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tgRi tRbitij Gg IR ielibr, KbmvjtuU idiRikayb, evsjvi™k AigW tdutmm, Xikv]

AaicK Wit Gg G digR, gniciiPijK, v " Aia™ R, XiKi|

Rbve i““0j Awgb nvljv vi, hif miPe, Rb v ™ Liek v ", v " I ciievi KW gSYijq, XiK]
Rbve Wit tgit Ave™y ik, ciiPjK (cikTTY) ci9l, gniciiPygK, v mad™ Aia” R, XiKi|

Aa’icK Wit gieb Lib, tKilva™q], eveUzkL gyre tgiWiKj iekie™ijq|

Aa’icK W. b#“b binvi ingwb, dvigmiiefiM, XiKv iekie™"vjq|

Aa'ick Gd Gg miTKy, tgiwimb refiM, XiKi tgWiKj KijR, XiKi|

TGIOF O qF AT, 5N 8 (@1 @ [{eeaes, T AlTETsR (e S, G |

[ Tfs T2 *fRACEBIE, b 8 @I @ Rexiaes, 5l (erae S, BI |

Wt dvirvbr 1 Igub, mnthwMi Aa'icK, ciZibia MiBox GU Aet=iU- 1efiM, XK tgiWiKj KiJR, XiKu
Wit \RbiZ Aviv teMg, Aa'vcK, dvgviKvgiR 1efiM, XiKv tgiWiKj KijR]|

Rbie Gm Gg kidD¥aigib, mficiZ, evsjvi~k Jla kT migiz, Xiki|

Aa'icK Wit G, 1K, Gg, AWRRY nK, ciql mficiZ, evsjvi Kk tgiWiKj Gimumigkb, XiKy|

Wit tgigby nK, Dct ov, eisji k Jla 1ki migiz Ges e'e vchv ciiPiK, fgmm fRbiij
cvgumDiUK vy m 1j t]

Rbre Are’y 1gv3u 1, m™m’, Kvh tbemnx ciil ™, eisjii™k Jla ki migiZ Ges e'e vchv criPyjK, tgmm
Bbimbv dvgumDiUK v gm ijt]

Rbve bvtmi kvnrigyi Rvn™x, mn-mficiZ, evsjit ™k ditgms KiDIYj, XiKi]

Aa'icK W. tiRDjJ Rijj, ciZibra, eisjvik dvgumDiUK vjm tmimBiU, XvKv|

Wit Gg G gbmy, ciZibia, esjvi Kk tnuglcw_K tel, XiK]

ietMWavi tRbitij mikvi Gg G giZb, ciiPijK, Jla ckimb cii~Ri, XeKid m™m” miPe |

mficiZ giniq Dei Z mKjiK ~wWZ RibiBgy mfii Kvh mPbv Kiibl]

mfugq Dc nwcZ ielq, AvigwPby I mgwikmgr ibig ieeZ nBj t

1

1eMZ 10 Gicj 2007 ZwiiL AbwZ JlaibgSY Kigili 235 Zg mfvi KihieeiYx Abygi~b cmit|

At jiPhy t
mfig Jla 1bg3Y Kigili 10 Gicj 2007 ZwiiL AbwZ mfvi KihieeiYx cV Kiiqy ie -wiZ AvtjiPhy

Kiv ng|

ImxyS- t

D=3 KihieeiYs ¢V Kiiqr Ab§PQ™D 4.3 ieliq e -wiZ AjPby ng] D3 AbYPQ IUIZ MpxZ imxiS-1Q]
th, Jla 1bg3Y Kigili mFiq ietePbit_ tUKIbK'vj mieDKigili mfvg Arte bKZ .c mge g vgtbi 11T
R Fee A8 smrgr US-FDA KZK Abjgi'b 1 BNF DG AS-HB  siar=-
Z /tidvtiY ¢ b KiitZ nBte] Jla ki migiZzi e3e” Abyiti D3 imxiS- cietePbr Kiigr tbigi
mstkvabr Avbgb ceK Jla 1bgSY Kigili 10 Gicj 2007 ZwiiL AbwZ 235 Zg mfvi KihieeiYx
IIdZKiY Kiv nqgt
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JlahgSY KigiUi Avl Zvaxb tUKIbK'vj mie-Kigiu KZK 17tk “vbig Drev'ibi Rb bzl Jla I cPijZ
Jliai bz gili ¢ mgsni Ade’b giugtbi T ArtebKiMYiK US-FDA KZK Abjgi'b 1
BNF DG AS-¥fe sie@r=- Z_/iditiVDGi ~nij USFDA KZK Abjgri'b A el BNF-G AS-fi@
A_ev 7tk ctqiRb TingviQ GB aitYi Jlfai Dch§ cgiYu™/Z_vejx ¢ vb KiiiZ nBie|

Toig Drevb 1 Avgibii Rb” bZlz Jla (New Drugs) I cPijz Jltai bzl gilvi Jla Ges ¢
IPIKrmvi Abyic Jlamgini TIIR{+kb cmi%|

At jiPhy t
1UKIbK 1§ mie-Kigiut 53Zg mfug Jla 1bgSY KigiUt MZ 10-04-2007 ZwiiL AbwZ 235Zg mfui

mxiS- Abkgx Safety, Usefulness, Efficacy-Gi AvijiiK gFvgiYi ji9[" USFDA KZK .Abygi"b Ges
BNF-G AS-¥f& we@=- ibidZ | hiPiB/eyQBKZ .Z_"/tidviiY Ges Avg vbri 11T vd-imj muidiKU
seer~- buZgigvi AvijuitK (Jla bgSY Kigili 10-09-2003 Zwiil AbyZ 226 Zg mfii imxiS-ws)
bz Jla Ges cPijZ Jliai bzl gilvi Jliai ZwjKv Abivgr tiRi=kibi Aie b AvtjwPbvi Rb”
Dc veb Kiv nBquQj | USFDA KZK Abygi'b Ges BNF-G AS-fiB ielgK hi c=eieast sisa=- Jla
1bgSY Kigiui metkl mxviS-i evevii Jla ikt mgiZi m™m'mn tKib tKib m™im"i e3te" 1fbgZ cKik
ciq|

mfiq Dc wecZ Ade bmgr USFDA Ges BNF-Gi thS  fidwtitYi rfiEfZ D3 mxutS-i AutjuiK
ietePbvi Rb™ tck Kiv nBauiQ erjqv Dc ez bz Jla I cPijZ Jltai bz gilvi Jliai 19141
AitjPbi 1 vetePbr AvciZZt IMZ iwlqr A jiP'miPT Abb™ cm¥amgr AidjwPbii Rb™ TUKIbK'vj mie
Kigili D3 mfug Abyiva Rvbviby nBauQj |

{UKIbKvj mie-KigiUi m™m” miPe 1 ciiPijK Jla ckimb ciiBi D3 mfig Dc weZ bzk Jla |
2bfeTs SLR T V@R TR RGEE*T RIIHATR ARG S TR I IR AR &y
mainbZ mKj m m'tK Abgiva Aich KiiquQtjb|

Ggzie vq bzl Jla Ges cPijZ Jltai bzl gilvi Jlfai 19T US-FDA Ges BNF-Gi fiditiY
sFew=- Jla 1hgSY Kigiut 235 Zg mfig MpiZ mxviS-1 veliq fUKIbKvj mie-Kigiut MZ mfui
mgwitki tfciq[iZ 1e -wiZ AvjvPhi ng|

ImxiS- t

GLb nBfZ Jla 1bgSY KigiUi AvlZvaxb tUKibK'ij mie-Kigiu KZK 171k “big Drei“ibi Rb™ bzl
Jla 1 cPjZ Jltai bzk gilvi c mgtai Avteb gfgibi 11T Avte bKviMYiK US-FDA KZK
Abjgr'b | BNFBG AS-Sfe wiewri=- Z_/tiditiYDGi ~nij US-FDA KZK Abygi'b A_er BNF-G
AS-f@ A el 171k ciqiRb iinqiQ GB aitYi Jliai Dch cgiYw'/Z_"vejr c b KiiiZ nBie|

Jla ibgSY Kigiui MZ 10-04-2007 ZwifL AbpZ 235Zg mfui mxiS- Abingr ceeZx 10-9-2006
ZwiiLi 234Zg mfiq Abjgw™Z (1) Omeprazole 20 mg + Sodium Bicarbonate 1100 mg Capsule
& Immediate Release Capsule, (2) Omeprazole 40 mg + Sodium Bicarbonate 1100 mg
Immediate Release Capsule, (3) Omeprazole 20 mg & 40 mg + Sodium Bicarbonate 600 mg +
Magnesium Hydroxide 700 mg Chewable Tablet ¢ mgr ciietePby cmi%|

AvtjvPor t
leMZ 10 Gicj 2007 ZwiiL AbwZ Jla ibgSY Kigiui 235 Zg mfig ceeZx 10/9/2006 ZwiiLi

234 Zg mfig Abfgn™Z Dctiv® ¢ mgni 11T cieZx tUKIbKvj medKigili mfig US-FDA
KZK Abgrb I BNF-G AS-fi@i AitjiiK cinetePbii imxiS- MpiZ nBauQj |
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GB fcifltZ mxiS- c vibi Rb™ tUKIbK'vj mie-Kigil 1e -wiZ A jPr Kii| tUKibK'vj mve-Kigi
AitjwPbr Kiiqy US-FDA Ges BNF-Gi tidititYi evciti Pavs- mxits-i rfiEfZ Jla ibgSY
Kigili cieZr mfiq GB e'vciti vetePhvi Rb™ mgwik Kii] D= mgwik Abgngr mfiq 1e -wiZ
At jvPby nq|

mxiS- t

c mgr USFDA KZK .Absgi™Z nBij 1 ewsjit tk e'e vcT (Prescription) Staidt 8=¢ fafas «@er
h$#ivioi Abyc bg Ges Omeprazole Rizxq Jlta Sodium Bicarbonate mnthitM N ftgaqi x e’envi
Ges Ut T tHT eenii Kit 23 wfeaiae o efsfama s aem 823 ¢ mgini
tiIRi=kb enZj Ges ¢ ZKviKMiYi 1bKU Kivgrj 1 tgioK migx _wKij Aiigr 06 (Qq) gvimi gia’

ibtikl Kiievi 1 GB mggmigyv tKib Ae vq eraZ Kiv nBie bi erjqvl mfig imxiS- MpxZ nq|

JlabgSY KigiUi MZ 10-04-2007 ZwiiL AbwZ 235 Zg mfii imxiS-=wew febifis [feg el
Kiatbkb Riziq Jltai Aite thi toifliZ thieK digigktbi buzgijv cYgb cmit]

At jiPor t
Jla bgSY KigiUi MZ 10 Gicj 2007 ZwiiL AbwZ 235 Zg mfuq rfUngibi 1erfb cKvi Kigibkb

Rizxq Jltai Aite thi tcif1iZ thiSK digyjkibi GKiU buZgvjv cYatbi mgwik Kiv nBquQj | GB
ciitciiZ etk LAMEYi mgStq GKiU Kigil Mvb Kivi ieliq ie —wiZ AvtjiPbi ng|

mxiS- t
rFUngtbi 1erfb aitYi Kiatbkibi Rb™ thiSK digyjkibi buZgijv cYqtbi Kigil ibig Mvb Ki
nBjt

(1)  AavcK Wit Gd Gg miTKy, tgiwimb riefiM, XiKv 1gWiKj KijR D AineigK|

(2)  AavcK Wit IRbvZ Aviv teMg, dvgviKigiR iefid, Xikv tgiWiKj KijR]|

(3)  wHyeIS ©Ig wifam (RIT GeTent, @i, kT iefiM, XiKv igWiKj KijR|

(4) Wit dvinubv T R, mnhiMr Aa'veK, Aeti+- GU MiBbi, XK tgiWiKj KijR]

(5)  AavcKW. fiRDj Rijj, diigmxiefiM, XiKv iekie " vjq|

(6)  Rbie fgit Ae’y g@u'i, m™m” Kihibewnx ciil™ 1 e'e vcbv ciiPrjK, fgmm
Bbimbv dvgumDIUK vgm i t]

(7) g vigiRy ik, Jla ZEveaigK, Jla ckimb cii*Rtii ciZibiab 1Zib miPieK
“wgZ cvjb Kiiteb]

GB KigiU rfUngtbi verfb cKii Kiatbkb Rizxg Jltai Aite thi tcifliZ thiiSK digyjkibi GKiU
biZgvgv cYgb Krigy fUKIbK'vj me-Kigili mfig Dc vch Kiiteb]

lek v ms vi Information Exchange System KZK.fciiZ mZKZiggK eiZzimgini AvijvikK
Chemotherapeutic Agent Vincristine-Gi Route of Administration Ges Withdrawal of marketing
authorization for all medicinal products containing veralipride ieliq mffK AeinZ KiY cmf%|

AvtjvPor t
mfuq ibigi mZKzvi meciK AenZ Kiv nBij 1e ZwiZ AitjiPhv nq|

ToFOl T 53¢ 99 TG T TIMNE 07,9

Widely used Chemotherapeutic Agent Vincristine (and other Vinca Alkaloids)
Should only be Administered intravenously Via Minibag & never by any other
route. Many Patients receiving intravenous Vincristine also receive other
medication Via a Spinal cord as a part of their treatment protocol.
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This has led to errors where Vincristine has been Administered Via spinal route.
Since 1968 this error has been reported in a variety of international settings 55
times.

ToFO T SIVAT TrTHY Tl TIINE F,

The European Medicines Agency (EMEA) made a recommendation that
marketing Authorization withdrawn for all medicinal product containing
veralipride that under advice from the Committee for Medicinal Products for
human use that the risk of Veralipride in the treatment of hot flushes associated
with menopause in woman are greater than its benefit.

Dciiv® Ae nvi clitcliZ MpZ ee v nimfe Jla ckmb cri Btii  miiK
bsBiWG/41D1/07/6436 ZwiL 16/8/2007 igiZvieK gni criPyjK, mi n" Aia R, gnv miPe,
1eGgG Ges mficiZ, eisjvi"k ciBiFU 1gWiKj cWKiUkbii GimimigkbiK D3 welgw®
cPviKiYmn ciquRbig e'e v MniYi Rb™ Abyiva KiiquQj |

ImxvS- t
iekmi n” ms nvi INFORMATION EXCHANGE SYSTEM KZK tciiZ mZKZv bs 115 Ges
mZKZy bs 1166mn Jla ckimb cii*Bi KZK.MpZ e'e v maitK mfiK AeMZ Kiv nBfj Dci Z

ATy SR 283 RS i@ el cKik Kiib]

grm 1 c¥ mad™ gSYijiqi WK bs-gcg/g-5/(FV0)-23/2007/698 1 699 ZwiL 12-11-2007 Gi
ciitciiiZ v wPiKrmii Jla inimie ewsjvi“tk cPijZ voigfite Drew™Z 1 Avg wbKZ . Nitrofuran
Rvzxqg Jla Furazolidone, Furaltadone, Nitrofurazone Ges Chloramphenicol Antibiotics-Gi
tiiRt=kb enZjmn Drev™b I elRviRiZ ibilxKiY cmi%|

AvtjvPhy t

grm 1 cT mac™ g8Yijiqi mviK bs gcg/gb5/(FVO)-23/2007/698 Zwil 12/11/2007 Abiar Jla
ckimb cii"RitK mikvi KZK.grm™ 1 T iPKrmi Ges Lvi™" Nitrofuran Antibiotics Rizig Jliai
mKj cKii e’envi 1bilx Ges Chloramphenicol-Gi e'envi 1bgSY Kiieri imxi3- matiK AeinZ

KriguQj |

grm 1 ¢ mac™ g3Yijiqi RvixKZ.12/11/2007 ZwitLi 699 msL'K AvtiKiU cAictbl Nitrofuran
Antibiotics Ges Gi DcKiY grm” I cv L Ges Gi Jltai Rb™ Aig wbx ihilx Ges 1 ik
Nitrofuran Antibiotics grm” I c¢Ti Li™" Ges Gi Jla imvte Drcv’b 1 vechb ibilx KifYi 9"
Y efewzr wepratYi ibikbv Rvix Kiv nBguiQ]

GB cliiCIf[iZ,- Zrolewey OIeH{as gl aRe S FY =PI T FIA3 AWM & #1682
Jlamgni Kivgij | ¢ ZKZ Jla Aig ibri AbgiZ ¢ vb eU vl nBguQ|

mfiq Dctiv® mbmgiai AvtjitK 22-03-2008 ZwitLi fUKIbK'vj mie-KigiUi mfig MpiZ mgwitki
tcIiZ v —wiZ AvtjyPby Kiv nq|

ImxyS-t

wdorate@e T IPIKmii Jla inimie evsjvi "tk cPijZ “vbxgfite Drew™Z 1 Aig vbiKZ .Nitrofuran
Rvzxqg Jla Furazolidone, Furaltadone, Nitrofurazone Ges Chloramphenicol Antibiotics-Gi
tiIRt=+kb enzZj Ges Aig vbimn Dreib 1 elRviRvZ bl x Krievi mgwik MpZ ng|
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GZOZZ Gtjic_K iPiKrmvi Abyic Jltai 19111 cieZiZ mxiS- MnY Kiv hiBiZ citi erjgv mfig
g2gZ cKik Kiv ng| GB evciti fUKibK'ij miebKigiui ciezx mfiq A jyPby nBie|

Jla ihgSY Kigili 28-12-2005 ZwiiL Az 232 Zg mfigq Cyproheptadine Hydrochloride bigK
c Ui Abgrb enij ivLv thi=K nBte bi GB gtg cte MpiZ imxvtS-i AijuiK ¢ Wi tiRi+kb enZj
cmi%|

At jwPbi t

Jla 1bg3TY Kigili 28/12/2005 ZwitL AbwzZ 232 zg mfuq fgmm Grit-~idigr KZK Aite bKZ.
Cyproheptadine HCI 2mg/5ml Syrup-Gi Abjgi"b ietePbikKitj m™m'MY AeinZ nBquQijb ih,
Cyproheptadine HCI »wf5 &5y (frr=ae) St sovs I9e Ffoams o afefari KiitY
torlx tNwlZ 1KS Jla bgSTY Kigili 231 Zg mfig (1) Cyproheptadine HCI 4.0mg Tablet, (2)
Cyproheptadine HCI 2.0mg Tablet Ges (3) Cyproheptadine HCI 2mg/ml Syrup $iiRi=+kb
¢ vibi ct9] mgwik Kiv nBgviQ|

TreTeoie GeR#s Aiae faafG e wicessay ceK m™m™MY H mfig gZigZ cKik KiiquQijb th,
Cyproheptadine HCI bigiq ¢ Ui Abjgr™b envj vl th§i=K nBte by Ges ciiPijK, Jla ckimb
Bfowyy eme Sgafs [RIaear 515F ARG AEF 2200 LRI T~ J= FIAE |

GB ciitciflZ,b eZgith D3 tilRi=kb cB c mgini bzl Kdvgiiji Avg vbri clK Abjgi™b, bzl
Krigy 1Kibl g c b ev iiiRi=kb 1™ 1qv nB{ZiQ by]

ImxyS- t

GgZie 1q Cyproheptadine hbigig c Wi iniRi=kb enziji Rb™ fUKIbKvj mie-KigiUi mfiq
Dc vch Kiv nBgiQj| D3 KigiUi AvtjwPbv ceK MpZ mgwitki rfiEtZ Cyproheptadine ¢ wi
tiIRI=kb enzZj Ges ¢ ZKviKMiYi voKU hi~ Kdhgij I fgioK mighe _iiK Zie 03 (iZb) giimi gia”

ibtikl Kiievi I GB mgq migy tKibl Ae g eraZ by Kivi Rb™ imxvS- ¢ vb Kiv nq|

Jla 1bgSY Kigili MZ 25-06-2005 ZwiiLi 231 Zg mfvg Hydrocodone Bitartrate 50 mg +
Phenylephrine Hydrochloride 100 mg + Chlorpheniramine Maleate BP 40 mg/100 ml bigiq ct”
tbkiKviK Hydrocodone Gi KiitY Ace’enitii maveby | Kuk ibivglq AciqiRbiqzvi ciifciqiiZ
Drcib 1 eRiRiZ ibillxKier sieer=- mgwik Abvgx ¢ i TTiRi=kb enzZj cmit|

At jwPbr t

Jla ibg3TY Kigili MZ 25/6/2005 ZwitL AbpZ 231 Zg mfiq Hydrocodone Bitartrate USP
50mg + Phenylephrine HCI 100mg + Chlorpheniramine Maleate BP 40mg/100mi
imivici Ace’eniii ieliq cKwkZ meaims fefers sicamsarary 83 ¢ iUiZ thkiKiiK Hydrocodone
_WKvi KvitY Ace'enitii movebv ie”"gib WKy Ges Kuk ibivgiq Jlail ciquRbig bq teaiq Abuse
potentiality-Gi KvitY Drci™b 1 eRVIRIZKiY niMZKitYi mgwik MpZ nBquQj |

eZgith D3 f1IRi=-kb ¢ c mg#ni bZly Kegiij i Avg vbxi ciK Abygv™b, bz Kiigr iKib g ¢ b
el filR=-kb 1™ 1qu nBiZ1Q bi|

ImxyS- t
UKIbK'1j  mie-sfifoa e Svgi7m ¢ Sitamsaierey & ke Abngr AtjiP” D3 ¢ i
tiIRI=kb enzZj Ges ¢ ZKviKMiYi 1bKU Kdvgyg 1 fgioK mighx _wKij 03 (1Zb) gvimi gia’ ibtikl

Kiievi 1 GB mgg migv iKibl Ae g eraZ bv Kivi mxi$- ¢ vb Kiv ng|

cZi- 5
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Jla 1bg3Y Kigili MZ 25-06-2005 ZwitL AbwzZ 231 Zg mfug eq ¢ i 11T Nimesulide bigq
ct™i Abygrbmn iRvbr eWwZZ Tibxg evRvtii Rb” Droiibi Kivgyj Avgtibr eU vKvi mgwitki
clitciiZ D=3 ¢ Wi 19T tirRi--kbmn iRvoxi DiTTK ¢~ ZKZ .Jlfai Kivgij Avgibr enij _nKte
IKby GB eicii T imxvS- MnY cmi¥|

AvtjvPhy t

Jla bgSTY KigiUi MZ 25/6/2005 ZwitL AbpzZ 231 Zg mfig eq ¢ i 191{T Nimesulide
Abygi"tbi reliq mxiS- MnY “IMZ Ges U vbxq erRitii Rb™ Drev”ibi Kigvj Avgvbri Abygi™b
eU _iKig GB evciti tKejgiT iRvbri Rb™ ¢ ZKZ.Jltai Kavgij Aigvbri Abygi b ¢ itbi mguik
MpxZ nBquiQj |

Trereey, eZgiih bZiy Kegvij i Avg vbri oK Abggib, bZiy Kiigr ¢ wi Kb g§ ¢ b ev fiiRi<+kb
1 v nBiZ1Q byl

D3 ¢ Wi 1T tilRt+kb @ imxiS-mn iRibxi DITIK™ Kdvgij Avgvbri imxi$- ejer wKie
IKbv GB e'veiti UKibK'vj mie-KigiU 1e -wiZ AvtjPhr Krigy Jla tbgSY Kigili mfug PavsS- imxiiS-i
Rb" fciY Kiitj D= fiRi+kb ci} ¢ mgini ielig mfigie -wiZ AvdjiPby Kiv ng

ImxiS- t
BiZitgta" t1iR=KZ Nimesulide mgini filRi+kb enZj Ges ¢ ZKviKMiYi 1bKU Kevgij 1 igvoK
mighc _wKij 03 (iZb) gvimi gia” wbtikl Kiievi I GB mgq migv iKithv Ae 1q eraZ by Kiievi Rb’

mxiS- ¢ vb Kiv nq|
Jla ckimb cii*RBi KZK tKejgiT iRbri DiTik™ th tKibl aitYi Jla "vbig Drov tbi AbgiZ cmib]

AvtjiPhy t

1 crievi K'Y g3TVijtgi cAvcb bs Rbmi n'D1/J1aP22/2004/154 ZviL 18/4/2005
fgvZvteK MYCRIZSx eisjit "k miKitii gSHToR Sramaerey 2t “Trer 834 Sifs 006" eqd 4=
83 3T TRAWH, TG T '8 QoGO STbY AT e

aibDcariv 4(Q)
eisjvi ki eBti rechbibi ciqRib ersjii ik Drei™b BDibU biB Ggb th tKvihi e kx Jla tKvacubikK
Zvi cQ” Abiwar th tKithv Jla Drev”ibi AbgiZ £~ 1qv nBie|

aimbDcariv 4(T)
TayiRibxi Rb", Aig vbrKviKi™i retkl Pun™v Abknar $71k th tKitby Jla Drev'ibi AbgiZ ¢ b Kiv
hiBiZ citi|

GgZie nig, eZgith iRKKVIK 1 kg Jla cSZKiiK cizdbiK Zinid™ 1 Avg vbrKilKMiYT Pun™y
Ablgx th Kb aitbi Jla thgb t (1) Wimim KZK Absgw™Z KS-ygiTi/AKii Absgn™Z ba, (2)
Mhmim KZK Abygu™Z bg Ggb aitbi gvlv | AKitii mac¥ bzl Jla 1 (3) imim KZK ewZjKZ th
tKitbr Jltai 11T Jla ckimb cii*Ri KZK.tKejgiT iRibri Rb™ £tk Drev’thi Abgiz ¢ b Kiy
nBiZiQ] GQovl, arivbDcariv 4(Q) Abkvgx evsjvi tki ewBti lecbibi ciqiRib eisjii ik Drci'b
BDibU bB Ggb et ki Jla ¢ ZgKiiK cizob KZK.JBimY cw/gitj c b P@i AllZig
~nibigfite 1erfb aitbi Jla Drevibi Avie™b cvlqyiMgiiQ Zie tKb AbgiZ ¢ b Kiv ng biB|

cizi- 6



Dctiv® Ae nii critcif[iZ,b Jla ckimb cii™Bi KZK tKej gl iRbxi DiTik™ Dctiv® th tKib
aithi Jla Drcithi AbgiZ c b/ ietePbv cmis GKIU miaviY imxi$-/gZigZ MniYi DiTtk™ mfig
e —wiZ AvjPbi Kiv ng|

ImxiS- t

tKejoyT iRibxi Rb™ Rizig Jla buzZ 2005 Gi avivd Dc-aviv 4(Q) 1 4 (T) Abiwgr Jla ckimb
cii“Ri ctgiRbig Abfgrb ¢ b KiitZ cwite Zte iRvbri Rb™ ierfb cKii Jla 1 werfb Jltai gilv |
AKii eisjii ik cPijZ br <ifeteT aeiNTe (e e RS AveTeed S &-imj malidiKU
c b Kiv hiBte by Ges Certificate for Pharmaceutical Product (CPP) GI GB evciti D3 sikf*o2

SIPTR (T IR = Al TCE6Y 0O 22(J |

11] Jla bgSY KigiUi 10-04-2007 ZwiiL AbwzZ 235 Zg mfig MpZ mxiiS-1 A jviK Fikimb 1
KvYvi iPIKrmvi Jlamgéni myFgg 1 mnRovc 2o iidZKitYi kiZ-GB Rizig Jltai 1ki_j tiiRi+kb
aAf w3 et |

AvtjvPhy t
Jla ibg3Y KigiUi 10/4/2007 ZwitL AbwZ 235 Zg mfug FiKimb I K'wYvi PKrmii Jla mgai

T T ¢ TRE Alrel fFveaaa TS «% wrer 89y AR T e wieegHs efwwe
AlZiq tKejgiT ciezx 06 (Qq) gvimi Rb™ ZujKif# DbZ 24(Pielk) WU £ tki (71U T tki ciietZ)
th tKib 1 GKiU Drm 1 1Ki vd tmj muUrdiKiUT rFiESZ Avg ibr 1TIRE=ktbi imxiS- MpZ nBquiQj Zte
tKibl EfEE eame S T W12 | Srelw 894 e 00¢ @ e @2 Hfle @fergew afewwm
SPTE T! 220 OIY 394 A @ WA A8 (A Feolforpl 2% A1 I TSR MO 2 T4l

nq|

ImxyS— t

GB Rvziq Fikimb I KvYvi wiKrnvi Jlamgéni “wLJKZ tiiRt+kibi Avie b ietePbi bi Kiievi Rb”
oI ARG IMxiS— MpxZ nq|

mfig FiKmb Rizig Jla Drei’ibi T “ubig Drer’bKvix cizoibtK Drmn b 1 ciguRbig
mnthuMzy ¢ vibi Rb™ mgwik Kiv ng| 17tk GB Rvzig Jla cm-¢ Kiv nBij myf g§ | mnR cic’Zy
IbidZ nBie erjqv mfig Avkier™ €3 Kiv nq|

AZtci mficiZ giniq Dol Z mKjiK abev™ Avch Kiigy mfvi Kih mguR tNvlYy Ktib]

retMiWgui tRbviij mikvi Gg G giZb @ & O §FF Tt AT
CliPyjK miPe
Jla ckimb cii~Ri VL onieni K gsYijqg
I I
m m’-miPe mficiZ
1UKibK'vj me-KigiU|] JlaibgSY Kigil]

czi- 7



MYCRVZSrx evsvi™ K miKvi
Jla ckimb cii“Ri
105-106, giZiSj enYiR'K GJKv
XiKv]

bs-IWG/igm-iWimim-5/(Ask-2)/2002/ ZuiL t ------- [------ /2008

JlaibgSY KigiUi 1eMZ 15-04-2008 ZwitL AbyZ 236Zg mfvg MprZ imxiS-mgini miibmstqlc ibgiict-

1

2|

3l

4

51

GLb nBfZ Jla 1bgSY KigiUi AvlZvarb tUKibK'ij mie-Kigiu KZK 171k “big Drei“ibi Rb™ bzl
Jla 1 cPjZ Jltai bzk gilvi c mgtai Avteb gfgibi 11T Avte bKviMYiK US-FDA KZK
Abjgr'b 1 BNFDG AS-Sfe wiewri=- Z_/tiditiYDGi ~nij US-FDA KZK Abygi'b A_er BNF-G
AS-Hi@ A e t71k ciqiRb iinquiQ GB aitYi Jliai Dch§ cgiYw /Z_iejr ¢ vb KiitZ nBie|

(1) Omeprazole 20 mg + Sodium Bicarbonate 1100 mg Capsule & Immediate Release Capsule,
(2) Omeprazole 40 mg + Sodium Bicarbonate 1100 mg Immediate Release Capsule, (3)
Omeprazole 20 mg & 40 mg + Sodium Bicarbonate 600 mg + Magnesium Hydroxide 700 mg
Chewable Tablet ¢ mg#ni T1IRi=+kb enZj Ges ¢ ZKviKMiYi vbKU Kdrigij I tgrioK migh _wkij
08 elfeita taveTa fefers AiMigr 06 (Qq) gvimi gia” Zny ibttkl Kiievi 1 GB mggmigr tKib
Ae g eraZ by Kivi imxi$- MpiZ nq|

rFUngtbi rerfb aitYi Kiotbkibi Rb" thi3K digyj kibi bwzZgijv cYatbi Kigil ibig MVb Kiv nBjt

(1)  AavcK Wit Gd Gg miTKy, tgiWimb riefiM, XiKv 1gWiKj KijR D AineigK|

(2)  AavcK Wit IRbvZ Aviv teMg, dvgviKigiR iefid, Xikv tgiWiKj KijR]|

(3) SIS TIg WIfAW (RN GOl &L, e fer, BT (iGeaet weete |

(4) Wit dvinubv T Rub, mnhiMr Aa'veK, Aet=i+- GU MBbi, XKy tgiWiKj KijR]

(5)  AavcKW. fiRDj Rijj, diigmxiefiM, XvKv iekie " vjq|

(6)  Rbie fgit Ae’y g@u'i, m™m” Kihibewnx ciil™ 1 e'e vcbv ciiPrjK, fgmm
Bbimbv dvgumDIUK vgm i t]

(7) g vigiRy ik, Jla ZEveaigK, Jla ckimb cii*Rtii ciZibiad 1Zib miPieK
“wgZ cvjb Kiiteb]

GB KigiU rfUngtbi verfb cKii Kiatbkb Rizxg Jltai Aite thi tcifliZ thiiSK digyjkibi GKiU
biZgvgv cYgb Krigy fUKIbK'vj mie-Kigili mfiq Dc vch Kiiteb]

sdrafe@e ¢ IPIKrmvi Jla infmie evsjvi "tk cPijZ wbigfite Drew™Z Ges Aig ibxKZ Nitrofuran
Rvizxg Jla Furazolidone, Furaltadone, Nitrofurazone Ges Chloramphenicol Antibiotics-Gi
tiIRf=+kb enZj Ges Aig vbimn Drci™b 1 eRviRvZ wnlx Kiievi mgwik MpiZ nq|

Cyproheptadine bigiq ¢ Wi tilRi=kb enZj Ges ¢ ZKviKMiYi ybKU hi™ Ketvgrj 1 1gioK mighx
K Zte sefAeo2 effsdieTa siawes fefere 03 (1Zb) gimi ga” D ibttkl Kiievi I GB mgg migy
tKitbv Ae vq eraZ by Kivi Rb™ imxiS- ¢ b Kiv nq|

cizi- 8
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71

8l

9

Hydrocodone Bitartrate USP 50mg + Phenylephrine HCI 100mg + Chlorpheniramine
Maleate BP 40mg/100ml imivc ¢ Wi filRi=kb enZj Ges ¢ ZKviKMiYi 1bKU Kivgij I igioK
mights _wK1j stef4reo8 effseias stitameas fefers 03 (1Zb) gdmi gia” ibttkl Kiievi 1 GB mgq migy
tKithv Ae vq eraZ br Kivi imxv§- ¢ vb Kiv nq|

BiZitgta" tilRI=KZ.Nimesulide c mgini tilRi=-kb ewZj Ges ¢ ZKviKMiYi 1bKU Kivvgij 1
tgioK migx _wKtj =1ef*e8 afspies sitaveas fefers 03 (1Zb) guimi gta” ibttkl Kiievi 1 GB mgq
mkgv $Kvtbv Ae vq eraZ by Kivi imxi§- ¢ b Kiv nq|

Rizxq Jla bnz 2005 Gi ariv 1 De-aviv 4(Q) 1 4 (T) Abiwgr tKejovT iRibxi Rb™ Jla ckimb
cii“Bi ciqiRbig Absgr™b ¢ b KiitZ cuite Zte iRibri Rb™ rerfb cKvi Jla 1 ierfb Jltai gilv |
ST IECH @fbfere 71 AfHCT TLANF© (TF & T8 AveTeed wagHeet -1mj milidiKU ¢ ib
Kiv hiBte bv Ges Certificate for Pharmaceutical Product (CPP) {Z1 GB e'iciti D3 %8 a4
M AR A A S5 IR0 28R |

Fukimb 1 KwWYi iPiKrmvi Jltai 19T fife cfeeg=e dfem sgme s 230 oy &3y Afs |
At tki mefreE g STeafeerf 23w 91 Iferr Sterw e g w4 = 1 GB clitciiZ GB RiZig
FuKimb 1 KvYvi wPiKrmvi Jlamgini “wLJKZ tiRi=kibi Avte bmgrl etePor bi Kiievi Rb™ mfig
TG FAI 7R =7 |

Dctiv® imxiS- eV -evgtbi Rb™ fciY Kiv nBj |

ietMWovi tRbitij mikvi Gg G gizb
ciPiK
Jla ckimb cii “Bi

ieZiY t

1]
2|
3
4
5|
6
/|
8]
9|
10]
11]
12]
13]
14]
15]
16]

Wit Gg G nuKg, De-ciiPyjK (friciB), Jla ckimb cii~Bi, XvKv|

W. RuKay LvZta, mnKvix criPvjK, Jla ckimb cii™ R, XiKy|

Rbie ‘mq” kidDj Avjg, mnKvix ciiPvK, Jla ckimb cii“Ri, XiKv|
Rbue tgit AigRv™ trvimb, mnKvix ciiPyjK, Jla ckimb cii™Bi, XiKv|
Wit tgvt tmij g igay, tgWiKj Aidmii, Jla ckimb cii“Ri, XiKy|

Rbie G G tmijg evivgr, Jla ZEveawgK, Jla ckimb cii™Ri, XiK|
Rbie tgit Ghigy nK, Jla ZEweaigK, Jla ckimb cii™Bi, XiKi|
igtmm igbvdi Rinvb, Jla ZEveaigK, Jla ckimb cii "R, XKi|

igtmm bvgui myZvby, Jla ZEveaigK, Jla ckimb cii™Ri, XKi|

Rbie ‘mq” riqRy iki™, Jla ZEeaigk, Jla ckimb cii™Ri, XKy
Rbie tgit AiBay tnitmb, Jla ZEveaigK, Jla ckimb cii~Ri, XiKv|
Rbie tgut tgiRitalj tnitmb, Jla ZEveaigK, Jla ckimb cii~Ri, XvKi|
Rbie tgit AijZvd trutmb, Jla ZEveaigK, Jla ckimb cii~Bi, XiKi|
Rbie tgit tgv wdRY ingwb, Jla ZEveaigK, Jla ckimb cri“Ri, Xiki|
Rbie tgit kidKg Bmjvg, Jla ZEeaigK, Jla ckimb cii™Bi, XKi|
Rbie tgit AIKZyi tnitmb, Jla ZEweaigK, Jla ckimb cri“Ri, XiKi|
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MYCRVZSrx evsvi™ K miKvi
Jla ckimb cii“Ri
105-106, giZiSj enYiR'K GJKv
XiKv]

bs-IWG/igm-iWimim-5/(Ask-2)/2002/ ZuiL t ------- [------ /2008

JlaibgSY KigiUi 1eMZ 10-04-2007 ZwitL AbypZ 236Zg mfvg MprZ imxiS-mgini miibmstqlc ibgiict-

1

2

3l

IeMZ 10-09-2006 ZwiiL AbwpZ Jla 1bgSY KigiUi 234 Zg mfiq refelPZ ¢ mgr h_v (i)
Omeprazole 20mg + Sodium Bicarbonate 1100 mg Capsule, (i) Omeprazole 40mg + Sodium
Bicarbonate 600 mg + Magnesium Hydroxide BP 700 mg Chewable Tablet, (iii) Omeprazole
40 mg + Sodium Bi-carbonate 1100 mg Immediate Release Capsule Ges (iv) Omeprazole
20 mg + Sodium Bi-carbonate 1100 mg Immediate Release Capsule ma(iKZ Abjgi™tbi imxiS
ciezx Jla wbgSY Kigili AvlZvath tUKIbK'vj me-Kigili mfig US-FDA KZK.Abygv'b 1
BNF-1Z AS-f@i AitjiiK ciretePbvi mgwik Kivng|

GQuovl D=3 mfig Abygw™Z ¢ mgr h_v Ramipril 2.5 mg + Hydrochlorothiazide 12.5 mg Tablet
Ges Ramipril 5 mg + Hydrochlorothiazide 25 mg Tablet, First Line Therapy inmite MnYfhi”
bg I Ace’eni tivia thqiSZ e’enii Aiek’K eaiq Drcv bKiiK cizéibiK Drew™Z Jliai Mitg GB
el Ty 3% fraes fewiss gt fofere frery T el «a wieer ke face
nBte GB kiZ Abjgi™ibi mgwik Kiv nq|

GB eiciti mshi® ZujKig elYZ BiZitgia” tilRi+=kbKZ . Jla_ iji weliq ciqRbig €'e v MntYi Rb"
FefRBE ARITE [T (RS T3 |

rfUngtbi Kintbkb Rizxg Jltai 19T thi=SK digigktbi GKiU buZgijv cYqtbi mywik MpiZ nq|

fgmm “qui dvgumDIUK'V§m 1yt KZK. Ade bKZ. KincVK 1KU h_yv t (1) jvie 500 KU t
Lansoprazole INN 15 mg Ges Naproxen Sodium 500 mg Ges (2) jvbic 250 KU t
Lansoprazole INN 15 mg Ges Naproxen Sodium 250 mg Jla ihgSY KigiUi 1eMZ 28-12-2005Bs
Zwiil Az 232 Zg mfug retePvi Rb™ Dc weZ nBij Kigiui mainbZ m™m™MY AufjwPby ceK
KiocK “gili 11T Abjgr b Kiv nBte iKbv GB ieliq etk IAMEYi gZigZ MnY ciqiRb erjqy
gZigZ c b Kiib]

@3 @fFre Srasiie sRemK il Abjgrtbi tKib ciqiRbigzZi AQ 1Kbr GB ieliq ibigi etk 1A
IPIKrmKM£Y i 1bKU nBZ gZvgZ MnY Kiv ng|

(1) Aa'icK (Wt) igqv gikd™ Aintg, GgieieGm, GgiW, IcGBPIW, ciiciKZS 1 yjfii e'wa
ietkIA, Aa'vicK 1 iefilkg caib, XiKv tgiWiKj KiJR I nimeizij, XiKi|

(2) Wt cb P ai, GgeileGm (XiKy), GdmicGm (fgWimb), GgW (Mii=v), fgiWimb,
ciiciKzs 1gfii i ietkl A, mnKvix Aa'vcK, XiKv fgiWtKj KijR I nimcizig, XiK|

DciiD3 ietkLAMY D3 Kiac'iK “§iU Abygv thi mctyl gZigZ ¢ vb KiigviQb]
ietk LAMEYi gZvgZmn Kioc'iK ma(iKZ imxyS- MntYi Rb” Dc™veb Kiv nBtj 1e —niZ AvtjiPby
Kiigqu il gZvgZ hi_6 Z_"elj Ges Dchifite cigiY™ bg erjqv cizbib KZK D3 Aite bKZ.

c mgtai TIET mxitS- DehiZ nlgqy mee ng biB ieaiq cizovtbi Are b b gAy Krievi mgwik
MpiZ ng|
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CiZi-2

eisjii k cignmDIUK'vj Biadiim Gimumigkb evRvii Wi K'vYvi PiKrmvi Jlamgéai mnR |
myF cic’Zi 1bidZ Kiievi J19" ibtgi tcvcl eYor ceK Aite b tck Kii| Ade b Abyuti K'vYvi
IPIKrmvi Jlamgr- cikeZx t7kmn terfb 17k nBiZ Akea gia'lg BiZitcte ewsjvi tki elRvii ciek
IS IOAE 9B AT TR | T HHF @ier E=-MYi IPIKmii AebiZz NiUFZiQ enjgy
Aite™1b “ver Kiv nqg|

aZ (FE SO (@, T eI ST W SeAmEdiAr af et smwe @fert-—kibi
kZbivgr DbZ tkmgr h_vt USA, UK, Japan, Germany, France, Australia and Switzerland-Gi
Free Sale Certificate “wLj KiiiZ citi B erjov jwBimiYs A sil (WMm) KZK.BiZitcte
tiiRi=kb c™vb Kiv ng biB|

N e dya o= fd i mytF o PiKmei v etk ietePbig GB mKj AliiRI=KZ.
c mgr cikeZx t°k e1ZZ Abvb” 7k nBiZ iki_j kiZ AS-eZxKvjxb Avg vbxi Avie b ietePbii Rb”
e -wiZ AijwPbr ceK GB gig mgwik MpZ nq th, c¥ wiKrmii Jliai 19T eZgib cPijz
HIRt Kb crerat spraet 719F (Fema sifeerg= 24 (PieYk) iU DbZ +7tki gia” th tKib 01 (GK)
iU Drm 7tk vd-tmj muUidiKiUi FIESZ vera tgvziteK Ab'ib™ kZvejx c#Y Kiigy ietkl ietePbig
Agibr tiiRE=ktbi myhwM cvb Kiv hiBiZ citi| K'wvi wiKrmvi Jltai myf g 1 cic'zy
fafseaadnd @3 FRe @fSrE Afer @Tg 2T ob (TF) T TRE! R R AR |

TP (ST (AT AR FEF ARG ¢ A @ ST SAieas, A (Fifmrg
Drcu”Z Hepatitis B-Vaccine (Hepavax Gene) 0.5 ml & 1 ml ¢™ “BiUtK 1996 mifj Drm t iki
1d-tmj maUidikU Ges lek v ms vi jvetiUix tU= 1itcitUi iFIESZ ci_igKfite migigK tiiRi=kb
Ges ciezZiZ tbqigZ thIRi=kb c™wb Kiv nq] GB tniR{=kibi keazvi tgqi"Kvj 13-03-2001
DEXY nq| Jla 1bgSY KigiUi 11-06-2002 ZwitL AbypZ 223 Zg mfiq D3 ¢ “gli tiiRt+kb
beigb I AMvgriZ Avg vbr MnYihiM™ iKb,- imxviS-i Rb™ Dc vch Kiv nBij e -iffe wicetioatercs
tiIRf=kb beigbmn Avg vbxi Abygv™b MnYihiM™ bg erjqv mgwik MpZ ng|

eZgith Aig ibiKiiK cizoibil Ate b KiigutQ th, tKej g/l GlaxoSmithKline, Belgium-Gi “Zii
Hepatitis B Vaccine evsjit ik erRviRiZ nBiZiQ] GB JlaiU maviY gib$di KiiQ e'qedj erja
Arte bKvix cizibiu “vex KiigiiQ] cizdbil Avtiv RibiBgitQ th, Korea Green Cross Vaccine
Corporation-GKiU Berna Biotech Group-Gi mgRij W0 rFEK tKva(ubr Ges ietki cig 40 U 171k
D3 FiKimb elRviRiZ KiifZiQ] GB FuKimbiU evsjvi kmn miiv vietk miKvixfite WHO(GAVI)-Gi
gva'tg miein Kiv nBiZtQ| Fikmbili 191iT c_g ermi I c1Z o ermi AS-i eyvi fWR ¢ b
Kiievi 1bqg AQ] 1KS Zwmit™i ctei Aig biKZ . FikimoUi 11T cv gk fWiR - Iqui cti GB
FIKimbiU $1iR1+kb RiUjZ/IRibZ Avg vbiKiiK KZK .mieivini Afvie tiiiv eyvi TWIR ciBiZiQ
bl

GgZie g D3 FiKimb ¢~ "B TiiRi=+kb beigb I Aig vbri Rb™ cizévbiUi Aite™b Dc ich Kiv
nBtj mueK chiijvPby Kiiqy myf g 1 mnR cic'Zv ibidZKitYi kiZ eZgith cPijZ T iPiKrmvi
SR T T @ISee*F afeas sgmerei sifeee= 24 (Pietk) U DbZ 17tki th tKib 1
(GK) U Drm t™tki 1d-tmj malidiKiUi rRiESZ 1era tgvZiteK Ab'b™ kZiejr c#Y mictq tilRi=kb
bevgb Kiv hvBfZ cvii erjqv mguik MpiZ nqg|

@ e efy Sy SmSIERPeee e T 8 ARE divrel fNfeacn Wre ug wre
FiKimb tiIRt~+kibi m§hiM ciezx 06 (Qq) gim ch3- tKejgiT MnY KiitZ cuite]

cizy- 12



ciZv-3 G “o6e”

cizv- 13



6

ciZi-3

mfig GB gig imxiS- MpZ nq th, ciezx mfii Kih-leeiYxiZ Avte bKZ.c mgr FDA Abjgr™b 1
BNF-1Z AS-¢f& sicw=- Z_" mibietkZ KiitZ nBie Ges GB critciNiZ Jla wbgSY Kigili mfig
ietePbri_ TUKIbK'v§ mie-Kigili mfiq SIcamege smoR JeRes TFia SIcvaaiars $e 7 os
c mgr US-FDA-KZK.Abygi'b I BNF-G AS-¥fe siew=- Z_"/fiditiY mgxfite Ak’ Kfite
Aiteb ¢ ib KiitZ nBte| GB Z_" m¥/tidviiY h_h_fite b Kk KiitZ nBte Ges th tKib Arte bKZ.
¢ mgr letePbr Ges tUKIbK'vj mve KigiUiZ Safety, Usefulness, Efficacy-1 AvijitK g§vgibi Rb”
ARG (Fq qowe@E=— Z_W/tidtiY ce KZ mnmite ieteiPZ nBie] AZGe Jla ibg3Y
Kigili AvlZvaxb 1UKibK'vj mie-Kigili mfigq bzl Jla Ges cPijZ Jltai bzk gilv I Aikii
Safety, Usefulness, Efficacy-i AvjuiK ggiqY KiitZ Dnii™i US-FDA KZK Abjgi™b Ges BNF-G
ASHE maliKZ 1idZ 1 hiPB/eIQBKZ. Z_/tiditiY (cigiY’) €1ZZ tKib iKg ietePbii  Rb’
gibvbiZ nBte bv|

Dctiv® imxiS- eV -evgtbi Rb™ fciY Kiv nBj |

1eZiY t
1]
2|
3
4
5|
6
/]
8]
9|
10]
11]
12]
13]
14]
15]
16]
17]
18]
19]
20]

ietMWovi tRbitij mikvi Gg G giZb
ciPiK
Jla ckimb cii“Bi

Rbie myZib Ainig™, Dc- ciiPyK, Jla ckimb cii™R1, XiKv|

Wit Gg G nuKg, De-ciiPyK (friiciB), Jla ckimb cii™Bi, XvKv|
Rbie kueYi Aintg™, mnKvix ciiPvjK, Jla ckimb cii~Ri, XiKi|

W. RuKay LvZta, mnKvix criPyjK, Jla ckimb cii™ R, Xiki|

Rbue tgit AigRv™ trvimb, mnKvix ciiPvK, Jla ckimb cii™Bi, XiKv|
Rbie ‘mq” kidDj Avjg, mnKvix ciiPyjK, Jla ckimb cii "R, XiKv|
Wit 1t $m Ajg, tgWiKj Aidmii, Jla ckimb cii™Ri, XiKv]

Rbie (I3 SR SIfew (961, 894 SERCITF, 894 e 2Ifswes, B |
Rbie G G fmijg evivgr, Jla ZEveawgK, Jla ckimb cii™Ri, XiK|
igtmm igbvdi Rinvb, Jla ZEveaigK, Jla ckimb cii "R, XKi|

igtmm bvgui myZvoy, Jla ZEveaigK, Jla ckimb cii™Ri, XKi|

Rbie ‘mq” riqRy iki™, Jla ZEeaigk, Jla ckimb cii™Ri, XKy
Rbie tgit AiBay tritmb, Jla ZEveaigK, Jla ckimb cii~Ri, XiKi|
Rbie tgut tgiRitalj tnitmb, Jla ZEveaigK, Jla ckimb cri~Ri, XvKi|
Rbie tgit AijZvd trutmb, Jla ZEveaigK, Jla ckimb cii~Bi, XiKi|
Rbie tgit tgv wdRY ingwb, Jla ZEveaigK, Jla ckimb cri~Ri, Xiki|
Rbie tgit kidKg Bmjvg, Jla ZEeaigK, Jla ckimb cii™Bi, XKi|
Rbie tgit AIKZyi tnitmb, Jla ZEweaigK, Jla ckimb cri“Ri, XiKi|
mficiZ, eisjvi k Jla ki mgiZ|

mficiZ, eisjvi”k digumDiUK'vj Biacim Gimimigkb, XvKv]
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bs AitJiP ielq mfvi mxyS-

1] | mfig JlabgSY Kigii 10 Gicj 2007 Jla 1bgSY Kigili AvlZvab tUKIbK'vj mie-Kigiu
ZwiiL AbwzZ mfvi KihieeiYx WV Kiiqy KZK 171k “vbig Drevibi Rb™ bz Jla I cPijZ
1e -wiZ AdjiPr Kiv ng| Jltai bz gilvi c’mgsni Ade’b gfgtbi T

Aute bKixMYiK US-FDA KZK Abjgi™b I BNF DG
AS-E  se@r=- Z_/tiditiYDGi “nij USFDA
KZK Abjgi’b A er BNF-G AS-fiE A er 71k
cigRb  iingiQ GB aifYi Jlai Dchg
coiYw'/Z_vejx ¢ vb KiitZ nBie]

2] | g Drcv'b I Aig vbri Rb™ bzl Jla GLb nBiZ Jla ibgSY KigiUi AvlZvaxb tUKibK'ij
(New Drugs) 1 cPijZ Jliai bzl gvlvi | mie-Kigil KZK 71k Ibrg Drevtbi Rb™ bz Jla |
Jla Ges T IPKrmii Abyic Jlamgini cPijz Jltai bzl grlvi c mgni Aide’b gFvgibi
tiRi=kb cmi¥] 4T Aue bKiisMYiK US-FDA KZK Absgib 1

BNFDG AS-$fe¢ we@™- Z /tiditiYDGi ~nij
US-FDA KZK Abjgi'b A_ev BNF-G  AS-Fi2 A _ev
"tk ciqRb imngiQ GB aiiYi Jliai Dchg
coiYw'/Z_vejx ¢ vb KiitZ nBie]

3] | JlaibgSY KigiUi MZ 10-04-2007 c'mgr USFDA KZK.Abygw™Z nBijl eisjit ik
Zuiil AbpZ 23529 mfii imxiS- ee icT (Prescription) wrailt &wy fafes  w=et
Abiigr ceeZx 10-9-2006 ZuiiLi h#it6i Abyc bgq Ges Omeprazole Riziq Jlia
23479 mfiq Ab§gu"Z (1) Omeprazole | Sodium Bicarbonate mnihitM “iN tgqrs eenii Ges
20 mg + Sodium Bicarbonate 1100 mg | (i*tid™i 14T e’emvi Kiv nBtj TzZKviK cik
Capsule & Immediate Release Capsule, | efsfeara seet Ao ©2 ¢ mg#ni TilRi<kb enZj
(2) Omeprazole 40 mg + Sodium Ges ¢ ZKviKMiYi 1bKU Ktvgrj I tgvoK mighc _wikij
Bicarbonate 1100 mg Immediate Aigr 06 (Qq) gvimi gia’ wbtikl Kidevi 1 GB
Release Capsule, (3) Omeprazole 20 | mggmigv tKib Ae g eraZ Kiv nBte bi erjgvl mfig
mg & 40 mg + Sodium Bicarbonate 600 | x5 Mz ng|
mg + Magnesium Hydroxide 700 mg
Chewable Tablet ¢ “mgr clyetePby
cmi%|

4] | Jla bgSY Kigui MZ 10-04-2007 | vfFUngibi erfb aifYi Kiotbkibi Rb™ thi=SK

Zuiil AbwpZ 235 Zg mfvi ImxiS-<e
FUngtbi 1erfb cKvi Kmatbkb Rvzig
Jltai  Ae’tbi  faifiiz  thiSK
digyg kibi buzZgvjv cYgb cmit|

digyg kibi bnzgijv cYgtbi KigiU ibtg MVb Kiv nBjt

1. AavcK Wit Gd Gg imiTKx, tgiwimb 1iefiM, XKy
tgWiKj KijR D AineigK|

2. AaicK Wit \RbvZ Aviv feMg, digitKvjiR refiM,
XiKv fgiWiKj KijR]

3. ST Tlg Wifam (R IeTesl, ey, i e,
XiKv fgiWiKj KijR]

4. Wit dvinvbv 1 Iqub, mnihie Aa'veK, Aet=i=--
GU MBbr, XiKy tgWtKj KijR]

5. AaicK W. fiRDj Rijj, dvigm: vefiM, XiKy
iekie "vjql

6. Rbie fgit Are’y g i, m m” Kvhibernt ciil™ 1
e’e vchy criPvjK, tgmm Bbimby dvgumDIUK vjm
|

7. Wmg” iRy ike, Jla ZEweagk, Jla ckimb

cizv- 16




cii Rfii cizibiad vZib mwPieK “wgZ cvjb
Kiiteb]

GB KigiU rfUngibi 1erfb cKvi Kiatbkb Rizxg Jliai
Ate tbi tcifiZ thd=3K digigktbi GKiU bizgijy
cYgb Kiigr fUKIbKYv mie-Kigilui mfig Dc vch
Kiiteb]

51

grm 1 c¥ me0™ gSYijigi  WiK bs-
gcg/g-5/(FV0)-23/2007/698 1
699 ZzZwiL  12-11-2007 Gi
clitciNiZ v PiKrmii Jla infmie
evsjii ik cPijZ “vogfite Drew Z
I Avg wbKZ Nitrofuran Rizxq Jla
Furazolidone, Furaltadone,
Nitrofurazone Ges
Chloramphenicol  Antibiotics-G1i
tilRi=kb ewZjmn Drci’b |
elRViRIZ 1biIxKiY cmib|

e cT IPIKrmvi Jla infmie evsjvi "tk cPijZ
“ibxgfite Drew™Z 1 Aig vbiKZ Nitrofuran RiZig Jla
Furazolidone, Furaltadone, Nitrofurazone Ges
Chloramphenicol Antibiotics-Gi tiIRi+kb euZj Ges
Aighbimn Drev'b I elRviRvZ il x Krievi mguik
MpiZ nq|

GZO'ZiZ Gutjic K iPKrmii Abyc Jlai 11T
cieZiZ imxiS- MnY Kiv hBiZ cii eijqv mfiq
gZigZ cKik Kiv ng] GB evciti iUKIbKj
mieDKigiui ciezx mfig AvijiPbv nBie|

6]

Jla 1bgSY Kigii 28-12-2005 ZwiilL
Abywz 232 Zg mfg Cyproheptadine
Hydrochloride bigk c Wi Abygi™b enij
il th%=3K nBte b GB gig cite MpiZ
mxiiS-1 AijuiK ¢ i tilRi+kb enzj
cmi%|

GgZie 1q Cyproheptadine bigiq ¢ Wi tilRi=kb
enZiji Rb™ tUKIbK'v me-Kigiui mfig Dc veb Kiv
nBquQj | D= Kigiui Avfjwhi ceK MpZ mgwiiki
fiEtZ Cyproheptadine c Wi tilRi<+kb ewZj Ges
C ZKviKMYi woKU hi™ Kdwgij 1 fgioK might _iiK
Zte 03 (1Zb) gvimi gta" ibtikl Kyievi 1 GB mgq mxgy
tKibl Ae g eraZ by Kivi Rb" imxi$- ¢ b Kiv ng|

71

Jla bgSY Kigui MZ 25-06-2005
ZwitLi 231 Zg mfig Hydrocodone
Bitartrate 50 mg + Phenylephrine
Hydrochloride 100 mg +
Chlorpheniramine  Maleate BP 40
mg/200 ml bigrg ci”  tbkiKiiK
Hydrocodone Gi KvitY Ace'enitil
maveby | Kuk ibivglq AciqiRbigzZii
ciifciq[{Z Drer'b 1 elRviRiZ wbilxKiY
seer~- mguik Abkngr iUl TIiIRi=kb
enzZj cmits|

HUKIbK' V] mie-3ffBq e S4go @ SIteveras
MpZ mguik Abvgr AijwP" D3 c Wi tiiRi=+kb
enZj Ges ¢ ZKviKMiYi 1bKU Ketvgrg 1 igioK mighx
_uKij 03 (1iZb) gvimi gfa” ibttkl Kiievi I GB mgq
migv 1Kibl Ae g eraZ by Kivi mxi$- ¢ vb Kiv nq|

8l

Jla bgSY Kigui MZ 25-06-2005
ZwiiL AbwpzZ 231 Zg mfig eq ¢7i
14T Nimesulide bvgiq ct™i Abygr™bmn
ilibx ewZZ brg eRitii Rb” Drevibi
Kiigij Avgvor el wKii mguitki
ciitcifliZ D3 ¢ Wi 14T tiIRt+kbmn
iRibxi DITtk™ ¢ ZKZ. Jliai Kwbgyj
Agivbr envj _wKie Kbv GB evciti
ImxiS- MnY cmi%|

BiZitgia® tilRI=-KZ.Nimesulide mg#ni tilRi<+kb
enZj Ges ¢ ZKviKMiYi 1bKU Kedgrg 1 igioK mighx
_uKij 03 (1iZb) gvimi gfa” ibttkl Kiievi I GB mgq
migv 1Kithy Ae 1q e1laZ bv Kiievi Rb™ imxi§- ¢ vb Kiv
nql

czy- 17




9

Jla ckimb cii~Bi KZK tKejovl iRibri
DiTtk™ th tKibl aitYi Jla Tibig
Drci tbi AbgiZ cmi%|

tKejagvl 1Rbxi Rb" RvZxg Jla bwZ 2005 Gi avivd
Dc-aviv 4(Q) I 4 (T) Abguge Jla ckimb cii™Ri
ciqiRbig Abjgi"b ¢ vb KiiiZ cwite Zte ifRibxi Rb
ierfb cKvi Jla 1 ierfb Jltai gilv I AKii eisjii ik
ofeT 1 AT FLAF© T &y AL AMTICRA
Abiyg d-imj muUidiKU cvb Kiv hBie br Ges
Certificate for Pharmaceutical Product (CPP) GI GB
g'iciti D3 768 STPTIR T+ IIRA T A SCETvy
KiitZ nBie|

10]

Jla 1bgSY Kigiui 10-04-2007 ZwiilL
AbwZ 235 Zg mbig MZ imxviS-i
Atk - FiKimb 1 K'Wii  PKrvi
Jlamgini myfgd 1 mnRcic'zy
IbIOZKiiYi kiZ-GB Rizig Jliai iki_j
AferG el & |

GB Rizig Fikimb I Kwvi wPiKrmvi  Jlamgni
“WLJKZ . tiiRi=kibi Avie b vetePbr by Kiieri Rb’
TR APTRowC Frar=— MpZ nq|

mfig FiKmb Rizig Jla Dreribi 19T Tbig
Drev bKvix cizdwbiK Drmin “vb 1 ciquRbig mnthuMzy
¢ vibi Rb" mgwik Kiv ng| 1"tk GB Rvzxq Jla cm-¥¢
Kiv nBfj myf g 1 mnR cic’Zi iidZ nBie eljau
mfig Atkver™ €3 Kiv ng|
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