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Jla wbqš¿Y KwgwUi 15 GwcÖj 2008 Zvwi‡L AbywôZ 236 Zg mfvi Kvh©weeiYx 

 

 

¯v̂ ’̄̈  I cwievi Kj¨vY gš¿Yvj‡qi mwPe Rbve G †K Gg Rvdi Djv Lvb Gi mfvcwZ‡Z¡ Jla wbqš¿Y KwgwUi 

236Zg mfv MZ 15 GwcÖj 2008 Zvwi‡L †ejv 12:00 NwUKvq gš¿Yvj‡qi mfv K‡¶ AbywôZ nq| 

 

mfvq wb‡gœi m`m¨MY Dcw¯’Z wQ‡jb (‡R¨ôZvi µgvbymv‡i bq) t 

 

1| ‡gRi †Rbv‡ij Gg wR ieŸvbx, Kbmvj‡U›U wdwRwkqvb, evsjv‡`k Avg©W †dv‡m©m, XvKv| 

2| Aa¨vcK Wvt Gg G d‡qR, gnvcwiPvjK, ¯̂v¯’̈  Awa`ßi, XvKv| 

3| Rbve i“ûj Avwgb nvIjv`vi, hyM¥ mwPe, Rb¯v̂ ’̄̈  I wek¦̄ v̂ ’̄̈ , ¯v̂ ’̄̈  I cwievi Kj¨vY gš¿Yvjq, XvKv| 

4| Rbve Wvt †gvt Ave ỳi iwk`, cwiPvjK (cÖwk¶Y) c‡¶, gnvcwiPvjK, cï m¤ú` Awa`ßi, XvKv| 

5| Aa¨vcK Wvt gweb Lvb, †Kvlva¨¶, e½eÜz †kL gywRe †gwW‡Kj wek¦we`¨vjq| 

6| Aa¨vcK W. b~i“b bvnvi ingvb, dv‡g©mx wefvM, XvKv wek¦we`¨vjq| 

7| Aa¨vcK Gd Gg wmwÏKx, †gwWwmb wefvM, XvKv †gwW‡Kj K‡jR, XvKv| 

8| Aa¨vcK Gg Gb û`v, Pg© I †hŠb †ivM we‡klÁ, m¨vi mwjgyjvn& †gwW‡Kj K‡jR, XvKv| 

9| Aa¨vcK Wvt gyn¤§` kwn`Djvn, Pg© I †hŠb †ivM we‡klÁ, XvKv †gwW‡Kj K‡jR, XvKv| 

10| Wvt dvinvbv †`Iqvb, mn‡hvMx Aa¨vcK, cÖwZwbwa MvBbx GÛ Ae‡÷wUª· wefvM, XvKv †gwW‡Kj K‡jR, XvKv 

11| Wvt wRbœvZ Aviv †eMg, Aa¨vcK, dvg©v‡KvjwR wefvM, XvKv †gwW‡Kj K‡jR| 

12| Rbve Gm Gg kwdD¾vgvb, mfvcwZ, evsjv‡`k Jla wkí mwgwZ, XvKv| 

13| Aa¨vcK Wvt G, †K, Gg, AvwRRyj nK, c‡¶ mfvcwZ, evsjv‡`k †gwW‡Kj G‡mvwm‡qkb, XvKv| 

14| Wvt †gv‡gbyj nK, Dc‡`óv, evsjv‡`k Jla wkí mwgwZ Ges e¨e¯’vcbv cwiPvjK, †gmvm© †Rbv‡ij 

dvg©vwmDwUK¨vjm& wjt| 

15| Rbve Ave ỳj ‡gv³vw`i, m`m¨, Kvh© wbe©vnx cwil`, evsjv‡`k Jla wkí mwgwZ Ges e¨e ’̄vcbv cwiPvjK, †gmvm© 

Bb‡mÞv dvg©vwmDwUK¨vjm& wjt| 

16| Rbve bv‡mi kvnwiqvi Rv‡n`x, mn-mfvcwZ, evsjv‡`k dv‡g©mx KvDwÝj, XvKv| 

17| Aa¨vcK W. †iRvDj Rwjj, cÖwZwbwa, evsjv‡`k dvg©vwmDwUK¨vjm& †mvmvBwU, XvKv| 

18| Wvt Gg G gbmyi, cÖwZwbwa, evsjv‡`k †nvwgIc¨vw_K †evW©, XvKv| 

19| weª‡MwWqvi †Rbv‡ij miKvi Gg G gwZb, cwiPvjK, Jla cÖkvmb cwi`ßi, XvKvÐ m`m¨ mwPe| 

 

mfvcwZ g‡nv`q Dcw¯’Z mKj‡K ¯̂vMZ RvbvBqv mfvi Kvh© m~Pbv K‡ib| 

 

mfvq Dc¯nvwcZ welq, Av‡jvPbv I mycvwikmg~n wb‡gœ wee„Z nBj t 

 

1| weMZ 10 GwcÖj 2007 Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 235 Zg mfvi Kvh©weeiYx Aby‡gv`b cÖm‡½| 

  

Av‡jvPbv t 

 mfvq Jla wbqš¿Y KwgwUi 10 GwcÖj 2007 Zvwi‡L AbywôZ mfvi Kvh©weeiYx cvV Kwiqv we¯—vwiZ Av‡jvPbv 

Kiv nq| 

   

wm×vš— t 

D³ Kvh©weeiYx cvV Kwiqv Aby‡PQ`Ð 4.3 wel‡q we¯—vwiZ Av‡jvPbv nq| D³ Aby‡PQ`wU‡Z M„nxZ wm×vš— wQj 

†h, Jla wbqš¿Y KwgwUi mfvq we‡ePbv‡_© †UKwbK¨vj mveÐKwgwUi mfvq Av‡e`bK…Z c`mg~n g~j¨vq‡bi †¶‡Î 

Av‡e`bKvixMb KZ„©K mswkó c`mg~n US-FDA KZ„©K Aby‡gv`b I BNF ÐG Aš—fy©w³  msµvš— 

Z_¨/‡idv‡iÝ cÖ̀ vb Kwi‡Z nB‡e| Jla wkí mwgwZi e³e¨ Abymv‡i D³ wm×vš— cybwe©‡ePbv Kwiqv wb‡gœi 

ms‡kvabx Avbqb  c~e©K Jla wbqš¿Y KwgwUi 10 GwcÖj 2007 Zvwi‡L AbywôZ 235 Zg mfvi Kvh©weeiYx 

wbwðZKiY Kiv nqt 
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 Jla wbqš¿Y KwgwUi AvIZvaxb †UKwbK¨vj mve-KwgwU KZ©„K †`‡k ¯’vbxq Drcv`‡bi Rb¨ bZzb Jla I cÖPwjZ 

Jl‡ai bZzb gvÎvi c`mg~‡ni Av‡e`b g~j¨vq‡bi †¶‡Î Av‡e`bKvixMY‡K US-FDA KZ„©K Aby‡gv`b I 

BNF ÐG Aš—fy©w³  msµvš— Z_¨/‡idv‡iÝÐGi ¯n‡j USFDA KZ©„K Aby‡gv`b A_ev BNF-G Aš—f©yw³ 

A_ev †`‡k cÖ‡qvRb iwnqv‡Q GB ai‡Yi Jl‡ai Dchy³ cÖgvYvw`/Z_¨vejx cÖ̀ vb Kwi‡Z nB‡e|  

 

2| ¯’vbxq Drcv`b I Avg`vbxi Rb¨ bZzb Jla (New Drugs) I cÖPwjZ Jl‡ai bZzb gvÎvi Jla Ges cï 

wPwKrmvi Abyiƒc Jlamg~‡ni †iwR‡÷ªkb cÖm‡½| 

 

Av‡jvPbv t 

‡UKwbK¨vj mve-KwgwUi 53Zg mfvq Jla wbqš¿Y KwgwUi MZ 10-04-2007 Zvwi‡L AbywôZ 235Zg mfvi 

wm×vš— Abyhvqx Safety, Usefulness, Efficacy-Gi Av‡jv‡K g~j¨vq‡Yi j‡¶¨ USFDA KZ…©K Aby‡gv`b Ges 

BNF-G Aš—fy©w³ msµvš— wbwðZ I hvPvB/evQvBK…Z Z_¨/†idv‡iÝ Ges Avg`vbxi †¶‡Î wd«-‡mj mvwU©wd‡KU 

msµvš— bxwZgvjvi Av‡jv‡K (Jla wbqš¿Y KwgwUi 10-09-2003 Zvwi‡L AbywôZ 226 Zg mfvi wm×vš—µ‡g) 

bZzb Jla Ges cÖPwjZ Jl‡ai bZzb gvÎvi Jl‡ai ZvwjKv Abyhvqx †iwR‡÷ªk‡bi Av‡e`b Av‡jvPbvi Rb¨ 

Dc¯’vcb Kiv nBqvwQj| USFDA KZ©„K Aby‡gv`b Ges BNF-G Aš—fy©w³ welqK hy³ †idv‡iÝ msµvš— Jla 

wbqš¿Y KwgwUi me©‡kl wm×v‡š—i e¨vcv‡i Jla wkí mwgwZi m`m¨mn †Kvb †Kvb m`‡m¨i e³‡e¨ wfbœgZ cÖKvk 

cvq| 

 

mfvq Dc¯’vwcZ Av‡e`bmg~n USFDA Ges BNF-Gi ‡hŠ_ †idv‡i‡Ýi wfwË‡Z D³ wm×v‡š—i Av‡jv‡K 

we‡ePbvi Rb¨ †ck Kiv nBqv‡Q ewjqv Dc¯’vwcZ bZzb Jla I cÖPwjZ Jl‡ai bZzb gvÎvi Jl‡ai †¶‡Î 

Av‡jvPbv I we‡ePbv AvcvZZt ¯’wMZ ivwLqv Av‡jvP¨m~wPi Ab¨vb¨ cÖm½mg~n Av‡jvPbvi Rb¨ †UKwbK¨vj mve 

KwgwUi D³ mfvq Aby‡iva Rvbv‡bv nBqvwQj| 

 

‡UKwbK¨vj mve-KwgwUi m`m¨ mwPe I cwiPvjK Jla cÖkvmb cwi`ßi D³ mfvq Dc¯’vwcZ bZzb Jla I 

cÖPwjZ Jl‡ai bZzb gvÎvi Jl‡ai †iwR‡÷ªkb we‡ePbvmn Av‡jvP¨m~wP Abyhvqx mfvi Kvh©µg ejer ivLvi Rb¨ 

m¤§vwbZ mKj m`m¨‡K Aby‡iva Ávcb KwiqvwQ‡jb| 

 

GgZve¯’vq bZzb Jla Ges cÖPwjZ Jl‡ai bZzb gvÎvi Jl‡ai †¶‡Î US-FDA Ges BNF-Gi †idv‡iÝ 

msµvš— Jla wbqš¿Y KwgwUi 235 Zg mfvq M„nxZ wm×v‡š—i wel‡q †UKwbK¨vj mve-KwgwUi MZ mfvi 

mycvwi‡ki †cÖw¶‡Z we¯—vwiZ Av‡jvPbv nq|  

 

wm×vš— t 

GLb nB‡Z Jla wbqš¿Y KwgwUi AvIZvaxb †UKwbK¨vj mve-KwgwU KZ©„K †`‡k ¯’vbxq Drcv`‡bi Rb¨ bZzb 

Jla I cÖPwjZ Jl‡ai bZzb gvÎvi c`mg~‡ni Av‡e`b g~j¨vq‡bi †¶‡Î Av‡e`bKvixMY‡K US-FDA KZ„©K 

Aby‡gv`b I BNFÐG Aš—fy©w³  msµvš— Z_¨/‡idv‡iÝÐGi ¯n‡j US-FDA KZ©„K Aby‡gv`b A_ev BNF-G   

Aš—f©yw³ A_ev †`‡k cÖ‡qvRb iwnqv‡Q GB ai‡Yi Jl‡ai Dchy³ cÖgvYvw`/Z_¨vejx cÖ̀ vb Kwi‡Z nB‡e| 

 

3| Jla wbqš¿Y KwgwUi MZ 10-04-2007 Zvwi‡L AbywôZ 235Zg mfvi wm×vš— Abyhvqx c~e©eZx© 10-9-2006 

Zvwi‡Li 234Zg mfvq Aby‡gvw`Z (1) Omeprazole 20 mg + Sodium Bicarbonate 1100 mg Capsule 
& Immediate Release Capsule, (2) Omeprazole 40 mg + Sodium Bicarbonate 1100 mg 
Immediate Release Capsule, (3) Omeprazole 20 mg & 40 mg + Sodium Bicarbonate 600 mg + 
Magnesium Hydroxide 700 mg Chewable Tablet c`mg~n cybwe©‡ePbv cÖm‡½| 

 

Av‡jvPbv t 

weMZ 10 GwcÖj 2007 Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 235 Zg mfvq c~e©eZx© 10/9/2006 Zvwi‡Li 

234 Zg mfvq Aby‡gvw`Z Dc‡iv³ c`mg~‡ni ‡¶‡Î cieZx© ‡UKwbK¨vj mveÐKwgwUi mfvq US-FDA 
KZ„©K Aby‡gv`b I BNF-G Aš—fy©w³i Av‡jv‡K cybwe©‡ePbvi wm×vš— M„nxZ nBqvwQj|  
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GB ‡cÖw¶‡Z wm×vš— cÖ̀ v‡bi Rb¨ †UKwbK¨vj mve-KwgwU we¯—vwiZ Av‡jvPbv K‡i| †UKwbK¨vj mve-KwgwU 

Av‡jvPbv Kwiqv US-FDA Ges BNF-Gi †idv‡i‡Ýi e¨vcv‡i Pzovš— wm×v‡š—i wfwË‡Z Jla wbqš¿Y 

KwgwUi cieZx© mfvq GB e¨vcv‡i we‡ePbvi Rb¨ mycvwik K‡i| D³ mycvwik Abyhvqx mfvq we¯—vwiZ 

Av‡jvPbv nq| 

 

  wm×vš— t  

c`mg~n USFDA KZ…©K Aby‡gvw`Z nB‡jI evsjv‡`‡k e¨e¯’vcÎ (Prescription) Abyhvqx Jla wewµi aiY 

hy³iv‡óªi Abyiƒc bq Ges Omeprazole RvZxq Jl‡a Sodium Bicarbonate mn‡hv‡M `xN© †gqv`x e¨envi 

Ges ü`‡ivMx‡`i ‡¶‡Î e¨envi Kiv nB‡j ¶wZKviK cvk¦© cÖwZwµqvi m¤¢vebv _vKvq D³ c`mg~‡ni 

†iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I †gvoK mvgMÖx _vwK‡j AvMvgx 06 (Qq) gv‡mi g‡a¨ 

wbt‡kl Kwievi I GB mgqmxgv †Kvb Ae ’̄vq ewa©Z Kiv nB‡e bv ewjqvI mfvq wm×vš— M„nxZ nq| 

 

4| Jla wbqš¿Y KwgwUi MZ 10-04-2007 Zvwi‡L AbywôZ 235 Zg mfvi wm×vš—µ‡g wfUvwg‡bi wewfbœ cÖKvi 

Kw¤̂‡bkb RvZxq Jl‡ai Av‡e`‡bi †cÖw¶‡Z †hŠw³K digy‡jk‡bi bxwZgvjv cÖYqb cÖm‡½| 

 

Av‡jvPbv t 

Jla  wbqš¿Y KwgwUi MZ 10 GwcÖj 2007 Zvwi‡L AbywôZ 235 Zg mfvq wfUvwg‡bi wewfbœ cÖKvi Kwg¦‡bkb 

RvZxq Jl‡ai Av‡e`‡bi ‡cÖw¶‡Z ‡hŠw³K digy‡jk‡bi GKwU bxwZgvjv cÖYq‡bi mycvwik Kiv nBqvwQj| GB 

cwi‡cÖw¶‡Z we‡klÁM‡Yi mgš̂‡q GKwU KwgwU MVb Kivi wel‡q we¯—vwiZ Av‡jvPbv nq| 

  

 wm×vš— t 

wfUvwg‡bi wewfbœ ai‡Yi Kw¤̂‡bk‡bi Rb¨ †hŠw³K digy‡jk‡bi bxwZgvjv cÖYq‡bi KwgwU wb‡gœ MVb Kiv 

nBjt 

 

(1) Aa¨vcK Wvt Gd Gg wmwÏKx, †gwWwmb wefvM, XvKv †gwW‡Kj K‡jR Ð AvnevqK| 

(2) Aa¨vcK Wvt wRbœvZ Aviv †eMg, dvg©v‡KvjwR wefvM, XvKv †gwW‡Kj K‡jR| 

(3) Aa¨vcK Wvt Avwe` †nv‡mb †gvjv, cÖavb, wkï wefvM, XvKv †gwW‡Kj K‡jR| 

(4) Wvt dvinvbv †`Iqvb, mn‡hvMx Aa¨vcK, Ae‡÷w÷ª· GÛ MvBbx, XvKv †gwW‡Kj K‡jR| 

(5) Aa¨vcK W. ‡iRvDj Rwjj, dv‡g©mx wefvM, XvKv wek¦we`¨vjq| 

(6) Rbve †gvt Ave ỳj gy³vw`i, m`m¨ Kvh©wbe©vnx cwil` I e¨e¯’vcbv cwiPvjK, †gmvm© 

Bb‡mÞv dvg©vwmDwUK¨vjm& wjt| 

(7) ‰mq` wiqvRyi ikx`, Jla ZË¦veavqK, Jla cÖkvmb cwi`ß‡ii cÖwZwbwaÐ wZwb mvwPweK 

`vwqZ¦ cvjb Kwi‡eb| 

 

GB KwgwU wfUvwg‡bi wewfbœ cÖKvi Kw¤̂‡bkb RvZxq Jl‡ai Av‡e`‡bi †cÖw¶‡Z †hŠw³K digy‡jk‡bi GKwU 

bxZgvjv cÖYqb Kwiqv †UKwbK¨vj mve-KwgwUi mfvq Dc¯’vcb Kwi‡eb| 

 

5| wek¦ ¯̂v ’̄̈  ms¯’vi Information Exchange System KZ…©K †cÖwiZ mZK©Zvg~jK evZ©vmg~‡ni Av‡jv‡K 

Chemotherapeutic Agent Vincristine-Gi Route of Administration Ges Withdrawal of marketing 
authorization for all medicinal products containing veralipride wel‡q mfv‡K AewnZ KiY cÖm‡½| 

 

Av‡jvPbv t 

mfvq wb‡gœi mZK©Zvi m¤c‡K© AewnZ Kiv nB‡j we¯ZvwiZ Av‡jvPbv nq| 

 

mZK©Zv bs 115ÐG D‡jL Kiv nBqv‡Q ‡h,Ð 

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

 
mZK©Zv bs 116Ð‡Z D‡jL Kiv nBqv‡Q ‡h, 

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

 
Dc‡iv³ Ae¯nvi cwi‡cÖw¶‡Z M„nxZ e¨e¯’v wn‡m‡e Jla cÖkvmb cwi`ß‡ii m¥viK 

bsÐwWG/41Ð1/07/6436 ZvwiL 16/8/2007 ‡gvZv‡eK gnv cwiPvjK, m¦v¯n¨ Awa`ßi, gnv mwPe, 

weGgG Ges mfvcwZ, evsjv‡`k cÖvB‡fU ‡gwW‡Kj cÖ̈ vKwUkbvi G‡mvwm‡qkb‡K D³ welqvw` 

cÖPviKiYmn cÖ‡qvRbxq e¨e¯’v MÖn‡Yi Rb¨ Aby‡iva KwiqvwQj| 

 

wm×vš— t 

wek¦m¦v¯n¨ ms¯nvi INFORMATION EXCHANGE SYSTEM KZ„©K ‡cÖwiZ mZK©Zv bs 115 Ges 

mZK©Zv bs 116Ðmn Jla cÖkvmb cwi`ßi KZ…©K M„nxZ e¨e¯’v m¤ú‡K© mfv‡K AeMZ Kiv nB‡j Dcw¯’Z 

m`m¨MY AewnZ nBqv M„nxZ Kvh©µ‡g m‡š—vl cÖKvk K‡ib|  

 

6| grm I cï m¤ú` gš¿Yvj‡qi ¯§viK bs-gcg/g-5/(FVO)-23/2007/698 I 699 ZvwiL  12-11-2007 Gi 

cwi‡cÖw¶‡Z cï wPwKrmvi Jla wn‡m‡e evsjv‡`‡k cÖPwjZ ¯’vbxqfv‡e Drcvw`Z I Avg`vwbK…Z Nitrofuran 
RvZxq Jla Furazolidone, Furaltadone, Nitrofurazone Ges Chloramphenicol Antibiotics-Gi 

†iwR‡÷ªkb evwZjmn Drcv`b I evRviRvZ wbwl×KiY cÖm‡½| 

 

Av‡jvPbv t 

grm I cï m¤c` gš¿Yvj‡qi m¥viK bs gcg/gÐ5/(FVO)-23/2007/698 ZvwiL 12/11/2007 Abyhvqx Jla 

cÖkvmb cwi`ßi‡K miKvi KZ…©K grm¨ I cï wPwKrmv Ges Lv‡`¨ Nitrofuran Antibiotics RvZxq Jl‡ai 

mKj cÖKvi e¨envi wbwl× Ges Chloramphenicol-Gi e¨envi wbqš¿Y Kwievi wm×vš— m¤ú‡K© AewnZ 

KwiqvwQj|  

 

grm I cï m¤c` gš¿Yvj‡qi RvixK…Z 12/11/2007 Zvwi‡Li 699 msL¨K Av‡iKwU cÖÁvc‡bI Nitrofuran 
Antibiotics Ges Gi DcKiY grm¨ I cï Lv`¨ Ges Gi Jl‡ai Rb¨ Avg`vbx wbwl× Ges ‡`‡k 

Nitrofuran Antibiotics grm¨ I cïi Lv`¨ Ges Gi Jla wnmv‡e Drcv`b I wecbb wbwl× Ki‡Yi j‡¶¨ 

h_vh_ cÖwµqv Abymi‡Yi wb‡ ©̀kbv Rvix Kiv nBqv‡Q|  

 

GB cwi‡cÖw¶‡Z,- B‡Zvtg‡a¨ Zvr¶wYK e¨e ’̄v MÖnY Kwiqv Jla cÖkvmb KZ…©K ’̄vbxq Drcv`‡bi Rb¨ mswkó 

Jlamg~‡ni KuvPvgvj I cȪ ‘ZK…Z Jla Avg`vbxi AbygwZ cÖ̀ vb eÜ ivLv nBqv‡Q| 

 

mfvq Dc‡iv³ m~Îmg~‡ni Av‡jv‡K 22-03-2008 Zvwi‡Li †UKwbK¨vj mve-KwgwUi mfvq M„nxZ mycvwi‡ki 

†cÖw¶‡Z we¯—vwiZ Av‡jvPbv Kiv nq| 

 

wm×vš—t 

me©m¤§wZµ‡g cï wPwKrmvi Jla wn‡m‡e evsjv‡`‡k cÖPwjZ ’̄vbxqfv‡e Drcvw`Z I Avg`vbxK…Z Nitrofuran 
RvZxq Jla Furazolidone, Furaltadone, Nitrofurazone Ges Chloramphenicol Antibiotics-Gi 

†iwR‡÷ªkb evwZj Ges Avg`vbxmn Drcv`b I evRviRvZ wbwl× Kwievi mycvwik M„nxZ nq|  
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GZØ¨ZxZ G¨v‡jvc¨vw_K wPwKrmvi Abyiƒc Jl‡ai ‡¶‡Î cieZx©‡Z wm×vš— MÖnY Kiv hvB‡Z cv‡i ewjqv mfvq 

gZvgZ cÖKvk Kiv nq| GB e¨vcv‡i ‡UKwbK¨vj mveÐKwgwUi cieZx© mfvq Av‡jvPbv nB‡e| 
 

7| Jla wbqš¿Y KwgwUi 28-12-2005 Zvwi‡L AbywôZ 232 Zg mfvq Cyproheptadine Hydrochloride bvgK 

c ẁUi Aby‡gv`b envj ivLv †hŠw³K nB‡e bv GB g‡g© c~‡e© M„nxZ wm×v‡š—i Av‡jv‡K c ẁUi †iwR‡÷ªkb evwZj 

cÖm‡½| 

 

Av‡jvPbv t 

Jla wbqšÎY KwgwUi 28/12/2005 Zvwi‡L AbywôZ 232 Zg mfvq ‡gmvm© Gwi‡÷vdvg©v KZ„©K Av‡e`bK…Z 

Cyproheptadine HCl 2mg/5ml Syrup-Gi Aby‡gv`b we‡ePbvKv‡j m`m¨MY AewnZ nBqvwQ‡jb ‡h, 

Cyproheptadine HCl c ẁU Jla (wbqšÎY) Aa¨v‡`k 1982 KZ„©K ¶wZKviK cvk¦© cÖwZwµqvi Kvi‡Y 

wbwl× ‡NvwlZ wKš‘ Jla wbqšÎY KwgwUi 231 Zg mfvq (1) Cyproheptadine HCl 4.0mg Tablet, (2) 

Cyproheptadine HCl 2.0mg Tablet Ges (3) Cyproheptadine HCl 2mg/ml Syrup ‡iwR‡÷ªkb 

cÖ̀ v‡bi c‡¶ mycvwik Kiv nBqv‡Q| 

 

D‡jwLZ ‡cÖ¶vc‡U mvgwMªK welqwU mfvq Av‡jvPbv c~e©K m`m¨MY H mfvq gZvgZ cÖKvk KwiqvwQ‡jb ‡h, 

Cyproheptadine HCl bvgxq c ẁUi Aby‡gv`b envj ivLv ‡hŠw³K nB‡e bv Ges cwiPvjK, Jla cÖkvmb 

BwZg‡a¨ cÖ̀ Ë AbygwZ we‡ePbv c~e©K ch©vqµ‡g evRvi nB‡Z cÖZ¨vnv‡ii e¨e¯nv MªnY Kwi‡eb| 

 

GB cwi‡cÖw¶Z,Ð eZ©gv‡b D³ ‡iwR‡÷ªkb cÖvß c`mg~‡ni bZyb KuvPvgv‡ji Avg`vbxi cÖvK Aby‡gv`b, bZyb 

Kwiqv ‡KvbI g~j¨ cÖ̀ vb ev ‡iwR‡÷ªkb ‡`Iqv nB‡Z‡Q bv| 

 

wm×vš— t 

GgZve¯’vq Cyproheptadine  bvgxq c`wUi ‡iwR‡÷ªkb evwZ‡ji Rb¨ †UKwbK¨vj mve-KwgwUi mfvq 

Dc ’̄vcb Kiv nBqvwQj| D³ KwgwUi Av‡jvPbv c~e©K M„nxZ mycvwi‡ki wfwË‡Z Cyproheptadine c ẁUi 

†iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU hw`  KuvPvgvj I ‡gvoK mvgMªx _v‡K Z‡e 03 (wZb) gv‡mi g‡a¨ 

wbt‡kl Kwievi I GB mgq mxgv ‡KvbI Ae ’̄vq ewa©Z bv Kivi Rb¨ wm×vš— cÖ̀ vb Kiv nq| 

 

8| Jla wbqš¿Y KwgwUi MZ 25-06-2005 Zvwi‡Li 231 Zg mfvq Hydrocodone Bitartrate 50 mg + 
Phenylephrine Hydrochloride 100 mg + Chlorpheniramine Maleate BP 40 mg/100 ml bvgxq c‡` 

†bkvKviK Hydrocodone Gi Kvi‡Y Ace¨env‡ii m¤¢vebv I Kvwk wbivg‡q AcÖ‡qvRbxqZvi cwi‡cÖw¶‡Z 

Drcv`b I evRviRvZ wbwl×KiY msµvš— mycvwik Abyhvqx c`wUi †iwR‡÷ªkb evwZj cÖm‡½| 

 

Av‡jvPbv t 

Jla wbqšÎY KwgwUi MZ 25/6/2005 Zvwi‡L AbywôZ 231 Zg mfvq Hydrocodone Bitartrate USP 
50mg + Phenylephrine HCl 100mg + Chlorpheniramine Maleate BP 40mg/100ml 
wmiv‡ci Ace¨env‡ii wel‡q cÖKvwkZ msev‡`i wfwË‡Z Av‡jvPbvµ‡g D³ c`wU‡Z ‡bkvKviK Hydrocodone 
_vKvi Kvi‡Y Ace¨env‡ii m¤¢vebv we`¨gvb _vKv Ges Kvwk wbivg‡q JlawU cÖ‡qvRbxq bq weavq Abuse 
potentiality-Gi Kvi‡Y Drcv`b I evRviRvZKiY ¯nwMZKi‡Yi mycvwik M„nxZ nBqvwQj|  

 

eZ©gv‡b D³ ‡iwR‡÷ªkb cÖvß c`mg~‡ni bZyb KuvPvgv‡ji Avg`vbxi cÖvK Aby‡gv`b, bZyb Kwiqv ‡Kvb g~j¨ cÖ̀ vb 

ev ‡iwR‡÷ªkb ‡`Iqv nB‡Z‡Q bv|  

 

wm×vš— t 

‡UKwbK¨vj mve-KwgwUi mfvq Dc ’̄vcb I Av‡jvPbvµ‡g M„nxZ mycvwik Abyhvqx Av‡jvP¨ D³ c ẁUi 

†iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I ‡gvoK mvgMªx _vwK‡j 03 (wZb) gv‡mi g‡a¨ wbt‡kl 

Kwievi I GB mgq mxgv ‡KvbI Ae¯’vq ewa©Z bv Kivi wm×vš— cÖ̀ vb Kiv nq| 
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9| Jla wbqš¿Y KwgwUi MZ 25-06-2005 Zvwi‡L AbywôZ 231 Zg mfvq eq¯‹‡`i ‡¶‡Î Nimesulide bvgxq 

c‡`i Aby‡gv`bmn ißvbx e¨vwZZ ’̄vbxq evRv‡ii Rb¨ Drcv`‡bi KuvPvgvj Avg`vbx eÜ _vKvi mycvwi‡ki 

cwi‡cÖw¶‡Z D³ c`wUi †¶‡Î †iwR‡÷ªkbmn ißvbxi D‡Ï‡k¨ cȪ ‘ZK…Z Jl‡ai KuvPvgvj Avg`vbx envj _vwK‡e 

wKbv GB e¨vcv‡i wm×vš— MÖnY cÖm‡½| 

 

Av‡jvPbv t 

Jla wbqšÎY KwgwUi MZ 25/6/2005 Zvwi‡L AbywôZ 231 Zg mfvq eq¯‹‡`i ‡¶‡Î Nimesulide 
Aby‡gv`‡bi wel‡q wm×vš— MªnY ¯’wMZ Ges c`wU ¯’vbxq evRv‡ii Rb¨ Drcv`‡bi KuvPvgvj Avg`vbxi Aby‡gv`b 

eÜ _vKvq GB e¨vcv‡i ‡KejgvÎ ißvbxi Rb¨ cȪ ‘ZK…Z Jl‡ai KuvPvgvj Avg`vbxi Aby‡gv`b cÖ̀ v‡bi mycvwik 

M„nxZ nBqvwQj|  

 

D‡jL¨, eZ©gv‡b bZyb KuvPvgv‡ji Avg`vbxi cÖvK Aby‡gv`b, bZyb Kwiqv c`wUi ‡Kvb g~j¨ cÖ̀ vb ev ‡iwR‡÷ªkb 

‡`Iqv nB‡Z‡Q bv| 

D³ c`wUi ‡¶‡Î ‡iwR‡÷ªkb msµvš— wm×vš—mn ißvbxi D‡Ï‡k¨ KuvPvgvj Avg`vbxi wm×vš— ejer _vwK‡e 

wKbv GB e¨vcv‡i ‡UKwbK¨vj mve-KwgwU we¯—vwiZ Av‡jvPbv Kwiqv Jla wbqš¿Y KwgwUi mfvq Pzovš— wm×v‡š—i 

Rb¨ †cÖiY Kwi‡j D³ ‡iwR‡÷ªkb cÖvß c`mg~‡ni wel‡q mfvq we¯—vwiZ Av‡jvPbv Kiv nq|  

 

wm×vš— t 

B‡Zvtg‡a¨ †iwRw÷ªK…Z Nimesulide mg~‡ni †iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I ‡gvoK 

mvgMªx _vwK‡j 03 (wZb) gv‡mi g‡a¨ wbt‡kl Kwievi I GB mgq mxgv ‡Kv‡bv Ae¯’vq ewa©Z bv Kwievi Rb¨ 

wm×vš— cÖ̀ vb Kiv nq| 

 

10| Jla cÖkvmb cwi`ßi KZ©©„K ‡KejgvÎ ißvbxi D‡Ï‡k¨ †h †KvbI ai‡Yi Jla ¯’vbxq Drcv`‡bi AbygwZ cÖm‡½| 

 

Av‡jvPbv t 

¯v̂¯’̈  I cwievi Kj¨vY gšÎYvj‡qi cÖÁvcb bs Rbm¦v¯n¨Ð1/JlaÐ22/2004/154 ZviL 18/4/2005 

‡gvZv‡eK MYcÖRvZš¿x evsjv‡`k miKv‡ii gš¿xmfvi Aby‡gv`bµ‡g cÖYxZ ÒRvZxq Jla bxwZ 2005ÓÐGi aviv 

4t Jla Drcv`b, DcÐaviv Q I TÐAbyhvqx D‡jL iwnqv‡Q ‡hÐ 

 

avivÐDcaviv 4(Q)  

evsjv‡`‡ki evB‡i wecb‡bi cÖ‡qvR‡b evsjv‡`‡k Drcv`b BDwbU bvB Ggb ‡h ‡Kv‡bv we‡`kx Jla ‡Kv¤cvwb‡K 

Zvi cQ›` Abyhvqx ‡h ‡Kv‡bv Jla Drcv`‡bi AbygwZ ‡`Iqv nB‡e| 

 

avivÐDcaviv 4(T) 

ïay ißvbxi Rb¨, Avg`vbxKviK‡`i we‡kl Pvwn`v Abyhvqx ‡`‡k ‡h ‡Kv‡bv Jla Drcv`‡bi AbygwZ cÖ̀ vb Kiv 

hvB‡Z cv‡i| 

 

GgZve¯nvq, eZ©gv‡b ißvbxKviK ‡`kxq Jla cÖš‘ZKviK cÖwZôvb‡K Zvnv‡`i Avg`vbxKviKM‡Yi Pvwn`v 

Abyhvqx ‡h ‡Kvb ai‡bi Jla ‡hgb t (1) wWwmwm KZ„©K Aby‡gvw`Z wKš—y gvÎv/AvKvi Aby‡gvw`Z bq, (2) 

wWwmwm KZ„©K Aby‡gvw`Z bq Ggb ai‡bi gvÎv I AvKv‡ii m¤c~Y© bZyb Jla I (3) wWwmwm KZ©„K evwZjK…Z ‡h 

‡Kv‡bv Jl‡ai ‡¶‡Î Jla cÖkvmb cwi`ßi KZ…©K †KejgvÎ ißvbxi Rb¨ ‡`‡k Drcv`‡bi AbygwZ cÖ̀ vb Kiv 

nB‡Z‡Q| GQvovI, avivÐDcaviv 4(Q) Abyhvqx evsjv‡`‡ki evB‡i wecb‡bi cÖ‡qvR‡b evsjv‡`‡k Drcv`b 

BDwbU bvB Ggb we‡`kx Jla cȪ ZyZKviK cÖwZôvb KZ…©K jvB‡mÝ cÖ̀ vb/gvïj cÖ̀ vb Pyw³i AvIZvq 

¯nvbxqfv‡e wewfbœ ai‡bi Jla Drcv`‡bi Av‡e`b cvIqv wMqv‡Q Z‡e †Kvb AbygwZ cÖ̀ vb Kiv nq bvB| 
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Dc‡iv³ Ae¯nvi cwi‡cÖw¶‡Z,Ð Jla cÖkvmb cwi`ßi KZ©„K †Kej gvÎ ißvbxi D‡Ï‡k¨ Dc‡iv³ †h †Kvb 

ai‡bi Jla Drcv`‡bi AbygwZ cÖ̀ vb/ we‡ePbv cÖm‡½ GKwU mvaviY wm×vš—/gZvgZ MÖn‡Yi D‡Ï‡k¨ mfvq    

we¯—vwiZ Av‡jvPbv Kiv nq| 

 

wm×vš— t 

†KejgvÎ ißvbxi Rb¨ RvZxq Jla bxwZ 2005 Gi avivÐ Dc-aviv 4(Q) I 4 (T) Abyhvqx Jla cÖkvmb 

cwi`ßi cÖ‡qvRbxq Aby‡gv`b cÖ̀ vb Kwi‡Z cvwi‡e Z‡e ißvbxi Rb¨ wewfbœ cÖKvi Jla I wewfbœ Jl‡ai gvÎv I 

AvKvi evsjv‡`‡k cÖPwjZ bv _vwK‡j ißvbxK…Z †`‡ki Rb¨ mswkó c`mg~‡ni AbyKz‡j wd«-‡mj mvwU©wd‡KU 

cÖ̀ vb Kiv hvB‡e bv Ges Certificate for Pharmaceutical Product (CPP) GI GB e¨vcv‡i D³ mswkó 

Jlamg~n †`‡k e¨envi nq bv D‡jL Kwi‡Z nB‡e|  

 

11| Jla wbqš¿Y KwgwUi 10-04-2007 Zvwi‡L AbywôZ 235 Zg mfvq M„nxZ wm×v‡š—i Av‡jv‡K f¨vKwmb I 

K¨vÝvi wPwKrmvi Jlamg~‡ni myjfg~j¨ I mnRcÖvc¨Zv wbwðZKi‡Yi k‡Z©-GB RvZxq Jl‡ai wkw_j †iwR‡÷ªkb 

cÖwµqv cÖm‡½| 

 

Av‡jvPbv t 

Jla wbqš¿Y KwgwUi 10/4/2007 Zvwi‡L AbywôZ 235 Zg mfvq f¨vKwmb I K¨vÝvi wPwKrmvi Jla mg~‡ni 

myjf g~j¨ I mnR cÖvc¨Zv wbwðZKi‡Yi k‡Z© GB RvZxq Jla mg~‡ni ‡¶‡Î wkw_j ‡iwR‡÷ªkb cÖwµqvi 

AvIZvq ‡KejgvÎ cieZx© 06 (Qq) gv‡mi Rb¨ ZvwjKvfy³ DbœZ 24(PweŸk) wU ‡`‡ki (7wU †`‡ki cwie‡Z©) 

‡h ‡KvbI GKwU Drm ‡`‡ki wd« ‡mj mvwU©wd‡K‡Ui wfwË‡Z Avg`vbx ‡iwR‡÷ªk‡bi wm×vš— M„nxZ nBqvwQj Z‡e 

†KvbI †iwR‡÷ªkb cÖ̀ vb Kiv nq bvB| RvZxq Jla bxwZ 2005 Gi Av‡jv‡K GB wkw_j †iwR‡÷ªkb cÖwµqv 

AbymiY Kiv nB‡j Zvnv Jla bxwZ I Aa¨v‡`‡ki mswkó avivi msMwZc~Y© nBZ bv ewjqv mfvq gZ cÖKvk Kiv 

nq| 

 

wm×vš— t 

GB RvZxq f¨vKwmb I K¨vÝvi wPwKrmvi Jlamg~‡ni `vwLjK…Z †iwR‡÷ªk‡bi Av‡e`b we‡ePbv bv Kwievi Rb¨ 

mfvq me©m¤§wZµ‡g wm×vš— M„nxZ nq| 

 

mfvq f¨vKwmb RvZxq Jla Drcv`‡bi †¶‡Î ¯’vbxq Drcv`bKvix cÖwZôvb‡K Drmvn `vb I cÖ‡qvRbxq 

mn‡hvwMZv cÖ̀ v‡bi Rb¨ mycvwik Kiv nq| ‡`‡k GB RvZxq Jla cÖm—yZ Kiv nB‡j myjf g~j¨ I mnR cÖvc¨Zv 

wbwðZ nB‡e ewjqv mfvq Avkvev` e¨³ Kiv nq| 

 

AZtci mfvcwZ g‡nv`q Dcw ’̄Z mKj‡K ab¨ev` Ávcb Kwiqv mfvi Kvh© mgvwß †NvlYv K‡ib| 

 

 

 

 

 weª‡MwWqvi †Rbv‡ij miKvi Gg G gwZb G †K Gg Rvdi Djv Lvb 

 cwiPvjK mwPe 

 Jla cÖkvmb cwi`ßi ¯v̂¯’̈  I cwievi Kj¨vY gš¿Yvjq 

 I I 

 m`m¨-mwPe mfvcwZ 

 ‡UKwbK¨vj mve-KwgwU| Jla wbqš¿Y KwgwU| 
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MYcÖRvZš¿x evsjv‡`k miKvi 

Jla cÖkvmb cwi`ßi 

105-106, gwZwSj evwYwR¨K GjvKv 

XvKv| 

bs-wWG/wgm-wWwmwm-5/(Ask-2)/2002/       ZvwiL t -------/------/2008 

 

 

Jla wbqš¿Y KwgwUi weMZ 15-04-2008 Zvwi‡L AbywôZ 236Zg mfvq M„nxZ wm×vš—mg~‡ni mviÐms‡¶c wbgœiƒct- 

 

1| GLb nB‡Z Jla wbqš¿Y KwgwUi AvIZvaxb †UKwbK¨vj mve-KwgwU KZ©„K †`‡k ¯’vbxq Drcv`‡bi Rb¨ bZzb 

Jla I cÖPwjZ Jl‡ai bZzb gvÎvi c`mg~‡ni Av‡e`b g~j¨vq‡bi †¶‡Î Av‡e`bKvixMY‡K US-FDA KZ„©K 

Aby‡gv`b I BNFÐG Aš—fy©w³  msµvš— Z_¨/‡idv‡iÝÐGi ¯n‡j US-FDA KZ©„K Aby‡gv`b A_ev BNF-G   

Aš—f©yw³ A_ev †`‡k cÖ‡qvRb iwnqv‡Q GB ai‡Yi Jl‡ai Dchy³ cÖgvYvw`/Z_¨vejx cÖ̀ vb Kwi‡Z nB‡e| 

 

 

2| (1) Omeprazole 20 mg + Sodium Bicarbonate 1100 mg Capsule & Immediate Release Capsule, 
(2) Omeprazole 40 mg + Sodium Bicarbonate 1100 mg Immediate Release Capsule, (3) 
Omeprazole 20 mg & 40 mg + Sodium Bicarbonate 600 mg + Magnesium Hydroxide 700 mg 
Chewable Tablet c`mg~‡ni †iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I †gvoK mvgMÖx _vwK‡j 

mswkó cÖwZôv‡bi Av‡e`‡bi wfwË‡Z AvMvgx 06 (Qq) gv‡mi g‡a¨ Zvnv wbt‡kl Kwievi I GB mgqmxgv †Kvb 

Ae¯’vq ewa©Z bv Kivi wm×vš— M„nxZ nq| 

 

3| wfUvwg‡bi wewfbœ ai‡Yi Kw¤̂‡bk‡bi Rb¨ †hŠw³K digy‡jk‡bi bxwZgvjv cÖYq‡bi KwgwU wb‡gœ MVb Kiv nBjt 

 

(1) Aa¨vcK Wvt Gd Gg wmwÏKx, †gwWwmb wefvM, XvKv †gwW‡Kj K‡jR Ð AvnevqK| 

(2) Aa¨vcK Wvt wRbœvZ Aviv †eMg, dvg©v‡KvjwR wefvM, XvKv †gwW‡Kj K‡jR| 

(3) Aa¨vcK Wvt Avwe` †nv‡mb †gvjv, cÖavb, wkï wefvM, XvKv †gwW‡Kj K‡jR| 

(4) Wvt dvinvbv †`Iqvb, mn‡hvMx Aa¨vcK, Ae‡÷w÷ª· GÛ MvBbx, XvKv †gwW‡Kj K‡jR| 

(5) Aa¨vcK W. ‡iRvDj Rwjj, dv‡g©mx wefvM, XvKv wek¦we`¨vjq| 

(6) Rbve †gvt Ave ỳj gy³vw`i, m`m¨ Kvh©wbe©vnx cwil` I e¨e¯’vcbv cwiPvjK, †gmvm© 

Bb‡mÞv dvg©vwmDwUK¨vjm& wjt| 

(7) ‰mq` wiqvRyi ikx`, Jla ZË¦veavqK, Jla cÖkvmb cwi`ß‡ii cÖwZwbwaÐ wZwb mvwPweK 

`vwqZ¦ cvjb Kwi‡eb| 

 

GB KwgwU wfUvwg‡bi wewfbœ cÖKvi Kw¤̂‡bkb RvZxq Jl‡ai Av‡e`‡bi †cÖw¶‡Z †hŠw³K digy‡jk‡bi GKwU 

bxZgvjv cÖYqb Kwiqv †UKwbK¨vj mve-KwgwUi mfvq Dc¯’vcb Kwi‡eb| 

 

4| me©m¤§wZµ‡g cï wPwKrmvi Jla wn‡m‡e evsjv‡`‡k cÖPwjZ ¯’vbxqfv‡e Drcvw`Z Ges Avg`vbxK…Z Nitrofuran 
RvZxq Jla Furazolidone, Furaltadone, Nitrofurazone Ges Chloramphenicol Antibiotics-Gi 

†iwR‡÷ªkb evwZj Ges Avg`vbxmn Drcv`b I evRviRvZ wbwl× Kwievi mycvwik M„nxZ nq| 

  

5| Cyproheptadine bvgxq c`wUi †iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU hw` KuvPvgvj I ‡gvoK mvgMªx 

_v‡K Z‡e mswkó cÖwZôv‡bi Av‡e`‡bi wfwË‡Z 03 (wZb) gv‡mi g‡a¨ Dnv wbt‡kl Kwievi I GB mgq mxgv 

‡Kv‡bv Ae ’̄vq ewa©Z bv Kivi Rb¨ wm×vš— cÖ̀ vb Kiv nq| 
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6| Hydrocodone Bitartrate USP 50mg + Phenylephrine HCl 100mg + Chlorpheniramine 
Maleate BP 40mg/100ml wmivc c`wUi †iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I ‡gvoK 

mvgMªx _vwK‡j mswkó cÖwZôv‡bi Av‡e`‡bi wfwË‡Z 03 (wZb) gv‡mi g‡a¨ wbt‡kl Kwievi I GB mgq mxgv 

‡Kv‡bv Ae ’̄vq ewa©Z bv Kivi wm×vš— cÖ̀ vb Kiv nq| 

 

7| B‡Zvtg‡a¨ †iwRw÷ªK…Z Nimesulide c`mg~‡ni †iwR‡÷ªkb evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I 

‡gvoK mvgMªx _vwK‡j mswkó cÖwZôv‡bi Av‡e`‡bi wfwË‡Z 03 (wZb) gv‡mi g‡a¨ wbt‡kl Kwievi I GB mgq 

mxgv ‡Kv‡bv Ae ’̄vq ewa©Z bv Kivi wm×vš— cÖ̀ vb Kiv nq| 

 

8| RvZxq Jla bxwZ 2005 Gi aviv I Dc-aviv 4(Q) I 4 (T) Abyhvqx †KejgvÎ ißvbxi Rb¨ Jla cÖkvmb 

cwi`ßi cÖ‡qvRbxq Aby‡gv`b cÖ̀ vb Kwi‡Z cvwi‡e Z‡e ißvbxi Rb¨ wewfbœ cÖKvi Jla I wewfbœ Jl‡ai gvÎv I 

AvKvi evsjv‡`‡k cÖPwjZ bv _vwK‡j ißvbxK…Z †`‡ki Rb¨ mswkó c`mg~‡ni AbyKz‡j wd«-‡mj mvwU©wd‡KU cÖ̀ vb 

Kiv hvB‡e bv Ges Certificate for Pharmaceutical Product (CPP) ‡ZI GB e¨vcv‡i D³ mswkó Jlamg~n 

†`‡k e¨envi nq bv D‡jL Kwi‡Z nB‡e| 

 

 

9| f¨vKwmb I K¨vÝvi wPwKrmvi Jl‡ai †¶‡Î wkw_j †iwR‡÷ªkb cÖwµqv AbymiY Kiv nB‡j Zvnv Jla bxwZ I 

Aa¨v‡`‡ki mswkó avivi msMwZc~Y© nBZ bv ewjqv mfvq gZ cÖKvk Kiv nq| GB cwi‡cÖw¶‡Z GB RvZxq 

f¨vKwmb I K¨vÝvi wPwKrmvi Jlamg~‡ni `vwLjK…Z †iwR‡÷ªk‡bi Av‡e`bmg~nI we‡ePbv bv Kwievi Rb¨ mfvq 

me©m¤§wZµ‡g mycvwik M„nxZ nq| 

 

Dc‡iv³ wm×vš— ev¯—evq‡bi Rb¨ †cÖiY Kiv nBj| 

 
 

weª‡MwWqvi †Rbv‡ij miKvi Gg G gwZb 

cwiPvjK 

Jla cÖkvmb cwi`ßi| 

 

 
weZiY t 

1| Wvt Gg G nvwKg, Dc-cwiPvjK (fvicÖvß), Jla cÖkvmb cwi`ßi, XvKv| 

2| W. RvwKqv LvZzb, mnKvix cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

3| Rbve ˆmq` kwdDj Avjg, mnKvix cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

4| Rbve †gvt AvgRv` †nv‡mb, mnKvix cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

5| Wvt ‡gvt †mwjg wgqv, †gwW‡Kj Awdmvi, Jla cÖkvmb cwi`ßi, XvKv| 

6| Rbve G G †mwjg evivgx, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

7| Rbve †gvt Gbvgyj nK, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

8| wg‡mm wgbvûi Rvnvb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

9| wg‡mm bvqvi myjZvbv, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

10| Rbve ˆmq` wiqvRyi ikx`, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

11| Rbve †gvt AvBqye †nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

12| Rbve †gvt †gvRv‡¤§j ‡nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

13| Rbve †gvt AvjZvd †nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

14| Rbve †gvt †gv Í̄vwdRyi ingvb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

15| Rbve †gvt kwdKzj Bmjvg, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

16| Rbve †gvt AvKZvi †nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 
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MYcÖRvZš¿x evsjv‡`k miKvi 

Jla cÖkvmb cwi`ßi 

105-106, gwZwSj evwYwR¨K GjvKv 

XvKv| 

bs-wWG/wgm-wWwmwm-5/(Ask-2)/2002/       ZvwiL t -------/------/2008 

 

 

Jla wbqš¿Y KwgwUi weMZ 10-04-2007 Zvwi‡L AbywôZ 236Zg mfvq M„nxZ wm×vš—mg~‡ni mviÐms‡¶c wbgœiƒct- 

 

1| weMZ 10-09-2006 Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 234 Zg mfvq we‡ewPZ c`mg~n h_v (i) 
Omeprazole 20mg + Sodium Bicarbonate 1100 mg Capsule, (ii) Omeprazole 40mg + Sodium 
Bicarbonate 600 mg + Magnesium Hydroxide BP 700 mg Chewable Tablet,  (iii) Omeprazole 
40 mg + Sodium Bi-carbonate 1100 mg Immediate Release Capsule Ges (iv) Omeprazole     
20 mg + Sodium Bi-carbonate 1100 mg Immediate Release Capsule m¤úwK©Z Aby‡gv`‡bi wm×všÍ 

cieZx© Jla wbqš¿Y KwgwUi AvIZvax‡b †UKwbK¨vj mve-KwgwUi mfvq US-FDA KZ…©K Aby‡gv`b I 

BNF-‡Z Aš—f©yw³i Av‡jv‡K cybwe©‡ePbvi mycvwik Kiv nq| 

  

 GQvovI D³ mfvq Aby‡gvw`Z c`mg~n h_v Ramipril 2.5 mg + Hydrochlorothiazide 12.5 mg Tablet 
Ges Ramipril 5 mg + Hydrochlorothiazide 25 mg Tablet, First Line Therapy wnmv‡e MÖnY‡hvM¨ 

bq I Ace¨envi †iv‡a wbqwš¿Z e¨envi Avek¨K weavq Drcv`bKviK cÖwZôvb‡K Drcvw`Z Jl‡ai Mv‡q GB 

mZKZ©v D‡jL c~e©K we‡klÁ wPwKrm‡Ki e¨e ’̄vc‡Îi wfwË‡Z wbR¯ ̂gwbUwis Gi AvIZvq weµq Kwi‡Z 

nB‡e GB k‡Z© Aby‡gv`‡bi mycvwik Kiv nq| 

 

 GB e¨vcv‡i mshy³ ZvwjKvq ewY©Z B‡Zvtg‡a¨ †iwR‡÷ªkbK…Z Jla¸wji wel‡q cÖ‡qvRbxq e¨e¯’v MÖn‡Yi Rb¨ 

mswkó kvLv‡K wb‡ ©̀k †`Iqv nBj| 

 

2| wfUvwg‡bi Kw¤̂‡bkb RvZxq Jl‡ai ‡¶‡Î †hŠw³K digy‡jk‡bi GKwU bxwZgvjv cÖYq‡bi mycvwik M„nxZ nq| 

 

3| ‡gmvm© ¯‹qvi dvg©vwmDwUK¨vjm& wjt KZ…©K Av‡e`bK…Z Kw¤̂c¨vK wKU h_v t (1) j¨vbvc 500 wKU t 

Lansoprazole INN 15 mg Ges Naproxen Sodium 500 mg Ges (2) j¨vbvc 250 wKU t 

Lansoprazole INN 15 mg Ges Naproxen Sodium 250 mg Jla wbqš¿Y KwgwUi weMZ 28-12-2005Bs 

Zvwi‡L AbywôZ 232 Zg mfvq we‡ePbvi Rb¨ Dc ’̄vwcZ nB‡j KwgwUi m¤§vwbZ m`m¨MY Av‡jvPbv c~e©K 

Kw¤̂c¨vK ỳBwUi †¶‡Î Aby‡gv`b Kiv nB‡e wKbv GB wel‡q we‡klÁM‡Yi gZvgZ MÖnY cÖ‡qvRb ewjqv 

gZvgZ cÖ̀ vb K‡ib| 
GB †cÖw¶‡Z D‡jwLZ Kw¤̂c¨vK ỳBwU Aby‡gv`‡bi ‡Kvb cÖ‡qvRbxqZv Av‡Q wKbv GB wel‡q wb‡gœi we‡klÁ 

wPwKrmKM‡Yi wbKU nB‡Z gZvgZ MÖnY Kiv nq| 

 

(1) Aa¨vcK (Wvt) wgqv gvkû` Avn‡g`, GgweweGm, GgwW, wcGBPwW, cwicvKZš¿ I wjfvi e¨vwa 

we‡klÁ, Aa¨vcK I wefvMxq cÖavb, XvKv †gwW‡Kj K‡jR I nvmcvZvj, XvKv| 

(2) Wvt ¯̂cb P› ª̀ ai, GgweweGm (XvKv), GdwmwcGm (†gwWwmb), GgwW (M¨v‡÷ªv), †gwWwmb, 

cwicvKZš¿ I wjfvi †ivM we‡klÁ, mnKvix Aa¨vcK, XvKv †gwW‡Kj K‡jR I nvmcvZvj, XvKv| 

 

DcwiD³ we‡klÁMY D³ Kw¤̂c¨vK ỳBwU Aby‡gv`‡bi  mc‡¶ gZvgZ cÖ̀ vb Kwiqv‡Qb| 

 

we‡klÁM‡Yi gZvgZmn Kw¤̂c¨vK m¤úwK©Z wm×vš— MÖn‡Yi Rb¨ Dc¯’vcb Kiv nB‡j we¯—vwiZ Av‡jvPbv 

Kwiqv cÖvß gZvgZ h‡_ó Z_¨eûj Ges Dchy³fv‡e cÖvgvY¨ bq ewjqv cÖwZôvb KZ…©K D³ Av‡e`bK…Z 

c`mg~‡ni †¶‡Î wm×v‡š— DcbxZ nIqv m¤¢e nq bvB weavq cÖwZôv‡bi Av‡e`b bv gÄyi Kwievi mycvwik 

M„nxZ nq| 
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4| 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 B‡Zvtc~‡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 A‡bK 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 B‡Zvtc~‡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©gv‡b 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| 

 

5| ‡gmvm© †ZRviZ †nj_‡Kqvi gv‡K©wUs KZ…©K Avg`vbxK…Z I MÖxb µk f¨vKwmb K‡c©v‡ikb, mvD_ †Kvwiqvq 

Drcvw`Z Hepatitis B-Vaccine (Hepavax Gene) 0.5 ml & 1 ml  c` ỳBwU‡K 1996 mv‡j Drm †`‡ki 

wd«-‡mj mvwU©wd‡KU Ges wek¦ ¯̂v ’̄̈  ms¯’vi j¨ve‡iUix †U÷ wi‡cv‡U©i wfwË‡Z cÖv_wgKfv‡e mvgwqK †iwR‡÷ªkb 

Ges cieZx©‡Z wbqwgZ †iwR‡÷ªkb cÖ̀ vb Kiv nq| GB †iwR‡÷ªk‡bi ‰eaZvi †gqv`Kvj 13-03-2001 

DËxY© nq| Jla wbqš¿Y KwgwUi 11-06-2002 Zvwi‡L AbywôZ 223 Zg mfvq D³ c` ỳBwUi †iwR‡÷ªkb 

bevqb I AvMvgx‡Z Avg`vbx MÖnY‡hvM¨ wKbv,- wm×v‡š—i Rb¨ Dc ’̄vcb Kiv nB‡j we¯—vwiZ Av‡jvPbvµ‡g 

†iwR‡÷ªkb bevqbmn Avg`vbxi Aby‡gv`b MÖnY‡hvM¨ bq ewjqv mycvwik M„nxZ nq| 

 

 eZ©gv‡b Avg`vbxKviK cÖwZôvbwU Av‡e`b Kwiqv‡Q †h, †Kej gvÎ GlaxoSmithKline, Belgium-Gi ˆZix 

Hepatitis B Vaccine evsjv‡`‡k evRviRvZ nB‡Z‡Q| GB JlawU mvaviY gvby‡li Kv‡Q e¨qeûj ewjqv 

Av‡e`bKvix cÖwZôvbwU `vex Kwiqv‡Q| cÖwZôvbwU Av‡iv RvbvBqv‡Q †h, Korea Green Cross Vaccine 
Corporation-GKwU Berna Biotech Group-Gi myBRvij¨vÛ wfwËK †Kv¤úvbx Ges we‡k¦i cÖvq 40 wU †`‡k 

D³ f¨vKwmb evRviRvZ Kwi‡Z‡Q| GB f¨vKwmbwU evsjv‡`kmn mviv we‡k¦ miKvixfv‡e WHO(GAVI)-Gi 

gva¨‡g mieivn Kiv nB‡Z‡Q| f¨vKwmbwUi ‡¶‡Î cÖ_g ermi I cÖwZ cuvP ermi Aš—i ey÷vi †WvR cÖ̀ vb 

Kwievi wbqg Av‡Q| wKš‘ Zvnv‡`i c~‡e©i Avg`vbxK…Z f¨vKwmbwUi †¶‡Î cÖv_wgK †WvR †`Iqvi c‡i GB 

f¨vKwmbwU ‡iwR‡÷ªkb RwUjZvRwbZ Avg`vbxKviK KZ…©K mieiv‡ni Afv‡e †ivMxiv ey÷vi †WvR cvB‡Z‡Q 

bv| 

 

 GgZve¯’vq D³ f¨vKwmb c` ỳBwUi †iwR‡÷ªkb bevqb I Avg`vbxi Rb¨ cÖwZôvbwUi Av‡e`b Dc¯’vcb Kiv 

nB‡j mvwe©K ch©v‡jvPbv Kwiqv myjf g~j¨ I mnR cÖvc¨Zv wbwðZKi‡Yi k‡Z© eZ©gv‡b cÖPwjZ cï wPwKrmvi 

Jl‡ai ‡¶‡Î we`¨gvb †iwR‡÷ªkb cÖwµqvi Abyiƒcfv‡e ZvwjKvf~³ 24 (PweŸk) wU DbœZ ‡`‡ki †h †Kvb 1 

(GK) wU Drm †`‡ki wd«-‡mj mvwU©wd‡K‡Ui wfwË‡Z wewa †gvZv‡eK Ab¨vb¨ kZ©vejx c~iY mv‡c‡¶ †iwR‡÷ªkb 

bevqb Kiv hvB‡Z cv‡i ewjqv mycvwik M„nxZ nq| 

 

 GB wkw_j cÖwµqvq Ab¨vb¨ Avg`vbxKviKMYI myjf g~j¨ I mnR cÖvc¨Zv wbwðZKi‡Yi k‡Z© GB RvZxq 

f¨vKwmb †iwR‡÷ªk‡bi my‡hvM cieZx© 06 (Qq) gvm ch©š— ‡KejgvÎ MÖnY Kwi‡Z cvwi‡e| 
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6| mfvq GB g‡g© wm×vš— M„nxZ nq †h, cieZx© mfvi Kvh©-weeiYx‡Z Av‡e`bK…Z c`mg~n FDA Aby‡gv`b I 

BNF-‡Z Aš—fy©w³ msµvš— Z_¨ mwbœwewkZ Kwi‡Z nB‡e Ges GB cwi‡cÖw¶‡Z Jla wbqš¿Y KwgwUi mfvq 

we‡ePbv‡_© †UKwbK¨vj mve-KwgwUi mfvq Av‡e`bK…Z c`mg~n g~j¨vq‡bi ‡¶‡Î Av‡e`bKvixMY KZ…©K mswkó 

c`mg~n US-FDA-KZ…©K Aby‡gv`b I BNF-G Aš—fy©w³ msµvš— Z_¨/†idv‡iÝ mg„×fv‡e Avewk¨Kfv‡e 

Av‡e`b cÖ̀ vb Kwi‡Z nB‡e| GB Z_¨ m~Î/†idv‡iÝ h_h_fv‡e wb‡ ©̀k Kwi‡Z nB‡e Ges †h †Kvb Av‡e`bK…Z 

c`mg~n we‡ePbv Ges †UKwbK¨vj mve KwgwU‡Z Safety, Usefulness, Efficacy-i Av‡jv‡K g~j¨vq‡bi Rb¨ 

g‡bvbq‡bi †¶‡Î GZØmsµvš— Z_¨vw`/†idv‡iÝ c~e© kZ© wnmv‡e we‡ewPZ nB‡e| AZGe Jla wbqš¿Y 

KwgwUi AvIZvaxb †UKwbK¨vj mve-KwgwUi mfvq bZzb Jla Ges cÖPwjZ Jl‡ai bZzb gvÎv I AvKvi 

Safety, Usefulness,  Efficacy-i Av‡jv‡K g~j¨vqY Kwi‡Z Dnv‡`i US-FDA KZ…©K Aby‡gv`b Ges BNF-G 

AšÍfy©w³ m¤úwK©Z wbwðZ I hvPvB/evQvBK…Z Z_¨/†idv‡iÝ (cÖvgvY¨) e¨wZZ †Kvb iKg we‡ePbvi  Rb¨ 

g‡bvbxZ nB‡e bv| 

 

Dc‡iv³ wm×vš— ev¯—evq‡bi Rb¨ †cÖiY Kiv nBj| 

 
 

weª‡MwWqvi †Rbv‡ij miKvi Gg G gwZb 

cwiPvjK 

Jla cÖkvmb cwi`ßi| 

 

 
weZiY t 

1| Rbve myjZvb Avn‡g`, Dc- cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

2| Wvt Gg G nvwKg, Dc-cwiPvjK (fvicÖvß), Jla cÖkvmb cwi`ßi, XvKv| 

3| Rbve kvweŸi Avn‡g`, mnKvix cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

4| W. RvwKqv LvZzb, mnKvix cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

5| Rbve †gvt AvgRv` †nv‡mb, mnKvix cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

6| Rbve ˆmq` kwdDj Avjg, mnKvix cwiPvjK, Jla cÖkvmb cwi`ßi, XvKv| 

7| Wvt ‡di‡`Šm Avjg, †gwW‡Kj Awdmvi, Jla cÖkvmb cwi`ßi, XvKv| 

8| Rbve †gvt Ave ỳj gwR` †gvjv, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

9| Rbve G G †mwjg evivgx, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

10| wg‡mm wgbvûi Rvnvb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

11| wg‡mm bvqvi myjZvbv, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

12| Rbve ˆmq` wiqvRyi ikx`, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

13| Rbve †gvt AvBqye †nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

14| Rbve †gvt †gvRv‡¤§j ‡nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

15| Rbve †gvt AvjZvd †nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

16| Rbve †gvt †gv Í̄vwdRyi ingvb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

17| Rbve †gvt kwdKzj Bmjvg, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

18| Rbve †gvt AvKZvi †nv‡mb, Jla ZË¡veavqK, Jla cÖkvmb cwi`ßi, XvKv| 

19| mfvcwZ, evsjv‡`k Jla wkí mwgwZ| 

20| mfvcwZ, evsjv‡`k dvg©vwmDwUK¨vj B‡¤cvUvm© G‡mvwm‡qkb, XvKv| 
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bs Av‡jvP¨ welq mfvi wm×vš— 

1| mfvq Jla wbqš¿Y KwgwUi 10 GwcÖj 2007 

Zvwi‡L AbywôZ mfvi Kvh©weeiYx cvV Kwiqv 

we¯—vwiZ Av‡jvPbv Kiv nq| 

Jla wbqš¿Y KwgwUi AvIZvaxb †UKwbK¨vj mve-KwgwU 

KZ©„K †`‡k ¯’vbxq Drcv`‡bi Rb¨ bZzb Jla I cÖPwjZ 

Jl‡ai bZzb gvÎvi c`mg~‡ni Av‡e`b g~j¨vq‡bi †¶‡Î 

Av‡e`bKvixMY‡K US-FDA KZ„©K Aby‡gv`b I BNF ÐG 

Aš—fy©w³  msµvš— Z_¨/‡idv‡iÝÐGi ¯n‡j USFDA 
KZ©„K Aby‡gv`b A_ev BNF-G Aš—f©yw³ A_ev †`‡k 

cÖ‡qvRb iwnqv‡Q GB ai‡Yi Jl‡ai Dchy³ 

cÖgvYvw`/Z_¨vejx cÖ̀ vb Kwi‡Z nB‡e| 

2| ¯’vbxq Drcv`b I Avg`vbxi Rb¨ bZzb Jla 

(New Drugs) I cÖPwjZ Jl‡ai bZzb gvÎvi 

Jla Ges cï wPwKrmvi Abyiƒc Jlamg~‡ni 

†iwR‡÷ªkb cÖm‡½| 

GLb nB‡Z Jla wbqš¿Y KwgwUi AvIZvaxb †UKwbK¨vj 

mve-KwgwU KZ©„K †`‡k ¯’vbxq Drcv`‡bi Rb¨ bZzb Jla I 

cÖPwjZ Jl‡ai bZzb gvÎvi c`mg~‡ni Av‡e`b g~j¨vq‡bi 

†¶‡Î Av‡e`bKvixMY‡K US-FDA KZ„©K Aby‡gv`b I 

BNFÐG Aš—fy©w³  msµvš— Z_¨/‡idv‡iÝÐGi ¯n‡j 

US-FDA KZ©„K Aby‡gv`b A_ev BNF-G   Aš—f©yw³ A_ev 

†`‡k cÖ‡qvRb iwnqv‡Q GB ai‡Yi Jl‡ai Dchy³ 

cÖgvYvw`/Z_¨vejx cÖ̀ vb Kwi‡Z nB‡e| 

3| Jla wbqš¿Y KwgwUi MZ 10-04-2007 

Zvwi‡L AbywôZ 235Zg mfvi wm×vš— 

Abyhvqx c~e©eZx© 10-9-2006 Zvwi‡Li 

234Zg mfvq Aby‡gvw`Z (1) Omeprazole 
20 mg + Sodium Bicarbonate 1100 mg 
Capsule & Immediate Release Capsule, 
(2) Omeprazole 40 mg + Sodium 
Bicarbonate 1100 mg Immediate 
Release Capsule, (3) Omeprazole 20 
mg & 40 mg + Sodium Bicarbonate 600 
mg + Magnesium Hydroxide 700 mg 
Chewable Tablet c`mg~n cybwe©‡ePbv 

cÖm‡½| 

c`mg~n USFDA KZ…©K Aby‡gvw`Z nB‡jI evsjv‡`‡k 

e¨e¯’vcÎ (Prescription) Abyhvqx Jla wewµi aiY 

hy³iv‡óªi Abyiƒc bq Ges Omeprazole RvZxq Jl‡a 

Sodium Bicarbonate mn‡hv‡M `xN© †gqv`x e¨envi Ges 

ü`‡ivMx‡`i ‡¶‡Î e¨envi Kiv nB‡j ¶wZKviK cvk¦© 

cÖwZwµqvi m¤¢vebv _vKvq D³ c`mg~‡ni †iwR‡÷ªkb evwZj 

Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I †gvoK mvgMÖx _vwK‡j 

AvMvgx 06 (Qq) gv‡mi g‡a¨ wbt‡kl Kwievi I GB 

mgqmxgv †Kvb Ae ’̄vq ewa©Z Kiv nB‡e bv ewjqvI mfvq 

wm×vš— M„nxZ nq| 

 

4| Jla wbqš¿Y KwgwUi MZ 10-04-2007 

Zvwi‡L AbywôZ 235 Zg mfvi wm×vš—µ‡g 

wfUvwg‡bi wewfbœ cÖKvi Kw¤̂‡bkb RvZxq 

Jl‡ai Av‡e`‡bi †cÖw¶‡Z †hŠw³K 

digy‡jk‡bi bxwZgvjv cÖYqb cÖm‡½| 

 

wfUvwg‡bi wewfbœ ai‡Yi Kw¤̂‡bk‡bi Rb¨ †hŠw³K 

digy‡jk‡bi bxwZgvjv cÖYq‡bi KwgwU wb‡gœ MVb Kiv nBjt 

 

1. Aa¨vcK Wvt Gd Gg wmwÏKx, †gwWwmb wefvM, XvKv 

†gwW‡Kj K‡jR Ð AvnevqK| 

2. Aa¨vcK Wvt wRbœvZ Aviv †eMg, dvg©v‡KvjwR wefvM, 

XvKv †gwW‡Kj K‡jR| 

3. Aa¨vcK Wvt Avwe` †nv‡mb †gvjv, cÖavb, wkï wefvM, 

XvKv †gwW‡Kj K‡jR| 

4. Wvt dvinvbv †`Iqvb, mn‡hvMx Aa¨vcK, Ae‡÷w÷ª· 

GÛ MvBbx, XvKv †gwW‡Kj K‡jR| 

5. Aa¨vcK W. ‡iRvDj Rwjj, dv‡g©mx wefvM, XvKv 

wek¦we`¨vjq| 

6. Rbve †gvt Ave ỳj gy³vw`i, m`m¨ Kvh©wbe©vnx cwil` I 

e¨e¯’vcbv cwiPvjK, †gmvm© Bb‡mÞv dvg©vwmDwUK¨vjm& 

wjt| 

7. ‰mq` wiqvRyi ikx`, Jla ZË¦veavqK, Jla cÖkvmb 
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cwi`ß‡ii cÖwZwbwaÐ wZwb mvwPweK `vwqZ¦ cvjb 

Kwi‡eb| 

 

GB KwgwU wfUvwg‡bi wewfbœ cÖKvi Kw¤̂‡bkb RvZxq Jl‡ai 

Av‡e`‡bi †cÖw¶‡Z †hŠw³K digy‡jk‡bi GKwU bxZgvjv 

cÖYqb Kwiqv †UKwbK¨vj mve-KwgwUi mfvq Dc¯’vcb 

Kwi‡eb| 

 

5| grm I cï m¤ú` gš¿Yvj‡qi ¯§viK bs-

gcg/g-5/(FVO)-23/2007/698 I 

699 ZvwiL  12-11-2007 Gi 

cwi‡cÖw¶‡Z cï wPwKrmvi Jla wn‡m‡e 

evsjv‡`‡k cÖPwjZ ’̄vbxqfv‡e Drcvw`Z 

I Avg`vwbK…Z Nitrofuran RvZxq Jla 

Furazolidone, Furaltadone, 
Nitrofurazone Ges 

Chloramphenicol Antibiotics-Gi 

†iwR‡÷ªkb evwZjmn Drcv`b I 

evRviRvZ wbwl×KiY cÖm‡½| 

 

me©m¤§wZµ‡g cï wPwKrmvi Jla wn‡m‡e evsjv‡`‡k cÖPwjZ 

¯’vbxqfv‡e Drcvw`Z I Avg`vbxK…Z Nitrofuran RvZxq Jla 

Furazolidone, Furaltadone, Nitrofurazone Ges 

Chloramphenicol Antibiotics-Gi †iwR‡÷ªkb evwZj Ges 

Avg`vbxmn Drcv`b I evRviRvZ wbwl× Kwievi mycvwik 

M„nxZ nq|  

 

GZØ¨ZxZ G¨v‡jvc¨vw_K wPwKrmvi Abyiƒc Jl‡ai ‡¶‡Î 

cieZx©‡Z wm×vš— MÖnY Kiv hvB‡Z cv‡i ewjqv mfvq 

gZvgZ cÖKvk Kiv nq| GB e¨vcv‡i ‡UKwbK¨vj 

mveÐKwgwUi cieZx© mfvq Av‡jvPbv nB‡e| 

6| Jla wbqš¿Y KwgwUi 28-12-2005 Zvwi‡L 

AbywôZ 232 Zg mfvq Cyproheptadine 
Hydrochloride bvgK c ẁUi Aby‡gv`b envj 

ivLv †hŠw³K nB‡e bv GB g‡g© c~‡e© M„nxZ 

wm×v‡š—i Av‡jv‡K c`wUi †iwR‡÷ªkb evwZj 

cÖm‡½| 

GgZve ’̄vq Cyproheptadine  bvgxq c`wUi ‡iwR‡÷ªkb 

evwZ‡ji Rb¨ †UKwbK¨vj mve-KwgwUi mfvq Dc¯’vcb Kiv 

nBqvwQj| D³ KwgwUi Av‡jvPbv c~e©K M„nxZ mycvwi‡ki 

wfwË‡Z Cyproheptadine c`wUi †iwR‡÷ªkb evwZj Ges 

cȪ ‘ZKviKM‡Yi wbKU hw`  KuvPvgvj I ‡gvoK mvgMªx _v‡K 

Z‡e 03 (wZb) gv‡mi g‡a¨ wbt‡kl Kwievi I GB mgq mxgv 

‡KvbI Ae ’̄vq ewa©Z bv Kivi Rb¨ wm×vš— cÖ̀ vb Kiv nq| 

 

7| Jla wbqš¿Y KwgwUi MZ 25-06-2005 

Zvwi‡Li 231 Zg mfvq Hydrocodone 
Bitartrate 50 mg + Phenylephrine 
Hydrochloride 100 mg + 
Chlorpheniramine Maleate BP 40 
mg/100 ml bvgxq c‡` †bkvKviK 

Hydrocodone Gi Kvi‡Y Ace¨env‡ii 

m¤¢vebv I Kvwk wbivg‡q AcÖ‡qvRbxqZvi 

cwi‡cÖw¶‡Z Drcv`b I evRviRvZ wbwl×KiY 

msµvš— mycvwik Abyhvqx c ẁUi †iwR‡÷ªkb 

evwZj cÖm‡½| 

‡UKwbK¨vj mve-KwgwUi mfvq Dc¯’vcb I Av‡jvPbvµ‡g 

M„nxZ mycvwik Abyhvqx Av‡jvP¨ D³ c`wUi †iwR‡÷ªkb 

evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I ‡gvoK mvgMªx 

_vwK‡j 03 (wZb) gv‡mi g‡a¨ wbt‡kl Kwievi I GB mgq 

mxgv ‡KvbI Ae ’̄vq ewa©Z bv Kivi wm×vš— cÖ̀ vb Kiv nq| 

 

8| Jla wbqš¿Y KwgwUi MZ 25-06-2005 

Zvwi‡L AbywôZ 231 Zg mfvq eq¯‹‡`i 

‡¶‡Î Nimesulide bvgxq c‡`i Aby‡gv`bmn 

ißvbx e¨vwZZ ¯’vbxq evRv‡ii Rb¨ Drcv`‡bi 

KuvPvgvj Avg`vbx eÜ _vKvi mycvwi‡ki 

cwi‡cÖw¶‡Z D³ c`wUi †¶‡Î †iwR‡÷ªkbmn 

ißvbxi D‡Ï‡k¨ cȪ ‘ZK…Z Jl‡ai KuvPvgvj 

Avg`vbx envj _vwK‡e wKbv GB e¨vcv‡i 

wm×vš— MÖnY cÖm‡½| 

B‡Zvtg‡a¨ †iwRw÷ªK…Z Nimesulide mg~‡ni †iwR‡÷ªkb 

evwZj Ges cȪ ‘ZKviKM‡Yi wbKU KuvPvgvj I ‡gvoK mvgMªx 

_vwK‡j 03 (wZb) gv‡mi g‡a¨ wbt‡kl Kwievi I GB mgq 

mxgv ‡Kv‡bv Ae ’̄vq ewa©Z bv Kwievi Rb¨ wm×vš— cÖ̀ vb Kiv 

nq| 
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9| Jla cÖkvmb cwi`ßi KZ©©„K ‡KejgvÎ ißvbxi 

D‡Ï‡k¨ †h †KvbI ai‡Yi Jla ¯’vbxq 

Drcv`‡bi AbygwZ cÖm‡½| 

†KejgvÎ ißvbxi Rb¨ RvZxq Jla bxwZ 2005 Gi avivÐ 

Dc-aviv 4(Q) I 4 (T) Abyhvqx Jla cÖkvmb cwi`ßi 

cÖ‡qvRbxq Aby‡gv`b cÖ̀ vb Kwi‡Z cvwi‡e Z‡e ißvbxi Rb¨ 

wewfbœ cÖKvi Jla I wewfbœ Jl‡ai gvÎv I AvKvi evsjv‡`‡k 

cÖPwjZ bv _vwK‡j ißvbxK…Z †`‡ki Rb¨ mswkó c`mg~‡ni 

AbyKz‡j wd«-‡mj mvwU©wd‡KU cÖ̀ vb Kiv hvB‡e bv Ges 

Certificate for Pharmaceutical Product (CPP) GI GB 

e¨vcv‡i D³ mswkó Jlamg~n †`‡k e¨envi nq bv D‡jL 

Kwi‡Z nB‡e|  

 

10| Jla wbqš¿Y KwgwUi 10-04-2007 Zvwi‡L 

AbywôZ 235 Zg mfvq M„nxZ wm×v‡š—i 

Av‡jv‡K f¨vKwmb I K¨vÝvi wPwKrmvi 

Jlamg~‡ni myjfg~j¨ I mnRcÖvc¨Zv 

wbwðZKi‡Yi k‡Z©-GB RvZxq Jl‡ai wkw_j 

†iwR‡÷ªkb cÖwµqv cÖm‡½| 

GB RvZxq f¨vKwmb I K¨vÝvi wPwKrmvi Jlamg~‡ni 

`vwLjK…Z †iwR‡÷ªk‡bi Av‡e`b we‡ePbv bv Kwievi Rb¨ 

mfvq me©m¤§wZµ‡g wm×vš— M„nxZ nq| 

mfvq f¨vKwmb RvZxq Jla Drcv`‡bi †¶‡Î ¯’vbxq 

Drcv`bKvix cÖwZôvb‡K Drmvn `vb I cÖ‡qvRbxq mn‡hvwMZv 

cÖ̀ v‡bi Rb¨ mycvwik Kiv nq| ‡`‡k GB RvZxq Jla cÖm—yZ 

Kiv nB‡j myjf g~j¨ I mnR cÖvc¨Zv wbwðZ nB‡e ewjqv 

mfvq Avkvev` e¨³ Kiv nq| 

 

 


