—

JlaibgSY KigiUi 11 A= 2011 ZwiiL AbwpZ 240 Zg mfvi Kvhieei Yy

"1 ciient KJvY gSYvjigi miPe Rbie gyai™ Ggigl Kiel GumfveiziZ Jla ihgSY Kigiui 240 Zg mfu MZ

11 AM= 2011 ZwiiL tejv 11:00 NiUKig gSYvjtqi mfy Kiq AbyZ nq|

mfy

g Kigili ibgelYZ smemer Soiffe e (Teodei SN =F) 8

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

15
16]

mfy

Aa'icK Wit crY tMvicij "E, DciPih, eteUZKL gyRe TgWEKJ iekie™"vjg, XiKi|

tgRi fRbitij fgvt iveDj tniimb, KbmvjibU idiRikawb, evsjvi~k AgW tdvimm tgiWiKj murffimm|
Aa'icK fewrcre Tesrg, gniciiPyjK, v Aia™Bi, XiKy]

Wit tgmit TK tritmb, ciiPvjK, ctl gniciiPjK, cxmad™ Aia Ri, XiK]

Aa’vcK dii v feMg, iKibKvj dvigmx I digviKvgiR e, XiKv iekie " vjq|

AavcK gt AwRRY Knnvi, tgiWimb refM, XvKv tgiWiKj KijR]
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Wit tmZviviebtZ Kitkg, mnihivli Aa'icK, =Ii2at ¢ SIResls e, s IfenErey (ifecae w0, 51 |
Aa’icK Wv. tgit BmgiBj Lib, cizibia, dvguiKijiR vefM, XiKv fgiWiKj KijR|

W. tdit ™ Smx Ky iy, HRKimb ietk LA, ABimiWiWAvire, XiKy|

Aa’vicK Wit tgvt Ra1““J nK, ctq] mficiZ, esyvi k tgiWiKj Gimimigkb, XiKv]

Rbre fgvt byRgy nimib, Dct™ov, i mfvciZ, ewsjvi k Jla ikt migiZ|

Rove miggvi iAb tNvl, cizibia, evsjvi™k digwmDIUK vjm BiatiUim Gimumigkb, XiKv]

Wi. tgvigby nK, imibgi mn mfciz, esjii'k Jla ki mgiZz Ges e'e vchv ciiPijK, fRbitij
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1eMZ 19-01-2011 ZwiiL AbwZ Jla ibgSY Kigili 239Zg mfil KihieeiYx 1bidZKiY cmit|
TWoigfite Drew”Z Jliai Avteb gfugibi 11T BNF Gi ciietZ UK-Gi Jla ibq3YKiix KZcq MHRA (Medicines
and Healthcare Products Regulatory Agency) KZK Abygv tbi Z_" “uLj cmit%|

(a) Paracetamol 10 mg/ml 1V Infusion (Paracetamol BP 1 gm/100ml), (b) Tramadol 37.50 mg + Paracetamol
500 mg Tablet Ges (c) Tramadol 37.50 mg + Paracetamol 325 mg Tablet ieliq ietklAf i gZigiZi FiEiZ mxiS-
MnY cmi%|

Regarding justification of some antioxidant preparation and multiple vitamin-mineral combinations/individual
minerals/varieties of combination of hematinics with micronutrients 1eltq MVZ Kigili cizte tbi FiEIZ mxy3- MnY
cmit|

Ag IbiKZ fgWEK j WHFBEmm Ges miRIK'vj BKBcigpUmgr Abygy tbi 11T Rizig Jla buZ 2005 AbyiY cmit]

>tk Drew™Z terfb ¢t i verfb fWimm digi Dci Overage Abjgi™b cmi¥|

Jlfai tilRi=kb enZjKitYi tt1 JyBimiYs A_riwl (WMm) Gi GLiZgvi cmit|

msh§? ZwjKv elYZ “vbig Drer™b I Avg™voxi Rb™ bzl Jla | cPijZ Jltai bzl gilvi Jla (inDg'vb 1 +FUnibvix) 1 Avg vbri
Rb" tgiiKj 1WHiBimm Gi thiRi=+kibi wigiE “wLjKZ Aite™b Gi Dci gZigZ c b cmith]
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mfig DciiD3 velgmgrrie —wiZ AvijiPhiceK ibgerYZ mxvS- MnY Kiv nj t

1] veMz 19-01-2011 zwiiL AbwZ Jla 1bgSY Kigili 239Zg mfvi KihieeiYr mfig Dc vcb Kiv nq|

KihieeiYr h_vh_fite ijicex Kiv nigiQ etj m mMY gZ cKik Ktib] Jla wbgSY KigiUi 239 Zg mfii
KihieeiYx “piKiY Kivng|

2] JlabgSY Kigili 239 Zg mfig BNF Gi ciieiZ UK-Gi Jla ibgSYKvix KZcy] MHRA (Medicines and

3l

Healthcare Products Regulatory Agency) KZK.Abjgi tbi Z_" “wLiji ieliq tUKIbKvj mie-Kigili mfig
e wiZ AdjPhr Kii gZigZ c utbi imxi$ MpxZ nq|

D3 Imx ST ST Sfeiobiie A ToiTe azeed & SoIgreid F4 &7 |

1UKIbK v mre-KigiUi mgwik t
7tk Drew'Z Jltai 1T BNF-Gi A3-¥f& s@™- Z_Wi clieiZ MHRAF$S Sav Feer=-
Z_“[tidviTY MnY Kivi Rb" mgwik Kiv ng|

GLb t_tK 171k Drcw’Z bz Jla Ges cPijZ Jlfai bzk gilvi Jla A e bZl tWitRm dg Gi Aite™b
ietePhii jiT" USFDA A_el MHRA-3$F S siee=- Z_/tiditiY MnY Kiv thiZ cii|

mfvi imxyS- t
1UKIbK'vg mie-Kigili mgwik Abygr b Kivnj |

M/s. Incepta Pharmaceuticals Ltd. Gi Aifei"Z Paracetamol 10 mg/ml 1V Infusion (Paracetamol
BP 1 gm/100ml) cmi%|

Jla bgSY Kigiui 239Zg mfiq Paracetamol 10mg/ml 1V Infusion Gi Safety, Efficacy and
Usefulness ma(iK gZigZ c vibi Rb™ (1) AavcK KiRx “xb tginiai™, XiKv tgiWiKj KijR, XKy (2) Aa'icK
i, e truimb, miRviiefiM, XiKv tgWEKj KEJR, XiKv (3) Wit Rigriq” kidK, Ricib evsjii k tdUkic nmeizij,
XiKv Gi 1bKU tiditiY fcitYi mxid MpZ ng

D3 fraites “ifacafre Shroie Rreeerns I ToIe Rt &« *i@ (279 S0 27 |
Aa'icK Wit tgit gvi, e tuimb ibgiic gZigZ t7b t

(1) Jlail DcKiix iKS evsjvi tki tcqiciU GB aitYi Preparation Gi e'enviii migiexZy WKie iKhby
mb n AiQ]

(2 GB Preparation-Gi e’enii AZ'S- migZ |

(3)  Jlaui Oral & Suppository mgibfite KihKi |

(4)  Acitikb ciezx Zie e'_vq Gi tPiq teki KihKix Jla cPij Z|

Wit Ripviq™ kidK Gi gZgZ ibgifc t

Subject: Regarding opinion on Safety, Efficacy and Usefulness of Drug (Paracetamol 10 mg/ ml 1V
Infusion)

In reference to your letter (stated earlier), | hereby put my opinion regarding the safety, efficacy and
usefulness of the drug.
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A)

B)

C)

D)

E)

Countries where available & brand name:
USA: Ofirmev (Cadence Pharmaceuticals, Inc)
UK: Perfalgan (Bristol-Myers Squibb)

Reference:
This drug is included in BNF (BNF-58, Page-235)

Safety: A number of clinical trials suggest that the drug is well tolerated and safe. Moreover, the
pregnancy category of the drug is A.

Reference: 1. Reference: Product data sheet of PERFALGAN 2. Clinical Pharmacology & Therapeutics
(2007) 3. Eur Arch Otorhinolaryngol (2008) 265:351-355 4. Anesthesiology, V 102, No 4, Apr 2005 5.
Anesthesiology 2001; 95:A830 6. American Academy of Pain Medicine, 24" Annual Meeting February
13-16, 2008 Orlando, FL

Efficacy: Various clinical trials suggest that the drug is highly effective in different painful and feverish
conditions.

Reference: 1. Clinical Pharmacology & Therapeutics (2007) 2. Eur Arch Otorhinolaryngol (2008)
265:351-355 3. Anesthesiology, V 102, No 4, Apr 2005 4. Anesthesiology 2001; 95:A830 5. American
Academy of Pain Medicine, 24" Annual Meeting February 13-16, 2008 Orlando, FL

Rational for Bangladesh market:

Usefulness:

The proposed drug contains Paracetamol 10mg/ml. There are different disease conditions where
Paracetamol IV infusion will play an important role. Paracetamol can be used by patients for whom
NSAIDs are contraindicated, including those with asthma or peptic ulcers. As there are few interactions
with other medications, paracetamol can be taken by people with sensitivity to aspirin. There are different
feverish conditions such as - Meningitis, Encephalitis, Septic shock, Stroke etc. when patients are
unconscious or unable to have solid form of medicine. Hence injectable Paracetamol is the preferred
option in this group of patients. Moreover, there are many post-operative patients who also suffer from
Gastritis or Peptic ulcer. So it becomes a major concern for the physicians as they have to prescribe
injectable NSAIDs to relieve post-operative pain. Paracetamol IV infusion provides us with the solution
as it is a centrally acting drug. So it doesn’t cause Gl disturbance.

Based on all the abovementioned information we can conclude that this preparation is suitable for
rational use for the people of Bangladesh. Therefore, | strongly recommended to approve this
combination in Bangladesh Market. | also attach the detailed product information and some abstracts of
clinical trials herewith.

Summary of Clinical findings

Paracetamol, known as acetaminophen in the United States, is a analgesic and antipyretic that is popular
throughout the world as it is remarkably safe and it does not irritate the stomach. Paracetamol was first
discovered to have both analgesic and antipyretic properties in the late nineteenth century:.

Paracetamol is used to relieve mild to moderate pain, including instances of tension headache, migraine
headache, muscular aches, neuralgia, backache, joint pain, rheumatic pain, general pain, toothache,
teething pain, and period pain. In combination with opioid analgesics, paracetamol can also be used in the
management of more severe pain such as post surgical pain and providing palliative care in advanced
cancer patients. It is suitable for most people, including the elderly and young children, because it has
very few side effects. Paracetamol can be used by patients for whom NSAIDs are contraindicated,
including those with asthma or peptic ulcers. Because there are few interactions with other medications,
paracetamol can be taken by people with sensitivity to aspirin.

The preparation of Paracetamol solution for infusion of 1 gm/100 ml (for adult) and 500 mg/50 ml (for

children) is approved by UKMHRA as evidenced from BNF-58 September, 2009. Moreover,
Paracetamol IV infusion has got US-FDA approval on November, 2010.
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There are different feverish conditions such as - Meningitis, Encephalitis, Septic shock, Stroke etc. when
patients are unconscious or unable to have solid form of medicine. Hence injectable Paracetamol is the
preferred option in this group of patients.

Moreover, there are many post-operative patients who also suffer from Gastritis or Peptic ulcer. So it
becomes a major concern for the physicians as they have to prescribe injectable NSAIDs to relieve post-
operative pain. However, Paracetamol infusion provides us with the solution as it is a centrally acting
drug. So it doesn’t cause Gl disturbance.

So, in the above mentioned circumstances, Paracetamol solution for infusion is the only option which
provides —

. Rapid reduction of fever with a duration of sustained antipyretic effect of at least 6 hours
. Quick onset of pain relief (within 5 to 10 minutes)

Moreover, paracetamol solution for infusion has a good safety profile as —

o Pregnancy Category A (Reference: Product data sheet of PERFALGAN)

e [|tis indicated for use in neonates & infants (Reference: Product data sheet of PERFALGAN)

o Results from clinical trial demonstrate that the i.v. administration of a 2-g starting dose of
paracetamol, followed by three i.v. administrations of 1 g during the first 24 h is safe in healthy
subjects. (Reference: Clinical Pharmacology & Therapeutics (2007)

e Intravenous paracetamol administered at 6-h intervals in adult patients with moderate to severe
pain after tonsillectomy provided rapid and effective analgesia and was well tolerated.
(Reference: Eur Arch Otorhinolaryngol (2008) 265:351-355)

e Intravenous acetaminophen, 1 g, administered over a 24-h period in patients with moderate to
severe pain after orthopedic surgery provided rapid and effective analgesia and was well
tolerated. (Reference: Anesthesiology, V 102, No 4, Apr 2005)

e Asingle infusion of i.v. paracetamol 15 mg-kg—1 produced analgesia similar to a single infusion
of propacetamol 30 mg-kg—1 following inguinal hernia repair in children. Paracetamol i.v.
15 mg-kg—1 was better tolerated at the injection site than propacetamol.

(Reference: wwwa3.interscience.wiley.com/journal/118709546/abstract?CRETRY=1&SRETRY=0)

e The high safety profile of Inj- paracetamol and the ability of parenteral doses to significantly
reduce opioid exposure may provide important clinical benefits in post surgical settings.
(Reference: Anesthesiology 2001; 95:A830)

e |V Acetaminophen is safe and effective in the Treatment of Pain Following Vaginal
Hysterectomy (Reference: American Academy of Pain Medicine, 24th Annual Meeting
February 13-16, 2008 Orlando, FL)

Aa'icK KiRx “xb toiied™ Gi gZvgZ ibgiic t

@) Jlal DcKuix 1KS eisjvi ki tclvciU GB aiiYi icciiikb Gi e'endii migiexZy yKie iKby mb™n
AQ]
(2)  GBiccutikibi eenvil AZ'S mugZ |

imB Rb" Aug gtb Kii GBiccitikibi ciqiRb thB]
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1UKIbK vj mre-Kigili megwik t

Mitg/MEA tKigyK Wit i viv Jlaili AibgiSZfite e'enitii myhwM ifqiQ teavq Ace'enitii niZ citi Ges
Anti-Pyratic intmfel e’envi h_v_nte bv etj m™m"MY gZ cKik Ktib| Post Operative case-G Analgesic-
TR A= 0 TS AN 0T Aot BTaTb2 R |

Tag/l nmeiZitj e'entii ibigtE 50 GgGJ Ges 100 GgGj c/K mBR Abjgi b Kiv thiZ citi] ¢ i fgioK
ATS [T7F *16 BT FACS A |
OragvT retk A 1PIKrmiKi ZEvearth Post Operative Case-G Analgesic-inimie e'envi KiZ nte0

JlabgSY KigiUi AvijwPhv I imxvsS-t
D3 1eliq mfiq 1e -wiZ AvtjiPby ng| eveUzkL gyRe tgiWiKj 1ekie vjigi DciPih Aa'icK ciY tMicij etjb
th, MitgMtA tKigrK chitq Jlaili Ace’enitii miuM itqiQ| G ieliq tKiquKt™ i 1bgSY Kiv Kivb nte|

Aa'cK Wt AWRRY Kinnvi etjb th, iZb Rb retkIA tRibTtbB gZvgZ 1'igiQb] 2™ gta” “§Rb Jlal
Abygr tbi mgwik Kiibib] vzib Avtiv etjb IV Infusion AZ'S- mzKzui mvi_ e"envi KitZ nq| Paracetamol
IV Infusion Aceenvi nlqui maveby 13qiQ; hvi citYiZz giivzK nizZ cifi|

gvbbrg msm™ m™m” Rbve miggvi 1Ab tNil eijb, DbZ ietk Jlal e'eliZ nq ieavq 17tk mugZ AKiti nij |
Abygib tqv thiZ citi|

Aa'icK Wit tgit BmgiBj Lwb etjb th, JlaUi ciqiRbiqZy AiQ efjB Abygi thi cil tUKIbKvj mie Kigil
gZigZ v 1qiQ]

tgRi fRbifij ileDj tniimb etjb th, ciziU Jltai Ace’enviii mjhwM AQ| Ace’enviii ARgIZ GB ciqvRbiq
Jlal ev” t7qv hvg bv] Jlai KihKwizy cguYZ|

Rbie Aie”y g i etjb Post Operative Gi t9[{T maiiYZ Cox-2 Inhibitor Anti inflammatory RiZxq
Jlae’elZ ng| Cox-2 Inhibitor Anti inflammatory RiZiq Jla e’enifi eq « fivwd vi Cardiovascular
RibZ mgm'v nq| eq « tiit™i 191{T Post Operative Case-G Jlail e’envi Kiv thiZ citi|

gniciiPyjK, Jla ckimb Aia™Ri etjb, ciqiRbiqZy ietePbigq Jlail Abygv™b t-qv thiZ citi|

mficiZ etjb, 1ZbRb retkltAi gia” =z srmme e Roiew weme e | e9ufs (FeeE weE
1 VKith r=fer <t e = 1 Drev bKii cizowb A_ev vt i Wiy niZ mimii nmciZiij mieivn KiiZ nie

mfvi mxiS- t

Tag/l nmcizitj e'enitii ibigtE 50 GgGj Ges 100 GgGj ¢ /K mBR Abygv™b Kiv nj| ¢ wi tgioK mighitZ
ibgiic kZ Aek'B Ste1o% 4t® 704 |

OvagT 1etk 1A PIKrmiKi ZEieatb Post Operative Case-G Analgesic-intmte e"envi KiZ nie0

JlaU tKib Ae #ZB Jltai t7vKith miein Kiv hite bi] Drev bKvix cizéb A _ev Zvi™ i Wicy niZ mimii
nimciZvi § miein KifZ nie| velqU Drev”bKuix cizbib iidZ Kitel

M/s. Beximco Pharmaceuticals Ltd. Gi Aitei”Z Tramadol 37.50 mg + Paracetamol 500 mg

Tablet Ges M/s. Novartis Bangladesh Ltd. Gi Aver"Z Tramadol 37.50 mg + Paracetamol 325 mg
Tablet cmi¥|
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Jla 1bgSY Kigili 239Zg mfig DciiD3 Jla "Bl Safety, Efficacy and Usefulness maliK gZigZ
c vibi Rb" (1) Aa'icK KiRx “xb fguniai™, XvKv TgiWiKj KiJR, XKy Ges (2) Wit Riviq™ kidK, Ricib evsjvi k
tdUkic nimeizij, XKy Gi ibKU fiddiY tcitYi mxid MpZ ng

D3 imxii3-7 sifsefFre Sfersiie fRuxraesma qaa Torte emie &= ¢l teiY Kiv ng|

AaicK KiRx “xb tginial™ Gi gZigZ wbgiic t

) Jla 20iUi Combined Preparation-Gi ctqiRb toB thinZzGB aitbi Jla Agvy cilgr hig|

Wit Ripviq™ kidK Gi gZgZ ibgifc t

Subject: Regarding Opinion on Safety, Efficacy and Usefulness of Drug (Tramadol 37.5mg +
Paracetamol 325mg)

A)

B)

C)

D)

E)

Countries where available & brand name:
Germany: Tramacet

USA: Ultracet
UK: Tramacet

Reference:

This combination is included in BNF (BNF 58, Page- 246).

Safety: A number of clinical trials suggest that no clinically significant side effects evident in
patients’ who are treated with this combination.

Reference: Clin Ther. 2006 Oct; 28(10):1592-606.

Efficacy: Various clinical trials suggest that this combination is highly effective in both acute &
chronic pain.
Reference: Clin Ther. 2006 Oct; 28(10):1592-606.

Rational for Bangladesh market:
Justification:

The proposed formulation contains 37.5 mg of Tramadol and 325 mg of Paracetamol.
Paracetamol, when used alone, requires a higher dose (500mg to 1000mg) and is not very
effective in relieving acute and chronic painful conditions including post surgical pain as well as
chronic arthritic pains. Tramadol, on the other hand, requires a higher dose when used alone and
may result in opioid related side effects including nausea, vomiting, and respiratory depression.
A combination of Tramadol and Paracetamol (both in reduced regimen) may eliminate these
problems of single drug therapy and offer the physicians an option to manage moderate to severe
painful conditions more effectively. Moreover, being in combination, this will be available at
lower cost compared to individual drugs that will increase patients’ savings during long term
therapy. In conclusion, Paracetamol + Tramadol combination will be very safe, effective &
useful drug for Bangladesh market.

Considering these, | strongly recommend to approve this combination in Bangladesh Market. |
also attach the detailed product information & some abstracts of clinical trials herewith.
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1UKIbK g mve-KigiUi m¥vi AvtgvPhy 1 imxiS t

e ave Sfersie ersres Bo R~-wiZ AvijiPby nq|

AuitjwPbr tkil Tramadol 37.50 mg + Paracetamol 325 mg Tablet Abjgi'b Kiv thiZ cii Ges
Tramadol 37.50 mg + Paracetamol 500 mg Tablet bigAy Kiv thiZ citi etj mxiS- MpiZ nq|

mfvi mxiS- t
Tramadol 37.50 mg + Paracetamol 325 mg Tablet Abjgi™b Kiv nj |
Tramadol 37.50 mg + Paracetamol 500 mg Tablet bigAy Kiv nj |

Jla bgSY Kigili 238 Zg mfvi imxiS tgiZiteK 1bgelYZ c mg#ni Dci ¢ E mguikmgr chitjPbr 1 cindly

ibixglv Kti tUKIbK'(j mie-Kigil eivei gZvgZmn cizte™b “wLiji Rb" wbgeiYZ ietk AL i mgStq GKiU Kigil
MVb Kiv nq|

a. Antioxidant preparation (Vitamin A+C+E)

b. Multiple Vitamin-Mineral Combinations/Individual Minerals/Varieties of combination of
hematinics with Micronutrients

i)  Folic acid and Zinc preparation in 1% trimester of pregnancy either singly or in
combination.

(ii) Iron, Folic acid and Zinc preparation in 2" and 3" trimester of pregnancy either
singly or in combined form.

(iii) Calcium preparation in 2" and 3" trimester as single preparation and

(iv) Iron, Zinc, Folic acid and Calcium in one combination
D3 KigiUu gZvgZmn ciZie™b “wLj KiifQ |
ciZte b ibgiict

Regarding justification of some antioxidant preparation and multiple vitamin-mineral
combinations/individual minerals/varieties of combination of hematinics with micronutrients

Report of the Committee
Regarding justification of some antioxidant preparation and
multiple vitamin-mineral combinations/individual
minerals/varieties of combination of hematinics
with micronutrients

Prof. Md. Ismail Khan, Department of Pharmacology,

Dhaka Medical College Convener

Prof. Farida Begum, Department of Clinical Pharmacy and
Pharmacology, University of Dhaka

Mr. Abdul Muktadir, General Secretary, Bangladesh
Aushad Shilpa Samity and Managing Director, Incepta Member
pharmaceuticals

Mr. Md. Ruhul Amin, Superintendent of Drugs,
Directorate General, Drug Administration, Dhaka
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Introduction

Based on the decision of the 28" general meeting of drug control committee held on 22™ October, 2009
a committee of four (4) members was formed to find out the justification of some antioxidant
preparation and multiple vitamin-mineral combinations/individual minerals/varieties of combination of
hematinics with micronutrients.

Committee comprised of:
1. Prof. Md. Ismail Khan, Department of Pharmacology, Dhaka Medical College - Convener

2. Prof. Farida Begum, Department of Clinical Pharmacy and Pharmacology, University of Dhaka -
Member

3. Mr. Abdul Muktadir, General Secretary, Bangladesh Aushad Shilpa Samity and Managing Director,
Incepta pharmaceuticals - Member

4. Mr. Md. Ruhul Amin, Superintendent of Drugs, Directorate General, Drug Administration, Dhaka -
Secretary-Member

Vitamins are organic substances that are essential for the proper growth and functioning of the body.
Unlike protein, fat, and carbohydrate, vitamins provide no calories. However, they are necessary (in
small amounts) for normal chemical reactions (metabolism) inside the body. Vitamins must be obtained
from food because the body cannot produce them. (The exception is vitamin D, which can be produced
by the skin when it is exposed to the sun). If the intake of vitamin(s) is insufficient due to poor nutrition,
restricted diets, or inadequate intestinal absorption of the vitamins, diseases can occur.

This report is generated to find out the justification of -
a. Antioxidant preparation (Vitamin A+C+E)

b. Multiple Vitamin-Mineral Combinations/Individual Minerals/Varieties of combination of
hematinics with Micronutrients

i)  Folic acid and Zinc preparation in 1* trimester of pregnancy either singly or in
combination.

(ii) Iron, Folic acid and Zinc preparation in 2" and 3™ trimester of pregnancy either singly or
in combined form.

(iii) Calcium preparation in 2" and 3" trimester as single preparation and

(iv) Iron, Zinc, Folic acid and Calcium in one combination
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Summery of the report:

a. Antioxidant preparation (Vitamin A+C+E):

Recommendation: Vitamin A, C, and E acts as an antioxidant in our body. All these vitamins have
their individual role in our body. Vitamin A, C and E reduce the intensity of pain in chronic
pancreatitis patients, slows down atherosclerotic progression in hypercholesterolemic persons and
protect the aging brain against damage associated with the pathological changes of Alzheimer's
disease. Moreover, in some disease conditions they work synergistically. Therefore, the
combination of Vitamin A, C and E is necessary to prevent and fight against different disease
conditions.

b. Multiple Vitamin-Mineral Combinations/Individual Minerals/Varieties of combination of hematinics
with Micronutrients

i) Folic acid and Zinc preparation in 1% trimester of pregnancy either singly or in combination:

Recommendation: Folic acid and Zinc are essential during the first trimester of pregnancy. Folic
acid is an essential component to prevent the risk of neural tube defects. Zinc is an essential
supplementation to prevent premature birth and to improve immune system. So all pregnant
women should take Folic acid and Zinc either singly or in combination during first trimester.

i) Iron, Folic acid and Zinc preparation in 2™ and 3" trimester of pregnancy either singly or in
combined form:

Recommendation: Iron, Folic acid and Zinc are needed throughout the pregnancy for the
development of fetus. Iron is essential for the formation of blood. In the growth phase most of
the women suffer from Iron deficiency and it is doubled during pregnancy. So, Iron is essential
during pregnancy both for mother and fetus. Folic acid prevents birth defects of fetus and
prevents preeclampsia. Zinc is essential for growth, development, maturity and immunity of
baby. Therefore, Iron, Folic acid and Zinc should be given in 2" and 3" trimester either singly
or in combination during pregnancy.

iii) Calcium preparation in 2nd and 3rd trimester as single preparation:

Recommendation: The necessity of Calcium in 2" & 3™ trimester is well established and
recommended. Along with Calcium adequate maternal vitamin D3 status is essential during
pregnancy, not only for maternal well-being but also for fetal development. On an individual
basis, a mother should be supplemented with adequate amounts of vitamin D3 to ensure better
health of newborn and mother. Moreover, Vitamin D3 increases calcium absorption by as much
as 80 percent. Therefore, combination of Calcium and Vitamin D is essential in 2" and 3"
trimester of pregnancy.

iv) Iron, Zinc, Folic acid and Calcium in one combination:
Recommendation: No significant data is available in favour of this combination

Details of the review of available scientific literature

a. Antioxidant preparation (Vitamin A+C+E)

Vitamin A, C, and E acts as an antioxidant in our body. All these vitamins have their individual role in
our body. In some disease conditions mentioned below they work synergistically. Therefore, from
following information it is clear that the combination of Vitamin A, C and E is necessary to prevent and
fight against different disease conditions.
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1. A clinical study found that vitamin E in conjunction with Vitamin A & vitamin C reduced the
intensity of pain in chronic pancreatitis patients and totally eliminated the pain of chronic
pancreatitis in 30% of patients. The treatment also reduced the number of repeat hospital
admissions during the following year.

2. Another study found that the same combination of vitamin E + other antioxidants prevented
pancreatitis attacks in persons who were diagnosed with both acute and chronic pancreatitis.

Source: World J Gastroenterol. 2008 May 28; 14(20): 3137-3148

3. Supplementation with combination of vitamin E and vitamin C slows down atherosclerotic
progression in hypercholesterolemic persons.

Source: Journal of the American heart association: Circulation.2003;107:947-953

4. Vitamin C and A synergistically fight breast cancer cell growth: " A study published in the
Journal of Nutritional Biochemistry found that administering both vitamin A and vitamin C to
cultured human breast cancer cells was more than three times as effective than the
administration of either compound alone.

Source: The Journal of Nutritional Biochemistry, Volume 17, Issue 7, Pages 454-462

5. Antioxidant vitamin supplements, particularly vitamins E and C, may protect the aging brain
against damage associated with the pathological changes of Alzheimer's disease, according to a
study conducted by the Johns Hopkins Bloomberg School of Public Health and other
institutions. The researchers believe antioxidant vitamin supplements may be an ideal prevention
strategy for our aging population as they are relatively nontoxic and are thought to have wide-
ranging health benefits.

Source: Arch Neurol. 2004:61:82-88

b. Multiple Vitamin-Mineral Combinations/Individual Minerals/Varieties of combination of hematinics
with Micronutrients :

(i) Folic acid and Zinc preparation in 1* and 2" trimester of pregnancy

Folic acid during 1% trimester: Neural tube defects (NTD) is a serious problem of infants in which the
brain is not properly formed or at least partly missing and left paralyzed for life. NTD is preventable by
taking Folic acid before and during pregnancy. That's why it's so important for all women of
childbearing age to get enough Folic acid

The Centers for Disease Control and Prevention (CDC) reports that women who take the recommended
daily dose of Folic acid starting at least one month before they conceive and during the first trimester of
pregnancy reduce their baby's risk of neural tube defects by 50 to 70 percent.

In 1998, the U.S. Food and Drug Administration mandated that Folic acid be added to enriched grain
products.

American College of Obstetricians and Gynecologists (ACOG) and the March of Dimes, recommend
that all women of childbearing age take a multivitamin with Folic acid or a Folic acid supplement every
single day. Moreover, several guidelines recommend 5 mg Folic acid before conception and continue
until 12 weeks of pregnancy, like:
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Canadian family physician: "Usual dose of Folic acid gives only partial protection against NTDs.
currently recommended dose for full protection against NTDs is 5mg Folic acid.”

Society of Obstetricians and Gynaecologists of Canada (SOGC): "Women who are at risk of having a
child with NTD should take prenatal supplement with a high dose of Folic acid (5 mg) at least 3 months
before and following conception which is considered safe."”

BNF-57: "Women in the high risk group who wish to become pregnant (or who are at risk of becoming
pregnant) should be advised to take Folic acid supplement at a dose of 5 mg daily and continue until 12
weeks pregnancy."
Source:
Caring for mother and child during pregnancy
1. Nutrition for Optimum Wellness, Low Folic acid During Pregnancy Affects Infant Mental
Health, By Greg Arnold, DC, CSCS, November 3, 2009, abstracted from ““Lower maternal folate
status in early pregnancy is associated with childhood hyperactivity and peer problems in
offspring™ printed online in the Journal of Child Psychology and Psychiatry
2. The College of Family Physicians of Canada: Can Fam Physician, Vol. 54, No. 11, November
2008, pp.1545 — 1547
3. Society of Obstetricians and Gynaecologists of Canada (SOGC)
4. BNF-57

Zinc supplementation during 1% trimester: Zinc is a very important mineral in pregnancy — it is
necessary for immune function and brain formation. Zinc is also required for adequate foetal growth,
being critical for the development of skeletal muscles and bones.

Reviews on Zinc supplementation trials during pregnancy indicated that maternal Zinc deficiency is
associated with adverse maternal and fetal outcomes. Preterm labor and pregnancy induced
hypertension are possible adverse maternal outcomes of Zinc deficiency. Adverse fetal outcomes
include intrauterine growth retardation, low birth weight, poor neurobehavioral development and
increased morbidity in low birth weight neonates. The findings of eight randomized and controlled
intervention trials in less developed countries suggested that maternal Zinc supplementation has a
beneficial effect on neonatal immune status, early neonatal morbidity and infant infections.

Source:
1. Metagenics, A division of Health World Limited, Queensland, Australia
2. The American Society for Nutritional Sciences, Osendarp, West & Black, 2003

Remarks

Folic acid and Zinc is essential during the first trimester of pregnancy. Folic acid is an essential
component to prevent the risk of neural tube defects at a dose of 0.4 mg. but who are at high risk for
neural tube defects it should be given at 5 mg daily before conception and continuing till 12 weeks of
pregnancy. several guidelines like, The Centers for Disease Control and Prevention (CDC), American
College of Obstetricians and Gynecologists (ACOG), Society of Obstetricians and Gynaecologists of
Canada (SOGC), Canadian family physician, BNF-57, recommend to take Folic acid when a women
planning for conceive and continue until 12 weeks of pregnancy.

Zinc is an essential supplementation to prevent premature birth and to improve immune system.
Metagenics, A division of Health World Limited, Queensland, Australia, The American Society for
Nutritional Sciences, recommend to take Zinc in the first trimester.

So all pregnant women should take Folic acid and Zinc either singly or in combination during first
trimester
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(ii) Iron, Folic acid and Zinc preparation in 2™ and 3™ trimester of pregnancy

It becomes clear from the following information that Iron, Folic acid and Zinc are needed throughout
the pregnancy for the development of fetus. Iron is for the formation of blood. In the growth phase most
of the women suffer from Iron deficiency and it is double during pregnancy. So Iron is essential during
pregnancy both for mother and fetus. American Society for Clinical Nutrition advised to take Iron
during 2™ and third trimester in this period the requirements increase. Folic acid is essential for
throughout the pregnancy period.

Folic acid prevents birth defects of fetus and besides this it has another advantages, prevents
preeclampsia, blood formation. American journal of obstetric gynaecology advised to take Folic acid
during pregnancy.

Zinc is also essential for growth, development, maturity and immunity of baby. The American Society
for Nutritional Sciences recommends to take Zinc during pregnancy.

So Iron, Folic acid and Zinc should be given in 2" and 3" trimester either singly or in combination
during pregnancy.

Iron supplementation during 2" & 3™ trimester: Many women have an inadequate level of Iron in their
system to begin with, and the lack becomes more pronounced during pregnancy Iron is very vital for the
fetus; it is the only nutrient which the fetus depends totally on the mother for the supply. Iron is needed
for the formation of red blood cells; sufficient stores of Iron from the start of the pregnancy to the end is
vital. The average woman cannot depend on diet alone. The demand doubles during pregnancy and so
Iron supplements are added to compensate for the insufficiency. Otherwise, patient will suffer from
anemia.

Iron requirements are greater in pregnancy than in the non pregnant state. Although Iron requirements
are reduced in the first trimester because of the absence of menstruation, they rise steadily thereafter;
the total requirement of a 55-kg woman is <1000 mg. Translated into daily needs, the requirement is
<0.8 mg Fe in the first trimester, between 4 and 5 mg in the second trimester, and > 6 mg in the third
trimester. Absorptive behavior changes accordingly: a reduction in Iron absorption in the first trimester
is followed by a progressive rise in absorption throughout the remainder of pregnancy i.e during 2nd &
3rd trimester.

Source:

1. MLA Style Citation: Bedi, Jyoti "The Importance of Iron during Pregnancy." The Importance of
Iron during Pregnancy. 17 Nov. 2007 EzineArticles.com. 7 Feb. 2010
<http://ezinearticles.com/?The-Importance-Of-lron-During-Pregnancy &id=837910>

2. Am J Clin Nutr 2000; 72(suppl):257S. Printed in USA. 2000 American Society for Clinical
Nutrition

Folic acid supplementation during 2" & 3™ trimester: Folic acid is essential for a healthy baby and
helps in the development of the fetal brain and spine. It is especially important during early pregnancy
when many women don't even know that they are expecting. Women should take 400 micrograms of
Folic acid every day throughout their pregnancy and may need to take a multi-vitamin or prenatal
vitamin to meet this requirement.

In a study it was found that Supplementation of multivitamins containing Folic acid in the second
trimester is associated with reduced risk of preeclampsia.

Source: Am J Obstet Gynecol. 2008 Jan; 198(1):45.e1-7

Page 12 of 138



Zinc supplementation during 2™ & 3™ trimester: Zinc supplementation trials during pregnancy indicated
that maternal Zinc deficiency is associated with adverse maternal and fetal outcomes (Caulfield et
al.,1998).

Preterm labor and pregnancy induced hypertension are possible adverse maternal outcomes of Zinc
deficiency. Adverse fetal outcomes include intrauterine growth retardation, low birth weight, poor
neurobehavioral development and increased morbidity in low birth weight neonates. The findings of
eight randomized and controlled intervention trials in less developed countries suggested that maternal
Zinc supplementation has a beneficial effect on neonatal immune status, early neonatal morbidity and
infant infections.

Source: The American Society for Nutritional Sciences, Osendarp, West & Black, 2003

(iii) Calcium as a combination preparation in 2nd & 3rd trimester

The necessity of Calcium in 2" & 3" trimester is well established and recommended. Along with
Calcium adequate maternal vitamin D status is essential during pregnancy, not only for maternal well-
being but also for fetal development. Health care professionals who provide obstetric care should
consider assessing maternal vitamin D status of pregnant mother. On an individual basis, a mother
should be supplemented with adequate amounts of vitamin D3 to ensure better health of newborn and
mother. Calcium and Vitamin D are also recommended by Dietary Allowances, 10" edition; National
Academy of Science, USA; National Academy Press, Washington board, USA; National Research
Council; American Academy of Pediatrics (AAP); Goodman & Gilman’s : The Pharmacological Basis
of Therapeutics, 10" edition.

Therefore, it is justified to use the combination of Calcium with Vitamin D.

1. Vitamin D a key factor in good calcium absorption: Vitamin D3 increases calcium
absorption by as much as 80 percent. 3 per day. Adults over 50 should receive 800 IUs.

Source::http://www.osteoporosis.ca/english/About%200steoporosis/Nutrition/
Vitamin%20D/default.asp?s=1

2. Calcium and Vitamin D: Calcium is important for bones because it is a major component of
bones, which are constantly being broken down and built back up. Vitamin D regulates calcium
absorption and excretion, especially when calcium intake is low. Calcium is a component of
bones, but is more immediately needed in the blood to keep muscles, such as the heart,
contracting efficiently. The body preserves blood calcium levels at the expense of bone calcium.
When calcium levels in the blood drop, parathyroid hormone (PTH) is released. PTH causes
calcium to be released from the bones, thus raising the low calcium levels in the blood.
Osteoporosis may result from chronically high levels of PTH. Vitamin D is the building block of
the hormone calcitriol which works synergistically with PTH. Vitamin D is modified by the liver
to become 25-hydroxyvitamin D (also known as 25(OH)D). 25(0H)D is then modified in the
kidneys to become calcitriol. This conversion is somewhat regulated by PTH levels. Calcitriol
increases absorption of calcium and phosphorus (another major component of bones) from the
intestines and decreases their excretion in the urine. In so doing, calcium levels in the blood rise
and PTH levels drop.

Source:

Groff J, Gropper S. Advanced Nutrition and Human Metabolism, 3rd ed. Wadsworth: 2000.
http://www.veganhealth.org/articles/bones/
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6]

3.

Importance of Vitamin D in Calcium absorption: Vitamin D is essential for promoting calcium
absorption in the gut and maintaining adequate serum calcium and phosphate concentrations to
enable normal mineralization of bone and prevent hypocalcemic tetany. It is also needed for
bone growth and bone remodeling by osteoblasts and osteoclasts. Without sufficient vitamin D,
bones can become thin, brittle, or misshapen. Vitamin D sufficiency prevents rickets in children
and osteomalacia in adults. Together with calcium, vitamin D also helps protect older adults
from osteoporosis.

Source:

DeLuca HF. Overview of general physiologic features and functions of vitamin D. Am J Clin
Nutr 2004;80:1689S-96S. [PubMed abstract]

van den Berg H. Bioavailability of vitamin D. Eur J Clin Nutr 1997;51:S76-9. [PubMed
abstract]

Institute of Medicine, Food and Nutrition Board. Dietary Reference Intakes: Calcium,
Phosphorus, Magnesium, Vitamin D, and Fluoride. Washington, DC: National Academy Press,
1997.

Cranney C, Horsely T, O'Donnell S, Weiler H, Ooi D, Atkinson S, et al. Effectiveness and safety
of vitamin D. Evidence Report/Technology Assessment No. 158 prepared by the University of
Ottawa Evidence-based Practice Center under Contract No. 290-02.0021. AHRQ Publication
No. 07-E013. Rockville, MD: Agency for Healthcare Research and Quality, 2007. [PubMed

abstract]

Goldring SR, Krane S, Avioli LV. Disorders of calcification: osteomalacia and rickets. In:
DeGroot LJ, Besser M, Burger HG, Jameson JL, Loriaux DL, Marshall JC, et al., eds.
Endocrinology. 3rd ed. Philadelphia: WB Saunders, 1995:1204-27.

Favus MJ, Christakos S. Primer on the Metabolic Bone Diseases and Disorders of Mineral
Metabolism. 3rd ed. Philadelphia, PA: Lippincott-Raven, 1996.

http://dietary-supplements.info.nih.gov/factsheets/vitamind.asp

(i) Iron, Zinc, Folic acid and Calcium in one combination

No significant data is available in favour of this combination
1UKiIbK'vg mie-Kigili mfvi At juPbr I imxiS t
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8l

Medical Device and Surgical Equipment-Gi Drcv bKvix cizéb hi® D3 mizi t71Ki ewniii tKib 17k
ng Jla buZ tgiziteK D3 miZw t71ki th tKibiUi FSC/CPP “wLj eva’ZiggK| Rizig Jla buzi 2005-Gi
minZ DCC-KZK 217 Zg mfvg MpxZ D3 imxyS misNilK|

AitjPbe 1imxiSi Rb D icb Kiv ng|

1UKIbK vj mve-KigiUi mFui AvtgvPhy 1 imxiS t

Medical Device and Surgical Equipment Avg vbri 1911 Jla buz-2005 tgiziteK vd-tmj muUidiKU MnY
Kiv ntj ciqiRbig Medical Device and Surgical Equipment Aig bt enZ nie et m mMY gZ cKik
Kiib]

KwU Ae AiiiRb Gi GdGmm/micic MnY Kii Medical Device and Surgical Equipment Aig bxi
tiiRt=kb c vibi veliq Wimim Gi 217 Zg mfvi imxiS- enij ivLv thiZ citi|

JlabgSY Kigiui mfvi AvijuPby t

gvbbig msm™ m™m" Rbve miggvi iAb tNil efjb th, D3 mxid-U thiSK Zte Jla Aig i 191iT Drug
Policy-2005 Abingr 71 Dbzt ki th tKib GKWU t71ki Free Sale Certificate (FSC) MnY Kiv Arek’K| cT
PSR 874 Qe ARG IFIAWS T (F0 O JFo@T e AfFF TF | A3 IKCHE3 AN ATASH
niZ nie]

ImxyS-
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terfb fWitmm digi Dci Overage ¢ b cmit|

GnUeviqnUK Ges rfungb Rizxq Jl1ai verfb tWigmm digi Dci verfb nifi Overage ¢ vibi Rb" DCC-Gi 172
Zg mfug mxi3- itqtQ] GrUevtguU Uvetju I K'icmy Gi 191fT 2.5%, GiUevtquUK ciDWi di mmicbkb Ges
BtAKkibi 91T 5% Ges rfUngtbi t91{T 10% Overage Abjgv ibi mxiS- ifqiQ]

terfb cizdb D3 ¢ Quovl verfbet™ i 1erfb fWiimm digi dgij kib rerfb niii Overage Abygi“ibi ¢ ve Kii
YTF | G SfeTpfe Awreed U= fadifee Overage Gi Pig AiZii3 Overage Gi ¢ e Kii K|

terfb ct™i dgyjktb MnYthw™ Overage ibaiY/Abygi~thi wbigiE AvtjiPby I mxiS MntYi Rb™ tck Kiv ng|

1UKIbK v mue-KigiUi mfvi AvtgvPby 1 imxysS t

Jliai ierfb Formulation-G Shelf life chS- Jlfai Stability 1bhidZ Kivi Rb™ Overage ¢ b Kiv niq K
0T el Srerrd weEe | fifey Formulation-Gi 13T ¢ heiPT tgiziteK TigdZi ifbzy _iKig tKib myi~6
ciigrY Overage ibaviY Kiv miVK nfe bv etj mfvg gZ cKik Kiv ng|

ierfb Formulation-Gi Dci Overage Abygv tbi 11T Compendia A_ev Scientific Reference AbyiY
KivthiZ citi|

mfv imxiS- t

ierfb Formulation-Gi Dci Overage Abygv tbi 11T Compendia A_ev Scientific Reference AbyiY
KiiZ nie|
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aiiv (5) Registration of Medicines. —
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1) No medicine of any kind shall be manufactured for sale or be imported, distributed or

sold unless it is registered with the licencing authority.

2 The licencing authority shall not register a medicine unless such registration is
recommended by the Committee.

3) A registration shall be granted on such conditions as may be specified by the licencing
authority.

4) A registration shall, unless cancelled earlier, be valid for a period of five years.

aiiv (6) Cancellation or suspension of registration. —

(1) The licencing authority may cancel the registration of any medicine if such cancellation is
recommended by the Committee.
(2) The Committee shall evaluate every medicine registered before the commencement of this

Ordinance and every medicine that may be manufactured or imported after such commencement

in order to determine its safety, efficacy and usefulness.
(3) If on such evaluation the Committee finds that any such medicine is not safe, efficacious or
useful it may recommend to the licencing authority cancellation of registration of the medicine.
(4) The licencing authority may, if it is satisfied that a medicine is substandard, suspend the
registration of such medicine till he is satisfied that the medicine has attained its standard.

6 bs ariv fgizvieK JiBimiYs KZgYl Jla 1bg3Y KigiUi mgwitki rRiEfZ tKib Jlfai tilRt+kb enZj KiiZ
citi] gib-enfZ, tfRvj ev MZKi cguwYZ nij KLibv KLibv Rb vt ZirliYKfite Jliai  filRi+kb enZj
Kiv Aiek’K niq cto| rerfb cizéib KZK .Drew™ Z/eiRviRiZKZ Jla gib-einfZ, tFRvj, MizKi cguYZ nijl
Jlabg3Y KigilUi mgwik eZtitkK JiBimiYs A il D3 ¢ {flc MnY KitZ citi bi] veia tgizvieK tKib Jla

gib-enfZ ntj juBimiYs A viw TagiT tiiRt-+kb migigk enZj KitZ citi|

gib-emfZ, tFRij e MZKi cguYZ nij Kb cizobi tKib etUi tiRi-+kb Zir YK enZtji GLiZqii

JiBtmiYs A 1iVi _vKv ctquRb]
rielqiUi ABbMZ v"K chiijvPbr 1 imxvi§i Rb™ Dc veb Kiv ng|

1UKIbK v j mue-Kigili mfvi AutgvPhr 1 imxiS t

D3 ieliq e —wiZ APy ng| velg ABbMZ rearq ABb retkItAT mit_ AutjiPhi Kti ciezxZ Dc b Kiv
thiZ citi

mfvi AguPby 1 imxiS- t

mficiZ etjb th, relqiU ABb sieee=-, By Jla 1hgSY Kigili GLiZqvif bg| AiBb mstkvatbi j19" AiBb
gSYijiqi gZvgZ MnYceK gSx ciili™ Dc ich KifZ nq| Rizig msm™ KZK AiBb mstkvab Kiv ng| AvBb
mstkvatbi ciqRb nij gSYvjq eivei ¢ —ie fciY KiiZ nie]
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8. mfuq wbtg elYZ “vbig Drov’b 1 Aig ibri Rb™ bzl Jla I cPijZ Jltai bzl gilvi Jla (inDg'ib I tFiUiibiix) Ges Aig vbxi Rb™ tgiWtK j iWHBimm Gi firR{-+kb
maliK e —wiZ AvijuPby Kii ibigi® imxiS MpxZ nq t
8.1 Proposed Product for Locally manufacture (Human)
bs C ZKviiKi big Jliai big 1 tRibiK hig bt~ kbv Status Avte”bKvix 1UKIbK vj mie-KigiUi 57 Zg mfvi imxisS-
(New c'E mfvi gZgZ
Molecule/ BNF or
Existing) USFDA
Reference
01. | Eskayef Bangladesh | a) Midazolam 200 mg/100 ml Syrup Itis inc(ijicated foruse | 7.5mg ﬁl 15mg ciqvRb thB ieaiq Aite™b ciqvRb thB ieaig Aite™b
; in paediatric patients Tablet Ay Ki R Av Kiv N
Ltd., Gazipur . . for Sedation 5mgf3m and bigAy Kiv thiZ citi] bigAy Kiv nj |
Midazolam Hydrochlorlde INN 222.40 mg eq. anxiolysis and 1mg/mi Injection
to 200 mg of Midazolam amnesia prior to
diagnostic,
therapeutic or
endoscopic
procedures or before
induction of
anesthesia
b) Clotrimazole 2% Vaginal Cream Itis indicated for the | 100 mg & 150 mg Absgi~b Kiv thiZ cii] Abjgi™b Kiv nj |
topical treatment of VT
. vulvovaginal 200 mg
Clotrimazole USP 2 gm/100 gm candidiasis. Suppository
Application of the
cream to the glans
penis of the partner
may help prevent
reinfection of the
female.
c) Calcium Glubionate 1437.50 mg + Calcium | Itisusedto: New ciqvRb thB ieavq Arfe™b ciqvRb thB ieavq Aifeb
Lactobionate 295.00 mg/ 5 ml Syrup . gfsél'coi‘l’rn']ei‘:]e's bigAy Kiv thZ citi| bigAy Kiv nj |
body

Calcium Glubionate INN 28.75 gm + Calcium
Lactobionate USP 5.90 gm/100 ml

. help to slow
down or stop
lopss of
calcium for
bones in
0steoporosis

e treatpeople
who do get
enough calcium
in their diet

e treatbabies
with low levels
of calcium
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bs C ZKvitKi big Jltai big 1 tRibiiK big bt~ kb Status AvtebKvix | 1UKIbK'vj mie-Kigili 57 Zg Remarks
(New cE mfii gZgZ
Molecule/ BNF or
Existing) USFDA
Reference
Eskayef Bangladesh | d) Prucalopride 1 mg FC Tablet Itis indicated for New Abjgv™b Kiv thiZ citi | Abjgr"b Kivnj|
Ltd., Gazipur Symptoma“fc o
. . treatment of chronic
Prucalopride Succmate INN 1.321 mg eg. to 1 constipation in
mg Prucalopride women in whom
laxatives fail to
provide adequate
relief.
e) Prucalopride 2 mg FC Tablet Itis indicated for New ciqvRb thB ieaiq Aite™b ciqvRb thB ieaig Aie™b
symptomatic Ko os - N
. . treatment of chronic bigAy Kiv thiZ ciil bigAy Kiv nj|
Prucalopride Succinate INN 2.642 mg eq.t0 2 | ¢ystipason in
mg Prucalopride women in whom
laxatives fail to
provide adequate
relief.
f) Mirtazapine 45 mg Tablet Episode of major 15mg & 30 mg BNF-54, ciquRb thB ieaiq Aite"b ciqvRb thB ieaig Aite™b
depression Tab. Page - 210 | bigAy Kiv thiZ citi| bigAy Kiv nj |
Mirtazapine USP 45 mg
0) Methylphenidate Hydrochloride 10 mg /Qttention-defi;it . 5 mgg& 10 mg Tab. BNF-54, ciquRb tbB ieaiq Avie™b ciquRb tbB ieaiq Avie™b
yperactivity disorder 20 mg, 30 mg, 40 _ Ay Ki R Av Kiv N
Extended Release Tablet (ADHA), Special g Cap. Page - 212 | bigAy Kiv thiZ citi| bigAy Kivnj |
. . diagnostic
Methylphenidate Hydrochloride USP 10 mg considerations for
ADHD, Narcolepsy
h) Methylphenidate Hydrochloride 20 mg /Qttention-defi;it . 5 mg& 10 mg Tab. BNF-54, ciqvRb thB ieaig Aite"b ciqvRb thB ieaig Aite™b
yperactivity disorder 20 mg, 30 mg, 40 _ Ay Ki R Av Kiv N
Extended Release Tablet (ADHA), Special g Cap. Page - 212 | bigAy Kiv thiZ citi| bigAy Kivnj |
. . diagnostic
Methylphenidate Hydrochloride USP 20 mg considerations for

ADHD, Narcolepsy
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C ZKvitKi big

Jltai big 1 tRibiiK big

ibt™ kbv

Status
(New
Molecule/
Existing)

Arte bKyix
c'E
BNF or
USFDA
Reference

1UKIbK'vj mve-Kigiui 57 Zg
mfii gZgZ

Remarks

Eskayef Bangladesh
Ltd., Gazipur

—

Paracetamol 500 mg + Pamabrom 25 mg
Tablet

Paracetamol BP 500 mg + Pamabrom USP
25mg

It is indicated for
temporarily relieve of
minor aches and
pains due to
premenstrual and
menstrual cramps,
headache, backache,
temporarily relieve
water weight gain,
bloating, swelling and
full filling associated
with premenstrual
syndrome and
menstrual periods.

New

ciqvRb thB ieaig Aite"b
bigAy Kiv thiZ citi|

ciqvRb thB ieaig Aite™b
bigAy Kiv nj |

) Ceftobiprole 500 mg IV Injection

Ceftobiprole Medocaril INN 666.60 mg eq. to
500 mg Ceftobiprole (Lyophilized Powder)

Complicated skin and
soft tissue infections
including non-limb
threatening diabetic
foot infections without
concomitant
osteomylitis caused
by; Enterobacter
cloacae, Escherisia
coli klebsiala
pneumonia, proteus
mirraballis,
staphylococcus
aureus and
streptococcus

pyogens

New

Absgrb Kiv ThiZ cii|

Abjgib Kivnj |

k) Pitavastatin 1 mg Tablet

Pitavastatin Calcium INN 1.045 mg eq. to 1
mg Pitavastatin

Pitavastatin is
indicated for patients
with primary
hyperlipidemia and
mixed dyslipidemia
as an adjunctive
therapy to diet to
reduce elevated total
cholesterol.

New

USFDA

GB gvlv ciqiRb tbB reaiq
Aiteb bigAy Kiv thiz
cif|

GB gvlv ctqiRb tbB reaiq
Aite™b bigAy Kiv nj |
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bs

C ZKvitKi big

Jltai big 1 tRibiiK big

ibt™ kbv

Status
(New
Molecule/
Existing)

Arte bKyix
c'E
BNF or
USFDA
Reference

1UKIbK'vj mve-Kigiui 57 Zg
mfii gZgZ

mvi imxiS-

Eskayef Bangladesh

Ltd., Gazipur

=

Pitavastatin 2 mg Tablet

Pitavastatin Calcium INN 2.090 mg eq. to 2
mg Pitavastatin

Pitavastatin is
indicated for patients
with primary
hyperlipidemia and
mixed dyslipidemia
as an adjunctive
therapy to diet to
reduce elevated total
cholesterol.

New

USFDA

Absgrb Kiv thiZ cii]

Abjgb Kivnj |

Pitavastatin 4 mg Tablet

Pitavastatin Calcium INN 4.180 mg eq. to 4
mg Pitavastatin

Pitavastatin is
indicated for patients
with primary
hyperlipidemia and
mixed dyslipidemia
as an adjunctive
therapy to diet to
reduce elevated total
cholesterol.

New

USFDA

GB gvlv ciqiRb tbB reaiq
Aiteb bigAy Kiv thiz
cif|

GB gvlv ctqiRb tbB reaiq
Aite™b bigAy Kiv nj |

Moxonidine 0.200 mg F/C Tablet

Moxonidine BP 0.200 mg

Mild to moderate
essential
hypertension

New

BNF 54, Page
-95

Absgrb Kiv ThiZ cii]

Abjg b Kivnj |

Moxonidine 0.300 mg F/C Tablet

Moxonidine BP 0.300 mg

Mild to moderate
essential
hypertension

New

BNF 54, Page
-95

Absgrb Kiv ThiZ cii]

Abjgb Kivnj |

Moxonidine 0.400 mg F/C Tablet

Moxonidine BP 0.400 mg

Mild to moderate
essential
hypertension

New

BNF 54, Page-

95

Absgrb Kiv ThiZ cii]

Abjgb Kivnj |
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Eskayef Bangladesh
Ltd., Gazipur

Cefixime 200 mg + Clavulanic Acid 125 mg
Tablet

Cefixime Trihydrate BP 223.814 mg eq. to
200 mg Cefixime + Potassium Clavulanate
BP 149 mg eq. to 125 mg Clavulanic Acid

Respiratory tract
infections —
Bronchitis,
Bronchietasis,
Pneumonia

ENT infections —
Chronic Maxillary
Sinusitis, chronic
otitis media
Urinary Tract
infections — Acute
uncomplicated and
complicated urinary
tract infection.

New

GBifc Kimtbkb ciquRb thB
teaiq Avte™b bigAy Kiv
thiz citi]

GBifc Kimtbkb ciqvRb thB
teaiq Avte™b bigAy Kiv nj |

Mifepristone 200 mg Tablet

Mifepristone INN 200 mg

It is indicated for the
following treatment :
1) As a medical
alternative to surgical
termination of intra
uterine pregnancy

2) Softening and
dilatation of the cervix
uteri prior to surgical
pregnancy
termination

3) Preparation of the
action of
prostaglandin
analogues in the
termination of
pregnancy for
medical reasons

4) Labour induction
for the expulsion of a
dead foetus

New

AicZZt “IMZ Ly thiZ
cif|

AICZZt “IMZ WLy nj |

Telavancin 250 mg IV Infusion

Talevancin Monohydrochloride INN 255.192
mg eq. to 250 mg Telavancin (Lyophilized
Powder)

It is indicated for the
treatment of patients
with infections
caused by
susceptible strains of
the designated
microorganisms.

New

USFDA

Ab§gr b Kiv ThiZ cii |

Abjgb Kivnj |
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02. | Eskayef Bangladesh a) Bromazepam 6 mg Tablet Itis indicated for 3 mg Tablet GB gilv ctqiRb thB ieavq GB gilv ctqiRb thB ieaq
Ltd., Mirpur, Dhaka Zynr;‘izfr‘;‘)'ges'fr‘;;f Arte’b bi gAY Kiv thiZ Arte’b bi gAY Kivnj |
Bromazepam BP 6 mg agitation. cif|
03. | Square a) Moxifloxacin HCI 1.6 mg/ml IV Infusion Indicated for the Abygv™b Kiv thiZ citi | Abygv b Kivnj |
Pharmaceuticals Ltd., ‘crsmjr:‘: OLC Jred
Dhaka Unit Moxifloxacin HCI BP 1.744 mg eq. to 1.6 mg pneumon% an?j 400 mg Tab. & USFDA and
Moxifloxacin/ml complicated skinand | Smg/ml Eye Drops BNF-60,
skin structure Page-363
infections
b) Paracetamol 10 mg/ml IV Infusion Indicated for the Tag/l nmevZitj e'envtiii | Tagll nmeizdj eendii ibigte
reragementof i IbigiE 50 GyGj Ges 100 | 5 5004 O 440 a6 oK
Paracetamol BP 10 mg/m| to moderate pain and GgGj cWK mBR Abjgi"b tgoK mgheZ ibgilc dZ AeI;"B
the reduction of fever KivthiZ citi] ¢ Wi !
BB TS T |
tgvoK migMitZ ibgifc KZ | OvagiT ietk 1A WPIKrmtKii
Tablet, USFDA & BT A0 TS | ZEearth Post Operative Case-
Suppository and BNF-60, O'l'agvTv etk A G Analgesic-intmte e'eni KitZ
Syrup Page-258 PKIMEK ZEiearth P nte0 Jlal tKib Ae #ZB Jlfai
IPiKrmt | 1eaih POSt | 4~eh miein Ki hee bi
Operative Case-G Drev bKvix ciZow A_ev Zit™i
Ana|gesic-wnimie e"envi Wty niZ mivmii anCVZVij
- A miein KifZ nie] relqU
KitZ nied Drei™bKix cizdw bidZ Kite|
c) Arformoterol 0.015 mg/2 ml Nebulizer Maintenance Absgi™b Kiv thiZ cii] Abjgi™b Kiv nj |
Solution treatment of
bronchoconstriction in
patients with chronic New USFDA
Arformoterol Tartrate INN 22 mcg eq. to 15 obstructive
mcg Arformoterol/2 ml pulmonary disease
d) Metronidazole 750 mg ER Tablet Indicated for the GB gvlv ctquRb thB ieavq GB gvlv ctquRb thB ieavq
treatment of women 200 mg, 250 mg, ~ Av IKi ~ Aw K3y N3
idazol with Bacterial 500 mg & 800mg USFDA Aied ngA_)/ Kilv thiz Arze"b bighy Kiv nj|
Metronidazole BP 750 mg Vaginosis. Tablet. ctil
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Square e) Salbutamol Sulphate 3.0 mg eq. to Itis a selective B2- Abygv™b Kiv thiZ citi | Abygv b Kivnj |
Pharmaceuticals Ltd., Salbutamol 2.5 mg/2.5 ml Nebulizer 2&8;‘{'_1’3;0‘”(‘1'_”69
Dhaka Unit Solution hours) "9
bronchodialatation 1 mg/ml Nebulizer BNF-60
Salbutamol Sulphate BP 3.0 mg eqg. to witha fast onset Soluton Page-176
Salbutamol 2.5 mg/2.5 ml (within 5 minutes) in
reversible airways
obstruction. _ _
f) Anhydrous Caffeine 30 mg/3 ml IV Indicated fOfr the f GB gvlv ctquRb thB ieavq GB gvlv ctquRb thB ieavq
H H treatment of apnea o ~ Aw K i ~ Aw Ki H
Injection orematutiy in nfants Aite™h bng_y Kiv thiz Aiteb bigAy Kivnj |
. o between 28 and <33 ciil
Anhydrous Caffeine BP 30 mg + Citric Acid weeks gestational New USFDA
Monohydrate BP 15 mg => 60 mg Caffeine age.
Citrate (eg. to 30 mg anhydrous Caffeine)/3
ml
04. | Orion Infusion Ltd. a) 10% Dextrose and 0.45% Sodium Chloride | ltisindicated foruse | Dextrose 5 gm + GB gilv ctqiRb thB ieavq GB gilv ctqiRb thB ieavq
Infusion in adults and 180 mg/100mi Ate’b bighy Kiv thiz Aite’b bigAy Kiv nj |
paediatric patients as & N
. sources of 5gm+ 250 citi I
Dextrose Anhydrous BP 10 gm + Sodium electrolytes, calories mg/100 ml
Chloride BP 0.45 gm/100 m| and water for
hydration.
05. | Sanofi Aventis a) Prulifloxacin 600 mg Tablet Acute uncomplicated New ciquRb thB 1leavq Ate b bv | ctqvRb 1hB ieaig Avte™h by
Bangladesh Ltd. 'ﬁ}’zec;gg;‘?;yrﬁg gAy Kiv thiZ citi oAy Kivnj|
Prulifloxacin INN 600 mg 'cysmi's)v e
Complecated lower
urinary tract
infections and Acute
exacerbation of
chronic bronchitis.
b) Glimepiride 1 mg + Metformin Itis indicated for the New GB Kimtbkb ciqiRb thB GB Kiatbkb ctqiRb thB reaiq
Hydrochloride 500 mg sustained release ;“;;i%ser‘:‘we[ﬂ‘t%e ) teaiq Avte™b bigAy Kiv Aite™b bigAy Kiv nj |

Tablet

Glimepiride BP 1 mg + Metformin
Hydrochloride BP 500 mg

diabetic mellitus
when diet, exercise
and single agent do
not result adequate
glycemic control.

thiZ citi|
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Sanofi Aventis c) Glimepiride 2 mg + Metformin Itis indicated for the New GB Kimtbkb ciqiRb thB GB Kiatbkb ctqiRb thB reaiq
Bangladesh Ltd. Hydrochloride 500 mg sustained release | Managementof teaiq Avte™b bigAy Kiv Aite™b bigAy Kiv nj
Tablet e e 2 iz crti
diabetic mellitus
when diet, exercise
Glimepiride BP 2 mg + Metformin and single agent do
Hydrochloride BP 500 mg ot result adequate
glycemic control.
06. | Pharmasia Ltd. a) Pitavastatin 1 mg Tablet Itis inhibits HMG- - New USFDA GB gilv ctqiRb thB ieavq GB gilv ctqiRb thB ieavq
CoA reductase, which Aite’b bigAy Kiv thiZ Aite™b bigAy Kiv nj |
. . . is a rate determining N
Pitavastatin Calcium INN 1.05 mg eq. to enzyme involved with o]
Pitavastatin 1 mg biosynthesis of
cholesterol, ina
manner of
competition with the
substrate so that it
inhibits cholesterol
synthesis in the liver.
b) Pitavastatin 2 mg Tablet -do- New USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
Pitavastatin Calcium INN 2.10 mg eg. to
Pitavastatin 2 mg
c) Pitavastatin 4 mg Tablet -do- New USFDA GB gilv ctqiRb thB ieavq GB gilv ctqiRb thB ieavq
Aiteb bigAy Kiv thiz Aite™b bigAy Kiv nj |
Pitavastatin Calcium INN 4.20 mg eg. to cit|
Pitavastatin 4 mg
d) Naproxen 500 mg + Esomeprazole 20 mg | !tis acombination of New USFDA Abyg b Kiv thiZ citi| Abyg b Kivnj |

Tablet

Naproxen Sodium USP 550.18 mg
(Equivalent to 500 mg Naproxen) +
Esomeprazole Magnesium Trihydrate BP
22.3 mg ( Equivalent to 20 mg Esomeprazole)

Naproxen and
Esomeprazole, that
indicated for the relief of
signs and symptoms of
osteoarthritis,
rheumatoid arthritis and
ankylosing spondilitis
and to decrease the risk
of developing gastric
ulcer in patients at risk of
developing NSAID-
associated ulcers
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Pharmasia Ltd. e) Naproxen 375 mg + Esomeprazole 20 mg k‘: ?chwl;ir?:ﬁon of New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
X(
Tablet Es!))meprazole, that
iqdicated for the relief of
Naproxen Sodium USP 412.632 mg zggz:gﬁnﬁ@pmms of
(Equivalent to 375 mg Naproxen) + heumatoid arthits and
Esomeprazole Magnesium Trihydrate BP ankyloslng spon s
22.3 mg ( Equivalent to 20 mg Esomeprazole) | of developing gastric
ulcer in patients at risk of
developing NSAID-
associated ulcers
07. | Beximco a) Sitagliptin 50 mg + Metformin HCI 500 mg | Itis indicated as an New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Tablet adjunct 1o diet and
. exercise to improve
Limited o glycemic control in
Sitaglipptin Phosphate Monohydrate INN adults with type 2
64.25mg eq. to Sitagliptin 50 mg + diabetes mellitus
Metformin HCl BP 500 mg when treatment with
both sitagliptin and
metformin is
appropriate
b) Sitagliptin 50 mg + Metformin HCI 850 mg | Itisindicated as an New GB gilv ctqiRb thB ieavq GB gilv ctqiRb thB ieavq
Tablet adjunct 1o diet and Ate’b bighy Kiv thiz Aite’b bigAy Kiv nj |
exercise to improve -
. glycemic control in ciil
Sitagliptin Phosphate Monohydrate INN adults with type 2
64.25mg eq. to Sitagliptin 50 mg + diabetes mellitus
Metformin HCl BP 850 mg when reatment with
both sitagliptin and
metformin is
appropriate
c) Sitagliptin 50 mg + Metformin HCI 1000 mg | Itis indicated as an New USFDA Abjgv™b Kiv thiZ citi] Abjgrb Kivnj|

Tablet

Sitagliptin Phosphate Monohydrate INN 64.25
mg eq. to Sitagliptin 50 mg + Metformin HCI
BP 1000 mg

adjunct to diet and
exercise to improve
glycemic control in
adults with type 2
diabetes mellitus
when treatment with
both sitagliptin and
metformin is
appropriate
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Beximco d) Paracetamol 10 mg/ml IV infusion For the relief of mild 500mg,250mg, | BNF-61 Page | Tagvl nimciZitj e'enitii Tagil nmciZvtj e'endii ibigiE
Pharmaceuticals 1o moderate painand | 120mg Tablet, | g 260 ibigtE 50 GgGj Ges 100 | 50 GgGj Ges 100 GgGj c'iK
Limited Paracetamol BP 10 mg/ml the reducton offever ﬁ%@gﬁgéﬁp GgGj CK mBR Abjgi'b | MER AbSrbKirnjl cili
route of 500mg, 250mg, Kiv thiZ citi] c Wi fgioK fgioK mghttZ nbgl‘\‘c kZ AekB
administration is 60mg Suppository AATS FEHT *1S SrErnd oTT lmm | e fRreEe
considered clinically KitZ nte| waKrmiKl ZEiearth Post _
necessary e p _ Operative Case-G Analgesic-
O',,ag“ ietk1A waKrmi.Kl inimte e'envi KitZ nte0 Jlail
ZEvearth Post Operative | +kib Ae¢ZB Jltai tIKith
Case-G Analgesic-intmte | mieim Kiv hie br] Drev bKvi
e'envi KitZ nted ciZob A_ev ZE 1 Wiey ntZ
mivmii nmciZi § miein KitZ
nie| relqU Drev bKvix cizdib
hidZ Kite|
e) Voglibose 0.20 mg Tablet Toimprove New ciquRb thB leaig Aie b bv | ctqvRb thB ieaiq Avte™b by
E°;‘§;”g:"1 - gAy Kiv thiZ cifi | oAy Kivnj|
Voglibose INN 0.20 mg pitiem zvith ype 2
Diabetes.
f) Voglibose 0.30 mg Tablet -do- New ciquRb thB leaig Aie b bv | ctqvRb thB ieaiq Avte™b b
gAy Kiv thiZ citi | gAy Kivnj |
Voglibose INN 0.30 mg
0) Mometasone Furoate 0.110 mg Itis indicated for the 50mg/100m USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kiv nj |
Capsule, Dry Powder Inhaler i pance reaiment Nasal Spray
prophylactic therapy in
Mometasone Furoate BP 0.110 mg patfonts 4 years of age
h) Mometasone Furoate 0.220 mg -do- Do USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kiv nj |
Capsule, Dry Powder Inhaler
Mometasone Furoate BP 0.220 mg
i) Soya bean Qil 50 mg + Itis indicated as a New BNF-61 Absgi~b Kiv thiZ cii] Abjgi~b Kiv nj |
Medium-Chain Triglycerides source of calories for Page 603

50 mg / ml Fat Emulsion (10%) IV Infusion

Soya bean Oil USP 50 mg + Medium-Chain
Triglycerides USNF 50 mg / ml

patients requiring
parenteral nutrition
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Beximco )] Soya bean Qil 100 mg + Medium-Chain Itis indicated as a New BNF 61 Absgi™b Kiv thiZ cii] Abjgi™b Kiv nj |
Pharmaceuticals Triglycerides 100 mg / ml Fat Emulsion zgllgrc';offor stens Page 604
Limited (20%) 1V Infusion requi'ring pat
parenteral nutrition
Soya bean Oil USP 100 mg + Medium-Chain
Triglycerides USNF 100 mg / ml
k) Lodoxamide 1 mg/ml Ophthalmic Solution | Indicated in the New USFDA & Abjgi™b Kiv thiZ citi Abjgib Kivnj |
treatment of the BNF 61
Lodoxamide Tromethamine INN 1.780 mg ?;Zlﬁég'fﬁ Ejyetrﬁe page 672
eqv to Lodoxamide 1 mg/ml terms vernal kerato
conjunctivitis, vernal
conjunctivitis and
vernal keratitis.
)} Milk Based Essential and Non-essential It is indicated as New BNF-61 Abjgi™b Kiv thiZ citi| Abjgi b Kivnj |
Amino Acids IV Infusion for Human source of amino acids Page 606

Essential Amino Acid

Each 100 ml Contains

L-Isoleucine USP 0.310gm+L-Leucine USP
0.700 gm + L-Lysine HCI USP 0.699 gm eqv.
to L-Lysine 0.560 gm+ L-Methionine USP
0.130 gm+ L-Phenylalanine USP 0.270
gm+L-Threonine USP  0.360 gm+ L-
Tryptophan USP  0.140gm+L-Valine USP
0.360gm+ L-Histidne USP 0.210 gm +L-
Tyrosine USP 0.050 gm

Non-Essential Amino Acid

L-Arginine USP 0.410 gm+ L-Aspertic Acid
USP 0.410 gm+ L-Glutamic Acid BP 0.710
gm+ L-Alanine USP 0.630 +L-Cysteine HCI
BP 0.126 gm eqv. to L-Cysteine0.100 gm+ L-
Glycine USP 0.210 gm +L-Proline USP 0.560
gm+L-Serine USP 0.380 gm+ L-Taurine USP
0.030 gm

for protein synthesis
and of Taurine in
infants and children
requiring intravenous
nutrition
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Beximco m)  Zanamivir 5 mg Capsule Itis indicated for the New USFDA & Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
Pharmaceuticals Dry Powder Inhaler treatment of influenza BNF-61,
Limited %?ﬂg;gghylax's of Page 400
Zanamivir INN 5 mg
n) Ocular Vitamin Supplement Tablet Indicated to maintain New GB Kintbkb ctqvRb thB GB Kimtbkb ctqvRb 1bB 1eaig
gi{}g;ﬂ a’ﬁoh:rﬂm for teaiq Avte™b bigAy Kiv Aite™b bigAy Kiv nj |
Ascorbic Acid USP 103.093 mg eqv. to guscepﬁme to free thiZ o]
Vitamin C 100 mg + d-alpha Tocopheryl Acid | radicals due to high
Succinate USP 112.40 mg eqv. to Vitamin E | blood pressure
100 |U+ Thiamine Mononitrate (Vitamin B1)
USP 0.750 mg + Pyridoxine
Hydrochloride(Vitamin B6) USP 1.00 mg +
Niacinamide USP 10 mg + Alpha Lipoic Acid
INN 140 mg+Genistein INN 25 mg
0) Ciclesonide 0.071 gm/ 100 ml Nasal For the treatmentof | 80mcg/Actuationl | USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Spray sga§9nal allergic 60mcg/Actuation,
rhinitis and treatment Inhalation Aerosol
Ciclesonide INN 0.071 gm/ 100 ml ofperenmial it
p) Fluticasone Furoate For the treatment of Fluticasone Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
0.055gm/100 ml Nasal Spray seasonal allergic Propionate 0.05% | ySFDA
rhinitis and treatment Nasal Spray
Fluticasone Furoate INN 0.055 gm/100 ml ofperenmial inis
Q) Tramadol HCI 37.5 mg+ Itis indicated for the New USFDA Abjgi~b Kiv thiZ citi Abjgi~b Kivnj |
Paracetamol 325 mg Tablet symptomatic BNF 61
treatment of
moderate to severe Page 261

Tramadol HCI BP 37.5mg+ Paracetamol BP
325mg

pain
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Beximco
Pharmaceuticals
Limited

Acetylcysteine 100mg/ml
Respirator Solution

Acetylcysteine USP 100 mg/ml

Acetylcysteine is
indicated as adjuvant
for patients with
abnormal,viscid or
insipssated mucous
secretions in such
conditions as chronic
bronchopulmonary
disease, acute
bronchopulmonary
disease , pulmonary
complications of
cystic fibrosis,
trecheostomy care
etc.

New

USFDA

Abjgr'b Kiv thiZ i

Abjgi b Kivnj |

Acetylcysteine 200 mg/ml
Respirator Solution

Acetylcysteine USP 200 mg/ml

Acetylcysteine is
indicated as adjuvant
for patients with
abnormal,viscid or
insipssated mucous
secretions in such
conditions as chronic
bronchopulmonary
disease, acute
bronchopulmonary
disease , pulmonary
complications of
cystic fibrosis,
trecheostomy care
etc.

New

USFDA

Abjgr'b Kiv ThiZ cii

Abjgib Kivnj |

Terbutaline Sulfate 2.50 mg/ml Nebulizer
Solution

Terbutaline Sulfate USP 2.50 mg/ ml

Terbutaline Sulfate is
indicated for the
treatment of bronchial
asthma, bronchitis
and bronchospasam

250 meg /Puff,
2.50mg Tablet,
1.50mg/5ml Syrup

BNF 61
Page 179

Absgr b Kiv ThiZ cii|

Abjgi b Kivnj |

Tobramycin 60 mg/ml
Inhalation Solution

Tobramycin USP 60 mg/ml

Tobramycin is
indicated as for the
treatment of
pseudomonas
aeruginosa lung
infection

3% Eye Drop, 3%
Eye Qintment

USFDA

Abjgr'b Kiv thiZ i

Abjgi b Kivnj |
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Beximco V) Naproxen 375 mg + Esomeprazole 20 mg | Use for the symptom New USFDA Abygv™b Kiv thiZ citi Abygv b Kivnj |
Pharmaceuticals Ltd. Tablet of osteoarthrits,
rheumatoid arthritis
and ankylosing
Naproxen USP 375 mg +Esomeprazole spondylitis and also
Magnesium Trihydrate 22.20 mg eqv. to decrease NSAID
Esomeprazole 20 mg associated gastric
ulcers
W) Naproxen 500 mg + Esomeprazole 20 mg | Use for the symptom USFDA Abygv™b Kiv thiZ citi Abygv b Kivnj |
Tablet of osteoarthritis,
rheumatoid arthritis
and ankylosing
Naproxen USP 500 mg + Esomeprazole spondylitis and also
Magnesium Trihydrate 22.20 mg eqv. to decrease NSAID
Esomeprazole 20 mg associated gastric
ulcers
X) Arformoterol 0.0075 mg/ ml Respirator Arformoterol is New USFDA Absgi™b Kiv thiZ citi Abjgi™b Kivnj |
Solution indicated as
maintenance
treatment of
Arformoterol Tartrate INN 0.011 mg eqv. to bronchoconstriction
0.0075 mg Arformoterol / ml with chronic
obstructive
pulmonary disease
y) Bosentan 125 mg Tablet EOSﬁman is indica;ed New USFDA Abjgi~b Kiv thiZ citi Abjgi™b Kivnj |
or the treatment o
Bosentan INN 129.082 mg eqv. to E%Eﬂgﬁ;yioar{te”al
anhydrous Bosentan 125 mg
z) Ferric Carboxymaltose 100 mg/2 ml Ferric New BNF-61 Absgi™b Kiv thiZ citi Abjgi™b Kivnj |
Solution for Injection Vial Carboxymaltase is Page 579
indicated for the
treatment of anemia
Ferric Carboxymaltose INN 50 mg/ ml
aa) Indacaterol 150 mcg Capsule Indacaterol is New BNF 61 Absgi~b Kiv thiZ citi Abjgi~b Kivnj |
Dry Powder Inhaler 't;‘r‘é'rf;‘]i‘iﬁ?;or Page 177
treatment with

Indacaterol Maleate INN 0.194 mg eqv. to
Indacaterol 150 mcg

chronic obstructive
pulmonary disease
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Beximco ab) Indacaterol 300 mcg Capsule Indacaterol is New BNF 61 Abjgi™b Kiv thiZ citi Abjgib Kivnj |
Pharmaceuticals Ltd. Dry Powder Inhaler indicated as Page 177
bronchodilator
treatment with
Indacaterol Maleate INN 0.389 mg eqv. to chronic obstructive
Indacaterol 300 mcg pulmonary disease
ac)  Varenicline 2.6 mg Tablet Varenicline is New AiciZZt T MZ Ly thiZz AiciZZt " WMZ iy nj |
indicatgd as smoking oiti |
Varenicline Tartrate INN 4.446 mg eqv. to cessafion reatment
Varenicline 2.6 mg
ad)  Olopatadine HCI 5 mg Tablet Olopatadine is mg/ml, 2mg/m| AiciZZt " MZ vl thiZz AiciZZt " WMZ iy nj |
indicated for the Eye Drops, oiti |
. treatment of allergic 0.600gm/100 ml
OlOpatadme HCIUSP 5 mg rhinitis, urticaria, and Nasal Spray
itching accompanied
by skin disease
eczema, dermatitis,
pruritus cutaneous,
psoriasis vulgaris and
erythema exudativum
multiforme.
ae)  Paracetamol 1000 mg Tablet For the management 500mg, BNF 61 ciqvRb 1hB leaiq Arfeb ciqvRb 1hB ieaig Avieb
of mild to moderate 665mg 120mg Page 260 | bigAy Kiv thiZ citi| bigAy Kiv nj |
Paracetamol BP 1000 mg pain, including table,
osteoarthritis and for
pyrexia
af) Paracetamol 500 mg + Methionine 100 mg | This combination is New BNF 61 Abygv™b Kiv thiZ citi Abygb Kivnj |
Tablet used to relieve pain Page 261

Paracetamol BP 500 mg + Methionine BP
100 mg

and reduce fever; the
methionine is included
in an attempt to
prevent liver damage
caused by overdosage
of paracetamol. It is
indicated for the
treatment of pain &
fever.
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Beximco ag)  Paracetamol 500 mg + Metoclopramide 5 | Used for the control New BNF 61 ciqiRb 1bB leavq Avie™b ciqiRb 1bB ieavq Avie™b
Pharmaceuticals Ltd. mg Tablet of the symptoms of Page 261 bigAy Kiv thiZ citi| bigAy Kiv nj |
migraine attacks —
) pain associated with

Paracetamol BP 500 mg + Metoclopramide migraine, nausea
INN 5 mg (feeling sick) and

vomiting.

ah)  Famotidine 10mg + Calcium Carbonate The short-term New USFDA Kiathkb ctquRb 1bB ieaiq Kimtbkb ctquRb 1bB ieaiq

800mg +Magnesium Hydroxide 165mg pymplomati relief of Avte™b bigAy Kiy thiZ Avte™b bighy Kiv nj |
Chewable Tablet indigestio;l, acid citi I

indigestion, and
Famotidine BP 10mg+Calcium Carbonate BP | hyperacidity.
800mg+Magnesium Hydroxide BP 165mg

a)  Sodium Alginate 500 mg + Potassium Relief of heartbumn New BNF 61 Abygrb Kiv thiZ citi Abygrb Kivnj|

Bicarbonate 100 mg/5 ml suspension and acid indigestion Page 46

Sodium Alginate USP 500 mg + Potassium
Bicarbonate USP 100 mg/5 ml

(also known as
dyspepsia).Relief of
symptoms of
conditions eg, hiatus
hernia and reflux

oesophagitis
(inflamed food pipe).
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Beximco
Pharmaceuticals Ltd.

a))

Atorvastatin 80mg Tablet

Atorvastatin INN 82.72mg Eqv.to Atorvastatin
80mg

Atorvastatin is indicated as
an adjunct therapy to diet to:
« Reduce the risk of M|,
stroke, revascularization
procedures, and angina in
patients without CHD, but
with muttiple risk factors.
+Reduce the risk of Mland
stroke in patients with type 2
diabetes without CHD, but
with muttiple risk factors.

+ Reduce the risk of non-fatal
M|, fatal and non-fatal stroke,
revascularization
procedures, hospitalization
for CHF, and angina in
patients with CHD.

« Reduce elevated total-C,
LDL-C, apo B, and TG levels
and increase HDL-C in adult
patients with primary
hyperlipidemia
(heterozygous familial and
nonfamilial) and mixed
dyslipidemia.

*Reduce elevated TG in
patients with
hypertriglyceridemia and
primary
dysbetalipoproteinemia.
*Reduce total-C and LDL-C
in patients with homozygous
familial
hypercholesterolemia.

« Reduce elevated total-C,
LDL-C, and apo B levels in
boys and postmenarchal
girls, 10 to 17 years of age,
with heterozygous familial
hypercholesterolemia after
failing an adequate trial of
diet therapy.

10mg, 20mg,
40mg Tablet

USFDA

Abggrb Kiv ThiZ o

Abjgi b Kivnj |

ak)

Sodium Alginate 500 mg + Potassium
Bicarbonate 100 mg Tablet

Sodium Alginate USP 500 mg + Potassium
Bicarbonate USP 100 mg

Relief of heartburn
and acid indigestion
(also known as
dyspepsia).Relief of
symptoms of
conditions eg, hiatus
hernia and reflux

oesophagitis
(inflamed food pipe).

New

BNF 61
Page 46

Absgrb Kiv hiZ cii]

Abjgb Kivnj |
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Beximco al)  Ketoprofen 200 mg + Omeprazole 20mg | Itis used to reliefpain New BNF 61 GB Kimtbkb ciqiRb thB GB Kiatbkb ciqRb thB ieaiq
Pharmaceuticals Ltd. MR Capsule ;gg;eﬂjvri‘;:“a“o” n Page 637 teavq Avte™b bighy Kiv Aite™b bigAy Kiv nj |
rheumatoid arthritis, thiZ citi I
Ketoprofen + Omeprazole MR Pellets ankylosing spondylitis
Ph.grade 540 mg contains Ketoprofen BP arrl]d t;]steoarlthrit(ijs
Whno have already
200 mg + Omeprazole BP 20 mg had, or are at high
risk of getting
stomach or duodenal
ulcers.
am)  Ketoprofen 100 mg +Omeprazole 20 mg Itis used to reliefin New BNF 61 GB Kimtbkb ciqvRb thB GB Kiatbkb ciqRb thB ieaiq
MR Capsule and inflammation in Page 637 iearq Ate™b bigAy Kiv Aite™b bigAy Kiv nj |
people with h >
rheumatoid arthritis, thiZ citi|
Ketoprofen + Omeprazole MR Pellets Ph. ankylosing spondylitis
grade 270 mg contains Ketoprofen BP 100 arrl]d t;]steoarlthritci‘s
Wno have already
mg +Omeprazole BP 20 mg had, or are at high
risk of getting
stomach or duodenal
ulcers.
an)  Ketoprofen 150 mg +Omeprazole 20 mg | Itis used to reliefin New GB Kimtbkb ciqiRb thB GB Kiatbkb ciqRb thB ieaiq
MR Capsule and inflammation in teavq Avte™b bighy Kiv Aite™b bigAy Kiv nj |
people with h N
theumatoid arthritis, thiZ citi|
Ketoprofen + Omeprazole MR Pellets Ph. ankylosing spondylitis
grade 350 mg contains Ketoprofen BP 150 arrl]d c;]steoarlthritci‘s
Whno have already
mg + Omeprazole BP 20mg had, or are at high
risk of getting
stomach or duodenal
ulcers.
ao)  Betamethasone 0.05 gm + Calcipotriol This combination is New BNF 61 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
0.005 gm/100 gm Ointment indicated for the Page 717

Betamethasone Dipropionate BP 0.0643 gm
eq. to 0.05 gm Betamethasone + Calcipotriol
Monohydrate BP 0.0052 gm eq. to
Calcipotriol 0.005 gm/100 gm

treatment of plaque-
type psoriasis
vulgaris.
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Beximco ap)  Carvedilol Phosphate 10 mg CR Capsule Indicated for the 3125 mg, 6.25 USFDA Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
Pharmaceuticals Ltd. wreatment of. mg, 12.50 mg &
Carvedilol Phosphate Contrplled Release ;mgﬂi[cohﬁ'ﬂz”ure 25 mg Tablet
Pellets Ph. Gr. 50 mg contains « Left ventricular
Carvedilol Phosphate INN 10 mg dysfunction following
myocardial infarction
in clinically stable
patients
* Hypertension
agq)  Carvedilol Phosphate 20 mg CR Capsule | Indicated for the 3125mg, 625 | USFDA Abjgv™b Kiv thiZ citi] Abjgr"b Kivnj|
trea}tment of: mg, 12.50 mg &
Carvedilol Phosphate Control!ed Releasq ;mgﬂi[cohz?’f;z”ure 25 mg Tablet
Pellets Ph. Gr. 100 mg Contains Carvedilol  Left ventricular
Phosphate INN 20 mg dysfunction following
myocardial infarction
in clinically stable
patients
* Hypertension
ar)  Carvedilol Phosphate 40 mg CR Capsule Indicated for the 3125mg,6.25 | USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
trea}tment of: mg, 12.50 mg &
Carvedilol Phosphate Control!ed Releasq ;mgﬂi[cohﬁ'ﬂg”ure 25 mg Tablet
Pellets Ph. Gr. 200 mg Contains Carvedilol  Left ventricular
Phosphate INN 40 mg dysfunction following
myocardial infarction
in clinically stable
patients
* Hypertension
as)  Carvedilol Phosphate 80 mg CR Capsule | Indicated for the 3125mg,6.25 | USFDA GB gvlv ctquRb 1bB reaiq GB gvlv ciquRb 1hB iearq
treatment of: mg, 12.50 mg & ~ Aw K i ~ Aw Kiv ni
o MId b Severe 5% mo Tablet Avte™b bigAy Kiv thiZ Aiteb bigAy Kivnj |

Carvedilol Phosphate Controlled Release
Pellets Ph. Gr. 400 mg Contains Carvedilol
Phosphate INN 80 mg

chronic heart failure
* Left ventricular
dysfunction following
myocardial infarction
in clinically stable
patients

* Hypertension

cii|
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Beximco
Pharmaceuticals Ltd.

at) Pitavastatin 1 mg Tablet

Pitavastatin Calcium INN 1.045 mg eq. to
Pitavastatin 1 mg

Indicated for:
Patients with primary
hyperlipidemia and
mixed dyslipidemia
as an adjunctive
therapy to diet to
reduce elevated total
cholesterol (TC), low-
density lipoprotein
cholesterol (LDL-C),
apolipoprotein B (Apo
B), triglycerides (TG),
and to increase high-
density lipoprotein
cholesterol (HDL-C)

New

USFDA

GB gvlv ctqiRb tbB 1eaiq
Aiteb bigAy Kiv thiz
cif|

GB gvlv ctqiRb tbB 1eaiq
Aite™b bigAy Kiv nj |

au)  Pitavastatin 2 mg Tablet

Pitavastatin Calcium INN 2.09 mg eg. to
Pitavastatin 2 mg

Indicated for:
Patients with primary
hyperlipidemia and
mixed dyslipidemia
as an adjunctive
therapy to diet to
reduce elevated total
cholesterol (TC), low-
density lipoprotein
cholesterol (LDL-C),
apolipoprotein B (Apo
B), triglycerides (TG),
and to increase high-
density lipoprotein
cholesterol (HDL-C)

New

USFDA

Ab§gr b Kiv ThiZ Cii|

Abjgi b Kivnj |

av)  Pitavastatin 4 mg Tablet

Pitavastatin Calcium INN 4.18 mg eg. to
Pitavastatin 4 mg

-do-

New

USFDA

GB gvlv ctqiRb tbB 1eaiq
Aiteb bigAy Kiv thiz
cif|

GB gvlv ciqiRb tbB 1eaiq
Aite™b bigAy Kiv nj |
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Beximco aw)  Brimonidine 0.130gm+ Timolol Brimonidine  tartrate | 200 mg + 500 USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. 0.50gm/100ml Eye Drops 02% and  timolol | mg/100 ml eye
maleate 0.5% drops
. o ophthalmic solution is
Brimonidine Tartrate INN 0.20 gm eg. to indicated ~ for  the
Brimonidine 0.130gm+Timolol Maleate USP reductiolrl of elevated
f intraocular ressure
0.68gm eq. to Timolol 0.50gm/100ml 49700_” i patients with
glaucoma or ocular
hypertension who
require adjunctive or
replacement  therapy
due to inadequately
controlled IOP.
08. | Healthcare a) Azithromycin 2gm/Bottle Powder for Azithromycin is 200 mg.5ml Abjgi™b Kiv thiZ citi| Abjgi b Kivnj |
Pharmaceuticals Ltd. Suspension (Single Dose) indicated for the Powder for
treatment with mild to Suspension
. ) . moderate infections
Azithromycin Sustained Release Granules caused by
15.75 gm eq. to Azithromycin USP 2 gm/ susceptible isolates
Dose of the designated
microorganisms.
09. | Ad-Din a) Sucralose 6.50 mg/Sachet Sucralose can be 8 mg tablet Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |

Pharmaceuticals Ltd.

Sucralose BP 6.50 mg/ Sachet

used as sweetener in
different foods like
pudding, milk
products, jelly, fruit
jucices, tea, coffee,
desserts, hot and
cold bevarage etc.
due to zero calorie
sweeteners; it is nice
preparation for the
heath conscious
people. Sucrolose
can be a unique
choice for the diabetic
parients who have
excess amount of
glucose in blood.
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Ad-Din

Pharmaceuticals Ltd.

b) Sucralose 6.50 mg/gm Powder

Sucralose BP 6.50 mg/gm

Sucralose can be
used as sweetener in
different foods like
pudding, milk
products, jelly, fruit
jucices, tea, coffee,
desserts, hot and
cold bevarage etc.
due to zero calorie
sweeteners; it is nice
preparation for the
heath conscious
people. Sucrolose
can be a unique
choice for the diabetic
parients who have
excess amount of
glucose in blood

8 mg Tablet

ciqvRb thB 1earg Arte™b by
gAY Kiv thiZ citi|

ciqvRb 1hB 1earq Arte™b by
gAy Kivnj |

10.

Opsonin Pharma Ltd.

a) Bisoprolol Hemifumarate 20 mg Tablet

Bisoprolol Hemifumarate USP 20 mg

Itis indicated in the
management of
hypertension and in
the treatment of
coronary heart
disease. It may be
used alone orin
combination with
other
antihypertensive
agents.

2.5mg, 5mg, 10
mg Tablet

GB gvlv ciqiRb 1bB reaiq
Aiteb bigAy Kiv thiz
cif|

GB gvlv ctqiRb 1bB reaiq
Aite™b bigAy Kiv nj |

b) Tiemonium Methylsulphate 20 mg
Suppository

Tiemonium Methylsulphate INN 20 mg

For the treatment of
spasm of the
intestine, biliary
system, bladder and
uterus.

50 mg Tab.
2.5mg/ml &5
mg/2 ml Injection

Ab§gr b Kiv ThiZ Cii|

Abjgi b Kivnj |

C) Tiemonium Methylsulphate 200mg/100 ml
Syrup

Tiemonium Methylsulphate INN 200 mg/100
ml

For the treatment of
spasm of the
intestine, biliary
system, bladder and
uterus.

-doi-

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Page 38 of 138




bs C ZKviiKi big Jliai big 1 tRibiK hig bt~ kbv Status Avte”bKvix 1UKIbK vj mie-KigiUi 57 Zg mfi ImxisS-
(New cE mfii gZgZ
Molecule/ BNF or
Existing) USFDA
Reference
11. | Renata Ltd., Mirpur, a) Levonorgestrel 1.50 mg Tablet Oral Contraceptive 750 meg Tab. BNF- 54 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Dhaka Page No. 432
Levonorgestrel USP 1.50 mg
b) Prednisolone Anhydrous 5 mg EC Tablet | Totreat Multiple Prednisolone 5 USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Sclerosis mg, 10mg,
Prednisolone Anhydrous BP 5 mg B m%ig.o mo
c) Esomeprazole 20 mg delayed release Short term treatment 20 mg & 40 mg USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
granules for oral suspension of symptomatic Cap. & Tab.
gastroesophageal 20mg & 40 mg vial
. reflux disease Inj.
Esomeprazole Magnesium delayed release
granules Ph. grade 100 mg eq. to 20 mg
Esomerazole/Sachet
d) Esomeprazole 10 mg delayed release Short term treatment -do- USFDA GB gvlv ctqiRb 1bB reaiq GB gvlv ctqiRb 1bB reaiq
granules for oral suspension of symptomatic Aiteb bigAy Kiv thiZ Aite™b bigAy Kiv nj |
gastroesophageal N
. reflux disease citi I
Esomeprazole Magnesium delayed release
granules Ph. grade 50 mg eq. to 10 mg
Esomerazole/Sachet
e) Progesterone 100 mg Oral Soft Gelatin Prevention of New USFDA & Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Capsule E”d"me”!a' BNF 58
yperplasia &
treatment of page - 409
Progesterone BP 100 mg secondary
Amenorrhea
f) Progesterone 200 mg Oral Soft Gelatin Prevention of New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Capsule Endometrial
hyperplasia &
treatment of
Progesterone BP 200 mg secondary
Amenorrhea
0) Salmon Oil 1 gm Soft Gelatin Capsule Omega 3 is used to New BNF-58 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
increase HDL page-149

Salmon Oil BP 1 gm (containing
Eicosapentaenoic acid 170 mg &
Docosahexaenoic acid 115 mg)
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Renata Ltd., Mirpur, h) Norethisterone 2.50 mg + Ethinylestradiol | Oral Contraceptive New Abjgv™b Kiv thiZ citi| Abjgib Kivnj |
Dhaka 0.035 mg Tablet
Norethisterone BP 2.50 mg + Ethinylestradiol
BP 0.035 mg
12. | ACI Ltd. a) Gliclazide 60mg Tablet Itis indicated in the 30 mg &80 mg Abygv™b Kiv thiZ citi | Abygv b Kivnj |
treatment of type 2 Tab.
Gliclazide BP 60mg Diabetes Mellitus.
b) Levodopa 150mg + Carbidopa 37.50mg + | ltis indicated for New USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
Entacapone 200mg Tablet reatment of achit BNF-60
patients with
) Parkinson's disease.
Levodopa USP 150mg + Carbidopa USP
37.50mg + Entacapone INN 200mg
c) Levodopa 50mg + Carbidopa 12.50mg + | Itisindicated for New USFDA Abjgv™b Kiv thiZ citi] Abjgrb Kivnj|
Entacapone 200mg Tablet reatment of achit BNF-60
patients with
) Parkinson's disease.
Levodopa USP 50mg + Carbidopa USP
12.50mg + Entacapone INN 200mg
d) Levodopa 100mg + Carbidopa 25mg + Itis indicated for New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Entacapone 200mg Tablet reatment of adut BNF-60
patients with
) Parkinson's disease.
Levodopa USP 100mg + Carbidopa USP
25mg + Entacapone INN 200mg
e) Pregabalin 25mg Capsule Itis indicated for 50mg, 75mg, 100 USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
treatment of mg, 150mg, 300 BNE-60

Pregabalin INN 25mg

peripheral and central
neuropathic pain;
adjunctive therapy for
partial seizures with
or without secondary
generalisation;
generalised anxiety
disorder.

mg Capsule
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ACI Ltd.

Atorvastatin 80mg FC Tablet

Atorvastatin INN 82.72mg Eqv.to Atorvastatin
80mg

It is indicated for
treatment of Primary
Hypercholesterolaemi
a, Heterozygous
familial
Hypercholesterolaemi
a, Homozygous
familial
Hypercholesterolaemi
a, or combined
Hyperlipidaemia in
patients who have not
respond adequately
to diet and other
appropriate
measures; prevention
of Cardiovascular
patients with type 2
Diabetis.

10mg, 20mg, 40
mg Tablet

USFDA

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Dioctahedral Smectite 3gm/Sachet Powder
for Solution

Dioctahedral Smectite INN 3gm/ Sachet

Itis indicated for
Acute Diarrhoea.

New

ciquRb thB ieaiq Aite"b
bigAy Kiv thiZ citi|

ciqvRb thB ieaig Aite™b
bigAy Kiv nj |

Ethyl Alcohol 66% + Isopropyl Alcohol
3.5% Gel

Ethyl Alcohol BP 66% + Isopropyl Alcohol
3.5% gel

For antisepsis of
hands to avoid
transmission of
pathogens, Surgical
hand disinfections,
treating wounds and
giving medicine,
touching sick or
injured persons,
treating wounds etc.

New

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Doxofylline 100mg/5ml Syrup

Doxofylline INN 2gm/100ml Syrup

Doxofylline is
indicated for
treatment of
Bronchial Asthama
and chronic
Obstructive
Pulmonary Diseases
(COPD) in adults.

New

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |
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ACI Ltd.

Ketorolac Tromethamine 15.75mg/Nasal
Spray

Ketorolac Tromethamine USP 1.575gm/100
Spray

Ketorolac is indicated
for short-term
management of pain
(up to 5 days). The
FDA approved Nasal
Spray formulation of
Ketorolac for short-
term management of
moderate to
moderately severe
pain requiring
Analgesia at the
Opioid level.

10 mg Tablet
30 mg/ml &
60mg/2ml
Injection

USFDA

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Trihexyphenidyl HCI 2mgTablet

Trihexyphenidyl HCI USP 2mg

Itis indicated for
treatment of
Parkinsonism; drug-
induced
extrapyramidal
symptoms, etc.

New

USFDA
BNF-60

Absgr*b Kiv thiZ cii]

Abjgi b Kivnj |

Trihexyphenidyl HCI 5mg Tablet

Trihexyphenidyl HCI USP 5mg

Itis indicated for
treatment of
Parkinsonism; drug-
induced
extrapyramidal
symptoms, etc.

New

USFDA
BNF-60

Ab§gr b Kiv ThiZ Cii|

Abjgib Kivnj |

Dexrabiprazole 10mg EC Tablet

Dexrabiprazole Sodium INN 10mg

Itis indicated for
treatment of Gastro-
esophageal reflux
diseas (GERD);
Gastric Ulcers;
Duodenal Ulcers.

New

ciqvRb thB ieaig Aite"b
bigAy Kiv thiZ citi|

ciqvRb thB ieaig Aie™b
bigAy Kiv nj |

Naproxen 375mg + Esomeprazole 20mg
DR Tablet

Naproxen BP 375mg + Esomeprazole
Magnesium Trihydrate USP 22.211mg eq. to
20mg Esomeprazole

It is indicated for relief
of signs & symptoms
of osteoarthritis,
rheumatoid arthritis,
ankylosing spondylitis
and to decrease the
risk of developing
gastric ulcers in
patients at risk of
developing NSAID-
associated gastric
ulcers.

New

USFDA

Absgrb Kiv ThiZ cii|

Abjgib Kivnj |
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ACI Ltd.

Naproxen 500mg + Esomeprazole 20mg
DR Tablet

Naproxen BP 500mg + Esomeprazole
Magnesium Trihydrate USP 22.211mg eq. to
Esomeprazole 20mg

It is indicated for relief
of signs & symptoms
of osteoarthritis,
rheumatoid arthritis,
ankylosing spondylitis
and to decrease the
risk of developing
gastric ulcers in
patients at risk of
developing NSAID-
associated gastric
ulcers.

New

USFDA

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Erythromycin Ethyl Succinate
10gm/ 100 ml Powder for suspension

Erythromycin Ethyl Succinate USP 11.70gm
Eqv.to Erythromycin 10.00gm/100ml

It is indicated for
treatment &
prophylexis of
infections caused by
Erythromycin
sensetive organisms.
Erythromycinis highly
effective for URTI;
LRTI; ENT; Oral
infections eg
Gingivitis, Vincent's
angina,etc; SSTI, etc.

125 mg/5ml & 250
mg/5ml Powder
for Suspension

BNF-60

ciqvRb thB ieaig Aite"b
bigAy Kiv thiZ citi|

ciquRb thB ieaig Aie"b
bigAy Kiv nj |

Amiodarone HCI 50mg/ml, Injection
Ampoule

Amiodarone HCI BP 50mg/ml

Amiodarone is an
antiarrhythmic agent.
It is indicated for
treatment of acute life
threatening
arrhythmias as well
as the chronic
suppression of
arrhymias.Itis use ful
both in
supraventricular
arrhymias and
ventricular arrhymias.

New

USFDA
BNF-60

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

Argatroban 100mg/ml Injection

Argatroban INN 100mg/ml

Argatroban is an
anticoagulant
substance that
prevents coagulation.
Itis indicated for
thrombotic disorder.

New

USFDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |
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ACI Ltd.

Eptifibatide 0.75mg/ml Injection

Eptifibatide INN 0.75mg/ml

It is indicated for
prevention of early
myocardial infarction
in patients with
unstable angina or
non-ST-segment-
elevation myocardial
infarction and with
last episode of chest
pain within 24 hours.

75 mg/100 ml Vial

USFDA
BNF-60

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Diacerin 50mg Capsule

Diacerin INN 50mg

Itis indicated for
Osteoarthritis and
chronic inflammatory
arthritis.

New

ciquRb thB ieaig Aite"b
bigAy Kiv thtZ citi|

ciqvRb thB ieaig Aite"b
bigAy Kiv nj |

Rivaroxaban 10mg FC Tablet

Rivaroxaban INN 10 mg

Rivaroxaban is
indicated for patients
undergoing elective
hip or knee
replacement to
prevent venus
thromboembolism.

New

BNF-60

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Azithromycin 1gm/sachet for Oral
Suspension

Azithromycin Dihydrate USP 1gm/sachet

Itis indicated in the
treatment of Genital
ulcer disease,
nongonococcal
urethritis and
cervicitis (not for
paediatric use)

250 mg & 500 mg
Tab. & Cap.
200mg/5ml Powder
for Suspension
500 mgvial Injection

USFDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |
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ACI Ltd.

Azithromycin 250mg + Ambroxol 75mg
Bilayered F/C Tablet

Azithromycin Dihydrate USP 262.5mg eqg. to
Azithromycin 250mg + Ambroxol
Hydrochloride

BP 75 mg

Itis indicated in the
treatment of Upper
Respiratory infection
Tract Infection like

Pharyngitis,tonsillitis,

ottitis media, etc;
Lower Respiratory
Infection like Acute
bacterial
exacerbation of
chronic obstructive
pulmonary disease,
community acquired
pneumonia.

New

GB Kintbkb ctqvRb thB
teaiq Avte™b bigAy Kiv
thiz citi]

GB Kimtbkb ctqvRb thB 1eaiq
Aite™b bigAy Kiv nj |

Azithromycin 500mg + Ambroxol 75mg
Bilayered FC Tablet

Azithromycin Dihydrate USP 525.00mg eq.
to Azithromycin 500mg + Ambroxol
Hydrochloride BP 75 mg

Itis indicated in the
treatment of Upper
Respiratory infection
Tract Infection like

Pharyngitis,tonsillitis,

ottitis media, etc;
Lower Respiratory
Infection like Acute
bacterial
exacerbation of
chronic obstructive
pulmonary disease,
community acquired
pneumonia.

New

GB Kintbkb ctqvRb thB
teaiq Avte™b bigAy Kiv
thiz citi]

GB Kimtbkb ctqvRb thB 1eaiq
Aite™b bigAy Kiv nj |

Paracetamol 400mg + Pamabrom 25mg+
Mepyramine Maleate 15mg Tablet

Paracetamol BP 400mg + Pamabrom USP 25
mg + Mepyramine Maleate BP 15mg

It is indicated for
symptomatic
treatment of
premenstrual
syndrome.

New

GB Kintbkb ctqvRb thB
teaiq Avte™b bigAy Kiv
thiz citi]

GB Kimtbkb ctqvRb thB 1eaiq
Aite™b bigAy Kiv nj |
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ACI Ltd. 2) Fenofibrate 145mg Tablet Fenofibrate is 67mg&200mg | USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
indicated for Cap.
) hypercholesterolaemi
Fenofibrate 145mg aand
hypertriglyceridaemia
alone or combind
(types lla, lib, 111, IV
and V
dyslipidaemias.)
aa)  Ketoprofen 150mg + Omeprazole 20mg Itis indicated folr New GB Kimtbkb ciqiRb thB GB Kiatbkb ciqRb thB ieaiq
; symptomatic relief of I ~ Ay K i ~ A Kiv ni
Sustain Release ( SR) capsule heumatoid arhrits leavq Ate™b bv_gAy Kiv Aite"b bigAy Kiv nj |
ankylosing fhiz cii]
Ketoprofen BP 150mg + Omeprazole BP spondylytis and
20mg osteoarthritis in
patients with having
previous history of
developing NSAID
associated gastric
ulcers or duodenal
ulcers.
ab)  Ketoprofen 200mg + Omeprazole 20mg -do- New BNF-60 GB Kintbkb ctqvRb thB GB Kimtbkb ciqRb thB leaiq
Sustain Release ( SR) capsule teavq Avte™b bighy Kiv Aite™b bigAy Kiv nj |
thiZ citi|
Ketoprofen BP 200mg + Omeprazole BP
20mg
ac)  Ketoprofen 100mg + Omeprazole 20mg -do- New BNF-60 GB Kintbkb ctqvRb thB GB Kimtbkb ctqRb thB leaiq
Sustain Release ( SR) capsule teavq Avte™b bighy Kiv Aite™b bigAy Kiv nj |
thiZ citi|
Ketoprofen BP 100mg + Omeprazole BP 20
mg
ad) Crilanomer 17.8mg/gm Gel Itis indicated in the New Absgi~b Kiv thiZ cii| Abjgi™b Kiv nj |

Crilanomer INN 17.8 mg/gm

treatment cavity
wounds,
extravasation injuries,
venous ulcers and
decubitous ulcers.
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ACI Ltd.

ae)

Methimazole 5mg Tablet

Methimazole USP 5mg

Itis indicated for
treatment of
hyperthyroidism.

New

USFDA

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

af)

Methimazole 10mg Tablet

Methimazole USP 10mg

Itis indicated for
treatment of
hyperthyroidism.

New

USFDA

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

ag)

Serratiopeptidase 5mg EC Tablet

Serratiopeptidase INN 5mg
(Eg. to 10,000 IU Serratiopeptidase)

Itis indicated as
dietary supplement
for treatment of
Haematoma,
Inflammation,
Musculoskeletal
disorders,
Thrombosis,

Traumatic injury, etc.

New

ciqvRb thB ieaiq Aite™b
bigAy Kiv thiZ citi|

ciqvRb thB ieaig Aite"b
bigAy Kiv nj |

ah)

Serratiopeptidase 10mg Tablet

Serratiopeptidase INN 10mg

Itis indicated as
dietary supplement
for treatment of
Haematoma,
Inflammation,
Musculoskeletal
disorders,
Thrombosis,

Traumatic injury, etc.

New

ciquRb thB ieaiq Aite"b
bigAy Kiv thiZ citi|

ciqvRb thB ieaig Aite"b
bigAy Kiv nj |

ai)

Ceftaroline Fosamil 400mg/Vial sterile
powder for 1V Infusion

Ceftaroline Fosamil INN 709.609 mg eq. to
Ceftaroline Fosamil Monoacetate
Monohydrate(buffered ~ with  L-Arginine)
445.609mg which is eq. to Ceftaroline
Fosamil 400mg/Vial

It is indicated for
treatment of
community-acquired
pneumonia and
complicated skin &

soft tissue infections.

New

USFDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |
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ACI Ltd. aj) Ceftaroline Fosamil 600mg/Vial sterile Itis indicated for New USFDA Abygv™b Kiv thiZ citi] Abygb Kivnj |
powder for IV Infusion veatmentof
community-acquired
) . pneumonia and
Ceftaroline Fosamil INN 1064.414 mg eq. to | complicated skin &
Ceftaroline Fosamil Monoacetate soft tissue infections.
Monohydrate(buffered with L-Arginine)
668.414mg which is eg. to Ceftaroline
Fosamil 600mg/Vial
13. | Square a) Sodium Alginate 500 mg + Potassium | Treatmentof New BNF-59, Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Pharmaceuticals Ltd., Bicarbonate 100 mg Tablet symptoms of gastro- Page-44
Pabna esophageal reflux.
Sodium Alginate USP 500 mg + Potassium
Bicarbonate USP 100 mg
b) Sodium Alginate 500 mg + Potassium | Treatmentof New BNF-59, Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Bicarbonate 100 mg/5 ml Suspension symptoms of gastro- Page-44
esophageal reflux.
Sodium Alginate USP 500 mg + Potassium
Bicarbonate USP 100 mg/5 ml
c) Vigabatrin 500 mg/Sachet Powder for Oral | Adjuncive treatments New USFDA and Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Solution of partial seizures BNF-60:
with or without Page Zél
. . secondary -
Vigabatrin BP 500 mg/Sachet generalization not
satisfactory controlled
with other
antiepileptic;
monotherapy for
management of
infentile spasm.
d) Vigabatrin 500 mg FC Tablet Adjunctive treatments New USFDA and Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
of partial .seizures BNF-60;
Vigabatrin BP 500 mg :Vggo?&j‘;wr;hom Page-291

generalization not
satisfactory controlled
with other
antiepileptic;
monotherapy for
management of
infentile spasm.
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Square e) Levetiracetam 500 mg/5 ml Injection Indicated for the 250 mg, 500 mg, | USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Pharmaceuticals Ltd., trea.tment for thg 750 mg & 1 gm
Pabna Levetiracetam INN 500 mg/5 ml &?ﬂiﬁ;ﬁf tszfz'ﬁl:;s Tablet
and primary
generalized Tonic-
Colonic Seizures.
f) Naproxen 500 mg + Esomeprazole 20 mg | For therelief of signs New USFDA Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
DR Tablet and symptoms of
osteoarthritis,
rheumatoid arthritis
Naproxen USP 500 mg + Esomeprazole | and ankylosing
Magnesium Trihydrate BP 22.27 mg eq. to | spondylitis and to
Esomeprazole 20 mg decrease the risk of
developing gastric
ulcers in patients at
risk of developing
NSAID associated
gastric ulcers.
) Naproxen 375 mg + Esomeprazole 20 mg -do- New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
DR Tablet
Naproxen USP 375 mg + Esomeprazole
Magnesium Trihydrate BP 22.27 mg eqg. to
Esomeprazole 20 mg
h) Ketoprofen 200 mg + Omeprazole 20 mg Symptomatifc New UK-MHRA GB Kintbkb ctqvRb thB GB Kimtbkb ciqRb thB leaiq
treatment o ~ | ~ Ay K& ~ Avw Ki H
MR Capsule toumatoid arhrits, BNF-60 leavq Ate™b bv_gAy Kiv Aite"b bigAy Kiv nj |
ankylosing spondylitis Page-626 thiZ citi]

Ketoprofen + Omeprazole MR Pellets 540 mg
contains: Ketoprofen BP 200 mg +
Omeprazole BP 20 mg

and osteoarthritis in
patients with a
previous history or
who are at risk of
developing NSAID
associated gastric
ulcers or duodenal
ulcers.
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Square i) Ketoprofen 100 mg + Omeprazole 20 mg | Symptomatic New UK-MHRA GB Kintbkb ctqvRb thB GB Kimtbkb ciqRb thB leaiq
Pharmaceuticals Ltd., MR Capsule Erheemggigfanhriﬁs BNF-60 teavq Avte b bigAy Kiv Aite™b bigAy Kiv nj |
Pabna ankylosing spondyli'tis Page-626 thiZ citi I
Ketoprofen + Omeprazole MR Pellets 270 mg | and osteoarthritis in
contains: Ketoprofen BP 100 mg + | patientswitha
Omeprazole BP 20 mg previous history or
who are atrisk of
developing NSAID
associated gastric
ulcers or duodenal
ulcers.
] Ketoprofen 150 mg + Omeprazole 20 mg -do- New UK-MHRA GB Kimtbkb ciqiRb thB GB Kiatbkb ciqRb thB ieaiq
MR Capsule teavq Avte™b bighy Kiv Aite™b bigAy Kiv nj |
thiZ citi|
Ketoprofen + Omeprazole MR Pellets 350 mg
contains: Ketoprofen BP 150 mg +
Omeprazole BP 20 mg
k) Tramadol 37.5 mg + Paracetamol 325 mg | Indicated to treat New USFDA, Abjgv™b Kiv thiZ citi Abjgv b Kiv nj
Tablet querate to sever BNE-60
pai. Page-270
Tramadol HCI BP 42.713 eq. to 37.5 mg
Tramadol + Paracetamol BP 325 mg
l) Ambrisentan 5 mg FC Tablet Itis indicated for the New USFDA, Absgi~b Kiv thiZ cii| Abjgi~b Kiv nj |
treatment of patients BNE-60
. with pulmonary
Ambrisentan INN 5 mg arterial hypertension Page-107
(PAH).
m)  Ambrisentan 10 mg FC Tablet Itis indicated for the New USFDA, Absgi™b Kiv thiZ cii| Abjgi™b Kiv nj |
treatment of patients BNF-60
Ambrisentan INN 10 mg ‘;V#Qrf;lfmr;?gnsion Page-107
(PAH).
n) Moxonidine 0.2 mg Tablet Mild to moderate New BNF-60 Absgi~b Kiv thiZ cii| Abjgi~b Kiv nj |
essential Page-110
Moxonidine BP 0.2 mg Fiypertension.
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Square 0) Moxonidine 0.3 mg Tablet Mild to moderate New BNF-60 Absgi~b Kiv thiZ cii| Abjgi™b Kiv nj |
Pharmaceuticals Ltd., ﬁssi?::']s,on Page-110
Pabna Moxonidine BP 0.3 mg ypertension.
p) Moxonidine 0.4 mg Tablet Mild to moderate New BNF-60 Absgi™b Kiv thiZ cii| Abjgi™b Kiv nj |
essential Page-110
Moxonidine BP 0.4 mg Fiypertension.
Q) Bisoprolol Fumarate BP 2.5 mg + Management of New USFDA Abygv™b Kiv thiZ citi] Abygr b Kivnj |
Hydrochlorothiazide BP 6.25 mg Tablet Hypertension.
Bisoprolol Fumarate BP 2.5 mg +
Hydrochlorothiazide BP 6.25 mg
r Bisoprolol Fumarate 5 mg + Management of New USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kiv nj |
Hydrochlorothiazide 6.25 mg Tablet Hypertension.
Bisoprolol Fumarate BP 5 mg +
Hydrochlorothiazide BP 6.25 mg
s) Bisoprolol Fumarate 10 mg + Management of New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kiv nj |
Hydrochlorothiazide 6.25 mg Tablet Hypertension.
Bisoprolol Fumarate BP 10 mg +
Hydrochlorothiazide BP 6.25 mg
t) Guanethidine Monosulphate 10 mg FC Moderate to severe New USFDA ciqiRb thB reaiq Ave’b ciquRb thB ieaiq Aite"b
Tablet Hypertension, either bigAy Kiv thiZ citi| bigAy Kivnj |
alone or asan
. adjunct and for the
Guanethidine Monosulphate BP 10 mg treatment of renal
hypertension,
including that
secondary to
pyelonephritis, renal
amyloidosis and renal
artery stenosis.
u) Guanethidine Monosulphate 25 mg FC -do- New USFDA ciqiRb thB reaiq Aveb ciquRb thB ieaiq Aite"b

Tablet

Guanethidine Monosulphate BP 25 mg

bigAy Kiv thtZ citi|

bigA¥ Kiv nj |
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Square V) Carvedilol Phosphate 10 mg CR Capsule Hypertension, Heart 3125mg,6.25 | USFDA Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
Pharmaceuticals Ltd., Failreand mg, 12.50 mg &
Pabna Carvedilol Phosphate Controlled Release Myocardialinfarction. 25 mg Tablet
Pellets 20% w/w Ph. Gr. 50 mg contains :
Carvedilol Phosphate INN 10 mg
w) Carvedilol Phosphate 20 mg CR Capsule Hypertension, Heart 3125mg,6.25 | USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Failure alndl . mg, 12.50 mg &
Carvedilol Phosphate Controlled Release Myocardialinfarction. 25 mg Tablet
Pellets 20% wi/w Ph. Gr. 100 mg Contains :
Carvedilol Phosphate INN 20 mg
X) Carvedilol Phosphate 40 mg CR Capsule Hypertension, Heart 3125mg,6.25 | USFDA Absgi~b Kiv thiZ cii] Abjgi™b Kivnj |
Failure a.nd. . mg, 12.50 mg &
Carvedilol Phosphate Controlled Release Myocardial infarction. 25 mg Tablet
Pellets 20% w/w Ph. Gr. 200 mg Contains :
Carvedilol Phosphate INN 40 mg
y) Carvedilol Phosphate 80 mg CR Capsule | Hypertension, Heart 3125mg,6.25 | USFDA Abjgv™b Kiv thiZ citi] Abjgrb Kivnj |
Failure a.nd. . mg, 12.50 mg &
Carvedilol Phosphate Controlled Release Myocardial infarcton. 25 mg Tablet
Pellets 20% wi/w Ph. Gr. 400 mg Contains :
Carvedilol Phosphate INN 80 mg
z) Rivaroxaban 10 mg FC Tablet It is indicated for the New BNF-60 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
prevention of venous Page-148

Rivaroxaban INN 10 mg

thromboembolism in
adult patients who
have undergoes
major  orthopaedic
surgery of the lower
limbs.
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Square aa)  Aztreonam USP 0.5 gm/Vial Injection Used for the Aztreonam IMIV | USFDA Abygr™b Kiv thiZ citi| Abygr™b Kivnj |
Pharmaceuticals Ltd., treatment qf urinary Injection 1 gm Vial
Pabna Aztrepnam (bufferd with Arginine) 890.0 mg gsgg'r?;iceff s
containing Aztreonam USP 500 mg/Vial meningitis caused by
haemophilus
influenzae of
neisseria
meningitides, skin
and soft tissue
infections, intra
abdominal infections
and gynaecological
infections.
ab)  Aztreonam USP 2 gm/Vial Injection Used for the Aztreonam IMIV | USFDA, Abjgi™b Kiv thiZ citi| Abjgib Kivnj |
treatment qf urinary Injection 1 gm Vial BNF-60
Aztrepnam (bufferd with Arginine) 3.560gm gsgg'r?;iceff ns: Page-339
containing Aztreonam USP 2gm/Vial meningitis caused by
haemophilus
influenzae of
neisseria
meningitides, skin
and soft tissue
infections, intra
abdominal infections
and gynaecological
infections.
ac)  Betamethasone BP 0.05% + Calcipotriol | Topical Treatment of New BNF - 60 Abygv™b Kiv thiZ citi] Abygrb Kivnj |
BP 0.005% Ointment plaque type psoriasis Page-706
vulgaris.
Betamethasone Dipropionate BP 0.0643 gm
eq. to 0.05 gm Betamethasone + Calcipotriol
Monohydrate BP 0.0052 gm eq. to
Calcipotriol 0.005 gm/100 gm
ad) Lidocaine 10% Topical metered dose | Topical anesthetic New BNF - 60 Abygv™b Kiv thiZ citi] Abygb Kivnj |
Spray Page-785

Lidocaine BP 10%
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Square ae)  Sitagliptin 50 mg + Metformin HCl 500 mg | Combination of New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Pharmaceuticals Ltd., Tablet Stagliptinand
b Metformin tablet is
Pabna o indicated as an
Sitagliptin Phosphate Monohydrate INN 64.25 | adjunct to diet and
mg eq. to Sitagliptin 50 mg + Metformin HCI | exercise toimprove
BP 500 mg glycemic control in
adults with type 2
diabetes mellitus
when treatment with
both sitagliptin and
metformin is
appropriate
af)  Sitagliptin 50 mg + Metformin HCI 1000 mg | Combination of New USFDA Abjgv™b Kiv thiZ citi] Abjgrb Kivnj|
Tablet Sitagliptin and BNE-60
Metformin tablet is !
o indicated as an Page-426
Sitagliptin Phosphate Monohydrate INN 64.25 | adjunct to diet and
mg eq. to Sitagliptin 50 mg + Metformin HCI exercise to improve
BP 1000 mg glycemic control in
adults with type 2
diabetes mellitus
when treatment with
both sitagliptin and
metformin is
appropriate
ag)  Dextromethorphan HBr 5 mg + Felps It;ose; Ehlegm New ciqRb thB ieaiq Ave b | ciqRb fbB ieaiq Avie b
1 i mucus) and thin e /s - YT -
Guaifenesin 100 mg Granules/Sachet bronchal secrefions bigAy Kiv thiZ citi| bigAy Kivnj |
to rid the bronchial
Dextromethorphan HBr BP 5 mg + passage ways of
Guaifenesin BP 100 mg bothersome mucus
and make coughs
more productive
ah)  Dextromethorphan HBr 60 mg + Helps loosen phlegm New USFDA ciqiRb thB weaiq Ave b | ciquRb thB ieaiq Avte™b

Guaifenesin 1200 mg ER Bilayer Tablet

Dextromethorphan HBr BP 60 mg +
Guaifenesin BP 1200 mg

(mucus) and thin
bronchial secretions
to rid the bronchial
passage ways of
bothersome mucus
and make coughs
more productive

bigAy Kiv thiZ citi|

bigAy Kiv nj |
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Square
Pharmaceuticals Ltd.,
Pabna

ai)

Calcitriol 1 mcg/ml Oral Solution

Calcitriol BP 1 mcg/ml

Postmenopausal
osteoporosis, Renal
osteodystrophy,
Hypoparathyroidism
and Rickets

0.25 mcg Capsule
1 mcg/ml Injection

USFDA

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

a))

Azithromycin 200 mg/5ml Suspension

Azithromycin Dihydrate USP 4000mg/100 ml

Azithromycin is
indicated for
infections (caused by
susceptible
organisms) in lower
respiratory tract
infections including
bronchitis and
pneumonia, in upper
respiratory tract
infections including
sinusitis and
pharyngitis/tonsillitis,
in otitis media, and in
skin and soft tissue
infections. In sexually
transmitted diseases
in men and women,
Azithromycin is
indicated in the
treatment of non-
gonococcal urethritis
and cervicitis due to
Chlamydia
trachomatis.

250mg Capsule,

500mg Tablet &
200mg/5ml
powder for
suspension

USFDA
(For
Suspension)

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

ak)

Aliskiren Hemifumarate 150 mg +
Hydrochlorothiazide 25 mg Tablet

Aliskiren Hemifumarate INN 165.75 mg eq. to
150 mg Aliskiren + Hydrochlorothiazide BP
25mg

Indicated for the
treatment of
Hypertension

New

USFDA

ciquRb thB ieaiq Aite"b
bigAy Kiv thiZ citi|

ciquRb thB ieaig Aie"b
bigAy Kiv nj |

al)

Aliskiren Hemifumarate 150 mg +
Valsartan 160 mg Tablet

Aliskiren Hemifumarate INN 165.75 mg eq. to
150 mg Aliskiren + Valsartan USP 160 mg

Indicated for the
treatment of
Hypertension

New

USFDA

ciqvRb thB ieaig Aite"b
bigAy Kiv thtZ citi|

ciqvRb thB ieaig Aie™b
bigAy Kiv nj |

Page 55 of 138




bs C ZKviiKi big Jliai big 1 tRibiK hig bt~ kbv Status Avte”bKvix 1UKIbK vj mie-KigiUi 57 Zg mfi ImxisS-
(New cE mfii gZgZ
Molecule/ BNF or
Existing) USFDA
Reference
Square am)  Aliskiren Hemifumarate 150 mg + Indicated for the ciqiRb thB weaiq Ave b | ciquRb thB ieaiq Avte™b
Pharmaceuticals Ltd., Amlodipine BP 5 mg Tablet weatment of bigAy Kiv thiZ citi| bighy Kiv nj |
Pabna Hypertension
Aliskiren Hemifumarate INN 165.75 mg eq. to New USFDA
150 mg Aliskiren + Amlodipine Besilate BP
6.935 mg eq. to 5 mg Amlodipine
an)  Aliskiren Hemifumarate150 mg + Indicated for the ciqyRb 1hB veaiq Ade b | ciqvRb thB ieaig Avie™b
ini treatment of Re 1= - PYE.
Amlodipine 10 mg Tablet Hypertension bigAy Kiv thiZ citi] bigAy Kiv nj |
Aliskiren Hemifumarate INN 165.75 mg eq. to New USFDA
150 mg Aliskiren + Amlodipine Besilate BP
13.870 mg eq. to 10 mg Amlodipine
14. | Techno Drugs Ltd. a) Mitomycin 10 mg/Vial Injection Indicated for New Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Norshingdi Metastatic breast
Mitomycin USP 10 mg/Vial chgﬁrc’elgcény
metastatic non-small
cell lung cancer.
b) Mitomycin 40 mg/Vial Injection -do- New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Mitomycin USP 40 mg/Vial
c) Mesna Disulfide 400 mg/Vial Injection Itis indicated as a New Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
prophylactic agent in
. . ) reducing the incidence of
Mesna Disulfide USP 400 mg/vial ffosfamide-induced
hemorrhagic cystitis.
d) Temozolomide HCI 250 mg Capsule Indicated for the New USFDA Abygv™b Kiv thiZ citi| Abygrb Kivnj |
treatment of patients
. . with newly diagnosed
Temozolomide Hydrochloride INN 250 mg glioblastoma multiforme
concomitantly with
radiotherapy and then as
adjuvant treatment,
patients with recurrent
high grade glioma, such
as glioblastoma
multiforme or anaplastic
astrocytoma
e) Temozolomide HCI 100 mg Capsule -do- New USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kivnj|

Temozolomide Hydrochloride INN 100 mg
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15. | Ethical Drugs Ltd. a) Water based Lubricating Gel Itis recommended for New Abygv™b Kiv thiZ citi| Abygrb Kivnj |
surgical lubricant for
. ECG, ETT, efc test
Each 100 gm Contains : purpose and when
Hydroxy Ethyl Cellulose BP/USP 2.97 gm + | Mdftonalvagnal
Carboxypolymethylene BP 0.93gm/100gm is widely used as a
sexual lubricant. It does
not react with latex
condoms.
16. | Ziska Pharmaceuticals | a) Aluminium Chloride Hexahydrate Use as an aid in the New BNF-60 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Ltd. 1 gm/5 ml Topical Solution management of (On Line)
Hyperhidrosis
Aluminium Chloride Hexahydrate BP 1 gm/5 ml
Topical Solution
b) Ceftaroline Fosamil 400 mg/ Vial IV Acute Bacterial Skin New USFDA Abjgi™b Kiv thiZ citi| Abjgi b Kivnj |
Infusion & Skin Structure
Infections (ABSSSI)
Sterile Ceftaroline Fosamil Monoacetate Zzzuciimggm
Monohydrate INN 445.60 mg eqv. to anhydrous ;
Ceftaroline Fosamil 400 mg / vial Pneumonia (CABP)
c) Ceftaroline Fosamil 600 mg/Vial IV Acute Bacterial Skin New USFDA Absgi™b Kiv thiZ cii| Abjgi~b Kivnj |
Infusion & Skin Structure
Infections (ABSSSI)
Sterile Ceftaroline Fosamil Monoacetate Zzzuciimggm
Monohydrate INN 668.40 mg eqv. to anhydrous ;
Ceftaroline Fosamil 600 mg / vial Pneumonia (CABP)
d) Dutasteride 0.5 mg & Tamsulosin 0.4 mg | For the treatment of New USFDA Abygr™b Kiv thiZ citi| D= Jlali ielig Aa'icK ci¥ fiicij

Capsule

Dutasteride INN 0.5 mg &
Tamsulosin hydrochloride INN 0.4 mg

symptomatic benign
prostatic hyperplasia
(BPH) in men with an
enlarged prostate

etjb G RiZxqg Combination-G eq «
@riors owem o efsfen qaw= |
Gieliq letkltAi gZigZ MnY Kiv thiZ
cii]

Jlai  Safety, Efficacy and
Usefullness Gi 1eliq gZigZmn
ciZte™b ¢ wbi Rb ibigelYZ ietklA
mgSiq GKWU Kigil Mvb Kiv nj
(tR°0Zm Pt 70) t (1) AaickK
Gg G mijig, BDIivjIR iefil, evelz
tkL gyRe TgWiKj tekie™ijg, (2)
tgRi  tRbifij GBP A nii“b,
Kbmijibl  miRb, eisjii™k  Aug,
IMRGgGM Aidm, XiKv K'nUbigU Ges
(3) AavwcK Adbigvi“j  Bmjig,
BDtivjiR 1efiM, e%elz tkL gyRe
TgWiKj rekiejq]
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Ziska Pharmaceuticals | €) Famotidine 10 mg+Magnesium Hydroxide | The short-term New USFDA Kiathkb ctquRb tbB teaiq | Kietbkb ciquRb thB ieauq
Ltd. 165 mg + Calcium Carbonate 800 mg Eir:rféma“c relief of Aite’b bighy Kiv thiZ Arte™b bigAy Kiv nj |
Tablet indigestio;l, acid citi I
indigestion, and
Famotidine BP 10 mg+ hyperacidity.
Magnesium Hydroxide BP 165 mg +
Calcium Carbonate USP 800 mg
f) Fondaparinux Sodium 2.5 mg/ 0.5 ml Pre- | Prophylaxis of Deep New BNF-60 Abygv™b Kiv thiZ citi] Abygrb Kivnj |
filled Syringe Injection Vein Thrombosis, (On Line) /
Treatment of Acute
. . Deep Vein USFDA
Fondaparinux Sodium INN 2.5 mg/ 0.5 ml Thrombosis &
Treatment of Acute
Pulmonary Embolism.
0) Fondaparinux Sodium 5 mg/ 0.4 ml Pre- Prophylaxis of Deep New BNF-60 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
filled Syringe Injection Vein Thrombosis, (On Line) /
Treatment of Acute
. . Deep Vein USFDA
Fondaparinux Sodium INN 5 mg/ 0.4 ml per Thrombosis &
Pre-filled Syringe Treatment of Acute
Pulmonary Embolism.
h) Fondaparinux Sodium 7.5 mg/ 0.6 ml Pre- | Prophylaxis of Deep New BNF-60 Abygv™b Kiv thiZ citi] Abygb Kivnj |
filled Syringe Injection Vein Thrombosis, (On'Line) /
Treatment of Acute
. ) Deep Vein USFDA
Fondaparinux Sodium INN 7.5 mg/ 0.6 ml per | Thrombosis &
Pre-filled Syringe Treatment of Acute
Pulmonary Embolism.
i) Ketorolac Tromethamine 157.50 mg/ml Moderate to New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |

Nasal Spray

Ketorolac Tromethamine USP 157.50 mg/ ml
Nasal Spray

moderately severe
pain
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Ziska Pharmaceuticals | j) Naproxen 375 mg & Esomeprazole 20 mg | For the relief of signs New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Ltd. delayed-release Tablet and symptoms of
osteoarthritis,
rheumatoid arthritis
Naproxen BP 375 mg and and ankylosing
Esomeprazole Magnesium Trihydrate INN spondylitis and to
22.3 mg eqv. to Esomeprazole 20 mg decrease the risk of
developing gastric
ulcers in patients at
risk of developing
NSAID associated
gastric ulcers
k) Naproxen 500 mg & Esomeprazole 20 mg -do- New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
delayed-release Tablet
Naproxen BP 500 mg and Esomeprazole
Magnesium Trihydrate INN 22.3 mg eqv. to
Esomeprazole 20 mg
) Oxymorphone Hydrochloride 5 mg Tablet | Moderate to severe New USFDA Absgi~b Kiv thiZ citi|] Absgi™b Kivnj |
painin patients
Oxymorphone Hydrochloride USP 5 mg per ;ergﬁ'r:'; ?hce?ggzléous'
tablet opioid treatment for
an extended period of
time.
m)  Oxymorphone Hydrochloride 10 mg Tablet -do- New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Oxymorphone Hydrochloride USP 10 mg per
tablet
n) Oxymorphone Hydrochloride 1 mg/ml Oxymorphone injection New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |

Injection

Oxymorphone Hydrochloride USP 1 mg/ml

is indicated for the relief
of moderate to severe
pain . Itis also indicated
for preoperative
medication, for support
of anesthesia, for
obstetrical analgesia,
and for relief of anxiety
in patients with dyspnea
associated with
pulmonary edema
secondary to acute left
ventricular dysfunction.

Page 59 of 138




bs C ZKviiKi big Jliai big 1 tRibiK hig bt~ kbv Status Avte”bKvix 1UKIbK vj mie-KigiUi 57 Zg mfi ImxisS-
(New cE mfii gZgZ
Molecule/ BNF or
Existing) USFDA
Reference
Ziska Pharmaceuticals | o) Palonosetron 0.5 mg Tablet Chemotherapy New BNF-60 / Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Ltd. Induced acute and USFDA
delayed Nausea and
Palonosetron INN 0.5 mg Vomﬁing 2 v (As capsule)
Postoperative
Nausea and Vomiting
p) Rupatadine 10 mg tablet Symptomatic New BNF-60 Absgi™b Kiv thiZ cii| Abjgi~b Kivnj |
trelaltrlnent of aIlIerglic .
Rupatadine fumarate INN 10.38 mg :;E:?ss:r?: ricariain
(eqv. to Rupatadine 10 mg) adolescents (over 12
years of age)
Q) Solifenacin Succinate 5 mg Tablet Treatment of New BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
oyeractive bladder (Online) and
Solifenacin Succinate INN 5 mg :Vr';hesuyrmgﬁoms o USFDA
incontinence,
urgency, and urinary
frequency
r Solifenacin Succinate 10 mg Tablet Treatment of New BNF-61 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
oyeractive bladder (Online) and
Solifenacin Succinate INN 10 mg Yjvr';hesuyrmgﬁoms o USFDA
incontinence,
urgency, and urinary
frequency
s) Tolvaptan 15 mg Tablet Treatment of clinically New BNF-61 Abygv™b Kiv thiZ citi] Abygb Kivnj |
significant . (Online) and
Tolvaptan INN 15 mg hypervoleric and USFDA
hyponatremia

including patients
with heart failure,
cirrhosis, and
Syndrome of
Inappropriate
Antidiuretic Hormone
(SIADH).
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Ziska Pharmaceuticals | t) Tolvaptan 30 mg Tablet Treatment of clinically New BNF-61 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Ltd. E'Q”ejfr'czlne‘m,c g (Online) and
Tolvaptan INN 30 mg eﬁ\em;’mic ' USFDA
hyponatremia
including patients
with heart failure,
cirrhosis, and
Syndrome of
Inappropriate
Antidiuretic Hormone
(SIADH).
u) Rifaximin 200 mg Tablet For the treatment of New USFDA Abygv™b Kiv thiZ citi| Abygb Kivnj |
patients (=12 years of
P age) with travelers’
Rifaximin INN 200 mg diarthoea caused by
noninvasive strains of
Escherichia coli
V) Rifaximin 550 mg Tablet For reduction in risk New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |

Rifaximin INN 550 mg

of overt hepatic
encephalopathy (HE)
recurrence in patients
18 years of age and
also for the treatment
of non—constipation
irritable bowel
syndrome & IBS-
related bloating.
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Ziska Pharmaceuticals | w) Multivitamin-Multimineral \TIQ prQV}:\iﬂe | New Centrum ciqvRb thB ieaig Aite"b ciquRb thB ieaig Aie"b
i itamin/Minera i Avw Ki H Avw Ki H
Ltd. Cardio Tablet Supplementaton and Cardio bigAy Kiv thiZ citi] bigAy Kiv nj |
o L treat deficiency. To
Vitamin A BP 1750 IU, Vitamin C BP 30 mg, maintain a healthy
Vitamin D BP 200 IU, Vitamin E BP 15 IU, Vitamin | cholesterol levels and
K USP 12.5mcg, Thiamine BP 0.75 mg, Riboflavin | healthy heart.
BP 1.7 mg, Niacin USP 20 mg, Vitamin B6 BP 2.5
mg, Folic acid BP 200 mcg, Vitamin B12 BP 100
mcg, Biotin BP 15 mcg, Pantothenic acid BP 5 mg,
Calcium BP 54 mg, , Phosphorus BP 40 mg,
lodine BP 75 mcg, Magnesium BP 20 mg, Zinc BP
3.75 mg, Selenium Ph.Gr. 10 mcg, Copper Ph.Gr.
0.35 mg, Manganese Ph.Gr. 1 mg, Chromium
Ph.Gr. 60 mcg, Molybdenum BP 37.5 mcg,
Chloride BP 29 mg, Potassium BP 32 mg, Boron
Ph.Gr. 16 mcg, Nickel USP 2.5 mcg, Silicon BP 1
mg, Tin BP 5 mcg, Vanadium Ph.Gr. 5 mcg,
Phytosterols Ph.Gr. 400 mg per tablet
X) Multivitamin-Multimineral To provide New Centrum ciqvRb thB ieavq Arfe™b ciqvRb thB ieavq Arfeb
performance Tablet Vitarmin/Mineral Performance | bigAy Kiv thiZ citi| bigAy Kiv nj |

Vitamin A BP 3500 IU, Vitamin C BP 120 mg,
Vitamin D BP 400 U, Vitamin E BP 60 IU, Vitamin
K USP 25 mcg, Thiamin BP 4.5 mg, Riboflavin BP
5.1 mg, Niacin USP 40 mg, Vitamin B6 BP 6 mg,
Folic acid BP 400 mcg, Vitamin B12 BP 18 mcg,
Biotin BP 50 mcg, Pantothenic acid BP 12 mg,
Calcium BP 100 mg, , Phosphorus BP 48 mg,
lodine BP 15000 mcg, Magnesium BP 40 mg, Zinc
BP 11 mg, Selenium Ph.Gr. 70 mcg, Copper
Ph.Gr. 0.9 mg, Manganese Ph.Gr. 4 mg,
Chromium Ph.Gr. 120 mcg, Molybdenum BP 75
mcg, Chloride BP 72 mg, Potassium BP 80 mg,
Boron Ph.Gr. 60 mcg, Nickel USP 5 mcg, Silicon
BP 4 mg, Tin BP 10 mcg, Vanadium Ph.Gr. 10
mcg, Ginseng root Ph.Gr. 50 mg, Ginkgo Biloba
leaf Standardized extract Ph.Gr 60 mg

Supplementation and
treat deficiency. To
provide energy &
vitality. It helps to
improve physical &
mental performance
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Ziska Pharmaceuticals

Ltd.

Vitamin D3 10 mcg Tablet

Cholecalciferol BP 10 mcg
(eq. to Vitamin D3 400 V)

To maintain normal
nerve, muscle, bone,
blood, and tissue
structure and
function. Vitamin D
helps maintain the
right amount of
calcium in the body
for strong bones and
teeth

New

BNF-60

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Vitamin D3 25 mcg Tablet

Cholecalciferol BP 25 mcg
(eq. to Vitamin D3 1000 1U)

To maintain normal
nerve, muscle, bone,
blood, and tissue
structure and
function. Vitamin D
helps maintain the
right amount of
calcium in the body
for strong bones and
teeth

New

BNF-61

Absgrb Kiv ThiZ cii]

Abjgvb Kivnj |

17.

Popular

Pharmaceuticals Ltd.

Water-Soluble Vitamins (Vitamin B1 2.5mg
+ Vitamin Bz 3.6mg + Nicotinamide 40mg +
Vitamin Bs 4mg + Pantothenic Acid 15mg
+ Ascorbic Acid 100mg + Biotin 60g +
Folic Acid 0.4mg + Cyanocobalamin
5ug)/Vial Lyophilized Dry Powder for
Injection

Thiamine Nitrate (Vitamin By) BP 3.10mg eq.
to 2.5mg Thiamine + Riboflavin Sodium
Phosphate (Vitamin Bz) BP 4.90mg eq. to
3.6mg Riboflavin+ Nicotinamide BP 40mg+
Pyridoxine Hydrochloride (Vitamin Bs) BP
4.90mg eq. to 4mg Pyridoxine + Pantothenic
Acid (as Dexpanthenol) BP 15mg + Sodium
Ascorbate BP 113.00mg eg. to 100mg
Ascorbic Acid + Biotin BP 0.06mg + Folic
Acid BP 0.04mg + Cyanocobalamin (Vitamin
B12) BP 0.005mg/Vial

Prevention and
treatment of vitamin B
complex deficiency.

New

BNF-58
Page-540

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |
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Popular b) Tacrolimus 5mg Capsule Primary . 30mg/100gm BNF-59 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. mmunosuppression Ointment Page-538
Tacrolimus Monohydrat 20% Premi in liver, kidney,
ydrate (as 20% rem'?() pancreas, kidney-
INN 25mg eq. to 5mg anhydrous Tacrolimus | pancreas, lung or
heart allograft
recipients and rescue
use in liver, kidney or
other solid organ
transplantation, that
has either failed
conventional
immunosuppressive
agents, or where
such agents are
producing intolerable
side effects
c) Tacrolimus 1mg Capsule -do- 30mg/100 gm BNF-59 Abygv™b Kiv thiZ citi] Abygrb Kivnj |
Qintment Page-538
Tacrolimus Monohydrate(as 20% Premix)
INN 5mg eq. to 1mg anhydrous Tacrolimus
d) Tacrolimus 0.5mg Capsule -do- 30mg/100 gm BNF-59 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Ointment Page-538
Tacrolimus Monohydrate(as 20% Premix)
INN 2.50mg eq. to 0.5mg anhydrous
Tacrolimus
e) Folic Acid 2.5mg/5ml Oral Solution Effective in the 5mg Tablet Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
treatment of
Folic Acid BP 0.05gm/100ml ;nfeg;!gglziicm a
deficiency of folic acid
as may be seen in
tropical or non-
tropical sprue, in
anemias of nutritional
origin, pregnancy,
infancy or childhood.
f) Folic Acid 2.5mg/ml Oral Solution -do- 5 mg Tablet Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |

Folic Acid BP 0.25gm/100m|

Page 64 of 138




bs C ZKvitKi big Jltai big 1 tRibiiK big bt~ kb Status AvtebKvix | 1UKIbK'vj mie-Kigili 57 Zg mfi ImxisS-
(New cE mfii gZgZ
Molecule/ BNF or
Existing) USFDA
Reference
Popular 0) Ebastine 5mg/5ml Oral Solution Symptomatic 10 mg Tablet Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. reatment of seasonal
Ebastine BP 0.10gm/100m| fﬁglﬁf rle(;}g?;ﬁilf ¢
chronic urticaria.
h) Water Soluble and Fat-Soluble Vitamins Itis indicated in New BNF-58 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
(Alpha Tocopherol (Vitamin-E) 11.20IU + isg'rtsl f”‘;;rg"gf“;“e Page-539
Ascorbic Acid 125mg + Biotin 69ug + requiringyparemerg
Colecalciferol (Vitamin Ds) 220IU + multivitamins
Cyanocobalamin (Vitamin Bi2) 6pg + Folic | supplementation to
Acid 414pg + Nicotinamide 46mg + correct % prevent
Pantothenic Acid 17.25mg + Pyridoxine whtaemn'graff'c'enc'es
Hydrochloride 5.50mg + Retinol (Vitamin administration is
A) 35001U + Riboflavin (Vitamin Bz) 4.14mg | contraindicated,
+ Thiamine (Vitamin B1) 3.51mg impossible or
Lyophilized dry Powder for Injection in insuficient
Vial
Di Alpha Tocopherol (Vitamin-E) BP 11.201U
+ Ascorbic Acid BP 125mg + Biotin BP 69ug
+ Colecalciferol (Vitamin Ds) BP 2201U +
Cyanocobalamin (Vitamin Bi2) BP 6ug +
Folic Acid BP 414 g + Nicotinamide (Vitamin
Bs) BP 46mg + Pantothenic Acid (as
Dexpanthenol) BP 17.25mg + Pyridoxine
Hydrochloride BP 5.50mg eq. to 4.53
Pyridoxine + Retinol (Vitamin A) BP 3500I1U +
Riboflavin (Vitamin Bz) BP 4.14mg +
Thiamine (Vitamin By) BP 3.51mg / Vial
i) Proparacaine Hydrochloride 0.5% Itis indicated for New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |

Ophthalmic Solution

Proparacaine Hydrochloride USP
0.50gm/100ml

topical anesthesiain
ophthalmic practice.
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Popular ) Nepafenac 0.1% Ophthalmic Suspension Itis indicated for the New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Pharmaceuticals Ltd. 't?:;::;'ggtir}d i and
Nepafenac INN 0.10gm/100ml inﬂamma[ionp '
associated with
cataract surgery.
k) Bimatoprost 0.03% Ophthalmic Solution It is indicated as New BNF-58 Abjgi™b Kiv thiZ citi| Abjgib Kivnj |
monotherapy for the Page-599
Bimatoprost INN 0.03gm/100m| {ﬁggggﬁ&ft Srlg\slszrg USFDA
(IOP) in patients with
chronic glaucoma or
ocular hypertension,
or as adjunctiove
therapy in patients
not adequately
controlled on other
agents.
l) Allylestrenol 5mg Tablet Itis indicated for New Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
Thrgatened aportion,
Allylestrenol INN 5mg ?ﬁ?e';zlnizomon'
premature labor.
18. | Popular Infusions Ltd. | a) Refined Soya Qil (Refined Soyabean Qil) Supply of energy, New BNF-59 ciquRb thB ieaiq Aite"b ciqvRb thB ieaig Aite™b
6gm + Medium-Chain Triglycerides EFA & Omega-3 fatty Page-582 | bigAy Kiv thiZ citi| bigAy Kiv nj |

(Triglycerides, Medium-Chain) 6gm +
Refined Olive Qil (Olive Oil, Refined) 5gm
+ Fish Qil, Rich in Omega-3-Acids 3gm Per
100ml Emulsion for Infusion

Refined Soya Oil (Refined Soyabean Oil) BP
6gm + Medium-chain Triglycerides
(Triglycerides, Medium-Chain) BP 6gm +
Refined Olive Oil (Olive Oil, Refined) BP 5gm
+ Fish Qil, Rich in Omega-3-Acids BP
3gm/100m|

acid to adults

Page 66 of 138




bs

C ZKvitKi big

Jltai big 1 tRibiiK big

ibt™ kbv

Status
(New
Molecule/
Existing)

Arte bKyix
c'E
BNF or
USFDA
Reference

1UKIbK'vj mve-Kigiui 57 Zg
mfii gZgZ

mvi imxiS-

Popular Infusions Ltd.

Ferrous Gluconate Dihydrate 21.6mg+
Copper Gluconate 8.5mg+ Manganese
Gluconate 4.05mg+ Zinc Gluconate
Trihydrate 194.90mg + Sodium Fluoride
8mg + Cobalt Il Gluconate Dyhydrate
0.0303mg + Sodium lodide 0.0045mg +
Sodium Selenite 0.383mg + Ammonium
Molybdate Tetrahydrate 0.115mg +
Chromic Chloride Hexahydrate
0.192mg/100ml (Trace Elements) Solution
for Infusion

Ferrous Gluconate, Dihydrate BP 21.60mg +
Copper Gluconate USP 8.50mg+ Manganese
Gluconate USP 4.05mg + Zinc Gluconate
Trihydrate USP 194.90mg+ Sodium Fluoride
BP 8mg+ Cobalt liGluconate Dihydrate
Pharma Grade 0.0303mg+ Sodium lodide BP
0.0045mg + SodiumSelenite BP 0.383mg +
Ammonium Molybdate Tetrahydrate BP
0.115mg + Chromic Chloride Hexahydrate
USP 0.192mg/100m|

Cover basal or
moderate increased
needs of trace
elements in
parenteral nutrition.

New

ciqvRb thB ieaig Aite"b
bigAy Kiv thiZ citi|

ciquRb thB ieaig Aie"b
bigAy Kiv nj |

Paracetamol 1% IV Infusion

Paracetamol (Pyrogen Free) BP 1.0gm/100ml

Itis indicated for the
relief of mild to
moderate pain and
the reduction of fever
where an intravenous
route of
administration is
considered clinically
necessary.

250 mg, 500 mg,
665 mg Tablet

BNF-59
Page-253

Tagyl nimciZitj e'enitii
1higtE 50 GgGj Ges 100
GgGj c VK mBR Abjgi™b
KivihiZ citi] c Wi tgioK
ARATS FTFHA =S Tre1evd
KiiZ nie|

OvagiT ietkl A PIKrmiKi
ZEveath Post Operative
Case-G Analgesic-inimte
e'envi KitZ nted

Tag/l nmciZdj eendii ibigik
50 GgGj Ges 100 GgGj c'K
mBR Abygr'b Kiv nj| c Wi
fgioK migMdZ wbgijc kZ Aek'B
TETEY 00 A |

OvagiT etk 1A PKrmiKi
ZEweaitb Post Operative Case-
G Analgesic-intmte e'eni KitZ
nte0 Jlal tKib Ae"tZB Jltai
t7Ktb miein Kiv hie bi|

Drcv bKvix cizéb A_ev 2™
Wiy ntZ mivmii nimciZvt §

miein KifZ nie] relqU
Drei™bKvix cizdw bidZ Kite]
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Popular Infusion Ltd. d) Tinidazole 0.4% IV Infusion Itis an agent for the New Abjgv™b Kiv thiZ citi| Abjgib Kivnj |
treatment of
- infections due to
Tinidazole USP 0.40gm/100ml anaerobic bacteria.
e) Sodium Chloride 0.9% + Potassium Itis indicated for use New ciquRb thB ieaiq Aite"b ciqvRb thB ieaig Aite™b
Chloride 0.3% IV Infusion in adults and pediatric bigAy Kiv thiZ citi| bigAy Kiv nj |
patients as sources of
. . electrolytes and water
Sodium Chloride (Pyrogen Free) BP 0.90gm | for hydration.
+ Potassium Chloride (Pyrogen Free) BP
0.30gm /100m|
f) Ofloxacin 200mg/100ml IV Infusion Ofloxacin IV is 100 mg, 200 mg & USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
suitable for the 400 mg Tab.
. . treatment of the
Ofloxacin Hydrochlorldg (Pyrogen Free) INN following bacteria
0.220gm eq. to Ofloxacin 0.2gm/100m| infections when they
are caused by
pathogens sensitive
to ofloxacin.
0) Tromethamine 3.60gm/100ml IV Infusion Itis indicated for the New ciqvRb thB ieaig Aite"b ciqvRb thB ieaig Aite™b
preventon and bigAy Kiv thiZ citi| bighAy Kiv nj |
Tromethamine (Pyrogen Free) USP metabo'“c acidosis. It
3.60gm/100ml may help to sustain
vital functions and
thus provide time for
treatment of the
primary disease.
19. | Beacon a) Cyclosporine 25mg Capslue For organ and tissue 25mg & 100 mg | BNF-57 Abjgv™b Kiv thiZ citi| Abjgb Kivnj |
Pharmaceuticals Ltd. (Liquid Hard Gelatin Capsule) transplantation, for Capsule Page No-489

Cyclosporine USP 25mg

prevention of graft
rejection following
bone marrow, Kidney,
liver, pancrease,
heart, lung, and
heart-lung
transplantation, and
for prophylaxis and
treatment of graft-
versus-host disease.
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Beacon ) Cyclosporine 100mg Capslue Fororganand tissue | 25mg&100mg | BNF-57 Abygv b Kiv thiZ citi| Abygv b Kivnj |
Pharmaceuticals Ltd. (Liquid Hard Gelatin Capsule) ransplantation, for Capsule Page No-489
prevention of graft
. rejection following
Cyclosporine USP 100mg bone marrow, Kidney,
liver, pancrease,
heart, lung, and
heart-lung
transplantation, and
for prophylaxis and
treatment of graft-
versus-host disease.
c) Calcium 110mg + Magnesium 60mg Tablet | For the management New BNF-61 ciqvRb thB ieaig Aite"b ciquRb thB ieaig Aie"b
of ) Page No-612 | bigAy Kiv thiZ citi| bigAy Kiv nj |
Calcium Acetate USP 435mg eq. to ir:]yﬁsglgjg:;iem'a
Calcium110mg + Magnesium Carbonate patients and in other
USP 235mg eqg. to Magnesium 60 mg renal patients.
d) Desferrioxamine Mesylate 500mg/10ml Acute iron poisoning, New BNF-57 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
Vial Lyophilized poeder for Injection. chronic iron overload. Page No-514
Desferrioxamine Mesylate BP 500mg/10ml
e) Darbepoietin Alfa 200mcg/0.4ml Pre-filled Anaeimiz? with chronic New Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
; it renal failure.
Syringe Injection Anaemia with non-
o myeloid malignancies
Darbepoietin Alfa INN 200mcg/0.4ml due to chemotherapy.
f) Darbepoietin Alfa 500mcg/1.0ml Injection | Anaemia with chronic New Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |

Darbepoietin Alfa INN 500mcg/1.0ml| Pre-
filled Syringe Injection

rental failure.
Anaemia with non-
myeloid malignancies
Due to chemotherapy
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Beacon 0) Furosemide 500mg Tablet Used as an adjuvant New BNF-57 ciqvRb thB ieaig Aite"b ciquRb thB ieaig Aie"b
Pharmaceuticals Ltd. gﬁg‘g}ﬁgg':g“”a Page No-76 bigAy Kiv thiZ citi| bigAy Kiv nj |
Furosemide BP 500mg selected patients with
acute renal failure or
with chronic renal
failure or with the
nephritic syndrome.
h) Esomeprazole 20mg + Naproxen 500mg Itis indicated for the New USFDA Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
Tablet relief of signs and
symptoms 0
) ) fosteoarthritis,
Esomeprazole (as magnesium Trihydrate) theumatoid arthritis
22.3mg eq. to Esomeprazole 20mg + and ankylosing
Naproxen USP 500mg spondylis and to
decrease the risk of
developing gastric
ulcers in patients at
risk of developing
NSAID-associated
gastric ulcers.
i) Omeprazole 20mg + Domperidone 10mg | Dyspepsia/Functional New ciquRb tbB ieaiq Avie™b ciquRb tbB ieaig Avie™b
Dyspepsia. Ko s - PE
Capsule Coataparess. bigAy Kiv thiZ citi] bigAy Kiv nj |
. Esophagitis/ GERD/
Omeprazole Pellet BP 240mg Contains Nausea. Vomiting.
Omeptrazole 20mg + Domperidone Maleate
BP 12.37mg eq. to Domperidone 10mg
) Pralidoxime Chloride 1000mg / Vial Adjunct to atropine in New BNF-57 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Lyophilized powder for Injection the treatment of Page No-36
poisoning by
organophosphorus

Pralidoxime Chloride 1000mg / vial

insecticide or nerve
agent.

Page 70 of 138




bs C ZKvitKi big Jltai big 1 tRibiiK big bt~ kb Status AvtebKvix | 1UKIbK'vj mie-Kigili 57 Zg mfi ImxisS-
(New cE mfii gZgZ
Molecule/ BNF or USFDA
Exi sting) Reference
Beacon k) Paracetamol 1000mg/100ml IV Infusion. Mild to moderate pain BNF-57 Tagll nmciZi¢j e'enitii bigiE Tagvl nmciZij e’enii iigtE 50
i and pyrexia. _ 50 GgGj Ges 100 GgGj c'K GgGj Ges 100 GgGj c'iK mBR
Pharmaceuticals Ltd. P | BP 1000ma/100ml Page No-231 miBR Abjgi'b KivthiZ cii| Abygrb Kivnj| ¢ wi tgioK mghiZ
aracetamo mg m ¢ Wi tgroK migiZ ibgiic kZ R *16 TR BB S Z0A |
BB TS A | Ovagil ietkl A iPIKrmiKi ZEvearth
Ovagil ietkl A PIKrmiKi ZEieatb | Post Operative Case-G Analgesic-
Post Operative Case-G nimte e'eni KitZ nte0 Jla tKib
Analgesic-inimie e’enii KifZ Ae ZB Jliai t7vKdb miein Kiv
nied hvte bv] Drci™bKuix cizob A_ev
27 i Wicy niZ mimii nmciZi j
miein KiiZ nie| relqU DrevbKiix
ciZob hidZ Kite|
l) Terlipression Acetate 0.12mg/ml, 8.5ml Treatment of bleeding New ciqvRb thB ieaiq Aite™b ciqvRb thB ieaig Aite"b
Injection aseophageal varices. bigAy Kiv thiZ citi| bigAy Kiv nj |
Terlipression Acetate INN 0.12mg/ml Amp
m)  Elemental Iron 100 mg (as Ferric Iron deficiency New BNF-57 Absgi™b Kiv thiZ cii| Abjgi~b Kivnj |
Carboxymaltose) /2ml Injection anaemia Page No-507
Ferric Carboxymaltose INN 150000 dalton eq.
to elemental Iron 100mg/2ml Ampoule
n) Elemental Iron 500mg (as Ferric Iron deficiency New BNF-57 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Carboxymaltose) /10ml Injection anaemia Page No-507
Ferric Carboxymaltose INN 750000 dalton eq.
to elemental Iron 500mg/10m| Ampoule
0) Dutasteride 0.5mg + Tamsulosin It can be used either New USFDA Abygv™b Kiv thiZ citi] D= Jlai relig Aa'icK ciY fMicij
; alone or in ~ etjb G RiZig Combination-G eq ¢
Hydrochloride 0.4mg Capsule combination in men BNF-61 @R o o elfefa awez |
who have a condition Page-507

Dutasteride USP 0.5mg + Tamsulosin
Hydrochloride USP 0.4mg

known as benign
prostatic hyperplasia.

Gieliq retk 1Al gZigZ MnY Kiv thiZ
citi] Jlawi Safety, Efficacy and
Usefullness Gi ieliq gZigZmn
ciZte™b ¢ itbi Rb™ ibtgelYZ etk A
mgSiq GKIU Kigil Mvb Kivnj

(T @i AE) t (1) Aa'icK
Gg G mijg, BDIivjiR iefiM, etelz
kL gyRe tgWiKj rekie™"1jgq, (2)
tgRi tRbiij GBP Avi nii“‘b,

Kbmij iU mRb, eisj ™k Aung,
IMRGgGmM Aidm, XKy K'wUbigl Ges
(3) Aa'icK Aitbigvi““j Bmjyg,

BD VIR 1efiM, eleUZKL gyRe
TgWiKj rekie ijq]
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Beacon p) Agomelatine 25mg Tablet Treatment of major New BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. ,‘:]egcr‘efz"e episodes Page-242
Agomelatine USP 25mg nad
q) Bivalirudin 250mg Injection Adirect thrombin New BNF-61 Abygv™b Kiv thiZ citi] Abygrb Kivnj|
inhibitor indicated for Page-144
Bivalirudin INN 250mgslnjection Sﬁﬁcﬁ;&am in
patients: With
unstable angina
undergoing
Percutaneous
transluminal coronary
angioplasty (PTCA)
r Fondaparinux Sodium 2.5mg/0.5ml Pre In patients New BNF-61 Absgi™b Kiv thiZ cii| Abjgi~b Kivnj |
filled Syringe Injection. undergoing hip Page-145
fracture surgery,
. ) including extended
Fondaparinux Sodium INN 2.5mg0.5ml prophylaxis, hip
replacement surgery,
hip Knee surgery,
abdominal surgery
who are at risk for
thromboembolic
complications.
s) Fondaparinux Sodium 7.5mg /0.6ml pre In patients New BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
filled Syringe Injection undergoing hip Page-145

Fondaparinux Sodium INN 7.5mg/0.6m|

fracture surgery,
including extended
prophylaxis, hip
replacement surgery,
hip Knee surgery. In
patients undergoing
abdominal surgery
who are atrisk for
thromboembolic
complications.
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Beacon
Pharmaceuticals Ltd.

Rifaximin 200mg Tablet.

Rifaximin INN 200 mg

The treatment of
patients >/12ears of
age) with travelers
diarrhea (TD) caused
by noninvasive
straints of
Escherichia coli.

USFDA

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Roflumilast 500mcg Tablet.

Roflumilast INN 500mcg

Totreat severe
chronic obstructive
pulmonary disease
(COPD) in adults who
have chronic
bronchitis (long-term
inflammation of their
airways), and whose
COPD flares up
frequently.

BNF-61
Page-191

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Solfenacin Succinate 5mg Tablet.

Solfenacin Succinate USP 5mg

A muscarinic
antagonist indicated
for the treatment of
overactive bladder
with symptoms of
urge urinary
incontinence,
urgency, and urinary
frequency.

BNF-61
Page-511

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Albumin (Human) 5% Solution.

Albumin (Human) USP 5%, 100ml Solution.

Emergency treatment
of hypovolemic
Shock, Burn therapy,
Cardiopulmonary
bypass, Acute Liver
failure, Sequestration
of protein rich fluids.

USFDA
BNF-61
Page-600

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

Esomeprazole 20mg + Naproxen 375mg
Tablet

Esomeprazole (as magnesium Trihydrate)
22.3mg eq. to Esomeprazole USP 20mg +
Naproxen USP 375mg

It is indicated for the
relief of signs and
symptoms o
fosteoarthritis,
rheumatoid arthritis and
ankylosing spondylitis
and to decrease the risk
of developing gastric
ulcers in patients at risk
of developing NSAID-
associated gastric
ulcers.

USFDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |
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Beacon
Pharmaceuticals Ltd.

Everolimus 2.5mg tablet

Everolimus INN 2.5mg

Advanced renal cell
carcinoma (RCC)
after failure of
treatment with
sunitinib or sorafenib.

ciqvRb thB ieaig Aite™b
bigAy Kiv thiZ citi|

ciquRb thB ieaig Aie"b
bigAy Kiv nj |

Everolimus 5mg tablet

Everolimus INN 5mg

Advanced renal cell
carcinoma (RCC)
after failure of
treatment with
sunitinib or sorafenib.

BNF-61
Page-546

Absgrb Kiv ThiZ cii|

Abjgi b Kivnj |

aa)

Everolimus 10mg tablet

Everolimus INN 10mg

Advanced renal cell
carcinoma (RCC)
after failure of
treatment with
sunitinib or sorafenib.

BNF-61
Page-546

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

ab)

Lubiprostone 8 mcg Capsule.

Lubiprostone INN 8 mcg

Indicated for the
treatment of chronic
idiopathic
constipation in the
adult population. For
the treatment of
irritable bowel
syndrome with
constipation.

USFDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

ac)

Prucalopride 1mg Tablet

Prucalopride INN 1mg

Chronic constipation
in women when other
laxatives fail to
provide an adequate
response.

BNF-61
Page--74

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

ad)

Pregabalin 25mg Capsule.

Pregabalin INN 25mg

Treatment of partial
or focal seizures with
or without secondary
generalization,
peripheral and central
neuropathic pain,
generalized anxiety
disorder and post
herpetic neuralgia.

BNF-61
Page-284

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |
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Beacon ae) Dutasteride 0.5mg + Tamsulosin These medicines can Absgi™b Kiv thiZ citi| D= Jlali telig Aa'cK ciY fhicij
i i be used either alone etjb G RiZiq Combination-G eq «
Pharmaceuticals Ltd. Hydrochloride 0.4mg Tablet of in combination o cory . afefent o
) ) men who have a Gieliq retkltAi gZigZ MnY Kiv thiZ
Dutasteride BP 0.5mg + Tamsulosin condition known as |
Hydrochloride BP 0.4mg benign prostatic JlaUi Safety, Efficacy and
hyperplasia. Usefullness Gi 1eliq gZigZmn
ciZte™b ¢ itbi Rb™ ibtgelYZ etk A
mgSiq GKIU Kigil Mvb Kiv nj
(T @i AE) t (1) Aa'icK
Gg G mijg, BDLivjiR iefiM, etelz
kL gyRe tgWiKj rekie™"1jgq, (2)
tgRi tRbitij GBP Avi nii“h,
Kbmij iU mRb, esj ™k Aung,
IMRGgGM Aidm, XKy K'wUbigl Ges
(3) Aa'icK Aitbigi““j Bmjug,
BD VIR 1efiMl, eleUZKL gyRe
TgWiKj rekiejq]
af)  Rupatadine Fumerate 10mg Tablet Indicated for the BNF-61 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
symptomatic Page-193
. treatment of allergic
Rupatadme FumerateIINN 10.38mg thinitis and urticaria in
equivalent to Rupatadine 10mg adults and
adolescents (over 12
years of age)]
ag)  Sodium Alginate 500mg + Potassium Treatment of BNF-61 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Bicarbonate 100mg Tablet. symptoms of gastro- On Line
oesophageal reflux
. . . such as acid
Sodium Alginate USP 500mg + Potassium regurgitation,
Bicarbonate USP 100mg heartburn, indigestion
occurring due to the
reflux of stomach
contents, for instance
after gastric surgery,
as result of hiatus
hernia.
ah)  Sugammadex Sodium 100mg/ml Solution | Reversal of BNF-61 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
for Injection. neuromuscular Page-792

Sugammadex Sodium INN 101.837mg eq. to
100 mg Sugammadex/ml Solution for
Injection.

blockade induced by
rocuronium or
vecuronium.
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20. | Orion Pharma Ltd. a) Acemetacin 30 mg Capsule Rheumatoid Arthritis, New ciqvRb thB ieaig Aite"b ciquRb thB ieaig Aie"b
Osteoarthritis, Low A K R A Kiv i
‘ " ack pain. Pai rele bigAy Kiv thiZ citi] bigAy Kiv nj |
Acemetacin INN 30 mg ater an operation
b) Acemetacin 60 mg Capsule Rheumatoid Arthritis, New BNF-60 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Osteoarthritis, Low Page-621
. back pain, Pain relief
Acemetacin INN 60 mg ater an operation
c) Loperamide Hydrochloride 2 mg + g.is l;]SEG to t(rjeat New BNF-60 ciquRb tbB ieaiq Avie™b ciquRb tbB ieaig Avie™b
1 1 larrnoea an _ e /s - YT -
Simethicone 125 mg Tablet symploms of gas. Page-59 bigAy Kiv thiZ citi| bigAy Kivnj |
Loperamide Hydrochloride USP 2 mg +
Simethicone USP 125 mg
d) Desloratadine 0.5 mg/ml Paediatric Drops | Seasonal Allergic 5mgTablet& | USFDA, BNF- | Abygv b Kiv thiZ citi Abygb Kivnj |
Rhinit@s, qugnnial 2.5 mg/5ml Syrup 52 Page-164
Desloratadine INN 0.05gm/100 ml éﬂ%%'lcc TJ?L”;ZTHC
Urticaria
e) Desloratadine 5 mg Oraly Disintegrating Sﬁasqnal Allergi.cI ) 5 mg/Tatilgt & | USFDA, BNF- | ciqiRb thB ieaiq Avie™b ciquRb 1bB ieaig Avie™b
Rhinitis, Perennia .5 mg/sml Syrup - Av Ki H Av Kiv i
Tablet Allrgi Rhints, 52 Page-164 | bigAy Kiv thiZ citi] bigAy Kiv nj |
. Chronic Idiopathic
Desloratadine INN 5 mg Urticaria
f) Desloratadine 2.5 mg Oraly Disintegrating Sﬁasqnal Allergi.cI ) 5 mg/Tatilgt & | USFDA, BNF- | ciqiRb tbB ieaiq Avie™b ciquRb 1bB ieaig Avie™b
Rhinitis, Perennia .5 mg/sml Syrup _ Av Ki H Av Kiv i
Tablet Allrgic, RhnS, 52 Page-164 | bigAy Kiv thiZ citi| bigAy Kiv nj |
. Chronic Idiopathic
Desloratadine INN 2.5 mg Urticaria
0) Butamirate Citrate 15mg/10 ml Syrup Itis indicated in acute 50 mg Tab. ciqiRb tbB ieaig Avie™b ciquRb 1bB ieaig Avie™b

Butamirate Citrate BP 150 mg/100 ml

cough of any etiology,

pre and post
operative cough,
sedation for surgical
procedures and
bronchoscopy

bigAy Kiv thtZ citi|

bigAy Kiv nj |
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Orion Pharma Ltd. h) Cefixime 200 mg + Clavulanic Acid 125 mg | Respiratory tract New ciqvRb thB ieaig Aite"b ciquRb thB ieaig Aie"b
infections — Ko s - PE
Tablet Bronchiis, bigAy Kiv thiZ citi] bigAy Kiv nj |
- . Bronchiectasis,
Cefixime Trihydrate BP 223.83 mg eq. to 200 | Pneumonia
mg Cefixime + Potassium Clavulanate BP ENT infections -
149 mg eq. to 125 mg Clavulanic Acid Chronic Maxillary
Sinusitis, chronic
otitis media
Urinary Tract
infections — Acute
uncomplicated and
complicated urinary
tract infection.
i) Tramadol HCI 37.5mg+ Itis indicated for the New USFDA Abygv™b Kiv thiZ citi] Abygrb Kivnj |
Paracetamol 325 mg Tablet short-term freatment BNF-52 Page-
i.e. three days or less
of mild to moderate 233
Tramadol HCI BP 37.5mg+ Paracetamol BP | pain
325mg
)] Naproxen 375 mg + Esomeprazole 20 mg | Use for the symptom New USFDA Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
Tablet of osteoarthritis,
rheumatoid arthritis
and ankylosing
Naproxen USP 375 mg +Esomeprazole spondylitis and also
Magnesium Trihydrate 24.55 mg eq. to decrease NSAID
Esomeprazole 20 mg associated gastric
ulcers
k) Naproxen 500 mg + Esomeprazole 20 mg Ufse for thehs.y.mptom New USFDA Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
of osteoarthritis,

Tablet

Naproxen USP 500 mg +Esomeprazole
Magnesium Trihydrate 24.55 mg eq. to
Esomeprazole 20 mg

rheumatoid arthritis
and ankylosing
spondylitis and also
decrease NSAID
associated gastric
ulcers
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Orion Pharma Ltd. l) Cefditoren 400 mg Tablet Acute rz]:md Chronic New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Bronchitis,
. L Community Acquire
Cefd|tor§n Pivoxil INN 490.12 mg eq. t0 400 | preymonia,
mg Cefditoren Pharyngitis/Tonsilitis,
SSTI

m)  Cefditoren 200 mg Tablet Acute :nd Chronic New USFDA Absgi™b Kiv thiZ cii| Abjgi~b Kivnj |

Bronchitis,
. L Community Acquire
Cefditoren Pivoxil INN 245.06 mg eq. to 200 | ppeymona,
mg Cefditoren Pharyngitis/Tonsilitis,
SSTI

n) Prulifloxacin 600 mg Tablet Lower LJTI,Acute New ciquRb thB ieaiq Avte™b ciquRb thB ieaiq Avte™b

exacerbation of bigAy Kiv thiZ citi| bigAy Kiv nj |
Prulifloxacin INN 600 mg chronic bronchits
0) Rivaroxaban 10mg FC Tablet Rivaroxaban is New BNF-60 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
indicateq for patignts
Rivaroxaban INN 10 mg E%dg:iﬂgg elective
replacement to
prevent venus
thromboembolism.

p) Bromazepam 6 mg Tablet Itis indicated for 3 mg Tab. ciqvRb thB ieaiq Aiie"b ciqvRb thB ieaig Aie"b
Symptomatic refief of bigAy Kiv thiZ citi| bigAy Kiv nj |
tension, anxiety and

Bromazepam BP 6 mg agitation.
Q) Ceftobiprole 500 mg/Vial IV Injection Complicated skin and New Abygv™b Kiv thiZ citi| Abygv b Kivnj |

Ceftobiprole Medocaril INN 666.60 mg eq. to
500 mg Ceftobiprole (Lyophilized
Powder)/Vial

soft tissue infections
including non-limb
threatening diabetic foot
infections without
concomitant osteomylitis
caused by; Enterobacter
cloacae, escherisia coli
klebsiala pneumonia,
proteus mirraballis,
staphylococcus aureus
and streptococcus
pyogens
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Orion Pharma Ltd. r Tiemonium Methylsulphate 200mg/100 ml | For the treatment of 50 mg Tab. Abjgv™b Kiv thiZ citi| Abjgib Kivnj |
Syrup spasm of the 25mg/ml &
intestine, biliary 5mg/2ml Inj.
) . system, bladder and
Tiemonium Methylsulphate INN 200 mg/100 | uterus.
ml
21. | Drug International Ltd. | a) Fenofibrate 145 mg Tablet Itis indicated as an 67mg&200mg | US-FDA Absgi™b Kiv thiZ cii| Abygrb Kivnj |
adjunct to diet for the Tab.
Fenofibrate USP 145 mg f,rvie[f][?yeprgff aduls
triglyceridemia.
b) Sitagliptin 50 mg + Metformin Itis indicated as an New US-FDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Hydrochloride 500 mg Tablet adjunct to diet and
exercise to improve
o glycemic control in
Sitagliptin Phosphate Monohydrate INN 64.25 | adults with type 2
mg eg. to 50 mg Sitagliptin + Metformin diﬁbetes mellitus ;
i when treatment witl
Hydrochloride BP 500 mg both sitagiiptin and
metformin is
appropriate
c) Rabeprazole Sodium 40 mg Tablet Indicated for the 10mg & 20mg ciquRb thB ieaiq Aite"b ciqvRb thB ieaig Aie™b
treatment of duodenal Tab.

Rabeprazole Sodium INN 40 mg

ulcer, gastric ulcer,
symptomatic erosive or
ulcerative gastro-
oesophageal reflux
disease, gastro-
oesophageal reflux
disease long-term
management,
symptomatic treatment
of moderate to very
severe gastro-
oesophageal reflux
disease, zollinger-ellison
syndrome and in
combination with
appropriate antibacterial
therapeutic regimens for
the eradication of
helicobacter pylori in
patients with peptic ulcer
disease

bigAy Kiv thtZ citi|

bigAy Kiv nj |
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22. | Acme Laboratories a) Sitagliptin 50 mg + Metformin 500 mg Itis indicated as an New US-FDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Ltd Tablet adjunct to diet and
' exercise to improve
o glycemic control in
Sitagliptin Phosphate Monohydrate INN 64.25 | adults with type 2
mg eg. to Sitagliptin 50 mg + Metformin diabetes mellitus
Hydrochloride BP 500 mg when treatment with
both sitagliptin and
metformin is
appropriate
b) Sitagliptin 50 mg + Metformin 1000 mg Itis indicated as an New US-FDA Abjgv™b Kiv thiZ citi] Abjgr"b Kivnj|
Tablet adjunct to diet and
exercise to improve
. glycemic control in
Sitagliptin Phosphate Monohydrate INN 64.25 | adults with type 2
mg eq. to Sitagliptin 50 mg + Metformin diabetes mellitus
Hydrochloride BP 1000 mg when treatment with
both sitagliptin and
metformin is
appropriate
c) Pitavastatin 1 mg Tablet Itis indicated as an New US-FDA ciqvRb thB ieavq Arfe™b ciqvRb thB ieavq Arfeb
adjunctivew therapy bighy Kiv thiZ citi bigAy Kiv nj |
Pitavastatin Calcium INN 1.045 mg eg. to (o diet o reduce
! . ' g €q. elevated total
Pitavastatin 1 mg cholesterol (TC), low-
density lipoprotein
cholesterol (LDL-C),
apolipoprotein B (Apo
B), triglycerides (TG),
and to increase HDL-
Cinadult patients
with primary
hyperlipidemia or
mixed dyslipidemia.
d) Pitavastatin 2 mg Tablet -do- New US-FDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pitavastatin Calcium INN 2.09 mg eg. to
Pitavastatin 2 mg
e) Pitavastatin 4 mg Tablet -do- New US-FDA ciqvRb thB ieaig Aite"b ciqiRb 1bB ieaiq Are™b

Pitavastatin Calcium INN 4.18 mg eg. to
Pitavastatin 4 mg

bigAy Kiv thtZ citi|

bigAy Kiv nj |
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23. | Aristopharma Ltd. a) Rupatadine 10 mg Tablet Indicated for New BNF 61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
symptomatic
Rupatadine Fumarate INN 12.80mg eqv.to Eﬁﬁg‘;e;;g Lﬂ:f;ﬂ';m
Rupatadine 10mg adults and
adolescents (Over 12
years of age)
b) Pitavastatin 1 mg Film Coated Tablet Itis a HMG-CoA New US-FDA ciquRb thB ieaiq Aite"b ciquRb thB ieaig Aie"b
reductase inhibitor bigAy Kiv thiZ citi| bigAy Kiv nj |
. . . indicated for patients
Pitavastatin Calcium INN 1.045mg eqv.to with primary
Pitavastatin 1mg hyperlipidemia and
mixed dyslipidemia
as an adjunctive
therapy to diet to
reduce elevated total
cholesterol, low-
density lipoprotein
cholesterol,
apolipoprotein B,
triglycerides and to
increase high-density
lipoprotein cholesterol
c) Pitavastatin 2 mg Film Coated Tablet -do- New US-FDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Pitavastatin Calcium INN 2.090mg eqv.to
Pitavastatin 2mg
d) Pitavastatin 4 mg Film Coated Tablet -do- New US-FDA ciqvRb thB ieaig Aite"b ciquRb thB ieaig Aie"b
bigAy Kiv thtZ citi| bigAy Kiv nj |
Pitavastatin Calcium INN 4.180mg eq. to
Pitavastatin 4mg
e) Lacosamide 50 mg Film Coated Tablet Itis indicated as New FUS-FDA, Abygv™b Kiv thiZ citi] Abygb Kivnj |
adjunctive therapy in BNF- 61

Lacosamide INN 50 mg

the treatment of
partial-onset seizures
with or without
secondary
generalisation in
patients with epilepsy
aged 16 years and
older.
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Aristopharma Ltd.

Lacosamide 100 mg Film Coated Tablet

Lacosamide INN 100 mg

Itis indicated as
adjunctive therapy in
the treatment of
partial-onset seizures
with or without
secondary
generalisation in
patients with epilepsy
aged 16 years and
older.

New

US-FDA,
BNF 61

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Clonazepam 1 mg Tablet

Clonazepam USP 1 mg

Itis indicated in all
forms of epilepsy,
status epilepticus,
infantile spasms,
myoclonic seizures,
akinetic and atonic
seizures, partial
seizures, bipolar
affective disorder,
panic attacks efc.

05mg&2mg
Tablet

US-FDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Naproxen 375 mg + Esomeprazole 20 mg
Enteric Coated Tablet

Naproxen BP 375 mg + Esomeprazole
Magnesium Trihydrate USP 22.30mg eqv.to
Esomeprazole 20 mg

Itis specifically
indicated for the relief
of signs and
symptoms of
osteoarthritis,
rheumatoid arthritis
and ankylosing
spondylitis and to
decrease the risk of
developing gastric
ulcers in patients at
risk of developing
NSAID associated
gastric ulcers

New

US-FDA

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

Naproxen 500 mg + Esomeprazole 20 mg
Enteric Coated Tablet

Naproxen BP 500 mg + Esomeprazole
Magnesium Trihydrate USP 22.30mg eqv.to
Esomeprazole 20 mg

-do-

New

US-FDA,
BNF 61

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |
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Aristopharma Ltd.

Selenium Sulphide 1 % Shampoo

Selenium Sulphide BP 1%

Dandruff or
seborrhea. it is also
used in treating tinea
capitis, a fungal
infection that is
primarily a disease of
pre-adolescent
children

New

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Selenium Sulphide 2.5% Shampoo

Selenium Sulphide 2.5%

Dandruff or
seborrhea. it is also
used in treating tinea
capiis, a fungal
infection  that s
primarily a disease of
pre-adolescent
children

New

BNF 61

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

Sodium Hyaluronate 0.1% Eye Drops

Sodium Hyaluronate BP 0.1%

for post surgical

This preparation is
used as lubricating
agent for dry eye and

lubrication

New

BNF 61

Absgrb Kiv thiZ cii]

Abjgi b Kivnj |

Sodium Hyaluronate 0.2% Eye Drops

Sodium Hyaluronate BP 0.2%

for post surgical

This preparation is
used as lubricating
agent for dry eye and

lubrication

New

BNF 61

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

24.

Incepta
Pharmaceuticals Ltd.

Colchicine 0.6mg Tablet

Colchicine USP 0.60mg

Gout Flares,
Familial
Mediterranean fever

New

USFDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Colchicine 0.5mg Tablet

Colchicine USP 0.50mg

Gout Flares,
Familial
Mediterranean fever

New

BNF-58
Page 581

Absgrb Kiv ThiZ cii]

Abjgi b Kivnj |

Famotidine 10mg+Calcium Carbonate
800mg+Magnesium Hydroxide 165mg
Chewable Tablet

Famotidine BP 10mg+Calcium Carbonate BP
800mg+Magnesium Hydroxide BP 165mg

with acid indigestion
and sour stomach

Heartburn associated

New

USFDA

Kiatbkb ctquRb thB ieaiq
Aiteb bigAy Kiv thiz
cif|

Kimtbkb ctquRb 1bB ieag
Aite™b bigAy Kiv nj |
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Incepta d) Naproxen 375mg+Esomeprazole 20mg Osteoarthrils, New USFDA Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
Pharmaceuticals Ltd. Tablet Rheumatoid arthits,
Ahkylosing
spondylitis
Naproxen BP 375mg+Esomeprazole
Magnesium Trihydrate BP 22.30mg eq. to
Esomeprazole 20mg
e) Naproxen 500mg+Esomeprazole 20mg Osteoarthritis, New USFDA Absgi~b Kiv thiZ citi|] Absgi™b Kivnj |
Tablet Rheumatoid arthritis,
Ahkylosing
spondylitis
Naproxen BP 500mg+Esomeprazole
Magnesium Trihydrate BP 22.30mg eq. to
Esomeprazole 20mg
f) Esmolol Hydrochloride 10mg/ml Injection | Short-term treatment New BNF 58 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
ofsuprayentricular Page 91
Esmolol Hydrochloride INN 100mg/10m, Vial Zéﬁyy[crg?é?:'and
hypertension in peri-
operative period
) Certolizumab Pegol 200mg/ml Prefilled Crohn's disease, New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Glass Syringe Injection Rheumatoid arthritis
Certolizumab Pegol INN 200mg/m|
h) Certolizumab Pegol 200mg/Vial, Crohn's disease, New USFDA Absgi~b Kiv thiZ cii] Abjgi~b Kivnj |
Lyophilized Powder for Injection Rheumatoid arthritis
Certolizumab Pegol INN 200mg/Vial,
Lyophilized Powder for Reconstitution
i) Sugammadex 100mg/ml Injection, Reversal of | New BNF 58 Absgi™b Kiv thiZ cii] Abjgi~b Kivnj |
neuromuscular
ampoule blockade induced by Page 712
rocuronium or
Sugammadex Sodium INN 101.837mg vecuronium
eq. to Sugammadex INN 100mg/ml, ampoule
i) Lubiprostone 8mcg Capsule Chronic  idiopathic |  24meg capsule USFDA Abjgv™b Kiv thiZ citi] Abjgr"b Kivnj|

Lubiprostone INN 8mcg

constipation, Irritable
bowel syndrome with
constipation
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Incepta k) Retinol (as Palmitate) 3500 IU+ Supply of vitamins New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. Colecalciferol (Vitamin D3) 220 IU + g‘;ﬁ;e:gggg'ggt;‘; BNF 58
Vitamin E (a Tocopherol) 11.20 [U adult and the child Page 538
+Ascorbic acid (Vitamin C) 125mg+ aged over 11 years
Thiamine (as Cocarboxylase Tetrahydrate) | recurring multi-
3.51mg+ Riboflavin (as Dihydrated Sodium \sllljaTmemationb
Phosphate) 4.14mg+ Pyridoxine HCI paffmem L hen
5.50mg+Vitamin B12 (Cyanocobalamin) oral route is
6mcg +Folic Acid 414mcg+Pantothenic contraindicated,
Acid (as Dexpanthenol) 17.25mg+Biotine | Impossible or
69mcg+Nicotinamide 46mg /Vial nsuffcient
Lyophilized Multivitamin Powder for
Injection
Retinol (as Palmitate) BP 3500 IU+
Colecalciferol BP (Vitamin D3) 220 IU +
Vitamin E (a Tocopherol) BP 11.20 U
+Ascorbic acid BP(Vitamin C) 125mg+
Thiamine (as Cocarboxylase Tetrahydrate)
BP 3.51mg+ Riboflavin (as Dihydrated
Sodium Phosphate) BP 4.14mg+ Pyridoxine
HCI BP 5.50mg+Vitamin B12
(Cyanocobalamin) BP 6mcg +Folic Acid BP
414mcg+Pantothenic Acid (as Dexpanthenol)
BP 17.25mg+Biotine BP
69mcg+Nicotinamide BP 46mg /Vial
Lyophilized Multivitamin Powder for Injection
l) Rifaximin 200mg Tablet Diarrhea (caused by New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |

Rifaximin INN 200mg

E. coli)
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Incepta m)  Allylestrenol 5mg Tablet Intra uterine growth USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. {E::;dt:::gzvabortion
Allylestrenol INN 5mg habitual abortion,
threatened premature
labour, failure of
nidation
n) Gestodene 75mcg+ Oral contraception New USFDA Abygv™b Kiv thiZ citi] Abygrb Kivnj |
Ethinylestradiol 30mcg Tablet
Gestodene EP 75mcg+Ethinylestradiol BP
30mcg
0) Drospirenone 3mg+ Oral contraception New BNF 58 Abygv™b Kiv thiZ citi] Abygb Kivnj |
Ethinylestradiol 0.030mg Tablet Page 449
Drospirenone USP 3mg+Ethinylestradiol BP
0.030mg
p) Ceftaroline Fosamil 600mg/Vial Injection Treatment of Acute New USFDA Abygv™b Kiv thiZ citi] Abygb Kivnj |
Ba_cterial Skin and
Ceftaroline Fosamil INN 600mg/Vial (as ﬁ]lf('enc[ions Strucure
Ceftaroline Fosamil Monoacetate & Community-
Monohydrate Sterile Powder) Acquired  Bacterial
Pneumonia
Q) Human Albumin 5% Infusion Restoration and New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
maintenance of
. circulating blood
Human Albumin BP 5gm/100m| volume where volume
deficiency has been
demonstrated,
Low protein levels
due to surgery.
r Human Albumin 20% Infusion Restoration and New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |

Human Albumin BP 20gm/100m

maintenance of
circulating blood
volume where volume
deficiency has been
demonstrated,

Low protein levels
due to surgery.
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Incepta s) Brimonidine 0.130gm+Timolol Reduction of New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. 0.5gm/100ml Eye Drops intraocular pressure
(IOP) in patients with
. o chronic open-angle
Brimonidine Tartrate INN 0.20gm eqg. to glaucoma or ocular
Brimonidine 0.130gm+Timolol Maleate USP | hypertension who are
0.68gm eq. to Timolol 0.50gm/100m! insufficiently
responsive to topical
beta-blockers.
t) Trypan Blue 0.06% Ophthalmic Solution Indicated for use as New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
an aid in ophthalmic
by staini
Trypan Blue INN 0.06gm/100m| tsh”g%enrtyerizrscz'gﬁe
of the lens.
u) Saxagliptin 2.5mg+Metformin HCl 1000mg | Totreat type-2 New USFDA ciqvRb 1hB ilearq Aiteb ciqvRb 1hB leaiq Aie™b
Extended Release tablet diabetes bigAy Kiv thiZ citi| bigAy Kiv nj |
Saxagliptin Hydrochloride INN 2.79mg eqg. to
Saxagliptin 2.5mg+Metformin Hydrochloride
BP 1000mg
V) Saxagliptin 5mg+Metformin HCI 1000mg To treat type-2 New USFDA ciqvRb 1hB learg Aite™b ciqvRb 1hB leaiq Aie™b
Extended Release tablet diabetes bigAy Kiv thtZ citi| bigAy Kiv nj |
Saxagliptin Hydrochloride INN 5.58mg eqg. to
Saxagliptin 5mg+Metformin Hydrochloride BP
1000mg
w) Saxagliptin 5mg+Metformin HCI 500mg Totreat type-2 New USFDA ciqvRb 1hB iearq Aite"b ciqvRb 1hB leaiq Aite™b

Extended Release tablet

Saxagliptin Hydrochloride INN 5.58mg eqg. to
Saxagliptin 5mg+ Metformin Hydrochloride
BP 500mg

diabetes

bigAy Kiv thiZ citi]

bigAy Kiv nj |
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Incepta X) Ascorbic Acid (Vitamin C) 80mg+Vitamin | Indicated as a daily New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |

Pharmaceuticals Ltd.

A ( as Palmitate) 2300 [U+Vitamin D3
(Cholecalciferol) 400 IU+Thiamine
(Vitamin B1) (as Hydrochloride)
1.20mg+Riboflavin (Vitamin B2)

(as Riboflavin 5-Phosphate Sodium)
1.40mg

+Pyridoxine HCI (Vitamin B6) 1mg+
Niacinamide 17mg+dexpanthenol (as d-
pantothenyl Alcohol) 5mg + Vitamin E (dI-
a-tocopheryl acetate) 7 IU+Vitamin K1
0.20mg

Each 1ml of Vial 2 Contains :

Folic acid BP 140mcg+Biotin
20mcg+Vitamin B12(Cyanocobalamin)
1mcg /4 ml Vial Multivitamin Pediatric
Injection

Each 4ml of Vial 1 Contains : Ascorbic Acid
(Vitamin C) BP 80mg+Vitamin A ( as

Palmitate) BP 2300 IU+Vitamin D3
(Cholecalciferol) BP 400  1U+Thiamine
(Vitamin  B1) (as Hydrochloride]) BP
1.20mg+Riboflavin  (Vitamin  B2)  (as
Riboflavin  5-Phosphate  Sodium)  BP

1.40mg+Pyridoxine HCI (Vitamin B6) BP
1mg+Niacinamide BP 17mg+dexpanthenol
(as d-pantothenyl Alcohol) BP 5mg+Vitamin E
(dl-o-tocopheryl acetate) BP 7 IU+Vitamin K1
BP0.20mg

Each 1ml of Vial 2 Contains :

Folic acid BP 140mcg+Biotin BP
20mcg+Vitamin B12(Cyanocobalamin) BP
1mcg

multivitamin
maintenance dosage
for infants  and
children up to 11
years of age
receiving parenteral
nutrition
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Incepta Y) Ganciclovir 0.15% Ophthalmic Gel Acute herpetic New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. keratitis (dendritic
Ganciclovir USP 0.15% ulcers).
Z) Dienogest 2mg Tablet Treatment of New ciqvRb 1hB iearq Aite™b ciqvRb 1hB leaiq Aie™b
endometriosis bigAy Kiv thiZ citi| bigAy Kiv nj |
Dienogest INN 2mg
24. | UniMed & UniHeatlh a) Coal Tar Solution 12g + Salicylic Acid 2.00 | For the treatment of New BNF-61 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Manufacturers Ltd. g + Precipitated Sulphar 4g/100g Scalp | common scaly skin Page-718
. disorders of the scalp
Ointment such as psoriasis,
eczema, sebrrohoeic
Coal Tar Solution BP 12.00g + Salicylic Acid | dermatitis and
BP 200 g + Precipitated Sulphar Bp | dandruff
4.00g/100g
b) Coal Tar Solution 10% Cream The coal tar solution New BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
in cream has a Page-718
Coal Tar Solution BP 10.00g/100g gﬁ[f’;ﬁﬁﬁs“zﬁect ar}g
psoriasis.
c) Propafenone HCI 150mg Tablet For the treatment of New BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
prophylaxis and Page-96
Propafenone HCI BP150mg ggﬁfnrii?;r o
arrhythmias.
d) Tacrolimus 0.1% Ointment For the treatment of | 30 mg/100 gm BNF-61 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
moderate to severe ointment Page-723

Tacrolimus Monohydrate INN 0.102g eqv. to
0.1g Tacrolimus/100g

atopic  dermatitis in
adults who are not
responsive to topical
corticosteriod.
Maintenance
treatment of
moderate to severe
atopic dermatitis.
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UniMed & UniHeatlh e) Tramadol HCI 50mg Modified-release film | For the treatment of | 50 mg & 100 mg BNF-61 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Manufacturers Ltd. coated Tablet moderate o severe | Cap. & Tat/ Page-272
pai. (as Capsule)
Tramadol HCI BP 50mg
f) Metformin HCl 500mg + Sitagliptin 50mg | For the treatment of New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Tablet Type 2 Diabetes with
diet & exercise
Metformin HCl BP 500mg + Sitagliptin
Phosphate Monohydrate INN 64.25mg eqv.to
50mg sitagliptin
0) Metformin HCI 1000mg + Sitagliptin 50mg | For the treatment of New USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
Tablet Type 2 Diabetes with
diet & exercise
Metformin HCl BP 1000mg + Sitagliptin
Phosphate Monohydrate INN 64.25mg eqv.to
50mg sitagliptin
h) Bosentan 125mg Tablet For the management New BNF-61 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
of Pulmor)ary arterial Page-108
Bosentan Monohydrate INN 129.08mg eqv. hypertension.
to 125.00mg Bosentan
i) Isotretinoin 5mg Capsule For the treatment of | 0.05gm/100 gm BNF-61 Absgi™b Kiv thiZ cii| Abjgi~b Kivnj |
severe forms of acne Gel Page-728

Isotretinoin BP 5mg

(such as nodular or
conglobate acne or
acne at risk of
permanent  scarring)
resistant to adequate
courses of standard
therapy with systemic
antibacterials and
topical therapy.
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UniMed & UniHeatlh ) Sodium Dihydrogen Phosphate Dihydrate | Asabowel cleanser New BNF-61 Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Manufacturers Ltd. 54.222g + Disodium Hydrogen Phosphate '”afreerﬁ?gpgo‘lgen Page-74
Dodecahydrate 24.00g/100ml Oral Solution gur'gery_
Sodium Dihydrogen phosphate Dihydrate BP
54,2229 + Disodium Hydrogen Phosphate
Dodecahydrate BP 24.00g/100ml
k) Thalidomide 50mg Capsule Firstline treatment of New BNF-61 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
patients with . Page-566
Thalidomide USP 50mg ”mny[;?grfs g;élipﬁlg
years.
l) Calcium Folinate 15mg Tablet For the treatment of New BNF-61 Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
megalqblastic Page-522
Calcium Folinate Pentahydrate BP 19.10mg anaemea.
eqv. to 15.00mg Calcium Folinate
m)  Trihexaphenidyl HCl 2mg Tablet For the treatment of New BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
Parkisonism and drug Page-307
Trihexaphenidyl HCI BP 2mg induced EPS
n) Trihexaphenidyl HCI 5mg Tablet For the treatment of New BNF-561 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Parkisonism and drug Page-307
Trihexaphenidyl HCI BP 5mg induced EPS
0) Febuxostat 120mg Tablet Treatment of Chronic | 40 mg & 80 mg BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
hyperuricaemia. Tab. Page-656

Febuxostat INN 120mg
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UniMed & UniHeatlh
Manufacturers Ltd.

Topiramate 25mg Sprinkle Capsule

Topiramate Coated Beads 250mg eqv. to
25mg Topiramate USP

Monotherapy in
adults, adolescents
and children over 6
years of age with
partial seizures with
or without secondary
generalized seizures
and primary
generalized tonic-
clonic seizures.
Topiramate is
indicated in adults for
the prophylaxis of
migraine headache
after careful
evaluation of possible
alternative treatment
options, Topiramate
is not intended for
acute treatment.

25 mg, 50mg &
100 mg Tablet

BNF-61
Page-290

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

Colchicine 600mcg Tablet

Colchicine USP 0.600mg

Colchicine tablets
may be used for the
treatment of acute
gout and for short
term prophylaxis
during initial therapy
with allopurinol and
uricosuric drugs.

New

USFDA

Absgr b Kiv thiZ cii]

Abjgi b Kivnj |

Carbidopa 50mg + Levodopa 200mg
Prolonged-Release Tablet

Carbidopa Monohydrate USP 54mg eqv. to
50mg Anhydrous Carbidopa + Levodopa USP
200mg

For the treatment of
Parkison's disease
and its symptoms.

10 mg + 100 mg
&
25 mg + 250 mg
Tab.

BNF-61
Page-303

Ab§gr b Kiv ThiZ Cii|

Abjgi b Kivnj |

Nebivolol 10mg Tablet

Nebivolol HCI INN 10.90mg eqv. to Nebivolol
10mg

For the treatment of
hypertension, stable
mild and moderate
chronic heart failure
in the patients over
70 years.

New

ciqvRb 1hB iearq Aite"b
bigAy Kiv thiZ citi|

ciqvRb 1hB leaiq Aite™b
bigAy Kiv nj |
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UniMed & UniHeatlh t) Calcium 110mg + Magnesium 60mg Tablet | For the treatment of New BNF-61 ciqvRb 1hB iearq Aite"b ciqvRb 1hB leaiq Aite™b
Manufacturers Ltd. hyperphosphatagria Page-612 | igAy Kiv thiZ citi| bigAy Kiv nj |
. associated with
Calc!um Acetate BP 435mg eg. to 110mg chronic renal
Calcium + Heavy Magnesium Carbonate BP | insufficiency in
235mg eq. to 60mg Magnesium patients undergoing
dialysis.
u) Sevelamer 800mg Tablet For the management 400mg Tab. BNF-61 Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
ﬁf erphosphataemia Page-613
Sevelamer (as Carbonate) INN 800mg inygduﬁ)[ paﬁems o
stage 4 and 5 chronic
kidney disease
V) Sevelamer 800mg Oral Suspension Fforthe management 400 mg Tab. USFDA Absgi™b Kiv thiZ cii| Abjgi~b Kivnj |
0
hyperphosphataemia
Sevelamer (as Carbonate) INN 0.800g per in adult patients with
Sachet stage 4 and 5 chronic
kidney disease
25. | Dellta Pharma Ltd. a) Naproxen 375 mg + Esomeprazole 20 mg | ltis indicated for the New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Tablet relief of signs and
symptoms of
osteoarthritis,
Naproxen BP 375 mg + Esomeprazole theumoatoid arthritis
Magnesium Trihydrate BP 22.20 mg eq. to and an?ylosing
spondylitis and to
EsomEpramle 20 mg decrease the risk of
developing gastric
ulcers in patients at
risk of developing
NSAID associated
gastric ulcers.
) Naproxen 500 mg + Esomeprazole 20 mg -do- New USFDA Abygv™b Kiv thiZ citi| Abygv b Kivnj |

Tablet

Naproxen BP 500 mg + Esomeprazole
Magnesium Trihydrate BP 22.20 mg eqg. to
Esomeprazole 20 mg
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26. | Gonoshasthaya a) Carmellose Sodium 1.5 gm/100 gm Gel As alubricant to New Abygv™b Kiv thiZ citi| Abygv b Kivnj |
Pharmaceuticals Ltd. Eg‘;‘gg;oggze et
Carmelose Sodium BP 1.50 gm/100 gm the spread oprISS
27. | Sharif a) Fenticonazole Nitrate 2% Cream Treatment of New BNF-61 Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
Pharmaceuticals Ltd. vulvovaginal Page-492
. . candidiasis
Fenticonazole Nitrate BP 2 gm/100 gm
b) Spinosad 0.9% Topical Suspension Itis indicated for the New USFDA Absgi™b Kiv thiZ cii| Abjgi™b Kivnj |
topical treatment of
. head lice infestation
Spinosad INN 0.90 gm/100 gm in patients four years
of age and older
c) Azilsartan Medoxomil 40 mg Tablet For the treatment of New USFDA Absgi~b Kiv thiZ cii| Abjgi™b Kivnj |
hyperten§ion, either
Azilsartan Kamedoxomil INN 42.68 mg eq. to imgiﬁ;ign with
40 mg Azilsartan Medoxomil other
antihypertensive
agents
d) Azilsartan Medoxomil 80 mg Tablet For the treatment of New USFDA Absgi~b Kiv thiZ cii| Abjgi~b Kivnj |
hyperten§ion, either
Azilsartan Kamedoxomil INN 85.36 mg eq. to imgiﬁ;ign with
80 mg Azilsartan Medoxomil other
antihypertensive
agents
e) Aliskiren 150 mg + Amlodipine 5 mg Indicated fOfr the New USFDA ciquRb 1bB leavq Avie™b AvciZZt ciqiRb 1hB ieavq
treatment o e /s - ~ - -
Tablet hypertonsion bigAy Kiv thiZ citi] Aite™b bigAy Kivnj |
Aliskiren Hemifumarate INN 165.77 mg eq. to
150 mg Aliskiren + Amlodipine Besilate BP
6.93 mg eq. to 5 mg Amlodipine
f) Aliskiren 300 mg + Amlodipine 10 mg Indicated for the New USFDA ciqvRb 1hB learg Aite™b AiciZZt ciqiRb 1bB ieaig

Tablet

Aliskiren Hemifumarate INN 331.54 mg eq. to
300 mg Aliskiren + Amlodipine Besilate BP
13.86 mg eq. to 10 mg Amlodipine

treatment of
hypertension

bigAy Kiv thiZ citi]

Aite™b bigAy Kiv nj |
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28.

Nuvista Pharma Ltd.

Estriol 2 mg Tablet

Estriol USP 2 mg

Hormone
replacement therapy
for treatment of
genito-urinary
complaints due to
estrogen deficiency in
peri and post
menopausal women.
Infertility due to poor
cervical penetration.

1 mg Tablet

Absgrb Kiv thiZ cii]

Abjgib Kivnj |

29.

RAK

Pharmaceuticals Ltd.

Naproxen 500 mg + Esomeprazole 20 mg
Tablet

Naproxen USP 500 mg + Esomeprazole
Magnesium Trihydrate BP 22.3 mg (
Equivalent to 20 mg Esomeprazole)

Itis a combination of
Naproxen and
Esomeprazole, that
indicated for the relief
of signs and
symptoms of
osteoarthritis,
rheumatoid arthritis
and ankylosing
spondilitis and to
decrease the risk of
developing gastric
ulcer in patients at
risk of developing
NSAID- associated
ulcers

New

USFDA

Absgrb Kiv ThiZ cii]

Abjgib Kivnj |

Naproxen 375 mg + Esomeprazole 20 mg
Tablet

Naproxen 375 mg + Esomeprazole
Magnesium Trihydrate BP 22.3 mg
(Equivalent to 20 mg Esomeprazole)

Itis a combination of
Naproxen and
Esomeprazole, that
indicated for the relief
of signs and
symptoms of
osteoarthritis,
rheumatoid arthritis
and ankylosing
spondilitis and to
decrease the risk of
developing gastric
ulcer in patients at
risk of developing
NSAID- associated
ulcers

New

USFDA

Absgrb Kiv thiZ cii]

Abjgi b Kivnj |
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RAK
Pharmaceuticals Ltd.

C) Dutasteride 0.5 mg & Tamsulosin 0.4 mg
Capsule

Dutasteride BP 0.5 mg &
Tamsulosin hydrochloride BP 0.4 mg per
Capsule

For the treatment of
symptomatic benign
prostatic hyperplasia
(BPH) in men with an
enlarged prostate

New

USFDA

Absgrb Kiv thiZ cii]

D3 Jlali ielig Aa'icK ciY tMicij
etjb G RiZiq Combination-G eq «
@ritrs owem o efefen qmm= |
Gieliq letkltAi gZigZ MnY Kiv thiZ
cii]

Jlai Safety, Efficacy and
Usefullness Gi ieliq gZigZmn
ciZte™b ¢ itbi Rb™ ibtgelYZ etk A
mgSiq GKIU Kigil Mvb Kiv nj

(T @i AE) t (1) Aa'icK
Gg G mijg, BDIivjiR iefiM, etelz
kL gyRe tgWiKj rekie™"1jgq, (2)
tgRi tRbdij GBP Avi nii“h,

Kbmij iU mRb, esjv ™k Aung,
IMRGgGM Aidm, XKy K'wUbigl Ges
(3) Aa'icK Aitbigi““j Bmjug,

BD VIR 1efiMl, eleUZKL gyRe
TgWiKj rekiejq]

d) Glycopyrrolate Img/5ml Oral Solution

Glycopyrrolate USP 0.02 gm/100m

For the treatment of
patients aged 3 to 16
years with chronic
severe drolling
associated with
neurologic conditions,
such as cerebral
palsy. The safety and
effectiveness of
Glycophyrrolate has
not been establshed
in patients less than 3
years of age

New

USFDA

Absgrb Kiv thiZ cii]

Abjgi b Kivnj |
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01. | The Acme Laboratories a)  Zinc 200 mg Bolus (Vet) Itis indicated for the Abygv™b Kiv thiZ citi | Abygv b Kivnj |
Ltd. treatment qf following
Zinc Sulphat‘e Monohydrate USP 549 mg eqg. to gzgfg'sgzgnuﬁfynie‘ sheep.
Elemental Zinc 200 mg Diarrhoea, poor growth,
alopecia, dermatitis,
reduced testicular growth,
swollen feet, wounds failed
to heal properly, wool-
eating, parakeratosis,
hyperkeratosis, stiffness of
the joint, malformed hoof,
impaired reproduction,
immunologic dysfunction
and poor egg production &
hatchability.
b)  Iron 20 gm + Cyanocobalamin 10 mg/100 ml Indicated for the prevention Abygrb Kiv thiZ citi| Abygrb Kivnj|
In J ection (Vet) and treatment of the ferri-
prive anemia in piglets and
. calves
Iron Dextran Solution BP 98.50 ml eq. to 20 gm Iron +
Cyanocobalamin (Vitamin B12) BP 10 mg/100 ml
¢)  Meloxicam 5 mg/ml Injection (Vet) Indicated for use in Abjgv™b Kiv thiZ citi | Abjgrb Kivnj|
inﬂammatipn, pain, fevgr,
Meloxicam BP 0.050 gm/10 ml Vial zﬁiﬁégzp';iﬁggesﬁ:gn
etc.
d)  Meloxicam 100 mg Bolus (Vet) Indicated for use in Abygv™b Kiv thiZ citi | Abygv b Kivnj |
inflammation, pain, fever,
. acute respiratory infection,
Meloxicam BP 100 mg diarrhoea, acute mastitis
etc.
e)  Amoxicillin Trihidratel5 gm + Colistin sulphate Itis for the treatment of Abjgv™b Kiv thiZ citi| Abjgi b Kivnj |

12,00,00,000 1U/100 gm Water Soluble Powder in
Sachet (Vet)

Amoxicillin Trihydrate BP 15 gm + Colistin Sulphate BP
6.316 gm eq. to 12,00,00,000 IU Colistin/100 gm in
Sachet

gastrointestinal, respiratory
and urinary tract infections
caused by amoxicillin and
colistin sensitive
microorganism, like
camphylobacter,
clostridium,
corynebacterium, E. Coli.
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02. | Renata Ltd. a)  Acetylsalicylic Acid 60 gm + Ascorbic Acid 6.65 To relieve pain, fever, and Abygv™b Kiv thiZ citi | Abygv b Kivnj |
gm/Sachet (Vet) inflammation for large
animal
Acetylsalicylic Acid 60 gm ( as Carbaspirin Calcium
INN) + Ascorbic Acid 6.65 gm (as Sodium Ascorbate
USP)/Sachet
b)  Amoxicillin 1.25 gm + Cloxacillin 1.25 gm IM/IV To control infection of Abjgi™b Kiv thiZ citi| Abjgib Kivnj |
In J ection (Vet) respiratory gastrointestinal
and urogenital systems and
L . - to Check secondary
Amoxicillin Sodium BP 1.325 gm eq. to Amoxicillin 1.25 | infection of large domestic
gm + Cloxacillin Sodium BP 1.365 gm eq. to Cloxacillin | animal.
1.25 gm IM/IV Injection
03.. | Square Pharmaceuticals | a)  Florfenicol 5% oral solution (Vet) The drug is used to treat and Abygv™b Kiv thiZ citi | Abygv b Kivnj |
Ltd. Pabna prevent respiratory apparatus
. diseases caused by Pasteurella
haemquu’ca, Pasleurella‘
Florfenicol INN 5gm/100m| g”ﬁﬁﬁﬁ%f;ﬂg;;mph”us
necrobacillosis, bacterial
etiology keratoconjunctivitis, to
treat cattle hoof diseases (roof
rot, acute interdigital
necrobacillosis, hoof infectious
dermatitis) caused by
Fusobacterium necrophorum
and Bacteroides
Melaninogenicus.
b)  Florfenicol 30gm/100ml Injection (Vet) Injectable Solution s indicated Absgi™b Kiv thiZ citi| Absgi™b Kivnj |

Florfenicol INN 30gm/100ml

for treatment of bovinrespiratory
diseases (BRD), associated with
Pasteurella haemolytica,
Pasteurella multocida, and
Haemophilus somnus, and for
the treatment of bovine
interdigital phlegmon (foot rot,
acute interdigital necrobacillosis,
infectious pododermatitis)
associated with Fusobacterium
necrophorum and Bacteroides
melaninogenicus. Also, itis
indicated for the control of
respiratory disease in cattle at
high risk of developing BRD
associated with Pasteurella
haemolytica, Pasteurella
multocida, and Haemophilus
somnus.
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Square Pharmaceuticals
Ltd. Pabna

c)  Alpha Tocopheryl Acetate 6gm + Selenium 0.1gm + | Prevention or treatment of Absgi~b Kiv thiZ citi| Absgi™b Kivnj |
Thiamine HCI 5gm/100ml Injection (Vet) muscular dystrophy, (White
Muscle Disease, Stiff Lamb
) . Disease) in cattle, sheep,
Alpha Tocopheryl Acetate BP 6gm + Sodium Selenite goats, pigs and poultry.
BP 0.219 gm eqg. to 0.1 gm Selenium + Thiamine HCI Encsphalomalz:]cia,
Exudative Diathesis,
BP 59m/100m| decreased hatchability of
eggs in poultry
d) Vit A 1500000 [U + Vit D3 2.5 mg + Vit E 2gm + Vit B1 | Indicated in the prevention Abjgv™b Kiv thiZ citi | Abjgi~b Kivnj |
1gm + Vit B2 0.5gm + Vit B6 0.3gm + Nicotinamide Z”q veatment of vitamin
. . eficiencies in horses,
3.5gm + Dexapenthinol 2.5gm + Vit B12 2.5 gm cattle, sheep and pigs,
/100ml Injection particularly during periods of
illness, & convalescence
Vit A BP 15,00000 IU + Vit D3 BP 2.5 mg + Vit E BP 2
gm + Vit B1 BP 1gm + Vit B2 BP 0.5gm + Vit B6 BP
0.3gm + Nicotinamide BP 3.5 gm + Dexapenthinol BP
2.5gm + Vit B12 BP 2.5gm /100ml
e)  Calcium 2250 mg + Phosphorous 1150 mg + Vit A Increase milk production & Absgi™b Kiv thiZ cii] Abjgi~b Kivnj |
40,000 1U + Vit D3 38,000 1U + Vit B 12100 mcg + | Percentage of milk fat
Iron 100 mcg + Shatavari 1000 mg + Protein Ensure et down of mik
. Improves appetite, digestion
Hydrolysate Ph.Grade 1500 mg/100ml Suspension & health
(Vet) Improves fertility
Calcium GLuconate BP 2517 mg eq. to 2250 mg
Calcium + Anhydrous Sodium Dihydrogen Phosphate
4600 mg eq. to 1150 mg Phosphorous + Vit A as
propionate BP 40,000 IU + Vit D3 BP 38,000 IU + Vit
B12 BP 100 mcg + Dried Ferrous Sulphate BP 271.43
mcg eq. to 100 mcg Iron + Shatavari (Asparagus
Recemosus) Ayurvedic Herb 1000 mg + Protein
Hydrolysate Ph.Grade 1500mg/100ml
f)  Cefquinome 2500mg/100ml Injection (Vet) Treatment of infections caused Abygv™b Kiv thiZ citi | Abygb Kivnj |

Cefquinome Sulphate INN 2962 mg eq. to Cefquinome
2500mg/100ml

by bacteria  sensitive to
Cefquinome, such as:
Respiratory Tract Infections in
cattle by Pasteurella spp.,
Mannheimia spp., Haemophilus
spp., Actinobacillus
pleuropneumoniae and
Streptococcus suis.

Foot infections in cattle

Acute E. coli mastitis

E. Coli septicaemia in calves.
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Square Pharmaceuticals
Ltd. Pabna

g)  Albendazole 10gm/100ml Suspension (Vet) Albendazole is a broad Absgi™b Kiv thiZ citi| Absgi™b Kivnj |
spectrum anthelmintic,
effective in the removal and
Albendazole USP 10 gm/100ml control of the following
internal parsites in cattle
and sheep.
h)  Triclabendazole 1.2 gm + Levamisole 0.75 gm Bolus | Itis a wide spectrum Abjgv™b Kiv thiZ citi| Abjgi b Kivnj |
(Vet) antiparasitic drug for control
and treatment of
. . endoparasites of cattle;
Triclabendazole INN 1.2 gm + Levamisole HCI BP0.884 | including acute, subacute
gm eq. to 0.75 gm Levamisole and chronic cases of
fascioliasis.
i) Praziquantel 18.2 mg + Pyrantel 72.6 mg Bolus (Vet) | Broad Spectrum Dewormer Absgi~b Kiv thiZ citi| Absgi™b Kivnj |
for Cats and Kittens. It will
Praziquantel BP 18.2mg + Pyrantel Pamoate USP [fmfoﬂaﬁﬁﬂ?gse
209.27 mg eq. to 72.6mg Pyrantel roundworms in cats and
kittens.
i Riboflavin 0.2 gm + Nicotinamide 3.75gm + Fulflls deficiency of Vitamin Absgi™b Kiv thiZ cii] Abjgi™b Kivnj |
Pyridoxine HCI 0.062 gm + Dexapenthinol 0.125 gm S’c[)hﬁmeet@ﬁ{lﬂigﬁ}fys'”e
+ Cyanocobalamine 0.000625gm + DL Methionine Poultry.
0.5 gm + L-Lysin 0.5 gm + Choline Chloride
0.5gm/100ml Solution (Vet)
Riboflavin Sodium Phosphate BP 0.273 gm eq. to
0.2gm Riboflavin + Nicotinamide BP 3.75gm +
Pyridoxine HCI BP 0.062gm + Dexapenthinol BP 0.125
gm + Cyanocobalamine BP 0.000625gm + DL
Methionine BP 0.5gm + L-Lysin INN 0.5gm + Choline
Chloride USP 0.5 gm/100ml
k) Tetramisole HCI 2 gm + Oxyclozanide 1.4 gm Bolus | Infestations in cattle with Abygv™b Kiv thiZ citi | Abygv b Kivnj |

(Vet)

Tetramisole HCI INN 2 gm + Oxyclozanide BP 1.4 gm

both mature and immature
stages of Fasciola hepatica,
Haemonchus spp.,
Ostertagia spp.,
Trichostrongylus spp.,
Nematodirus spp., Cooperia
spp., Oesophagostomum
spp., Bunostomum spp.,
Dictyocaulus spp. and
Moniezia spp.
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Square Pharmaceuticals
Ltd. Pabna

=

Buparvaquone 5gm/100ml Injection (Vet)

Buparvaquone INN 5gm/100m|

For treatment of tick-
transmitted theileriosis
caused by the intercellular
Protozoan
ParasitesTheileria parva
and T. annulata in cattle.

Absgrb Kiv thiZ cii|

Abjgib Kivnj |

Tetramisole HCI 3 gm + Oxyclozanide 3gm/100ml
Suspension (Vet)

Tetramisole HCI INN 3 gm + Oxyclozanide BP 3
gm/100ml

Itis a broad spectrum
dewormer activity to control
Liver flukes, Amphistomes
and Gastro-Inestinal
nematode infestations in
sheep, goats and cattle. It is
effective in both; mature
and immature liver flukes. It
also removes tapeworm
segments.

Abgr b Kiv ThiZ cri |

Abjgi b Kivnj |

Milbemycin Oxime 12.5 mg + Praziquantel 125 mg
Bolus (Vet)

Milbemycin Oxime INN 12.5 mg + Praziquantel BP
125mg

For dogs & cats, it is
indicated for the treatment
of mixed infections by
gastrointestinal nematodes
such as roundworms,
hookworms, whipworms
and cestodes. It can also be
used in the prevention of
heartworm disease.

Absgrb Kiv ThiZ cii|

Abjgi b Kivnj |

Meloxicam 0.5 gm/100ml Injection (Vet)

Meloxicam BP 0.5 gm/100ml|

Pneumonia, Broncho
pneumonia, Arthritis,
Laminitis, Myositis, Mastitis,
Metritis, Prolapse of uterus,
Otitis, Pyrexia of unknown
origin (PUO), pain and fever
associated with
inflammation.

Absgrb Kiv ThiZ cii|

Abjgi b Kivnj |

Fenbendazole 10 gm/100ml Suspension (Vet)

Fenbendazole BP 10 gm/100ml

Treatment of round worm,
tapeworms & liver flukes of
dog, cattle, horse, swine.

Absgrb Kiv ThiZ cii|

Abjgi b Kivnj |

Levamisole HCI 3 gm + Oxyclozanide 6 gm/100 ml
Suspension (Vet)

Levamisole HCI BP 3 gm + Oxyclozanide BP 6
gm/100ml|

Prophylaxis and treatment
of gastrointestinal and lung
worm infections in cattle,
calves, sheep and goats.

Absgrb Kiv thiZ cii|

Abjgib Kivnj |
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r) Ivermectin 0.2 gm + Triclabendazole 12gm/100 ml Itis indicated for the control Abjgv™b Kiv thiZ citi| Abjgi b Kivnj |
Suspension (Vet) of aduit and immature
ivermectin-sensitive
. . nematodes such as
Ivermectin BP 0.2 gm + Triclabendazole INN 12 gm/ ml | Ostertagia, Haemonchus,
Trichostrongulus, Cooperia
in cattle and sheep.
s)  Flumequine 50 mg + Colistin Sulphate 24.39 mg eq. | For the treatment of gram Abjgi™b Kiv thiZ citi| Abjgi b Kivnj |
t0 500.000 U /gm Powder (Vet) negative bacterial infection
! like E. coli Salmonella spp.
. o Etc in goats, sheep and
Flumequine BP 50 mg + Colistin sulphate BP 24.39 mg | poultry.
eq. to 500,000 IU/ gm
t) Tilmicosin Phosphate 0.25 gm/ml oral solution (Vet) | Itis indicated for the poultry Abjgi™b Kiv thiZ citi| Abjgi b Kivnj |
for the treatment of
Tilmicosin Phosphate USP 0.25gm/ml ;esssf)':;?gj evlﬁﬁases
Mycoplasma gallissepticum,
Mycoplasma synoviae and
Pasteurella multocida.
u)  Lithium Antimony Thiomalate 0.06 gm/ml injection Itis indicated for the Abygv™b Kiv thiZ citi | Abygv b Kivnj |
(Vet) treatment of Nasal
granuloma
L . . (Schistosomiasis)
Lithium Antimony Thiomalate IP 0.06 gm/ml Papillomatosis in cattle,
Horses & Dogs.
v)  Bromohexine HCI 10mg/gm Powder (Vet) Itis indicated for the Abygv™b Kiv thiZ citi] Abygrb Kivnj |
treatment of respiratory
. disorders associated with
Bromohexine HCI BP 10mg/gm viscid or excessive mucus
or productive cough of
cattle, dogs and cats.
w)  Sodium Dichloroisocyanurate 1670 mg Itis effective against Broad Abjgv™b Kiv thiZ citi| Abjgi b Kivnj |
Bolus (Vet) spectrum Viruses such as
Avian Influenza, Newcastle
. . . disease virus, Gumboro
Sodium Dichloroisocyanurate INN 1670 mg (Vet) disease, Marek's disease,
Foot and mouth diseases,
Rabies, Avipox Virus et.
x)  Tylvalosan Tartrate 0.85 gm/gm Micro-granules Itis indicated for prevention Absgib Kiv thiZ citi| Absgr™b Kivnj|

(Vet)

Tylvalosin INN 0.85 gm/gm

& treatment of
Mycoplasmosis and for
diseases associated with
Clostridium Perfringens in
chickens, replacements
pullets and turkeys.
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y)  Iron 200 mg/ml Injection (Vet) Prophylaxis and treatment Abjgv™b Kiv thiZ citi | Abjgr"b Kivnj|
of ferropenic anaemia in
cattle, pig
. Sheep and goats.
Iron as Iron (111) Hydroxide Dextran Ph. Grade 20
gm/100ml|
z)  Iron 200 mg + Vit E 40 mg/ml injection (Vet) Prophylaxis and treatment ctaqvRb TbB reavq Arte™b bigAy ctquRb thB ieaiq Aite™b bigAy Kiv
of ferropenic anaemia in Kiv thiZ citi | nj |
cattle, pig
. sheep and goats
Iron as Iron (111) Hydroxide Dextran Ph. Grade 20 gm +
Vit E (Alpha Tocopheryl) Acetate BP 4 gm/100 ml
aa) Iron 200 mg + Vit B12 200 mcg/ml injection (Vet) Prophylaxis and treatment Abjgv™b Kiv thiZ citi | Abjgr"b Kivnj|
of ferropenic anaemia in
Iron as Iron (Ill) Hydroxide Dextran Ph. Grade 20 gm + gﬁ:fp g'r?d qoats
Cyanocobalamin (Vit B12) BP 20 mg/100 ml
ab)  Toltrazuril INN 5gm/100 ml suspension (Vet) For treatment of coccidiosis Absgi™b Kiv thiZ cii] Abjgi~b Kivnj |
of all stages (including
. schizogony and
Toltrazuril INN 5gm/100 ml gametogony) of Eimeria
spp. in kids, lambs and
piglets.
ac) Enrofloxacin 100 mg/ml injectable solution (Vet) Respiratory and enteric Abygv™b Kiv thiZ citi | Abygv b Kivnj |
diseases and multifactorial
. diseases such as atrophic
Enrofloxacin BP 100 mg/ml rhinitis . renzootic
pneumonia, metritis and
mastitis
ad) Enrofloxacin 200 mg/ml injectable LA solution (Vet) | For Cattle, sheep and Abygv™b Kiv thiZ citi | Abygv b Kivnj |
goats: Colibgcillosis, .
Enrofloxacin BP 200 mg/ml gfg:gﬁfgﬁesmgﬂgemoma’
Diarrhoea, mastitis,
pasteurellosis, dermatitis
and mycoplasmosis. For
Birds: Mycoplasmosis,
Colisepticemia, Chronic
Respiratory Complex.
ae) Tolfenamic Acid 4 gm/100 ml injection (Vet) An ant-inflammatory, Absgi™b Kiv thiZ citi| Absgi™b Kivnj |

Tolfenamic Acid BP 4 gm/100 ml

antipyretic and analgesic
agent indicated for the
treatment of acute mastitis,
used in conjunction with
antibacterial therapy in
cattle & pig.
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af)  Activated Charcoal 47.50 gm + Light Kaolin 10 Itis most effective when Absgi™b Kiv thiZ cii] Abjgi™b Kivnj |
gm/100 gm powder (Vet) administered as soon as
ingestion of a toxicant is
. . . suspected.
Activated Charcoal BP 47.50 gm + Light Kaolin BP 10
gm/100 gm
ag) Butylscopolamine Bromide 0.4gm + Metamizole Itis indicated as an aid for Abygv™b Kiv thiZ citi | Abygv b Kivnj |
50gm/100ml injection (Vet) the contral of pain
associated with simple
. . . equine colic, and as a
Butylscopolamine Bromide BP 0.4 gm + Dipyrone diagnostic aid in more
(Metamizole Sodium) BP 53.5 gm eqg. to 50gm severe equine colics. For
Metamizole/100ml injection the control of diarthea in
cattle, horse and dogs
particularly when pain of
abdominal discomfort is
present.
ah) Barium chloride 5 gm + Aloe extract 5 gm + Indigestions, meteorism, ciqiRb thB ieavg Arte”b bigAy ciqvRb thB 1eavg Arte™b bigAy Kiv
Absinthium extract 2.5 gm/100 ml suspension (Vet) | oomasal obstruction, fecal Kiv thiZ citi| njl
stasis, colic, intestinal
. . constipation and gastric
Barium chloride Ph. Grade 5 gm + Aloe extract BP 5gm | repletion in cattle, sheep,
+ Absinthium extract Ph. Grade 2.5 gm/100 ml goats and horses.
ai)  Betaine 25 gm + Ascorbic Acid 9 gm + Potassium Itis indicated for relief of Abygv™b Kiv thiZ citi | Abygv b Kivnj |
chloride 0.2 gm + Magnesium chloride Hexahydrate Sﬂﬁ’é‘:nrzsazgg;‘:@éhmm
0.4gm + Calcium Chloride Dihydrate 4 gm + Eeat stress especially in
Sodium Chloride 2 gm/100 ml solution (Vet) oultry.
poultry
Betaine HCI USP 32.775 gm eqg. to 25 gm Betaine +
Ascorbic Acid BP 9 gm + Potassium chloride BP 0.2 gm
+Magnesium chloride Hexahydrate BP 0.4gm +
Calcium Chloride Dihydrate BP 4 gm +
Sodium Chloride BP 2 gm/100 ml
aj)  Alpha Tocopherol Acetate 5 gm + Selenium 0.1 For prevention and Abygv™b Kiv thiZ citi | Abygv b Kivnj |

gm/100 ml injection (Vet)

Alpha Tocopherol Acetate(Vit E Acetate) BP 5 gm +
Sodium Selenium 0.219 gm eq. to 0.1 gm Selenium/100
ml

treatment of White muscle
disease syndrome in calves,
lambs and ewes.
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Square Pharmaceuticals | ak) Diminazene Aceturate 7gm + Phenazole Dim,inatziTne is highly active Absgi~b Kiv thiZ citi| Absgi™b Kivnj |
Ltd. Pabna 37.50gm/100ml Injection (Vet) Babesia spp. andl Theleria
annglala. Phenazone is gctive
Din}ilnoaozer]e Aceturate INN 7 gm + Phenazole BP 37.50 | 29arstiever especaly i case
gm m
a)  Clavulanic acid 35 mg + Amoxicillin 140 mg/ ml Itis indicated for the treament Abjgv™b Kiv thiZ citi| Abjgrb Kivnj|
. of respiratory tract infections,
|nJeCt|0n (VEt) soft tissue infections, metritis,
maslijis in panle apd respiratory
Potassium Clavulanate BP 41.69mg eq. to 35 mg };?gé{gﬁfﬁ%‘jgfgﬂj'gafm
Clavulanic acid + Amoxicillin Trihydrate BP 161mg eq.
140 mg Amoxicillin/ml Injection
04. | Techno Drugs Ltd. a)  Meloxicam 0.50 gm/100 ml Vial Injection (Vet) Itis non-steroidal anti- Absgi™b Kiv thiZ citi | Absgi™b Kivnj |
inflammatory drugs (NSAID)
used in diarrhoea in
Meloxicam BP 0.500 gm/100 ml combination with oral
rehydration therapy, in the
treatment of acute mastitis,
inflammation and pain in both
acute and chronic musculos-
skeletal disorders, reduction of
post operative pain and
inflammation following
orthopaedic and soft tissue
surgery, pain associated with
equine colic and non-infectious
locomotor disorders of pig.
i i Infectious di inall b Ki i ~b Kiv ni
05. | ACI Ltd. a)  Neomycin Sulphate 10 gm + Doxycycline 10 gm/100 Sf;) :giéosuzf ;ie;z:(fssclguied by Abjgv™b Kiv thiZ citi| Abjgi b Kivnj |
gm Oral Powder (VEt) gram positive and gram
negative bact‘e‘n“a and infectious
Neomycin Sulphate BP 10 gm + Doxycycline gg;{fai“fg‘s‘;r“;‘l';”ft"y”’“)"hgf‘d"fnrz
Hydrochloride BP 11.54 gm eq. to Doxycycline 10 secondary bacterial infection by
gm/lOO gm the cause of virus.
b)  Amprolium 17 gm + Sulphaquinoxanile 17 gm + Itis effectve against coccidiosis, Abygv™b Kiv thiZ citi | Abjgi b Kivnj |
Mengdio(ne ()Vitamin K3) 0.10 gm/100 gm Oral mggﬂﬁﬁeﬁgdsgzw yphid
Powder (Vet
Amprolium USP 17 gm + Sulphaquinoxanile USP 17 gm
+ Menadione (Vitamin K3) USP 0.10 gm/100 gm
06. | Ethical Drugs Itd. a)  Meloxicam 20mg+ Paracetamol 150 mg/ml High fever ;symptomatic therapy Abygv™b Kiv thiZ citi | Abygv b Kivnj |

injection(Vet)

Meloxicam BP 20mg+ Paracetamol BP150 mg/ml

of acute and chronic
inflammatory condition like
arthritis, myositis burcitis fibrositi
s.
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01.

Novartis Pharma AG,
Switzerland
(Novartis Bangladesh Ltd.)

Galvus Met 50/500 mg F/C Tablet

Vildagliptin INN 50 mg + Metformin HCL

USP 500 mg

Galvus Met is indicated as
an adjunct to diet and
exercise  to improve
glycaemic control in patients
with type 2 diabetes mellitus
whose diabetes is not
adequately controlled on
metformin hydrochloride or
vildagliptin alone or who are
already treated with the
combination of vildagliptin
and metformin
hydrochloride, as separate
tablets.

Switzerland

Ablgr b Ki ThiZ o

Abjgi b Kivnj |

b)

Galvus Met 50/850 mg F/C Tablet

Vildagliptin INN 50 mg + Metformin HCL

USP 850 mg

Galvus Met is indicated as
an adjunct to diet and
exercise  to improve
glycaemic control in patients
with type 2 diabetes mellitus
whose diabetes is not
adequately controlled on
metformin hydrochloride or
vildagliptin alone or who are
already treated with the
combination of vildagliptin
and metformin
hydrochloride, as separate
tablets.

Switzerland

Ablgr b Ki ThiZ o

Abjgi b Kivnj |

Afinitor 5 mg Tablet

Everolimus INN 5 mg

Afinitor is indicated for the
treatment of patients with
advanced renal cell
carcinoma.

Switzerland

Ablgr b Ki ThiZ o

Abjgi b Kivnj |

Afinitor 10 mg Tablet

Everolimus INN 10 mg

Afinitor is indicated for the
treatment of patients with
advanced renal cell
carcinoma.

Switzerland

Abfgr b Kin ThiZ cifi|

Abjgi b Kivnj |
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Novartis Pharma AG, e) Onbrez Breezhaler 150 mcg Onbrez Breezhaler is a Switzerland Abygv™b Kiv thiZ citi| Abygrb Kivnj|
Switzerland Inhalation Powder, Hard Capsule !ﬁg%:tcetg‘g forbe‘f;r']aﬂzrr‘:;‘
(Novartis Bangladesh Ltd.) (with inhaler) oncedaly, maimgnance’
bronchodilator treatment of
airf!ow ob;truction iln
Indacaterol maleate INN 194 mcg eq. to | Paienis with  chronic
obstructive pulmonary
Indacaterol 150 mcg disease (COPD).
f) Onbrez Breezhaler 300 mcg Onbrez Breezhaler is a Switzerland Abjgi™b Kiv thiZ citi| Abjgi~b Kivnj |
Inhalation Powder, Hard Capsule long-acting betaz-agonist
ith inhal indicated for long-term,
(Wlt Inha er) once-daily, maintenance
bronchodilator treatment of
Indacaterol maleate INN 389 mcg eq. to | airflow obstruction in
Indacaterol 300 mcg patients with chronic
obstructive pulmonary
disease (COPD).
02. | Novartis Vaccines and a) Menveo Powder and Solution for Menveo is indicated for the EMEA Abygv™b Kiv thiZ citi| Abjgi b Kivnj |
active immunization

Diagnostics Srl, Italy

(Novartis Bangladesh Ltd.)

Solution for Injection (Vaccine), 0.5
ml

Meningococcal group A oligosaccharide
INN 10 mcg Conjugate to
Corynebacterium diphtheriae  CRM197
protein  16.7 to 333 mcg +
Meningococcal group C oligosaccharide
INN 5 mcg Conjugate to
Corynebacterium diphtheriae  CRM197
protein 7.1 to 12.5 mcg + Meningococcal
group W135 oligosaccharide INN 5 mcg
Conjugate to Corynebacterium
diphtheriae CRM197 protein 3.3 to 8.3
mcg + Meningococcal group Y
oligosaccharide INN 5 mcg Conjugate to
Corynebacterium diphtheriae  CRM197
protein 5.6 to 10.0 mcg

(vaccination) of adolescents
(from 11 years of age) and
adults at risk of exposure to
Neisseria meningitidis
groups A, C, W135 and Y,
to prevent invasive.
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03.

GP Grenzach Produktions
GmbH, Germany.
(Novartis BD Limited)

Mono-Embolex 3000 IU Solution for

Injection

Certoparin Sodium Ph.Eur. 25 mg eq. to

3000 1U/0.3 ml

Perioperative and
postoperative primary
prophylaxis of deep vein
thrombosis in patients at
moderate risk (e.g. general
surgery) or high risk (e.g.
orthopedic ~ surgery)  of
thromboembolism.

Primary  prophylaxis  of
venous thromboembolic
events in patients with acute
ischemic stroke.

Prevention  of  venous
thromboembolic events in
non-surgical patients with
an increased risk of venous
thromboembolic events and
immobilization due to acute
ilness such as acute
respiratory disorders,
cardiac or vascular
disorders, acute infectious
or inflammatory disorders,
gastrointestinal disorders or
neurological disorders.

Germany

Ablgr b Ki ThiZ o

Abjgi b Kivnj |

Mono-Embolex 8000 IU Solution for

Injection

Certoparin Sodium Ph.Eur. 66.667 mg

eq. to 8000 [U/0.8 ml

Treatment of deep vein
thrombosis.

Germany

Ablgr b Ki ThiZ o

Abjgi b Kivnj |
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04. | Orion C.orporat.|or.1, Finland. a) Stalevo F/C Tablet Stalevo is indicated for the EMEA Abygv™b Kiv thiZ citi| Abjgi b Kivnj |
(Novartis BD Limited) . treatment of patients with
Levodopa USP 75 mg + Carbidopa | Parkinson's disease either
monohydrate USP 20.2 mg eq. to | atinitiation of levodopa
Carbidopa 18.75 mg + Entacapone INN aherapy or when end-of
ose motor fluctuations are
200 mg not stabilised on
levodopa/dopa
decarboxylase (DDC)
inhibitor treatment.
b)  Stalevo FIC Tablet Stalevo is indicated for the EMEA Abjgib Kiv thtZ citi| Abygr b Kivnj|
treatment of patients with
Parkinson'’s disease either
) atinitiation of levodopa
Levodopa USP 125 mg + Carbidopa | therapy or when end-of-
monohydrate USP 33.8 mg eq. to | dosemotor fluctuations are
Carbidopa 31.25 mg + Entacapone INN | "ot stabilised on
levodopa/dopa
200 mg decarboxylase (DDC)
inhibitor treatment.
05. | Novartis ~ Vaccines  and | a) Tetanol pur Suspension for Injection | Tetanol-pur is indicated for Germany CiquRb 1bB ieaiq Avte™b Abjg b Kivnj |
Diagnostics GmbH, Germany. in Pre-filled Syringe (Vaccing) the acive immunization bigAy Kiv thtZ citi|
(Novartis BD Limited) (vaccination) against
. . tetanus for infants aged 2
Purified tetanus toxoid concentrate Ph. | months and over, children,
Eur. not less than 40 [U/0.5 ml adolescents and adults.
Tetanus prophylaxis in the
case of injury.
b) Td-pur Suspension for Injection in | Td-purisindicated for the Germany ciqiRb 1bB 1eavq Arte™b Abjgrb Kiv nj|
_fi i H active immunization Aw K H
Pre-filled Syringe (Vaccine) (vacciation) against bigAy Kiv thiZ citi|
. . tetanus (lockjaw) and
Purified tetanus toxoid concentrate Ph. | diphtheria in individuals
Eur. not less than 20 IU + Purified | aged 5 years old and over.
diphtheria toxoid concentrate Ph. Eur. | Teanus prophylais in the
not less than 2 1U/0.5 ml event o njury ffom the age
' of 5 with simultaneous
immunization against
diphtheria.
06. | Gland Pharma Ltd. a) Paromomycin 375 mg/ml, 2 ml Indicated for intestinal India ctquRbig GAGmm “wLj KitZ | cigRbig GAGmim “wLj KiiZ

India
(Bio Gears)

Ampoule for IM Use only

Paromomycin 750 mg/2 ml

amebiasis acute and
chronic.

bi crivg Ate™b bigAy Kiv
thiZ citi|

bi ciivg Arte™b bighy Kiv nj |
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07. | Patheon INC, Canada For a) Valcyte Powder for Solution 50 mg/ml | Valcyteis indicated for the Canada ciqiRbxg GAGmm “wLj KitZ | ciqiRbig GdGmm “wLj KiiZ
[Hoffmann-LA Roche Ltd., ‘creg‘r;“ee”;g{’ims o) b civg Ae b bigAy Kiv | by ciivg Ae™b bigAy Kiv nj|
Canada Valgancilcovir Hydrochloride INN 55 mg reyﬁnms?n acquired thiZ citi|
(Roche Bangladesh Ltd.)] eq. to 50 mg Valgancilcovir/ml immunodeficiency
syndrome (AIDS) patients.
b) Valcyte 450 mg F/C Tablet Valcyte is indicated for the Canada and Abjgi™b Kiv thiZ citi] Abjgi™b Kivnj |
treatment of . Switzerland
Valgancilcovir 450 mg (as Valganciclovir feymg?r? lgzgﬂlsrég W)
Hydrochloride) immunodeficiency
syndrome (AIDS) patients.
08. | Servier (Ireland) Industries Ltd | a) Coveram 5 mg/10mg Tablet Essential hypertension France Abygib Kiv thiZ citi | Abygv b Kivnj |
Ireland S}able coronary artery Ireland
Product licence holder Perindopril 3.395 mg (as Perindopril ds'[srsize
Les Laboratoires Servier, Arginine INN 5 mg) + Amlodipine 10 mg
France (as Amlodipine Besilate Eur. Ph. 13.870
(Transcom Distribution Co. mg)
Ltd.)
b) Coveram 5 mg/5 mg Tablet Essential hypertension France Abjgi™b Kiv thiZ citi| Abjgi~b Kivnj |
S}able coronary artery Ireland
Perindopril 3.395 mg (as Perindopril ds'[srsﬁse
Arginine INN 5 mg) + Amlodipine 5 mg
(as Amlodipine Besilate Eur. Ph. 6.935
mg)
09. | Les Laboratories Servier a) Coversyl 5 mg Tablet Arterial hypertension, France Abygib Kiv thiZ citi | Abygv b Kivnj |
Industrie. France coronary artery disease
Perindopril INN 5 mg
(Transcom Distribution Co.
Ltd.)
b) Coversyl 10 mg Tablet Arterial hypertension, France Abjgi™b Kiv thiZ citi| Abjgi~b Kivnj |
coronary artery disease
Perindopril INN 10 mg
c) Coversyl Plus 5mg/1.25 mg Tablet Essential hypertension, France Abygib Kiv thiZ citi | Abygv b Kivnj |

Perindopril 3.395 mg correspondence to
Perindopril Arginine INN 5 mg +
Indapamide USP 1.25 mg

hypertension with diabetes,

stroke.
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Les Laboratories Servier d) Preterax 2.5 mg/0.625 mg Tablet Essential hypertension, France Abygib Kiv thiZ citi | Abygv b Kivnj |
Industrie, France hypertension with diabetes,
Perindopril 1.6975 mg correspondence stroke.
(Transcom Distribution Co. to Perindopril Arginine INN 2.5 mg +
Ltd.) Indapamide USP 0.625 mg
10. | Laboratories CRINEX, a) Uvesterol Vitamin ADEC, oral LndgpattE(d for newb%rnb. . France ctqiRb thB ieaiq Aite™b ctquRb thB ieavq Ate™b
H abies (premature babies in Aw K H A Ki H
France Solution oattioular) and fo infants bigAy Kiv thiZ citi| bigAy Kiv nj |
. with risk of deficiency or
(Maisha Healthcare) malabsorption of fat soluble
Synthetic Vitamin A concentrate (Oily vitamins A, D and E and
form) 300,000 IU (eq. to 176.47 mg) + | Vitamin
Ergocalciferol (Vitamin D2) 100,000 IU
(eq. to 2.5 mg) + Alpha-tocopherol
Acetate (Vitamin E) 0.50 gm + Ascorbic
Acid (Vitamin C) 5 gm/100 ml
b) Uvesterol D 1500 IU/ml Oral Solution, | Prevention and treatment of France ciqiRb thB ieaiq Ate b ctqiRb thB ieavg Ade™b
; ; Vitamin D Deficiency in A K i R Av Kiv ni
20 ml Bottle with oral syringe. babies and chidien up to bigAy Kiv thiZ citi| bigAy Kiv nj |
. o five years.
Ergocalciferol (Vitamin D2) 0.00375 gm
(eq. to 150,000 1U)/100 ml
11. | Pfizer PGM, France a) Minipress XL Tablets 2.5 mg Itis indicated for the France ciqiRb thB ieaiq Ate b ctqiRb thB ieavg Ate™b
weatmert of Z”ngf;goez o bigAy Kiv thtZ citi| bigAy Kiv nj |
(Janata Traders) Prazos@n Hydrochloride 3.01 mg eq. to al gra('jes g'fpsecon(;ary
Prazosin 2.5 m hypertension of varied
etiology. It also indicated as
an adjunct int he
symptomatic treatment of
urinary obstruction caused
by benign prostatic
hyperplasia. It is also of
value in patients waiting
prostate surgery.
b) Minipress XL Tablets 5 mg -do- France ciqiRb thB ieaiq Ate b ctqiRb thB ieavg Ate™b

Prazosin Hydrochloride 6.03 mg eg. to
Prazosin 5 mg

bigAy Kiv thiZ citi|

bigAy Kiv nj |
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12. | Fresenius Medical Care. a) CAPD/DPCA 4 with 2.3% Glucose Peritoneal Dialysis Germany Abygib Kiv thiZ citi | Abygv b Kivnj |
Deutschland GmbH, Germany Peritonial Dialysis Solution
(Janata Traders) CAPD/DPCA 4 with 2.3% glucose anhydrous
solution for peritoneal dialysis :
1 Litre Contains :
Sodium Chloride 5.786 gm
Sodium Lactate Solution 7.85 gm (eq. to
Sodium Lactate 3.925gm)
Calcium Chloride Dihydrate 0.2573 gm
Magnesium Chloride Hexahydrate 0.10179
gm
Glucose Monohydrate 25 gm (Anhydrougs
Glucose 22.73 gm)
- i i Treatment of non —invasive h I I A IV ni
13. | Medac, Germany a) BCG-medac Injection Treatment of non ~invasive Germany Abygib Kiv thiZ citi | Abygv b Kivnj |
) ) ) *Curative treatment of
(Tajarat Health Care 1 vial contains at least 2 x 108 and not | carcinomainsi
Marketing) more than 3x 109 viable units of BCG |~ 2ropiactne treamentof
bacteria ( seed RIVM derived from seed | -Urothelial carcinoma limited to
1173- PZ) It]TuacoGsla-LGZ if multifocal and /or
recurrent tumour
TaG3
-Urothelial carcinoma in lamina
propia but not the muscular of
the bladder (T1)
carcinoma in ditu
b) Paclitaxel 300mg/50ml vial Overian Carcinoma, Breast Germany Abjgi™b Kiv thiZ citi] Abjgi™b Kivnj |
carcinoma, Advancgd non-
Paclitaxel 300 mg/50ml vial smal-cell ung carcinoma
c) Oxaliplatin 100mg/vial Adjuvant treatment of Germany Abjgi™b Kiv thiZ citi] Abjgi~b Kivnj |
stagelll Colon Cancer,
. . . Treatment of metastatic
Oxaliplatin - 100mg/vial colorectal cancer .
d) Dacarbazine 200mg/vial For the treatment of Germany Abjgi™b Kiv thiZ citi| Abjgi~b Kivnj |

Dacarbazine 200mg/vial

metastasized malignant
melanoma, Advanced non-
small-cell lung carcinoma,
advanced soft tissue
sarcoma.
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14.

Made by Farmacid SA,
Ecuador for Generex
Pharmaceuticals Inc.
Canada

(Innovative Corporation Ltd.)

Generex Oral-Lyn Buccal Spray
(Regular human Insulin 400 U )

Insulin Human 14.44 mg/vial
(each puff provides 10U)

Itis indicated for the
treatment of hyperglycemia,
of adult patients with type 1
diabetes mellitus and of
adult patients with type 2
diabetes mellitus, who
require regular human
insulin.

Ecuador

clqiRbig GAGmm “wLj KiiZ
bi crivg Ate™b bigAy Kiv
thiZ citi|

ciqRbiq GdGmim “wLj KiiZ
bi ciivg Arte™b bigAy Kiv nj |

15.

Merck Serono SPA, Italy

(Janata Traders)

Ovidrel 250 mcg Solution for Injection
in pre-filled syringe

Choriogonadotropin Alfa 250 mcg/0.5 ml
Q. to 65001U

Itis indicated in the
treatment of Women
undergoing super
ovulationprior to ART such
as invitro fertilization (IVF)
ovidrel is administered to
trigger final follicular
maturation and lutenisation
after stimulation of follicular
growth.

Anovulatory or oligo
ovulatory women ovidrel is
administered to trigger
ovulation and lutenisation in
anovuletory or oligo
ovuletory patients after
stimulation of follicular
growth.

EMEA

Ablgr b Ki ThiZ G |

Abjgi b Kivnj |

16.

Pfizer Ltd., India

(Janata Traders)

Magnex 1 gm Vial

Sulbactam Sodium USP eq. to 500 mg
Sulbactam + Cefoperazone Sodium IP
eq. to 500 mg Cefoperazone

Indicated for the treatment
of Respiratory tract
infections, Urinary tract
infections, peritonitis,
cholecgistitis, cholangitis
and other intra abdominal
infections

Japan (Brand
Name-
Sulperazon IV

19)

ciqiRb thB ieaiq Ateb
bigAy Kiv thtZ citi|

ctqiRb thB ieavg Ate™b
bigAy Kiv nj |
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17. | Novo Nordisk A/S, Denmark | a) NovoRapid 100 U/ml, 10 ml Vial Diabetes Mellitus Denmark Abygib Kiv thiZ citi | Abygv b Kivnj |
EMEA
(Transcom Distribution Co., Insulin Aspart 100 U/ml eq to 600 nmol
Ltd.) (apprex. 3.5mg)
b) Mixtard 30 Flexpen 1001U/ml Flexipen | Diabetes Mellitus Denmark Abjgi™b Kiv thiZ citi| Abjgi~b Kivnj |
3ml prefilled suspension for Injection EMEA
Biphasic Isophane Insuline 100 1U/ml
Human Insulin (rDNA)-301U
(from soluble fraction)
Human Insulin (rDNA)-70I1U
(Isophane insulin crystals)
c) Actrapid Flexpen 100 IU/ml 3ml Diabetes Mellitus Denmark Abjgi™b Kiv thiZ citi] Abjgi™b Kivnj |
prefilled pen, suspension for EMEA
Injection
Insulin Human rDNA (3.5mg) 100IU/ml
d) Insulatard Flexpen 100 IU/ml 3ml Diabetes Mellitus Denmark Abygib Kiv thiZ citi | Abygv b Kivnj |
prefilled pen, suspension for EMEA
Injection
Isophane Insulin 200 1U/ml
Human Insulin (rDNA)
18. | Aventis Pharma, UK a) Taxotere 20 mg/1 ml Concentrate for | Anti-cancer EMEA Abygib Kiv thiZ citi | Abygv b Kivnj |
Solution for Infusion
Sanofi-aventis Bangladesh
Ltd. Docetaxel Trihydrate, equivalent to
Anhydrous docetaxel INN 20 mg / 1ml
b) Taxotere 80 mg/4 ml Concentrate for | Ant-cancer EMEA Abjgi™b Kiv thiZ citi| Abjgi~b Kivnj |

Solution for Infusion

Docetaxel Trihydrate, equivalent to
Anhydrous docetaxel INN 80 mg /4 ml

Page 114 of 138




bs C ZKviiKi hig Jliai big I tRibiiK hig bt~ kbv CPP/FSC 1UKIbK v j mie-Kigili 57 Zg mFi imxis-
mfvi gZgZ
19. | Sanofi-Pasteur SA, France a) Vaxigrip Enfants The vaccine is indicated for France Abygib Kiv thiZ citi | Abygv b Kivnj |
Suspension for Injection in Pre-filled I‘L‘;E’Jg‘r’ﬁamlg‘;e'gﬂgfgég
Etadnofi-aventis Bangladesh syring. months.
. Influenza Vaccine (Split Virion,
Inactivated).
A/Brisbane/59//207/ (H1Ni) - derived
strain used IVR-148 ....7.5 micrograms
HA***
A/Brisbane/59/2007 (H3N2)) - like strain
used NYMCX-175C derived from
A/Uruguay/716/2007....7.5 micrograms
HA***
B/Brishane/60/2008....... 7.5
micrograms HA** per 0.25 ml dose.
20. | Stiefel Laboratories (Ireland) | a) Duac Gel Itis used for treating mild to Ireland ciqiRb thB ieaiq Ate b ctqiRb thB ieavg Ate™b
Ltd., Ireland moderate acne on pafient's UK bigAy Kiv thtZ citi| bighy Kiv nj |

GlaxoSmithKline Bangladesh
Ltd.

Benzoyl Peroxide Hydrous ph.Eur 6.67g
eq. to anhydrous Benzoyl Peroxide 5.0 g
to anhydrous + Clindamycin Phosphate
Ph. Eur 1.28g eq. to clindamycin
1.0g/gm

skin.
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21 | Jhon Wyeth & Brother Ltd. a) Prevenar 13 Suspension for Injection | Active immunization for the EMEA Abygib Kiv thiZ citi | Abygv b Kivnj |

UK. and Marketing
Authorisation Holder Wyeth
Lederle Vaccines SA Belgium

(Wyeth-Ayerst International
Inc. Bangladesh Branch)

Pre-filled Syringe 0.5ml

Pneumococcal Polysaccharide serotype
1 2.2ug
Pneumococcal Polysaccharide serotype
3 2.2g
Pneumococcal Polysaccharide serotype
4 2.2
Pneumococcal Polysaccharide serotype
5 2.2ug
Pneumococcal Polysaccharide serotype
6A  2.2ug
Pneumococcal Polysaccharide serotype
6B  4.4ug
Pneumococcal Polysaccharide serotype
7F  2.2ug
Pneumococcal Polysaccharide serotype
vV 2.2ug
Pneumococcal Polysaccharide serotype
14 2.2ug
Pneumococcal Polysaccharide serotype
18C  2.2ug
Pneumococcal Polysaccharide serotype
19A  2.2ug
Pneumococcal Polysaccharide serotype
19F  2.2ug
Pneumococcal Polysaccharide serotype
23F  2.2ug

prevention of invasive
disease, pneumonia in
infants and children from 6
weeks to 5 years of age.
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22. | VINS Bioproducts Limited, a) Snake Venom Antiserum 10 ml Antitoxic therapy in the case India DbZ 7 W t7tki tKvbUi DbZ 71U t™tki tKvbwi
India Injection of bites from the venomous GdGmim “wLj KifZ bv cvivg | GAGmim “wLj KiiZ bv crivg

(Green Core Enterprise Ltd.)

Each 1ml antiserum neutralizes not less
than

0.60 mg of dried Indian Cobra (Naja
naja) venom

0.45 mg of dried Common Krait
(Bungarus caeruleus) venom

0.60 mg of dried Russell's Viper (Daboia
russelli) venom

0.45 mg of dried Saw scaled Viper
(Echis carinatus) venom

snakes listed.

¢ Wi tilRt+kb Ate b bighy
Kiv thiZ citi Zte D3 Jlali
Aiek' KZii 1°K ietePhy Kii
ciquRbiq crigY Avg vbri
ibigtE Jla ckimbikK AbiciE
mb™ c vtbi Rb” ejvihizZ
(o] |

c Wi tiRt+kb Ade b bighy
Kivnj Zte D= Jlali
Arek'KzZii 1" K ietePbr Kii
ciqiRbig crigry Avg vbri
iigtE Jla ckimbiK AbiciE
mb™ c vibi Rb" ejvnj|
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01. | M/s. Samyang Anipharm a) C.M.D. Injection Treatment of milk fever, pre- Korea Abygi~b Kiv thiZ citi | Abygi™b Kivnj |
Co. Ltd., Korea parturlient and post-parturient
Calcium Borogluconate 300 mg + Calcium E:ﬁf}'lzr(fzvevgﬁgwg:t
(Bangladesh Animal Gluconate 268 mg + Boric Acid 32 mg/ ml osteomalacia and etc.
Health)
b)  Vitamin 34 Injection Supporting fluid therapy for Korea Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |
prevention and treatment of
Glucose (P 1V) 50 mg et opraton voming,
Sodium Acetate (KP IV 2.50 mg diarrhea, shock, dehydration,
Calcium Chloride (KP 1VB) 0.15 mg physical fatigue or dehydration,
Potassium Chloride (KP IV) 0.20 mg E'ec”o'y‘e,'mba'ance and
Magnesium Sulfate (KP 1V) 0.20 mg yRoproteinema
L-Arginine HCI (KP 1V) 0.85 mg
Sodium Glutamate (KP V) 1.36 mg
L-Histidine HCI 0.34 mg
L-Leucine (KP IV) 1.36 mg
dl-Isoleucine (KP 1V) 0.68 mg
L-Lysine HCI (KP IV) 1.02 mg
L-Methionine (KP 1V) 0.34 mg
dl-Phenylalanine (KP 1V) 1.02 mg
L-Threonine (KP IV) 0.68 mg
d-Tryptophane (KJP 1V) .34 mg
dl-Valine (KP IV) 1.70 mg
L-Cysteine HCI 0.34 mg
Thiamine HCI H2o (KP 1V) 0.10 mg
Riboflavin (Sodium Phosphate) KP V) 0.04
mg
Nicotinamide (KP 1V) 1.50 mg
d-Panthenol USP 0.05 mg
Pyridoxine HCI (KP 1V) 0.10 mg
Cyanocobalamin (KP V) 0.05 mcg/ml
c) O.T.C-LA Injection Prevention and treatment of Korea Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |

Oxytetracycline dihydrate 200 mg/ml

disease caused of
oxytetracycline susceptible
gram positive and gram
negative bacteria, spirochete,
rickettsia, megalovirus.
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M/s. Samyang Anipharm
Co. Ltd., Korea

(Bangladesh Animal
Health)

Ovarone Injection

Progesterone 50 mg/ml

Prevention of habitual abortion,
promotion of ovulation,
induction of estrus, treatment of
implantation obstacle,
prevention of retained placenta,
growth promotion of mammary
gland acinus and adjuvant
therapy of cystic ovary.

Korea

Ablgr b Kiv ThiZ o

Aceenvi niZ citi teaiq AicZZt
Avte™b TIMZ T nj |

Esrone Injection

Estradiol Benzoate 2 mg/ml

Inductionof estrus during the
non-breeding or breedig
seasons and enhancement of
the uterine defense
mechanism. Estradiol
Benzoate has historically been
used an abortifacient agent in
cattle, cats and dogs.

Korea

Abjgr b Kiv ThiZ o |

Aceeni niZ citi teaiq AicZZt
Avte™b TIMZ T nj |

Powercillin Injection (Vet)

Penicillin G Benzathine 100,000 IU +
Penicillin G Procaine 150,000 IU +
Dihydrostreptomycin Sulfate 200 mg/1 ml

Prevention and treatment of
infections caused by gram
positive or gram negative
organisms.

Also prevention and treatment
of pneumonia, bronchitis,
septicemia, actinobacilosis,
colibacillosis, salmonellosia,
swine erysipelas, bacterial
arthirits, metritis, mastitis,
nephrotis, leptospirosis, CRD,
otitis externa of dg, distemper,
influenza, etc.

Korea

Ablgr b Kiv ThiZ o

Abygv™b Kivnj |

Bovi-Cal 3 Powder (Vet.)

Calcium Propionate 500 gm + Gentian 80 gm
+ Cobalt Carbonate 100 mg + DL-Methionine
40 gm + Pyridoxine Hydrochloride 380 mg +
Silicon Dioxide 12.5 gm/Kg

Bloat, digestive disorders due
to decreased activity of
reticulum and rumen of sudden
dietary changes, introxications,
supportive therapy in disease
caused by foreign bodies,
hypoglycemic conditions in
cattle, calves, sheep and goats.

Korea

Ablgr b Kiv ThiZ o

Abygv™b Kivnj |

Gasmine Oral Solution

Linseed Qil 760 ml + Creosote 10 gm +
Menthol 10 gm + Tinctura amara 150 ml/Liter

Treatment of acute & chronic
bloat and frothy bloat. Effective
treatment to abdominal pain
caused by dyspepsia

Korea

Abjgr b Kiv ThiZ G |

Abygv™b Kivnj |

02.

Korea Thumb Vet Co. Ltd.,
Korea

(Vet. Care Organization)

Corivet Oral Solution

Tylosin Tartrate 30 gm + Erythromycin 30 gm
+ Sulfamethazine 90 gm + Trimethoprim 17
gm + Bromhexine HCI 1.6 gm/Litre

Poultry : Prevention and
treatment of respiratory
diseases

Korea

Ablgr b Kiv ThiZ o

Abygv™b Kivnj |
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03.

Intervet Incorportion, USA

(Bengal Oversease Ltd.)

Innovax 1LT Vaccine

Live Turkey Herpes Virus strain HVT/ILT-138
At least 2248 PFU per bird dose.

Active immunization of healthy-
one-day- old chicken by the
sucutenous route as an aid in
the prevention of Marek's
dieases and
infectiousLaryngotraceities.

USA

Ablgr b Kiv ThiZ o

Abygv™b Kivnj |

04.

Microbial Developments
Ltd. UK

(Bengal Oversease Ltd.)

Aviguard Powder Soluble

Aviguard Bulk Concentrate 1.24- 6.19mg +
Maltodextrin 11.26-6.31mg/ Dose.

Lyophilised fermentation
product used to establish or re-
establish or the normal gut flora
in chickens, turkeys and
gamebrids.

UK

Ablgr b Kiv ThiZ o

Abygv™b Kivnj |

05.

EWABO Chemikalien
GmbH & Co. KG, Germany

(Univet Ltd.)

Mentofin Oral Liquid, 20%

Euka-Menthol-Mixture 20%

Polultry: To increase mucous
secretion in case of problems
with the respiratory system, to
reduce post vaccination
reactions which occur after IB
or NCD vaccination, to cool the
dry mucous membranes, to
stimulate respiration, to reduce
inflammation by inhibiting
release of inflammatory
mediators.

Germany

ctqRb tbB weavq Avte™h
bigAy Kiv hiBtZ ot |

ctquRb tbB 1eavq Arte b bigAy
Kivnj|

06.

Cheilbio Co. Ltd.
Korea

(Univet Ltd.)

Flormax 200 Oral Liquid
Florfenicol 200 gm/Liter

Poultry : Treatment of
salmonellosis, colibacillosis
Swine : Treatment of
respiratory disease including
pleural pneumonia, pasteurella
pneumonia, mycoplasma
pneumonia. Treatment of
salmonellosis, streptococcosis

Korea

Ablgr b Kiv ThiZ cii|

Abygv™b Kivnj |
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07. | IntervetInc., U.S.A a) Innovax ND+SB Vaccine Active immunization of healthy USA Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |
18-day-old chicken embryos by
the in vivo route or of one day-
(Bengal Overseas Ltd.) . ‘ ‘ old 'chi\g\éens l;y the 4
Live Turkey Herpes Virus Strains HVT/NDV- | subcutaneous route as an aid
F* (HVT/NDV-F is a HVT based recombinant | inthe prevention of very
encoding the F(Fusion) protein of NDV) at ‘,’V';‘:"Vecr‘;:t‘lzrsiks::s'zea se&
least 1534 PFU per bird dose +
Marek's disease virus serotype 2 Strains SB-
1 at least 1514 PFU per bird dose.
08. | KBNP, INC, Korea a) HIMMVAC ILT LIVE VACCINE Prevenon ~ of Infectious | Korea ciquRb thB ieaig Aite™b ctquRb tbB 1eavq Arte b bigAy
Larlyngotracheltls Virus in ngAy Kiv thtZ citi I Kiv nj I
(Tajarat Animal Care) Chicken .
Infactious Laryngotracheitis Virus Infected
Fluid 50% /1000 doses
09. | Bomac Laboratories Ltd., a) Dryclox Xtra Injection (Vet) Indicated for the treatment and | Australia Abjor™b Kiv thiZ citi| KwU Ae AiitRb Gi Gd Gmm
New Zeland control of mastitis No FSC from 1hB 1eaiq Arte b bigAy Kivnj |
Ampicillin trihydrate e.q. to ampicillin 300 mg origin
(Renata Ltd.) + Cloxacillin (as 1% lecithin treated
benzathine salt) 600 mg/vial
b)  Fluximine Injection (Vet) For the treatment of New Zeland Abdgr™b Kiv thiZ citi] Abjgr™b Kivnj |
inflammatory and painful
.. . . conditions in horses, cattle and
Flunixin Meglumine 83 g /Litre dogs
c) Cepha-Forte DC Injection (Vet) Recommended for routine dry | New Zeland Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |
cow therapy to treat existing
. . sub-clinical infections and to
Cephalonlum Dlhydrate 91 gm /Kg prevent new infections which
occur during the dry period.
d) Tetravet Aerosol (Vet) For the treatment and control of | New Zeland Abdgr™b Kiv thiZ citi] Abjgr™b Kivnj |

Oxytetracycline Hydrochloride 40 mg/gm

topical infection in all species of
animal
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10. | DaOne Chemical Co. Ltd. a) DaOne Megavita Solution (Oral Liquid) Prevention of stress and Korea 1dW GIWIUT ieavq Arze™b idW GIWIUF 1eaug Arte™b bigAy
Korea vitamin & amino acid deficiency ngAj/ Kiv thiZ citi | Kiv nj |

(Wilts Marketing Co. Ltd.)

Each KG Contains :
Vitamin A 10,000,000 1U
Vitamin E 8000 mg
Vitamin B1 3000 mg
Vitamin B6 2000 mg
Vitamin C 15000 mg
Biotin 100 mg

Folic Acid 500 mg

Inositol 9000 mg
L-Phenylalanine 1500 mg
L-Histidine HCI 1250 mg
DL-Methionine 10000 mg
L-Treonine 1200 mg
L-Valine 1200 mg
Glycine 3000 mg

Vitamin D3 2000,000 IU
Vitamin K3 5000 mg
Vitamin B2 1200 mg
Vitamin B12 15000 mcg
Niacin 10000 mg

Cholin Chloride 30000 mg
Calcium D-pantothenate 5000 mg
L-Arginine 2000 mg
L-Isoleucine 1100 mg
L-Leucine 1500 mg
L-Lysine 1500 mg
L-Tryptophan 2000 mg
L-Glutamine 1000 mg

improvement of feed efficiency
and growth rate.
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11. | FATRO S.p.A., Italy a) OLVACB+G +R Vaccine Vaccination of broiler and layer | Italy (CPP) AiciZZt WMZ Kiv thiZ AiciZZt WMZ Kivnj|
b.reeders.again.st Newcast!g This product is citil
(Speed Care Limited) Inactivated Newcastel disease virus not less ﬁ:fseegﬁ)eu’;ngﬁgg”;gggggﬂz manufactured at
than 50 PD/50 + Inactivated infectious avian reovirus infection. :Ee _reque?t of
bronchitis virus not less than 1075 EID/50 + coi:\Trir:eosr ng
Inactivated Infectious bursal disease virus not
less than 1070 TCID/50 + Inactivated avian
reovirus virus not less than 1070 TCID/50
b) OLVAC A + B Vaccine Vaccination of breeder pullets | [taly (CPP) Abygi~b Kiv thiZ citi] Abygr™b Kivnj |
and layer pullets against
Inactivated Newcastle Disease virus not less 2[:5:&&()(,\"35? Eggv gfjge
than 1085 EIDs + Inactivated EDS syndrome and infectious
Adenovirus not less than 1075 EIDso + bronchitis
Inactivated infectious Bronchitis virus not less
than1055 EIDso /dose
¢) G-OLVAC Vaccine Itis recommended for Italy (CPP) AiciZZt “WMZ Kiv thiZ AiciZZt IMZ Kivnj |
grophWaXISd of Nev}lcaStLe | This product is citi|
Inactivated Newcastle disease virus not less | gooasg infectious bursal |- manufactured at
than 1085 EID50 + Inactivated infectious :22 ir:]q‘éf;‘:]m
Bursal Disease virus not less than 1055 countripes 9
EID50)0.5ml dose
d) REO-VAC Vaccine Vaccination of broiler and layer -do- AiciZZt “WMZ Kiv thiZ AiciZZt IMZ Kivnj |
breeders against avian viral citi |
. . . L tenosynovitis
Inactivated avian viral tenosynovitis virus not
less than 1070 TCID/dose
e) IBA-VAC ST Vaccine Indicated for immunization for -do- AiciZZt “WMZ Kiv thiZ AiciZZt IMZ Kivnj |
broiler chickens, layers and citi |
. . . . breeders against infectious
Moderately-attenuated live virus of infectious | p,rsal disease also called
Bursal Disease, strain 2512, not less than gumboro disease
102EIDso/dose
f)  EDS-VAC Vaccine Recommended for the -do- AiciZZt "IMZ Kiv thiz AiciZZt IMZ Kivnj |
vaccination of future layers and citi|
::rggctivated Adeno-like virus not less than 80 Sm(:grfea?g_m Egg Drop
50
g) BIO-MAREK HVT Frozen Vaccine Itis indicated in prophylaxis ltaly (CPP) Abygi~b Kiv thiZ citi | Abygi™b Kivnj |

Turkey Herpes virus HVT, Strain FC-126, not
less than 2000 PFU/dose

immunization against Marek'’s
disease in poultry

Page 123 of 138




bs C ZKviiKi hig Jlfai big I tRibiiK big bt~ kbv CPP/FSC | {UKibK'vj mie-Kigili 57 Zg mfi mxis-
mfvi gZgZ
FATRO S.p.A,, Italy h) BIO-MAREK HVT+SB-1 Vaccine Itis indicated in prophylaxis Italy (CPP) AiciZZt “MZ Kiv thiZ AiciZZt IMZ Kivnj |
vgccinatipn against Marek's This product is citi |
(Speed Care Limited) Frozen Turkey Herpes Virus HVT, Strain FC- g'rseeezzer;n brofles, layersand | manufactured at
126 not less than 2000 PFU + Marek's the request of
disease virus, serotype-2, Strain SB-1, not the |T_port|ng
less than 1000 PFU/dose countnes
i)  BIO-VAC REO Vaccine Vaccination of breeding stock -do- AiciZZt "IMZ Kiv thiz AiciZZt IMZ Kivnj |
against viral arthritis or viral citi|
Avian viral tenosynovitis virus, Strain S-1133, 1enoSynovits.
not less than 1032 TCID50/0.2ml
12. | S.P. Veterinaria SA, Spain | a) Novirex Gliox (Glutex) Solution (Vet) Disinfectant solution, Spain Abygi~b Kiv thiZ citi | Abygr b Kivnj|
Dislirllfection of hatcheries,
Haychem (Bangladesh) Glutaraldehyde 4.0 gm + Glyoxal 3.2 gm + | ciies. ools, eauipmens and
Ltd. Didecyldimethylammonium Chloride 10 gm/
100 ml
b) Calcio Vitaminado Injection Milk fever, tetany and other Spain Abdgr™b Kiv thiZ citi] Abjgr™b Kivnj |
(100 ml and 250 ml Vial) conditions with hypocalcaemia
and/or hypomagnesemia.
Calcium Gluconate 16.6 gm + Boric Acid 3.4
gm + Magnesium Hypophosphite 3.2 gm +
Vitamin D3 500000 1U/100 ml
13. | ARK Science, Inc,, a) Esterilsol Injectable Solution Itis indicated for chemical USA ctquRb tbB ieavq Aite™b ctquRb TbB reavq Ate™b bigAy
USA sterilization in male dogs and ngAj/ Kiv thiZ citi| Kiv nj |
(Bio Gears) Zinc Gluconate USP 91.1 mg + L-Arginine cats
USP 34.84 mg/ml
14. | Ceva Sante Animale, a) Cevamune Effervescent Tablet (Vet) To use the live vaccine through | France Abygr™b Kiv thiZ citi| Abygr™b Kivnj |
France drinking water
Sodium Thiosulphate BP 1.50 gm + Blue Dye
(ACI Ltd.) BP 1.20 gm
15. | Biomune Company, USA a) Vectormune HVT IBD Vaccine (Vet) For active immunization USA Abygi~b Kiv thiZ citi | Abygi™b Kivnj |
against infgctious Marek’s
(ACI Ltd.) H\(g/’(/jIBD Virus at 24440 plaque forming 8:22:: x:;ﬂ: & Bursal
unit/dose
b) Vectormune HVT NDV Vaccine (Vet) For active immunization USA Abdgi™b Kiv thiZ citi| Abjgi™b Kivnj |

HVT/NDV Virus at 23420 plaque forming
units/dose

against infectious Marek'’s
Disease Virus, & Newcastle
Disease.
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16. | Shinil Biogen Co. Ltd., S. a) Scour-Stop Water Soluble Powder For the prevention and Korea Abygi~b Kiv thiZ citi | Abygi™b Kivnj |
Korea trgatment qf resplr.atoryl&
Norfloxacin 25 gm + Trimethoprim 25 gm + g'gfﬁé',ve disease in Swine and
(Pharma & Firm) Loperamide 1 gm + Zinc Oxide 20gm/Kg
b) Roxi-Plus Water Soluble Powder For the treatment of diseases | Korea Abdgr™b Kiv thiZ citi] Abjgi™b Kivnj |
caused by pathogens
. . . susceptible to Roxithromycin
gﬁ]xfhé%rgﬁg)ﬂgn]igg ]T?nglj(;ﬁ/lrllz Tartrate 10 acnd Tongige Tartrate-Poultry
: RD, C.CRD.
c) TiaKhan Powder For the prevention and Korea Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |
treatement of Mycoplasmal .
Tiamulin Hydrogen Fumarate 33.3 gm + preumoria, Fleuropnetimonia,
Chlortetracycline Hydrochloride 100 gm/Kg C.R.D., C.CRD.
d) SIFly Trap G Powder ]fl\tlracting and extermination of | Korea Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |
les
Imidacloprid 20 gm + Cis-9-Tricosene 2
gm/Kg
17. | Vetpharm Laboratories (S) | a) Fosvet-250 soluble Powder Indications Jor poultry : Gram Singapore FSC te e «fefos Srerpd | FSC o fre ufele Srermey 4
i positive and gram negative = . ~ I ~ W e
Pie: L Sngapore Fosfomycin 200 gm + Tylosin Tartrate 50 gm pacterial nfections, E.Coll and }E\I/ég? f(%\llv(:‘i\:tqZAcv\fﬁ |b e Ar\:ﬁ PooyKE
salmonella infections, Fowl
Advance Animal Science + Fructose 180 gm + Vitamin C 50 gm/Kg cholera, CRD, Streptococcal
Co. Ltd. and Staphylococcal infections
b) Tri-Bac 480 Suspensio Forbthektreatmfent & control of | Singapore FSC te fire afefbe Srerpy | FSC te e wfefbe Srereoy 1
outoreaks  of primary & - ‘ R ‘ < Nl
. . . secondary bacterial infection Ky niqu leaiq Avie_ b MigQ tearg Av%e b bigAy Kiv
Eglfadmzme base--400g, Trimethoprim--800/ | associated  with  respiratory bigAy Kiv thiZ citi] nj|
ire diseases in broilers.
c) Amocyne-C 125 Powder Complex ~ chronic respiratory | Singapore FSC te e «fefhs Swrpd | FSC o fre ufele Sremey 41
tract infection 2.GIT infection 3. Kiv ntqtQ reaiq Arte b niqiQ reaiq Arte™b bigAy Kiv
Amoxicillin Trihydrate--100g act, Potassium Skin & soft fissue infection bngj;1 Ki\ll ThiqZ (o] | e nj| -
Clavulanate --25g act/Kg
d) Fosvet-250 Powder Gram-posi)itive & (|3ram- Singapore FSC to e «fefhs Swerpd | FSC e fre ufele Sremey 74
negative bacterial infection 2. - ) ~ I ~ R 1l E
f . o E ool & salmonella infection 3. Kiv p;t_qi()_ lieavq Av;te_ b nigiQ teavq Av:ie b bigAy Kiv
Fosfomycin--200g Tylosin Tartrate--20g act, | rouicholera, CRD 4. bigAy Kiv thiZ cifi| nj|

Fructose--180g, Vitamin C--50g, Citric acid,
anhydrous adds upto--1000g

Streptococcal and
Staphylococcal infection
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Vetpharm Laboratories (S) | €) CRD Suprer 3 Powder For poulry-  CDR | Singapore FSC to e «fefhs Swerpd | FSC o fre ufele Sremey 41
Pte. Ltd., Singapore g";ysct%pfrf{:ﬁzs Colibacillosis Kiv niqtQ ieaig Aite™b ntqiQ ileavq Avte™b bighy Kiv
Doxycycline Hyclate--200g, Lomefloxacin bighy Kiv thiZ oiti| njl
Advance Animal Science hydrochloride--200g/Kg
Co. Ltd.
f)  Cepha C- 500 powder Ithas a broad antibacterial Singapore FSC te e «fefos o | FSC o fre ufele Sremey 41
ag‘s'in:%agf;zo;he?s\;‘; Kiv ntqiQ reaiq Arte™b ntqtQ ieaiq Arte™b bigAy Kiv
Cephalexin(as monohydrate)—50g + Citric Eacteria_ ¢ bigAy Kiv thiZ citi| njl
Acid, monohydrate adds upto --100g/kg
g) Colistin 100 .Czllistitnd 1f00 is[ §?ec[ially| Singapore FSC t® fre afelbe Saod | FSC e fre «fefbe S st
Indicaed or_gastrointestina Kiv niqiQ reaiq Aite™b ntqiQ teavq Avte™b bigAy Kiv
Colistin-3000 MIU/Kg 'S”e’ﬁgf{f’v”esbaﬁgﬁid by colistn bngj;1 Kiv ThiqZ citi ! ! nj| o
h)  Enrol 100 Solution Enrol 100 is a broad spectum | Singapore FSC t® fre afele Stapd | FSC e fre «fefbe S st
gzlcl}ﬁg'g'da' quinolone - oral Kiv niqtQ ieaig Aite™b ntqiQ ileavq Avte™b bighy Kiv
Enrofloxacin base-100giLitre bigAy Kiv thiZ citi| nj|
i) Florcol 12.5% Solution For useininfection caused by | Singapore FSC ts fre afefe Strpd | FSC to fre ufbibe Seree =
2‘e’glggwk2°§:2{:j2ﬂfram Kiv nqiQ reaiq Ate™b ntqtQ ieaiq Arte™b bigAy Kiv
Florfenicol 12.5gm/100 ml multocide Pasteurelia bigAy Kiv thiZ citi| nj|
haemolytica, Haemophilus
parasuis
18. | ADISSEO a) Rovabio Excel AP10 Feed additives in Poultry France Abdgr™b Kiv thiZ citi] FSC e fre «ftfbe Srree w1
FRANCE ntqiQ ileavq Avte™b bighy Kiv
(Advance Animal Science Endo-1,4-B-xylanase N° EC 3.2.1.8 + Endo- njl
Co. Ltd) 1, 3(4)-B-glucanase N° EC 3.2.1.6 + 17 other
enzyme activities, including cellulase (endo-
1,4-B-glucanase)
b) Rovabio Excel LC Feed additives in Animal France Abjgr™b Kiv thiZ citi] FSC e fre «ftfbe Srree w1
ntqiQ ileavq Avte™b bighy Kiv
Endo 1,4 B xylanase = 500uvisco/gm......3% nj|
eg. to 350 Units AXL/gm. Endo 1,3(4)-B-
gluconase =500 AGL p/gm.......... 3%
c) Rhodimate AT 88 liquid Rhodimet AT88 is a aproved | France Abdgr™b Kiv thiZ citi] Abjgr™b Kivnj |

DL Methionine hydroxy analogue--88% (D1-2
hydroxy-4methylthiobutanoic acid of which is
monomer--65%, Water content (maximum) -

12%

for the use in poultry and
animal feeds.
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ADISSEO d) Rhodimate NP 99 Rhodimet  NP99 is a | France 1dW GIWIUT ieavq Arze™b idW GIWIUF 1eaug Arte™b bigAy
FRANCE o bRy K 1hZ G il
(Advance Animal Science DL Methionine feed grade --99%, Sodium used in premix factories and iz
Co. Ltd) sulphate (maximum)--0.7% feed factories equipped with a
system for micro-ingradients. _
e) Metasmart Dry HMBI liquid feed additives France 1dW GIWIUT ieavq Arze™b 1IdW GIWIUF 1eavq Arte™b bigAy
bighy Kiv thiZ oiti| Kivnj|
HMBI liquit--57% Water --4% max, Silica--
40% approx
19. | Mfg. Provimi B.V., France | a) Provimax Itis a blended of carefully France ciqvRb thB leaiq Aite™b ctquRb bB ieavq Aite™b bigAy
Supp : Provimi B.V., Ziﬁ;‘needd"[‘;'?ﬂgrmyezzds bigAy Kiv thiZ citi] Kivnj |
Netherlands Fumaric Acid Calsium Salt of organic acid production and egg shell
quality through enhancement of
Advance Animal Science liver & intestinal wall functions.
Co. Ltd. It is blend of calcium lactate,
calsium butyrate, calsium
propionate, fumaric acid.
b) BIACID 500 Biacid 500 is a blend of calcium | France ciqvRb thB leaiq Aite™b ctquRb bB ieavq Aite™b bigAy
cacum s, o a0 4 bighy Ki thiZ i Kivnj|
Citric Acid--185 g + Calcium butyrate--389 + | ,romatic substance.
Calcium formate--8g + Calcium lactate--8g +
Blend of essential oils--20g/Kg
20. | Kemira ChemSolutionsbv | a) Kemira Rumen Pro SP1 Glycogenic agent for dairy Netherland ciqvRb 1hB leaiq Aite™b ctquRb bB ieavq Aite™b bigAy
The Netherlands cattie bighy Kiv thiZ oiti| Kivnj|
(Advance Animal Science Propionic Acid 696gm/Kg
Co. Ltd))
21. | Merial, Italia S.P.A. Gallimune Flu H5N9 vaccin To prevent Avian Influenza Italy ciqvRb thB ieaiq Aite"b ctquRb bB ieavq Aite™b bigAy
Italy (HS) infection in pouttry bigAy Kiv thiZ citi| Kivnj|
(Advance Animal Science Inactivated Avian influenza, virus, H5SN9
Co. Ltd)) strain......... > 10HIV/Vaccine
22. | MERIAL SELECT INC. Gallivac AE+FP vaccin For prevention against Avian USA Abdgr™b Kiv thiZ citi] Abjgr™b Kivnj |

USA
(Advance Animal Science
Co. Ltd)

Avian Encephalomyelitis virus a least
2.7 log10 EID50 + Fowl Pox Virus at least
2.2log10 EID 50 /Vaccine

Encephalomyelities and Fowl
pox
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23. | MERIAL Gallimune 208ND+ Flu H9 M.E. For prevention against France ciqvRb thB leaiq Aite™b ctquRb bB ieavq Aite™b bigAy
France mﬁnvgr?:g?nd'zejfe and Avian bigAy Kiv thiZ citi| Kivnj |
(Advance Animal Science Inactivated Avian Influenza virus, HON2 pouty.:
Co. Ltd) strain,.............. 210HI.U + Inactivated
Newcastle diseases virus, Ulster 2C
strain,.............. >10HI.Ufr
Poultry: For th fion and ~b Ki i ~b Kiv ni
24. | Ewhapharmteck Corp, a) Oxyneo 220 WS(vet) Poulty: Forihe Bf’eg?R 8" Ear?leriﬁs, Korea Abygi~b Kiv thiZ citi | Abygi™b Kivnj |
Korea . . Infectious Coryza, Fowl cholera,
Neomycin Sulphate 110 gm + Oxytetracycline | Samoneliosis and Colibacillosis.
Vital bd Ltd. Hydrochloride 110 gm/Kg
25. | Dae Sung Microbiolgical a)  Amoxi-HI WS(Vet) Itis used for the treatment and Korea Abygi~b Kiv thiZ citi | Abygi™b Kivnj |
prevention of following diseases
Labs., Korea sensitive to Amoxicillin and Collistin.
Amoxicillin Trihydrate USP 100 gm + Colistin Iémasetolf Calf Foal ,Sheep,Goat:
. acterial pneumonia,
Fahat Trade International Sulphate USP 500 MIU/Kg Sakmonehesis, Cofbasilosis
In Pig: Atropic
rhinitis,Pleuropneumonia,swine
epidermic pneumonia ,Pneumonia
pasteurellosis ,Salmonellosis,
Colibacillosis.
In Poultry: Salmonellosis,
Colibacillosis,Streptococcosis.
26. | HAN DONG CO., LTD. a) Gonadrong-E Injection (Vet) For the treatment of mating Korea Abygi~b Kiv thiZ citi | Abygi™b Kivnj |
incapability due to lack of libido and
KOREA L . ) . for the treatment of ovarian cyst,
Chorionic Gonadotrophin 200 IU + Vitamin-E poor estrus due to ovarian )
H sfunction, anoestrus, weal
Precisa Techo Trade 30 mg/ ml eglr::s, dlelayed ovulau'onw, lactation
insufficiency after parturition.
i For used in catle, horse, pig cat, ! ~ | ~
b) Progen Inj. (Vet) mf;f;rs:v 1n catte. hrse, ig Ocrzony Korea Ciqut{ Tb? leaiq Avife b ciqiRb thB leaiq _Avie b bigAy
for treatment of implantation ngAy KivthiZ citi I Kiv nj I
Progesterone 50 mg/ml disorder, promotion of ovulation,
induction of estrus and prevention
of retained placenta
i F tion and treatment of NNF = -
c) Supercal Inj. (Vet) For preventon haynpo vealmento Korea Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |
Total Calcium 1.6mg Calcium Glycerophosphate 5
mg + Calcium Lactate 5 mg/ml
d) HD Pyrine Inj. (100 ml) (Vet) Febrile Disease : epidemic flu, | Korea Abjgr™b Kiv thiZ citi | Abjgr b Kivnj |

Aminopyrine USP 50 mg + Sulpyrine USP 50
mg + Chlorpheniramine Maleate USP 1
mg/ml

bronchitis, pneumonia,
inflammatory disease
Allergic disease : eczema
Paralytic disease : bruise,
neuralgia, arthritis, myalgia
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27. | Green Cross Veterinary Co | a) HI-COP Routine disinfection & cleaning | Korea Abygv™b Kiv thiZ citi | Abygi b Kivnj |
Ltd. Korea of animal shed, instruments,
! . . site of poultry & cattle units.
. ‘ Potassium ‘ mqnopersulfate (Triple  Salt) | Bisinfection for various &
(Tajarat Animal Care) 500g+ Malic acid USP 120 g +Anhydrous | bacteria
Citric acid USP 100g /Kg
b)  Amoxylphen 200 Treatment and prevention of | Korea Absgi~b Kiv thiZ cii] Abgr™b Kivnj |
amoxicillin sensitivg bacterial
Amoxicillin - Trihydrate BP 200 disease of cattle & pig
gt+Acetaminophen USP 200 gm  +DL-
Methylephedrine HCl 12 gm /Kg
28. | Samyang Anipharm Co. a) Chitomasti Solution for Injection Treatment and prevention of | Korea ciqvRb thB ieaiq Aite"b ctquRb TbB reavq Ate™b bigAy
Ltd. Korea aaute of chronic masfitis and bigAy Kiv thiZ citi | Kiv nj |
. . Chitosan 200 mg/10 ml Syringe Decreaée somatic cell counts
(Tajarat Animal Care) with reinforced immunity by
chitosan
b)  Amoxicoli w.s.p. Poultry : Korea Absgi™b Kiv thiZ cii] Abfgr™b Kivnj |
# Preygqt & treatment causg by
Amoxicillin trinydrate 100 gm+Colistin moc)zgtlilgfe bai?edria CO'?EZ
sulfate 400 x 106 IU /Kg range of effect includes
respiratory infection such as
C.R.D. and influenza
# Gastrointestinal  infection
such as Salmonella and E. Coli
c) Flocol 200 Sol. Chicken : Korea Absgi™b Kiv thiZ cii] Abfgr™b Kivnj |

Florfenicol 200 g/1Liter

Treatment of salmonellosis and
colibacilosis

Pig : Treatment of
salmonellosis and colibacilosis,
respiratory disease including
pleuropneumonia pneumonic
micoplasmosis etc.
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Samyang Anipharm Co. d) Tausulfaw.s.p. Chicken : Treatment& Korea ciqvRb thB ieavq Arfeb ctquRb TbB reavq Ate™b bigAy
Ltd. Korea E(r)ec\éi:]g;rs] "c“oa“zl;e & chronic bigAy Kiv thiZ citi] Kivnj |
. . AminothyI Squonjc Acid 10g+ staphyloco’ccorsyis and
(Tajarat Animal Care) Sulfathiazole sodium 200 g /Kg leukocytozoonosis, treatment
of other disease sensivive to
sulfathiazole sodium .
Cattle , Pig : Treatment &
prevention of enteritis
,pneumonia ,endometritis
29. | Komipharm International a) ND Laso Vac For the immunization Korea Abygr™b Kiv thiZ citi| Abygv™b Kivnj |
Co., Ltd., Korea Newcastle disease in chickens
Per Unit Dose
(Rafique Medicine) Suspension of Lasota Virus Infection 60%
(NDV more then 105.0 EID50
SPGA or LPGG or 20% Powdered skim milk
40%
Penicillin 5001U/ml
Streptomycin Sulfate 2 mg
b) N-IBVac For the active immunization Korea Abjgr™b Kiv thiZ citi | Abjgr b Kivnj |

Per Unit Dose

Suspension of attenuated Newcastle disease
virus strain B1 40% (not less then
105.0EID50)

Suspension of infectious Bronchitis virus
strain KH-120 20%(not less then 3x102.0
EID50

LPGG 40%

Streptomycin Sulfate 200 mcg/ml

Penicillin 200Unit/ml

against Newcastle disese and
infectious bronchitis in chickens
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Komipharm International
Co., Ltd., Korea

(Rafique Medicine)

Super BBNE Vac

Per Unit Dose

Infectious Bronchitis Virus (IBV; M41 Strain
E.P.) Min.107.5 EID50

Infectious Bronchitis Virus (IBV;KM91 Strain
EP) Min 107.5 EID50

Newcastle Disease Virus (ND: Ulster 2c
Strain) EP) Min 109.5 EID50

Egg Drop Syndrome 76 (EDS'76:k-11 Strain
EP) Min 108 EID50

Formalin Max. 0.2%

Oil Adjuvant 70%

For the vaccination of healty
poultry against infectious
bronchitis, newcastle disease
and egg drop syndrome

Korea

Ablgr b Kiv ThiZ o

Abygv™b Kivnj |

F.P. Vac

Per Unit Dose

TCH Fowl Fox Virus culture equal to volume
of SPGG

Composition of SPGG

NaCl 80 gm

KCl 2.0gm

NazHPo4 20 gm

KH2PO4 2 gm

Distilled water 10000 ml

For the active immunization
against Fowl Pox in chickens
and turkeys.

Korea

ciqvRb thB ieaig Aizeb
bighy Kiv thiZ oiti|

ciquRb thB iearq Arte”b bigAy
Kivnj|

Pinkspray

Crude liquid Each Liter Contains:
Chloramphenicaol 50 gm
Cetrimide 10 gm

Dimethyl Phthalate 10 gm
Crystal Violet 5 gm

N-Methyl Pyrrolidone 85 gm
Polyvinylpyrrolidone K30 12.5 gm

Infectious bovine

foot rot, arthritis, scabies,
abscess, skin disease,
disinfection of anus or vaginal

keratoconjunctivitis, omphalitis,

prolepses and externa wounds.

Korea

Ablgr b Kiv ThiZ o

Abygv™b Kivnj |
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30. | Closed Joint-Stock a) Nitamin Injection For the treatment and Russia Abjgr™b Kiv thiZ citi] Abjgr™b Kivnj |
Company “Nita-Farm’, prevention for cattle, horses,
Russia anh 50 ml Sqlution Contfains: gilz;ess|;?§!;sf2;2ﬁ)efg$zlrﬁ
Retional Palmitate (Vitamin A) BP 50000 IU + | swine, swine being, fed, young
(Lucky International) Cholecalciferol (Vitamin D3) BP 5000 IU + pigs, dogs, cats, rabbits, fur
Tocopherol Acetate (Vitamin E) BP 50 mg + ﬁg'r:‘;a'v chickens, young laying
Ascorbic Acid (Vitamin C) BP 100 mg
In the pregnancy period and in
the period of laction especially
in the event of reproduction
function disorders.
31. | M/s. Ningbo Sansheng a) Compound S-GnRHa for Injection Fish breeding China ciqvRbig GAGmim bv _vKvq ciqiRbig GAGmm by _vKig
Pharmaceutical Co. Ltd., (OVUPIN) Arte™b bighy Kiv thtZ Aite™b bigAy Kiv nj |
China (o] |
Domperidone 100 mg + Human Chorionic
(Agro Based Technology Gonadotrophin 0.2 mg/Vial Injection
Centre)
b)  Chorionic Gonadotrophine for Injection HCG induces ovulation and China ciqvRbig GAGmim bv _vKvq ciqiRbig GAGmm by _Kig

(HCG)

Human Chorionic Gonadotrophin
50001U/Ampoule

formation of corpus luteum,
improves the sexual desire of
animal and is used for the
treatment of ovulation
dysfunction, ovarian cyst and
estrualization. It also can be
used to induce breeding of
cultured fish.

Aite™b bighy Kiv thtZ
cii|

Aite™b bigAy Kiv nj |
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32. | Laboratories Ovjero, Spain | a) MASTIVAC Vaccine Acti\ﬁ.imlfluniélation against Spain Abygi~b Kiv thiZ citi | Abygi™b Kivnj |
mastitis of cattle
(Tajarat Animal Care) Composition :

Streptococcus agalactiae 2,25x10°
microorganisms
Streptococcus dysgalactiae 7,5x108
microorganisms
Streptococcus uberis 7,5x108
microorganisms
Streptococcus pyogenes 7,5x108
microorganisms
Strephylococcus aureus 4x10°
microorganisms

Arcanobacterium pyogenes 3x10°
microorganisms

Escherichia coli strain Bovi-10 1,125x10°

microorganisms

Escherichia coli strain Bovi-14 1,125x10°

microorganisms

Escherichia coli strain Bovi-15 1,125x10°

microorganisms

Escherichia coli strain Suis-21 1,125x10°

microorganisms
Escherichia coli strain J5 1,125x10°
microorganisms
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1. | KBNP Inc, Korea a)  Himmvac ND Oil Vaccine Prevention Newcastle disease Korea Abjgv™b Kiv thiZ citi| Absgi™b Kivnj |
in poultry.
(Tajarat Animal Care) Inactivated ND virus (B1) -15%
Marcol 52-58%
Montanide- 7%
b)  Himmvac IB ND Combined Live Vaccine Active immunization against Korea ciquRb thB ieaiq Ae b bigAy ciqvRb thB 1eaiq Aite™b
Infectious Brpnchitis and Kiv thiZ citi I ngAy Kiy nj I
Newcastle Disease Virus (B1) infected fluid-30% | Newcastle Disease.
IB virus (H120) infected fluid — 15%
Stabilizer (LPGG) -20%
Penicillin — 2001U/ml
Streptomycin — 200mcg/ml
¢) Himmvac IB-ND Combined oil vaccine Prevention Infectious Bronchitis Korea Abjgv™b Kiv thiZ citi| Abjgrb Kivnj|

Inactivated IB virus (H-120) -20%
Inactivated ND virus (B1) — 15%
Marcol 52 —58%

Montanide — ™6

Newcastle disease.
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01. | B. Braun Melsungen AG, a) Coroflex Coronary Stent Germany Absgi~b Kiv thiZ cii| Abjgr~h Kivnt jv]
Germany System
Coronary Stent System
(Asia Pacific Medicals Ltd.)
b) Coroflex Please Drug Eluting Stent Coronary Stent Germany Absgi™b Kiv thiZ cii] Abjgr~h Kivnt jv]
System
Coronary Stent System
c) Coroflex Blue Coronary Stent Germany Absgi™b Kiv thiZ cii] Abjgr~h Kivnt jv]
System
Coronary Stent System
d) Se-Quent PTCA Catheter Germany Absgi™b Kiv thiZ cii] Abjgr~h Kivnt jv]
PTCA Catheter
e) Catgut Chrom Natural absorbable | Germany Absgi~b Kiv thiZ cii] Abbgr~h Kivnt jv]
monofilament
Absorbable suture suture.
f)  Silkam General closure of | Germany Absgi~b Kiv thiZ cii] Abjgr~h Kivnt jv]
abdominal
Natural Silk Suture area,gastrointestina
[
tract,nerves,plastic,
dermal,ophthalmic
and dental surgery
g) Dafilon Synthetic Germany Absgi™b Kiv thiZ cii] Abjgr~h Kivnt jv]
absorbable
Nylon Suture monofilament
suture.
02. | Fresenius Medical Care a) Hemodialysis Tubing Set for Single Use Bloodlines are China Absgi™b Kiv thiZ cii] Abjgr~h Kivnt jv]

(Jiangsu) Co. Ltd., China

(Janata Traders)

(Blood Line)

Hemodialysis Tubing Set

intendend for single
use only for extra-
corporeal blood
purification for
human use.
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cYimad™ ARl ViK bs kLv -3/ielea-9/903 ZwilL-10/05/2011 tgiZiieK AeinZ KiiiQ th, gunb
tUWim buigK cizdib ifiqZbigiK iRibikviK 17K inimie ASF$ Kii Jla I WUKv Avg vbri tilRi+kibi Rb”
LAY FCACR | 0@ ST6Y FCACR (T, (MG IO (NG, (T3t @ W Figr 432 Tmiqgub inimie ieteiPZ
niPQ IKS ctqvRb Abiwgr chi crigy tFtUribvix Jla 1 UKy 5Zix ng br etj eZgitb 24(Pietk) U 7k niZ
tFiUnibvix Jla 1 WKy Aug wibi rearb 13giQ hv ciquRibi Zybvg AZ'S- mugZ| 2Quov 1tk MpcwjZ KKk
1 ieovtji Jla 1 WUKv tZgb %Zixl ng bv GgbiK Aig ubl nq by, 1KS rfiqZbig KKz I teovtji Jla hZix
Kii K] mgivs MewcT, cul, KKE, veovtji Jla Aig wbi 1911T 24U tki mit_ iFigZbigtk AS-F
Kiv ntj LigrisMY KgediiUf g~ , YMZgib megZ Jla cite] gunb tUWidmi Avte™b Abivgr 24(Piefk) iU
t1ki AiZii3 1k intmie rfiqZbigtK AS-HBi mgwik Kiv nigiQ]

Teerey @@, Tett-Gi imxiS Abigx 1FUibui Rizig Jla Avg vbri tiiRi=kb ¢ vibi Rb™ DbZ 241U
ttki th tkib GKiUi 1d tmj muidiKU MnY Kiv ng|

Veterinary Medicine Registration-Gi 11T t

K) hi® Drcy”bKvix 17k Awustralia, Austria, Belgium, Canada, Denmark, Finland,
France, Germany, Hungary, Ireland, Italy, Japan, The Netherlands, Norway,
Singapore, Sweden, Switzerland, UK, USA, Russia, Poland, Spain, South
Korea and Czechoslovakia tm 19{T Country of Origin-Gi FSC/CPP MnY Kiv

nq|

L) SeAmasar T A Sfersfie 28t ke =1 @7 wR@ Country of Origin |1
Sferesfie 285 mees @ i @6 s FSC/CPP MnY Kiv ng|

1UKIbK' v mre-KigiUi mfvi AvijwPov I megwik t

Sferesfe faae fo-niZ AvijwPhr ng| rFiqZbigiK 24 W t7iki mi_ AS-F Kiv thiZ citi, A
DrevbKvix £k hi™ D3 251U 17iki ennti ng m T Country of Origin ¢ ¥fsfie 2efs
£71ki th tKvb GKIU 17tki FSC/CPP MnY Kiv thiZ citi|

mfvi APy 1 imxvS-t

Abygn~Z D3 24 WU t7k mi_6 DbZ| rfFiqZbig hi™ , YMZ gib-matb iFiUiibvix Jla Drev'h Kii _viK
o1 o Tferelie 38 T (e (eiore Sithe 89y fAews e fAre vt @3 3 1beUbKZ 11K
thiKib GKiUi 1d-tmj muUidiKU MnY Kii evsjiwes sref*eo8 @a% tiiRi+kb KifZ cii|

HFtUribvix Jla Avg b TitRE-+kb retePbii 11ET rFigZbitgi 1d-tmj milidiKU MntYi ¢ —iebr bikP
Kiv ng|
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2| BtAKkb RiZig ct™1 c'iK mBR cmilt

ierfb cizo GKB gvlvi BbiRKKb/BbidDkibi ierfb ¢'vK mBR Abygi tbi Rb™ ¢ Zie Kti _vtK| gilv GK
nij verfb cWK mBiRi Rb™ 1fb rfb tiiRI=kibi ciqiRb nie Kb, G reliq mxiS- ares | Se=1o3y (@,
Small volume Parenteral GKK gilvi Jla| DbZ ietki werfb tKwacibxi GKB gilvi BbtRKkibi 1erfb
cK mBiR1 Jliai c,K tiiR{=kb MniYi biRi iigiQ]

Actemra 80mg/4ml vial (Tocilizumab 20mg/ml), Actemra 200mg/10ml vial (Tocilizumab
20mg/ml). M/s. F. HOffmann La Roche Ltd., Switzerland-Jla 1bgSY Kigili 238 Zg mfiq
Abyogw™Z|

GKB gilvi BbiRKKb/BbidDkb Riziq ct™i rfb rfb c'iK mBiRi titRi=kibi ieltq mpi 6 mxiS ciqiRb
Ges miKvtii tirfibDi relgUl 1etePbig ivLy ~iKvi|

1UKIbK v j mve-KigiUi mfvi AvtjvPbr I mgwikt

BtAKkb RiZig ct™i GKB Strength-Gi verfb cK mBR-Gi tiiRi<+kb maGtK mfiq 1e”-wiZ AvtjwPby
T | I TS Sreend I @, GKB Strength-Gi verfb /K miBiRi BtAKkibi tKib tKib ct™i GKB
Indication niq _vK, Averi cVK mBiRi ZviZig'i Rb” GKB ct™i 1fb iKg Indication 1™Lv hig|

GKB Strength ietké BtAKkb Rizig ct™i ierfb c'VK miBtRi terfb Indication _yKtj rfb ifb tilRi=+kb
¢ b Kiv thiZ citi] rerfb K mBiRi Indication GKB _Ktj GKB tiiRi=kibi AvlZiq terfb c'K
mBR Abygv™b t7qv thiZ cifi]

mfvi mxiS- t

mficiZ etjb BtAKkb RiZig ci™i GKB tiiRi=kibi AvlZig rfb rfb c 'K mBR Abygi™b Kitj mikyi
iR~ cul niZ etAZ nte|

BtAKkb Rizig Jltai ciziU c'iK mBtRi Rb™ c,K c,K tilRt=kb MntYi mxiS- MpZ nq|

Ab” tKib Avtjv el br _vKig mficiZ gini™g Dol Z mKjiK ab'er™ Avch Kti mfvi mguR tNelYy Ktib]

fgRi tRbitij tgvt Avey Kijig ARV gwei” Ogigly Kiei
gniciiPijK miPe
Jla ckmb Aia™ 1 v criend KW gsYijq
[ [
m™m"-miPe mfvciZ
JlabgSY Kigiu] JlaibgSY KigiU]

Page 137 of 138



MYCRiZSx evsjvt™k miKvi
Jla ckmb Ara”R1
105-106, giZiS§ enYiR'K G juKv
XiKv|
bs-IWG/igm-iimim-5/(Ask-2)/2002/ ZuiL t ------- f------ /2011

Jla ibgSY Kigilli 11 AM-= 2011 ZwiiL AbwZ 240Zg mfvi imxS- tgiZifeK Dutasteride 0.5 mg +
Tamsulosin hydrochloride 0.4 mg Capsule and Tablet Gi Safety, Efficacy and Usefulness ma(iK gZvgZmn
cizte™b tcitYi Rb™ ibtgerYZ ietk LAMEYi mgStq GKIU KigiU MVb Kiv nj t

(TETFSIT TP %)

1] Aa’icK Gg G mijvg, BDIIvjIR vefiM . . . AneigK
eteUZkL gyRe tgVKj 1ekie™"1jq, XiKi|

2| tgRi fRbitij GBP Avi nvii““b, KbmvjibU mRb . . . mm’
eisgvi k Aug, MIRGgGm Aidm, XiKv K'wUbigrU, XiKv]

3| Aa'icK Avtbuqvi““j Bmjvg, BDivjiR et . . . mm’

eteUZKkL gyRe tgNiKj 1ekie™"vjq, XiKi|

D3 KigiUtK Zit™i 1eA gZvgZ tbg qiKvix eivei h vkiN tcitYi Rb" ietk Ifite Abyiva Kiv nj |

tgRi tRbifij tovt Avey Kijig ARV
gniciiPijK
Jla ckimb Aia™ 31
[
m-m"-miPe
JlaibgSY Kigiu]

bs-IWG/igm-iimim-5/(Ask-2)/2002/ ZwiL t ------- [------ /2011

AeMiZ I ciqRbxg e'e v MniYi Rb" Abyjic tciY Kivnj t

1] Aa‘icK Gg G mvjvg, BDtivjiR refi, eleUZKL gyRe tgiKj 1ekie™"1jq, XiKi|
2| tgRi tRbitij GBP A nii““b, KbmvjibU miRb, ewsjit™k Aug, IWRGgGm Aidm, XKy K'wUbigpU, XiKy]
3| AacK Autbigvi““j Bmjvg, BDLivjiR 1iefiM, eteUZKL gyRe tgNiK J 1ekie™"jq, XiKi|

gniciiPiyK
Jla ckimb Aia™ 31|



