India, | Ab$gv'b Kiv thiZ | Abjgv™b Kivnj |
Pvt. Ltd., India Pigtail Suprapubic | Suprapubic drainage by percutaneous | None EC Certificate | cifi|
Catheter/Set Catheter/Set 6F to placement of a pigtail catheter. | Side Effects: None
[Zain International 16F : 22-30 cm Supplied sterile in peel open
Medical & Surgical Class: B package. Intended for one time

Export Import Ltd.)

use




bs | c ZKiiiKi big 1giWiK g WFBimi tRibii K bug ibt~Kbv/e“enii Contraindication | MWimm-244 Zg mfvi | FSC/CPP tUKIbK v j mie- mfvi imxv3
big & Imxi3 KigiVi 64 Zg
Side-effect i imxis
253. | Devon Innovations d) | Percutaneous Percutaneous Pigtail | Sterile tube inserted into the | Contraindication: H FSC-India, Abygi"b KivthiZ | Abygv™b Kivnj |
Pvt. Ltd., India Pigtail Nephrostomy | Nephrostomy bladder to drain urine None EC Certificate ciil
Catheter/Set Catheter/Set 5F to Side Effects: None
[Zain International 16F : 30 cm
Medical & Surgical Class: B
Export Import Ltd.)
254. | Devon Innovations e) | Dilator Sets Dilator Sets 5F to 16F | Used for dilation of the Ureter | Contraindication: H FSC-India, Abygi"b KivthiZ | Abygv™b Kivnj |
Pvt. Ltd., India ; prior to Ureteroscopy and or | None EC Certificate ciil
Class: B 22-70 cm stone manipulation. Side Effects: None
[Zain International
Medical & Surgical
Export Import Ltd.)
255. | Devon Innovations f) | Percutaneous Percutaneous Used for temporary or | Contraindication: H FSC-India, Abygi"b KivthiZ | Abygv™b Kivnj |
Pvt. Ltd., India Malecot Malecot naphrostomy | permanent drainage of urine | None EC Certificate ciil
naphrostomy Catheter 8F to 30F: | from  the kidney by | Side Effects: None
[Zain International Catheter 30cm percutaneous placement
Medical & Surgical
Export Import Ltd.) Class: B
256. | Devon Innovations g) | Guidewires Guidewires 0.018 to | Urological Product Contraindication: H FSC-India, Abygi"b KivthiZ | Abygv™b Kivnj |
Pvt. Ltd., India 0.038 150 cm None EC Certificate ciil
Class: B Side Effects: None
[Zain International
Medical & Surgical
Export Import Ltd.)
257. | Sahajanand Medical | a) | SUPRAFLEX Sirolimus eluting Use for coronary blockage. Contraindication: H FSC-India, Abygi"b KivthiZ | Abygv™b Kivnj |
Technologies Pvt (Drug Eluting polimer free Coronary None EC Certificate ciil

Ltd., India

[Zain International
Medical & Surgical
Export Import Ltd.)

Coronary Stent)

Class: D

Stent system

Side Effects: None
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Proposed Product for Locally Manufacture (Herbal):

Annex-G

bs | c ZKiiiKi big Jliai big bt~ Kby Contra-indication & Side effect Status | Reference niery GWRBRIx | mfvi imxS
I tRibiiK big (New Kigiu (JlabgSY
Molecul KigiUi tUKIbK vj mie
el Kigiut mrfvi imxiS
Existing
)
1. |Incepta Herbal & | Cranberry Extract Cranberry is a small, evergreen shrub | Contraindications: New Mosby's | Abjgi~b Kiv thiZ Abjgr™b Kiv
Nutricare Ltd. 300mg Soft Capsule grown throughout North America. Cranberry has a record of safety, although Drug Consult | cii | 7|
Crntery as along ity ofuse | Jie i sy e i o Page-
Each _soft gelatin capsule among native Amencan Indian tnb_es, reported. A single study found that cranberry 29)
contains 300 mg primarily for treating urinary conditions. | may increase the absorption of vitamin Bz in
Cranberry Extract USP Juice and extracts from the fruit (berry) | patients who also are taking proton pump

are used as medicine.

Cranberry is most commonly used for
prevention and treatment of urinary
tract infections (UTIs). Cranberry
JUICE seems to help prevent UTlIs,
but so far it doesn't seem to be
effective in treating UTIs.

Cranberry is also used for neurogenic
bladder (a bladder disease), as well as
to deodorize urine in people with
urinary incontinence (difficulty
controlling urination). Some people
use cranberry to increase urine flow,
kill germs, speed skin healing, and
reduce fever.

inhibitors and that it may allow the kidneys to
metabolize weakly alkaline drugs (such as
antidepressants and opioids) more rapidly, thus
reducing their effectiveness. A small study found
a significant rise in urinary oxalate levels,
prompting a caution that regqular use of
cranberry may increase the risk of kidney stone
formation in patients with a history of oxalate
calculi.

Side Effects:

Cranberry is LIKELY SAFE for most people.
Cranberry juice and cranberry extracts have
been used safely in research. Cranberry juice is
LIKELY SAFE for children. But drinking too
much cranberry juice can cause some side
effects such as mild stomach upset and
diarrhea. Drinking more than 1 liter per day for a
long period of time might increase the chance of

getting kidney stones.




bs | c ZKiiiKi big Jliai big bt~ Kby Contra-indication & Side effect Status | Reference nierj GWHBRiIx [ mFvl imxS
I tRibiiK big (New Kigiu (Jla bgSY
Molecul KigiUt tUKibK'vj mie
el Kigiut mrfvi imxiS
Existing
)
2. | Radiant Cranberry Reduction in UTI recurrence , Kidney | Contraindicated for patient with renal New The ABC | Abygyv b Kiv thiZ Abjgi~b Kiv
Nutraceuticals stones, Treatment of UTI insufficiency or developing uric acid or calcium clinical guide to citi| =)
s o oxalate stones. herbs; p-76
Limited (Herbal | Vaccinium macrocarpon
Division) 400 mg Capsule Generally well tolerated. At high dosages The Handbook
diarrhea or mild gastrointestinal upset may of Clinically
oceur Tested Herbal
Remedies; p-
265
3. | M/s. Drug Cranberry = Prevent urinary tract Infection Do New 1.PDRfor | Ab§gv"b Kiv thiZ Absygv™b Kiv
International Ltd. = Cranberry has also been investigated Herbal citi| |
(Herbal Division) | Vaccinium macrocarpon for numerous other medicinal uses, medicines 4"
(Standardized extracts) include prevention of H. polyori infection edition Page n.
140mg Capsule and dental plaque. 234-240
4. | Incepta Herbal & | Kava Extract (Piper a Nervous anxiety and stress Contraif:jdkicationSZ — New PDR for | Abygv™b Kiv thiZ Abjgi~b Kiv
Nutricare Ltd. | methysticum) 100mg | @ Restlessness, tension, and agitation | | 250 CaEVERBET SEEEIn ) Herbal il |
Capsule Kava Kava is lﬂse,d for nervous tension, years of age, or in patients with renal disease, Medicines
stress, and agitation. thrombocytopenia, or neutropenia. 1 Additionally, (Page: 494)

Each capsule contains
100 mg of Kava Kava
(Piper methysticum)

Unproven uses: In folk medicine, the herb
is used as a sleeping agent and sedative;
for asthma, rheumatism, dyspeptic
symptoms, chronic cystitis, syphilis,
gonorrhea, and weight reduction.

Homeopathic uses: Kava Kava is used for
states of excitement and exhaustion. It is
also used for gastritis and pain in the
urethra.

patients with depression, liver disease, and Parkinson
disease should avoid using kava.
Side Effects:

Kava has also been reported to cause mild and
reversible gastrointestinal complaints, CNS
complaints, including dizziness and headache, and
various hypersensitivity/dermatological reactions.
Pupil dilatation, near vision abnormalities, and eye
movement coordination abnormalities have been
reported. Kava dermopathy (a reversible darkening or
yellowing of the skin with whitish scaling and flaking)
has been reported with long-term use of higher
doses. Regular administration of Kava for longer than
3 months is not recommended.
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5. | Radiant Kava Anxiety disorder, Sleep disorder, E‘Ot for UsehbyhpefS?”S lg!def 18 Vegfs of age. o New The ABC | Abygy b Kiv thiZ Abygv b Kiv
. ersons who have liver disease or depression shou clinical quide to -
Nutraceuticals . . Stress and restlessness, Muscle take with precavtion Aelrbs-gg-lzsg cii| 7|
Limited (Herbal | Piper methysticum 100 | relaxant Adverse effects with recommended doses of kava are ’
Division) mg Capsule relatively rare. Large doses may cause a scaly,
yellowing skin condition, which resolves when use is
discontinued.
6. | Incepta Herbal & | Granules: Ispaghula « Constipation Contraindications: _ New BNF 68 | Abjgr'b Kiv thiZ Abygi~b Kiv
Nutricare Ltd. Husk o Constipation in bed-ridden patients o  Blockage of the gut (intestinal obstruction) (Page: 72) cvti | ,_2—‘,”

0.110gm+Ispaghula
Seed 2.6gm+Senna
Fruits 0.62gm Sachet

Granules: Ispaghula
54.2%, tinnevelly senna
fruits 12.4%.(5 g
granules contains 2.6 g
Ispaghula Seed BP,
0.11 g Ispaghula Husk
BP and 0.34-0.66 g
Tinnevelly Senna Pods
BP)

« Constipation in pregnancy
« Pain-free bowl evacuation in cases
of hemorrhoids

e  Children under 5 years of age

e Inflammation of the bowel and back
passage (ulcerative colitis)

e Inflammation of the mucous membrane of
both small and large intestines
(enterocolitis)

Side Effects:

Medicines and their possible side effects can

affect individual people in different ways. The

following are some of the side effects that are known

to be associated with this medicine. Just because a

side effect is stated here, it does not mean that all

people using this medicine will experience that or any
side effect.

e Excess gas in the stomach and intestines
(flatulence or wind).

Abdominal pain or cramps.

e Abdominal swelling and risk of obstruction of the
intestines if the medicine is not taken with
sufficient fluid (see the instructions on how to
take above).

e  Excessive use can cause diarrhea and low
levels of potassium in the blood (see warning
above). You should not exceed the
recommended dose.
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7. | Popular Ispaghula Husk (as Gently relives Constipation Reduces Do New British Herbal | Abygi™b Kiv thiZ Abjgy™b Kiv
Pharmaceuticals | effervescent Powder)  |High Blood Cholesterol Level Relieves ,\;’:%mzlf:giﬁa ci| 7|
Ltd. Irritable Bowel Syndrome Restores Pharmacopeia
Plantago Ovata Bowel Regularity Prevents Pharmacognos
100gm/100gm Haemorrhoids Stabilizes Glucose Level y Treas &
Evabs’
WHO
Monographs on
selected
medicinal plants
8. | Radiant Psyllium Husk Powder + | Psyllium Husk & Senna leaf Powder is | Pathological narrowing in the gastrointestinal New The complete | Abjgy™b Kiv thiZ Absgi™b Kiv
Nutraceuticals | Standardize Senna Leaf | the best laxative in Constipation gg‘gégtsemﬁ‘t'uosbiﬁg@”;} Igﬂ‘gé";:toe';‘i’r?;o' o emen i =)
L',m,lted (Herbal Dry Extract aS,SQCIated with diseases, e.g., C’rohn's disease, ulcerative monograph
Division) a)lrrltab|e bowel syndrome colitis, appendicitis, abdominal pain of unknown
Ispaghula Powder 3.5g | b)Fissures origin. Children under 12 years of age.
USP (Plantago Ovata) + | ¢)Haemorrhoids Allergic reactions may occur. Chronic
Cinsidering 5.5% d)Pregnancy and use/abuse: loss of electrolytes, especially loss
. : : " of potassium, albuminuria and hematuria,
Sennoside -B content e)Pre and post-operative conditions pigment implantation into the intestinal mucosa,
2.549 BP(C355|3 which is harmless and usually is reversed upon
angustifolia) discontinuation of the drug.
9. | Radiant Psyllium Husk powder Psyllium Husk is used in Constipation Contraindicated in patients who have New USP, BP Abjgv™b Kiv thiZ Abjgy™b Kiv
Nutraceuticals associated with pathological narrowing in the gastrointestinal citi| =)
. irritable bowel syndrome tract, obstruction or threatening obstruction of
Limited (Herbal | Ispaghula Husk USP | & . reatening .
L b)Fissures the bowel (ileus), or difficulties in regulating
Division) 3.5gm (Plantago Ovata) | c)Haemorrhoids diabetes mellitus. No significant side effect has
d)Pregnancy and been observed
e)Pre and post-operative conditions
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10. | Radiant Psyllium Husk Psyllium Husk is used in Constipation Contraindicated in patients who have New USP, BP &Ph. | Abygi™b Kiv thiZ Abjgv™b Kiv
Nutraceuticals Dispersible powder associated with pathological narrowing in the gastrointestinal Eur citi| |
Limited (Herbal a)irritable bowel syndrome tract, obstruction or threatening obstruction of
o b)Fissures the bowel (ileus), or difficulties in regulating
Division) Ispaghula Husk USP ¢)Haemorrhoids diabetes mellitus.
3.5gm (Plantago Ovata) | d)Pregnancy and No significant side effect has been observed
e)Pre and post-operative conditions
11. | M/s. Square Ispaghula Husk + = Treatment of chronic idiopathic Contraindications: Appendicitis, Unexplained New British Herbal | Kinthkb inmite by _vKvg Kiatbkb
Herbal & Lactitol Monohydrate constipation and hepatic abdominal pain, Galactosemia Pharmacopoea | Ate™p by gA§ Kiv | mmite br _1Kig
Nutraceuticals encephalopathy. fslgt’ag;ffgt' Abdominal distension, Cramp and oo [thiZ ot Atte™b b gAY
Ltd. Ispaghula Husk 3.5gm medicines 4th Kivnj
(Plantago Ovata) + edition P-669
Lactitol Monohydrate = WHO i
monographs
10gm/ Sachet Vol p.202
USP 32-NF27 P.
1263
12. | M/s. Square Echinacea+ = Cold, Cough, Fever, Sore throat, Contraindications: Multiple Sclerosis , New PDR for Herbal | Abygv™b Kiv thiZ Abjgv b Kiv
Herbal & Andrographis+ Bical Tendency to infection, Upper Rheumatoid arthritis and lupus. P-267 citi| |
Nutraceuticals Skullcap respiratory tract infection, Viral fever Side effect: Very rarely allergic reactions, PDR for Herbal
Ltd. and infection, Dengue fever, Immune | nausea, hypotension. medicines 4th
Echinacea Purpurea enhancement & Prevent antibiotic edition P-739.
. . = Moshy's
350mg+Andrographis resistance Handbook of
Paniculata 25mg+ Herbs & Natural
Scutellaria Baicalensis Supplements
125mg Capsule 3rd edition. P-
399 & 38
= WHO
monographs
Vol.2 p.2002, p-
12
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13. | Incepta Herbal & | Echinaceae 200mg + Echinacea is one of the most commonly Contraindications: New PDR for | Abygv b KivthiZz Abjgv™b Kiv
Nutricare Ltd. Goldenseal 100mg pres_cribed botanicals_for_ the immune syst_em. Do not use_if pregnant or bre_astfeed?ng._ Herbal citi | ’-2_‘“T|
Cap sule Ech|r_1acea (EZ. angusnfoh_a apd purpgrea) is If you take immunosuppressive medication, do Medicines
considered a "blood purifier," primarily due to not take Echinacea.
its anti-inflammatory and immune stimulating Echinacea is contraindicated if you are taking (Page: 395)
Each capsule contains | properties. Researchers have found the antibiotics, corticosteroids, or chemotherapy. (Page: 267)

200mg of Echinacea
purpurea aerial parts,
Echinacea angustifolia
root BP & 100mg
goldenseal root and
rhizome BP

extract of Echinacea to have anti-viral activity
against the influenza pathogen. It increases
the number of phagocytes, which are the type
of white blood cells that "engulf" microbial
invaders such as the flu virus.

None well defined for Goldenseal.

Side Effects:

Goldenseal is POSSIBLY SAFE for most adults
when taken by mouth as a single dose. There is
not enough reliable information to know if
goldenseal is safe for long-term use.
Echinacea is considered to be safe when taken
in recommended dosages. When taken by
mouth, it can cause nausea, sore throat and
numbness and tingling in the mouth. If you are
allergic to other plants in the daisy family, you
may not be able to take echinacea. If you have
multiple sclerosis, diabetes, HIV/AIDS or liver
disease, you should only take it under your
doctor's supervision. If you take
immunosuppressive medication, do not take
echinacea.
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14. | Incepta Herbal & | Probiotic Powder Lactobacillus reuteri is a natural Contraindications: | New PDR for | Abygi b Kiv thiZ Abggv b Kiv
Nutricare Ltd. (Lactobacillus reteri supplement that contains the probiotic Lgfstggii'\lllitﬁ grr?paer?s“eonnssiti?;te ig?ggggécz:ed n Herbal  |cHil 7|
NCIMB 30242 80mg lactobacillus reuteri NCIMB 30242, %ilk. Lau:tobaciIIJ/sp preparatiorzls have not been MediCi,n,es'
Capsule the first and only probiotic that safely | studied during pregnancy, in breastfeeding 4 edition
supports healthy cholesterol in adults | women, or in women trying to become pregnant. (Page: 996-
Each capsule contains with moderately elevated cholesterol | fYou are pregnant, breastfeeding or trying to 1001)

80 mg powder
containing at least 2.0 x
109 (2 billion) colony-
forming units (CFU) of
live bacteria up to the
date of expiration

but within the normal range.

Lactobacillus reuteri the natural
bacteria may help to promote overall
digestive health and help maintain a
healthy digestive system.

Lactobacillus reuteri is used to
improve digestion and restore normal
flora.

Lactobacillus reuteri have been used to
treat bowel problems (such as diarrhea,
irritable bowel), eczema, vaginal yeast
infections, lactose intolerance,

and urinary tract infections.

become pregnant, you should check with your
healthcare provider before using it to ensure it is
right for you.

Side Effects:

A significant number of human clinical trials have
reported no adverse effects associated with
consumption of Lactobacillus reuteri (L. reuteri). In
the present study, the clinical safety and toxicology of
oral ingestion of supplement capsules containing L.
reuteri NCIMB 30242 was investigated. A randomized
group of 131 subjects received a dose of 2.9 x 109
CFU L. reuteri NCIMB 30242 capsules (n = 67) or
placebo capsules (n = 64) twice daily for 9 weeks.
Clinical chemistry and hematological parameters of
safety were analyzed. The frequency, duration and
intensity of adverse events (AE)s and clinical
significance of safety parameters were recorded for
both groups. No clinically significant differences
between the probiotic capsule and placebo capsule
treated groups were detected in either the blood
clinical chemistry or hematology results. The
frequency and intensity of AEs was similar in the two
groups. These results demonstrate that
administration of a twice daily dose of 2.9 x 109 CFU
was safe and well tolerated in the population
evaluated over 9 weeks.
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15. | Incepta Herbal & | Lactobacillus Probiotic Choc Balls are the delicious | Contraindications: New PDR for | Abygv b Kiv thiZ Abjgy™b Kiv
Nutricare Ltd. acidophilus 0.5 billion way to help maintain digestive health. | Lactobacillus preparations are Herbal citi|] 7|

CFU + Bifidobacterium | Probiotics are the good bacteria contraindicated in persons with a Medicines,

bifidum 0.5 billion CFU | essential for digestive health and hypersensitivity to lactose or milk. No 4t edition

(Total Probiotic Cultures | wellbeing. Often itis the imbalance of | contraindications are listed for (Page: 996-

1 Billion) good to bad bacteria in our bifidobacteria, since most species are 1001)

gastrointestinal system that can cause | considered nonpathogenic and

Each serving (Choc ball) | digestive upset. An imbalance in the nontoxigenic.

contains Lactobacillus intestinal bacteria can result in tummy

acidophilus 500 million | trouble including bloating, gas and Side Effects:

cfu and Bifidobacterium | upset stomach. Lactobacillus is LIKELY SAFE for most

lactis 500 million cfu. people, including babies and children.

Side effects are usually mild and most
often include intestinal gas or bloating.
16. | Incepta Herbal & | Lactobacillus e Vaginal irritation Contraindications: New PDR for |Abygr b KivthiZ Absgi™b Kiv
Nutricare Ltd. rhamnosus GR-1 & e Vaginal discomfort Known hypersensitivity to any Herbal citi|] 7|

Lactobacillus reuteri e Reduction of colonization of bad | component of the formulation. Medicines,

RC-14 blend 51.1111mg bacteria and yeast in the vagina. 4th edition

eq. to 2.3 billion e Protection of vagina against | Side Effects: (Page: 996-

imbalances Probiotics are LIKELY SAFE for most 1001)

Each capsule contains
2.3 billion organisms of
Lactobacillus
rhamnosus, GR-1 and
Lactobacillus reuteri,
RC-14

e Re-establishment and maintenance of
good bacteria in the vagina.

people.
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17. | Radiant Fermented Soy Acute and chronic gastritis, Rise of European Food Safety Authority (EFSA) | New SE;frgtr;e:StEgﬁg Abygi™b Kiv thiZ Absgi™b Kiv
Nutraceuticals (Probiotic) gastric juice after alcohol or tobacco Journal 2011;9(5):2136 (EFSA) Jounal | CVEH | 2|
Limited (Herbal abuse 201 9(0):2136
Division) Soy fermented by Technical data sheet: Fermented Soy, sheet: Fermented

Lactobacillus delbrueckii Lallemand Health Ingredients SO{hLa”e”:ﬁ”d
500 mg Tablet Health Ingredients

18. | M/s. Square Probiotic = Helps to maintain a favorable balance | Contraindications: Hypersensitivity New PDR for Herbal | Abgv™b Kiv th{Z Abjgv b Kiv
Herbal & of intestinal microflora in babies and Side effect: Flatulence and constipation ’\(’j'?_d'c'”esé ;"éh citi| 7|
Nutraceuticals Fructo-Oligosaccharides children. ¢ 't'orl'bg'l B
Ltd. 50mg Lactobacillus = Lactose intolerance and = Dietary

acidophilus 1 billion » bowel discomfort supplements;

(13.33mg) per 1 gram Secorlld Iadition by
i ameila ivason. p.

powder in sachet 180~ 185,

19. | Ms. Square Probiotic blend, Papaya | = Helps to maintain the intestinal Contraindications: Hypersensitivity New = PDRfor |Abjgv b KivihiZ Abjgv b Kiv
Herbal & extract, & soy fibre microflora Side effect: Flatulence and constipation Herbal ot 7|
Nutraceuticals = Aids the digestion Medicines;

Ltd. Fructo-Oigosacchardes 10000 | Antibiotic related diarrhea & iliness 4th 3‘;‘20”'

oy fiber & papaya extract 140. . . p. -

;nr%biotics blend 300mg - :_BaSCtgtsCe ioerance 1001
Lactobacillus acidophilus 2.25 = Dietary
billion, supplement
Bifidobacterium bifidum 450 million s; Second
Lactobacillus bulgaricus 75 million edition by
Lactobacillus casei 2.25 billion
Lactobac:llzs IactisI 21 biIIIioln Pamela
Bifidobacterium infantis 1.5 billion Mason. p.
Bifidobacterium longum 75 million 180 - 185.

Streptococcus thermophilus 300
million per 1gram powder in Capsule
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20. | M/s. Square Probiotic for children = Rotavirus diarrhea, Contraindications: Hypersensitivity New = Dietary Abjgv b Kiv thiZ Abjgv b Kiv
Herbal & = Antibiotic-associated diarrhea, Side effect: Flatulence and constipation supplements; | ¢yt | 7|
Nutraceuticals Fructo-Oligosaccharides = Clostridium difficile diarrhea Second edition
Ltd. (FOS) 50.00 mg = Boost gastrointestinal immunity by Pamela

Bifidobacterium bifidum Mason.p. 180~
1'3.'33 mg (Equivalent to 1 Martindale 35.
p|II|on) per 1gram powder Page # 2113
in sachet

21. | M/s. Square Probiotic Preparation . prevention and treatment of Contraindications: Hypersensitivity New = PDRfor |Abjgv b KivihiZ Abjgv b Kiv
Herbal & . Rotavirus diarrhea, Side effect: Flatulence and constipation Herbal | it 7|
Nutraceuticals Combination of . Antibiotic-associated diarrhea, Medicines;

Ltd. Lactobacillus acidophilus- | = Clostridium difficile diarrhea, 4th edition.
2 billion, Lactobacillus ] Traveler's diarrhea. p‘lggf'
bulgaricus- 1 billion, ] Lactobacillus and bifidobacterium
Bifidobacterium bifidum- 1 significantly reduce the events of
billion & fructo- Irritable Bowel Syndrome (IBS).
oligosaccharides- 100 mg
ISachet

22. | Renata Limited | Probiotic 0.1 billion Excessive crying and colic in None reported. Dietary | Abygi"b KivthiZ Abjgv b Kiv
(Herbal (Lactobacillus infants. supplement |cvi| 7|
Division) reuteri) S
Kashor, (4"Edition);

Hobirbari, Lactobacillus reuteri Page:378

Bhaluka, 0.1 billion viable

Mymensingh. | bacteria per sachet

take 1 sachet mixed
with water or liquid.
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23. | Renata Limited | Probiotic 1 billion Excessive crying and colic in None reported. New Dietary | Abygi"b KivthiZ Abjgv b Kiv
(Herbal (Lactobacillus infants. supplement |cifi| 7|
Division) reuteri) S
Kashor, (4"Edition);

Hobirbari, Lactobacillus reuteri Page:378
Bhaluka, 1 billion viable
Mymensingh. | bacteria per sachet.

take 1 sachet mixed

with water or liquid.

24. | M/s. Total Lactobacillus acidophilus Anti — Constipation Consult a health care practitioner New a. PD |Abjgv b Kiv thiZ Abjgv™b Kiv
Herbal & rLactobactllus plantarum | Renroductive Health prior to use if you have fever, Rfor |cti] =)
Neutraceuticals | reuteri+Lactobacillus casei vomiting, bloody diarrhea or severe Herbal

+Lactobacillus _ abdominal pain. Discontinue use Medicines;
gz?mgl?:“SJ'B'f'dObaae”“m and consult a health care 3"edition. -
(B.lactis)+Bifidobacterium practitioner if symptoms of P.965
longum  susp.longum digestive upset (e.g. diarrhea) occur, b. Irit
(B'?f'lgggggt‘i;um bifidum worsen, or persist beyond 3 days Chermesh
and Rami
Lactobacillus acidophilus 2.8 Eliakim:;
BlonsLctobcils Probiotics
Lactobacillus reuteri 2 and the
Billion +Lactobacillus casei gastrointesti
i e ral Trect
+Bifidobacterium animalis Where are
(B.lactis) 4.4 Billion we in
Bifidobacterium lon
;rusp.longum (B.Ionggrl:]r;]Z 2005?;_
Billion+ Bifidobacterium World j
bifidum 0.2 Billion Gastroenter
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lo 2006

February
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853-857
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25. | M/s. Total Lactobacillus 1. Gut halth Consult a health care practitioner prior o | New a. PD |Abygv b KivthiZ Abygv™b Kiv
Herbal & acidophilus 2. Anti- diarrhea 3?2&?55%rhﬁgfe:ivaeéagﬁrm;”gaﬂ'°°dy Rfor |cii] =)
Neutraceuticals B|f|dobaqter|um lactis | 3. Immune Boost Discontinue use and consult a health care He_rpal

Lactobacillus practitioner if symptoms of digestive upset Medicines;

rhamnosus (e.g. diarrhea) occur, worsen, or persist 3" edition.
beyond 3 days - P.965

Lactobacillus

acidophilus 3

Billion+Bifidobacteri

um lactis 4 Billion +

Lactobacillus

rhamnosus 3 Billion

26. | M/s. Total Lactobacillus 1) Grwoth boost Consult a health care practitioner New PDR for |Abygi b KivthiZ Abjgy™b Kiv
Herbal & acidophilus 2) Immune Boost prior to use if you have fever, Herbal |citi] 7|
Neutraceuticals | Lactobacillus 3) Alimentation Improvement vomiting, bloody diarrhea or severe Medicines;

rhamnosus abdominal pain. Discontinue use 3" edition.
Bifidobacterium and consult a health care - P.965

animalis (B.lactis)
Bifidobacterium
bifidum

Lactobacillus
acidophilus 2 Billion+
Lactobacillus
rhamnosus 2 Billion+
Bifidobacterium
animalis (B.lactis) 4
Billion+
Bifidobacterium

practitioner if symptoms of
digestive upset (e.g. diarrhea) occur,
worsen, or persist beyond 3 days
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Riboflavin 1.6 mg,
Nicotinamide 18 mg,
Pantothenic acid 6
mg, Pyridoxin 6
mg,Cyanocobalamin
1.0 mcg, Ascorbic
Acid 500.0 mg,
Anhydrous Caffeine
50.0 mg, Zinc Sulfate
20.661 mg Powder (5

gm).
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27. | M/s. Kemiko Extract of blackcurrant Antibiotic-associated diarrhea, Side-effects: New For Ribes | ifUngb Gi ctqiRbig | rflugh Gi
Pharmaceutic | fruit, Lactobacillus Travelers’ diarrhea, Lactose No health hazards or side-effects are nigrum |+ ditiY by iKig CigiRbig
als Ltd. %ﬁ;?ggg;g:;iu o lactis intolerance, Vaginal candidiasis, known in conjunction with the (Bl_a;;;u;g?m) Ave™b bi gAy Kiv  |tididiV b
(Herbal Thiamine Nitrate. . Irritable bowel syndrome, strengthens | hroper administration of designated Herbal  |DiBIZ citi] _IKig Atte™b
Division) Riboflavin, Nicotinamide, | |MMune system. therapeutic dosage. Medicine-4" br gA Kiv

Pantothenic, Pyridoxin, edition-P/100- nj|
Cyanocobalamin, 101Research
Ascorbic Acid, Anhydrous at Massey
Caffeine, Zinc Sulfate. University,
New Zealand
Ribes nigrum 200 mg, For
Lactobacillus Probiotics-

. . s PDR for
acidophilus 2 billion, Herbal
Bifidobacterium lactis Medicine-4"
2 billion, Thiamine edition-P/996-
Nitrate 1.4 mg, 1000
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Nitrate 1.122 mg,
Riboflavin 1.571 mg,
Nicotinamide 22.222
mg, Pyridoxin 2.222
mg, Ascorbic Acid
144.737mg, Zinc
Sulfate 27.548 mg
powder(3.5 gm).
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28. | M/s. Kemiko Extract of Antibiotic-associated diarrhea, Side-effects: New For Ribes | rfUngh Gi ciqiRbiq | rfUngb Gi
Pharmaceutic | blackcurrant fruit, Travelers’ diarrhea, Lactose No health hazards or side-effects are Bl ”'E“‘m t fidaiY bv _iKig ciqiRbig
als Ltd. Lactobacillus intolerance, Irritable bowel syndrome, | known in conjunction with the (Blackeurrant) | Ae™b by gAy Kiv  [tidii¥ b
(Herbal acidophilus, strengthens Immune system. proper administration of designated PDRfor | MBIZ citi| _IKig Atte™b
Division) Bifidobacterium therapeutic dosage. Herbal b gAy Kiv

lactis, Thiamine Medicine-4" nj |
Nitrate, Riboflavin, ef(i)tlig;'szg 1rgﬁ'
Nicotinamide
. . ’ . at Masse
Pyridoxin, Ascorbic Universiti,/,
Acid, Zinc Sulfate. New Zealand
Ribes nigrum 75 mg, For.

. Probiotics-
La_ctoba_cnllus - PDR for
acidophilus 2 billion, Herbal
Bifidobacterium lactis Medicine-4"
2 billion, Thiamine edition-P/996-

1000
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mg of Refined Evening
Primrose Oil BP
(Oenothera biennis L.)

and arachidonic acid may reduce T-cell function.

Side Effects:
Evening primrose oil was previously suspected
to lower the seizure threshold in schizophrenic

patients; however, this is now disputed.

bs |c ZKviiKi hig Jliai hig b}~ Kby Contra-indication & Side effect Status | Reference niery GWRBRiIx | mfvi imxS
I tRibiiK big (New Kigiu (Jla bgSY
Molecul KigiUt tUKIbK'vj mie
e/ Kigiut mrfvi imxiS
Existing
)
29. | Radiant Selenium yeast 30mg | Antioxidant, Natural defenses, Mosby’s Drug Consult Page-99 New The IE(FSA | Kiatbkb inmite fiditiY| Kiatbkb
; ; i ; i Journal (2008 s Ay idvtiy
Nutraceuticals | + Vitamin D yeast 50mg | Immunomodulation with supply of The European Food Safety Authority 766, 1.42 bv _1Kiq Avie b br gAy| inmite TiditiY
Limited (Herbal | + Activated yeast [- essential nutrients including vitamins, Journal (2008) 766, 1-42 Thersa | KIVThEZ citi br Kig
Division) glucans 270mg minerals, amino acids Technical data sheet: Yeast based Journal (2009) Aite"b br gAy
(Probiotic) : 1148, 1-6 Kivnj|
formulation, Lallemand Health The EESA
Selenium yeast, Vitamin Ingredients Jogrgﬁ'z(lz,g?“)
D yeast & Activated ():
yeast B-glucans Technical data
350mgTablet sheet: Yeast
based
formulation,
Lallemand
Health
Ingredients
30. | Incepta Herbal & | Refined Evening e Premenstrual syndrome symptoms | Contraindications: N ) Rose Mosby's | Abygi™b Kiv thiZ Abggi™b Kiv
: i i Evening Primrose Oil has few adverse effects, i
Nutricare Ltd. gngg):es(jllélOOOmg (PMl.S ) | lai causing occasional headache, nausea if taken ?ggneral Coarst?tw ciH] Rl
p e Cyc ical mastalgia on an empty stomach, and diarrhea only in high : _
_ e Lactation doses. It may exacerbate temporal lobe epilepsy | )» EPYim (Page: ||| -
Each soft gelatin and mania, so should be avoided in these 500mg 44)
capsule contains 1000 cases.Paradoxically, high doses of linoleic acid | (Square)
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Extracts of Sambucus
nigra, Primula officinalis,
Rumex acetosa,
Verbena
officinalis,Gentiana lutea
156 mg Tablet

gastrointestinal (Gl) disorders and
hypersensitivity (allergy) reactions.
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31. | M/s. Drug Evening Primrose Oil = Premen Strual Syndron Previously it was not recommended | New 1) PDRfor | Ab§gv™b Kiv thiZ Abjgy™b Kiv
International Ltd. = Breast Pain for patients diagnosed with Herbal el |
(Herbal Division) | Evening Primrose Oil Soft schizophrenia. However, a recently gji?éﬂngzi.

Cap. 1000mg (Oenothero published analysis of clinical trials 1315
Bicnnis (Exirac) involving polyunsaturated fatty 2. Bangladesh
acids in the treatment of National unini
schizophrenia did not indicate a Formulary Page:
clear therapeutic or adverse effect of 082-683
Evening Primrose Oil supplements
on schizophrenic patients.
Side effects are rare at
recommended dosages.Overdose
may cause loose stool and
abdominal pain.

32. | Radiant Elderflower 36mg, Acute and chronic inflammation of the | Hypersensitive (allergic) to the ingredients. New American | Abgi~b Kiv th{Z Abjgr™b Kiv
Nutraceuticals | Primrose 36mg, paranasal sinuses and the upper Tablets should not be used by children younger Botanical | gt | =]
Limited (Herbal | Common sorrel 36mg, respiratory tract than 12 years old. C%‘é?gr':ﬂ(f'?f&? )

Division) European vervain 36mg Safely used in millions of doses over 35 years. Clinical
& Gentian 12mg Reported adverse side effects include Monograph
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33. | Incepta Herbal & | Grape Seed Extract Treatment of varicose veins and | Contraindications: New PDR for | Abygi b Kiv thiZ Abjgi~b Kiv
Nutricare Ltd. 50mg Soft Capsule chronic venous Grape seed extract is contraindicated in Herbal ci| 7|
insufficiency patients with known hypersensitivity to Medicines
Each soft gelatin capsule Reduce swelling due to surgery or | grape seed. (Page: 409)
contains 50 mg injury
Standardized Grapeseed Treat and  prevent — macular | side Effects:
extract degeneration Grape seed extract is generally
Ega:tegi‘s’gzs;he fisk for cancer and | oo nqidered safe. Side effects may
o . include headache, itchy scalp,
Treat diabetic retinopathy and | |.__.
neuropathy dizziness, and nausea. .
If you have a bleeding disorder or high
blood pressure, talk to your doctor
before you start using grape seed
extract.
34. | Incepta Herbal & | Grapeseed Extract Treatment of varicose veins and | Contraindications: New PDR for | Abygv™b Kiv thiZ Absygv™b Kiv
Nutricare Ltd. 100mg Softgel Capsule chronic venous Grape seed extract is contraindicated in Herbal cui| 7|
insufficiency patients with known hypersensitivity to Medicines
Each soft gelatin capsule Reduce swelling due to surgery or | grape seed. (Page: 409)
contains 100 mg Injury
Standardized Grapeseed Treat and  prevent  macular | gjde Effects:
extract degeneration Grape seed extract is generally

To reduce the risk for cancer and
heart disease
Treat diabetic
neuropathy

retinopathy and

considered safe. Side effects may
include headache, itchy scalp,
dizziness, and nausea.

If you have a bleeding disorder or high
blood pressure, talk to your doctor
before you start using grape seed
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35. | Incepta Herbal & | Black Cohosh 100mg Possibly Effective for: Menopausal symptoms: Contraindications: _ Menocar PDR for Abjgv™b Kiv thiZ Abjgy™b Kiv
; Capsule Research shows that taking some black cohosh Black cohosh is contraindicated during e 40m Herbal citi
Nutricare Lt P products can reduce some symptoms of pregnancy because of its potential ability to ( Acmeg)J Medicines | =T
. menopause. But the benefits are 0n|y modest. stimulate uterine contraction. The Safety of black .
Each capsule contains cohosh in breastfeeding mothers and the (Page: 99)

Black Cohosh BP
100mg standardized
extract

Black cohosh might lessen the frequency of hot
flashes. Most of this research is for a specific
commercial black cohosh product, Remifemin. The
benefits may not occur with all products that contain
black cohosh. Research using black cohosh
products other than Remifemin have not always
shown benefits for menopausal symptoms. Some of
these studies show that these other black cohosh
products do not reduce hot flashes or menopausal
symptoms any better than a sugar pill (“placeba”).
Some women take black cohosh for hot flashes
related to breast cancer treatment. Women with
breast cancer should not use black cohosh without
talking to their cancer specialist or other health
provider. Some early research suggested that black
cohosh might reduce hot flashes in breast cancer
patients, but more recent and higher quality
research shows that black cohosh does not reduce
hot flashes in women with breast cancer. Also,
there is some question as to whether black cohosh
is safe for women with breast cancer. It is important
for a woman with breast cancer to discuss any use

of black cohosh with her health providerbefore using
it.

degree of transmission of black cohosh in breast
milk are unknown. Controversy remains
regarding the safety of black cohosh in women
with a personal history or strong family history of
breast cancer.

Side Effects:

Black cohosh is POSSIBLY SAFE when used
appropriately by adults. Black cohosh can cause
some mild side effects such as stomach upset,
cramping, headache, rash, a feeling of
heaviness, vaginal spotting or bleeding, and
weight gain. There is also some concern that
black cohosh may be associated with liver
damage. It is not known for sure if black cohosh
actually causes liver damage. Researchers are
studying this. Until more is known, people who
take black cohosh should watch for symptoms
of liver damage. Some symptoms that may
suggest liver damage are yellowing of the skin
and eyes (jaundice), unusual fatigue, or dark
urine. If these symptoms develop, black cohosh
should be stopped and a health provider should
be contacted. People who take black cohosh
should talk with their health provider about
getting tests to make sure their liver is working
well.
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36. | M/s. Kemiko | Black cohosh root, Blue | Premenstrual syndrome, Side-effects: New Capsule | rfUngb Gi ciqRbiq | rfUugb Gi
Pharmaceutic ?:’J:?Shczg%b%r;ﬁmbe”y dysmenorrhoea, sleep No serious side-effects observed. E:\‘;IZEZ' tiditiY br _iKig cigiRbig
als Ltd. Curcumin extract,’Dong disturbances, uterine cramps, Not rgcommended for pregnant and produét of |Adeb bv_gAy Kiv tidiry bv\
(I—_|e_rb_a| quai root, Wild yam, enhances estrogen regulation, lactating mother. Biogenesis | WBIZ citi] _IKig Are b
Division) Ginger rhizome extract, supports nervous system. Nutraceuticals b gAy Kiv

Peony root extract, Inc., USA. nj|
Calcium D-glucarate, PDR for

Taurine 50 mg, Choline Herbal

citrate, Rutin, Magnesium Medicine 4"

citrate, Pyridoxal 5 Ed. Vol.1, P#

phosphate, Ascorbic. 95-100

Cimicifuga racemosa 40
mg, Caulophyllum
thalictroides 40 mg, Vitex
agnus-castus 40 mg,
Viburnum opulus 40 mg,
Curcuma longa 40 mg,
Angelica sinensis 40 mg,
Dioscorea villosa 40 mg,
Zingiber officinale 25 mg,
Paeonia lactiflora 25 mg,
Calcium D-glucarate 33
mg, Taurine 50 mg,
Choline citrate 50 mg,
Rutin 100 mg, Magnesium
citrate 65 mg, Pyridoxal 5
phosphate 8 mg, Ascorbic
acid 40 mg Capsule.
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37. | Incepta Herbal & | Standardized Spirulina | = Spirulina's most powerful health | Contraindications: Pirulin® Mosby's | Abjgi"b Kiv thiZ Absgi™b Kiv
Nutricare Ltd. Extract 750mg Soft benefits lie in its ability to stimulate | Spirulina is contraindicated in patients in | 450 mg Drug cui| 79|

Capsule and maintain immune system | whom the risk of heavy metal poisoning | & Consult™

activity. is not outweighed by benefit of use. Pirulin® (Page: ||| -
Each capsule contains | = As a food additive, Spirulina 500 106)
750 mg standardized maxima contain beta-carotene, | Side Effects: capsule,
Spirulina Extract tocopherols and phenolic acids, | Hepatic: increased serum alkaline Navit

which are proven to exhibit | phosphatase level. Tab

antioxidant ~ properties. ~ The | Metabolic: increased serum calcium 500mg

antioxidant activity of Spirulina can | level. (Square)

be attributed to phycocyanin, the ,

blue pigment found in blue-green Spirucap

algae that contain phytochemicals 500mg

with scavenging properties. (Drug

= Spirulina has ability to cause a Internati

significant change in vascular tone onal),

by increasing the synthesis and

release of nitric oxide and by

decreasing the synthesis and

release of a vasoconstricting

substance from the endothelial

cells.

38. | Radiant Spirulina Antioxidant with proteins, vitamins and | Spirulina is contraindicated in those who | New Spirulinain | Abygv~b Kiv thiZ Abggi™b Kiv
Nutraceuticals minerals. Helps to combat many are hypersensitive to any component of Human ci| 7|
Limited (Herbal | Spirulina platensis health problems as diabetes, arthritis | Spirulina containing supplement. Numgﬂhand
Division) 500mgTablet and anemia & hyperlipidemic Adverse effects: not known.

Dietary
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Supplements,
3rd edition, p-
298
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39. | M/s. Bexter Spirulina Mal nutrition, Immune eficincy diabetic, | Spirulina is a potent super food in the family of | New 1.PDR for | Abjgvb Kiv thiZ Abfgyb Kiv
Herbal & High cholesterol, Allergic reaction, b'“e'ﬁreeh” algae ”r‘]at packs a real nutritional herbal  |citi] =)
Nutraceuticals | Spirulina plankton Skin disorder, hair loss, Decreased Egﬂfrainzifggoagg ’an%"‘ﬁ\éi;ui%ﬂo cow about medicine 2nd

250mg Tablet milk Supply in lactating mothers. before purchasing and taking spirulina. edition
2. WHO
Monographs
on Selected
medicinal
plants

40. | M/s. Total Spirulina +Green Tea General weakness, Immune enhancer, New Mani UV, Desai | Kiafhkb inmife fidviiY| Kiatbkb )
Herbal & Tablet Lipid Lowring, Rheumatoid arthritis Sorﬂﬁg%gsii‘rjr'ﬁs bi _vKig Avteb br gAy|inmite TiditiY|
Neutraceuticals evect of Spirulina | K1V thiZ cifi bv _Kvg

Spirulina Platensis supplemenation Aite™b by gAy|
400mg+Camellia 01502[;@23” Kivnj|
Sinensis 100mg glycated proteins

in NIDDM

patiens, J.

nutraceut funct
med Foods,
2000; 2, 25-32
41. | Incepta Herbal & | St. John's Wort Extract e Used as an anti-inflammatory, St Johns | Contraindications: New PDR for | Abygv b KivthiZz Abjgv b Kiv
: 23gm/100m| Topical Qil wort oil can help to ease the discomfort of | This product should not be taken internally b H
Nutricare Ltd. ’ i hemorrhoids ar?d skin iritations such as thosepon sedatives or tranquilizers. May c)z/au;/e He.rb.al cril =

Each ml contains: sun burn, although ironically in some rare | photosensitivity and skin irritations with internal Medicines
Fresh organic and wild St. cases St John's wort herb is known to | and external use. (Page: 811)
John’s Wort (Hypericum cause photo dermatitis.
perforatum) herb extract BP | o Side Effects:
230 mg which is obtained St. John's wort is LIKELY SAFE for most people
from the extract of 920 mg of when taken by mouth short-term. It can cause
aerial parts and flowers of some side effects such as trouble sleeping, vivid
Hypericum perforatum dreams, restlessness, anxiety, irritability,
(Extraction ratio 1:4) stomach upset, fatigue, dry mouth, dizziness,
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Folate, Pyridoxal 5
phosphate.

Hypericum perforatum 75
mg, Rhodiola rosea 50
mg, Lithium 2.5 mg, L-
theanine 25 mg, 5-HTP 25
mg, GABA 50 mg, N-
acetyl-L-tyrosine 100 mg,
DMAE bitrate 100
mg,Methylcobalamin 100
mcg, Folate 200 mcg,

bs | c ZKiiiKi big Jliai hig bt~ Kby Contra-indication & Side effect Status | Reference nieyy GWRBRIx | mfvi imxS
I tRibiiK big (New Kigiu (Jla bgSY
Molecul KigiUi tUKIbK vj mie
el Kigiut mrfvi imxiS
Existing
)
e This means that the skin can become | headache, skin rash, diarrhea, and tingling.
sensitive to sunlight and have an adverse | Take St John’s wort in the morning or lower the
reaction such as flaking skin or inflamed | dose if it seems to be causing sleep problems.
areas. For sunburn, it is recommended to | St. John’s wort seems to be safe when used in
keep the oil refrigerated and apply | children under 12 years of age for up to 6
directly to the skin. weeks.However, St. John's wort is POSSIBLY
e ltis also used in some countries to help | UNSAFE when taken by mouth in large doses. It
heal the skin on people suffering from | might cause severe reactions to sun exposure.
first degree bums, as it is known to speed | Wear sun block outside, especially if you are
up the healing process. light-skinned.

42. | M/s. Kemiko St. John’s Wort Enhances work performance, Side-effects: New Capsule | rfUugb G ciqiRbig | rfUugb Gi
Pharmaceutic | flower extract, decrease physical and mental No serious side-effects observed. Ef‘gg'%‘;tb ";‘ tidiiY br Kig ctqiRbig
als Ltd. Rhodiola root extract, | fatigue, increase stamina and gi og:nesis Aite™b bv gAy Kiv tiadvinyY by
(Herbal Lithium orotate, L- support depressed moods. Nutraceuticals | WBZ citi | _IKig Arfe"b
Division) theanine, 5-HTP, Inc., USA b gAy Kiv

GABA, N-acetyl-L- PDR for nj|
tyrosine, DMAE Herbal
. Medicine 4
bitrate,
. Ed., Vol. 2,
Methylcobalamin, P# 797-811
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Pyridoxal 5 phosphate
12.5mg
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43. | Incepta Herbal & | Black (Cumin) Seed oil |rT|]Dr|(()V€ lrgm?ne Sthem | ConliraindicationSZ New OEsonin ciqRbig tidvtiY bv | ciqiRbig
: Black seed oil capsule stimulates our immune | Not known. markets it as ~ Ay idvtiy
Nutricare Ltd. 500mg Softgel Capsule system & thus prgpares our body to fight consumer —V-K 19 Arie b- brgAy | fidmi bv\
) against invading organisms. Side Effects: product. KivihiZ cii] _vag _Avi? b
Each soft gelatin Reduce Blood Sugar Level There are no known side effects of Black Seed b gAY Kiv
capsule contains Black | By lowering blood sugar level, it helps diabetic | Oil if it is taken moderately. However, it is not nj|

(Cumin) Seed Qil 500
mg

patient's keep the control on their diabetic
condition.

Reduce blood pressure

The active ingredients in black seed oil have
been found to be effective in reducing high

blood pressure.

Allergies
Black Seed Qil acts as an antihistamine which

helps to reduce the common symptoms of
allergies (watery eyes, sneezing). Simply take
half a teaspoon of oil twice a day when allergy
symptoms begin to appear.

Flu and Fever

Black Seed Qil has been found to help reduce
fever, by inducing perspiration which helps the
body cool and stimulate the release of toxins.
Take one teaspoon of Black Seed Oil once a
day when flu/fever systems occur. Also be
sure to drink plenty of fluids throughout the
day.

recommended for use during pregnancy.
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Each sachet contains
30mg of Stevia (leaf)
extract powder INN.

supplementing your coffee or tea.

Stevia powder is extracted from the leaves
of the stevia plant, and it has been
described as the sweetest supplement on
earth. What's truly extraordinary about
stevia is that even though it is so sweet, it
has no calories and it's actually beneficial
to health!

Side Effects:

A 2009 review summarized the basic
research in which steviosides and
related compounds are being tested for
possible antidisease actions, with no
effect yet demonstrated in humans. A
2011 review found that the use of stevia
sweeteners as replacements for sugar
might benefit diabetic patients because
it is a non-caloric additive.
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44. | Radiant Black seed oil Respiratory and digestive problems, | Contraindicated during pregnancy. New Gale  |ciqiRbiq fidiiY bv | ciqiRbig
Nutraceuticals parasites, inflammation. It also used | Safety in young children has not been encyclopedia of | \kyq Avte b bv gAY | TidiiY by
Limited (Herbal | Nigella sativa 500 mg for a variety of health conditions established. Patients with liver or kidney mi'é?é?naé'vfrd Kiv thiZ cifi| _IKig Aite”b
Division) Capsule including, colds, infections, disease are advised not to use without edition: p'_271 b gAy Kiv

headaches, toothaches and digestive | medical supervision. nj|
aid after large meals In general, black seed extract is not Joﬁé?gglm
associated with serious side effects. Medicine and
Toxicology 4 (2)
1-8 (2010)
ISSN : 0973-
4643

45. | Incepta Herbal & | Stevia (Leaf) Sachet Stevia sachets are all-natural with no | Contraindications: New PDR for Herbal | Abygy™b Kiv thiZ Abjgr™b Kiv

Nutricare Ltd. 30mg calories or carbs. When mixed in your | Anyone with an allergy or sensitivity to Medicines, 4" | oytj | 7|
favorite hot liquid, Stevia powder begins | stevia should avoid this product. edition (Page:
dissolving instantly, deliciously 789)
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46. | Incepta Herbal & | Stevia (Leaf) Tablet Stevia Tabs are all-natural with no calories | Contraindications: New PDR for Herbal | Abygy™b Kiv thiZ Abygvb Kiv

Nutricare Ltd. 30mg or carbs. When dropped in your favorite | Anyone with an allergy or sensitivity to Medicines, 4" | ¢yt 7|
hot liquid, SteviaTabs begin dissolving | stevia should avoid this product. edition (Page:
Each tablet contains instantly, deliciously supplementing your 789)
30mg of Stevia (leafy | COffee ortea. Side Effects:
extract INN. Stevia is extracted from the leaves of the A 2009 reyiew .Summa.rizgd the basic
stevia plant, and it has been described as research in which steviosides and
the sweetest supplement on earth. What's | rélated compounds are being tested for
truly extraordinary about stevia is that | POssible antidisease actions, with no
even though it is so sweet, it has no | effect yet demonstrated in humans. A
calories and it's actually beneficial to | 2011 review found that the use of stevia
health! sweeteners as replacements for sugar
might benefit diabetic patients because
it is a non-caloric additive.

47. | M/s. Square Stevia = As a sweetening agent Contraindications: hypotension and New = PDRfor | Abjgv b Kiv thiZ Abjgv b Kiv
Herbal & = Hypertension hypoglycemia Herbal | ot |
Nutraceuticals Stevia standardized leaf | ® Inflammation Medicines,

Ltd. = Weight loss 4" Edition,
extract 62.5 mg powder o g Page: 789
in sachet " Diabetes

48. | Radiant Valerian tablet 600mg For the symptomatic relief of insomnia, | Contraindicated for children under 12 New ~The ABC Absgvb Kiv thiZ Absygv™b Kiv
Nutraceuticals restlessness, and spasms due to years without medical supervision. clinical guide to | ¢y | 7|
Limited (Herbal | Valeriana officinalis nervous tension herbs; p-351
Division) 600mg Tablet Valerian is considered generally safe. American

Adverse effects may include headache Herbal

and stomach upset, but these effects Pharmacopoeia

are rare. and
Therapeutic
Compendium;
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lupulus L., flos (hop strobiles)
565mg Tablet
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49. | Radiant valerian Use for the symptomatic relief of Contraindicated for children under 12 New ~The ABC Absgvb Kiv thiZ Abggi™b Kiv
Nutraceuticals insomnia, restlessness and spasms years without medical supervision. clinical guide to | ¢y | 7|
Limited (Herbal | Valeriana Officinalis due to nervous tension. Eeégi
Division) (Standardized Root Valerian is considered generally safe.

extract) 450mg Tablets Adverse effects may include headache
and stomach upset, but these effects
are rare.

50. | Renata Limited | Valerian root capsule | Anxiety, insomnia, sleep disorders, | WHO contradicts use of valerian for New The ABC | Abjgi™b Kiv thiZ Absgi™b Kiv
(Herbal restlessness based on nervous children under he age of 12 years, without Clinical | cdi] =]
Division) Valerian officinalis disorders. ﬁhgﬁ?ﬂzggﬁ gx';?ﬁi'ggmi\ée;’s (lgoirg] :Sn Guide to
Kashor, 500 mg per capsule valepotriate and baldrinal-free preparations Herbs; page
Hobirbari, Dosage for sleep- are used. 354
Bhaluka, 500mg once 1-2 The Herbal PDR be associated with
Mymensingh. hours before bedtime heada}ch_es, restless states,_sleeplessness,

mydriasis and vague cardiac disturbance
with long-time use, but no data on this.

51. | Radiant Valerian 500mg + Hop | Sleeping disorders, mental stress Contraindicated to any patient sensitive | New The ABC clinical | Abygi™b Kiv thiZ Abjgv b Kiv
Nutraceuticals | 65mg to the API or any other excipients of the guide to herbs; | oyt | =)
Limited (Herbal dosage form. Safety during pregnancy The Ejﬁ;lete
Division) Fixed combinations of has not been established clinically. German

Valeriana officinals L., radix There is no known side effect. commission E
(valerian root) and Humulus monograph
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52. | M/s. Drug Valerian Root Extract + | = Treatment of insomnia New 1. AFP ciqRbig tidvtiY bB | ciqRbig
International Ltd. | Chamomile Herbs (Ag‘e”_fa” tleaiq Aite™b bi gAy | TidviiY by
(Herbal Division) Phygg]ér{ v |KivthiZ citi] _IKig Arte™b

Valeriana officinalis fam physician bv gAY Kiv
40mg+Chamaemelium 2003 Apr njl
nobile 20mg Capsule 15,67(8), 1755-

1758

53. | M/s. Drug Valerian Extract (Root) + = Treatment of insomnia New 1. AFP ciqiRbiq fiditiY bB leaig | ciquRbiq
international Ltd. | Ehamonie fover Bitack: (mercar Arie b brghy KIVIZ AT it iy by
(Herbal Division) Hops Extract (Stroble) + Physician, M _vag _Avi? b

Passion Flower Extract fam physician b gAY Kiv

(Aerial) 2003 Apr nj|
15,67(8), 1755-

Valeriana officinalis 1758

500mg+Chamaemelium

nobile 50mg+ Humulus

Lupulus 120mg+ Melissa

officinalis 300mg + Passiflora

incarnate 50mg Tablet

54. | M/s. Square Valerian root extract = Anxiety, insomnia, sleep disorders, Contraindications: Medical Supervision New = The Kiatbkb inmiie Kimibkb
Herbal & +Hops flower extract+ restlessness based on nervous needed for below 12 years old. complete | +jdtiy biB leauq inmvie
Nutraceuticals Passion Flower extract disorders Side effect: Little morning sleepiness German | ooy py gA¥ Kiv tidtiY biB

commission B -
Ltd. E thiZ citi| leaiq Avie™h
Valeriana Officinalis Monograph b gAy Kiv
250mg+Humulus sp 305 njl
lupulus 50mg+ . Tcg?nﬁzilc:
Passiflorea herba 50mg Guide to
Tablet herbs 1st
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p.351-364
= PDR for
Herbal
medicines
4th edition
P-448,634-
635, 872-
876
= WHO
monograph
sVol.1
p.267-276
55. | Radiant Aloe Vera Occasional constipation Aloe _Sholulg not be used in patients with available WHOh Abygi™b Kiv thiZ Abjgi™b Kiv
i intestinal obstruction or stenosis, atony, severe | : monographs on i
ﬁﬁ&a;aeg:;g%zl Aloe vera 1000 mg dehydration. PREGNANCY & LACTATION: No L‘: r(;t:getL selected el =l
. teratogenic or fetotoxic effects were seen in rats medicinal
Division) Capsule after oral treatment with aloe extract (up to 1000 plants; p-33
mg/kg).
Abdominal spasms and pain may occur. PDR for herbal
medicines; p-16
56. | M/s. Bexter Aloe Vera Aloe Bera helps in proper functioning | Ingestion is contraindicated in pregnant and New 1. The complete | Abygv™b Kiiv thiZ Absygv™b Kiv
Herbal & of the digestive system. The breast-ffeeding women, crr]]ildrﬂen younger tEhan I12 German citi| =)
: : . . years of age, patients with inflammatory bowe commission E
Nutraceuticals Aloe barbadensis adaptpgenlc properties of the plant_are disease, and elderly patients with suspected monographs
400mg Capsule beneficial for proper digestive function. | intestinal obstruction. 2 WHO
Monographs on
commission E
Monographs
3. PDR for
herbal medicine
2nd edition
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Allergic contact dermatitis can result from
handling fresh feverfew. Mouth ulceration and
swelling of the tongue, lips, and oral mucosa
have also been reported.
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57. | M/s. Drug Aloe Vera Extract = Colic, Skin disease, amenorrhoea, New 1. Physician desk| Ab§gyv™b Kiv thiZ Abjgv b Kiv
International Ltd. worm infestation and infection, Fungal reference for | gy =)
(Herbal Division) | Aloe Vera Extract (Aloe | diseases, digestion Problem jﬁrgzlitmﬁdgigg.s
Barbadensis) 100mg 1926
Soft Gelatine Capsule 2. WHO
monographs
Vol.1 p. 33-40,
3. Europenan
Meicines Agency
4. USA
Ogarnacioeua
58. | M/s. Square Aloe + Fennel = Constipation Contraindications: Intestinal obstruction, New PDR for Herbal || Ab$gi~b Kiv thiZ Abjgv™b Kiv
Herbal & = Dyspepsia Crohn’s disease, ulcerative colitis, Edit’}’(’)‘;‘f‘gg‘el‘ghgl7 citi| 7|
Nutraceuticals Aloe (Aloe ferox) 250 = Flatulence append|C|t|§. o . Gemran.
Ltd. mg and Fennel Side effect: very rarely Gastrointestinal Commission E Ist
(Foeniculi fructus) 280 cramp Fton; Pg: 80,129
mg Capsule Pharmacopoeia
2009; Pg: 6817
59. | Radiant Feverfew Migraine prophylaxis, Nausea and Feverfew is contraindicated for persons who are | New The ABC clinical | Abjgy™b Kiv thiZ Abjgy™b Kiv
Nutraceuticals vomiting associated with migraine g'r:ﬁ(;?gntﬁgz‘éfm’)")’/\‘e(z’;r;egfogger"f;‘ié?ijse . gu'depf‘;;‘;fbs | i |
llslir\?ig?:ngHerbal ggﬁ;ﬁg&gjghemum pregnancy and lactation.
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60. | M/s. Square Feverfew = Migraine headaches prophylaxis Contraindications: Hypersensitivity New PDR for Herbal | Abygyv™b Kiv thiZ Abjgy™b Kiv
Herbal & = Nausea and vomiting associated with | Side effect: Abdomenal blotting, indigestion, Medicine 4th | ¢t =)
Nutraceuticals | Feverfew (Tanacetum migraine heartourn and digestive upset. Eg'e“z%ggl-i r?iiil
Ltd. parthenium) 100 mg guide to herbs

Capsule 1st Edition; Pg:
135
= British
Pharmacopoeia
2009; Pg: 6982

61. | Radiant Flaxseed oil Hyperlipidemia, Atherosclerosis, Risk of| Contraindicated in cases of ileus of any | New The ABC clinical| Ab§gv"b KivthiZ — [Abjgr'b Kiv
Nutraceuticals breast cancer and metastasis, origin. guide to herbs | | ytj | =]

Limited (Herbal | Linum usitatissimum Constipation PREGNANCY & LACTATION: No p-143
Division) 1000 mg Capsule known restrictions. Essential fatty acid

(EFA) supplementation during
pregnancy and nursing is beneficial for
fetal and infant brain development and
visual function.

No significant side effect has been
observed

62. | Radiant Ginger Motion sickness, Chemotherapy- Patients with gallstones should consult | New ~The ABC Abjgv b Kiv thtZ Abjgv b Kiv
Nutraceuticals induced nausea, Morning sickness, a healthcare provider before using clinical guide to | ¢y | 7|
Limited (Herbal | Zingiber officinale Nausea ginger. herbs; p-171
Division) 500mg Capsule PREGNANCY & LACTATION:

traditionally been used to prevent
morning sickness during the first
trimester. Caution is advised against
using excessive dosages of dried ginger
during pregnancy.

No significant side effect has been
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63. | M/s. Total
Herbal &
Neutraceuticals

Ginger 500mg Tablet

Zingiber officinale
500mg

a) Colic, Flatulent dyspepsia, and
Specifically for flatulent intestinal Colic
vomiting, Particularly motion (travel)
sickness, as a digestive aid Blood
sugar and cholesterol management, b)
Chemotherapy induced nausea, C)
carminative

New

British Herbal
Pharmacopoeia,
1996. Exeter: British
Herbal Medicine
Assaociation, 1996,
Page-87
c. United States
Pharmacopeia 29 and
National Formulary 24
and Supplements.
Rockville, Maryland,
US, United States
Pharmacopeial
Convention, 2006.

d. American Herbal
Pharmacopoeia -
Page-

e. Herbal Medicine ,
Third Edition, Page
no 293-298
WHO Monograph on
Selected Medicinal
Plant, Volume -1,
Page-277-287

Abjgv b Kiv thiZ
ci|

Abjgv b Kiv
Rl

64. | Radiant
Nutraceuticals
Limited (Herbal
Division)

Turmeric Powdered
Extract (Contains NLT
20% of total
Curcuminoids)

Curcuma longa 500mg
Capsule

Indigestion including sensation of
fullness, flatulence and slow digestion

Hypersensitivity to the active substance(s).
PREGNANCY AND LACTATION: Safety during
pregnancy and lactation has not been
established.

Mild symptoms of dry mouth, flatulence and
gastric irritation may occur.

New

European
Medicines
Agency (EMA),
Community
herbal
monograph on
curcuma longa

PDR for herbal
medicines; p-
775

Abjgv b Kiv thiZ
ci|

Abjgv b Kiv
Rl
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65. | Radiant Curcuminoids Osteoarthritis, dyspepsia Contraindicated in patients having New WHO Abygi™b Kiv thiZ Absgi™b Kiv
Nutraceuticals hyp_er_sensitivity to Cu_rcuminoids or any other monographs on citi| =)
Li .m.it e d (Herbal Curcuma longa excipients of formulation. medsigilﬁglt(:)?ants
Division) 500mgTablet This product usually has very few side effects. United States
Pharmacopeia
66. | Acme Turmeric 500mg Dyspeptic Complaints, Loss of Contraindication: New PDR for herbal | Ab§gv™b Kiv thiZ Abjgv b Kiv
Laboratories Capsule appetite No contraindications have been Medicines 24| gy | 7|
(Herbal Division) determined. Ed;t;%r_‘g&;ge
Turmeric Powder Side effects: The Complete
(Curcuma Longa Linn Clinical trials report few adverse German
500mg reactions. Rare cases of contact Commission E
dermatitis and anaphylaxis have Monograph
been reported. An increased risk of Page 222-223
kidney stones is possible in
susceptible individuals.
67. | Acme Turmaric Plus Sandal | This Cream Prevents and cures skin Contraindication: Caution should be taken | available ciqRbig fidvitY biB | ciqiRbig
Laboratories Qil infections, Inflammations, Blemishes | in-patient with cardiovascular diseases or at teaiq Ate™b bi gAy | tidiiY biB
(Herbal Division) Wounds and others skin disorder, It | diabetes. Hypertension resulting from cosmetics Kiv thiZ citi| ieaiq Arteb

Turmeric Extract

(Curcuma Longa Linn

1.60gm+Sandal

Wood Oil (Santalum

Album) 0.05gm
0.05gm/10gm

soothes boils, Pimples, acne and burns.

It removes rashes, Cures dermatitis,
allergic eruption, nappy rashes and
eczema.

ginseng abuse syndrome is associated with
prolonged high dose ginseng with
concomitant use of caffeine. General
adverse effect includes insomnia, epistaxis,
headache, nervousness and vomiting.

Side Effects: No known (at therapeutic
doses), But massive over dosages can bring
about ginseng abuse syndrome, which is
characterized by hypertension, insomnia,
hypertonia and edema.

b gAy Kiv
nj|
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68. | Radiant Devil's claw Dyspeptic complaints, Loss of Contraindicated for patients with New PDR for herbal | Abygi™b Kiv thiZ Abfgrb Kiv
Nutraceuticals appetite, Rheumatism including stomach or duodenal ulcers mfféﬁﬁiﬁi Fé'azt‘e” citi| =)
e et | | s el e s ol tectncaseol || oo

210mgTablet therapeutic dosages. Harpagophytum
procumbens

69. | Radiant Soy Isoflavones Hypercholesterolemia, Menopause No known Contra-indication New | Herbal Medicine:| Abygv™b KivthiZ | Abygi™b Kiv
Nutraceuticals related symptoms, Cardiovascular COErT)](%&i‘Qggﬂ c citi] 7|
Limited (Herbal | Glycine max disorders, Hot flashes and There is no evidence of side effect from Monographs
Division) 200mgTablet Osteoporosis soy protein. Rare side effect including Soy Isoflavones,

soy allergies Journal of
Alternative
Medicine Review
Monographs
Technical data
sheet on soy
extract

70. | M/s. Total Isoflavones Capsule CVD Cardiovascular Disease, Cancer, Do New ABC clinical | Ab§gi"b KivthiZ | Abjgi™b Kiy
Herbal & Osteoporosis, Menopausal Symptoms Guide to Herbs | ¢yt | =]
Neutraceuticals | Isoflavones (Soy i?gfﬁ,\}:g

Isoflagvones) 150mg

herbal Medicine
Monograph, Vo.
2 Herbal
medicine A
Guide for
Health care
Professionals
Page-129-133
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71. | Radiant Chlorella Antioxidant & detoxifier ,helps to Chlorella is contraindicated in patients having New Dietary ciqRbig fidviiY biB | ciqiRbig
Nutraceuticals prevent diabetes, asthma & hypersensitivity to Chlorella or any other Supplements, 3rd| jeayq Arte™b bi gAY [tidiiY biB
Limited (Herbal | Chlorella regularis indigestion, regulates blood pressure | SXciPieNts of the tablet Phaﬁﬂgg‘d“ o | KivthiZ citi] leaig Ate™b
Division) 500mgTablet and PH Side effects are rare and may cause occasional Press, UK br gAY Kiv

gastrointestinal side effects. These side effects nj|
include nausea and diarrhea.

72. | Radiant Fufang Danshen Diwan | For preventing and treating coronary | Contraindicated to any patient sensitive New Phgrrggicr:)epsoeeia Abygyb Kiv thiZ Abjgr™b Kiv
Nutraceuticals or Danshen Pill atherosclerosis, angina pectoris & to the API or any other excipients of the Commission, | CVT| LGl |
Limited (Herbal hyperlipidemia dosage form. Ph;‘ggfgg;gig of
Division) Extracts of Danshen appears to be a generally well Republic of China,

Radix Salviae
Miltiorrhizae,

Radix Notoginseng &
Borneolum syntheticum/
250mg capsule

tolerated agent. May be increased risk
of bleeding when used with
anticoagulants or agents that inhibit
platelet aggregation and adhesion.

Edition 2005, Volume
1.page 416-417
2. Herbal Experts
Working Group of the
Pan-European
Federation of TCM
Societies (PEFOTS),
High quality traditional
Chinese herbal
medicinal products
intended to be
registered as a
traditional herbal
medicinal product in
the European Union,
Edition 2004,
Danshenform. page
1- 254
3. Product data sheet
: Danshen Pill
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73. | Radiant Huoxiang Zhenggi Shui or | Used for improving fever, cold sore Huoxiang Zhenggji Shui Pill is New L Chinese [ Abjgrb KivthiZ | Abjgr™b Kiy
Nutraceuticals | Summer Comfort Pil (calenture), headache, abdominal contraindicated to any patient sensitive P(h;mfﬁs‘?ﬁﬁ'a cii| eu|
L|.m.|tt.ad (Herbal | i acts of Rhizoma dlsten§|on, yomltlng and to the API or any other excipients of the Pharmacopoe}a
Division) Atractylodis, Pericarpium citri | 9astrointestinal discomfort dosage form. of The People’s

reticulatae, Cortex Republic of
Magnoliae officinalis No significant side effects were China, Edition
(Processed with ginger), observed 2005, Volume 1.
Radix Angelicae Dahuricae, ' page 474-475
Poria, 2. Product data
Pericarpium Arecae, sheet : Summer
Rhizoma Pinelliae, Comfort Pill
Radix Glycyrrhizae,

Oleum Pogostemonis (Herba

Patchouli oil)

Oleum Folii Perillae (Folium

Perillae oil)/ 2.6gm Sachet

74. | Radiant CerebralCare Granules Improve blood circulation & enhance | Cerebral Care granules is New L. Anlllustrated | ciqiRbig tiditiY biB | cigiRbig
Nutraceuticals | gyxract of energy contraindicated to child, pregnant C&'gg;i Mpztega ieaiq Avte™b bi gAy | tidiiY biB
Limited (Herbal | Radix Angelicae Sinensis, woman or lactating women & patients 84.376 454 5?18 gl KivthiZ citi] leaiq Ave b
Division) Rhizoma Chuanxiong, with hepatic and renal insufficiency Cous bv gAy Kiv

Radix Paeoniae Alba, 604,520,166,222, nj I
Ef‘edggrzf;ma””'ae Possible side-effects are Nausea after 112

Ramulus Uncariae Cum medication occasionally, but with no - P- Prosdh“ecétqata

uncis, impact on continuous medication, and it CerebralCare

Caulis Spatholobi, can disappear of itself Granules

Spica Prunellae,

Semen Cassiae,

Concha Margaritifera,
Rhizoma Corydalis,
Herba Asari/ 4gm Sachet
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75. | Radiant Pearlium Calcium, Magnesium and Vitamin D Contraindicated to any patient sensitive | New 1.Calcium, | Abfgv™b Kiv thiZ Abfgrb Kiv
Nutraceuticals supplement for normal development | to the API or any other excipients of the Magnesium, | ¢y | 7|
Limited (Herbal | Pearlium (Soluble pearl | and maintenance of healthy bones and | dosage form. V',f/?;?]'gg?éé:m
Division) extract) 325mg capsule | teeth. Helps to prevent calcium Natural Health

deficiency. Adequate Calcium , No significant side effects were Products
Vitamin D as part of a healthy diet, observed. Directorate,
along with physical activity helps Canada
prevent bone loss/Osteoporosis in pre- 2 The Role of
and postmenopausal women. nutrients in bone
health, Critical
Reviews in Food
Science and
Nutrition , 2006,
46;page 621-628

76. | Radiant Hops For the treatment of symptomatic relief | Hops should not be taken by individuals New 1) PDRfor | Abjgrb KivthiZ | Abggr b Kiv
Nutraceuticals of menopausal symptom like hot suffering from depressive illness. During Herbal | ¢yt =)
Limited (Herbal | Hops Cone flashes, insomnia, restlessness and | Preanancy and lactation should be avoided. megé?t'ﬂ)%.

Division) Standardized Extract spasms due to nervous tension. No health hazards or side effects are known in page-4oo'
Capsule 85mg conjunction with the proper administration of 2) The

designated therapeutic dosages. Drowsiness or Journal of

(Humulas Lupulus) sedation may occur. Ameripan

Botanical

Council -
2010
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77. | Radiant Fraxinus For the treatment of symptomatic relief | Contraindicated to any patient sensitive | New 1) PDR | Abjgv b Kiv thiZ Abfgyb Kiv
Nutraceuticals of arthritis, gout, bladder complaints, | to the APl or any other excipients of the Mfo&_H_erbalm crti| =]
Limited (Herbal | Fraxinus Standardized | as well as laxative and diuretic. dosage form. Editﬁ)r:quée_w
Division) Extract Capsule 500mg No significant side effects were Z)Joumal gfhe

(Fraxinus excelsior) observed. American
Botanical Council
-2010
78. | Radiant Green Coffee Beans For management of Diarrhea, Pregnant women should avoid caffeine, under | New PDR for Herbal | Ab$gy™b Kiv thiZ Absgi™b Kiv
Nutraceuticals inflammation of the mouth and no Cém“mﬁa”ce exceeding a dosage of 300 mg E’\i'f_d'c'”;" 4 et =]
L . per day. ition; Page-
L|.m.|t¢d (Herbal | Green Cqﬁee Beans pharynx, u§ed to treat hypo_toma and | gie effects include hyperacidity, stomach 202
Division) Standardized Extract as a constituent of analgesics. irritation, and diarrhea and reduced appetite. But The Journal of
Capsule 400mg side effects are not recorded at therapeutic American
dosages. Botanical Council
(Coffea Arabica) -2010

79. | M/s. Kemiko | Valerin root extract, Supports for normal sleep patterns. | Side-effects: New Capsule Sleep | ciqiRbiq fidiiY biB | ciqiRbig
Pharmaceutic gxﬁﬁgfrgggs‘?o%""ﬁgw ':?ps Acts as muscle relaxant. No serious side-effects observed. E?;;Sgts’oi leaiq Aite b by gAy | tiditiY biB
als Ltd. extract, Skullcap leaf, Not rgcommended for pregnant and Biogenesis Kiv thiZ cii| leaiq ,_Avig b
("_'e!'b_al Wild lettuce leaf, lactating mother. Nutraceuticals b gAy Kiv
Division) California poppy extract, Inc., USA nj|

Jamaican dogwood bark, PDR for
Jujube seed extract, Herbal
Melatonin , Calcium Medicine 4"
amino acid chelate, Ed., Vol. 2,
Magnesium amino acid P# 872-875

chelate, GABA, Inositol,
L-theanine, 5-HTP.
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Valeriana officinalis
60 mg , Matrecaria
recutita 20 mg,
Humulus lupulus 20
mg, Passiflora
incarnata 20 mg,
Scutellaria lateriflora
20 mg, Lactuca virosa
20 mg, Eschscholzia
california 12.5 mg,
Piscidia piscipula
12.5 mg, Ziziphus
spinosa 12.5 mg,
Melatonin 1.5 mg,
Calcium amino acid
chelate 20 mg,
Magnesium amino
acid chelate 20 mg,
GABA 50 mg,

80. | M/s. Kemiko
Pharmaceutic
als Ltd.
(Herbal
Division)

Saw palmetto berry
extract, Nettle leaf
extract, Pygeum bark
extract 2.5%
phytosterol, Pumpkin
seed, Beta sitosterol
(40% sterols),
Lycopene (5%),
Asparate.

Serenosa serrulata

Benign Prostatic Hyperplasia,
Encourages healthy testosterone-
dihydrotestosterone (DHT)
balance, Supports enhanced
control of bladder function,
Supplies targeted nutrition for
bladder and prostate tissues.

No serious side-effects observed.
Not recommended for pregnant and
lactating mother.

New

Capsule
BioProstate ,
a product of
Biogenesis
Nutraceuticals
Inc., USA
PDR for
Herbal
Medicine 4"
Ed., Vol. 2,
P# 725-729

ciqRbig fidviiY biB
ieaig Ae b b gAy
Kiv thiZ citi

ciqiRbig
tidiiY biB
leaiq Avie™h
b gAy Kiv
njl
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315 mg, Urtica
diolica 75 mg,
Pygeum africanum
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62.50 mg, Cucurbita
pepo 40 mg, Beta
sitosterol (40%
sterols) 7.5 mg,
Lycopene (5%) 100
mcg, Zinc 5 mg
Capsule.

81. | M/s. Square Saw Palmetto = Benign Prostatic Hyperplasia Contraindications: No known New The ABC Clinical| Kiatbkb inmiie Kimibkb
Herbal & standardized extract contraindication. Guide to Herbs, | ctquRbiq tidiY biB | mmite
Nutraceuticals | with Ginseng & Pygeum Side effect: minor GI complaints. 15t3ﬂfg)1”§ P lieaiqg Adeb br gAy | ciqiRbig
Ltd. extract British Herbal | K1V ThiZ citi| tidiiY biB

Compendium; leaiq Avie b
Saw Palmetto berries Vol-2; P.345-352 b gAy Kiv
extract 160.00 mg +Panax PDR for Herbal nj|
Ginseng 3.30 mg+ Medicine (4th
Pygeum bark Extract edition); P. 384-
1.70 mg + Zinc Methionine 389, 679-681
83.45mg + Copper
Gluconate 14.28 mg

Liquid Filled Hard gelatin
capsule
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82. | M/s. Drug Milk thistle = Treatment of Jaundice, Chronic Contraindications: Chemotherapy, New 1) PDRfor | Abgv™b Kiv thiZ Abygr™b Kiv
International inflammatory liver conditions i.e. immunosuppressant, allergic Herbal medicines| ¢t | 79|
Ltd. (Herbal Sylimarin Marianum Hepatitis, alcoholic liver damage and Side effect: No known side effect. 4" edition

L i~ e i 2) The complete
Division 140mg Capsule hepatic cirrhosis. ) germa\np

commission-E-
Monograph
Therapeutic Guid
to Herbal
Medicines
3) British Herbal
Pharmacopoeia
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83. | M/s. Kemiko milk thistle seed powder, | Supports bile flow, detoxifies liver, New Capsule ciqRbxg TidviiY"bvB ciqubg(q
Pharmaceutic | dlack radish, Beetroot, | yrgyides liver protection. BioLiv,a |yeqiq Arteb bi gAy | fiditiY biB
als Ltd Turmeric, Green tea, product of Kiv thiZ otti| ieaig Arte’b

: Dandelion, Ox bile Biogenesis q ot
("_'e!'b_al (Bovine) , L-taurine, Nutraceuticals bi gAYy Kiv
Division) Betaine (HCL), Inositol, Inc., USA nj|

DL-methionine, Liver PDR for
extract 50 mg, Choline Herbal
(Bitrate), Magnesium Medicine 4"
(Citrate), Ed., Vol. 2,
Cyanocobalamin, Calcium P# 578-581

folinate, Pyridoxal 5-
phosphate.

Silybum marianum 17
mg, Raphanus sativus 8
mg, Beta vulgaris 8 mg,
Curcuma longa 17 mg,
Camellia sinensis 17 mg,
Taraxacum officinale 17
mg, Ox bile (Bovine) 17
mg , L-taurine 17 mg,
Betaine (HCL) 17 mg,
Inositol 33 mg, DL-
methionine 33 mg, Liver
extract 50 mg, Choline
(Bitrate) 67 mg,
Magnesium (Citrate) 9
mg, Cyanocobalamin 3
mcg, Calcium folinate 36
mcg, Pyridoxal 5-
phosphate 1.5 mg Cap
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Milk Thistle- The
ABC Clinical Guide
to Herbs, page-285

Green Tea- The
ABC Clinical Guide
to Herbs, page-335

Curcumin- WHO

monographs on
selected medicinal

plants
V-1, P-115
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84. | M/s. Square Combination of milk = Coronary Heart Disease Contraindications: Chemotherapy, New * MikThiste | Kintbkb inmite Kiotbkb
Herbal & thistle, Brahmi, = High Blood Pressure immunosuppressant, allergic i | ciaiRDg tiddiY br - |inme
Nutraceuticals | Ashwagandha, Green | = High Cholesterol Side effect: No known side effect. usp 3e-NFaL; | _WKig Aute™b br gAy | ciqiRbig
Ltd. tea and Turmeric " Multiple Sclerosis Page538 | Kiy thiZ citi | tideiY by

= Muscular Dystrophy Bacopa (Bacopa iKig Arte™b
ik Thistl = Parkinson’s disease monniera) USP 36- G ARE
Milk Thistle Extract USP | _ Asthma/Emphysema NF3L; Page: 1343 bv_gAy Kiv
225 mg + Bacopa = Kidney Failure Ashvyz:]gar]dha nj|
t
Extract USP 150mg + |« Rheumatoid Arthritis Sor;\:\]/ilfeggl?Bp
Ashwagandha Extract = Lupus disease 2014: Vol: IV;
BP 150mg + Green Tea | = Skin Cancer Page: 395
Extract USP 75mg + = Non-alcoholic Fatty Liver Disease " GreenTea
. (Camellia sinensis)
Turmeric Extract BP USP 36-NF3L;
75mg Tablet Page: 1500
= Turmeric
(Curcuma longa) -
BP 2014; Vol: IV;
Page: 382
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85. | M/s. Kemiko Colchicine, extract of | Gout, Osteoarthritis, Osteoporosis, | No known Contra-indication & Side New For Colchicum | Abygvb Kiv thZ Abjgy™b Kiv
Pharmaceutic | chicken sternum Rheumatoid arthritis, degenerative | effect o Sgt;‘é?”:é%al citi| 7|
als Ltd. (Collagen I1) bone diseases . Medicine-4™
(Herbal edition-P/214-

Division) Colchicum autumnale 215The
equivalent to 0.5 mg Complete
Colchicine & extract Corggi?:i‘gn .
of c_hlcken sternum Monograph-
equivalent to 693 mg P/S6
Collagen Il Tablet. For Collagen Il

—Research at
Harvard
University
School of
Medicine-

www.autumnle
avesnutrition.co
m
Research at
Anhui

University in
Hefei, China-

http://collageen

a.com/info_stud

y results.html
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86. | M/s. Square Rosehip+ = Osteoarthritis (OA) Rheumatoid Contraindications: Caution in Diabetes, New PDR for Herbal | Kimtbkb inmiie Kimibkb
Herbal & Glucosamine+ arthritis (RA) Degenerative change in | G6PD deficiency, thalassemia, sickle cell medicines &th | ciquRbig TiddiY by [inmite
Nutraceuticals | Chondroitin Sulfate bone and Joint. Prophylaxis of Muscle | anemia. o o7 | IKig Ae b bigAy | ctqiRbig
Ltd. and tendon injury. Side effect: Diarrhea, constipation 1999 Kiv thiZ citi| HdtiY by

Rosa Canina 150mg+ Mosby’s _IKig Aife"b
Zea mays 250mg+ Handbook of bv gAy Kiv
Shark Cartilage 200mg Herbs & Natural nj |
Tablet Su_p_plements 3rd

edition. P-506

87. | M/s. Square Lutein+ Zeaxanthin = Cataracts Contraindications: Wilson’s disease New PDR for Herbal | Abygv™b Kiv thiZ Abjgy™b Kiv
Herbal & N = Age related macular degeneration Side effect: No side effect found medicines 4th | eyt | |
Nutraceuticals Chlorella Sorokiniana = Rethinitis Pigmentosa edition P-980-983
Ltd. 20mg+ Lycium

Barbarum 5mg Capsule

88. | M/s. Square Methi + Gurmar = Type-2 diabetes mellitus Contraindications: Caution in low blood New * Thecomplete | Abygv b Kiv thiZ Abjgv b Kiv
Herbal & = Obesity suger. German citi| =)
Nutraceuticals Fenugreek Standardized Side effect: No side effect C(OGrgg)'S;'olrgg
Ltd. Extract 300 mg + Gymnema American botanical

Standardized Extract 200 mg council, HC
Capsule 060392-387,
October 30, 2009

89. | M/s. Square Gripe water = Dyspeptic complains Contraindications: No known contraindication. Banned | British Herbal Banned Item ieaiq Banned Itery
Herbal & = Abdominal pain, windy colic in infant Side effect: Gl tract irritation, rear allergic in 1982 Sg{ﬂ&?g!”gge_ Aite™b by gAy Kiv leaiq :_AviG_ b
Nutraceuticals Mouri BP 4 mg + Ada = Halitosis reaction 147-150 thiZ cii bv_gAy Kiy
Ltd. BP 5 mg + Sodium = Worm infestation nj|

Bicarbonate 15mg /5ml
Syrup

Respiratory and urinary tract

complications.

Complete German
Commission E;
Page — 128
BP 2010, Page#
3572
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90. | M/s. Square Lutein + Zeaxanthin = Cataracts Contraindications: Wilson’s disease New PDR for Herbal | Abygv™b Kiv thiZ Abygr™b Kiv
Herbal & = Age related macular degeneration Side effect: No side effect found Medicine 4th | ¢yt |
Nutraceuticals Lutein (Chlorella * Retinitis pigmentosa Ed't'ong);g: 980-

Ltd. sorokiniana) 25 mg and = Judyetal,
Zeaxanthin (Lycium Lutein and
barbarum) 5 mg Zehaxagthtin ?_”?

Their Potential
Capsule Roles in Disease
Prevention,
Journal of the
American College
of Nutrition
(2004), 23 (6):
567S-587S

91. | M/s. Square Proanthocyanidins 100mg | = Improving vascular health Contraindications: No known New The ABC clinical| Abgvb Kiv thiZ Abjgv b Kiv
Herbal & Capsule = Improving blood circulation and blood | contraindications. guide toherbs | ¢yt | 7|
Nutraceuticals pressure Side effect: Gl discomfort , dizziness . 1st Edition; Pg:

Ltd. French Maritime Pine Bark | = Platelet function normalization 369
100 mg Capsule = Coronary artery disease " American

" e Botanical
= Venous msufﬂqengy ' Council,
= Other potential indications are: Proprietary
thrombosis, diabetes, hypertension, Botanical
asthma, attention deficit hyperactivity Ingredients,
disorder (ADHD), endometriosis, Scientific and
dysmenorrheal and osteoarthritis. clinical
monograph for
Pycnogenol.
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92.

M/s. Total
Herbal &
Neutraceuticals

Biotin Tablet

Biotin 1000mcg

Hair loss., Diabetes:, Diabetic nerve
pain: Brittle fingernails and toenails:

It is not known if this product
interacts with any medicines.
Before taking this product, talk with
your health professional if you take
any medications

New

1. USP -
Dietary
Supplement
Compendium,
USP32- NF27,
Page -447-
448
2. Dietary
reference
intakes:
vitamin A,
vitamin K,
arsenic,
boron,
chromium,
copper, iodine,
iron,
manganese,
molybdenum,
nickel, silicon,
vanadium and
zinc: J Am
Diet
Assoc.2001;1
01:294-300.

Abjgv b Kiv thiZ
ci|

Abjgv b Kiv
Rl

93.

M/s. Total
Herbal &
Neutraceuticals

Cinnamon+ Alpha Lopic
Acid Capsule

Diabetes:
Liver disease Diabetes mellitus,
Glaucoma,

Contact with cinnamon bark or oil
may cause an allergic reaction.
Cinnamon oil is stated to be a

New

World Health
Organization.
WHO
Monographs on

ciqRbig fidviiY biB
ieaiq Arte~b by gAy
Kiv thiZ citi

ciqiRbig
tiddiyY biB
leaiq Avie b
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Cinnamomum zeylanicum
400mg + Alpha Lopic Acid
100mg

Hypertension and Alzheimer's
disease.

dermal and mucous membrane
irritant, and a dermal sensitiser.It is
a hazardous oil and should not be
used on the skin. The oil should not
be taken internally.

Selected
Medicinal Plants,
vol 1. Geneva:
World Health
Organization,

b gAy Kiv
njl
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1999. Page-95-
104
a. British Herbal
Pharmacopoeia,
1996. Exeter:
British Herbal
Medicine
Association,
1996. , Page-59
The Complete
German
Commission E
Monographs.
Austin, Texas:
American
Botanical
Council, 1998.
Page-111 British
Herbal
Pharmacopoeia.
Keighley: British
Herbal Medicine
Association,
1983.

94.

M/s. Total
Herbal &
Neutraceuticals

Melatonin Capsule

Melatonin 3mg Capsule

Jet lag, Sleeping difficulties
Cancer prevention
Regulation of sleep

No data are available, but in theory
melatonin may be additive with medication
that causes CNS depression. In addition,
beta-blockers inhibit melatonin release, and
this may be the mechanism by which beta-
blockers cause sleep disturbance. Other
drugs, including fluoxetine, ibuprofen and
indomethacin, may also reduce nocturnal
melatonin secretion. Melatonin may
influence the effects of warfarin

New

USP - Dietary
Supplement
Compendium.
USP32-NF27
Pagel556
1. Dietar
y
Supplements.
Third Edition.

ciqRbig fidviiY biB
ieaiq Arte~b by gAy
Kiv thiZ citi

ciqiRbig
tideiY biB
leaiq Avie™h
bv gAy Kiv
njl
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95. | M/s. Bexter Melatonin Sleep disorders in blind people. Before taking melatonin, tell your doctor | New 1. British | Abjgv"b Kiv thiZ Abjgv b Kiv
Herbal & Sleeping problems in chindren with or pharmacist if you are allergic to it; or Herbal ci| 79|
Nutraceuticals Avena Sativa 10mg autism and ental retardation to other hormones; or if you have any Pharmacopoe

Tablet other allergies. a2012.
2. WHO
Monographs
on
commission E
Monographs

96. | M/s. Total Neem Capsule Anthelmintic, New 1. The Ayurvedic | ctquRbiq tidiiY biB | cigiRbig
Herbal & Antifungal, pharmacopoeia | yeqq Avte™b by gAy | tiditiY biB
Neutraceuticals | Azadirachta indica Antidiabetic, Ofvlgld'ﬁ‘ Eg&ll' Kiv thiZ citi| leaiq Aite”b

500mg Capsule Ant!bactenal, Delhi, Ministry bv_gAj' Kiv
Antiviral, of Health and nj|
Sedative Family Welfare,
Department of
Indian System of
Medicine
and Homeopathy,
1999.
3. Indian
medicinal plants.
Vol. I. New Delhi,
Orient Longman,
1971.

97. | M/s. Total Bee pollen Capsule Bee pollen may have antioxidant and anti- New Steben RE, | ciqiRbig TigviiY biB veaq | ciquRbiq
Herbal & inflammatory activity, Boudreaux Avig‘b br gAY KivthiZ | +iditiy biB
Neutraceuticals | Bee pollen 500mg Eg)::vﬁesm“m'cmb'al effect, p-1978; |cMI ieaiq Arte"b

Boost immunity. 18:221-226 bi gAY Kiv
Decrease allergy symptoms nj|
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98. | M/s. Total Guto kola Hydrocotyle | possess mild diuretic, Antirheumatic, | Avoid use if hypersensitive to any of the | New herbal drugs | Abjgi™b Kiv thiZ Abjgv b Kiv
Herbal & Capsule Dermatological, Peripheral vasodilator | ingredients of C. asiatica or gotu kola. and citi] 7|
Neutraceuticals and vulnerary properties, Rheumatic phytopharmac

Centella Asiatica 500mg | conditions, Leprous ulcers and euticals
cicatrisation after surgery Stuttgart
medpharm
British
Herbal
Pharmacopoei
a
W HO
Monographs
on selected
Medicinal
plants

99. | M/s. Bexter Gotu Kola anti-inflammatory activity, exhibit anti- | Avoid use if hypersensitive to any of the | New 1.PDR for | Ab$gi"b KivthiZ Abjgv b Kiv
Herbal & anxiety activity and cnhance mental ingredients of C. asiatica or gotu kola. herbal ci| 79|
Nutraceuticals Centella asiatica 100mg | function, stimulate blood vessel grouth medicine 2nd

Tablet in concetive tissue, increase the edition
strength of the dermis and increaded 2. WHO
keratinisation of the epidermis of the Monographs
skin;. on Selected

medicinal
plants

100.| M/s. Total Garcinia Cambogia+ Exercise performance: Garcinia may lower blood sugar levels. New A INDIAN | Abygr™b Kiv thiZ Abjgr™b Kiv
Herbal & Gymnema Sylvestre Hydroxycitric acid, a constituent in | Caution is advised in patients with diabetes PHARMAC | citi =]
Neutraceuticals | Capsule garcinia, may increase fat (high blood OPEAI
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metabolism and enhance exercise | and in those taking drugs, herbs, or 2007 - Page
Garcinia Cambogia performance. Additional study is fr?gtp;fr:;ngsloo d sugar. Serum glucose no1397-
(Ga(0|n|a Cambotia needeo_l to confirm t_hese results levels may need to be monitored by a 139§3
(Fruit) 750mg+ 3) Weight loss: Evidence b. United
Gymnema supporting States
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Sylvestre (Gymnema
Sylvestre Extract 134mg

hydroxycitric acid, the active
ingredient in Garcinia cambogia,
for weight loss is mixed.
Additional study is warranted to
clarify early findings

qualified

healthcare professional, including a
pharmacist, and medication adjustments
may be

necessary.

Pharmacopeli
a29and
National

Formulary
24 and
Supplements.

c. PDR for
Herbal
Medicines,
Fourth
Edition. by
Thomson
Healthcare,
Inc. 863,796

101.

M/s. Bexter
Herbal &
Nutraceuticals

Lavender

Lavendula angustifolia
400mg Capsule

Asthma, Brating bronechtis cough
depression, anxiety and insomnia,
muscle relaxation and agitation.

Lavender is contraindicated in Epilepsy,
High blood pressure, Hypoglycemia &
Kidney problems.

New

1. British
Herbal
Pharmacopoe
a
2.The
complete
German
commission E
monographs
3. Who
Monographs
on

commission E

Abjgvb Kiv thiZ
ci|

Abjgv b Kiv
Rl
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102.| M/s. Bexter Chamomile Boost the immune system, eliminate | A relatively low percentage of people are - New 1. British | Abygv™b Kiv thiZ Abygi~b Kiv
Herbal & bad bacteria, anti-inflammatory, ffgcst'it(')‘:]est‘;gggm‘gggigcgtger‘;e;\‘l’viz‘ge;g'dc Herbal | citi| =)
Nutraceuticals Asteraceae (Daisy) antimicrobial lowers blood cholesterol. chrysanthemums o other members of the Pharmacopoe
500mg Capsule Compositae family are more prone to develop a
contact allergies to chamomile, especially if they 2.The
complete
German
commission E

3719 |Page




bs [ c ZKiiiKi big Jliai big ibt Kby Contra-indication & Side effect Status Reference nierj GWABRix | mfi imxs
I 1RIbiK big (New Kigiu (J1a 1hgSY
Molecul KigiUt tUKibK'vj mie
el Kigiut mrfvi imxiS
Existing
)
take other drugs that help to trigger the monographs
sensitization. 3. Who
Monographs
on
commission E
Monographs
103.| M/s. Bexter Goldenrod Gastroenteritis, Arthritis, Allergies Contraindications are few for Goldenrod, New 1. British Herbal | Ab§gv™b Kiv thiZ Absgv™b Kiv
Herbal & although those who are pregnant or have Pharmacopoea citi| =)
: . : serious heart or kidney problems should steer 1983
Nutraceuticals Solodago Virgauria clear. There are no known side effects either 2. The
400mg Capsule alone or with other drugs or herbs, but this has complete
not been studied extensively. Minor allergic German
reactions could occur in some people commission E
monographs
3. Who
Monographs on
commission E
Monographs
4. Oxford
University press
2003
104.| M/s. Bexter Buchu Antiseptic, Aromatic, Carminative, Avoid in kidney infections and diseases. Buchu's | New LPDRfor | Abygv b Kiv thiZ Absygv b Kiv
Herbal & Diaphoretic, Digestive Tonic essential oil contains diosmin and pulegone herbal medicine citi| =)
: ; ' which can cause irritation. 2nd edition
Nutraceuticals Agathosma Betulina 5 WHO
500mg Tablet Monographs on
Selected
medicinal plants
105.| M/s. Bexter Coenzyme Coenzyme Q-10 is a vitamin-like substance | We have no information for Quenzyme | New 1PDRfor | Abygv"b KivthiZ Abjgr™b Kiv
Herbal & found throuhtour th especially in the heart, Q10 contraindications herbal medicine citi| =)
Nutraceuticals Coenzvme 100m liver, kidney and pancreas. it is eaten in small ' 2nd edition
u u Tablety g amounts in meats and seafood. Coenzyme Q- 2. WHO

10 can also e made in a laboratory. It is used

Monographs on
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as medicine, Chest pain (angina) High blood
Pressure & Hair |

Selected
medicinal plants
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106.| M/s. Bexter Sage Calming and stimulating the nevous | Contraindications have not been New 1.PDR for herbal | Ab§gv™b KivthiZ | Abjgi™b Kiy
Herbal & system, candia, colds, cought, dental | identified. med'g.”.‘e 2nd | ot =]
Nutraceuticals | Salvia Officinalis 600mg | abscesses N Vl\tllﬁrC])
Tablet Monographs on
Selected
medicinal plants
107. Salvia officinalis Indigestion due to stomach disorder, Contraindicated during pregnancy. | New PDR for Herbal | Abjgy™b Kiv thiZ Abjgv b Kiv
M/s. Hamdard diarrhoea, loss of appetite, bloating, E'(\;i'tfi’g:]‘?”&e;f”d crti| =]
Laboratories Salvia officinalis 250mg | flatulence, inflammation of mouth & 655-657. Pp-
(Wagqf) Capsule pharynx, excessive perspiration,
Bangladesh Ltd. Alzheimer's disease, hyperlipidemia
and profuse lactation
108.| M/s. Bexter Bone Meal Treating bone loss and osteoporosis, | Arteriosclerosis with Occlusion of the Arteries, | New 1.PDR for herbal | Avte™h bv gAY Kiv | Avte™b by
Herbal & taking calcium for 30years after E'_dﬂex Stone, fK'ngy ?'sease’hsaéfo'zoﬂ?h me"'g_”_‘e 2nd | thiZ citi| gAy Kiv nj |
Nutraceuticals | Bone Meal 500mg menopause might resultin a 10% AEOUHT;“&%umoifﬂhztgl'gotd’eEX(?:ss’ive'g > o
Tablet improvement in bone strength and @ | Amount of Vitamin D in the Body. Monographs on
50% overall reduction in bone break Selected
rates. medicinal plants
109.| M/s. Bexter Parsley Obesity, Urnary tract infections. Not recommended for water retention due | New 1. The complete | Ab$gy™b Kiv thiZ Absgi™b Kiv
Herbal & Digestive problems, Menstrual to heart or Kidney condition. Renal German | gt |
Nutraceuticals | Petroselium Crispum | Problems inflammation Pregnancy (potential commission E
abortifacient). monographs
450mg Capsule 2. WHO
Monographs on
commission E
Monographs
3. British Herbal
Pharmacopoea
1996
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110. Pausinystalia yohimbe | Impotence, erectile dysfunction, It is contraindicated in liver and New PDR for | Abjygv b Kiv thiZ Abjgv b Kiv

M/s. Hamdard o ) . . )
. debility and exhaustion. kidney diseases. Herbal cui| 7|
Laboratories , , , T
(Wagf) Pausinystalia yohimbe Medicines, 2nd
10mg Capsule Edition, USA.
Bangladesh Ltd. op. 843-846,
111. M/s. Hamdard Mucuna pruriens Nervous dehility, sexual debility, low There is no known contraindication. | New PDR for | Abygi™b Kiv thiZ Abjgr™b Kiv
' : sperm count, premature ejaculation, Herbal citi] 79|
Laboratories , | £ libido. h : ; Y »
(Wagf) Mucuna pruriens 500mg |loss of libido, ypertension, diabetes, Medycmes, 2
Banaladesh Ltd Capsule hypercholesterolemia, amenorrhoea, Edition, USA.
g ' parkinson's disease and bell's palsy. pp. 230-231.

112. Berberis vulgaris Liver malfunctions, splenopathy, There is no known contraindication. | New PDR for Abjgv b Kiv thtZ Abjgv b Kiv
M/s. Hamdard . . !aundlcg, gallbladder dysea_se, ngbal citi| 7|
Laboratories Berberis vulgaris 500mg |n.d|gest|0n,. tubercuI03|_s, piles, renal Medlc[nes,

Capsule disease, urinary tract disorders, gout, 2nd Edition,
(Wagf) . he _
rheumatism, arthritis, lumbago, USA. pp. 61
Bangladesh Ltd. T o :
malaria, leishmaniasis and opium & 62.
morphine withdrawal.

113. Passiflora incarnata Nervous excitement, insomnia, There is no known contraindication. | New PDR for | Abygv b Kiv thizZ Abjgi~b Kiv
M/s. Hamdard depressive states such as hysteria, Herbal citi] 7|
Laboratories Passiflora incarnate general nervous agitation, and nervous Medicines,

(Waqf) 400mg Capsule gastrointestinal complaints. 2nd Edition,
Bangladesh Ltd. USA. pp.
573-575.

114.| M/s. Hamdard Aesculus Venous insufficiency, chronic venous | There is no known contraindication. | New PDR for | Abygv b Kiv thizZ Abjgr™b Kiv
Laboratories hippocastanum insufficiency (such as pain and a Herbal ci| 7|
(Wagqf) sensation of heaviness in the legs, Medicines,

Bangladesh Ltd. | Aesculus nocturnal cramps in the claves, pruritis 2nd Edition,
hippocastanum 300mg | and swelling of the legs), post- USA. pp.
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Capsule

traumatic and post-operative soft tissue
swelling, hemorrhoids, lumber and low
back pain, venous back pressure,
varicositis, phlebitis

403-407.
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extract of Momordica charantia makes the

contraindication.

Drug Consult
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115, M/s. Hamdard Crataegus oxycanthus | Cardiac insufficiency, senile cardiac It is contraindicated in children New PDR for Abjgv b Kiv thtZ Abjgv b Kiv
Laboratories insufficiency, dysrrhythmia, chronic cor | under 12 years old and during the Herbal ci| 7|
(Waqf) Crataegus oxycanthus | pulmonale, angina pectoris, heart first trimester of pregnancy. Medicines,
Bangladesh Ltd. | 300mg Capsule insufficiency due to old age, 2nd Edition,
myocarditis, arteriosclerosis, nervous USA. pp.
heart complaints, mental excitement, 271-275.
nervous dehility, hypertension and
stresses.
116.| M/s. Hamdard recutita Cough, cold, bronchitis, fevers, It should not be taken by anyone New PDR for Abjgv™b Kiv thiZ Abjgy™b Kiv
Laboratories inflammation of skin, mouth, pharynx, | with a known allergy to its Herbal citi] 7|
(Waqf) Matricaria recutita stomach, duodenum, colon, rectum & | components. Medicines,
Bangladesh Ltd. | 350mg Capsule sexual organs, irritation of upper 2nd Edition,
respiratory tract, wounds and burns USA. pp.
331-335.
117, M/s. Hamdard UncaPria tomentosa Rheumatic complaints, gastritis, There is no known contraindication. | New PDR for Abjgv b Kiv thtZ Abjgv b Kiv
Laboratories inflammation, asthma, wounds, Herbal citi| 79|
(Waqf) Uncaria tomentosa menstrual irregularity and crohn’s Medicines,
Bangladesh Ltd. | 500mg Capsule disease. 2nd Edition,
USA. pp.
160-162.
118.| M/s. Hamdard Solidago virgaurea Urinary calculi, infections of urinary There is no known contraindication. | New PDR for Abjgv b Kiv thtZ Abjgv b Kiv
Laboratories (tMETh TW) tract, burning urination, oliguria, renal Herbal ci| 7|
(Wagqf) insufficiency and liver disorders, Medicines,
Bangladesh Ltd. | Solidago virgaurea inflammation of kidney, kidney and 2nd Edition,
(IMETh W) 450mg bladder stones. USA. pp.
Capsule 289-291.
119.] M/s. Hamdard | Bitter Melon The special preparation of standardized fruit | Generally there is no known New Mosby's | Absgrb Kivthiz — [Abjgrb Kiv
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(Wagf) Bitter Melon 500mg produc_t as a perfect natural remedy for _ (2006), EG|
Bangladesh Ltd. | Capsule balancmg the _b(_)dy. Itacts asa rejuvenator in Section I,
pancreatic activity and restores pancreatic Herbal and
functions. It promotes endogenous insulin
production and augments alternative modes of Supplement
glucose handling and eventually reduces blood Information.
p.
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sugar. It also acts as a blood purifier for : [11-13.
beautiful & healthy skin, combats acne and
pimples, boosts up immune system and lowers
blood cholesterol level. It acts as carminative,
laxative and stomachic and very effective in
stomach disorders
120.| Acme Peppermint oil 187mg | In addition to use as a seasoning and | Contraindicated in patients with New PDR for | Abygv b Kiv thizZ Abjgr™b Kiv
Laboratories Capsul flavoring, peppermint is used to treat | achlorhydria. Also Contraindicated herbal cii| 7|
(Herbal Division) irritable bowel syndrome (IBS) and | for infants due to the potential risk Medicines
Mentha piperita Linn. | other G conditions. Menthol is of spasm of the tongue or
avallablg in numerous comme.rmal respiratory arrest.
preparations used to treat respiratory
tract infections and topically for its . .
cooling and warming |glctiorilto relieve Side eﬁept None known according
pain. to commission E.
121.| Acme Zinger Powder Loss of appetite, Travel Sickness, Contraindication: Because of its cholagogic | New PDR for Abjgv b Kiv thtZ Abjgv b Kiv
Laboratories 250mg Capsule Dyspeptic Complaints effect, the drug should not be taken in herbal | citi] |
CL presence of gallstone condition. .
(Herbal Division) Medicines
Zingiber Officinale Side effects: Ginger can cause 2 Edition
Linn 250mg hypersensitivity reaction resulting in Page 339-
dermatitis. Large overdoses can causes 340
cent(al nervous system depression and The
cardiac arrhythmias. Complete
German
Commission
E
Monograph
Page 135-
136
122.| Acme Ginseng Syrup 1. Adaptogen & general tonic, 2. Contraindication: Caution should be taken New The Complete Ab;gv‘b Kiv thiZ Ab;gv‘b Kiv
Laboratories Increase athlette per forman & in patients with cardiovascular disease or German citi|
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(Herbal Division)

Ginseng Standardized
Concerted Liquid Extract
(Panax Ginseng)
300mg/5ml

endurance, 3. Vitality, 4. Fatique &
Devility, 5. Endancement of physical
& mental capacity

diabetes.

Side effects: No known (at therapeutic
doses), but massive over dosage can bring
about ginseng abuse syndrome which is

Commission E
monographs,Her
bal Medicine
Expanded E
Monographs,

Rl
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characterized by hypertension, insomnia : British Herbal
and hypertonia Pharmacopoeia
1996
PDR for
herbal
Medicines
123.| Renata Limited | Plantain Manage tobacco cravings, reduce | Should be used cautiously or is New PDR for | Abjgi"b Kiv thiZ Abjgv b Kiv
(Herbal tension associated with smoking contradicted by Elderly people, Herbal citi] 79|
Division) Plantain powder cessation, and facilitates the children, and people with Medicines
Kashor, 250 mg per capsule release of accumulated tobacco compromised immune systems. (4" edition)
Hobirbari, Days 1-3: 1 capsule toxins from the body.
Bhaluka, daily Days 4-7: 2
Mymensingh.
124.| Drug International | Mucolytic-Cough Mucolytic and expectorant, helps to relief | It is contraindicated in patients with known | New PDR for Abjgv™b Kiv thiZ Abjgy™b Kiv
Lt_d _(I_—|erba| Relieving symptoms of catarrh (inflammgtion) of hy_persensitivity to any other components of I-!erbal N citi| =]
Division) the respiratory tract accompanied by this syrup. Medicines 4
(Ilvy Leaf Dry Extract coughing. edition.
0.750gm + Thyme Dry
Extract 1.00gm) / 100ml In rare cases, this cough syrup may have a
Syrup laxative effect. In rare cases skin allergy or
gastric disturbance may occur.
125.| Incepta Herbal & | Chitosan hydrochloride Possibly Effective for: Contraindications: New Pharma ciqRbig tidviiY biB | ciguRhbiq
Nutricare Ltd. 500mg Capsule ;?:Le”thser‘;"gz_;idggy f\zl”#éﬁ V\tlgl(()eﬁrebon tlr?gge None well established. Euro ieaiq Ade b bi gAy  |tiditiY biB
ialysis. . . ~
: patients, chit)(gsan may reducg high | Side Effects: KivihiZ cii] ieaiq '_Avi? b
Each capsule contains | cholesterol; help to correct anemia; and | Some studies have proven chitosan causes gas, b gAY Kiv
500 mg Chitosan improve physical strength, appetite, and sleep. | bloating, and diarrhea (due to fermentation of nj|
Hydrochloride BP Treating periodontitis, a dental condition. | the fatin the large intestine).more long term and

Applying chitosan ascorbate directly to the

short term studies are required to establish side
effects.
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Each 5 ml syrup contains

Herbal medicine is clinically proven as
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gums seems to help in the treatment of
periodontitis.
Helping to remake tissue after plastic surgery.
Applying N-carboxybutyl chitosan directly
seems to help donor site tissue rebuild in
plastic surgery.
126.| Incepta Herbal & | Softgel Capsule: e Maintenance of normal blood | Contraindications: New Mosbhy's | Kiatbkb inimie Kiatbkb
Nutricare Ltd. Phytosterols pressure. Known hypersensitivity to any component of the Drug Consult | ctqiRbig tididiY biB |intmie
400mg+Fish Oil Omega- | ® Support the body's natural anti- formulation. (Page: ||| - |1eaiq Ate b bv gAy | ciqiRbig
3 Fatty Acids equivalent inflammatory response. Side Effects: 82) Kiv thiZ cii| tidiiY biB
to 270mg . Eupplort normal, healthy cholesterol | o (l;/_lild hto (severed gbastfr_oir:]tetstir:allf_ uhpset olrI ieaiq Ae b
- : - : evels. iarrhea (caused by fishy taste/fishy smel [
Egcdoiggtzglaenmc Acd Reduce the risk of coronary heart of the formulation) Ev_gAy ki
o disease. e Acid reflux |
Docosahexaenoic Acid | | Support joint & heart health. : mz?rebsl:irgn
Each soft gelatin capsule | Natural anti-inflammatory. . Bloa?ting
. o Improvement of brain function.
contains 900mg of fish oil
including 450mg heart-
healthy omega-3 fatty
acids EPA
(Eicosapentaenoic acid)
270mg & DHA
127.| Incepta Herbal & | Vasak 5gm+Tulsi It liquefies phlegm. It is effective for all | Contraindications: New N/A ciqRbig tidvtiY biB | ciquRbig
Nutricare Ltd. g?lrr?*l%“rm Jggt’%‘farkm kinds of cough such as dry irritable There is no evidence available on ieaiq Ave b b gAy | tidiiY biB
3gm%ngsha 3gm-+Baheda cough, allergic & smokers cough. It contraindication but it may happen in - Kiv thiZ cifi| leaiq Avte”b
2gm+Pippali lgm+Dalchini | S0othes the throat irritation and patients who are hypersensitive to any bv gAY Kiv
1gm+Laung 0.7gm+Kali relieves hoarseness. of its ingredients. nj|
Maricha 0.2gm+Pudina Sat
0.1gm / 100mL Syrup Side Effects:
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extracts of Vasak (Adhatoda
vasica) 250mg, Tulsi
(Ocimum sanctum) 150mg,

safe & well tolerated. In the
recommended doses, side effects are
rare.
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Sunthi (Zingiber offcinale)
150mg, Karkatshringi
(Pistacia integerrima) 150mg,
Mulethi (Glycerrhiza glabra)
150mg, Draksha (Vitis
vinifera) 150mg, Baheda
(Terminalia belerica) 100mg,
Pippali (Piper longnum)
50mg, Dalchini
(Cinnamomum zeylanicum)
50mg, Laung (Syzygium
aromaticum) 35mg, Kali
Maricha (Piper nigrum) 10mg
and Pudia sat (Mentha
spicata) 5mg

128.

Incepta Herbal &
Nutricare Ltd.

Tulsi 1gm+Mulethi
1gm+Banaphsa
1gm+Kantkari
1gm+Talispatra 1gm+Sunthi
0.5gm+Pippali
0.5gm+Vasaka 0.5gm+Sathi
0.5gm+Pudina satva
0.06gm+Shudha

Each 5ml syrup contain
extracts derived from Tulsi
(Ocimum Sanctum) 50.0mg,
Mulethi (Glycerrhiza glabra)
50.0mg, Banaphsa (Viola
odorata) 50.0mg, Kantkari
(Solanum xanthocarpum)
50.0mg, Talispatra (Abies
webbiana) 50.0mg, Sunthi

Effective in different kinds of cough
and throat imitation.

Contraindications:

There is no evidence available on
contraindication but it may happen in -
patients who are hypersensitive to any
of its ingredients.

Side Effects:

Herbal medicine is clinically proven as
safe & well tolerated. In the
recommended doses, side effects are
rare.

New

N/A

ciqRbig fidviiY biB
ieaiq Ae b bi gAy
Kiv thiZ citi

ciqiRbig
tidiiY biB
leaiq Avie™h
b gAy Kiv
njl
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(Zingiber officinale) 25.0mg, | Effective in different kinds of cough Contraindications: New N/A ciqiRbig fidviiY biB | ciqiRbig
Pippali (Piper longum) and throat imitation. There is no evidence available on ieaiq Ave b b gAy | tidiiY biB
25.0mg, Vasaka (Adhatoda T . ; - . ~
vasica) 25.0mg, Shat contra|nd|cat|on but it may hgppen in - Kiv thiZ cifi| leaiq ,_Avig b
(Zingiber officinale) 25.0mg, patients who are hypersensitive to any b gAy Kiv
Pudina satva 3.00mg, of its ingredients. nj|
Shudha madhu (Honey)
1.75gms Side Effects:
Herbal medicine is clinically proven as
safe & well tolerated. In the
recommended doses, side effects are
rare.
129, Incepta Herbal & | Purified Guggulu e Cough associated with acute and | Contraindications: New N/A ciqiRbiq fidviiY biB | ciqiRbig
Nutricare Ltd, | J79m*Braksha chronic upper and lower respiratory | There is no evidence available on ieaiq Arte™b br gAy | tiditiY biB
0:53m +Jufa 0_5gn¥ +Guduch tract '“f?Ct'Ons contraindication but it may happen in - Kiv thiZ cii | leaiq Avte™b
0.4gm-+Vasaka *  Smoker's cough _ | patients who are hypersensitive to any bi gAy Kiy
0.3gm+Yashti-madhu e Cough due to chronic obstructive | of ts ingredients. nj|
0.3gm+Gojihva pulmonary disease (COPD)
O.2gm+Ne_,\eLa[|)ushpa e Supports réeglthyh. f bronchial Side Effects:
8‘igm+T”p. o passageway and breathing function. 14 i ¢ known to have any side effects
.18gm+Trikatu e Supports the body’s normal response | . .
0.18gm+Vidanga to occasional irritations of the lung it taken as per the prescribed dosage.
0.16gm+Kantakar and bronchial passages.
0.16gm+Taja .
0.16gm+Navasagara 0.06gm | ® Natural alcohpl free support. Th!s
/ 100mL Syrup nqn-drowsy is  well tolerated in
children too.

Each 5ml syrup contains
extracts of Madhu (Purified
honey) 1.25g, Purified
Guggulu (Balsamodendron
mukul) 35mg, Draksha ext.
(Vitis vinifera) 35 mg,
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Vishnupriya (Ocimum
sanctum) 25 mg, Jufa
(Hyssopus officinalis) 25mg,
Guduchi (Tinospora
cordifolia) 20mg, Vasaka
(Adhatoda vasica) 15mg,
Yashti madhu (Glycyrrhiza
glabra) 15mg, Gojihva
(Onosma bracteatum) 10mg,
Neelapuspha (Viola odorata)
10mg, Triphala 9mg, Trikatu
9mg, Vidanga (Embelia
ribes) 8mg, Kantakari
(Solanum xanthocarpum)
8mg, Taja (Cinnamomum
cassia) 8mg, Navasagara
3mg
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