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Jla wbqš¿Y KwgwUi 19 Rvbyqvwi 2011 Zvwi‡L AbywôZ 239 Zg mfvi Kvh©weeiYx 

 

 

¯v̂¯’̈  I cwievi Kj¨vY gš¿Yvj‡qi mwPe Rbve gyn¤§` ûgvqyb Kwei Gui mfvcwZ‡Z¡ Jla wbqš¿Y KwgwUi 239 Zg mfv MZ         

19 Rvbyqvwi 2011 Zvwi‡L †ejv 12:00 NwUKvq gš¿Yvj‡qi mfv K‡¶ AbywôZ nq| 

 

mfvq KwgwUi wbgœewY©Z m`m¨MY Dcw ’̄Z wQ‡jb (‡R¨ôZvi µgvbymv‡i bq) t  
 

1| W. cÖvY ‡Mvcvj `Ë, DcvPvh©, e½eÜz †kL gywRe †gwW‡Kj wek¦we`¨vjq, XvKv| 

2| ‡gRi †Rbv‡ij †gvt iweDj †nv‡mb, Kbmvj‡U›U wdwRwkqvb, evsjv‡`k Avg©W †dv‡m©m †gwW‡Kj mvwf©‡mm| 

3| Wvt myevm P› ª̀ mvnv, Dc-cwiPvjK (cÖkvmb), c‡¶ gnvcwiPvjK, ¯̂v¯’̈  Awa`ßi, XvKv| 

4| Wvt ‡gvt AvBbyj nK, c‡¶ gnvcwiPvjK, cÖvYx m¤ú` Awa`ßi, XvKv| 

5| Aa¨vcK dwi`v †eMg, wK¬wbK¨vj dv‡g©mx I dvg©v‡KvjwR wefvM, XvKv wek¦we`¨vjq| 

6| Aa¨vcK ‡gvt AvwRRyj Kvn&nvi, †gwWwmb wefvM, XvKv †gwW‡Kj K‡jR| 

7| Aa¨vcK Wvt G †K Gg kwidzj Bmjvg, Pg© I †hŠb †ivM we‡klÁ, m¨vi mwjgyjvn& †gwW‡Kj K‡jR, XvKv| 

8| Wvt kvgmyb bvnvi †eMg, wefvMxq cÖavb, MvBbx I Ae‡÷wUª· wefvM, m¨vi mwjgyjvn& †gwW‡Kj K‡jR, XvKv| 

9| Aa¨vcK Wv. †gvt BmgvBj Lvb, cÖwZwbwa, dvg©v‡KvjwR wefvM, XvKv †gwW‡Kj K‡jR| 

10| Wv. Avdmvbv Kwig, c‡¶ mfvcwZ, evsjv‡`k †gwW‡Kj G‡mvwm‡qkb, XvKv| 

11| Wv. †gv‡gbyj nK, wmwbqi mn mfvcwZ, evsjv‡`k Jla wkí mwgwZ Ges e¨e ’̄vcbv cwiPvjK, †Rbv‡ij 

dvg©vwmDwUK¨vjm&, wjt| 

12| nvKxg †gvt BDmyd nvi“b fu~Bqv, BDbvbx we‡klÁ, cÖwZwbwa, evsjv‡`k BDbvbx I Avq~‡e©w`K †evW©| 

13| ‡gRi †Rbv‡ij †gvt Aveyj Kvjvg AvRv`, gnvcwiPvjK, Jla cÖkvmb Awa`ßi, XvKv| 

 

mfvq Av‡jvP¨ welq mg~n wbgœiƒc t 

 

1| weMZ 22-10-2009 Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 238 Zg mfvi Kvh©weeiYx wbwðZKiY cÖm‡½| 

2| Jla wbqš¿Y KwgwUi †UKwbK¨vj mve KwgwUi MZ 05-05-2010 Zvwi‡L AbywôZ 56 Zg mfvi mycvwikmg~‡ni 

wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½| 

3| ¯v̂¯’̈  I cwievi Kj¨vY gš¿Yvj‡qi ¯§viK bs-Rb¯v̂¯’̈ -1/Jla-6/2007/329, ZvwiL 24-11-2010 †gvZv‡eK AwZ 

DcKvix cÖvYx kKzb i¶v Ges A¨vb_ªv·mn Ab¨vb¨ †iv‡Mi cÖ‡Kvc eÜKivi j‡¶¨ evsjv‡`‡k cï wPwKrmvq e¨eüZ 

WvB‡K¬v‡dbvK RvZxq Jla Drcv`b eÜ Kwievi Ri“ix c`‡¶c MÖnY Kiv cÖm‡½| 

 

4| mfvcwZ g‡nv`‡qi AbygwZµ‡g †h †Kvb welq| 

 

mfvq DcwiD³ welqmg~n we¯—vwiZ Av‡jvPbv c~e©K wbgœewY©Z mycvwik/wm×všÍ MÖnY Kiv nBj t 

 

1| weMZ 22-10-2009 Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 238 Zg mfvi Kvh©weeiYx wbwðZKiY cÖm‡½| 

 

 Av‡jvPbv t  

mfvq 238 Zg mfvi Kvh©weeiYx Dc¯’vwcZ nq| mwPe g‡nv`q e‡jb `xN©w`b ci mfv AbywôZ nB‡Z‡Q| D³ mfv 

Av‡iv Nb Nb AbywôZ nIqv cÖ‡qvRb| Jla wkí mwgwZi wmwbqi mn-mfvcwZ Wvt †gvwgbyj nK e‡jb `xN© weiwZi 

ci mfv AbywôZ nB‡j †`k bZzb bZzb Jla nB‡Z ewÂZ nq| 

 

MZ 22-10-2010 Zvwi‡L AbywôZ 238 mfvi Kvh©weeiYx h_vh_fv‡e wjwce× Kiv nBqv‡Q ewjqv m`m¨MY 

gZcÖKvk K‡ib| 

 

wm×všÍ t  

(1) Jla wbqš¿Y KwgwUi 238 Zg mfvi Kvh©weeiYx wbwðZ Kiv nq| 

(2) Av‡iv Nb Nb mfv Abyôv‡bi e¨e¯’v MÖn‡Yi Rb¨ gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K Aby‡iva Kiv nq| 
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2|  mfvq wb‡gœ ewY©Z ’̄vbxq Drcv`b I Avg`vbxi Rb¨ bZzb Jla I cÖPwjZ Jl‡ai bZzb gvÎvi Jla (wnDg¨vb I ‡f‡Uwibvix) Ges Avg v̀bxi Rb¨ †gwW‡Kj wWfvB‡mm Gi †iwR‡÷ªkb m¤ú‡K© 

we¯—vwiZ Av‡jvPbv Kwiqv wb‡gœv³ wm×všÍ M„nxZ nq t 

 

2.1 Proposed Product for Locally Manufacture ( Human) 
 

bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 
(New Molecule/ 

Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

01. The Ibn Sina 
Pharmaceuticals Ltd. 

a) Tadalafil 20 mg Tablet 
 
Tadalafil INN 20 mg 

Treatment of 
pulmonary arterial 
hypertension. 
 

New USFDA Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv 

Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  b) Milnacipran HCl 25 mg Tablet 
 
Milnacipran Hydrochloride INN 25 mg 

It is indicated for the 
management of 
fibromyalgia. 
 
 

New USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  c) Milnacipran HCl 50 mg Tablet 
 
Milnacipran Hydrochloride INN 50 mg 

-do- 
 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Lacosamide 100 mg Tablet 
 
Lacosamide INN 100 mg 

Indicated as 
adjunctive therapy in 
the treatment of 
partial-onset seizures 
in patients with 
epilepsy aged 17 
years and older and 
in the treatment of 
diabetic neuropathic 
pain.  

New USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  e) Lacosamide 200 mg Tablet 
 
Lacosamide INN 200 mg 

-do- 
 
 

New USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  f) Saxagliptin 2.5 mg Tablet 
 
Saxagliptin Hydrochloride INN 2.79 mg (eq. to 2.5 
mg Saxagliptin) 

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

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  g) Saxagliptin 5 mg Tablet 
 
Saxagliptin Hydrochloride INN 5.58 mg (eq. to 
Saxagliptin 5 mg) 

-do- 
 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 The Ibn Sina 
Pharmaceuticals Ltd. 

h) Telavancin 250 mg/Vial IV Injection  
 
Telavancin Hydrochloride INN 255.308 mg (eq. to 
Telavancin 250 mg)/Vial 

Complicated skin and 
skin structure 
infections. 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  i) Telavancin 750 mg/Vial IV Injection 
 
Telavancin Hydrochloride INN 765.924 mg (eq. to 
Telavancin 750 mg)/Vial 

Complicated skin and 
skin structure 
infections. 

 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  j) Prasugrel 5 mg Tablet 
 
Prasugrel Hydrochloride INN 5.49 mg (Eq. to 
Prasugrel 5 mg) 

Indicated for the 
prevention of 
atherothrombotic 
events in patients 
with acute coronary 
syndrome. 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  k) Prasugrel 10 mg Tablet 
 
Prasugrel Hydrochloride INN 10.98 mg (Eq. to 
Prasugrel 10 mg) 

-do- 
 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  l) Ganciclovir 0.15% w/w Ophthalmic Gel 
 
Ganciclovir INN 0.150 gm/100 gm 

Indicated for the 
treatment of acute 
herpetic keratitis 
(dendritic ulcers). 
 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  m) Bepotastine Besilate 1.5% w/v Ophthalmic 
Solution 
 
Bepotastine Besilate INN 1.50 gm/100 ml 

Indicated in itching 
associated with sign 
and symptoms of 
allergic conjunctivitis. 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  n) Cyclobenzaprine Hydrochloride 15 mg 
Extended Release Capsule 
 
Cyclobenzaprine Hydrochloride Extended release 
pellets Potency 6% Ph. Gr. 250 mg Contains 
Cyclobenzaprine Hydrochloride USP 15 mg 

Indicated as an 
adjunct to rest and 
physical therapy for 
relief of muscle 
spasm associated 
with acute, painful 
musculoskeletal 
conditions.  

New USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj|| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 The Ibn Sina 
Pharmaceuticals Ltd. 

o) Cyclobenzaprine Hydrochloride 30 mg 
Extended Release Capsule 
 
Cyclobenzaprine Hydrochloride Extended release 
pellets Potency 12% Ph. Gr. 250  mg contains 
Cyclobenzaprine Hydrochloride 30 mg 
 

-do- 

New USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  p) Rifamixin 200mg Tablet 
 
Rifamixin INN 200mg 

For the treatment of 
travelers diarrhea 
caused by 
noninvasive strains of 
Escherichia coli. 
Rifamixin tablets 
should not be used in 
patients with diarrhea 
complicated by fever 
or blood in the stool 
or diarrhea due to 
pathogens other than 
Escherichia coli. 

New  cÖ‡qvRb bvB weavq wWwmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi wm×vš— envj ivLv 

hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

02. Orion Laboratories Ltd. a) Magaldrate 480 mg +  Simethicone 20 mg 
Chewable Tablet 
 
Magaldrate USP 480 mg + Simethicone USP 20 
mg 

It is indicated for 
Stomach Ulcer, Ulcer 
of Duodenum. 
 
 

480 mg + 20 mg/5 
ml Suspension 

 Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Magaldrate 1080 mg +  Simethicone 30 mg DS 
Chewable Tablet 
 
Magaldrate USP 1080 mg + Simethicone USP 30 
mg 

It is indicated for 
Stomach Ulcer, Ulcer 
of Duodenum. 
 
 

-do-  cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  c) Iron Sucrose 200 mg/10 ml Ampoule 
 
Iron Sucrose USP 5.13 gm (eq. to Elemental Iron 
200 mg)/10 ml 

Anaemic pregnant 
women, women of 
child bearing age 
specially those with 
heavy menstrual loss. 
 

100 mg/5 ml 
Injection 

USFDA 
 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  d) Butamirate Citrate 15 mg/10 ml Syrup 
 
Butamirate Citrate BP 150 mg/100 ml 

It is indicated in acute 
cough of any etiology, 
pre and post 
operative cough 
sedation for surgical 
procedures and 
bronchoscopy. 
 

50 mg Tablet  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

03. Square Pharmaceuticals 
Ltd., Pabna 

a) Naproxen 1000 mg SR Tablet 
 
Naproxen Sodium USP 1095.50 mg (eq. to 1000 
mg Naproxen USP) 

Treatment of 
rheumatoid arthritis, 
osteoarthritis, 
ankylosing  
spondylitis and for the 
relief of chronic pain. 
 

250 mg & 500 mg 
Tab. & 

Suppository 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  b) Cetirizine HCl  5 mg + Pseudoephedrine HCl 
120 mg ER Tablet 
 
Cetirizine Hydrochloride BP 5 mg + 
Pseudoephedrine Hydrochloride USP 120 mg 

Indicated for the relief 
of nasal and non-
nasal symptoms 
associated with 
seasonal or perennial 
allergic rhinitis in 
adults and children of 
12 years old. 

New USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  c) Light Liquid Paraffin 3% + White Soft Paraffin 
8% Lotion 
 
Light Liquid Paraffin BP 3 gm + White Soft Paraffin 
BP 8 gm/100 gm 
 
 

To treat dry skin 
conditions. 
 
 

New  Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Mifepristone 200 mg Tablet 
 
Mifepristone INN 200 mg 

It is indicated for the 
medical termination 
of intrauterine 
pregnancy through 49 
days. 
 

New USFDA 
BNF-57 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  e) Alfacalcidol 0.50 mcg LFHG Capsule 
 
Alfacalcidol BP 0.50 mcg 

Renal 
osteodystrophy, 
Hyperparathyroidism, 
Neonatal 
hypocalcaemia, 
Nutritional and 
malabsorptive rickets 
and osteomalacia. 

250 mg Cap. 
1 mcg Tab. 

0.500 mcg Tab. 

BNF-57 
Page -541 

(as Capsule) 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  f) Alfacalcidol 1 mcg LFHG Capsule 
 
Alfacalcidol BP 1 mcg 

-do- 
-do- BNF-57 

Page -542 
(as Capsule) 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  g) Alfacalcidol 2 mcg/ml Injection  Ampoule  
 
Alfacalcidol BP 2 mcg/ml 

-do- 
 
 

-do- BNF-57 
Page -542 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Square Pharmaceuticals 
Ltd., Pabna 

h) Alfacalcidol 2 mcg/ml Oral Drops 
 
Alfacalcidol BP 2 mcg/ml 

Renal 
osteodystrophy, 
Hyperparathyroidism, 
Neonatal 
hypocalcaemia, 
Nutritional and 
malabsorptive rickets 
and osteomalacia. 

250 mg Cap. 
1 mcg Tab. 

0.500 mcg Tab. 

BNF-57 

Page -533 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  i) Pioglitazone 15 mg + Metformin HCl 1000 mg 
Extended Release Tablet 
 
Pioglitazone Hydrochloride INN 16.530 mg (eq. to 
Pioglitazone 15 mg) + Metformin Hydrochloride 
Extended Release Granules 60% w/w Ph. Gr. 
1666.667 mg (contains : Metformin Hydrochloride 
BP 1000 mg) 

Indicated as an 
adjunct to diet and 
exercise to improve 
glycemic control in 
patients with type 2 
diabetes who are 
already treated with a 
combination of 
pioglitazone and 
metformin. 

Metformin 500 mg 
+ Pioglitazone 15 

mg Tablet 
& 

Metformin 850 mg 
+ Pioglitazone 15 

mg Tablet 
 

USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  j) Pioglitazone 30 mg + Metformin HCl 1000 mg 
Extended Release Tablet 
 
Pioglitazone Hydrochloride INN 33.060 mg (eq. to 
Pioglitazone 30 mg) + Metformin Hydrochloride 
Extended Release Granules 60% w/w Ph. Gr. 
1666.667 mg (Contins :  Metformin Hydrochloride 
BP 1000 mg) 

-do- 

-do- USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  k) Loperamide HCl 1 mg/5ml Syrup  
 
Loperamide Hydrochloride USP 1 mg/5ml 

Indicated for the 
control and 
symptomatic relief of 
acute diarrhea and of 
chronic diarrhea 
associated with 
inflammatory bowel 
disease. 

2 mg Capsule BNF-57 
USFDA  

4(Pvi) eQ‡ii wb‡P wkï‡`i 

†¶‡Î e¨envi SzuwKc~Y© weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

4(Pvi) eQ‡ii wb‡P wkï‡`i †¶‡Î 

e¨envi SzuwKc~Y© weavq Av‡e`b 

bvgÄyi Kiv nBj| 

  l) Racecadotril 100 mg Capsule 
 
Racecadotril INN 100 mg 

Indicated for 
symptomatic 
treatment 
supplementary oral 
rehydration in acute 
diarrhea. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Square Pharmaceuticals 
Ltd., Pabna 

m) Alvimopan 12 mg Capsule 
 
Alvimopan INN 12 mg 

Indicated to 
accelerate the time to 
gastrointestinal 
recovery following 
partial large or small 
bowel resection in 
patients at least 18 
years of age. 
It is a µ-opioid 
receptor antagonist 
that prevents the 
peripheral GI effects 
of opioids on motility 
and secretion without 
reversing the central 
analgesia provided.  

New USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  n) Simethicone 80 mg Chewable Tablet 
 
Simethicone 100 DC grade Ph. Gr. (60%) 133.333 
mg (eq. to Simethicone USP 80 mg) 

Flatulence, 
abdominal distension, 
fullness, gas and 
windy colics.  
It is used for relief of 
the painful symptoms 
of excess gas in the 
digestive tract. Such 
gas is frequently 
caused by excessive 
swallowing of air or 
by eating foods that 
disagree. 

67 mg/ml 
Paediatric Drops 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  o) Calcium 500 mg + Vitamin D3 440 IU/Sachet 
 
Calcium Carbonate BP 1250 mg (eq. to 500 mg 
Elemental Calcium) + Colecalciferol BP (Dry 
Vitamin D3) 4.40 mg  (eq. to 440 IU Vitamin D3) 

Correction of Vitamin 
D and calcium 
combined deficiency 
in elderly people. 
Vitamin D and 
calcium 
supplementation as 
an adjunct to specific 
therapy for 
osteoporosis 
treatment in patients 
with established, or at 
high risk of  
Vitamin D and 
calcium combined 
deficiencies. 

Calcium 500 mg + 
Vit. D3  200IU 

Tablet. 

BNF-57 cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
Aby‡gv`b Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Square Pharmaceuticals 
Ltd., Pabna 

p) Pizotifen 0.25mg/5 ml Syrup 
 
Pizotifen Maleate BP 7.30 mg (eq. to Pizotifen 5 
mg) /100 ml 

Anorexia of somatic 
or psychogenic origin 
in underweight 
patients, 
supplementary to the 
treatment of 
underlying condition 
such as infectious or 
parasitic diseases, 
chronic diarrhea, 
anorexia nervosa or 
depressive states in 
the elderly. 

500 mcg & 1.5 mg 
Tablet 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  q) Flucytosine 500 mg Capsule 
 
Flucytosine BP 500 mg 

Treatment of serious 
infections caused by 
susceptible strains of 
Candida and/or 
Cryptococcus, 
Candida: Septicemia, 
endocarditis and 
urinary system 
infections have been 
effectively treated 
with flucytosine.  

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  r) Glimepiride 6 mg Tablet 
 
Glimepiride USP 6 mg 

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

1 mg, 2 mg & 4 
mg Tablet 

USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  s) Glimepiride 8 mg Tablet 
 
Glimepiride USP 8 mg 
 
 

-do- -do- USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  t) Carvedilol Phosphate 10 mg CR Capsule 
 
Carvedilol Phosphate Controlled Release Pellets 
20% w/w Ph. Gr. 50 mg contains : Carvedilol 
Phosphate INN 10 mg 
 

Hypertension, heart 
failure and 
myocardial infarction  

3.125 mg, 6.25 
mg, 12.50 mg & 

25 mg Tablet 

USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Square Pharmaceuticals 
Ltd., Pabna 

u) Carvedilol Phosphate 20 mg CR Capsule 
 
Carvedilol Phosphate Controlled Release Pellets 
20% w/w Ph. Gr. 100 mg Contains : Carvedilol 
Phosphate INN 20 mg 
 

Hypertension, heart 
failure and 
myocardial infarction  

3.125 mg, 6.25 
mg, 12.50 mg & 

25 mg Tablet 

USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  v) Carvedilol Phosphate 40 mg CR Capsule 
 
Carvedilol Phosphate Controlled Release Pellets 
20% w/w Ph. Gr. 200 mg Contains : Carvedilol 
Phosphate INN 40 mg 
 

-do- 

-do- USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  w) Carvedilol Phosphate 80 mg CR Capsule 
 
Carvedilol Phosphate Controlled Release Pellets 
20% w/w Ph. Gr. 400 mg Contains : Carvedilol 
Phosphate INN 80 mg 
 

-do- 

-do- USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  x) Gabapentin 250 mg/5ml Syrup 
 
Gabapentin USP 5 gm/100 ml 
 
 
 

Postherpetic 
Neuralgia and 
Epilepsy. 

300 mg & 600 mg 
Tab. 

USFDA 
 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  y) Amlodipine 5 mg + Hydrochlorothiazide 12.5 
mg + Valsartan 160 mg Tablet 
 
Amlodipine Besilate BP 7.00 mg eq. to 5 mg 
Amlodipine + Hydrochlorothiazide BP 12.50 mg + 
Valsartan USP 160 mg 
 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  z) Amlodipine 5 mg + Hydrochlorothiazide 25 mg 
+ Valsartan 160 mg Tablet 
 
 
Amlodipine Besilate BP 7.00 mg eq. to 5 mg 
Amlodipine + Hydrochlorothiazide BP 25 mg + 
Valsartan USP 160 mg 
 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Square Pharmaceuticals 
Ltd., Pabna 

aa) Amlodipine 10 mg + Hydrochlorothiazide 12.50 
mg + Valsartan 160 mg Tablet 
 
 
Amlodipine Besilate BP 14.00 mg eq. to 10 mg 
Amlodipine + Hydrochlorothiazide BP 12.50 mg + 
Valsartan USP 160 mg 
 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  ab) Amlodipine 10 mg + Hydrochlorothiazide 25 mg 
+ Valsartan 160 mg Tablet 
 
 
Amlodipine Besilate BP 14.00 mg eq. to 10 mg 
Amlodipine + Hydrochlorothiazide BP 25 mg + 
Valsartan USP 160 mg 
 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  ac) Amlodipine 10 mg + Hydrochlorothiazide 25 mg 
+ Valsartan 320 mg Tablet 
 
 
Amlodipine Besilate BP 14.00 mg eq. to 10 mg 
Amlodipine + Hydrochlorothiazide BP 25 mg + 
Valsartan USP 320 mg 
 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  ad) Amlodipine BP 5mg + Olmesartan Medoxomil 
40mg Tablet 
 
 
Amlodipine Besilate BP 7.00 mg eq. to Amlodipine 
BP 5mg + Olmesartan Medoxomil INN 40mg 

Treatment of 
hypertension. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  ae) Amlodipine BP 10mg + Olmesartan Medoxomil 
20mg Tablet 
 
 
Amlodipine Besilate BP 14.00 mg eq. to 
Amlodipine BP 10mg + Olmesartan Medoxomil 
INN 20mg 
 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 
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Av‡e`bKvix 
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BNF or USFDA 
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56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Square Pharmaceuticals 
Ltd., Pabna 

af) Amlodipine BP 10mg + Olmesartan Medoxomil 
40mg Tablet 
 
 
Amlodipine Besilate BP 14.00 mg eq. to 
Amlodipine BP 10mg + Olmesartan Medoxomil 
INN 40mg 
 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  ag) Ascorbic Acid 1000mg + Elemental Zinc 10 mg 
Effervescent Tablet 
 
Ascorbic Acid BP 1000 mg + Zinc Sulphate 
Monohydrate USP 27.45 mg (eq. to. 10 mg 
Elemental Zinc) 
 

To maintain body 
immune system. 

New  
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  ah) Atomoxetine 10 mg Tablet 
 
Atomoxetine Hydrochloride INN 11.40 mg (eq. to 
Atomoxetine 10 mg) 

Attention deficit 
hyperactivity disorder 
(initiated by a 
specialist physician 
experienced in 
managing the 
condition). 
 

New BNF-57 
Page 217 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  ai) Zuclopenthixol Acetate 50 mg/ml Injection 
Ampoule 
 
Zuclopenthixol Acetate BP 50 mg/ml 

Short term 
management of acute 
psychosis, mania, or 
exacerbations of 
chronic psychosis. 
 

New BNF-57 
Page-197 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  aj) Zuclopenthixol Decanoate 200 mg/ml Injection 
Ampoule 
 
Zuclopenthixol Acetate BP 200 mg/ml 
 
 
 

-do- New BNF-57 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Square Pharmaceuticals 
Ltd., Pabna 

ak) Light Liquid Paraffin 6 gm + White Soft Paraffin 
15 gm/100 gm Cream 
 
Light Liquid Paraffin BP 6 gm + White Soft Paraffin 
BP 15 gm/100 gm 
 

To treat dry skin 
conditions. 

New  
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  al) Tapentadol 50 mg Tablet 
 
Tapentadol Hydrochloride INN 58.245 mg eq. to 
50 mg Tapentadol 

Indicated for the relief 
of moderate to severe 
acute pain in patients 
18 years of age or 
older. 
 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  am) Tapentadol 75 mg Tablet 
 
Tapentadol Hydrochloride INN 87.367 mg eq. to 
75 mg Tapentadol 
 

-do- 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  an) Tapentadol 100 mg Tablet 
 
Tapentadol Hydrochloride INN 116.49 mg eq. to 
100 mg Tapentadol 
 

-do- 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  ao) Doripenem 500 mg / Vial IV Injection 
 
Doripenem Monohydrate INN 521.403mg  (eq. to 
Doripenem 500mg) /Vial 

It is indicated in the 
treatment of 
complicated Intra-
abdominal Infections,  
Complicated UTI, 
including 
pyelonephritis and 
Nosocomial 
pneumonia and early-
onset VAP(Ventilator-
associated 
pneumonia). 

New USFDA 
BNF-58 

 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  ap) Nitrofurantoin 25 mg/5ml Oral Suspension 
 
Nitrofurantoin BP 25 mg/5ml 

Urinary tract Infection 
due to susceptible 
strains of 
escherichiacoli, 
enterococci, 
staphylococcus 
aureus. 
 

100 mg Tablet USFDA 
BNF-58 

 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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mfvi wm×vš— 

 Square Pharmaceuticals 
Ltd., Pabna 

aq) Piperacillin 3 gm + Tazobactam 375 mg/Vial  IV 
Injection 
 
Piperacillin Sodium USP 3.135 gm (eq. to 
Piperacillin 3 gm) + Tazobactam Sodium INN 
0.404 gm (eq. to Tazobactam 375 mg)/Vial 

Lower respiratory 
tract infections, 
Urinary tract 
infections, intra 
abdominal infections, 
uncomplicated skin 
and skin structure 
infections 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  ar) Piperacillin 2 gm + Tazobactam 250 mg/Vial  IV 
Injection 
 
Piperacillin Sodium USP 2.09 gm (eq. to 
Piperacillin 2 gm) + Tazobactam Sodium INN 
0.269 gm (eq. to Tazobactam 250 mg)/Vial 
 

-do- 

New USFDA 
BNF-58 

Page-301 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  as) Amlodipine 5 mg + Atorvastatin 20 mg FC 
Tablet 
 
Amlodipine Besilate BP 7 mg eq. to Amlodipine 5 
mg + Atorvastatin Calcium INN 20.72  mg eq. to 
Atorvastatin 20 mg 
 

Hyperlipidemia with 
hypertension or 
angina. 

5 mg + 10 mg 
Tablet 

USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  at) Ambrisentan 5 mg Tablet 
 
Ambrisentan INN 5 mg 

It is indicated for the 
treatment of patients 
with pulmonary 
arterial hypertension 
(PAH) classified as 
WHO functional class 
II and III, to improve 
exercise. Efficacy has 
been shown in 
idiopathic PAH 
(IPAH) and PAH 
associated with 
connective tissue 
disease. 

New BNF-58 
Page : 96 
USFDA 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  au) Ambrisentan 10 mg Tablet 
 
Ambrisentan INN 10 mg 
 

-do- New BNF-58 
Page : 96 
USFDA 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 



Page 14 of 78 
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 Square Pharmaceuticals 
Ltd., Pabna 

av) Guanethidine Monosulfate 10 mg Tablet 
 
Guanethidine Monosulphate BP 10 mg 

It is indicated for the 
treatment of 
moderate and severe 
hypertension, either 
alone or as an 
adjunct, and for the 
treatment of renal 
hypertension, 
including that 
secondary to 
pyelonephritis, renal 
amyloidosis, and 
renal artery stenosis 

New USFDA 
 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  aw) Guanethidine Monosulfate 25 mg Tablet 
 
Guanethidine Monosulphate BP 25 mg 
 
 

-do- New USFDA 
 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  ax) Moxonidine 0.20 mg Tablet 
 
Moxonidine BP 0.20 mg 

Mild to moderate 
essential 
hypertension 
 

New BNF-58 
Page 99 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  ay) Moxonidine 0.30 mg Tablet 
 
Moxonidine BP 0.30 mg 
 
 

-do- New BNF-58 
Page 99 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  az) Moxonidine 0.40 mg Tablet 
 
Moxonidine BP 0.40 mg 
 
 

-do- New BNF-58 
Page 99 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

05. Square Pharma Ltd., 
Gazipur 
 

a) Anhydrous Caffeine 30 mg/3 ml Injection 
 
Anhydrous Caffeine BP 30 mg/3 ml 

Indicated for the short 
term treatment of 
apnea of prematurity. 
 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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06. Opsonin Pharma Ltd. a) Ondansetron 16 mg Suppository 
 
Ondansetron Hydrochloride USP 19.955 mg (eq. 
to Ondansetron 16 mg) 

Indicated for the 
management of 
nausea and vomiting 
induced by cytotoxic 
chemotherapy and 
radiotherapy for the 
prevention of post 
operative nausea and 
vomiting in adults and 
for diarrhea induced 
nausea and vomiting. 

4 mg & 8 mg 
Tablet  
2mg/ml Injection 

BNF-58 
Page : 230 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Pizotifen 5 mg/100 ml Elixir 
 
Pizotifen Maleate BP 7.269 mg (eq. to Pizotifen 5 
mg) 

Indicated for the 
prophylactic 
treatment of vascular 
headaches of the 
migraine type such as 
classical migraine, 
common migraine 
and cluster 
headache. 

500 mcg & 1.5 mg 
Tablet 

BNF-57 
(Page 248) 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

07. Pharmasia Limited a) Multivitamin-Multimineral Sprinkle 
 
 
Each sachet contain one gram micronutrient mix 
including  
Vitamin A  (Vitamin A Acetate) USP 0.400 mg,  
Vitamin E USP 5.000 mg 
Vitamin D USP 5.000 mcg 
Vitamin C ( Ascorbic Acid) USP 30.000 mg 
Vitamin B12 (Cyanocobalamin) BP 0.900 mcg,  
Vitamin B1 (Thiamine Mononitrate) BP 0.500 mg, 
Vitamin B2 (Riboflavin) BP 0.500   mg,  
Vitamin B6 (Pyridoxine Hydrochloride) BP 0.500 
mg, Folic Acid BP 0.150 mg,  
Nicotinic Acid BP 6.000 mg,  
Iron (as encapsulated Ferrous Fumarate) BP 
12.500 mg, Zinc ( as Gluconate) USP 4.100 mg,  
Copper USP 0.560 mg 
Iodine (as Potassium Iodide) USP 90.000 mcg  
Selenium USP 17.000  mcg 

It is indicated to meet 
the increased 
demands of vitamins 
and minerals for 
growing children. This 
preparation is also 
indicated for the 
prevention and 
treatment of vitamins 
and minerals 
deficiencies and lack 
of appetite of 
children.      

New 
 

 
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i| 

AvcvZZt ’̄wMZ ivLv nBj| 
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 Pharmasia Limited b) Ramelteon 8 mg Tablet 
 
Ramelteon INN 8 mg 

Indicated for the 
treatment of insomnia 
characterized by 
difficulty with sleep 
onset. 
 

New USFDA 
approved 
(July 22, 2005) 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Lithium 120 mg Tablet 
 
Lithium Orotate INN 120 mg 

Mood stabilizer, 
treatment of bipolar 
disorder since, unlike 
most other mood 
altering drugs, they 
counteract both 
mania and 
depression. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

Psychiatric Patients-‡`i 

wPwKrmvq e¨envi nq weavq 

JlawUi Safety, Efficacy 
m¤ú‡K© gZvgZ cÖ̀ v‡bi Rb¨ 

Aa¨vcK ‡Mvjvg ieŸvbx, cwiPvjK, 

RvZxq gvbwmK ¯̂v ’̄̈  Bwbw÷wUDU 

Ges Aa¨vcK IqvwRDj Avjg 

†PŠayix, RvZxq gvbwmK ¯̂v ’̄̈  

Bwbw÷wUDU Gi wbKU †cÖiY Kiv 

hvB‡Z cv‡i| 

  d) Atorvastatin 10 mg + Niacin 375 mg Capsule 
 
Atorvastatin Calcium trihydrate INN 10.82 mg equ. 
to Atorvastatin 10 mg + Niacin USP 375 mg 

Antihyperlipidemia & 
Prevention of 
Cardiovascular 
disease. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvw`Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  e) Atorvastatin 10 mg + Niacin 500 Capsule 
 
Atorvastatin Calcium trihydrate INN 10.82 mg equ. 
to Atorvastatin 10 mg  + Niacin USP 500 mg 
Capsule 

Antihyperlipidemia & 
Prevention of 
Cardiovascular 
disease. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  f) Metaxalone 400 mg  + Diclofenac Potassium 50 
mgTablet 
 
Metaxalone INN 400 mg + Diclofenac Potassium 
BP 50 mg Tablet 

Primary 
dysmenorrhea, mild 
to moderate pain, 
sign & symptoms of 
osteoarthritis & 
rheumatoid arthritis. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  g) Paracetamol  500 mg + Pamabrom 25 mg 
Tablet 
 
Paracetamol BP 500 mg + Pamabrom USP25 mg 
Tablet 
 

Premenstrual & 
Menstrual pain. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 



Page 17 of 78 

 
bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 
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Av‡e`bKvix 
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mfvi wm×vš— 

 Pharmasia Limited h) Doxylamine Succinate 10 mg + Pyridoxine HCl 
10 mg Extended release Tablet 
 
Doxylamine Succinate USP 10 mg + Pyridoxine 
HCl BP 10 mg Tablet 

Nausea & vomiting 
during pregnancy. 

New USFDA 
approved 
 

GB Kw¤‡̂bkb cÖ‡qvRb bvB 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

GB Kw¤‡̂bkb cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  i) Alvimopan 12 mg Capsule 
 
Alvimopan INN 12 mg 

Indicated in patients 
to avoid 
postoperative ileum 
following partial large 
or small bowel 
resection with primary 
anastomosis. 

New USFDA  
 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  j) Mesalazine 250 mg ER Capsule 
 
Mesalazine Extended Release Granules 300 mg  
Ph Gr contains Mesalazine USP 250 mg 

Ulcerative colitis. New BNF-58 (page-
54) &  
USFDA  

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  k) Mesalazine 500 mg ER Capsule 
 
Mesalazine Extended Release Granules 600 mg  
Ph Gr contains  Mesalazine USP 500 mg 

Ulcerative colitis. 
 
 

New BNF-58 (page-
54) &  
USFDA  

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  l) Halobetasol 0.05% Ointment 
 
Halobetasol Propionate (Microfine) INN 0.050 
gm/100 gm 

For the treatment of 
variety of skin 
conditions (e.g., 
eczema,  dermatitis, 
allergies, rash). 
 

New USFDA  
 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  m) Ceftibuten  400 mg Capsule 
 
Ceftibuten Dihydrate INN 435.085 mg eq. to 
Ceftibuten 400 mg 

Acute bacterial 
Exacerbations of 
Chronic Bronchitis, 
Actute bacterial Otitis 
Media, Pharyngitis , 
Pharynsitis & 
Pneumonia. 
 

New USFDA  
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  n) Ceftibuten 90 mg/5 ml Powder for Suspension 
 
Ceftibuten Dihydrate INN 1.958 gm eq. to 
Ceftibuten 1.80 gm/100 ml 

-do- 
 
 
 

New USFDA  
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Pharmasia Limited o) Amlodipine 5 mg + Telmisartan 80 mg Tablet 
 
Amlodipine besilate BP 6.94 mg equ. to 
Amlodipine 5 mg & Telmisartan INN 80 mg Tablet 

Treatment of 
hypertension, chronic 
stable angina & 
Vasospasmatic 
angina. 
 

New USFDA  
 

GB Kw¤‡̂bkb cÖ‡qvRb bvB 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

GB Kw¤‡̂bkb cÖ‡qvRb bvB weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  p) Amlodipine 5 mg + Telmisartan 40 mg Tablet 
 
Amlodipine besilate BP 6.94 mg equ. to 
Amlodipine 5 mg & Telmisartan INN 40 mg 

Treatment of 
hypertension, chronic 
stable angina & 
Vasospasmatic 
angina. 
 

New USFDA  
 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  q) Chlorpheniramine Maleate 2 mg + Codeine  10 
mg Extended release suspension 
 
Chlorpheniramine maleate  (as Polistirex complex) 
BP 2 mg & Codeine  (as Polistirex complex)  USP 
10 mg / 5 ml 

Cough, runny nose, 
sneezing, itching of 
the nose or throat, 
and itchy watery eyes 
due to hay fever. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  r) Chlorpheniramine Maleate 4 mg + Codeine 20 
mg/5 ml Extended release suspension 
 
Chlorpheniramine maleate  (as Polistirex complex)  
BP 4 mg & Codeine  (as Polistirex complex) USP 
20 mg / 5 ml 

Cough, runny nose, 
sneezing, itching of 
the nose or throat, 
and itchy watery eyes 
due to hay fever. 
 

New USFDA  
 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  s) Chlorpheniramine  Maleate 4 mg + Codeine 10 
mg  Tablet 
 
Chlorpheniramine maleateBP  4 mg & Codeine 
USP 10 mg Tablet 

Cough, runny nose, 
sneezing, itching of 
the nose or throat, 
and itchy watery eyes 
due to hay fever. 
 

New  
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  t) Chlorpheniramine Maleate 4 mg + Codeine 20 
mg Tablet  
 
Chlorpheniramine maleate BP 4 mg & Codeine 
USP 20 mg Tablet 

Cough, runny nose, 
sneezing, itching of 
the nose or throat, 
and itchy watery eyes 
due to hay fever 
 

New USFDA  
 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  u) Fluocinolone Acetonide 0.01% + 
Hydroquinolone 4% + Tretinoin 0.05% Cream 
 
Fluocinolone acetonide (Microfine) BP 0.01%+ 
Hydroquinolone (Microfine) USP 4%+Tretinoin 
(Microfine) BP 0.05% Cream 

Moderate to severe 
melasma of the face. 

New USFDA  
 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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08. Monicopharma Ltd. a) Cefixime Granules 50 mg Sachet 
 
Cefixime Granules USP 50 mg/Sachet 

Treatment of urinary 
tract infections, upper 
and lower respiratory 
tract infections, acute 
otitis media, 
gonococcal urethritis 
and enteric fever. 
 

100 mg, 200 mg & 
400 mg Capsule 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  b) Ezetimibe 10 mg + Simvastatin 20 mg Tablet 
 
Ezetimibe INN 10 mg + Simvastatin USP 20 mg 

Indicated for the 
reduction of elevated 
total-C and LDL-C 
levels in adult and 
adolescent (10 to 70 
years of age) patients 
with HoFH. Patients 
may also receive 
adjunctive 
treatments. 

New USFDA 
BNF-55 

Kw¤̂‡bkb AcÖ‡qvRbxq weavq 

wWwmwm-Gi 238 Zg     mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

 

Kw¤‡̂bkb AcÖ‡qvRbxq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

 

  c) Febuxostat 40 mg Tablet 
 
Febuxostat INN 40 mg 

Indicated for the long 
term management of 
hyperuricemia in 
patients with gout. It 
is not recommended 
for use in the 
treatment of 
asymptomatic 
hyperuricemia. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Varenicline 0.5 mg Tablet 
 
Varenicline INN 0.5 mg 

Indicated as an aid to 
smoking cessation. 

New USFDA 
BNF-56 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

09. Popular Pharmaceuticals 
Ltd. 

a) Medroxyprogesterone Acetate 10 mg Tablet 
 
Medroxyprogesterone Acetate USP 10 mg 

For the treatment of 
menstrual 
irregularities and 
other disorders 
caused by 
inadequate endocrine 
secretion of the 
corpus luteum 
hormone. 

150mg/ml 
Injection 

& 
5 mg Tablet 

BNF-56 
Page-398 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 



Page 20 of 78 
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 Popular Pharmaceuticals 
Ltd. 

b) Pregabalin 25 mg Capsule 
 
Pregabalin INN 25 mg 

Pregabalin is an 
antiepileptic used as an 
adjunct in the treatment 
of partial seizures with or 
without secondary 
generalization. It is also 
used in the treatment of 
generalized anxiety 
disorder and neuropathic 
pain.   

50 mg, 75 mg, 
100 mg &  

150 mg Capsule  

USFDA 
BNF-57 
Page-253 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Oseltamivir 30 mg Capsule 
 
Oseltamivir Phosphate INN 39.42 mg (eq. to 30 
mg Oseltamivir) 

Oseltamivir is indicated 
for the treatment of 
uncomplicated acute 
illness due to influenza 
infection in patients 1 
year and older who have 
been symptomatic for no 
more than 2 days. 
Oseltamivir is indicated 
for the prophylaxis of 
influenza in patients 1 
year and older. 

75 mg, 45 mg 
Capsule 
60 mg/5 ml 
Powder for 
Suspension 

USFDA 
BNF-57 
Page-350 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Oral Rehydration Salts (ORS) in Sachet 
 
Sodium Chloride BP 0.65 gm + Potassium 
Chloride BP 0.375 gm + Sodium Citrate, Dihydrate 
(Trisodium Citrate, Dihydrate) BP 0.725 gm + 
Anhydrous Glucose (Glucose, Anhydrous) BP 
3.375 gm/Sachet 

Used to treat and 
prevent dehydration 
(the loss of too much 
water) due to 
diarrhoea and 
gastroenteritis in 
children and adults.  

Sod. Chloride 1.30 g 
Pot. Chloride 0.75 g 
Sod. Citrate 1.45 g 
Anhydrous Glucose 
6.75 g 

 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  e) Ebastine 10mg Fast Dissolving Tablet 
 
Ebastine BP 10mg 

For the symptomatic 
treatment of 
Seasonal and 
perennial allergic 
rhinitis, Idiopathic 
chronic urticaria. 
 

 
10 mg Tablet 

 
cÖ‡qvRb bvB weavq wWwmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi wm×vš— envj ivLv 

hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  f) Ebastine 5mg/5 ml Syrup 
 
Ebastine BP 0.10 gm/100 ml 
 
 

-do- 10 mg Tablet  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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10. UniMed & UniHealth 
Manufacturers Ltd. 

a) Calcium 500 + Vitamin D 400 IU Tablet 
 
Calcium Carbonate USP 1250 mg (eq. to 500 mg 
Elemental Calcium) + Cholecalciferol USP 4 mg 
(eq. to Vitamin D 400 IU) 
 

Prevention of Vitamin 
D and calcium 
deficiency 

500 mg + 200IU 
Tab. 

BNF-56 
Page : 534 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
Aby‡gv`b Kiv nBj| 

  b) Calcium 600 mg + Vitamin D 400 IU + Mineral 
Supplement Tablet  
 
Calcium Carbonate USP 1500 mg (eq. to 600 mg 
Elemental Calcium) + Cholecalciferol USP 4 mg 
(Vitamin D 400 IU) + Magnesium Oxide USP 66.34 
mg (Magnesium 40 mg) + Zinc Oxide BP 9.34 mg 
(Zinc 7.5 mg) + Cupric Oxide Ph. Gr 1.25 mg 
(Copper 1 mg) + Manganese Sulfate USP 4.94 mg 
(Magnanese 1.8 mg) + Boron Citrate Ph. Gr. 4 mg 
(Boron 0.25 mg) 
 

Treatment to Vitamin 
D, calcium and 
mineral deficiency. 

  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  c) Prazosin 5 mg Extended Release Tablet 
 
Prazosin Hydrochloride BP 5.476 mg (eq. to 5 mg 
Prazosin) 

For the treatment of 
all grades of essential 
hypertension and of 
all grades of 
secondary 
hypertension of 
varied aetiology.  
 

1 mg & 2 mg Tab.  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  d) Prazosin 2.5 mg Extended Release Tablet 
 
Prazosin Hydrochloride BP 2.738 mg (eq. to 2.5 
mg Prazosin) 
 
 

-do- 1 mg & 2 mg Tab.  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  e) Dipyridamole 200 mg + Aspirin 25 mg Extended 
Release capsule 
 
Dipyridamole USP 200 mg + Aspirin USP 25 mg 

Indicated to reduce 
the risk of stroke in 
patients who have 
had transient 
ischemia of the brain 
or completed 
ischemic stroke due 
to thrombosis. 
 

New BNF-56 
Page : 132 
USFDA 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 



Page 22 of 78 
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 UniMed & UniHealth 
Manufacturers Ltd. 

f) Sibutramine Hydrochloride Monohydrate 15 mg 
Capsule 
 
 
Sibutramine Hydrochloride Monohydrate INN      
15 mg 

Management of 
obesity 
 
 

5 mg Tab. & 5 mg 
Cap. 

BNF-57 
Page : 221 
USFDA 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  g) Sibutramine Hydrochloride Monohydrate 10 mg 
Capsule 
 
 
Sibutramine Hydrochloride Monohydrate INN      
10 mg 

Management of 
obesity 
 
 

5 mg Tab. & 5 mg 
Cap. 

BNF-57 
Page : 221 
USFDA 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  h) Tadalafil 10mg Tablet 
 
Tadalafil INN 10mg 

It is indicated for  
erectile dysfunction. 

 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv 

Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  i) Tadalafil 20mg Tablet 
 
Tadalafil INN 20mg 
 
 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv 

Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  j) Sildenafil 25mg Tablet 
 
Sildenafil Citrate INN 35.121 mg (eq. to Sildenafil 
25 mg) 

It is indicated for 
pulmonary arterial 

hypertension, erectile 
dysfunction. 

 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv 

Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  k) Sildenafil 50mg Tablet 
 
Sildenafil Citrate INN 70.241 mg (eq. to Sildenafil 
50 mg) 
 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv 

Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  l) Sildenafil 100mg Tablet 
 
Sildenafil Citrate INN 140.482 mg (eq. to Sildenafil 
100 mg)  
 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv 

Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

11. Beacon Pharmaceuticals 
Ltd. 

a) Paricalcitol 1 mcg Capsule 
 
Paricalcitol USP 1 mcg 

Treatment of 
secondary 
hyperparathyroidism 
associated with 
chronic renal 
insufficiency. 

New BNF-57 
Page 543 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Paricalcitol 2 mcg Capsule 
 
Paricalcitol USP 2 mg 

-do- 
New BNF-57 

Page 543 
 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Vinorelbine 10 mg/ ml Injection Vial 
 
Vinorelbine Tartrate USP 13.85 mg (eq. to 10 mg 
Vinorelbine)/1 ml 

Indicated as a single 
agent or in 
combination with 
cisplatin for the first 
line treatment of 
ambulatory patients 
with unresectable, 
advance non-small 
cell lung cancer. 

New BNF-57 
(Page 474) 
USFDA 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Vinorelbine 50 mg/ 5 ml Injection Vial 
 
Vinorelbine Tartrate USP 69.27 mg (eq. to 50 mg 
Vinorelbine)/ 5 ml 

-do- 
 
 

New  
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  e) Tinzaparin Sodium 3500 IU/0.35 ml Injection 
Prefilled Syringe 
 
Tinzaparin Sodium INN 3500 IU/0.35 ml 

For the prevention of 
thromboembolic events 
including deep vein 
thrombosis, in patients 
undergoing general and 
orthopaedic surgery, 
treatment of deep vein 
thrombosis, treatment of 
pulmonary embolism 
and prevention of 
coagulation of blood in 
extra corporeal 
circulation, such as 
haemodialysis. 

New BNF 57 
Page : 126 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  f) Palonosetron 0.25 mg/5 ml Injection, Vial 
 
Palonosetron Hydrochloride INN 0.28 mg (eq. to 
0.25 mg of Palonosetron)/5 ml 

Moderately emetogenic 
cancer chemotherapy, 
Highly emetogenic 
cancer chemotherapy, 
Prevention of 
postoperative nausea 
and vomiting for up to 24 
hours following surgery. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Beacon Pharmaceuticals 
Ltd. 

g) Palonsetron 0.075 mg /1.5 ml Injection, Vial 
 
Palonosetron Hydrochloride INN 0.084 mg (eq. to 
0.075 mg of Palonosetron)/1.5 ml  
 

Moderately emetogenic 
cancer chemotherapy, 
Highly emetogenic 
cancer chemotherapy, 

Prevention of 
postoperative nausea 

and vomiting for up to 24 
hours following surgery. 

New -do- 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  h) Oprelvekin 5 mg/ml Lyophilized Injection, Vial 
 
Oprelvekin INN 5 mg/ml 

Indicated for the 
prevention of severe 
thrombocytopenia 
and the reduction of 
the need for platelet 
transfusion following 
myelosuppressive 
chemotherapy in 
adult patients with 
nonmyeloid 
malignancies who are 
at high risk of severe 
thrombocytopenia. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  i) Prasugrel 5 mg Tablet 
 
Prasugrel  Hydrochloride INN 5.49 mg ( Eq.to 
Prasugrel 5 mg 

It is indicated to 
reduce the rate of 
thrombotic 
cardiovascular events  
in patients with acute 
coronary syndrome, 
patient with unstable 
angina or non-ST-
elevation myocardial 
infarction. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  j) Prasugrel 10 mg Tablet 
 
Prasugrel  Hydrochloride INN 10.98 mg ( Eq.to 
Prasugrel 10 mg 
 
 

-do- 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  k) Paclitaxel 300 mg/50 ml Injection 
 
Paclitaxel USP 300 mg/50 ml vial 
 

Anti-Cancer. 30 mg/Vial & 100 
mg Vial 

BNF 57 
(Page 84) 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Beacon Pharmaceuticals 
Ltd. 

l) Ifosfamide 1 gm/Vial Lyophilized Powder for 
Injection 
 
Ifosfamide USP 1 gm/Vial 

It is indicated for third 
line chemotherapy of 
germ cell testicular 
cancer. It should 
ordinarily be used in 
combination with a 
prophylactic agent for 
hemorrhagic cystitis. 

New BNF-57 
Page : 465 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  m) Ifosfamide 2 gm/Vial Lyophilized Powder for 
Injection 
 
Ifosfamide USP 2 gm/Vial 

-do- 
 
 
 
 

New BNF-57 
Page : 465 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  n) Trastuzumab 440 mg/Vial Lyophilized Powder 
for Injection 
 
Trastuzumab INN 440 mg/Vial 

It is indicated for 
adjuvant treatment of 
HER2 Over 
expressing node 
positive or node 
negative breast 
cancer 

New USFDA 
BNF-57 
Page : 485 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  o) Fluconazole 50 mg/25 ml Infusion 
 
Fluconazole USP 50 mg/25 ml 

It is indicated for the 
treatment of 
Oropharyngeal and 
esophageal candidiasis. 
In open noncomparative 
studies of relatively small 
numbers of patients, 
fluconazole also 
effective for the 
treatment of candida 
urinary tract infections, 
peritonitis, and systemic 
candida infections 
including candidemia, 
disseminated 
candidiasis, and 
pneumonia 
 

50 mg, 150 mg & 
200 mg Cap. 

3mg/ml Eye Drops 
50mg./5 ml 
Powder for 
Suspension 

 

USFDA  
(2mg/ml) 
BNF : 57 
Page : 330 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  p) Fluconazole 200 mg/100 ml Infusion 
 
Fluconazole USP 200 mg/100 ml 
 

-do- 
 
 
 
 

-do- USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  q) Fluconazole 400 mg/200 ml Infusion 
 
Fluconazole USP 400 mg/200 ml 
 

-do- 
 
 
 
 

-do- USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Beacon Pharmaceuticals 
Ltd. 

r) Pemetrexed 100 mg/ ml Lyophilized Powder for 
Injection 
 
Pemetrexed Disodium USP 108 mg (eq. to 100 mg 
Pemetrexed)/1 ml Vial 
 

Anti-Cancer. New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  s) Pemetrexed 500 mg/ 5 ml Lyophilized Powder 
for Injection 
 
Pemetrexed Disodium USP 541 mg (eq. to 500 mg 
Pemetrexed)/5 ml Vial 
 

Anti-Cancer. New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  t) Eptifibatide 75 mg/100 ml Injection 
 
Eptifibatide INN 75 mg/100 ml Vial 

It is used usually in 
combination with 
aspirin and heparin, 
in the management of 
unstable angina and 
in patients 
undergoing coronary 
angioplasty and 
stenting procedures. 

New BNF-57 
Page : 134 
USFDA 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

12. Aristopharma Ltd. a) Lornoxicam 4 mg Tablet 
 
Lornoxicam INN 4 mg 

Lornoxicum is an 
oxicam derivative is a 
NSAID. It is used in 
musculoskeletal and 
joint disorders such 
as osteoarthritis and 
rheumatoid arthritis.  

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  b) Lornoxicam 8 mg Tablet 
 
Lornoxicam INN 8 mg  
 

-do- 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  c) Paracetamol 500 mg + Anhydrous Codeine 
Phosphate 8 mg Tablet 
 
Paracetamol BP 500 mg + Codeine Phosphate BP 
8.18 mg (eq. to Anhydrous Codeine Phosphate 8 
mg) 

Indicated for the relief 
of mild to moderate 
pain such as; 
headache, period 
pains, neuralgia, 
toothache, rheumatic 
pains and symptoms 
of cold and influenza. 

New BNF-58 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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 Aristopharma Ltd. d) Paracetamol 500 mg + Anhydrous Codeine 
Phosphate 15 mg Tablet 
 
Paracetamol BP 500 mg + Codeine Phosphate BP 
15.345  mg (eq. to Anhydrous Codeine Phosphate 
15 mg) 
 

Indicated for the relief 
of mild to moderate 
pain such as; 
headache, period 
pains, neuralgia, 
toothache, rheumatic 
pains and symptoms 
of cold and influenza. 

New BNF-58 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  e) Paracetamol 500 mg + Anhydrous Codeine 
Phosphate 30 mg Tablet 
 
Paracetamol BP 500 mg + Codeine Phosphate BP 
30.690 mg (eq. to Anhydrous Codeine Phosphate 
30 mg) 
 

-do- 

New BNF-58 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  f) Doxofylline 400 mg Tablet 
 
Doxofylline INN 400 mg 

Indicated for the 
treatment of bronchial 
asthma and chronic 
obstructive 
pulmonary disease 
(COPD) in adults. 
 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  g) Aceclofenac 200 mg Sustained release Tablet 
 
Aceclofenac BP 200 mg 

Indicated for the 
treatment of pain and 
inflammation in 
rheumatoid arthritis, 
osteoarthritis and 
ankylosing 
spondylitis. 
 

100 mg Tablet  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

 . h) Sodium Chloride 50mg/ml Eye Drops 
 
Sodium Chloride BP 5 gm/100 ml 

Indicated for the 
temporary relief of 
corneal edema. 
 

0.9 gm/100 ml 
Eye Drops 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  i) Sodium Chloride 50 mg/gm Eye Ointment 
 
Sodium Chloride BP 5 gm/100 gm 

-do- 
 
 

-do-  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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 Aristopharma Ltd j) Trifluridine 10 mg/ml Eye Drops 
 
Trifluridine USP 1 gm/100 ml 

It is used to treat eye 
infections caused by 
the herpes simplex 
virus, which can lead 
to swelling or ulcers 
in the eyelids or 
cornea. 
 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  k) Paracetamol 500 mg + Diphenhydramine HCl 
25 mg Tablet 
 
Paracetamol BP 500 mg + Diphenhydramine HCl 
USP 25 mg 
 

For the relief of the 
symptoms associated 
with colds and 
influenza, mild to 
moderate pain such 
as headaches, 
migraine, rheumatic 
and muscle pain. 

New  
Kw¤̂‡bkb AcÖ‡qvRbxq weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

 

Kw¤‡̂bkb AcÖ‡qvRbxq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

 

  l) Paracetamol 120 mg + Diphenhydramine 
Hydrochloride 12.50 mg/5 ml Syrup 
 
Paracetamol BP 2.40 gm + Diphenhydramine 
Hydrochloride BP 0.250 gm/100 ml 

-do- 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  m) Bisoprolol Hemifumarate 2.5 mg + 
Hydrochlorothiazide 6.25 mg Tablet 
 
Bisoprolol Hemifumarate USP 2.5 mg + 
Hydrochlorothiazide BP 6.25 mg 

Indicated for the 
treatment of 
hypertension. 
 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b bv 

gÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bv 

gÄyi Kiv nBj| 

  n) Bisoprolol Hemifumarate 5 mg + 
Hydrochlorothiazide 6.25 mg Tablet 
 
Bisoprolol Hemifumarate USP 5 mg + 
Hydrochlorothiazide BP 6.25 mg 

Indicated for the 
treatment of 
hypertension. 
 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b bv 

gÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bv 

gÄyi Kiv nBj| 

  o) Bisoprolol Hemifumarate 10 mg + 
Hydrochlorothiazide 6.25 mg Tablet 
 
Bisoprolol Hemifumarate USP 10 mg + 
Hydrochlorothiazide BP 6.25 mg 

Indicated for the 
treatment of 
hypertension. 
 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b bv 

gÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bv 

gÄyi Kiv nBj| 



Page 29 of 78 
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 Aristopharma Ltd. p) Thiamine Nitrate 300 mg + Pyridoxine HCl 300 
mg  + Cyanocobalamin 1 mg + Vitamin E 100 IU 
Tablet 
 
Thiamine Nitrate BP 300 mg + Pyridoxine 
Hydrochloride BP 300 mg + Cyanocobalamin BP 1 
mg + Vitamin E USP 100 IU 

Indicated where a 
deficiency of the 
relevant vitamins. 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  q) Bumetanide 5 mg Tablet 
 
Bumetanide USP 5 mg 

Oedema associated 
with congestive heart 
failure, hepatic & 
renal disease 
including the 
nephrotic syndrome. 
 

1 mg Tablet BNF-58 
Page-77 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  r) Bumetanide 2 mg/4 ml Injection Ampoule 
 
Bumetanide (Injectable grade) USP 2 mg/4ml 

Oedema associated 
with congestive heart 
failure, hepatic & 
renal disease 
including the 
nephrotic syndrome. 

1 mg Tablet BNF-58 
Page-77 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  s) Gliclazide 40 mg Tablet 
 
Gliclazide BP 40 mg 

It is indicated for 
control of blood 
glucose in patients 
with non-insulin 
dependent diabetes 
mellitus whose 
hyperglycemia can 
not be controlled by 
diet alone. 

30 mg & 80 mg 
Tablet 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  t) Rabeprazole Sodium 20 mg/Vial Lyophilized 
Injection (IV) 
 
Rabeprazole Sodium INN 20 mg/Vial 

Rabiprazole IV is an 
alternative in patients for 
whom oral administration 
of rabeprazole is not 
indicated. It is indicated 
in the treatment of Active 
duodenal ulcer with 
bleeding or severe 
erosions, Active gastric 
ulcer with bleeding or 
severe erosions and 
Short-term treatment of 
erosive or ulcerative 
gastroesophageal reflux 
disease. 

10 mg & 20 mg 
Tablet 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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13. Incepta Pharmaceuticals 
Ltd., 

a) Prasugrel 5mg Tablet 
 
 
Prasugrel HCl INN 5.49mg eq. to Prasugrel 5mg 

Indicated for the 
prevention of 
atherothrombotic 
events in patients 
with acute coronary 
syndrome 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Prasugrel 10mg Tablet 
 
Prasugrel HCl INN 10.98mg eq. to Prasugrel 10mg 

-do- 
 
 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Padimate O   8%+Avobenzone 2%+Oxybenzone 
3%+Titanium Dioxide 2% Lotion 
 
Padimate O USP 8gm+Avobenzone USP 
2gm+Oxybenzone USP 3gm+Titanium Dioxide BP 
2gm/100ml 

Sunblock to protect the 
skin from UVA and UVB 
rays, for people whose 
skin is abnormally 
sensitive to sunlight, for 
example due to 
radiotherapy or taking 
certain medicines eg. 
amiodarone, tetracycline 
antibiotics, or due to skin 
conditions such as solar 
urticaria, acute solar 
dermatitis, acute lupus 
erythematosus, herpes 
simplex, polymorphic 
light eruption, cutaneous 
albinism or vitiligo. 

New BNF-57,  
Page 644 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Nitrofurantoin 25mg/5ml Suspension 
 
Nitrofurantoin BP 0.5gm/100ml 

Indicated for the 
prophylaxis and 
treatment of infections of 
the genito-urinary tract 
due to susceptible 
bacteria. 
 

100mg tablet USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  e) Besifloxacin 0.6% Suspension of Eye Drops 
 
Besifloxacin HCl INN 0.663gm eq. to Besifloxacin 
0.6gm/100ml 
 

Indicated for the 
treatment of bacterial 
conjunctivitis. 
 
 

New USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Incepta Pharmaceuticals 
Ltd., 

f) Amphotericin B (Liposomal) 50mg/Vial 
Injection 
 
Amphotericin B (Liposomal*) (as Sterile 
Lyophilised Powder) USP 50mg/Vial 

It is indicated for the 
treatment of visceral 
leishmaniasis. Indicated 
for prophylaxis in liver 
transplant patients at risk 
of systemic Candida, 
Aspergillus and 
Cryptococcus infections, 
and for the treatment of 
systemic fungal 
infections caused by 
organisms susceptible to 
Amphotericin B. 
Amphotericin is indicated 
for empirical treatment of 
presumed fungal 
infections in febrile 
neutropaenic patients 
whose fever has failed to 
respond to broad 
spectrum antibiotic 
treatment.. 

New BNF-58,  
Page 334 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  g) Conjugated Estrogens 1.25 mg Tablet 
 
Conjugated Estrogens USP 1.250 mg 

Prevention of 
postmenopausal 
osteoporosis, Treatment 
of moderate to severe 
vasomotor symptoms 
associated with the 
menopause. Treatment 
of moderate to severe 
symptoms of vulvar and 
varinal atrophy 
associated with the 
menopause. 

Conjugated 
Estrogens 0.625 

mg Tablet 

USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| 

c`wUi Safety, Efficacy 
m¤ú‡K© cybivq g~j¨vq‡bi Rb¨ 

†UKwbK¨vj mve-KwgwUi mfvq 

Dc ’̄vc‡bi Rb¨ ejv nBj| 

  h) Conjugated Estrogen 25 mg/vial  Injection 
 
Conjugated Estrogen USP 25 mg/Vial 
(Sterile Lyophilized Powder) 
 

-do- -do- USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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14. Alco Pharma Ltd. a) Ezetimibe 10 mg + Simvastatin 10 mg Tablet 
 
Ezetimibe INN 10 mg + Simvastatin USP 10 mg 

Primary 
Hypercholesterolemia 
or mixed  
hyperlipidemia. 

New USFDA 
 

Kw¤̂‡bkb AcÖ‡qvRbxq  weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

 

Kw¤‡̂bkb AcÖ‡qvRbxq  weavq 

Av‡e`b bvgÄyi Kiv nBj| 

 

  b) Ezetimibe 10 mg + Simvastatin 20 mg Tablet 
 
Ezetimibe INN 10 mg + Simvastatin USP 20 mg 
 

-do- 

New USFDA 
BNF 

Kw¤̂‡bkb AcÖ‡qvRbxq  weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

 

Kw¤‡̂bkb AcÖ‡qvRbxq weavq  

Av‡e`b bvgÄyi Kiv nBj| 

 

  c) Loperamide  2mg + Simethicone 125mg 
Chewable Tablet 
 
Loperamide HCl BP 2.153 mg eq. to Loperamide  
2 mg + Simethicone USP 125mg 

Treat Diarrhoea and 
Symptoms of gas. 

New USFDA 
 

cÖ‡qvRb bvB weavq wWwmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi wm×vš— envj ivLv 

hvB‡Z cv‡i| 

 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

 

  d) Loperamide  2mg + Simethicone 125mg Tablet 
 
Loperamide HCl BP 2.153 mg eq. to Loperamide 2 
mg+ Simethicone USP 125mg 
 

Treat Diarrhoea and 
Symptoms of gas. 

New USFDA 
BNF 

cÖ‡qvRb bvB weavq wWwmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi wm×vš— envj ivLv 

hvB‡Z cv‡i| 

 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

 

  e) Acetaminophen 325 mg + Diphenhydramine 
HCl 12.50 mg + Phenylephrine HCl 5 mg Tablet 
 
Acetaminophen USP 325 mg + Diphenhydramine 
Hydrochloride USP  12.50 mg + Phenylephrine 
Hydrochloride BP  5 mg  
 

Temporarily relieves 
cold, flu   symptom, 
minor aches and 
pain. 
 

New  
Kw¤̂‡bkb AcÖ‡qvRbxq weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi wm×vš— 

envj ivLv hvB‡Z cv‡i| 

 

Kw¤‡̂bkb AcÖ‡qvRbxq  weavq  

Av‡e`b bvgÄyi Kiv nBj| 

 

  f) Repaglinide 1mg+Metformin HCl 500mg Tablet 
 
Repaglinide BP 1mg+Metformin HCl BP 500mg 

Adjunct to diet and 
exercise to improve 
glycemic control in 
adults with type 
diabetes mellitus. 

New USFDA 
cÖ‡qvRb bvB weavq wWwmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi wm×vš— envj ivLv 

hvB‡Z cv‡i| 

 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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 Alco Pharma Ltd. g) Repaglinide 2mg+Metformin HCl 500mg Tablet 
 
Repaglinide BP 2mg+Metformin HCl BP 500mg 

Adjunct to diet and 
exercise to improve 
glycemic control in 
adults with type2 
diabetes mellitus. 
 

New USFDA 
cÖ‡qvRb bvB weavq wWwmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi wm×vš— envj ivLv 

hvB‡Z cv‡i| 

 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

 

15. ACI Ltd. a) Dimercaprol 100 mg/ 2ml Injection Ampoule 
 
Dimercaprol BP 100mg/2 ml 

It is indicated in the 
treatment of 
Arsenic,Gold & 
Mercury poisoning. 
 

New BNF-58  
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  b) Dimercaprol 50 mg/ ml Injection  Ampoule 
 
Dimercaprol BP 50mg/ml  
 

Do New   
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Doripenem 500 mg Injection Vial 
 
Doripenem Monohydrate INN  0.5214 gm (eq. to 
Doripenem 0.5 gm)/Vial 

It is indicated in the 
treatment of 
Nosocomial 
Pneumonia, 
Complicated UTI, 
Complicated Intra-
abdominal Infection. 
 

New USFDA 
BNF-58 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj|| 

  d) Glycopyrrolate 0.2 mg/ml Injection Ampoule 
 
Glycopyrrolate USP  0.2mg/ml 

Glycopyrrolate is 
used to reduce saliva, 
nasal,lung and 
stomach secration 
and to help control 
heart rate during 
surgery. 
 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  e) Prasugrel 5 mg Tablet 
 
Prasugrel Hydrochloride INN 5.489 mg (eq. to 
Prasugrel 5 mg) 

Persugrel is indicated 
for prevention of 
Atherothrombotic 
events in patients 
with acute coronary 
syndrome eg 
unstable Angina, 
Miocardial Infarction. 

New BNF-58  USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  f) Prasugrel 10 mg Tablet 
 
Prasugrel Hydrochloride INN 10.978 mg (eq. to 
Prasugrel 10 mg) 

-do- 
 
 

New BNF-58   
USFDA 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 ACI Ltd. g) Isoproterenol Hydrochloride 0.2 mg/ml 
Injection Ampoule 
 
Isoprenaline Hydrochloride USP 0.2mg/ml 

It is indicated for 1. 
Mild or transient 
episodes of heart 
block that do not 
require electric shock 
or pacemaker therapy 
2. Serious episodes 
of heart block 
3.Bronchospasm 
occuring during 
anaesthesia. 

New   
’̄wMZ ivLv hvB‡Z cv‡i Ges 

cÖwZôvbwU‡K cÖ‡qvRbxq 

†idv‡iÝmn cybvivq Av‡e`b  

Kw ievi   Rb¨ ejv hvB‡Z 

cv‡i| 

’̄wMZ ivLv nBj Ges cÖwZôvbwU‡K 

cÖ‡qvRbxq †idv‡iÝmn cybvivq 

Av‡e`b Kwievi Rb¨ ejv nBj| 

  h) Rabeprazole Sodium 20 mg + Domperidone 30 
mg Capsule 
 
250 mg Blended pellets contains : Rabeprazole 
Sodium INN 20 mg + Domperidone BP 30 mg 

It is indicated for 1. 
Dyspepsia 2. GERD 
3. Nausia associated 
with peptic disorder 4. 
Post operative nausia 
& vomiting 5. Chronic 
gastritis. 

New   USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  i) Esomeprazole Sodium 20 mg + Domperidone 
30 mg Capsule 
 
250 mg Blended pellets contains : Esomeprazole 
Sodium INN 20mg + Domperidone BP 30mg 

It is indicated for 1. 
Dyspepsia 2. GERD 
3. Nausia associated 
with peptic disorder 4. 
Post operative nausia 
& vomiting 5. Chronic 
gastritis. 

New   USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  j) Dexamethasone 0.1% + Moxifloxacin 0.5% Eye 
Drops 
 
Dexamethasone Sodium Phosphate BP 0.1316 
Eq.to Dexamethasone 0.1 gm + Moxifloxacin HCl 
INN 0.545gm Eq, to Moxifloxacin 0.5 gm/100 ml 

It is indicated for 
complication after 
surgery and external 
eye diseases, 
specially for the 
elderly. 
 

New   
’̄wMZ ivLv hvB‡Z cv‡i Ges 

cÖwZôvbwU‡K cÖ‡qvRbxq 

†idv‡iÝmn cybvivq Av‡e`b 

Kwievi  Rb¨ ejv hvB‡Z cv‡i| 

’̄wMZ ivLv nBj Ges cÖwZôvbwU‡K 

cÖ‡qvRbxq †idv‡iÝmn cybvivq 

Av‡e`b Kwievi  Rb¨ ejv nBj| 

  k) Doxapram HCl 100mg/5 ml IV Injection 
Ampoule 
 
Doxapram HCl USP 100 mg/5 ml 

Respiratory 
Stimulants & 
Pulmonary 
surfactants. 
 
 

New BNF 58 
USFDA 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv hvB‡Z cv‡i| 

  l) Sildenafil 20mg Tablet 
 
Sildenafil Citrate INN 28.097 mg (eq. to Sildenafil 
20 mg) 

It is indicated for 
pulmonary arterial 
hypertension, erectile 
dysfunction. 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv 

Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 



Page 35 of 78 
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 ACI Ltd. m) Sildenafil 25mg Tablet 
 
Sildenafil Citrate INN 35.121 mg (eq. to Sildenafil 
25 mg) 

It is indicated for 
pulmonary arterial 

hypertension, erectile 
dysfunction. 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  n) Sildenafil 50mg Tablet 
 
Sildenafil Citrate INN 70.241 mg (eq. to Sildenafil 
50 mg) 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  o) Sildenafil 100mg Tablet 
 
Sildenafil Citrate INN 140.482 mg (eq. to Sildenafil 
100 mg) 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 

  p) Tadalafil 2.5mg Tablet 
 
Tadalafil INN 2.5mg 

It is indicated for  
erectile dysfunction. 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 
  q) Tadalafil 5mg Tablet 

 
Tadalafil INN 5mg 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 
  r) Tadalafil 10mg Tablet 

 
Tadalafil INN 10mg 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 
  s) Tadalafil 20mg Tablet 

 
Tadalafil INN 20mg 

-do- 
 
 

New BNF 58 
USFDA 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq 

mvgvwRK †cÖ¶vcU we‡ePbv Kwiqv 

Av‡e`b ’̄wMZ ivLv nBj| 
  t) Cefaclor 250mg Chewable Tablet 

 
Cefaclor Monohydrate USP 262.245 mg (eq. to 
Cefaclor 250mg) 

Infections due to Gram-
positive and Gram-
negative bacteria eg. 
Septicaemia, 
pneumonia, meningitis, 
peritonitis, U.T.I. etc. 

250 mg & 500 mg 
Capsule 

&  
375 mg Tablet 

USFDA cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  u) Cefaclor 500mg Chewable Tablet 
 
Cefaclor Monohydrate USP 524.49 mg (eq. to 
Cefaclor 500 mg) 

-do- 

-do-  
 
 

USFDA KZ…©K Aby‡gvẁ Z bq 

Ges BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq Av‡e`b 

bvgÄyi Kiv nBj| 
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 ACI Ltd. v) Amlodipine 10 mg + Valsartan 160 mg + 
Hydrochlorothiazide 12.50 mg Tablet 
 
Amlodipine Besilate BP 13.86 mg (eq. to 
Amlodipine 10 mg) +  Valsartan USP 160 mg + 
Hydrochlorothiazide BP 12.5 mg 

This cmbination is 
indicated for 
treatment of 
hypertension. (It is 
not indicated for initial 
therapy of 
hypertension). 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  w) Amlodipine 10 mg + Valsartan 160 mg + 
Hydrochlorothiazide 25 mg Tablet 
 
Amlodipine Besilate BP 13.86 mg (eq. to 
Amlodipine 10 mg) +  Valsartan USP 160 mg + 
Hydrochlorothiazide BP 25 mg 
 

-do- New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  x) Amlodipine 10 mg + Valsartan 320 mg + 
Hydrochlorothiazide 25 mg Tablet 
 
Amlodipine Besilate BP 13.86 mg (eq. to 
Amlodipine 10 mg) +  Valsartan USP 320 mg + 
Hydrochlorothiazide BP 25 mg 
 

-do- New USFDA GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  y) Amlodipine 5 mg + Valsartan 160 mg + 
Hydrochlorothiazide 12.50 mg Tablet 
 
Amlodipine Besilate BP 6.93 mg (eq. to 
Amlodipine 5 mg) +  Valsartan USP 160 mg + 
Hydrochlorothiazide BP 12.5 mg 
 

-do- New USFDA GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  z) Amlodipine 5 mg + Valsartan 160 mg + 
Hydrochlorothiazide 25 mg Tablet 
 
Amlodipine Besilate BP 6.93 mg (eq. to 
Amlodipine 5 mg) +  Valsartan USP 160 mg + 
Hydrochlorothiazide BP 25 mg 
 

-do- New USFDA GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  aa) Gliclazide 60 mg MR Tablet 
 
Gliclazide BP 60 mg 

It is indicated for type II 
Diabetes in association 
with dietary measures 
when dietary measures 
alone are inadequate to 
control blood glucose. 
 

30 mg & 80 mg 
Tablet 

  
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 
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16. Nuvista Pharma Ltd. a) 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  
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i Ges cÖwZôvbwU‡K 

cÖ‡qvRbxq †idv‡iÝmn cybivq 

Av‡e`b Kivi Rb¨ ejv hvB‡Z 

cv‡i| 

AvcvZZt ’̄wMZ ivLv nBj Ges 

cÖwZôvbwU‡K cÖ‡qvRbxq 

†idv‡iÝmn cybivq Av‡e`b Kivi 

Rb¨ ejv nBj| 

17. Beximco 
Pharmaceuticals Ltd. 

a) Vitamin A 0.63 mg + Vitamin C 66 mg + Vitamin 
D 12.5 mcg + Vitamin E 22 mg + Vitamin K 50 
mcg + Riboflavin 0.400 mg + Calcium 100 mg 
Chewable Tablet 
 
Dry Vitamin A Acetate, Type 500-50 USP 3.700 
mg (eq. to Vitamin A 0.63 mg) 
Ascorbic Acid (97% DC) USP 68.041 mg (eq. to 
Vitamin C 66 mg) 
Dry Vitamin D3, Colecalciferol 1,00,000 IU/g USP 
5 mg (eq. to Vitamin D 12.5 mcg) 
Dry Vitamin E Acetate 50% USP 44 mg (eq. to 
Vitamin E 22 mg) 
Dry Vitamin K1 5% USP 1 mg (eq. to Vitamin K 50 
mcg) 
Riboflavin USP 0.400 mg 
Calcium Carbonate (Heavy) BP 250 mg (eq. to 
Calcium 100 mg) 

Indicated for total 
bone health and skin 
care. 

New  
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i| 

AvcvZZt ’̄wMZ ivLv nBj| 

  b) Vitamin A 0.3 mg + Riboflavin 0.100 mg + 
Calcium Pantothenate 0.500 mg + 
Cyanocobalamin 1.0% 0.150 mg + Vitamin E 6 
mg + Vitamin C 30 mg Chewable Tablet 
 
Dry Vitamin A Acetate, Type 500-50 USP 1.744 
mg (eq. to Vitamin A 0.3 mg 
Riboflavin USP 0.100 mg 
Calcium Pantothenate USP 0.500 mg 
Cyanocobalamine 1.0% USP 0.150 mg 
Dry Vitamin E Acetate 50% USP 12.00 mg eq. to 
Vitamin E 6 mg 
Ascorbic Acid, 97% DC USP 30.928 mg eq. to 
Vitamin C 30 mg 

It is indicated to 
prevent aging. 

New  
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i| 

AvcvZZt ’̄wMZ ivLv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Beximco 
Pharmaceuticals Ltd. 

c) Calcium 600 mg + Vitamin D 200 IU) Chewable 
Tablet 
 
Calcium Carbonate USP 1500 mg (eq. to Calcium 
600 mg) + Dry Vitamin D3, Colecalciferol 1,00,000 
IU/G USP 2 mg (eq. to Vitamin D 200 IU) 

 Prevention and 
treatment of 
osteoporosis. 

 For the treatment 
of hypocalcemic 
states. 

 Dietary 
supplementation. 

 Healthy bone 
formation and 
maintenance. 

500 mg + 200 IU  
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i| 
AvcvZZt ’̄wMZ ivLv nBj| 

  d) Distigmine Bromide 5 mg Tablet 
 
Distigmine Bromide INN 5 mg 

It is used in post 
operative urinary 
retention, prevention 
of ileus and intestinal 
atony following 
surgery, treatment of 
myasthenia gravis 
and treatment of 
neurogenic bladder. 

New BNF-57 
Page-451 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  e) Sevelamer HCl 400 mg Tablet 
 
Sevelamer Hydrochloride INN 400 mg 

Indicated for the 
management of 
hyperphosphataemia 
in adult patients with 
stage 4 and 5 chronic 
renal failure on 
hemodialysis. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  f) Sevelamer HCl 800 mg Tablet 
 
Sevelamer Hydrochloride INN 800 mg -do- 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| 

 

 

 

Aby‡gv`b Kiv nBj| 

 

 

 

  g) Fenoprofen 200 mg Capsule 
 
Fenoprofen Calcium USP 231.50 mg (eq. to 
Fenoprofen 200 mg) 

 For relief of mild 
to moderate pain 
in adults. 

 For relief of the 
signs and 
symptoms of 
rheumatoid 
arthritis. 

 For relief of the 
signs and 
symptoms of 
osteoarthritis. 

 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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 Beximco 
Pharmaceuticals Ltd. 

h) Fenoprofen 400 mg Capsule 
 
Fenoprofen Calcium USP 463 mg (eq. to 
Fenoprofen 400 mg) 

 For relief of mild to 
moderate pain in 
adults. 

 For relief of the signs 
and symptoms of 
rheumatoid arthritis. 

 For relief of the signs 
and symptoms of 
osteoarthritis. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  i) Fenoprofen 600 mg Tablet 
 
Fenoprofen Calcium USP 694.50 mg (eq. to 
Fenoprofen 600 mg) 

-do- 
 
 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  j) Racecadotril 100 mg Capsule 
 
Racecadotril INN 100 mg 

Acute diarrhea of 
presumed infectious 
origin and 
noninfectious origin. 
 

New  
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  k) Simvastatin 20 mg + Niacin 750 mg Extended 
Release Tablet 
 
Simvastatin USP 20 mg + Niacin USP 750 mg 

Cholesterol, LDL, 
triglycerides lowering 
agent. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  l) Simvastatin 20 mg + Niacin 1000 mg Extended 
Release Tablet 
 
Simvastatin USP 20 mg + Niacin USP 1000 mg 

-do- 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  m) Olmesartan Medoxomil 40mg + 
Hydrochlorothiazide 12.5mg Tablet 
 
Olmesartan Medoxomil INN 40mg + 
Hydrochlorothiazide BP 12.5mg 

Treatment of 
hypertension. 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  n) Olmesartan Medoxomil 40mg + 
Hydrochlorothiazide 25mg Tablet 
 
Olmesartan Medoxomil INN 40mg + 
Hydrochlorothiazide BP 25mg 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  o) Amlodipine 5mg + Atorvastatin 20mg Tablet 
 
Amlodipine Besilate 6.940mg eq. to Amlodipine 
5mg + Atorvastatin Calcium 21.640mg eq. to 

Treatment of 
hypertension, Chronic 
Stable Angina, adjunet 
to diet to reduce 
elevated total 

5 mg + 10 mg 
Tab. 

 

USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 
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wm×vš— envj ivLv hvB‡Z 

cv‡i| 
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 Beximco 
Pharmaceuticals Ltd. 

p) Amlodipine 5 mg + Hydrochlorothiazide 25 mg 
+ Valsartan 160 mg Tablet 
 
Amlodipine Besilate BP 6.940 mg eq. to 5 mg 
Amlodipine + Hydrochlorothiazide BP 25 mg + 
Valsartan USP 160 mg 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  q) Amlodipine 10 mg + Hydrochlorothiazide 12.50 
mg + Valsartan 160 mg Tablet 
 
Amlodipine Besilate BP 13.880 mg eq. to 10 mg 
Amlodipine + Hydrochlorothiazide BP 12.50 mg + 
Valsartan USP 160 mg 

Treatment of 
hypertension. 

New USFDA 
GB gvÎv cÖ‡qvRb bvB weavq 

wWwmwm-Gi 238 Zg mfvq 

Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z 

cv‡i| 

GB gvÎv cÖ‡qvRb bvB weavq  

Av‡e`b bvgÄyi Kiv nBj| 

  r) Perindopril 3.395 mg + Amlodipine 5 mg Tablet 
 
Amlodipine Besylate BP 6.940 mg (eq. to 
Amlodipine 5 mg) + Perindopril Arginine INN 5.00 
mg (eq. to Perindopril 3.396 mg) 

Treatment of 
essential 
hypertension and or 
stable coronary artery 
disease, in patients 
already controlled 
with perindopril and 
amlodipine given 
currently at the same 
dose level. 

New  
AvcZZt ’̄wMZ ivLv hvB‡Z 

cv‡i Ges cÖwZôvbwU‡K 

cÖ‡qvRbxq †idv‡iÝ mn cybivq 

Av‡e`b  Kwievi Rb¨ ejv 

hvB‡Z cv‡i| 

AvcZZt ’̄wMZ ivLv nBj Ges 

cÖwZôvbwU‡K cÖ‡qvRbxq †idv‡iÝ 

mn cybivq Av‡e`b  Kwievi Rb¨ 

ejv nBj| 

  s) Perindopril 6.79 mg + Amlodipine 5 mg Tablet 
 
Amlodipine Besylate BP 6.940 mg (eq. to 
Amlodipine 5 mg) + Perindopril Arginine INN 10.00 
mg (eq. to Perindopril 6.79 mg) 

-do- 

New  
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  t) Trifluridine 1% Ophthalmic Solution 
 
Trifluridine INN 10 mg/ ml 

Indicated for the 
treatment of primary 
keratoconjunctivitis 
and recurrent 
epithelial keratitis due 
to herpes simplex 
virus, types 1 and 2 

1 mg & 5 mg 
Tablet 

USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Beximco 
Pharmaceuticals Ltd. 

u) Moxifloxacin 0.5% + Dexamethasone 0.1% 
Ophthalmic Solution 
 
Moxifloxacin Hydrochloride INN 5.45 mg Eq, to 
Moxifloxacin 5 mg + Dexamethasone Sodium 
Phosphate USP 1.10 mg Eq.to Dexamethasone 
Phosphate 1 mg/ml 

Indicated for steroid 
responsive inflammatory 
ocular conditions for 
which a corticosteroid is 
indicated and where 
bacterial infection or a 
risk of bacterial ocular 
infections exists. The 
combination can also be 
used for post operative 
inflammation and any 
other ocular 
inflammation associated 
with infection. 

New   
AvcZZt ’̄wMZ ivLv hvB‡Z 

cv‡i Ges cÖwZôvbwU‡K 

cÖ‡qvRbxq †idv‡iÝ mn cybivq 

Av‡e`b Kwievi  Rb¨ ejv 

hvB‡Z cv‡i| 

AvcZZt ’̄wMZ ivLv nBj Ges 

cÖwZôvbwU‡K cÖ‡qvRbxq †idv‡iÝ 

mn cybivq Av‡e`b Kwievi  Rb¨ 

ejv nBj| 

  v) Sodium Chloride 5% Ophthalmic Solution 
 
Sodium Chloride BP 50 mg/ ml 

It is used to reduce 
swelling of the cornea 
in certain eye 
conditions 
 
 

0.9 gm/100 ml 
Eye Drops 

 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  w) Bepotastine Besilate 1.5% w/v Ophthalmic 
Solution 
 
Bepotastine Besilate INN 15 mg/ ml 

It is indicated for the 
treatment of itching 
associated with signs 
and symptoms of 
allergic conjunctivitis 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  x) Besifloxacin 0.6% Ophthalmic Suspension  
 
Besifloxacin Hydrochloride INN 6.63 mg (eq. to 
Besifloxacin 6 mg)/ml 

Indicated for the 
treatment of bacterial 
conjunctivitis. 
 
 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  y) Tramadol 37.5 mg + Paracetamol 500 mg Tablet 
 
Tramadol Hydrochloride BP 37.50 mg + 
Paracetamol BP 500 mg 
 

It is indicated for the 
short term treatment 
of mild to moderate 
acute pain. 
 

New  
JlawUi Safety, Efficacy and 
Usefulness m¤ú‡K© gZvgZ 

cÖ̀ v‡bi Rb¨ Aa¨vcK KvRx `xb 

†gvnv¤§`, XvKv †gwW‡Kj K‡jR 

Ges Wvt Rybv‡q` kwdK, Rvcvb 

evsjv‡`k †d«Ûkxc nvmcvZvj 

Gui wbKU †cÖiY Kiv hvB‡Z 

cv‡i| 

JlawUi Safety, Efficacy and 
Usefulness m¤ú‡K© gZvgZ 

cÖ̀ v‡bi Rb¨ Aa¨vcK KvRx `xb 

†gvnv¤§`, XvKv †gwW‡Kj K‡jR 

Ges Wvt Rybv‡q` kwdK, Rvcvb 

evsjv‡`k †d«Ûkxc nvmcvZvj Gui 

wbKU †cÖiY Kwievi Rb¨ ejv 

nBj| 
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 Beximco 
Pharmaceuticals Ltd. 

z) Tapentadol 50 mg Tablet 
 
Tapentadol Hydrochloride INN 58.234 mg (eq. to 
50 mg Tapentadol) 

It is used to treat 
moderate to severe 
pain 
 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  aa) Tapentadol 75 mg Tablet 
 
Tapentadol Hydrochloride INN 87.351 mg (eq. to 
75 mg Tapentadol) 

-do- 
 
 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  ab) Tapentadol 100 mg Tablet 
 
Tapentadol Hydrochloride INN 116.468 mg (eq. to     
100 mg Tapentadol) 

-do- 
 
 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  ac) Paracetamol  500 mg + Pamabrom 25 mg 
Tablet 
 
Paracetamol BP 500 mg + Pamabrom USP 25 mg 
Tablet 

It is indicated for the 
temporary relief of 
symptoms 
accompanying 
premenstrual syndrome 
such as cramps, 
headache, irritability, 
backache and mild to 
moderate aches and 
pains. To reduce the 
temporary excess water 
frequently associated 
with the premenstrual 
period it is most effective 
if taken at the first sign of 
discomfort, usually a few 
days before a period.  

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  ad) Cetirizine Hydrochloride 5 mg + 
Pseudoephedrine Hydrochloride 120 mg 
Extended Release Tabet 
 
Cetirizine Hydrochloride BP 5 mg + 
Pseudoephedrine Hydrochloride BP 120 mg 

It should be 
administered when both 
the antihistaminic 
properties of cetirizine 
hydrochloride and the 
nasal decongestant 
properties of 
pseudoephedrine 
Hydrochloride are 
desired. They are 
indicated for the relief of 
nasal and non-nasal 
symptoms associated 
with seasonal or 
perennial allergic rhinitis. 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Beximco 
Pharmaceuticals Ltd. 

ae) Prasugrel 5 mg Tablet 
 
Prasugrel Hydrochloride INN 5.489 mg (eq. to 
Prasugrel 5 mg) 

It is indicated to reduce 
the rate of thrombotic 
cardiovascular events in 
patients with acute 
coronay syndrome who 
are to be managed with 
percutaneous coronary 
intervention 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  af) Prasugrel 10 mg Tablet 
 
Prasugrel Hydrochloride INN 10.978  mg (eq. to 
Prasugrel 10 mg) 
 

-do- New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  ag) Lymecycline 408 mg Capsule 
 
Lymecycline BP 408.00 mg 
(eq. to 300 mg Tetracycline) 

Treatment of acne 
vulgaris, brucella & 
pasteurella infections, 
pulmonary, GUT & 
ophthalmologic infecios 
due to Chlamydia, 
pulmonary & gut 
infectious due to 
mycoplasma, rickeltsial 
infections, coxiella 
burnetti (Q fever), 
gonococcal infections, 
resp & bronchopulmonay 
infections due to H. 
influenzae, treponema, 
spirochetes, cholera 

New BNF-58 
Page 309 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

18. M/s. Ziska 
Pharmaceuticals Ltd. 

a) Famotidine 10 mg + Calcium Carbonate 800 mg 
+ Magnesium Hydroxide 165 mg Tablet 
 
Famotidine BP 10 mg + Calcium Carbonate USP 
800 mg + Magnesium Hydroxide BP 165 mg 

The short term 
symptomatic relief of 
heartburn, 
indigestion, acid 
indigestion and 
hyperacidity. 
 

New USFDA 
Kw¤̂‡bkb AcÖ‡qvRbxq weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

Kw¤‡̂bkb AcÖ‡qvRbxq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

   b) Palonosetron 0.25 mg Tablet 
 
Palonosetron INN 0.25 mg 

It is indicated for 
Chemotherapy 
induced Nausea and 
Vomiting 
 
 

0.25mg/vial 
Injection 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  c) Palonosetron 0.50 mg Tablet 
 
Palonosetron INN 0.50 mg 

-do- 
 
 

0.25 mg/Vial 
Injection 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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19. The Acme Laboratories 
Ltd. 

a) Fluconazole 200 mg Tablet 
 
Fluconazole BP 200 mg 

Indicated for the 
treatment of acute or 
recurrent vaginal 
candidiasis, mucosal 
candidiasis, systemic 
candidiasis and 
cryptococcal 
infections. 

50 mg & 150 mg 
Tablet 

50 mg, 150 mg & 
200 mg Capsule 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

20. Opso Saline Ltd. a) Sodium Chloride 50mg/ml Eye Drops 
 
Sodium Chloride BP 5 gm/100 ml 

Indicated for the 
temporary relief of 
corneal edema, 
Bullous Keratopathy. 
 
 

0.9 gm/100 ml 
Eye Drops 

 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

21. Novartis Bangladesh Ltd. a) Tramadol HCl 37.5 mg +  
Paracetamol BP 325 mg Tablet 
 
Tramadol Hydrochloride BP 37.50 mg + 
Paracetamol BP 325 mg 
 

It is indicated for the 
short term 
management of acute 
pain. 

New USFDA 
BNF-53  

(Page 235) 

JlawUi Safety, Efficacy and 
Usefulness m¤ú‡K© gZvgZ 

cÖ̀ v‡bi Rb¨ Aa¨vcK KvRx `xb 

†gvnv¤§`,  XvKv †gwW‡Kj 

K‡jR Ges Wvt Rybv‡q` kwdK, 

Rvcvb evsjv‡`k †d«Ûkxc 

nvmcvZvj Gui wbKU †cÖiY Kiv 

hvB‡Z cv‡i| 

JlawUi Safety, Efficacy and 
Usefulness m¤ú‡K© gZvgZ 

cÖ̀ v‡bi Rb¨ Aa¨vcK KvRx `xb 

†gvnv¤§`,  XvKv †gwW‡Kj K‡jR 

Ges Wvt Rybv‡q` kwdK, Rvcvb 

evsjv‡`k †d«Ûkxc nvmcvZvj Gui 

wbKU †cÖiY Kwievi Rb¨ ejv 

nBj| 
  b) Azithromycin 600 mg Tablet 

 
Azithromycin Dihydrate USP 628.84 mg (eq. to 
Azithromycin 600 mg) 
 

Non gonococcal 
urethritis and 
cervicitis due to 
Chlamydia 
trachomatis, 
prophylasis of 
disseminated 
mycobacterium avium 
complex (MAC) 
disease. 
 

250 mg & 500 mg 
Tab. & Cap. 

USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  c) Simvastatin 40 mg Tablet 
 
Simvastatin EP 40 mg 

Treatment of 
hypercholesterolaemi
as and combined 
hyperlipidaemia 
 
 

5mg, 10 mg & 20 
mg Tab. 

USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 Novartis Bangladesh Ltd. d) Fluconazole  100 mg Capsule 
 
Fluconazole BP 100 mg 

Indicated for Vaginal 
candidiasis and candidal 
balanitis, Mucosal 
candidiasis including 
oropharyngeal, 
oesophageal, non-
invasive 
bronchopulmonary 
infections, candiduria, 
mucocutaneous and 
chronic oral atropic 
candidiasis 

50mg, 150mg, 
200 mg Capsule 

USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  e) Azithromycin 100 mg/5 ml Powder for 
Suspension 
 
Azithromycin USP 100 mg/5 ml 

For the treatment of 
respiratory tract 
infections, skin and 
soft tissue infections, 
urinary tract and 
genitals infections. 

200 mg/5 ml 
Suspension 

USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  f) Risperidone 3 mg Tablet 
 
Risperidone BP 3 mg 

Indicated for the 
management of the 
manifestation of 
psychotic disorders 
 
 

1mg, 2mg, & 4 mg 
Tab. 

USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  g) Mirtazapine 45 mg Tablet 
 
Mirtazepine BP 45 mg 

Indicated for the 
treatment of 
depressive illness 
 
 

15 mg & 30 mg 
Tab. 

USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  h) Lamotrigine 200 mg Dispersible Tablet 
 
Lamotrigine BP 200 mg 

It is used as 
monotherapy and as 
an adjunct to 
treatment with other 
antiepileptics for 
partial seizures and 
primary and 
secondarily 
generalized tonic-
clonic seizures.  

25 mg, 50 mg & 
100 mg Tablet 

USFDA 
cÖ‡qvRb bvB weavq Av‡e`b  

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b  

bvgÄyi Kiv nBj| 

22. Popular Infusions Ltd. a) Fluconzole 2mg/ml Infusion 
 
Fluconazole USP 200 mg/100 ml IV Infusion 
 

Treatment and 
Prophylaxis of fungal 
infection. 

50 mg & 150 mg 
Tab. & Cap. 
50 mg/5ml 
Powder for 
Suspension 

BNF-58 
Page No. 335 

 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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mfvi wm×vš— 

23. Chemico Laboratories 
Ltd. 

a) Paracetamol 500 mg + Phenylephrine HCl 6.1 
mg + Caffeine 25 mg Capsule 
 
Paracetamol BP 500 mg + Phenylephrine 
Hydrochloride BP 6.10 mg + Caffeine BP 25 mg 

It is effective in 
relieving the 
symptoms associated 
with colds and flu, 
including relief of 
aches & pains, sore 
throats, headache, 
nasal congestion and 
lowering of 
temperature. 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  b) Magaldrate 800 mg Powder /Sachet  
 
Magaldrate USP 800 mg/Sachet 

Indicated to relieve of 
symptoms of 
dyspepsia, heartburn, 
acid indigestion, sour 
stomach, gastro 
esophageal reflux 
disease and 
flatulence. It is also 
prescribed for 
hyperacidity with 
peptic ulcer, gastritis 
and esophagitis. 

400 mg/5 ml 
Suspension 

& 
400 mg Tablet 

 USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  c) Sucralfate 1 gm/10 ml Suspension 
 
Sucralfate USP 10 gm/100 ml 

It is indicated in the 
short term treatment 
of active duodenal 
ulcer. 
 
 

1 gm & 500 mg 
Tablet 

USFDA 
cÖ‡qvRb bq weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bq weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  d) Calcium 400 mg + Magnesium 150 mg + Zinc 5 
mg + Copper 500 mcg + Manganese 0.25 mg + 
Selenium 25 mcg + Vitamin D 2.50 mcg + Boron 
0.30 mg Tablet 
 
Calcium Carbonate USP 1000 mg (eq. to 400 mg 
Elemental Calcium) + Magnesium BP 150 mg + 
Zinc BP 5 mg + Copper BP 500 mcg + Manganese 
BP 0.25 mg + Selenium BP 25 mcg + Vitamin D 
BP 2.50 mcg + Boron BP 0.30 mg 
 

Treatment of 
osteoporosis, 
osteomalacia, rickets, 
tetany and 
parathyroid disease.  

New  
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i| 

AvcvZZt ’̄wMZ ivLv nBj| 
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56 Zg mfvi wm×všÍ 
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 Chemico Laboratories 
Ltd. 

e) Cod Liver Oil 100 mg + Vitamin A 2000 IU + 
Vitamin D3  200 IU + Vitamin B1 0.70 mg, 
Vitamin B2 0.85 mg + Vitamin B6 0.35 mg + 
Vitamin C 17.50 mg + Vitamin E 1.50 mg + 
Nicotinamide 9.00 mg + Folic Acid 100 mcg + 
Vitamin B12 0.50 mcg + Biotin 75 mcg + 
Pantothenic Acid 3 mg/5 ml Syrup 
 
Cod Liver Oil BP 2 gm + Vitamin A (as Vitamin A 
Propionate) BP 40,000 IU + Vitamin D3 (as 
Cholecalciferol ) BP 4000 IU + Vitamin B1 (as 
Thiamin Hydrochloride) BP 14 mg + Vitamin B2 (as 
Riboflavin Sodium Phosphate) BP 17 mg + 
Nicotinamide BP 180 mg + Vitamin B6 (as 
Pyridoxine HCl  BP 7 mg + Vitamin E (as Alpha 
Tocopherol Acetate) BP 30 mg + Vitamin C (as 
Ascorbic Acid) BP 350 mg + Folic Acid BP 2000 
mcg + Vitamin B12 BP 10 mcg + Biotin BP 1500 
mcg + Pantothenic Acid BP 60 mg/100 ml 

To increase 
multivitamin to body 
for good health. 
Prevention of vitamin 
lacking symptom for 
growing child, lack of 
appetitie child, 
including patient 
under rehabilitating 
period. 

Vitamin A BP 
40,000IU 
(as Vit. A 
Propionate) 
Vitamin D (as 
Colecalciferol) 
BP 4000IU 
Vitamin C 
(Ascorbic Acid) 
BP 0.35 gm 
Vitamin B1 
(Thiamine HCl) 
BP 0.014 gm 
Vitamin B2 
(Riboflavin 
Sodium 
Phosphate) BP 
0.017 gm 
Vitamin B6 
(Pyridoxine HCl) 
BP 0.007 gm 
Vitamin E (as 
Alpha Tocopherol) 
BP 0.030gm 
Nicotinamide BP 
0.18gm 
Cod Liver Oil BP 

2gm/100ml 

 
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i| 

AvcvZZt ’̄wMZ ivLv nBj| 

24. R.A.K. Pharmaceuticals 
Ltd. 

a) Voglibose 200 mcg Tablet 
 
Voglibose INN 200 mcg 

Indicated for 
improvement of 
postprandial 
hyperglycemia in 
diabetes mellitus only 
when diet and or 
exercise or oral 
hyperglycemic drug 
or insulin preparation 
in addition to diet and 
or exercise does not 
result in adequate 
glycemic control. 

New  USFDA KZ…©K Aby‡gvw`Z bq / 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq / 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  b) Voglibose 300 mcg Tablet 
 
Voglibose INN 300 mcg 

-do- 
 
 

New  USFDA KZ…©K Aby‡gvw`Z bq/  

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq/  

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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 R.A.K. Pharmaceuticals 
Ltd. 

c) Diclofenac Sodium 1.5% Topical Solution  
 
Diclofenac Sodium USP 1.50 gm/100 ml 

It is indicated for 
treatment of the 
symptoms associated 
with osteoarthritis of 
the knee only, for a 
treatment regimen of 
not more than three 
months duration, 
whether continuous 
or intermittent. 

100 mg Tab. & 
Cap. 

1 gm/100 gm Gel 
12.50 mg & 60 mg 

Suppository 

USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  d) Flecainide Acetate 100 mg Tablet 
 
Flecainide Acetate USP 100 mg 

Indicated for the 
prevention of 
Paroxysmal 
supraventricular 
tachycardias, 
including 
atrioventricular nodal 
recntrant tachycardia, 
atrioventricular 
recentrant 
tachycardia and other 
superaventricular 
tachycardias of 
unspecified 
mechanism 
associated with 
disabling symptoms. 

New USFSA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  e) Ciprofloxacin 100 mg Tablet 
 
Ciprofloxacin Hydrochloride USP 111.00 mg (eq. 
to Ciprofloxacin 100 mg) 

It is used to treat 
kidney or bladder 
(urinary tract) 
infections. 
 

250 mg & 500 mg 
Tab. 

BNF-56 
(Page 321) 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  f) Amlodipine 10 mg + Telmisartan 40 mg Tablet 
 
Amlodipine Besylate BP 13.80 mg (eq. to 10 mg 
Amlodipine) + Telmisartan INN 40 mg 

Indicated for the 
treatment of 
hypertension, alone 
or with other 
antihypertensive 
agents. It may be 
used as initial therapy 
in patients who are 
likely to need multiple 
drugs to achieve their 
blood pressure goals. 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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 R.A.K. Pharmaceuticals 
Ltd. 

g) Amlodipine 10 mg + Telmisartan 80 mg Tablet 
 
Amlodipine Besylate BP 13.80 mg (eq. to 10 mg 
Amlodipine) + Telmisartan INN 80 mg 
 

Indicated for the 
treatment of 
hypertension, alone or 
with other 
antihypertensive agents. 
It may be used as initial 
therapy in patients who 
are likely to need 
multiple drugs to achieve 
their blood pressure 
goals. 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  h) Amlodipine 5 mg + Telmisartan 40 mg Tablet 
 
Amlodipine Besylate BP 6.90 mg (eq. to 5 mg 
Amlodipine) + Telmisartan INN 40 mg 
 

-do- 

New USFDA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  i) Amlodipine 5 mg + Telmisartan 80 mg Tablet 
 
Amlodipine Besylate BP 6.90 mg (eq. to 5 mg 
Amlodipine) + Telmisartan INN 80 mg 
 

-do- 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  j) Aliskiren 150 mg + Valsartan 160 mg Tablet 
 
Aliskiren INN 150 mg + Valsartan USP 160 mg 

It is indicated for the 
treatment of 
hypertension. 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  k) Aliskiren 300 mg + Valsartan 320 mg Tablet 
 
Aliskiren INN 300 mg + Valsartan USP 320 mg 
 

-do- 

New USFDA 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  l) Vitamin A 6600 IU + Vitamin C 400 mg + Vitamin E 
150 IU + Riboflavin 10 mg + Zinc 60 mg + Copper 4 
mg + Manganese 10 mg + Selenium 40 mcg + 
Lutein/Zeaxanthin 4 mg Tablet 
 
Vitamin A BP 6600 IU + Vitamin C BP 400 mg + Vitamin 
E USP 150 IU + Riboflavin BP 10 mg + Zinc (as Zinc 
Acetate) BP 60 mg + Manganese BP 10 mg + Copper 
USP 4 mg + Selenium BP 40 mcg + Lutein/Zeaxanthin 
USP 4 mg 

Indicated for age 
related eye disease 
e.g. age related 
mascular 
degeneration or 
people with frequent 
exposure to sunlight. 

New  
AvcvZZt ’̄wMZ ivLv hvB‡Z 

cv‡i| 

AvcvZZt ’̄wMZ ivLv nBj| 

25. Jayson Pharmaceuticals 
Ltd. 

a) Lidocaine Hydrochloride 2 gm + Epinephrine 1.25 
mg/100 ml  Dental cartridge 
 
Lidocaine Hydrochloride USP 2.133 gm (eq. to 
Anhydrous Lidocaine Hydrochloride 2 gm) + 
Ephinephrine Bitartrate USP 2.274 mg (eq. to 
Epinephrine (Adrenaline) 1..250 mg)/100 ml 

It is a local anesthetic 
used in dental 
infiltration 
anaesthesia and all 
dental nerve block 
techniques. 

New BNF-55 
(strength D‡jL 

bvB) 

 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 

(New Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or USFDA 
Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

26. General 
Pharmaceuticals Ltd. 

a) Montelukast 10 mg + Levocetrizine 
Dihydrochloride 5 mg Tablet 
 
Montelukast Sodium INN 10.40 mg (eq. to 10 mg 
Montelukast) + Levocetrizine Dihydrochloride INN 
5 mg 

It is indicated for relief 
and/or prevention of 
symptoms of allergic 
rhinitis (seasonal and 
perennial), long term 
treatment of asthma 
and chronic urticaria. 

New  USFDA KZ…©K Aby‡gvw`Z  bq 

/ BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z  bq / 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  b) Montelukast 10 mg + Bambuterol 
Hydrochloride 10 mg Tablet 
 
Montelukast Sodium INN 10.400 mg (eq. to 10 mg 
Montelukast) + Bambuterol Hydrochloride BP 10 
mg 

It is indicated for 
chronic treatment of 
asthma, 
bronchospasm and/or 
reversible airways 
obstruction in patients 
12 years of age and 
older. 

New  USFDA KZ…©K Aby‡gvw`Z bq / 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq / 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

  c) Montelukast 4 mg + Bambuterol Hydrochloride 
5 mg Tablet 
 
Montelukast Sodium INN 4.160 mg (eq. to 4 mg 
Montelukast) + Bambuterol Hydrochloride BP 5 mg 

It is indicated for 
chronic treatment of 
asthma, 
bronchospasm and/or 
reversible airways 
obstruction in patients 
2-12 years of age. 

New  USFDA KZ…©K Aby‡gvw`Z bq/ 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq/ 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 

27. Reman Drug 
Laboratories Ltd. 

a) Norfloxacin Eye/Ear Drops 0.3% 
 
Norfloxacin USP 0.3 gm/100 ml 

It is a fluoroquinolone 
carboxylic acid antibacterial 
agent for occular-otic 
administration. Norfloxacin 
inhibits bacterial 
deoxyribonucleic acid 
synthesis and is bactericidal 
Eye : This drop is indicated 
for the treatment of the 
superficial infections of the 
eye and its annex: 
Conjunctivitis, blepharitis, 
tarsitis caused by pathogenic 
bacteria sensitive to 
norfloxacin 
Ear : It is indicated in severe 
and long lasting bacterial 
infection in otitis media, otitis 
externa It is also used in 
otorrhoea and infection 
caused by P. Vulgaris, 
Pseudomonas Aeroginosa, 
which are resistant to many 
other antibiotics. 
 

New USFDA 
 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 



Page 52 of 78 
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28. Eskayef Bangladesh Ltd. a) Prasugrel 5 mg Tablet 
 
Prasugrel Hydrochloride INN 5.49 mg (Eq. to 
Prasugrel 5 mg) 

Indicated for the 
prevention of 
atherothrombotic 
events in patients 
with acute coronary 
syndrome. 
 

New  Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Prasugrel 10 mg Tablet 
 
Prasugrel Hydrochloride INN 10.98 mg (Eq. to 
Prasugrel 10 mg) 

-do- 
 
 

New  Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

29. Techno Drugs a) Oxaliplatin 100mg/Vial Injection (Lyophilized) 
 
Oxaliplatin BP 100 mg/Vial 

Treatment of 
metastatic colorectal 
cancer in combination 
with fluorouracil and 
folinic acid, colon 
cancer. 
 

50mg/vial BNF-57 
Page 479 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

30. Renata Ltd. a) Levomenthol 35.55mg+ Thymol  3.15mg+ 
Chlorobutanol 2.25mg+ Terpineol 66.6mg+ 
Pumilio Pine oil 103.05mg+ Pine oil Sylvestris  
9.00mg Soft gelatin Capsule 
 
Levomenthol BP 35.55mg+ Thymol BP 3.15mg+ 
Chlorobutanol BP 2.25mg+Terpineol BP 66.6mg+ 
Pumilio Pine oil Ph.Grade 103.05mg+ Pine oil 
Sylvestris BP 9.00mg 
 

Indicated for 
symptomatic relief in 
nasal congestion, 
coryza and bronchitis 

New  cÖ‡qvRb bvB weavq wWmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi  wm×vš— envj ivLv 

hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq  Av‡e`b 

bvgÄyi Kiv nBj| 

  b) Salmon Oil Soft gelatin Capsule 
 
Salmon Oil BP 1000 mg (eq. to EPA 80 mg & DHA 
120 mg) 

Omega-3 fatty acids, 
also known as fish 
oils, have been used 
to treat rheumatoid 
arthritis, high blood 
pressure, high lipid 
(fat) levels in the 
blood, certain 
skin/scalp conditions, 
ulcerative colitis, or 
certain blood 
circulation problems. 

New  USFDA KZ…©K Aby‡gvw`Z bq 

Ges BNF-G Aš—fy©³ bq 

weavq Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

USFDA KZ…©K Aby‡gvẁ Z bq Ges 

BNF-G Aš—fy©³ bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv Status 
(New 

Molecule/ 
Existing) 

Av‡e`bKvix 

cÖ̀ Ë  

BNF or 
USFDA 

Reference 

‡UKwbK¨vj mve-KwgwUi 

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

01. Opso Saline Ltd. a) Moxifloxacin160mg/100ml IV infusion 
 
Moxifloxacin Hydrochloride BP 174.56mg eq. to 
Moxifloxacin 160mg/100ml 

Acute Bacterial sinusitis, 
acute bacterial 
exacerbation of chronic 
bronchitis, community 
acquired Pneumonia. 
 

5 mg/ml Eye 
Drops 

&  
400 mg Tab. 

USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv hvB‡Z cv‡i| 

02. ACI Ltd. a) Cefditoren 200 mg Tablet 
 
Cefditoren Pivoxil INN 245 mg (eq. to 200 mg 
Cefditoren)   

Uncomplicated skin & 
skin structure infections, 
Community-Acquired 
Pneumonia, Acute 
Bacterial Exacerbation of 
chronic Bronchitis, 
Pharyngitis/ Tonsillitis. 

 USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv hvB‡Z cv‡i| 

  b) Cefditoren 400  mg Tablet 
 
Cefditoren Pivoxil INN 490 mg (eq to 400 mg 
Cefditoren)   

Uncomplicated skin & 
skin structure infections, 
Community-Acquired 
Pneumonia, Acute 
Bacterial Exacerbation of 
chronic Bronchitis, 
Pharyngitis/ Tonsillitis. 

 USFDA Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv hvB‡Z cv‡i| 

03. Incepta Pharmaceuticals 
Ltd. 

a) Paracetamol 10mg/ml IV Infusion 
 
Paracetamol BP 1 gm/100 ml 

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

500 mg Tablet & 
120 mg/5 ml 
Suspension 

BNF-57,  
Page 232 

JlawUi Safety, Efficacy and 
Usefulness m¤ú‡K© gZvgZ 

cÖ̀ v‡bi Rb¨ Aa¨vcK KvRx `xb 

†gvnv¤§̀ , XvKv ‡gwW‡Kj K‡jR, 

Aa¨vcK gvi¸e †nv‡mb mvR©vix 

wefvM,  XvKv †gwW‡Kj K‡jR Ges  

Wvt Rybv‡q` kwdK, Rvcvb 

evsjv‡`k †d«Ûkxc nvmcvZvj Gui 

wbKU †cÖiY Kiv hvB‡Z cv‡i| 

JlawUi Safety, Efficacy and 
Usefulness m¤ú‡K© gZvgZ cÖ̀ v‡bi 

Rb¨ Aa¨vcK KvRx `xb †gvnv¤§̀ , XvKv 

‡gwW‡Kj K‡jR, Aa¨vcK gvi¸e 

†nv‡mb mvR©vix wefvM,  XvKv †gwW‡Kj 

K‡jR Ges  Wvt Rybv‡q` kwdK, 

Rvcvb evsjv‡`k †d«Ûkxc nvmcvZvj 

Gui wbKU †cÖiY Kwievi Rb¨ ejv 

nBj|  
04. Beximco 

Pharmaceuticals Ltd. 
a) Doxofylline 400 mg Tablet 

 
Doxofylline INN 400 mg 
 

Reversible airways 
obstruction. 

  cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
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2.3 Proposed Product for Locally manufacture (Veterinary) 
 

bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv ‡UKwbK¨vj mve-KwgwUi 56 Zg 

mfvi wm×všÍ 

mfvi wm×vš— 

01. The Acme Laboratories Ltd. a) Ivermectin & Clorsulon Injection (Vet) 
 
Ivermectin BP 1 gm + Clorsulon USP 10 gm/100 ml 

Indicated for the 
effective treatment 
and control of the 
Gastrointestinal 
roundworms, 
Lungworms and Liver 
flukes of cattle. 
 

cÖ‡qvRb bvB weavq wWwmwm-Gi 238 Zg 

mfvq Av‡e`b bvgÄyi Kwievi  wm×vš— 

envj ivLv hvB‡Z cv‡i| 

 c`wU †UKwbK¨vj mve-KwgwUi cieZx© mfvq 

cybivq Dc ’̄v‡bi Rb¨ ejv nBj| 

  b) Amoxicillin 1 gm Bolus (Vet) 
 
Amoxicillin Trihydrate BP 1.150 gm (eq. to Amoxicillin 
1gm) 

It is indicated for the 
treatment of infections 
caused by 
microorganisms 
sensitive to amoxicillin 
in cattle, buffalo, 
sheep, goat, dog and 
cat. 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv hvB‡Z cv‡i| 
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2.4 Proposed Product for Import (Human) 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

01. Orion Corporation, Finland 
 
(Novartis Bangladesh Ltd.) 

a) Stalevo 75 F.C Tablet 
 
Levodopa USP 75 mg + Carbidopa USP 
18.75 mg + Entacapone INN 200 mg 

Treatment of patients with 
parkinson’s disease either 
at initiation of levodpa 
therapy or when end of 
dose motor fluctuations are 
not stabilized on 
levodopa/dopa 
decarboxylase inhibitor 
treatment. 

EMEA 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  b) Stalevo 125 F.C Tablet 
 
Levodopa USP 125 mg + Carbidopa USP 
31.25 mg + Entacapone INN 200 mg 
 

-do- 
 
 

EMEA 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

02. S.A Alcon-Couvreur n.v., Belgium 
 
(Globex Marketing Co. Ltd.) 

a) DUOVISC –Viscoelastic System 
 
Provisc : 
Sodium Hyaluronate 10 mg/ml 
Viscoat : 
 Sodium Chondroitin Sulfate 40 mg + Sodium 
Hyaluronate 30 mg/ml 
 

Indicated for use as an 
ophthalmic surgical aid in 
the anterior segment during 
cataract extraction and 
intraocular lens 
implantation. 

Belgium 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

03. Novartis Vaccines and 
Diagnostics GmbH & Co. KG, 
Germany 
 
(Novartis Bangladesh Ltd.) 

a) Tetanol pur Suspension for Injection in 
Prefilled Syringe (Adsorved Titanus 
Vaccine)  
 
Purified Tetanus Toxoid Concentrate not less 
then 40 IU/0.5 ml 
 

Indicated for the active 
immunization against 
tetanus for infants aged 2 
months and over, children, 
adolescents and adults. 

Germany 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  b) Td-pur  
Suspension for Injection in Prefilled 
Syringe  
 
Adsorbed Diphtheria Toxoid not less then 2 
IU + AdsorbedTetanus Toxoid Not less then 
20 IU/0.5 ml 
 

Indicated for the active 
immunization against 
tetanus and diphtheria in 
individuals aged 5 years old 
and over. 
  

Germany 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

04. Novartis Pharma AG, Switzerland 
 
(Novartis Bangladesh Ltd.) 

a) Simulect 20 mg Powder for Solution for 
Injection 
(Lyophilisate for Injection) 
 
Basiliximab 20 mg/vial 
 

Indicated for the prophylaxis 
of acute organ rejection in 
de novo renal 
transplantation in adult and 
paediatric patients. 
 
 

Switzerland. 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Ilaris 150 mg/ml Powder for Solution for 
Injection 
 
Canakinumab 150 mg/ml 

Treatment of Cryopyrin 
Associatd periodic 
syndromes in adults and 
children aged 4 years and 
olders. 
 
 

Switzerland. 
 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

05. Sanofi Pasteur S.A., France 
 
(Sanofe-Aventis Bd. Ltd.) 

a) Stamaril Vaccine 
(Powder and solvent for suspension for 
injefction in prefilled syringe) 
 
Yellow fever virus 17D-204 strain (live 
attenuated) Ph. Eur ≥1000 LD50 units / 1 
dose (0.5ml) 
 
 

Indicated for active 
immunization against yellow 
fever. 

France 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Tetraxim Vaccine 
( Suspension for injefction in prefilled 
syringe) 
 
Diphtheria toxoid ≥ 30 IU 
Tetanus Toxoid ≥ 40 IU 
Bordetella pertussis antigens: Toxoid  25 µg  
Filamentous haemagglutinin 25 µg 
-Inactivated type 1 poliomyelitis virus  40 DU 
-Inactivated type 2 poliomyelitis virus  8 DU 
-Inactivated type 3 poliomyelitis virus  32 DU          
/ 1 dose (0.5ml) 
 

Indicated in the join 
prevention of diphtheria, 
tetanus pertussis and 
poliomyelitis. 

France 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Sanofi Pasteur S.A., France 
 
(Sanofe-Aventis Bd. Ltd.) 

c) VAXIGRIP Vaccine 
( Suspension for injefction in prefilled 
syringe)  
 
A/Brisbane/59/2007(H1N1)- like strain 
(A/Brisbane/59/2007 (IVR-148)          15µg 
HA 
 
A/Brisbane/10/2007(H3N2)- like strain 
(A/Uruguay/716/2007 (NYMC X -175C)  
15µg HA 
 
B/Brisbane/60/2008- like strain 
B/Brisbane/60/2008     15µg HA / 1 dose 
(0.5ml)  
 

The vaccine is indicated for 
the prevention of Influenza 
infection. 

France 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

06. Les Laboratories Servier 
Industrie, France 
 
(Transcom Distribution Co., Ltd.) 

a) Coveram 5 mg/5 mg Tablet 
 
Perindopril arginine 5 mg eq. to Perindopril 
3.395 mg + Amlodipine besilate Eur. Ph. 
6.935 mg eq. to Amlodipine 5 mg 

Essential hypertension, 
Stable coronary artery 
disease, stroke. 

France 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  b) Coveram 5 mg/10 mg Tablet 
 
Perindopril arginine 5 mg eq. to Perindopril 
3.395 mg + Amlodipine besilate Eur. Ph. 
13.870 mg eq. to Amlodipine 10 mg 

-do- 

France 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

07. Novo Nordisk A/S, Denmark 
 
(Transcom Distribution Ltd.) 
 

a) Victoza 6 mg/ml Solution for Injection in 
pre-filled pen  
 
Quantity per unit dose Contains : 
Liraglutide 6.0 mg/ml 
(Liraglutide – a Human glucagons-like 
peptide-1 (GLP-1) analogue produced by 
recombinant DNA technology) 

It is used for the treatment 
of type 2 diabetes mellitus. 
 

Denmark 
EMEA 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

08. Gland Pharma Ltd. 
India 
 

a) Paromomycin 375 mg/ml, 2 ml Ampoule 
for IM Use only 
 
Paromomycin 750 mg/2 ml 

Indicated for intestinal 
amebiasis acute and 
chronic. 
 
 

India 
RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv nBj| 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

09. H. Lundback A/S, Denmark 
 
(Lilac Pvt. Ltd.) 

a) Serdolect Film Coated Tablet 4 mg 
 
Sertindole 4 mg 

It is indicated for the 
treatment of Schizophrenia. 

Denmark 
UK 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Serdolect Film Coated Tablet 12 mg 
 
Sertindole 12 mg 

-do- 
 
 

Denmark 
UK 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Serdolect Film Coated Tablet 16 mg 
 
Sertindole 16 mg 

-do- 
 
 

Denmark 
UK 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Serdolect Film Coated Tablet 20 mg 
 
Sertindole 20 mg 

-do- 
 
 

Denmark 
UK 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

10. Pfizer Italia Srl, Italy 
 
(Janata Traders) 

a) Medrol 4 mg Tablet 
 
Methyl Prednisolone USP 4 mg 

Indicated for conditions 
requiring glucocorticoids 
activity such as  
Endocrine Rheumatic 
collagen disorders/arthritis, 
dermatological allergic 
states, ophthalmic, disorder. 
 

Italy 
UK 

Abygv`b Kiv hvB‡Z cv‡i| Abygv`b Kiv nBj| 

  b) Medrol 16 mg Tablet 
 
 
Methyl Prednisolone USP 16 mg 

-do- 

Italy 
UK 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

10. Pfizer Manufacturing Deutchland, 
Germany 
 
(Janata Traders) 

a) Champix 0.5 mg F/C Tablet 
 
Varenicline Tartrate 0.5 mg 

Indicatd for smoking 
cessation in adults. 
 
 

European Union 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Champix 1 mg F/C Tablet 
 
Varenicline Tartrate 1 mg 
 

-do- 

European Union 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

11. Pfizer SA, Belgium 
 
(Janata Traders) 

a) Sayana 104 mg/0.65 ml Suspension for 
Injection 
 
Medroxyprogesterone Acetate USP 104 mg/ 
0.65 ml 

Indicated for long term 
female contraception. 
 
 

Belgium 
UK 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

12. Pfizer Limited, India 
 
(Janata Tradres) 

a) Magnex 1 gm Vial 
 
Sulbactam Sodium USP eq. to Salbactam 
500 mg + Cefoperazone Sodium IP eq. to 
Cefoperazone 500 mg/Vial 

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

India 
Japan (Drcv`bKvix 

cÖwZôv‡bi bvg Pfizer 
Limited, India 

Ges c`wUi evwYwR¨K 

bvg D³ GdGmwm-‡Z 

D‡jL bvB| 

 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

  b) Magnex 2 gm Vial 
 
Sulbactam Sodium USP eq. to Salbactam 
1000 mg + Cefoperazone Sodium IP eq. to 
Cefoperazone 1000 mg/Vial 

-do- 

India 
 RvZxq Jla bxwZ 2005 

†gvZv‡eK  DbœZ 7wU †`‡ki 

†KvbwUi GdGmwm `vwLj Kwi‡Z 

cv‡i bvB   weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

 RvZxq Jla bxwZ 2005 

†gvZv‡eK  DbœZ 7wU †`‡ki 

†KvbwUi GdGmwm `vwLj Kwi‡Z 

cv‡i bvB   weavq Av‡e`b bvgÄyi 

Kiv nBj| 

13. Medentech Ltd., Ireland 
 
(Janata Traders) 

a) Aquatabs  
 
Sodium Dichlorosocyanurate 33 mg 

It is used for water 
purification 
 
 
 

Ireland 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

14. Laboratories CRINEX , France 
 
(Maisha Healthcare) 

a) Uvesterol Vitamin ADEC, oral Solution 
 
Synthetic Vitamin A concentrate (Oily form) 
300,000 IU (eq. to 176.47 mg) + 
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 

Indicated for newborn 
babies (premature babies in 
particular) and for infants 
with risk of deficiency or 
malabsorption of fat soluble 
vitamins A, D and E and 
Vitamin C. 

France 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

b) Uvedose 100,000 IU Oral Solution in 
ampoule 
 
Cholecalciferol (Vitamin D3) 2.5 mg (eq. to 
100,000 IU) /2 ml Ampoule 

Prophylaxis and treatment 
of vitamin D deficiency 
 

France 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

c) Uvesterol D 1500 IU/ml Oral Solution,     
20 ml Bottle with oral syringe. 
 
Ergocalciferol (Vitamin D2)  0.00375 gm (eq. 
to 150,000 IU)/100 ml 

Prevention and treatment of 
Vitamin D Deficiency in 
babies and children up to 
five years. 

France 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

15. Swiss Co Services AG, 
Switzerland 
 
(City Overseas Ltd.) 
 

a) Circadin 2 mg Prolonged release Tablet 
 
Melatonin INN 2 mg 

Treatment of primary 
insomnia characterized by 
poor quality of sleep in 
patients who are aged 55 or 
over. 

EMEA 
cÖ‡qvRb bvB weavq wWwmwm-Gi 

238 Zg mfvq Av‡e`b bvgÄyi 

Kwievi  wm×vš— envj ivLv hvB‡Z 

cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

16. Lilly France, France 
 
(International Agencies (Bd) Ltd)  

a) Forsteo solution for injection,  
in 2.4 ml pre-filled pen 
 
Teriparatide,rhptH(1-34)1 20 mcg/80 
microliter (250 mcg/ml) 

Indicated for the treatment 
of osteoporosis.  

EMEA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

17. CSL Behring AG, Switzerland 
 
(International Agencies (Bd) Ltd.) 

a) Rhophylac 300 Solution for Injection 
(prefilled syringe) 
 
Human Anti-D (RHO) Immunoglobulin 300 
mcg/2 ml Prefilled syringe 
 
Human plasma protein ≤ 60 mg + Human 
anti-D immunoglobulin corresponding to 
≥1350 IU ≥270 mcg/2ml Prefilled syringe 
 

Prevention of Rh(D) 
immunization in Rh(D)-
negative women 
 Pregnancy/delivery of 

a Rh(D)-positive baby 
 Abortion/threatened 

abortion, ectopic 
pregnancy or 
hydatidiform mole 

 Transplacental 
haemorrhage 
resulting from 
antepartum 
haemorrhage, 
amniocentesis, 
chorionic biopsy or 
obstetric manipulative 
procedures e.g. 
external version, or 
abdominal trauma. 

Treatment of Rh(D)-
negative persons after 
incompatible transfusions of 
Rh(D)-positive blood or 
other products containing 
red blood cells 

Switzerland 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

18. S.C Sindan Pharma S.R.L., 
Romania 
 
(Bots Pvt. Ltd.) 

a) Eudarym Solution 50 mg/vial for Injection 
(25mg/ml) 
(Lyophilisate for solution for injection) 
 
Fludarabine Phosphate 50 mg/Vial (25 
mg/ml) 

Anti-cancer Romania 
Germany 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

19. GalxoSmithKline Biological s.a., 
Belgium 
 
(GlaxoSmithKline Bangladesh 
Ltd.) 

a) Synflorix Suspension for Injection 
Vaccine 
 
Each dose (0.5 ml) contains : 
Pneumococcal polysaccharide serotype 11.2 INN 1 mcg  
Pneumococcal polysaccharide serotype 41.2 INN 3 mcg 
Pneumococcal polysaccharide serotype 51.2 INN 1 mcg 
Pneumococcal polysaccharide serotype 6B1.2 INN 1 mcg 
Pneumococcal polysaccharide serotype 7F1.2 INN 1 mcg 
Pneumococcal polysaccharide serotype 9V1.2 INN 1 mcg 
Pneumococcal polysaccharide serotype 141.2 INN 1 mcg 
Pneumococcal polysaccharide serotype 18C1.3 INN 3 mcg 
Pneumococcal polysaccharide serotype 19F1.4 INN 3 mcg 
Pneumococcal polysaccharide serotype 23F1.2 INN 1 mcg 
1 adsorbed on aluminium phosphate 0.5 mg Al3+ 
2Conjugated to protein D (derived from non-typeaable 
Haemophilus influenzae) carrier protein 9-16 mcg 
3Conjugated to tetanus toxoid carrier protein 5-10 mcg 
4Conjugated to diphtheria toxoid carrier protein 3-6 mcg 
 

Active immunization of 
infants and children from 6 
weeks up to 2 years of age 
against disease caused by 
Streptococcus pneumoniae 
serotype 1, 4, 5, 6B, 7F, 9V, 
14, 18C, 19F and 23F 
(including sepsis, meningitis, 
pneumonia, bacteraemia 
and acute otitis media) and 
against acute otitis media 
caused by Non-typeable 
Haemophilus influenzae. 

EMEA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

20. PT. BIO FARMA, Indonesia 
 
(Tajarat Health Care Marketing) 

a) BIO-TT Vaccine Injection Ampoule 
 
Purified tetanus toxoid USP 10 Lf/ 0.5 ml 

Active immunization against 
tetanus 

Indonesia 
RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv nBj| 

21. Cadila Healthcare Ltd. India 
 
(Popular Pharmaceuticals Ltd.) 

a) Lyssavac N Vaccine 
 
Rabies Inactivated Virus 107.0 LD50 (as 
Purified Duck Embryo (PDE) Rabies 
Vaccine) Equivalent to 2.5 IU per vial 
(Lyophilized) 
 

Active immunization against 
rabies 

India 
RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv nBj| 
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Zg mfvi wm×všÍ 

mfvi wm×vš— 

01. Novo Nordisk A/S, Denmark 
 
(Transcom Distribution) 

a) Novo Seven 5 mg (250 KIU) Powder and 
Solvent for Solution Injection 
 
Eptacog Alfa (Activated) 5 mg/Vial 
corresponds to1250 KIU/VIAL,1mg/ml after 
reconstitution, 1KIU equals to 1000 IU 
 

Treatment of bleeding 
episodes and for the 
prevention of bleeding in 
those undergoing 
surgery. 

Denmark 
EMEA 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Novo Seven 2 mg (100 KIU) Powder and 
Solvent for Solution for Injection 
 
Eptacog Alfa (Activated) 2 mg/Vial 
corresponds to 100 KIU/VIAL,1mg/ml after 
reconstitution, 1KIU equals to 1000 IU 

Treatment of bleeding 
episodes and for the 
prevention of bleeding in 
those undergoing 
surgery. 

Denmark 
EMEA 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Novo Seven 1 mg (50 KIU) Powder and 
solvent for Solution for  injection. 
 
Eptacog Alfa (Activated) 1 mg/Vial 
corresponds to 50 KIU/VIAL,1mg/ml after 
reconstitution, 1KIU equals to 1000 IU 

Treatment of bleeding 
episodes and for the 
prevention of bleeding in 
those undergoing 
surgery. 

Denmark 
EMEA  

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

02. OM Pharma, Switzerland 
 
(M/s. Swadesh, Dhaka) 
 
 

a) Bronchovaxom Adults 40 mg Capsule 
 
StandardizedOM-85 lyophilizate 
corresponding to : Lyophilized bacterial 
Lysates of : 
Haemophilus  influenzae   Diplococcus 
Pneumoniae Klebsiella Pneumoniae and 
ozaenae Staphylococcus aurcus 
Streptococcus pyogenes and viridans 
Neisseria catarrhalis   eq to  7mg. 

Imununotherapy, 
prevention of recurrent 
chronic bronchitis, 
Toncilities, Pharyngitis 
and bacterial resistance 
to conventional therapy. 

Switzerland 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 

03. Berna Biotech Korea 
Corp.,Korea 
 
(Renata Ltd.) 
 

a) Quinvaxem Vaccine 
 
DTP-HePB-Hib Fully Liquid combined 
Vaccine 

Prevent diptheria, 
tetanus, pertussis, 
hepatitis B and 
haemophilus influenzae 
type B. 

Korea 
RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv hvB‡Z 

cv‡i| 

RvZxq Jla bxwZ 2005 †gvZv‡eK 

DbœZ 7wU †`‡ki †KvbwUi 

GdGmwm `vwLj Kwi‡Z cv‡i bvB   

weavq Av‡e`b bvgÄyi Kiv nBj| 
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2.6  wb‡gœ ewY©Z c`wU Jla wbqš¿Y KwgwUi 238 Zg mfvi wm×vš— †gvZv‡eK †UKwbK¨vj mve-KwgwUi mfvq gZvg‡Zi Rb¨ Dc ’̄vcb Kiv nq t 

 
bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK 

bvg 
wb‡`©kbv CPP/FSC wWwmwm-Gi 238 Zg mfvi 

wm×vš— 

‡UKwbK¨vj mve-KwgwUi   

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

1. M/s. Schering Oy Turku, 
Finland 
 
(M/s. Rubeus & Rasa 
Pvt. Ltd.) 
 

a) Jadelle 75mg Implant 
 
Levonorgestrel USP 
75mg/Implant 

Contraception Finland 
Spain 
France 

D³ JlawUi wel‡q cwievi 

cwiKíbv Awa`ß‡ii ¯§viK bs-

ccA/wmwmGmwWwc/5364, ZvwiL 

t 14-10-2009 Gi c‡Îi 

cwi‡cÖw¶‡Z mfvq Av‡jvPbv nq| 

Jadelle 2 iW wewkó, eZ©gv‡b 

†`‡k Jadelle Gi GKwU Uªv‡qj 

cwiPvwjZ nB‡Z‡Q GLb ch©š— 

Uªv‡qj Gi djvdj m‡š—vlRbK| 

c ẁU 5 erm‡ii GKwU x̀N©  

†gqv`x  c×wZ nIqvq h‡_ó g~j¨ 

mvkªqx| †UKwbwUK¨vj mve-KwgwUi 

mfvq cybivq Dc ’̄vcb c~e©K 

gZvgZmn Jla wbqš¿Y KwgwU‡Z 

Dc ’̄vcb Kwievi Rb¨ ejv nBj| 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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2.7 Proposed Product for Import (Veterinary) 
 

bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv CPP/FSC 

‡UKwbK¨vj mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

01. S.P. Veterinaria S.A., Spain 
 
(Haychem (Bangladesh) Ltd.) 

a) Endoex Oral (Vet) 
 
Closantel BP 0.05 gm/ml 

Broad spectrum antiparasitic 
agent used against several 
species and developmental 
stages of trematodes, 
nematodes and arthropods of 
cattle, sheep, goats, horses 
and camels. 

Spain 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

02. Han Dong Co. Ltd., Korea 
 
(Precisa Techno Trade) 

a) Amitop-S Injection (Vet) 
(Amino acids & vitamins) 
 
L-Lysine 170 mg  
L-Methionine 51 mg 
L-Threonine 78.2 mg 
L-Tryptophan 34 mg 
L-Arginine 142.5 mg 
L-Leucine 187 mg 
L-Isoleucine 85 mg 
L-Valine 136 mg 
L-Phenylalanine 119 mg 
Glycine 375 mg 
Sodium L-Glutamate 375 mg 
Vitamin B1  10 mg 
Vitamin B2  5 mg 
Vitamin B6  10 mg 
Vitamin B12  5 mcg 
Calcium Pantothenate 10 mg 
Nicotinamide 300 mg 
Sodium Acetate Trihydrate 750 mg 
Calcium Chloride Dihydrate 200 mg 
Potassium Chloride 200 mg 
Magnesium Chloride Hexahydrate 200 mg 
Glucose 5000 mg/100 ml 

Hypovitaminosis in all kind of 
animal, growth troubles, 
anorexia, asthenia, 
Convalescence and 
prophylactic treatment. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Floshot 300 Injection (Vet) 
 
Florfenicol USP 300 mg/ml 

Treatment of BRD, Pneumonia, 
Pododermitis, PRDC, 
Colibacillosis, salmonellosis, 
glasser’s disease etc. 
 

Korea 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv CPP/FSC 

‡UKwbK¨vj mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

 Han Dong Co. Ltd., Korea 
 
(Precisa Techno Trade) 

c) D-Pron Injection (Vet) 
 
Sulpyrine USP 400 mg/ml   

MMA, Pneumonia, Mastitis, 
Metritis, Agalactia and other 
inflammatory disease. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Floshot Oral Solution (Vet) 
 
Florfenicol USP 100 gm/litre 

Treatment of bacterial disease 
caused by sensitive to 
florfenicol llike as mycoplasma 
spp. E.coli, Salmonella, 
Streptococcus, Pasteurella, 
Staphylococcus spp. 

Korea 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

03. Investigaciones Quimicas Y 
Farmaceuticals SA, Spain 
 
(Vet Healthcare Agency) 

a) Desinkap Oral Liquid  (Vet) 
 
Glyoxol 40%  17 g + Formaldehyde 40% 15 g + 
Benzalkonium Chloride 80% 13 g + 
Glutaraldehyde 50% 50 g/ liter 

Surface Disinfectant  for 
vehicles, hatching rooms, 
livestock stables, dairy rooms. 

Spain 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

04. Izo S.P.A. Via A Bianchi-9, Italy 
 
(Jayson Agrovet Ltd.) 

a) IZOVAC MAREK BIVALENT (HVT+RISPENS) 
(Vet) 
 
Cell associated live frozen herpes turkey virus of 
Marek’s Disease Strain FC 126 (serotype 3) 2000 
PFU + Cell associated live frozen Marek’s Disease 
Virus strain Rispense CVI988 (serotype 1) 2000 
PFU/0.2 ml dose 
 

Cell associated frozen live 
vaccine against marek’s 
disease. 

Italy 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

05. Bomac Laboratories Ltd., 
Newzealand 
 
(Remax Corporation Ltd.) 

a) Terminator Liquid (Vet) 
 
Glutaraldehyde 50%, 150 gm +  Synthecol CC 50 
(Cocobenzyldimethylammonium Chloride) 
(Quaternary Ammonium Chloride) 100 gm/Litre 

For all surface disinfection & 
aerial fogging of livestock 
premises especially for hygiene  
programmes associated with 
calfrearing and pig and poultry 
farms. 

Newzealand 
Australia 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

06. Kela Laboratoria NV, Belgium 
 
(Ceder Bangladesh Ltd.) 

a) Amprolium 20% Water Soluble Powder (Vet) 
 
Amprolium Hydrochloride 200 mg/Kg 

Treatment and control of 
coccidiosis. 

Belgium 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

07. DEC International NZ Ltd., 
Newzealand 
 
(Janata Traders) 

a) CIDR Cattle Insert  (Vet) 
(Intra vaginal progesterone insert) 
 
Progesterone USP 1.38 gm/Insert 

To advance the date of first 
estrus in postpartum beef cows 
and in peripubertal beef 
heifers. To synchronize estrus 
in beef cows, and in beef and 
dairy heifers. 

Newzealand 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

08. EWABO Chemikalien GmbH & 
Co. KG, Germany 
 
(Univet Limited) 

a) Mentofin (Vet) Oral liquid 
 
Eucalyptus oil + Menthol 
200 gm//kg 

To increase mucous secretion 
in case of problem with 
respiratory system, reduce post 
vaccination reaction, to cool the 
dry mucous membranes & to 
reduce inflammation by 
inhibiting release of 
inflammatory mediators. 

Germany 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 
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‡UKwbK¨vj mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

09. Shanghai Veterinary 
Pharmaceuticals, China 
 
(Advance Animal Science Co. 
Ltd.) 

a) Auflosyn Injectable Solution 
 
Ofloxacin 100mg/ml 

Broad spectrum antibacterial and is 
used mainly for bacterial as well as 
microbacterial infection in animals. 

China 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

  b) Nikang Injection 
 
Florfenicol 300mg/ml 

Broad spctrum synthetic antibiotic 
active against most gram positive 
and gram negative bacteria. It can 
be used to control bacterial disease 
of swine, chicken and fish caused 
by susceptible bacteria. 

China 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

  c) Amisyn Injection 
 
Amikacin 100 mg/ml 

Bactericidal action against 
Escherichia, brucella, 
calymmatobacterium, citrobacter, 
enterobacter, francisella, klebsiella, 
proteus, etc. 

China 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

  d) Lomesyn Injection 
 
Lomefloxacin 100 mg/ml 

Antibacterial and used mainly for 
bacterial infections in animals. It is 
especially indicated for use in 
treating respiratory disease, 
gastrointestinal and urinary tract 
infections. 

China 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

10 Adisseo, France 
(Advance Animal Science Co. 
Ltd). 

a) Rovabio Excel AP T-Flex Powder 
 
Endo-1, 4-ß-xylanase : No EC 3.2.1.8 
Endo-1, 3(4)- ß -glucanase: No EC 3.2.1.6 
+ 17 other enzyme activities, including cellulose  
(endo-1,4- ß-glucanase) 

Improves the nutritional value of 
feeds containing different types of 
cereals (wheat, maize, barley, 
triticale, rye, oats) and oilseed 
meals, reduces gut viscosity, 
reduces the free ammonia 
concentration in the litter. 

France 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Rovabio Max AP  Powder 
 
Endo-1, 4-ß-xylanase : No EC 3.2.1.8 
Endo-1, 3(4)- ß -glucanase: No EC 3.2.1.6 
6 Phytase No EC 3.1.3.26 
Other enzyme activities : cellulases 
 

-do- France 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Rovabio Excel LC Liquid 
 
Endo-1, 4-ß-xylanase ≥ 5500 U Visco / g ....... 
3.00% eq. to 350 Units AXC/g 
Endo-1, 3(4)- ß-glucanase ≥ 500 AGL U/g ...... 
3.00% 
 

-do- France 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv CPP/FSC 

‡UKwbK¨vj mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

11. Merial Select Inc., USA 
 
(Advance Animal Science Co. 
Ltd.) 

a) VAXXITEK HVT + IBD Vaccine 
 
Each dose of vaccine contains: 
Marek’s Disease vectored IBD recombinant virus, 
at least 3,880 PFU 

This vaccine is recommended 
for vaccination of 18 to 19 days 
old embryonated chicken eggs. 
For in Ovo vaccination, only 
healthy embryonated eggs 
should be used. 

USA 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

12. Kemira ChemSolutions bv, The 
Netherlands 
(Advance Animal Science Co. 
Ltd.) 

a) Kemira Mould Control SP1 Granulate 
 
Calcium Propionate (on dried matter) min. 
985gm/Kg 

Kemira Mould control SP1 
prevents growth of mould and 
other harmful microbes in 
different types of feedstuffs. It 
also prevents recontamination 
after production of the 
compound feed 

The Netherlands 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Kemira Mould Control LP3 NC Liquid 
 
Propionic Acid 242gm/Kg 
Ammonium Propionate 563gm/Kg 
Benzoic Acid 10gm/Kg 
Surfactant 2 gm/Kg 

Kemira Mould control LP3 NC 
has a strong anti mould effect 
in compound feeds and raw 
materials and prevents 
recontamination of mould after 
product of the feed 

The Netherlands 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Kemira Rumen Pro SP1 Powder/Granulate 
 
Propionic Acid min. 662 gm/Kg 

Kemira Rumen Pro SP1 has 
been developed to increase 
rumen propionate contrent 
without lowering rumen pH 

The Netherlands 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

  d) Kemira Pro GIT SF1 Powder 
 
Formic Acid min. 306 gm/Kg 
Acetic Acid min. 123 gm/Kg 
Lactic Acid min. 101 gm/Kg 
Citric Acid min. 72 gm/Kg 

The organic acids in Kemira 
Pro GIT SF1 reduce crop pH 
and growth of pathogenic 
microbes in the gastrointestinal 
(GI tract. Reduced pathogenic 
microbial growth in the GI tact 
also seves nutrients for the 
animal. 

The Netherlands 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv hvB‡Z cv‡i| 

  e) Kemira Bacteria Control SF1 Powder 
 
Formic Acid  min  408 gm/Kg 
Propionic Acid Min 103 gm/Kg 
Citric Acid min. 130 gm/Kg 

Dry Antibacterial agent The Netherlands 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

13. Kemira ChemSolution bv, The 
Netherlands 
 
(Advance Animal Science 
Co.Ltd.) 

a) Kemira Mould Control SP1  
 
Calcium Propionate INN 

  
cÖ‡qvRbxq Z_¨vẁ  bv _vKvq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRbxq Z_¨vw` bv _vKvq 

Av‡e`b bvgÄyi Kiv nBj| 



Page 68 of 78 
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‡UKwbK¨vj mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

14. DaOne Chemical Co. Ltd., Korea 
(Wilts Marketing Ltd.) 

a) DaOne E+ Selenium Oral Liquid 
 
Vitamin E (Alpha tocopherol acetate) 17 gm + 
Selenium (Sodium Selenite) 2 gm/Litre 
 

Improvement of feed efficiency and 
promotion of growth rate. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) DaOne ADEK Oral Liquid 
 
Vitamin A  10,000,000 IU + Vitamin D3 2000000IU 
+ Vitamin E 4000 IU + Vitamin K3 132 mg/Litre 
 

Prevention of stress and vitamin A, 
D, E, K deficiency, 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c)  DaOne Tilmiro Solution 
 
Tilmicosin Phosphate 100 gm/litre + Xylo-
oligosaccharide qs. 

Treatment of respiratory diseases 
caused by sensitive bacterial to 
tilmicosin as follows: 
Pig – Pasteurella multocida, 
Actinobacillus pleuropeneumiae, 
Mycoplasma hyopneumoniae 
Poultry : Mycoplasma galisepticum, 
Mycoplasma synoviae. 

Korea 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

15. Dong Bang Co. Ltd., Korea 
 
(Wilts Marketing Ltd.) 

a) Control Injection 
 
Fertireline Acetate 20 mcg + Sodium Chloride 3.6 
mg/ml 

Treatment of ovarian follicular cysts, 
delayed ovulatioh, anovulation. 
 

Korea 
cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 
cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

  b) Gonadon Injection 
 
Gonadoreline (as acetate) BP 100 mcg + Benzyl 
Alcohol BP 10 mg + Sodium Chloride BP 7.47 
mg/ml 

For the treatment of ovarian 
follicular cysts, delayed ovulation, 
anovulation. For the prevention and 
treatment of abnormal oestrus, 
synbchronization of oestrus. 
 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Dinorin Injection 
 
Cloprostenol (as sodium) BP 100 mcg/ml 

Cattle: Control the time of oestrus 
and ovulation. Synchronization of 
the oestrus cycle. Treat cattle which 
have a functional corpus luteum but 
do not express behavioral oestrus. 
Termination of abnormal 
pregnancy. Treatment of chronic 
metritis and pyometra. Routine use 
in the early postpartum period. 
Luteal cysts. 
Pigs: Induction of parturition. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Fortis Injection 
 
Flunixin Meglumine 50 mg/ml 
 

Horse : For the alleviation of 
inflammation and pain associated 
with musculoskeletal disorder  
Cattle : For the control of pyrexia 
associated with bovine respiratory 
disese and endotoxemia and acute 
bovine mastitis. For the control of 
inflammation in endotoxemia 
Swine : Mastitis mestritis agalactia 
syndrome, and acute inflammatory 
conditions and pyrexia due to 
pneumonia or diarrhea. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

16. Laboratories Ovejero SA, Spain 
 
(Tajarat Animal Care) 

a) Inmugal V.P. Hitchner B-1 
 
Active virus of Newcastle disease, attenuated 
strain Hitchner B1 106 EID50/Dose 

Active immunization of 
chickens and adult hens 
against Newcastle disease.  
 

Spain 
cÖ‡qvRb bvB weavq wWmwm-Gi 238 

Zg mfvq Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

17. KBNP Inc, Korea  
 
(Tajarat Animal Care) 

a) Himmvac ND Oil Vaccine 
 
Inactivated ND virus (B1) -15%  
Marcol 52-58% 
Montanide-7% 
 

Prevention Newcastle disease 
in poultry.  

Korea 
cÖ‡qvRb bvB weavq wWmwm-Gi 238 

Zg mfvq Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z cv‡i| 

 †UKwbK¨vj mve-KwgwUi 

cieZx© mfvq cybivq 

Dc ’̄vc‡bi Rb¨ ejv nBj| 

  b) Himmvac IB ND Combined Live Vaccine 
 
Newcastle Disease Virus (B1) infected fluid-30% 
IB virus (H120) infected fluid – 15% 
Stabilizer (LPGG) -20% 
Penicillin – 200IU/ml 
Streptomycin – 200mcg/ml 
 

Active immunization against 
Infectious Bronchitis and 
Newcastle Disease.  

Korea 
cÖ‡qvRb bvB weavq wWmwm-Gi 238 

Zg mfvq Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z cv‡i| 

†UKwbK¨vj mve-KwgwUi cieZx© 

mfvq cybivq Dc ’̄vc‡bi Rb¨ 

ejv nBj| 

  c) Himmvac ND High Vaccine 
 
Amount per dose Newcastle Disease Virus (Ulster) 
infected fluid – 106.0 EID50/dose 
Stabilizer (LPGG) – 20% 
Penicillin – 200IU/ml 
Streptomycin – 200mcg/ml 
 

Prevention of Newcastle 
disease in chickens. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  d) Himmvac IB-ND Combined oil vaccine  
 
Inactivated IB virus (H-120) -20% 
Inactivated ND virus (B1) – 15% 
Marcol 52 – 58% 
Montanide – 7% 
 

Prevention Infectious Bronchitis 
Newcastle disease. 

Korea 
cÖ‡qvRb bvB weavq wWmwm-Gi 238 

Zg mfvq Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z cv‡i| 

†UKwbK¨vj mve-KwgwUi cieZx© 

mfvq cybivq Dc ’̄vc‡bi Rb¨ 

ejv nBj| 

  e) Himmvac IB-ND-EDS Combined oil Vaccine  
 
Inactivated IB virus (H-120) – 20% 
Inactivated ND virus (B1) – 15% 
Inactivated EDS’76 virus – 15% 

Prevention of Infectious 
Bronchitis Disease & Egg Drop 
Syndrome 76 in poultry. 
 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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 KBNP Inc, Korea  
 
(Tajarat Animal Care) 

f) Himmvac Newcastle Live Vaccine (B1 Strain) 
 
Amount per 1000 doses 
Newcastle Disease Virus (B1) infected fluid – 50% 
Stabilizer (LPGG) – 50% 
Penicillin – 200IU/ml 
Kanamycin – 100mcg/ml 
Streptomycin – 200mcg/ml 

Prevention of Newcastle 
Disease in Chickens. 

Korea 
cÖ‡qvRb bvB weavq wWmwm-Gi 238 

Zg mfvq Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

  g) Himmvac Fowl Pox Vaccine 
 
 
Fowl Pox virus infection Fluid 30% 
Stabilizer 70% 
Penicillin 200 IU/ml 
Kanamyci8n 100 mcg/ml 
Streptomycin 200 mcg/ml 

For vaccination of healthy 
chickens against fowl pox. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  h) Himmvac ILT Live vaccine 
 
 
Infectious Laryngotrachoitis virus infected fluid 
50%  
Stabilizer 50% 
Streptomycin 200 mcg/ml 
Penicillin 200 IU/ml 
 

For vaccination of healthy 
chicken against infections 
laryngotrachietis. 

Korea 
cÖ‡qvRb bvB weavq wWmwm-Gi 238 

Zg mfvq Av‡e`b bvgÄyi Kwievi  

wm×vš— envj ivLv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 

18. Laboratories Hipra SA, Spain 
 
(Nasco Agro Product) 

a) Hipra Gumboro-GM97 Live Freeze dried 
Vaccine 
 
Live Infectious Bursal Disease Virus, strain GM97  
≥102EID50 
 

To prevent Gumboro Disease. 
 
 
 

Spain 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv CPP/FSC 

‡UKwbK¨vj mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

19. Komipharma International Co. 
Ltd., Korea 
 
(Rafique Medicine) 

a) Amcicoli Powder 
 
Ampicillin Trihydrate 200 gm + Colistin Sulfate 
500,000,000 IU/Kg 

For the prevention and 
treatment of bacterial disease 
which are sensitive to ampicillin 
and colistin. 
(1) Cattle (under 6 months), Pig 
: Salmonella, E.coli, pasteurella 
(2) Poultry : Mycoplasma, 
Haemophilus, E.coli, 
salmonella, other 
streptococcus, staphylococcus. 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  b) Komicelase Powder  
 
Celluase 1,000,000 Unit + α- Amylase  40,000 Unit 
+ ß-Amylase 2,550 Unit + Protease 1,25,000 
Unit/Kg 

Accelerator of digestion 
(prevent intestinal gas and 
dyspepsia), growth accelerator, 
and increasing nutrition for 
animals 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

  c) Diloxa Udder Ointment 
 
Each 1 Syinge (7.5 g) contains : 
Dicloxacillin Sodium 500 mg 

For the prevention and 
treatment of mastitis in the non-
lactating cattle caused by 
various microorganisms. 
For the treatment of acute and 
chronic mastitis caused by 
penicillin resistant 
staphylococci, streptococci and 
corynebacterium 

Korea 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

20. Laboratoire Sogeval, France  
 
(Century Agro Limited) 

a) Disinfectant TH4+ 
 
Each 1 Litre contain 
Didecyl dimethyl ammonium chloride 18.75 g 
Dioctyl dimethyl ammonium chloride 18.75 g 
Octyl decyldimethyl ammonium chloride 37.50 g 
Alkyl dimethylbenzyl ammonium chloride 50.00 g 
Glutardialdehyde 62.50 gm 

Disinfectant France 
Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 
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2.8  wb‡gœ ewY©Z c ẁU Jla wbqš¿Y KwgwUi 238 Zg mfvi wm×vš— †gvZv‡eK †UKwbK¨vj mve-KwgwUi mfvq gZvg‡Zi Rb¨ cybivq Dc ’̄vcb Kiv nq t 

 
bs cȪ ‘ZKvi‡Ki bvg  Jl‡ai bvg I †R‡bwiK bvg wb‡ ©̀kbv CPP/FSC ‡UKwbK v̈j mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

1. Intervet India Pvt. Ltd., India 
 
(Bengal Overseas Ltd.) 

a) Decivac FMD DOE Vial Vaccine 
 
Inactivated FMD Virus Serotypes O.A. and 
Asia 1 at least 3PD50 per serotype 

Immunization of healthy 
livestock as an aid in the 
control of FMD. 

India 
wWwmwm-Gi wm×všÍ †gvZv‡eK 

†f‡U‡ibvix Jla Avg`vbxi 

†¶‡Î cÖ‡hvR¨ DbœZ 24wU 

†`‡ki †KvbwUi GdGmwm 

`vwLj Kwi‡Z cv‡i bvB 

weavq  Av‡e`b bvgÄyi Kiv 

hvB‡Z cv‡i| 

wWwmwm-Gi wm×všÍ †gvZv‡eK 

†f‡U‡ibvix Jla Avg`vbxi 

†¶‡Î cÖ‡hvR¨ DbœZ 24wU 

†`‡ki †KvbwUi GdGmwm 

`vwLj Kwi‡Z cv‡i bvB 

weavq  Av‡e`b bvgÄyi Kiv 

nBj| 

 
 
2.9 Proposed Product for Import (Surgical  Equipment & Others) 
 
 
Sl. 
No 

Name of the Manufacturer Name of the Product Indication FSC 
‡UKwbK v̈j mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

01. Becton Dickinson SA, Spain 
 
(Mix Medical, 9/A Motaleb 
Tower, 3rd Floor), 8/2, Paribagh, 
Hatirpool, Dhaka) 
 

a)  BD Soloshot 1 ml AD Syringes 22GX1 
 
Auto Disable Syringe 1 ml 

Syringe  cÖ‡qvRbxq wd«-‡mj mvwU©wd‡KU 

`vwLj bv Kivq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRbxq wd«-‡mj mvwU©wd‡KU 

`vwLj bv Kivq Av‡e`b bvgÄyi 

Kiv nBj| 

02. Convex Latex Pvt. Ltd., India 
 
(UGI Trade Co., ) 

a)   Natural rubber  Latex Condom Contraception and 
for prophylactic  
purpose. 

India cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b 

bvgÄyi Kiv nBj| 
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bs weeiY 

‡UKwbK v̈j mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

2.10 ‡gmvm© †ivk evsjv‡`k wjt Gi Av‡ew`Z Made for F. Hoffmann La Roche Ltd. Switzerland by Chugai 
Pharma Manufacturing Company Ltd. Japan Gi Drcvw`Z Actemra  400 mg/20 ml Vial  (Tocilizumab 
400 mg/20 ml) bvgxq c`wUi †iwR‡÷ªkb Av‡e`b cybwe©‡ePbvi Rb¨ Av‡e`b Kwiqv‡Q| 

 

D‡jL¨ †h, weMZ 22-10-2009  Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 238 Zg mfvq (1) Actemra 80 mg/4ml 
Vial (Tocilizumab 20 mg/ml) Ges (2) Actemra 200 mg/10 ml Vial  (Tocilizumab 20 mg/ml) Aby‡gv`b 

Kiv nq Ges Actemra  400 mg/20 ml Vial  (Tocilizumab 20 mg/ ml)  Gi †iwR‡÷ªkb Av‡e`b bvgÄyi Kiv 

nq| 

 

cÖwZôvbwU Zvnv‡`i Av‡e`‡b D‡jL Kwiqv‡Q †h,  Actemra Gi Standard dose, 8 mg per Kg body weight, 
d‡j cÖvß eq ‹̄ †ivMx‡`i Rb¨ 400 mg/20 ml cÖ‡qvRb| Moderate to severe active rheumatoid arthritis 
(RA) wPwKrmvi Rb¨ Zvnv‡`i Av‡e`b we‡ePbvi Rb¨ Aby‡iva Kwiqv‡Q| 

 

cÖwZôvbwUi Av‡e`‡bi cwi‡cÖw¶‡Z Av‡ew`Z Actemra  400 mg/20 ml Vial  (Tocilizumab 20 mg/ ml)  Gi 

†iwR‡÷ªkb Av‡e`b Aby‡gv`‡bi wel‡q wm×vš— MÖn‡Yi Rb¨ Dc ’̄vcb Kiv nq| 

Aby‡gv`b Kiv hvB‡Z cv‡i| Aby‡gv`b Kiv nBj| 

2.11| M/s. Advance Animal Science Co. Ltd., M/s. Merial Select Inc. cÖwZ÷vbwU USA KZ…©K Drcvw`Z c` h_v (1) 
Galivac AE+ FP (Freeze Dried live Vaccine) (Avian Encephalomyelitis Virus at list ... 2.7 Log 10 EID50 + 
Fowl Pox Virus at least 2.2 log 10EID50,) (2) Trovac AIV H5 Vaccine (Fowl pos vectored ai recombinent 
virus at least 2.2 log 10 TCID50/Dose of freeze dried vaccine), (3) Gallimune Flu H5N9 Vaccine 
(Inactivated Avian Influenza virus H5N9 strain ≥10HIU) and (4) Gallimune 208 ND + Flu H9 M, E 
Vaccine (Inactivated Avian Influenza virus H9N2 strain ≥10HIU + Inactivated Newcastle disease virus, 
Ulster 2C strain ≥10HIU) Avg`vbx †iwR‡÷ªk‡bi Av‡e`b cybwe©‡ePbvi  Rb¨   Av‡e`b Kwiqv‡Q| weMZ 22-10-

2009 Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 238 Zg mfvq D³ c` mg~n cÖ‡qvRb bvB weavq  bvgÄyi Kiv  nq| 

 

cÖwZôvbwU DwjwLZ  f¨vKwmbmg~n Gwfqb Bbd¬z‡qÄv †ivM cÖwZ‡iv‡a  wbivc` ewjqv Zvnv‡`i c‡Î D‡jL Kwiqv‡Q| 

Gwfqvb Bbd¬z‡qÄv f¨vKwmb e¨env‡ii wKQz BwZevPK w`K c‡Î D‡jL Kiv nBqv‡Q| cÖwZôvbwUi e³e¨ Abyhvqx †`‡k 

Gwfqvb Bbd¬z‡qÄvi gnvgvix weivR Kivq ‡cvwëª wk‡íi ¶wZ mvwaZ nBqv‡Q, †cvwëª wkí‡K i¶vi Rb¨ Gwfqvb 

Bbd¬z‡qÄv f¨vKwmb we‡kl Ri“ix| 

 

DwjwLZ f¨Kwmbmg~‡ni  †iwR‡÷ªk‡bi Av‡e`b Aby‡gv`‡bi wel‡q wm×vš— MÖn‡Yi Rb¨ Dc ’̄vcb Kiv nq| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv hvB‡Z cv‡i| 

cÖ‡qvRb bvB weavq Av‡e`b bvgÄyi 

Kiv nBj| 
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bs weeiY 

‡UKwbK v̈j mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

2.12| 

‡gmvm© †ZRviZ †nj&_‡Kqvi gv‡K©wUs Drug Control Committee (DCC) Gi 235 Zg mfvq (10 GwcÖj, 2007 Zvwi‡L 

AbywôZ) Anti-Cancer Drug ‡iwR‡÷ªkb msµvš— wm×vš— ev¯—evq‡bi Rb¨ Av‡e`b Kwiqv‡Q| cÖwZôvbwU Zvnv‡`i c‡Î 

D‡jL Kwiqv‡Q ‡h, we‡k¦i wewfbœ †`‡k bZzb bZzb K¨vÝvi wPwKrmvi Jla ‰Zix nB‡Z‡Q wKš‘ Avg`vbx RwUjZvi Kvi‡Y 

evsjv‡`‡ki K¨vÝvi Avµvš— †ivMxiv GB mKj Jla †_‡K ewÂZ nB‡Z‡Q| cÖwZôvwU Jla wbqš¿Y KwgwU (wWwmwm) Gi 235 Zg 

mfvq Anti-Cancer Drug mnRjf¨ Kwievi Rb¨ ZvwjKvf~³ 24 wU †`k nB‡Z Avg`vbxi ˆeaZvi welqwU Kvh©Kix Kwievi Rb¨ 

Aby‡iva Kwiqv‡Qb| 

 

Jla wbqš¿Y KwgwU (wWwmwm) Gi 235 Zg mfvq Anti-Cancer Drug Gi ‡iwR‡÷ªkb wel‡q Av‡jvPbv I wm×vš— t 

 

evsjv‡`k dvg©vwmDwUK¨vj B‡¤úvU©vm© G‡mvwm‡qkb evRv‡i ỳiv‡ivM¨ K¨vÝvi wPwKrmvi Jlamg~‡ni mnR I myjf cÖvc¨Zv wbwðZ 

Kwievi j‡¶¨ wb‡gœi †cÖ¶vcU eY©bv c~e©K Av‡e`b †ck K‡i| Av‡e`b Abymv‡i K¨vÝvi wPwKrmvi Jlamg~n cvk¦©eZx© †`kmn wewfbœ 

†`k nB‡Z A‰ea gva¨‡g BZtc~‡e© evsjv‡`‡ki evRv‡i cÖ‡ek Kwi‡jI eZ©gv‡b GB my‡hvM bvB| d‡j K¨vÝvi ‡iv‡M Avµvš—M‡Yi 

wPwKrmvi AebwZ NwU‡Z‡Q ewjqv Av‡e`‡b `vex Kiv nq| 

GB †¶‡Î D‡jL¨ †h, K¨vÝvi wPwKrmvi Jlamg~‡ni Drcv`bKvix cÖwZôvb Avg`vbx †iwR‡÷ªk‡bi kZ©vbyhvqx DbœZ †`kmg~n h_vt 

USA, UK, Japan, Germany, France, Australia and Switzerland-Gi Free Sale Certificate `vwLj Kwi‡Z cv‡i bvB ewjqv 

jvB‡mwÝs A_wiwU (WªvMm&) KZ…©K BZtc~‡e© †iwR‡÷ªkb cÖ̀ vb Kiv nq bvB|  

 

gvbweK Kvi‡Y K¨vÝvi Avµvš— †ivMx‡`i myj‡f wPwKrmvi ¯̂v‡_© we‡kl we‡ePbvq GB mKj A‡iwRw÷ªK…Z c`mg~n cvk¦©eZ©x †`k 

e¨wZZ Ab¨vb¨ †`k nB‡Z wkw_j k‡Z© Aš—eZx©Kvjxb Avg`vbxi Av‡e`b we‡ePbvi Rb¨ we¯—vwiZ Av‡jvPbv c~e©K GB g‡g© mycvwik 

M„nxZ nq †h, cï wPwKrmvi Jl‡ai †¶‡Î eZ©gvb cÖPwjZ †iwR‡÷ªkb cÖwµqv AbymiY c~e©K †KejgvÎ ZvwjKvf~³ 24 (PweŸk) wU 

DbœZ ‡`‡ki g‡a¨ †h ‡Kvb 01 (GK) wU Drm †`‡ki wd«-‡mj mvwU©wd‡K‡Ui wfwË‡Z wewa †gvZv‡eK Ab¨vb¨ kZ©vejx c~iY Kwiqv 

we‡kl we‡ePbvq Avg`vbx †iwR‡÷ªk‡bi my‡hvM cÖ̀ vb Kiv hvB‡Z cv‡i| K¨vÝvi wPwKrmvi Jl‡ai myjf g~j¨ I cÖvc¨Zv 

wbwðZKiYv‡_© GB wkw_j †iwR‡÷ªkb cÖwµqv ‡KejgvÎ cieZx© 06 (Qq) gvm mgqmxgv ch©šÍ ejer _vwK‡e| 

 

24 wU †`‡ki ZvwjKv wbgœiƒc t 

(1) A‡÷ªwjqv (2) Aw÷ªqv (3) †ejwRqvg (4) KvbvWv (5) †WbgvK© (6) wdbj¨vÛ (7) d«vÝ (8) Rvg©vbx (9) nv‡½ix (10) 

Avqvij¨vÛ (11) BZvjx (12) Rvcvb (13) †b`vij¨vÛ (14) biI‡q (15) wm½vcyi (16) myB‡Wb (17) myBRvij¨vÛ (18) hy³ivóª 

(19) hy³ivR¨ (20) ivwkqv (21) †cvj¨vÛ (22) †¯úb (23) †PK wicvewjK Ges (24) `w¶Y †Kvwiqv| 

 

 ‡gmvm© †ZRviZ †nj&_‡Kqvi gv‡K©wUs Gi Av‡e`b we‡ePbvi Rb¨ Dc ’̄vcb Kiv nq| 

RvZxq Jla bxwZ-2005 Gi m‡½   

cȪ —vebv msMwZc~Y© bq weavq Av‡e`b 

bvgÄyi Kiv hvB‡Z cv‡i| 

RvZxq Jla bxwZ-2005 Gi m‡½   

cȪ —vebv msMwZc~Y© bq weavq 

Av‡e`b bvgÄyi Kiv nBj| 
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bs weeiY 

‡UKwbK v̈j mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

2.13| 

mv‡bvwd G‡fw›Um evsjv‡`k wjt  f¨vKwmwMÖc (Bbd¬z‡qb&Rv f¨vKwmb) f¨vw·‡bi  Strength Ges 

Indication AcwiewZ©Z _vwK‡j ïay Strain cwieZ©‡bi Kvi‡Y  bZzb c` wnmv‡e  we‡ePbv bv Kwiqv 

†iwR‡÷ªkb cÖ̀ v‡b cȪ Íve Kwiqv‡Q| 

  

Zvnviv c‡Î D‡jL Kwiqv‡Q †h, cÖwZ ermi WHO KZ…©K mviv c„w_exi Rb¨ wZb Strain Gi Bbd¬z‡qb&Rv 

f¨vKwmb wbe©vPb Kiv nq| wbe©vwPZ Strain ¸wj nB‡Z‡Q  H1N1, H3N2 Ges Type-B| D³ Strain 
mgyn  mutagenic Kvi‡Y cwiewZ©Z nq | 

 

cÖwZôvbwU wbgœewY©Z Composition Gi Bbd¬z‡qb&Rv f¨vKwmb 238 Zg DCC-Gi  mfvq Aby‡gv`b  

cvBqv‡Q| 

  A/ Brisben /59/2007 (H1N1) 
  A/ Brisben /10/2007 (H3N2) 
  B/ Florida/ 4/ 2006 
Zvnviv c‡Î  D‡jL  Kwiqv‡Q †h, D³ f¨vKwmb 2009-2010 Gi Rb¨ WHO wbgœewY©Z Composition 
cȪ Íve Kwiqv‡Q hvnv EMEA KZ…©K Aby‡gvw`Z| 

          A/ Brisben /59/2007 (H1N1)-Like Strain 
  A/ Brisben /10/2007 (H3N2) -Like Strain 
  B/ Brisben /60/2008 -Like Virus 
 
f¨vw·b-Gi Strength Ges Indication AcwiewZ©Z _vwK‡j ïay Strain cwieZ©‡bi Rb¨ DCC Gi 

Aby‡gv`b cÖ‡qvRb nB‡e wKbv, wm×v‡šÍi Rb¨ Dc ’̄vcb Kiv nq| 

GB RvZxq f¨Kwm‡bi Av‡e`b 

we‡ePbvi Rb¨ WªvM K‡›Uªvj KwgwU†Z  

Dc ’̄vcb Kiv hvB‡Z cv‡i| 

GB RvZxq f¨Kwm‡bi Av‡e`b 

we‡ePbvi Rb¨ WªvM K‡›Uªvj 

KwgwU†Z  Dc ’̄vcb Kwi‡Z nB‡e| 
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bs weeiY 

‡UKwbK¨vj mve-KwgwUi    

56 Zg mfvi wm×všÍ 

mfvi wm×vš— 

2.14| M/s. Beximco Pharmaceuticals Ltd. KZ…©K Av‡ew`Z Tadalafil 40 mg Tablet (Tadalafil INN 40 mg Ges M/s. Novo 
Healthcare Ltd. KZ…©K Av‡ew`Z Sildenafil 25 mg Tablet (Sildenafil Citrate INN 35.119 mg eq. to 25 mg Sildenafil) 
Ges Sildenafil 50 mg Tablet (Sildenafil Citrate INN 70.238 mg eq. to 50 mg Sildenafil) Aby‡gv`‡bi wel‡q MZ WªvM 

K‡›Uªvj KwgwUi 238 Zg mfvq Dc ’̄vcb Kiv nB‡j - JlawUi Safety, Efficacy and usefulness m¤ú‡K©  we¯—vwiZ Z_¨ I 

DcvËmn Jla wbqš¿Y KwgwUi †UKwbK¨vj mve-KwgwU eivei cÖwZ‡e`b `vwL‡ji Rb¨ wbgœewY©Z we‡klÁ‡`i mgš̂‡q GKwU KwgwU 

MVb Kiv nqt 

 

(1) Aa¨vcK †gvt BmgvBj Lvb, dvg©v‡KvjwR wefvM, XvKv †gwW‡Kj K‡jR - AvnevqK 

(2) Aa¨vcK dwi`v †eMg, wK¬wbK¨vj dv‡g©mx I dvg©v‡KvjwR wefvM, XvKv wek¦we`¨vjq - m`m¨ 

(3) Rbve Ave`yj gy³vẁ i, gnv-mwPe, evsjv‡`k Jla wkí mwgwZ Ges e¨e ’̄vcbv cwiPvjK, Bb‡mÞv dvg©vwmDwUK¨vjm& wjt - m`m¨ 

(4) Aa¨vcK ‡Mvjvg wKewiqv, BD‡ivjRx wefvM, e½eÜz †kL gywRe †gwW‡Kj wek¦we`¨vjq| 

 (5) Rbve †gvt i“ûj Avwgb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv - m`m¨-mwPe| 

 

D³ KwgwU wbgœiƒc gZvgZ cÖ̀ vb Kwiqv‡Q t 

 

Though it is a scientific drug which is a PDE inhibitor which helps in erectile dysfunction, still we don’t recommend 
it for registration in Bangadesh. The reason is chance of misuse/abuse in our country as there is no restriction 
facilities for prescribing by authorized priscriber in our country. If it is not properly advised by appropriate specialist 
for appropriate medication that may create social problem like other narcotic drugs (addictive drugs). 
 

Ace¨envi nB‡Z cv‡i weavq mvgvwRK 

†cÖ¶vcU we‡ePbv Kwiqv Av‡e`b ’̄wMZ ivLv 

hvB‡Z cv‡i| 

Ace¨envi nB‡Z cv‡i weavq mvgvwRK 

†cÖ¶vcU we‡ePbv Kwiqv Av‡e`b ’̄wMZ 

ivLv nBj| 

 
 



Page 77 of 78 

 

3| AwZ DcKvix cÖvYx kKzb i¶v Ges A¨vb_ªv·mn Ab¨vb¨ †iv‡Mi cÖ‡Kvc eÜ Kwievi j‡¶¨ evsjv‡`‡k WvB‡K¬v‡dbvK 

Drcv`b eÜ Kwievi Ri“ix c`‡¶c MÖnY cÖm‡½|  

 

¯v̂¯’̈  I cwievi Kj¨vY gš¿Yvj‡qi ¯§viK bs-Rb¯v̂¯’̈ -1/Jla-6/2007/281, ZvwiL t 03-10-2010-G (cZvKv ÔMÕ) 

Gi gva¨‡g mwPe, cwi‡ek I eb gš¿Yvjq nB‡Z cÖvß 15-09-2010 Zvwi‡Li 464 msL¨K wWI cÎwU (cZvKv ÔNÕ) 

Jla cÖkvmb Awa`ß‡i ‡cÖiY Kiv nq| D³ wWI c‡Î D‡jL Kiv nBqv‡Q †h, weÁvbx‡`i g‡Z kKzb Kg‡Q ewjqvB 

cïi A¨vb_ªv·, h²v, RjvZ¼, Lyiv †ivM BZ¨vw` e„w× cvB‡Z‡Q| Bnv nB‡Z gvbylI AvµvšÍ nB‡Z‡Q| Avgv‡`i ‡`‡k 

¯v̂axbZvi c~‡e© cÖvq 50,000 kKzb wQj| GLb gvÎ 2000| ZvI Avevi cÖwZw`b Kwg‡Z‡Q| ïKzb Kz‡j GB gnv 

cÖj‡qi cÖavb KviY cï wPwKrmvq e¨_vbvkK ÒWvB‡K¬v‡dbÓ Gi e¨envi| gvwK©b M‡elK W. wjì‡m IK 2003 mv‡j 

cÖgvb K‡ib †h WvB‡K¬v‡db Jla e¨envi Kiv nBqv‡Q Ggb Mi“ QvM‡ji g„Z‡`n f¶Y Kwi‡j kKz‡bi wKWbx bó 

nBqv AwP‡iB kKzb gviv hvq| †m Kvi‡Y 2006 mv‡j fviZ I cvwK Í̄vb Ges 2009 mv‡j †bcvj WvB‡K¬v‡dbvK eÜ 

Kwiqv Gi cwi‡eZ© Ò‡g‡jvw·K¨vgÓ e¨env‡ii wm×všÍ wbqv‡Q|  

 

 miKv‡ii wm×v‡šÍi Av‡jv‡K AwZ DcKvix cÖvYx kKzb i¶v‡_© Jla cÖkvmb Awa`ß‡ii ¯§viK bs-wWG/wewea-

3/03/11273, ZvwiL t 11-11-2010 (cZvKv ÔOÕ) †gvZv‡eK Bmy¨K…Z Awdm Av‡`k Øviv ÒWvB‡K¬v‡dbvKÓ RvZxq 

‡f‡Uwibvix Jla Drcv`b ¯’wMZ Kiv nq| D³ Av‡`‡k B‡Zvg‡a¨ Drcvw`Z Jlamg~n AvMvgx 27-04-2011 Zvwi‡Li 

ci evRviRvZ Kiv hvB‡e bv ewjqv wb‡ ©̀k †`Iqv nq| 

 

¯v̂¯’̈  I cwievi Kj¨vY gš¿Yvj‡qi ¯§viK bs-Rb¯v̂¯’̈ -1/Jla-6/2007/329, ZvwiL 24-11-2010 (cZvKv ÔPÕ) c‡Î 

D‡jL Kiv nBqv‡Q †h, miKvi GB g‡g© wm×všÍ MÖnY Kwiqv‡Q †h, ÒkKzb I Rb¯v̂‡¯’̈ i Rb¨ ¶wZKi ‡f‡Uwibvix 

Jla WvB‡K¬v‡dbvK ‡mvwWqvg Drcv`b eÜ Kiv nB‡e Ges B‡Zvg‡a¨ Drcvw`Z WvB‡K¬v‡dbvK †mvwWqv‡gi weecbb 6 

gvm ci eÜ Kiv nB‡eÓ| gš¿x mfvi ˆeV‡K M„nxZ D³ †f‡Uwibvix WvB‡K¬v‡dbvK †mvwWqvg e‡Üi wm×všÍ ev¯Íevq‡bi 

Rb¨ Ri“ix c`‡¶c MÖnY Kiv `iKvi| D³ c‡Î Av‡ivI D‡jL Kiv nq †h, The Drug Control Ordinance 
1982 Abyhvqx jvB‡mwÝs A_wiwU Jla wbqš¿Y KwgwUi mycvwi‡ki Av‡jv‡K †h †Kvb Jl‡ai †iwR‡÷ªkb evwZj Kwi‡Z 

cv‡i| †mB Av‡jv‡K AvBbMZ w`K j¶¨ ivwLqv D³ KwgwUi mfv Avnevb Kwiqv miKv‡ii wm×všÍ ev¯Íevq‡bi c`‡¶c 

MÖnY Kwievi Rb¨ gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K Aby‡iva Kiv nq|  

  

 GgZve ’̄vq, evsjv‡`‡k Drcvw`Z I evRviRvZK…Z cï wPwKrmvq e¨eüZ WvB‡K¬v‡dbvK †mvwWqvg RvZxq Jl‡ai 

†iwR‡÷ªkb evwZ‡ji wel‡q wm×všÍ MÖn‡Yi Rb¨ Dc¯’vcb Kiv nq| 

 

 mfvq DcwiD³ wel‡q we Í̄vwiZ Av‡jvPbv nq| WvB‡K¬v‡dbvK †mvwWqvg RvZxq Jl‡ai cvk¦©cÖwZwµqvq kKz‡bi wKWbx 

bó nBqv hvq weavq WvB‡K¬v‡dbvK †mvwWqvg RvZxq †f‡Uwibvix Jl‡ai †iwR‡÷ªkb evwZ‡ji c‡¶ m`m¨MY gZ cÖKvk 

K‡ib|  

 

 wm×všÍ t cï wPwKrmvq e¨eüZ mKj cÖKvi †Wv‡mm d‡g©i WvB‡K¬v‡dbvK RvZxq Jl‡ai †iwR‡÷ªkb evwZ‡ji mycvwik 

Kiv nq| GB Av‡`k 27-04-2011 ZvwiL nB‡Z Kvh©Ki nB‡e| 

 

4| wewea Av‡jvPbv I wm×všÍ t 

 

K) e½eÜz †kL gywRe †gwW‡Kj wek¦we`¨vj‡qi DcvPh© W. cÖvY †Mvcvj `Ë mfv‡K AewnZ K‡ib †h, †`‡k †ek wKQy 

cÖwZôvb wnDg¨vb I f¨v‡Uwibvix Jla Drcv`b Kwiqv _v‡K| D³ cÖKvi Jla Aek¨B c„_K e¨e ’̄vq Drcv`b Kiv 

Avek¨K| cÖwZôvbmg~n KZ…©K wnDg¨vb I f¨v‡Uwibvix RvZxq Jla¸wj h_vh_ c„_K e¨e¯’vq Drcv`b Kiv nq wKbv 

Zvnv g~j¨vqY c~e©K cÖwZ‡e`b `vwL‡ji Rb¨ wb‡gœ ewY©Z we‡klÁM‡Yi mgš̂‡q GKwU KwgwU MVb Kiv nq t 

 

(1) Aa¨vcK Wv. †gvt BmgvBj Lvb, dvg©v‡KvjwR wefvM, XvKv †gwWK¨vj K‡jR, XvKv| 

(2) Aa¨vcK dwi`v †eMg, wK¬wbK¨vj dv‡g©mx I dvg©v‡KvjwR wefvM, XvKv wek¦we`¨vjq| 

(3) cÖwZwbwa, cÖvYx m¤ú` Awa`ßi, XvKv| 

(4) Wv. †gv‡gbyj nK, wmwbqi mn mfvcwZ, evsjv‡`k Jla wkí mwgwZ| 
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L) mfvq Aa¨vcK Wv. †gvt BmgvBj Lvb e‡jb †h, Jla wbqš¿Y KwgwUi 236 Zg mfvq GB g‡g© wm×všÍ iwnqv‡Q †h, 

†`‡k ¯’vbxq Drcv`‡bi Rb¨ bZzb Jla Ges cÖPwjZ Jl‡ai bZzb gvÎvi Av‡e`bK…Z c`mg~‡ni g~j¨vq‡bi †¶‡Î 

Av‡e`bKvixMY KZ…©K mswkó c`mg~n USFDA KZ©„K Aby‡gv`b A_ev BNF-G Aš—f©yw³ A_ev †`‡k cÖ‡qvRb 

iwnqv‡Q GB ai‡bi Jl‡ai †¶‡Î Dchy³ cÖgvbvw`/Z_¨mn Av‡e`b Kwi‡Z nB‡e| Safety, usefulness, 
effecacy-Gi Av‡jv‡K g~j¨vqb Kwi‡Z Av‡e`bK…Z c`mg~‡ni USFDA KZ©„K Aby‡gv`b A_ev BNF-G Aš—f©yw³ 

A_ev †`‡k cÖ‡qvRbxq iwnqv‡Q GB cÖKvi Jl‡ai †¶‡Î Dchy³ wbwðZ Z_¨vw`/†idv‡i‡Ýi wfwË‡Z †UKwbK¨vj 

mve-KwgwU‡Z Dc¯’vcb Kwi‡Z nB‡e|  

 

wZwb e‡jb USFDA GKwU wbqš¿YKvix KZ…©c¶ Ab¨w`‡K BNF GKwU PDR (Physician Desk Reference), 
wZwb BNF Gi cwie‡Z© UK-Gi Jla wbqš¿YKvix KZ…©c¶ MHRA (Medicines and Healthcare 
products Regulatory Agency) Gi Aby‡gv`‡bi Z_¨ `vwL‡ji c‡¶ gZ cÖKvk K‡ib| mfvcwZ g‡nv`q 

Jla wbqš¿Y KwgwUi †UKwbK¨vj mve-KwgwUi mfvq D³ wel‡q we¯ÍvwiZ Av‡jvPbv Kwiqv gZvgZ cÖ̀ v‡bi Rb¨ 

e‡jb| 

 

wm×všÍ t BNF Gi cwie‡Z© UK-Gi Jla wbqš¿YKvix KZ…©c¶ MHRA (Medicines and Healthcare 
products Regulatory Agency) KZ„©K Aby‡gv`‡bi Z_¨ `vwL‡ji wel‡q †UKwbK¨vj mve-KwgwUi mfvq 

we Í̄vwiZ Av‡jvPbv Kwiqv gZvgZ cÖ̀ v‡bi Rb¨ ejv nBj| 

 
mfv&q Ab¨ †Kvb Av‡jvP¨ welq bv _vKvq mfvcwZ g‡nv`q Dcw ’̄Z mKj‡K ab¨ev` Ávcb Kwiqv mfvi mgvwß †NvlYv 

K‡ib| 
 

 

 

 

 ‡gRi †Rbv‡ij †gvt Aveyj Kvjvg AvRv` gyn¤§` ûgvqyb Kwei 

 gnvcwiPvjK mwPe 

 Jla cÖkvmb Awa`ßi ¯v̂¯’̈  I cwievi Kj¨vY gš¿Yvjq 

 I I 

 m`m¨-mwPe mfvcwZ 

 Jla wbqš¿Y KwgwU| Jla wbqš¿Y KwgwU| 

 


