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¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq, ¯^v¯’¨‡mev wefv‡Mi Jla cÖkvmb Awa`ßi KZ©…K 2024-2025 A_©eQ‡i mvwe©K Kvh©µ‡gi evwl©K 
cÖwZ‡e`b cÖKvkbv GKwU wbqwgZ cÖqvm| GB cÖKvkbvwU c~‡e©i A_©eQi Ges AvMvgx A_©eQ‡ii †mZzeÜb wn‡m‡e KvR Ki‡e| G 
evwl©K cÖwZ‡e`b miKvwi Kvh©µ‡g MwZkxjZv, ¯^”QZv I Revew`wnZv wbwð‡Zi cvkvcvwk miKv‡ii M„nxZ wewfbœ Dbœqbg~jK 
Kvh©vewj Ges Jla cÖkvmb Awa`ß‡ii Kg©KvÛ I AMÖMwZ m¤ú‡K© †`‡ki RbMY‡K mvgwMÖK aviYv cÖ`v‡b m¶g n‡e e‡j Avwg Avkv 
ivwL| Jla cÖkvmb Awa`ßi G †`‡k wbivc` I gvb m¤úbœ Jla, f¨vKwmb, †gwWK¨vj wWfvBm, wbDUªvwmDwUK¨vjm& I †gwW‡K‡UW 
Km‡gwUKm& Gi jvB‡mwÝs I wbqš¿YKvix KZ©…c¶ wn‡m‡e `vwqZ¡ cvjb Ki‡Q Ges ¯^v¯’¨ †mevq we‡kl Ae`vb †i‡L P‡j‡Q| Pjgvb 
Jla AvBbmg~n GKxf‚Z I mg‡qvc‡hvMx K‡i ÔJla I Km‡gwUKm& AvBb-2023Õ cÖYxZ nIqvq G Awa`ß‡ii Kvh©µg AviI †eMevb 
n‡q‡Q| WHO Maturity level-3 listed Authority wn‡m‡e AšÍf©‚³ nIqvi Rb¨ G Awa`ßi wbijm KvR K‡i hv‡”Q|

†`‡ki mKj gvby‡li Rb¨ wbivc` I gvbm¤§Z Jl‡ai mnRjf¨Zv I mvkÖqx g~j¨ wbwðZ Ki‡Z ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi 
wb‡`©kbv †gvZv‡eK ÔAZ¨vek¨Kxq Jl‡ai RvZxq ZvwjKv (National List of Essential Medicines)Õ nvjbvMv`Ki‡Yi KvR 
m¤úbœ Kiv n‡q‡Q Ges m¤úªwZ Zv †M‡RU AvKv‡i cÖKvwkZ n‡q‡Q| Jla Ges †gwW‡Kj wWfvBm Avg`vwb-ißvwb Kvh©µ‡g 
MwZkxjZv, ¯^”QZv I Revew`wnZv wbwðZ Ki‡Z G Awa`ß‡i RvZxq ivR¯^ †evW© KZ©…K ˆZwiK…Z AbjvBb cø¨vUdg© Ôb¨vkbvj wm‡½j 
DB‡Ûv (NSW)Õ cy‡iv`‡g Pvjy Kiv n‡q‡Q| evsjv‡`k eZ©gv‡b BD‡ivc I Av‡gwiKvmn we‡k¦i 150wUi AwaK †`‡k Jla ißvwb 
Ki‡Q| MZ A_©eQ‡i †gvU ißvwbi cwigvY wQj cÖvq wZb nvRvi †KvwU UvKv, hv †`‡ki A_©‰bwZK mg„w×‡Z eo Ae`vb ivL‡Q|

Jla cÖkvmb Awa`ßi KZ©…K m¤úvw`Z Kv‡Ri cwigvY †hgb we¯ÍxY© †Zgb Kv‡Ri cÖK…wZI bvbv ai‡Yi| wewfbœ Kvh©µ‡gi g‡a¨ 
wbqwgZ evRviRvZK…Z Jl‡ai gvb cix¶v, bKj, †fRvj, Avb-†iwR÷vW©, KvD›UviwdU, wgmeªv‡ÛW Jla Drcv`b, weµq/ 
weZi‡Yi Aciv‡a gvgjv `v‡qi ev AvBbvbyM e¨e¯’v MÖnYmn Awa`ß‡i m¤úvw`Z mKj dvsk‡bi Kvh©µg msw¶ßfv‡e aviY Kiv 
n‡q‡Q| G Qvov RbM‡Yi Rvbvi myweav‡_© G Awa`ß‡i wewfbœ wel‡q Av‡e`‡bi mv‡_ cÖ‡qvRbxq KvMRcÎvw`i ZvwjKv/ †PK wj÷ 
I wba©vwiZ miKvwi wd, Z_¨ cÖ`vbKvix Kg©KZ©v‡`i ZvwjKv, wewfbœ †Rjv Kvh©vj‡qi wVKvbv, AZ¨vek¨Kxq Jl‡ai ZvwjKv, wmwU‡Rb 
PvU©vi, Z_¨vw` GB cÖwZ‡e`‡b AšÍf©z³ Kiv n‡q‡Q- hv A‡b‡Ki DcKv‡i Avm‡e e‡j Avwg wek¦vm Kwi|

evwl©K cÖwZ‡e`b 2024-2025 cÖYqb I cÖKv‡ki mv‡_ m¤ú…³ Jla cÖkvmb Awa`ß‡ii Kg©KZ©v I Kg©Pvix‡`i RvbvB AvšÍwiK 
ab¨ev`|

†gRi †Rbv‡ij †gvt kvgxg nvq`vi
GgweweGm, GdwmwcGm (B›Uvibvj †gwWwmb)

wK¬wbKvj †d‡jvwkc Bb
wiDgv‡UvjwR (GAvBAvBGgGm, bqvw`jøx)

gyLeÜ
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MYcÖRvZš¿x evsjv‡`‡ki msweav‡bi 15(K), 15(N) I 18(1) aviv Abyhvqx evsjv‡`k miKvi Kvh©Ki ¯^v¯’¨‡mev cÖ`v‡bi wel‡q 
RbM‡Yi Kv‡Q cÖwZkÖæwZe×| DbœZ ¯^v¯’¨‡mev cÖ`v‡bi Rb¨ cÖ‡qvRb gvbm¤úbœ, wbivc` I Kvh©Ki Jla| gvbm¤úbœ, wbivc` I 
Kvh©Ki Jla Drcv`b, Avg`vwb, ißvwb, weµq, weZiY Ges Jl‡ai †hŠw³K e¨envi wbwðZ KivB Jla cÖkvmb Awa`ßi Gi cÖavb 
j¶¨| †h j‡¶¨ wek¦ ¯^v¯’¨ ms¯’vi w`Kwb‡`©kbv Abyhvqx Kvh©Ki Jla wbqš¿YKvix KZ©…c‡¶i 9wU dvskb †gvZ‡eK Jla cÖkvmb 
Awa`ßi KvR K‡i hv‡”Q, hv‡Z K‡i wek¦ cwigÛ‡j DGDA GKwU Kvh©Ki (Functional) ms¯’v wn‡m‡e ¯^xK…wZ jvf K‡i| G‡Z 
evsjv‡`‡k Drcvw`Z Jla I f¨vKwm‡bi †`‡k I AvšÍR©vwZK evRv‡i MÖnY‡hvM¨Zv e„w× cv‡e|

RbM‡Yi Z_¨ cvIqvi AwaKvi wbwðZ Ki‡Z miKvi KZ©…K wewfbœ †emiKvwi ms¯’vi Kg©Kv‡Ûi ¯^”QZv I Revew`wnZv cÖwZôvi 
gva¨‡g mykvmb wbwðZKi‡Yi Rb¨ Z_¨ AwaKvi AvBb cÖYqb Kiv n‡q‡Q| Jla cÖkvmb Awa`ß‡ii weMZ eQ‡ii mvwe©K Kg©KvÛ 
RbM‡Yi ÁvZv‡_© ¯^-cÖ‡Yvw`Z Z_¨ cÖKv‡ki AwfcÖv‡q Jla cÖkvmb Awa`ßi cÖwZeQi evwl©K cÖwZ‡e`b cÖKvk K‡i _v‡K| GiB 
avivevwnKZvq 2024-2025 A_© eQ‡i Jla cÖkvmb KZ©…K m¤úvw`Z Kg©Kv‡Ûi cÖwZ‡e`b cÖYqb I cÖKvk Kiv n‡”Q, G‡Z weMZ 
GK eQ‡i m¤úvw`Z mKj Kg©Kv‡Ûi Z_¨vw` cÖKvwkZ cÖwZ‡e`‡b AšÍf©‚³ Kiv n‡q‡Q|

evsjv‡`‡ki `ªæZ weKvkgvb ¸iæZ¡c~Y© Jlawkí m¤úªmvi‡Yi cvkvcvwk Awa`ß‡ii Kg©Kv‡Ûi cwiwaI cÖwZwbqZ e„w× cv‡”Q| 
gnvcwiPvjK g‡nv`‡qi weP¶Y wb‡`©kbvq AvšÍwiKZv I K‡Vvi cwikÖ‡gi gva¨‡g Avgv‡`i Kg©KZ©v I Kg©Pvixe„›` G wekvj Kg©hÁ 
cwiPvjbv K‡i Avm‡Qb| G cÖwZ‡e`‡b 2024-2025 A_©eQ‡ii ev‡RU, m¤úvw`Z KvR, 9wU dvsk‡bi Kvh©µg, Gw›UgvB‡µvweqvj 
†iwR÷¨vÝ †iva, B‡bv‡fkb msµvšÍ Kvh©µg, Z_¨ cÖhyw³i e¨envi, G Awa`ß‡ii mv¤úªwZK AwR©Z mvdj¨, mxgve×Zv I wbim‡bi 
Dcvq Ges fwel¨r cwiKíbv ms‡¶‡c Zz‡j aiv n‡q‡Q| Awa`ß‡ii cÖkvmb I wnmve kvLvi cvkvcvwk Z_¨‡Kvl †_‡K cÖvß wewfbœ 
Z_¨vw` G cÖwZ‡e`‡b mwbœ‡ek Kiv n‡q‡Q|

Jla cÖkvmb Awa`ß‡ii G evwl©K cÖwZ‡e`b cÖKv‡k m¤úv`bv cwil‡`i m`m¨e„›`, cÖkvmb I wnmve kvLvi Kg©KZ©ve„›` Ges mswkøó 
Kg©KZ©v-Kg©PvixMY A‡bK Kó K‡i‡Qb, Z¨vM ¯^xKvi K‡i‡Qb; Zuv‡`i mn‡hvwMZv Qvov G Z_¨mg„× cÖwZ‡e`bwU cÖYqb Kiv m¤¢e 
n‡Zv bv| Avwg mswkøó mKj‡KB AvšÍwiK ab¨ev` Ávcb KiwQ| cÖwZ‡e`b cÖYqb I cÖKv‡k mvwe©K mn‡hvwMZv, mwVK wb‡`©kbv I 
civgk© cÖ`vb Gi Rb¨ gnvcwiPvjK m¨v‡ii cÖwZ mkÖ× K…ZÁZv cÖKvk KiwQ| cÖwZ‡e`bwU‡Z †Kvb Awb”QvK…Z fzj cwijw¶Z n‡j 
Zvi Rb¨ AMÖxg `ytL cÖKvk KiwQ| fwel¨‡Z †h †Kvb MVbg~jK mgv‡jvPbv I civgk© †c‡j Zv aviY K‡i AviI my›`i I e¯‘wbô 
cÖKvkbvi cÖZ¨vkv iBj|

m¤úv`Kxq

cwiPvjK
Jla cÖkvmb Awa`ßi
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b¨vkbvj K‡›Uªvj j¨ve‡iUix‡K AvšÍR©vwZK gv‡b DbœxZKiY
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Registration and Marketing Authorization (MA)

Pharmacovigilance (VL) msµvšÍ Kvh©µg
Market Surveillance and Control (MC)
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Regulatory Inspection (RI)

Laboratory Access and Testing (LA) 

Clinical Trial`s Oversight (CT)

NRA Lot Release (LR)

Jla wbqš¿Y e¨e¯’v AviI kw³kvjxKiY
XvKv wegvbe›`‡i Jla cÖkvmb Awa`ß‡ii †cvU© wK¬qv‡iÝ Awdm ¯’vcb
†gwW‡Kj wWfvB‡mi †iwR‡÷ªkb cÖ`vb I g~j¨ wbqš¿Y
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Jla cÖkvmb Awaß‡ii Antimicrobial Resistance msµvšÍ Kvh©µg
2024-2025 A_©eQ‡i Jla cÖkvmb Awaßi KZ©…K cwiPvwjZ wKQz we‡kl Awfhvb
Jla cÖkvmb Awa`ßi KZ©…K 2024-2025 A_© eQ‡i m¤úvw`Z Kvh©vejx
Jla Drcv`bKvix cÖwZôv‡bi cwimsL¨vb
Ryb 2025 Jla cÖkvmb Awa`ßi KZ©…K Bmy¨K…Z †Rjv wfwËK †gvU WªvM jvB‡mÝ msL¨v
Jla cÖkvmb Awa`ß‡ii gvV ch©v‡qi Kg©KvÛ
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ LyPiv WªvM jvB‡mÝ bevq‡bi Zzjbvg~jK cwimsL¨vb
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z dv‡g©mxi cwimsL¨vb
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z Jla cȪ ‘ZKvix KviLvbvi Zzjbvg~jK cwimsL¨vb (GKvwaKevi cwi`k©bmn)
WªvM †KvU©, g¨vwR‡÷ªU †KvU© I †gvevBj †Kv‡U© `v‡qiK…Z gvgjvi weeiYt 2024-2025 A_© eQ‡i
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ `v‡qiK…Z gvgjvi Zzjbvg~jK cwimsL¨vb
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ ivR¯^ Av`v‡qi Zzjbvg~jK cwimsL¨vb

2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cix¶v I we‡køl‡Yi wbwgË WªvM †Uw÷s j¨ve‡iUix‡Z †cÖwiZ  Jl‡ai bgybvi 
Zzjbvg~jK cwimsL¨vb

2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ WªvM K‡›Uªvj j¨ve‡iUix KZ©…K cÖvß bgybv cix¶v I we‡kølY Gi Zzjbvg~jK cwimsL¨vb

2024-2025 A_© eQ‡i Jla ißvwbi Rb¨ Bmy¨K…Z CPP (Certificate of Pharmaceutical Product), ißvwb jvB‡mÝ 
Form-10 A, GMP (Good Manufacturing Practices) mvwU©wd‡KU, FSC (Free Sale Certificate) Gi cwimsL¨vb

DGDA Alert Notice

Z_¨ AwaKvi AvBb Abyhvqx mieivnK…Z Z‡_¨i weeiYx
Jla cÖkvmb Awa`ß‡ii gvbe m¤ú` Dbœqb Kvh©µg
†`‡k cÖwk¶Y Kg©kvjv: 2024-2025
we‡`‡k cÖwk¶Y Kg©kvjv: 2024-2025
Assembly of the Members of the South East Asia Regulatory Network (SEARN)

Jla cÖkvmb Awa`ß‡ii 2024-2025 A_© eQ‡ii ev‡RU
Jla cÖkvmb Awa`ß‡ii 2024-25 A_©eQ‡ii ev‡RU
†mev c×wZ mnwRKiY
A‡Uv‡g‡UW WªvM jvB‡mwÝs GÛ wiwbDqvj wm‡÷g (ADLRS)

ADLRS wm‡÷gwU †hfv‡e Av‡e`bKvixi R‡b¨ e¨envi Dc‡hvMx Kiv n‡q‡Q
wmwU‡Rb PvU©vi
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Jla cÖkvmb Awa`ß‡ii gvV ch©v‡qi Kg©KvÛ
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ LyPiv WªvM jvB‡mÝ bevq‡bi Zzjbvg~jK cwimsL¨vb
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z dv‡g©mxi cwimsL¨vb
2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z Jla cȪ ‘ZKvix KviLvbvi Zzjbvg~jK cwimsL¨vb (GKvwaKevi cwi`k©bmn)
WªvM †KvU©, g¨vwR‡÷ªU †KvU© I †gvevBj †Kv‡U© `v‡qiK…Z gvgjvi weeiYt 2024-2025 A_© eQ‡i
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2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ ivR¯^ Av`v‡qi Zzjbvg~jK cwimsL¨vb
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2024-2025 A_© eQ‡i Jla ißvwbi Rb¨ Bmy¨K…Z CPP (Certificate of Pharmaceutical Product), ißvwb jvB‡mÝ 
Form-10 A, GMP (Good Manufacturing Practices) mvwU©wd‡KU, FSC (Free Sale Certificate) Gi cwimsL¨vb

DGDA Alert Notice

Z_¨ AwaKvi AvBb Abyhvqx mieivnK…Z Z‡_¨i weeiYx
Jla cÖkvmb Awa`ß‡ii gvbe m¤ú` Dbœqb Kvh©µg
†`‡k cÖwk¶Y Kg©kvjv: 2024-2025
we‡`‡k cÖwk¶Y Kg©kvjv: 2024-2025
Assembly of the Members of the South East Asia Regulatory Network (SEARN)

Jla cÖkvmb Awa`ß‡ii 2024-2025 A_© eQ‡ii ev‡RU
Jla cÖkvmb Awa`ß‡ii 2024-25 A_©eQ‡ii ev‡RU
†mev c×wZ mnwRKiY
A‡Uv‡g‡UW WªvM jvB‡mwÝs GÛ wiwbDqvj wm‡÷g (ADLRS)

ADLRS wm‡÷gwU †hfv‡e Av‡e`bKvixi R‡b¨ e¨envi Dc‡hvMx Kiv n‡q‡Q
wmwU‡Rb PvU©vi
Awf‡hvM wb®úwË Kg©KZ©v (AwbK)
Bbdi‡gkb †iwR÷ªvi I complain box
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2024-2025 A_© eQ‡i Jla ißvwbi Rb¨ Bmy¨K…Z CPP (Certificate of Pharmaceutical Product), ißvwb jvB‡mÝ 
Form-10 A, GMP (Good Manufacturing Practices) mvwU©wd‡KU, FSC (Free Sale Certificate) Gi cwimsL¨vb
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Jla cªkvmb Awa`ß‡ii wewfbœ Kvh©μ‡gi Av‡e`‡bi mv‡_ `vwLj‡hvM¨ cª‡qvRbxq KvMRcÎvw`i ZvwjKv
Jla Drcv`b KviLvbv ¯’vc‡bi bZyb cªKí Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
Drcv`‡bi Rb¨ cªPwjZ A¨v‡jvc¨vw_K Jl‡ai †iwmwc Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`

AvBGbGb (INN) ZvwjKvf~³ c‡`i bgybv cix¶v I we‡køl‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`
bZyb A¨v‡jvc¨vw_K Jla Drcv`b jvB‡mÝ Bm¨yi Rb¨ cª‡qvRbxq KvMRcÎvw`
A¨v‡jvc¨vw_K Jla Drcv`b jvB‡m‡Ý c` AšÍf©yw³i Rb¨ cª‡qvRbxq KvMRcÎvw`
†gvoKmvgMªx Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
†`‡k Drcvw`Z I g~j¨ wbqwš¿Z ZvwjKvf~³ A¨v‡jvc¨vw_K Jl‡ai m‡e©v”P LyPiv g~j¨ wba©viY/g~j¨ wbqš¿Y ZvwjKv ewnf©~Z Jl‡ai 
f¨vU cª`v‡bi wbwg‡Ë wb‡`©kK g~j¨ mb‡`i Rb¨ cª‡qvRbxq KvMRcÎvw`
Jla Drcv`‡bi wbwg‡Ë Avg`vbxK„Z KuvPvgvj/c¨vwKs g¨v‡Uwiqvj-Gi eøKwj÷ Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
A¨v‡jvc¨vw_K Jla Drcv`b jvB‡mÝ bevq‡bi wbwg‡Ë cª‡qvRbxq KvMRcÎvw`
A¨v‡jvc¨vw_K Jla Drcv`b jvB‡mÝ Gi gvwjKvbv cwieZ©b/¯’vbvšÍ‡ii wbwg‡Ë cª‡qvRbxq KvMRcÎvw`
we‡`kx Jl‡ai †iwR‡÷ªk‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`

eøvW e¨vM, wbWjm mn mvwR©K¨vj BKzBc‡g›U I †gwW‡Kj wWfvB‡mm Avg`vbxi Av‡e`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
Avg`vbxK„Z Jl‡ai Bb‡WÈ/†cªvdigv Bbf‡qm Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
Avg`vbxK„Z KuvPvgvj/cª¯ÍyZK„Z Jl‡ai Qvoc‡Îi Rb¨ cª‡qvRbxq KvMRcÎvw`
Avg`vbxK„Z Jl‡ai m‡e©v”P LyPiv g~j¨ wba©viY/cybtwba©vi‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`
BDbvbx/Avqy‡e©w`K/nve©vj Jl‡ai †iwmwc Aby‡gv`‡bi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`/Z_¨vw`

bZyb BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡mÝ Bm¨yi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
BDbvbx/Avqy‡e©w`K/nve©vj Jl‡ai †gvoK mvgMªx Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
BDbvbx/Avqy‡e©w`K/nve©vj Jl‡ai Aby‡gvw`Z †iwmwc-Gi bgybv cix¶v I we‡køl‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`

BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡m‡Ý c` AšÍf©yw³i Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡mÝ bevq‡bi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡m‡Ýi gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b KviLvbv ¯’vbvšÍi Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`bKvix cªwZôv‡bi bvg cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
†nvwgIc¨vw_K Jl‡ai †iwmwc Aby‡gv`‡bi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`/Z_¨vw`
bZyb †nvwgIc¨vw_K Jla Drcv`b jvB‡mÝ Bm¨yi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
†nvwgIc¨vw_K Jl‡ai Aby‡gvw`Z †iwmwc Gi bgybv cix¶v I we‡køl‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`

†nvwgIc¨vw_K Jl‡ai †gvoK mvgMªx Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
†nvwgIc¨vw_K Jla Drcv`b jvB‡m‡Ý c` AšÍf©yw³i Rb¨ cª‡qvRbxq wd I KvMRcÎvw`

†nvwgIc¨vw_K Jla Drcv`b jvB‡mÝ bevq‡bi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
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†nvwgIc¨vw_K Jla Drcv`b jvB‡m‡Ýi gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
†nvwgIc¨vw_K Jla Drcv`b KviLvbv ¯’vbvšÍi Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
†nvwgIc¨vw_K Jla Drcv`bKvix cªwZôv‡bi bvg cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
†nvwgIc¨vw_K Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`

†nvwgIc¨vw_K KuvPvgvj Avg`vbxi eøKwj÷ Aby‡gv`‡bi wbwg‡Ë cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
†nvwgIc¨vw_K Jla Avg`vbxi Aby‡gv`‡bi wbwg‡Ë cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
Jla ißvwbi Rb¨ cª‡qvRbxq KvMRcÎvw`
bZyb LyPiv A¨v‡jvc¨vw_K/Avqy‡e©w`K/BDbvbx/‡nvwgIc¨vw_K I ev‡qv‡KwgK/nvievj WªvM jvB‡mÝ Gi Rb¨ cª‡qvRbxq KvMRcÎvw`
LyPiv A¨v‡jvc¨vw_K/Avqy‡e©w`K/BDbvbx/‡nvwgIc¨vw_K I ev‡qv‡KwgK/nvievj WªvM jvB‡mÝ bevqb Gi Rb¨ cª‡qvRbxq KvMRcÎvw`
bZyb cvBKvix A¨v‡jvc¨vw_K/Avqy‡e©w`K/BDbvbx/‡nvwgIc¨vw_K/nvievj WªvM jvB‡mÝ Gi Rb¨ cª‡qvRbxq KvMRcÎvw`
†gwW‡Kj wWfvBm MvBW jvBb-2015 †gvZv‡eK †gwW‡Kj wWfvBm Gi †iwmwc Aby‡gv`b I †iwR‡÷ªk‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
Application checklist for permission for Manufacture & import of Medical devices

Criteria for CRO/Clinical Trial Centre

Document required for conducting clinical trial

Required information for Clinical Trial Protocol Application

Document required for conducting clinical trial

Jl‡ai m‡›`nRbK cvk^© ev weiƒc cÖwZwµqv wi‡cvwU©s dig
f¨vKwmb GBGdAvB (AEFI) wi‡cvwU©s dig
Jla cªkvmb Awa`ß‡ii Kg©KZ©v‡`i `vwqZ¡ (Re †Wmwμckb)

Jla cªkvmb Awa`ß‡ii Kg©KZ©v‡`i bvg, Kvh©vj‡qi bvg I c`ex
Z_¨ cª`vbKvix Kg©KZ©v‡`i ZvwjKv
¯^cª‡Yvw`Z Z_¨ cªKv‡ki wb‡`©wkKv
AZ¨vek¨Kxq Jl‡ai ZvwjKv (A¨v‡jvc¨vw_K)
e¨e¯’vcÎwenxb Jl‡ai ZvwjKv (A¨v‡jvc¨vw_K)
ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG

Jla cªkvmb Awa`ß‡ii wewfbœ Kvh©μ‡gi wba©vwiZ wd
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01

1| f~wgKvt
¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi ¯^v¯’¨ †mev wefv‡Mi Aaxb Jla cÖkvmb Awa`ßi †`‡ki Jla, f¨vw·b, †gwW‡Kj wWfvBm, IVD mn Jla 
msµvšÍ hveZxq wel‡qi RvZxq wbqš¿YKvix KZ©…c¶| gvbm¤úbœ, wbivc` I Kvh©Ki Jla Drcv`b, Avg`vwb, ißvwb, weµq, weZiY Ges 
Jl‡ai †hŠw³K e¨envi wbwðZ Kiv G cÖwZôv‡bi g~j j¶¨| Jla I Km‡gwUKm& Gi Drcv`b, Avg`vwb, ißvwb, weµq, gRyZ, msi¶Y, 
cÖ`k©b, weZiY I gvb wbqš¿‡Yi D‡Ï‡k¨ The Drugs Act-1940 Ges The Drugs (Control) Ordinance-1982 †K GKxf‚Z K‡i Ab¨vb¨ †`‡ki 
Jla AvB‡bi m‡½ mvgÄm¨ †i‡L AvšÍR©vwZK bxwZgvjv AbymiY evsjvq hy‡Mvc‡hvMx ÔJla I Km‡gwUKm&  AvBb, 2023Õ cÖYqb Kiv nq|
Jla cÖkvmb Awa`ß‡ii D‡jøL‡hvM¨ Kvh©µgmg~n h_v- Jla Drcv`b KviLvbvi bZzb cÖKí g~j¨vqb I Aby‡gv`b, Jla cÖ¯‘‡Zi Rb¨ jvB‡mÝ 
cÖ`vb I bevqb, LyPiv I cvBKvix Jla weµq jvB‡mÝ cÖ`vb I bevqb, Jl‡ai †iwR‡÷ªkb cÖ`vb I bevqb, Jl‡ai g~j¨ wba©viY I g~j¨ mb` 
cÖ`vb, Jl‡ai KuvPvgvj I †gvoK mvgMÖx Avg`vwbi Rb¨ eøKwj÷ Aby‡gv`b, Jla Avg`vwbi †¶‡Î  B‡ÛÈ Aby‡gv`b, Avg`vwbK…Z ˆZix Jla 
I Jl‡ai  KuvPvgv‡ji QvocÎ cÖ`vb, Jla ißvwbi Rb¨ jvB‡mÝ, Certificate of Pharmaceutical Product (CPP), Free Sale Certificate 
(FSC) I Good Manufacturing Practice (GMP) mvwU©wd‡KU cÖ`v‡bi Rb¨ cÖ‡qvRbxq KvMRcÎ, evrmwiK ev‡RU, weMZ erm‡i m¤úvw`Z 
Kvh©µ‡gi weeiYx, Rbe‡ji Z_¨vw`, †cv÷ gv‡K©wUs mvwf©‡jÝ, dvg©v‡KvwfwRj¨vÝ BZ¨vw` AšÍf©z³ K‡i cÖwZ‡e`bwU cÖYqb Kiv n‡q‡Q|
Jla cÖkvmb Awa`ß‡ii `vwqZ¡, wbqwgZ Kvi¨µ‡g m”QZv I Revew`wnZvi cvkvcvwk G Awa`ßi m¤ú‡K© gvby‡li Av¯’v e„w×, m‡e©vcwi ¯^v¯’¨ 
myi¶vq AwZ cÖ‡qvRbxq cY¨ Jla I f¨vKwmb †`‡k Drcv`b, Avg`vwb, ißvwb I evRviRvZKiY, gvb-cix¶Ymn wewfbœ wel‡q G Awa`ßi 
mswkøó Kg©Kv‡Û cÖ‡qvRbxq Z_¨vw` m¤ú‡K© gvbyl‡K AewnZKi‡Yi cÖqv‡m G cÖwZ‡e`b cÖKv‡ki D‡`¨vM M„nxZ nq|

2| Jla cªkvmb Awa`ß‡ii cUf~wg I cªwZôvt
MYcÖRvZš¿x evsjv‡`k miKv‡ii ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi ¯^v¯’¨ †mev wefv‡Mi Aaxb Jla cÖkvmb Awa`ßi †`‡ki Jla †m±‡ii 
jvB‡mwÝs I wbqš¿YKvix RvZxq cÖwZôvb| Jla cÖkvmb Awa`ßi we`¨gvb Jla AvBb, Jla bxwZ I miKv‡ii w`K-wb‡`©kbv cÖ‡qvM I 
AbymiYc~e©K Jla wbqš¿Y msµvšÍ mKj Kg©KvÛ cwiPvjbv K‡i _v‡K|
1971 mv‡j evsjv‡`k gnvb ¯^vaxbZv AR©‡bi ci `ßiwU ¯^v¯’¨ I RbmsL¨v wbqš¿Y gš¿Yvj‡qi GKwU mshy³ wefvM wn‡m‡e Kvh©µg cwiPvwjZ 
n‡Zv| 1976 mv‡j ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi Aax‡b Jla cÖkvmb GKwU Avjv`v cwi`ßi wn‡m‡e ¯^xK…wZ jvf K‡i| me©‡kl 2010 
mv‡j Jla cÖkvmb cwi`ßi‡K Awa`ß‡i DbœxZ Kiv nq|
gnvcwiPvjK, Jla cÖkvmb Awa`ß‡ii cÖavb Ges jvB‡mwÝs KZ©…c¶ (WªvMm&) wn‡m‡e ¶gZvcÖvß| Jla cÖkvmb Awa`ß‡ii cÖavb Kvh©vjq 
Jla feb, gnvLvjx, XvKvq Aew¯’Z Ges †Rjv I wefvM ch©v‡q Gi Aaxb 64 wU †Rjv I 8 wU wefvMxq Kvh©vjq i‡q‡Q| Jla cÖkvmb 
Awa`ß‡ii AvIZvfz³ b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, gnvLvjx, XvKv Ges †m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg bvgxq `yBwU WªvM †Uw÷s 
j¨ve‡iUix i‡q‡Q| GQvov wefvMxq ewikvj I ivRkvnx wefv‡M `yBwU wefvMxq WªvM †Uw÷s j¨ve‡iUix ¯’vc‡bi welqwU cÖwµqvax i‡q‡Q|

3| Jla I Km‡gwUKm& AvBb - 2023t
Jla cÖkvmb cwi`ßi cÖwZôvjMœ †_‡K The Drugs Act- 1940 Ges 1982 mv‡j The Drugs (Control) Ordinance cÖbq‡Yi gva¨‡g Jl‡ai 
Drcv`b, gvb wbqš¿Y, g~j¨ wba©viY, Avg`vbx ißvbxmn wewea welq wbqš¿Y K‡i AvmwQj| DwjøwLZ AvBbmg~‡n bvbvb AmsMwZ Ges wbZ¨ bZzb 
Jl‡ai M‡elYv, D™¢veb, bKj-†fRvj Jl‡ai evRvi wbqš¿‡Y GKwU hy‡Mvc‡hvMx AvB‡bi cÖ‡qvRbxqZv †`Lv †`q| ZvB Jla I Km‡gwUKm 
Gi Drcv`b, Avg`vbx, ißvbx, µq-weµq, gRyZ, msiÿY, cÖ`k©b weZiY I gvb wbqš¿‡Yi D‡Ï‡k¨ The Drugs Act- 1940 Ges The Drug 
(Control) Ordinance- 1982 iwnZµ‡g hy‡Mvc‡hvMx Jla I Km‡gwUKm& AvBb, MZ 07B †m‡Þ¤^i 2023 gnvb RvZxq msm‡` cvm nq Ges 
29 bs AvBb wnmv‡e MZ 18B †m‡Þ¤^i, 2023 AvBbwU †M‡RU AvKv‡i cÖKvwkZ nq| evsjv‡`‡ki RvZxq msm‡` cvmK…Z evsjv fvlvq cÖYxZ 
GKgvÎ Jla I Km‡gwUKm AvBb| Jla I Km‡gwUKm& AvBb, 2023 G 14wU Aa¨vq, 83wU aviv Ges 1wU Zdwmj i‡q‡Q| D³ AvB‡bi 
wewfbœ wel‡qi D‡jøL‡hvM¨ w`Kmg~n wb‡¤œ ms‡ÿ‡c D‡jøL Kiv n‡jv:

Jla I Km‡gwUKm& AvBb-2023 Abyhvqx Jla m¤úwK©Z D‡jøL‡hvM¨ welqvw` wbgœiƒct
K) bKj, †fRvj Jla Drcv`b, gRy`, weµq, weZiYmn Amr D‡Ï‡k¨ Jl‡ai K…wÎg msKU ˆZwi K‡i AwaK gybvdvi AwfcÖv‡q Jla gRyZ 
Kiv m¤úwK©Z ¸iæZi Acivamg~n‡K Avgj‡hvM¨ (Cognizable) Ges A-Rvwgb‡hvM¨ (Non-bailable) K‡i hve¾xeb Kviv`Û A_ev AbyaŸ© 14 
(†PŠÏ) erm‡ii mkÖg Kviv`Û A_ev AbwaK 10 (`k) j¶ UvKv A_©`Û A_ev Dfq `‡Ûi weavb Kiv n‡q‡Q|
L) wek¦ ¯^v¯’¨ ms¯’v KZ©…K WHO prequalified drug regulatory authority wn‡m‡e ¯^xK…wZ cvIqvi Rb¨ WHO-Gi Pvwn`v †gvZv‡eK
dvg©v‡KvwfwRj¨vÝ, f¨vw·‡bi jU wiwjR, wK¬wbK¨vj Uªvqvj BZ¨vw` welqmg~n AvB‡b AšÍf©z³ Kiv n‡q‡Q| d‡j, WHO Maturity Level-3 
/WHO prequalified drug regulatory authority wn‡m‡e ¯^xK…wZ cvIqv mnR n‡e I evsjv‡`‡k Drcvw`Z f¨vKwmb ißvwb Kiv hv‡e Ges 
†`‡ki EPI Programme GB f¨vKwmb e¨envi Kiv hv‡e|

M) WHO Gi g‡Z cÖwZeQi 50 jÿ †jv‡Ki g„Zz¨ nq G¨vw›Uev‡qvwUK †iwR÷¨vÝ RwbZ Kvi‡Y| G¨vw›Uev‡qvwUK †iwR÷¨vÝ eo D‡Ø‡Mi 
KviY n‡jI c~‡e©i AvBbmg~‡n Zv wbqš¿‡Yi †Kvb wewaweavb wQj bv| Rb¯^v‡¯’¨i Rb¨ AZ¨šÍ ¸iæZ¡c~Y© weavq G¨vw›Uev‡qvwUK †iwR÷¨vÝ 
cÖwZ‡iv‡ai j‡¶¨ Gw›Uev‡qvwU‡Ki c¨v‡K‡U jvj is Gi gvwK©s Gi wb‡`©kbvmn †iwR÷vW© wPwKrm‡Ki †cÖmwµckb e¨ZxZ G¨vw›Uev‡qvwUK 
weµq AvB‡b kvw¯Í †hvM¨ Aciva Kiv n‡q‡Q|
N) AvaywbK wPwKrmv e¨e¯’vq Jl‡ai m‡½ wewfbœ ai‡Yi Rxeb i¶vKvix †gwW‡Kj wWfvBm †hgb: Cardiac Stent, Heart Valve, Intraocular 
Lens BZ¨vw` e¨eüZ n‡”Q Ges G¸‡jvi e¨envi eZ©gv‡b Jl‡ai mgch©v‡q| c„w_exi cÖvq mKj †`‡kB Regulatory Authority Jl‡ai m‡½ 
†gwW‡Kj wWfvBm wbqš¿Y Ki‡Q| ZvB D³ AvB‡b †gwW‡Kj wWfvBm AšÍf©z³ Kiv n‡q‡Q|
O) Av`vj‡Z wePvivaxb gvgjvi msL¨v cÖwZwbqZ e„w× cv‡”Q| ZvB Av`vj‡Z gvgjv `v‡q‡ii cvkvcvwk Jla cwi`k©KMY gnvcwiPvjK 
g‡nv`‡qi Aby‡gv`bµ‡g Zdwm‡j ewY©Z 16wU jNy Aciv‡ai Rb¨ cÖkvmwbK Rwigvbv Av‡ivc Kivi weavb ivLv n‡q‡Q|
P) wba©vwiZ g~j¨ A‡cÿv AwaK g~‡j¨ †Kvb Jla I Jla ˆZwii KvPuvgvj weµq Ki‡j 2 eQ‡ii Kviv`Û A_ev AbwaK 2 jÿ UvKv A_©`Û 
A_ev Dfq`‡Ûi weavb Kiv n‡q‡Q|
Q) AvBbwUi 58 aviv †Z Z`šÍ I Z`šÍKvix Kg©KZ©v m¤ú‡K© wee„Z Kiv n‡q‡Q| Jla cwi`k©KMY Awf‡hv‡Mi Z`šÍ Ki‡eb Ges Z`šÍKvh© 
cwiPvjbv Kv‡j _vbvi fvicÖvß Kg©KZ©vi b¨vq ÿgZv cÖ‡qvM Ki‡Z cvi‡eb|
R) ÒWv‡qUvix mvwcø‡g›UÓ, Ònvievj mvwcø‡g›UÓ, ÒwbDwUªkbvj mvwcø‡g›UÓ, Ò†gwW‡Kj wbDwUªkbÓ, Ò‡_ivwcDwUK wbDwUªkbÓ, ÒLv`¨ c_¨Ó ev 
Òm¤ú~iK c_¨Ó A_© wfUvwgbm, wgbv‡ijm, GgvB‡bvGwmWm, †Uvev‡Kv e¨ZxZ nve©m GÛ †evUvwbK¨vj G·U¨v±, wcÖev‡qvwUK, †cÖvev‡qvwUK, 
wmgev‡qvwUK, dvg©vev‡qvwUK ev GbRvBgm Gi GKK ev mw¤§wjZ Dcv`v‡b cÖ¯‘ZK…Z `ªe¨, hvnv dvg©vwmDwUK¨vjm& †Wv‡Rm d‡g© cwi‡ewkZ 
Ges hvnv gvbyl ev cÖvwYi †ivM cÖwZ‡iva, wbivgq, kixi MVb ev Kvh©µ‡g f‚wgKv iv‡L Giæc Jl‡ai Drcv`b jvB‡mÝ, †iwR‡÷ªkb, bgybv 
cix¶v I we‡kølY, g~j¨ Aby‡gv`b I wba©viYmn G mKj Jla Ges Jl‡ai KuvPvgvj Avg`vwbi NOC cÖ`vb msµvšÍ KvR Jla cÖkvmb 
Awa`ß‡ii GL‡Zqvi fz³ n‡q‡Q|

Km‡gwUKmt
Jla I Km‡gwUKm& AvBb, 2023 Gi 2(8) avivq Km‡gwUKm& Gi msÁv Ges 5g Aa¨v‡q 31-35 avivq Km‡gwUKm& Gi jvB‡mÝ, wbeÜb, 
Drcv`b, gvb wbqš¿Y, Avg`vbx, ißvbx wel‡q we¯ÍvwiZ weeiY i‡q‡Q| ZvQvov 35(3) avivq weDwU cvj©v‡i Km‡gwUKm Gi AccÖ‡qvM I 
Ace¨envi †iv‡a kvw¯Íg~jK e¨e¯’v MÖn‡Yi weavb Kiv n‡q‡Q| 76 (1) avivq Km‡gwUKm& Gi wewa cÖbqY msµvšÍ we¯ÍvwiZ weeiY i‡q‡Q|

Jla I Km‡gwUKm& AvBb-2023 Abyhvqx Km‡gwUKm& m¤úwK©Z D‡jøL‡hvM¨ welqvw` wbgœiƒct
K) Km‡gwUKm& Rb¯^v‡¯’¨i mv‡_ mivmwi m¤úwK©Z| bKj, †fRvj, gvbnxb Km‡gwUKm& e¨env‡ii d‡j ¯‹xb K¨vbmvi, wKWwb-dzmdzm I 
wjfvi wWwRR, †Pv‡Li Bb‡dKkb, Bwi‡Ukb, ü`‡ivMmn bvbvb ai‡Yi RwUjZvi m„wó n‡Z cv‡i| ZvB Km‡gwUKm&-Gi gvb (Quality), 
wbivcËv (Safety) Ges Kvh©KvwiZv (Efficacy) g~j¨vqYc~e©K †iwR‡÷ªkb cÖ`vb, Drcv`‡b Good Manufacturing Practices (GMP) 
Compliance (cÖwZcvjb), Km‡gwUKm& c‡Y¨i cvk¦©cÖwZwµqv / weiƒc/ ¶wZKi cÖwZwµqv ch©‡e¶Y, g~j¨vqY Ges Z`vbyhvqx c`‡¶c MÖnY 
Z_v Cosmotovigilance BZ¨vw` Kg©KvÛ cwiPvjbv Kiv LyeB ¸iæZ¡c~Y©| ZvB bKj, †fRvj, gvbnxb Km‡gwUKm& wbqš¿‡Yi j‡¶¨ D³ AvB‡b 
kvw¯Íi weavb AšÍf©z³ Kiv n‡q‡Q|
L) Km‡gwUKm& m¤úwK©Z welqmg~n AZxe ¸iæZ¡c~Y© Rb¯^v¯’¨ Bmy¨ nIqvq India, Thailand, Singapore, Indonesia, Malaysia, Japan, 
Phillipines, USA, Canada mn we‡k¦i cÖvq mKj †i¸‡jUix Aw_wiwU Jla I †gwW‡Kj wWfvBm wbqš¿‡Yi cvkvcvwk Km‡gwUKm& wbqš¿Y K‡i 
_v‡K| 1962 mv‡j cvk¦©eZ©x †`k fviZ WªvM A¨v± 1940 G Km‡gwUKm& mshy³ K‡i Drug & Cosmetics Act 1940 (Amendments) Gi 
gva¨‡g Km‡gwUKm& wbqš¿Y K‡i Avm‡Q|
M) USFDA, EU, ASEAN mn AvšÍR©vwZK ms¯’vi gvb Abyhvqx XvKvi gnvLvjx¯’ Jla cÖkvmb Awa`ß‡ii cÖavb Kvh©vj‡qi National Drug 
Control Laboratory (NDCL) Gi eZ©gvb febwU †f‡½ AviI ewa©Z cwim‡i 2wU †eBR‡g›Umn 12 Zjv wewkó Laboratory Complex feb 
wbg©v‡Yi j‡ÿ¨ ADB Gi 50 wgwjqb gvwK©b Wjvi A_©vq‡b cÖKíwUi Kvh©µg Pjgvb i‡q‡Q| GwU m¤úbœ n‡j GLv‡b me ai‡Yi Jla, 
f¨vKwmb, †gwWK¨vj wWfvB‡mm, Km‡gwUKm&, dzW mvwcø‡g›U BZ¨vw` c~Y©gvÎvq cixÿv myweav m„wó n‡e Ges GLv‡b Awa`ß‡ii cÖ‡qvRbxq 
mKj ai‡Yi cÖwkÿY Kvh©µg cwiPvjbvi Rb¨ †Uªwbs K¤úvDÛ myweavw` ms‡hvwRZ n‡e| gvV ch©v‡q bKj, †fRvj I wb¤œgv‡bi Jla 
mbv³Ki‡Yi mÿgZv e„w× cv‡e|

4| Jla cÖkvmb Awa`ß‡ii Rbej KvVv‡gvt
4.1| Jla cÖkvmb Awa`ß‡ii Aby‡gvw`Z I Kg©iZ Rbe‡ji Z_¨vw`t
(K) 2010 mv‡j Jla cÖkvmb cwi`ßi‡K Awa`ß‡i DbœxZ Kivi mgq GKRb gnvcwiPvjK I Pvi Rb cwiPvjK Gi c` m„Rbmn AwZwi³ 
150 Rbej eivÏKiZt †gvU Rbej 370 R‡b DbœxZ Kiv nq|

(L) 10/08/2017 mv‡j ̄ ^v¯’¨ Awa`ß‡ii AvIZvaxb Rb¯^v¯’¨ Bbw÷wUDU Gi mvsMVwbK KvVv‡gv‡Z AšÍ©fz³ wWwUGj (WªvM †Uw÷s j¨ve‡iUix) 
kvLvi 60Rb Rbejmn Jla cÖkvmb Awa`ß‡ii mvsMVwbK KvVv‡gv‡Z AšÍ©fz³ Kiv nq|
(M) WªvM †Uw÷s j¨ve‡iUix‡K b¨vkbvj K‡›Uªvj j¨ve‡iUix‡Z iƒcvšÍ‡ii wbwgË 2017 mv‡j c~‡e©i 60Rb Rbe‡ji mv‡_ AviI 61 wU bZzb 
c` m„Rb Kiv nq|
(N) 2018 mv‡j Jla cÖkvmb Awa`ß‡ii Rb¨ wZb av‡c wb‡qv‡Mi Rb¨ 1 Rb AwZwi³ gnvcwiPvjK, 06 cwiPvjKmn AviI †gvU 228 wU 
c` m„wó Kiv nq|
(O) eZ©gv‡b Jla cÖkvmb Awa`ß‡ii mvsMVwbK KvVv‡gv‡Z 720 wU c` i‡q‡Q (AvDU‡mvwm©s c` mn)|

eZ©gv‡b Kg©iZ Kg©KZ©v, Kg©Pvix I k~b¨ c‡`i Z_¨vw` wbgœiƒct
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1| f~wgKvt
¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi ¯^v¯’¨ †mev wefv‡Mi Aaxb Jla cÖkvmb Awa`ßi †`‡ki Jla, f¨vw·b, †gwW‡Kj wWfvBm, IVD mn Jla 
msµvšÍ hveZxq wel‡qi RvZxq wbqš¿YKvix KZ©…c¶| gvbm¤úbœ, wbivc` I Kvh©Ki Jla Drcv`b, Avg`vwb, ißvwb, weµq, weZiY Ges 
Jl‡ai †hŠw³K e¨envi wbwðZ Kiv G cÖwZôv‡bi g~j j¶¨| Jla I Km‡gwUKm& Gi Drcv`b, Avg`vwb, ißvwb, weµq, gRyZ, msi¶Y, 
cÖ`k©b, weZiY I gvb wbqš¿‡Yi D‡Ï‡k¨ The Drugs Act-1940 Ges The Drugs (Control) Ordinance-1982 †K GKxf‚Z K‡i Ab¨vb¨ †`‡ki 
Jla AvB‡bi m‡½ mvgÄm¨ †i‡L AvšÍR©vwZK bxwZgvjv AbymiY evsjvq hy‡Mvc‡hvMx ÔJla I Km‡gwUKm&  AvBb, 2023Õ cÖYqb Kiv nq|
Jla cÖkvmb Awa`ß‡ii D‡jøL‡hvM¨ Kvh©µgmg~n h_v- Jla Drcv`b KviLvbvi bZzb cÖKí g~j¨vqb I Aby‡gv`b, Jla cÖ¯‘‡Zi Rb¨ jvB‡mÝ 
cÖ`vb I bevqb, LyPiv I cvBKvix Jla weµq jvB‡mÝ cÖ`vb I bevqb, Jl‡ai †iwR‡÷ªkb cÖ`vb I bevqb, Jl‡ai g~j¨ wba©viY I g~j¨ mb` 
cÖ`vb, Jl‡ai KuvPvgvj I †gvoK mvgMÖx Avg`vwbi Rb¨ eøKwj÷ Aby‡gv`b, Jla Avg`vwbi †¶‡Î  B‡ÛÈ Aby‡gv`b, Avg`vwbK…Z ˆZix Jla 
I Jl‡ai  KuvPvgv‡ji QvocÎ cÖ`vb, Jla ißvwbi Rb¨ jvB‡mÝ, Certificate of Pharmaceutical Product (CPP), Free Sale Certificate 
(FSC) I Good Manufacturing Practice (GMP) mvwU©wd‡KU cÖ`v‡bi Rb¨ cÖ‡qvRbxq KvMRcÎ, evrmwiK ev‡RU, weMZ erm‡i m¤úvw`Z 
Kvh©µ‡gi weeiYx, Rbe‡ji Z_¨vw`, †cv÷ gv‡K©wUs mvwf©‡jÝ, dvg©v‡KvwfwRj¨vÝ BZ¨vw` AšÍf©z³ K‡i cÖwZ‡e`bwU cÖYqb Kiv n‡q‡Q|
Jla cÖkvmb Awa`ß‡ii `vwqZ¡, wbqwgZ Kvi¨µ‡g m”QZv I Revew`wnZvi cvkvcvwk G Awa`ßi m¤ú‡K© gvby‡li Av¯’v e„w×, m‡e©vcwi ¯^v¯’¨ 
myi¶vq AwZ cÖ‡qvRbxq cY¨ Jla I f¨vKwmb †`‡k Drcv`b, Avg`vwb, ißvwb I evRviRvZKiY, gvb-cix¶Ymn wewfbœ wel‡q G Awa`ßi 
mswkøó Kg©Kv‡Û cÖ‡qvRbxq Z_¨vw` m¤ú‡K© gvbyl‡K AewnZKi‡Yi cÖqv‡m G cÖwZ‡e`b cÖKv‡ki D‡`¨vM M„nxZ nq|

2| Jla cªkvmb Awa`ß‡ii cUf~wg I cªwZôvt
MYcÖRvZš¿x evsjv‡`k miKv‡ii ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi ¯^v¯’¨ †mev wefv‡Mi Aaxb Jla cÖkvmb Awa`ßi †`‡ki Jla †m±‡ii 
jvB‡mwÝs I wbqš¿YKvix RvZxq cÖwZôvb| Jla cÖkvmb Awa`ßi we`¨gvb Jla AvBb, Jla bxwZ I miKv‡ii w`K-wb‡`©kbv cÖ‡qvM I 
AbymiYc~e©K Jla wbqš¿Y msµvšÍ mKj Kg©KvÛ cwiPvjbv K‡i _v‡K|
1971 mv‡j evsjv‡`k gnvb ¯^vaxbZv AR©‡bi ci `ßiwU ¯^v¯’¨ I RbmsL¨v wbqš¿Y gš¿Yvj‡qi GKwU mshy³ wefvM wn‡m‡e Kvh©µg cwiPvwjZ 
n‡Zv| 1976 mv‡j ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi Aax‡b Jla cÖkvmb GKwU Avjv`v cwi`ßi wn‡m‡e ¯^xK…wZ jvf K‡i| me©‡kl 2010 
mv‡j Jla cÖkvmb cwi`ßi‡K Awa`ß‡i DbœxZ Kiv nq|
gnvcwiPvjK, Jla cÖkvmb Awa`ß‡ii cÖavb Ges jvB‡mwÝs KZ©…c¶ (WªvMm&) wn‡m‡e ¶gZvcÖvß| Jla cÖkvmb Awa`ß‡ii cÖavb Kvh©vjq 
Jla feb, gnvLvjx, XvKvq Aew¯’Z Ges †Rjv I wefvM ch©v‡q Gi Aaxb 64 wU †Rjv I 8 wU wefvMxq Kvh©vjq i‡q‡Q| Jla cÖkvmb 
Awa`ß‡ii AvIZvfz³ b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, gnvLvjx, XvKv Ges †m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg bvgxq `yBwU WªvM †Uw÷s 
j¨ve‡iUix i‡q‡Q| GQvov wefvMxq ewikvj I ivRkvnx wefv‡M `yBwU wefvMxq WªvM †Uw÷s j¨ve‡iUix ¯’vc‡bi welqwU cÖwµqvax i‡q‡Q|

3| Jla I Km‡gwUKm& AvBb - 2023t
Jla cÖkvmb cwi`ßi cÖwZôvjMœ †_‡K The Drugs Act- 1940 Ges 1982 mv‡j The Drugs (Control) Ordinance cÖbq‡Yi gva¨‡g Jl‡ai 
Drcv`b, gvb wbqš¿Y, g~j¨ wba©viY, Avg`vbx ißvbxmn wewea welq wbqš¿Y K‡i AvmwQj| DwjøwLZ AvBbmg~‡n bvbvb AmsMwZ Ges wbZ¨ bZzb 
Jl‡ai M‡elYv, D™¢veb, bKj-†fRvj Jl‡ai evRvi wbqš¿‡Y GKwU hy‡Mvc‡hvMx AvB‡bi cÖ‡qvRbxqZv †`Lv †`q| ZvB Jla I Km‡gwUKm 
Gi Drcv`b, Avg`vbx, ißvbx, µq-weµq, gRyZ, msiÿY, cÖ`k©b weZiY I gvb wbqš¿‡Yi D‡Ï‡k¨ The Drugs Act- 1940 Ges The Drug 
(Control) Ordinance- 1982 iwnZµ‡g hy‡Mvc‡hvMx Jla I Km‡gwUKm& AvBb, MZ 07B †m‡Þ¤^i 2023 gnvb RvZxq msm‡` cvm nq Ges 
29 bs AvBb wnmv‡e MZ 18B †m‡Þ¤^i, 2023 AvBbwU †M‡RU AvKv‡i cÖKvwkZ nq| evsjv‡`‡ki RvZxq msm‡` cvmK…Z evsjv fvlvq cÖYxZ 
GKgvÎ Jla I Km‡gwUKm AvBb| Jla I Km‡gwUKm& AvBb, 2023 G 14wU Aa¨vq, 83wU aviv Ges 1wU Zdwmj i‡q‡Q| D³ AvB‡bi 
wewfbœ wel‡qi D‡jøL‡hvM¨ w`Kmg~n wb‡¤œ ms‡ÿ‡c D‡jøL Kiv n‡jv:

Jla I Km‡gwUKm& AvBb-2023 Abyhvqx Jla m¤úwK©Z D‡jøL‡hvM¨ welqvw` wbgœiƒct
K) bKj, †fRvj Jla Drcv`b, gRy`, weµq, weZiYmn Amr D‡Ï‡k¨ Jl‡ai K…wÎg msKU ˆZwi K‡i AwaK gybvdvi AwfcÖv‡q Jla gRyZ 
Kiv m¤úwK©Z ¸iæZi Acivamg~n‡K Avgj‡hvM¨ (Cognizable) Ges A-Rvwgb‡hvM¨ (Non-bailable) K‡i hve¾xeb Kviv`Û A_ev AbyaŸ© 14 
(†PŠÏ) erm‡ii mkÖg Kviv`Û A_ev AbwaK 10 (`k) j¶ UvKv A_©`Û A_ev Dfq `‡Ûi weavb Kiv n‡q‡Q|
L) wek¦ ¯^v¯’¨ ms¯’v KZ©…K WHO prequalified drug regulatory authority wn‡m‡e ¯^xK…wZ cvIqvi Rb¨ WHO-Gi Pvwn`v †gvZv‡eK
dvg©v‡KvwfwRj¨vÝ, f¨vw·‡bi jU wiwjR, wK¬wbK¨vj Uªvqvj BZ¨vw` welqmg~n AvB‡b AšÍf©z³ Kiv n‡q‡Q| d‡j, WHO Maturity Level-3 
/WHO prequalified drug regulatory authority wn‡m‡e ¯^xK…wZ cvIqv mnR n‡e I evsjv‡`‡k Drcvw`Z f¨vKwmb ißvwb Kiv hv‡e Ges 
†`‡ki EPI Programme GB f¨vKwmb e¨envi Kiv hv‡e|

M) WHO Gi g‡Z cÖwZeQi 50 jÿ †jv‡Ki g„Zz¨ nq G¨vw›Uev‡qvwUK †iwR÷¨vÝ RwbZ Kvi‡Y| G¨vw›Uev‡qvwUK †iwR÷¨vÝ eo D‡Ø‡Mi 
KviY n‡jI c~‡e©i AvBbmg~‡n Zv wbqš¿‡Yi †Kvb wewaweavb wQj bv| Rb¯^v‡¯’¨i Rb¨ AZ¨šÍ ¸iæZ¡c~Y© weavq G¨vw›Uev‡qvwUK †iwR÷¨vÝ 
cÖwZ‡iv‡ai j‡¶¨ Gw›Uev‡qvwU‡Ki c¨v‡K‡U jvj is Gi gvwK©s Gi wb‡`©kbvmn †iwR÷vW© wPwKrm‡Ki †cÖmwµckb e¨ZxZ G¨vw›Uev‡qvwUK 
weµq AvB‡b kvw¯Í †hvM¨ Aciva Kiv n‡q‡Q|
N) AvaywbK wPwKrmv e¨e¯’vq Jl‡ai m‡½ wewfbœ ai‡Yi Rxeb i¶vKvix †gwW‡Kj wWfvBm †hgb: Cardiac Stent, Heart Valve, Intraocular 
Lens BZ¨vw` e¨eüZ n‡”Q Ges G¸‡jvi e¨envi eZ©gv‡b Jl‡ai mgch©v‡q| c„w_exi cÖvq mKj †`‡kB Regulatory Authority Jl‡ai m‡½ 
†gwW‡Kj wWfvBm wbqš¿Y Ki‡Q| ZvB D³ AvB‡b †gwW‡Kj wWfvBm AšÍf©z³ Kiv n‡q‡Q|
O) Av`vj‡Z wePvivaxb gvgjvi msL¨v cÖwZwbqZ e„w× cv‡”Q| ZvB Av`vj‡Z gvgjv `v‡q‡ii cvkvcvwk Jla cwi`k©KMY gnvcwiPvjK 
g‡nv`‡qi Aby‡gv`bµ‡g Zdwm‡j ewY©Z 16wU jNy Aciv‡ai Rb¨ cÖkvmwbK Rwigvbv Av‡ivc Kivi weavb ivLv n‡q‡Q|
P) wba©vwiZ g~j¨ A‡cÿv AwaK g~‡j¨ †Kvb Jla I Jla ˆZwii KvPuvgvj weµq Ki‡j 2 eQ‡ii Kviv`Û A_ev AbwaK 2 jÿ UvKv A_©`Û 
A_ev Dfq`‡Ûi weavb Kiv n‡q‡Q|
Q) AvBbwUi 58 aviv †Z Z`šÍ I Z`šÍKvix Kg©KZ©v m¤ú‡K© wee„Z Kiv n‡q‡Q| Jla cwi`k©KMY Awf‡hv‡Mi Z`šÍ Ki‡eb Ges Z`šÍKvh© 
cwiPvjbv Kv‡j _vbvi fvicÖvß Kg©KZ©vi b¨vq ÿgZv cÖ‡qvM Ki‡Z cvi‡eb|
R) ÒWv‡qUvix mvwcø‡g›UÓ, Ònvievj mvwcø‡g›UÓ, ÒwbDwUªkbvj mvwcø‡g›UÓ, Ò†gwW‡Kj wbDwUªkbÓ, Ò‡_ivwcDwUK wbDwUªkbÓ, ÒLv`¨ c_¨Ó ev 
Òm¤ú~iK c_¨Ó A_© wfUvwgbm, wgbv‡ijm, GgvB‡bvGwmWm, †Uvev‡Kv e¨ZxZ nve©m GÛ †evUvwbK¨vj G·U¨v±, wcÖev‡qvwUK, †cÖvev‡qvwUK, 
wmgev‡qvwUK, dvg©vev‡qvwUK ev GbRvBgm Gi GKK ev mw¤§wjZ Dcv`v‡b cÖ¯‘ZK…Z `ªe¨, hvnv dvg©vwmDwUK¨vjm& †Wv‡Rm d‡g© cwi‡ewkZ 
Ges hvnv gvbyl ev cÖvwYi †ivM cÖwZ‡iva, wbivgq, kixi MVb ev Kvh©µ‡g f‚wgKv iv‡L Giæc Jl‡ai Drcv`b jvB‡mÝ, †iwR‡÷ªkb, bgybv 
cix¶v I we‡kølY, g~j¨ Aby‡gv`b I wba©viYmn G mKj Jla Ges Jl‡ai KuvPvgvj Avg`vwbi NOC cÖ`vb msµvšÍ KvR Jla cÖkvmb 
Awa`ß‡ii GL‡Zqvi fz³ n‡q‡Q|

Km‡gwUKmt
Jla I Km‡gwUKm& AvBb, 2023 Gi 2(8) avivq Km‡gwUKm& Gi msÁv Ges 5g Aa¨v‡q 31-35 avivq Km‡gwUKm& Gi jvB‡mÝ, wbeÜb, 
Drcv`b, gvb wbqš¿Y, Avg`vbx, ißvbx wel‡q we¯ÍvwiZ weeiY i‡q‡Q| ZvQvov 35(3) avivq weDwU cvj©v‡i Km‡gwUKm Gi AccÖ‡qvM I 
Ace¨envi †iv‡a kvw¯Íg~jK e¨e¯’v MÖn‡Yi weavb Kiv n‡q‡Q| 76 (1) avivq Km‡gwUKm& Gi wewa cÖbqY msµvšÍ we¯ÍvwiZ weeiY i‡q‡Q|

Jla I Km‡gwUKm& AvBb-2023 Abyhvqx Km‡gwUKm& m¤úwK©Z D‡jøL‡hvM¨ welqvw` wbgœiƒct
K) Km‡gwUKm& Rb¯^v‡¯’¨i mv‡_ mivmwi m¤úwK©Z| bKj, †fRvj, gvbnxb Km‡gwUKm& e¨env‡ii d‡j ¯‹xb K¨vbmvi, wKWwb-dzmdzm I 
wjfvi wWwRR, †Pv‡Li Bb‡dKkb, Bwi‡Ukb, ü`‡ivMmn bvbvb ai‡Yi RwUjZvi m„wó n‡Z cv‡i| ZvB Km‡gwUKm&-Gi gvb (Quality), 
wbivcËv (Safety) Ges Kvh©KvwiZv (Efficacy) g~j¨vqYc~e©K †iwR‡÷ªkb cÖ`vb, Drcv`‡b Good Manufacturing Practices (GMP) 
Compliance (cÖwZcvjb), Km‡gwUKm& c‡Y¨i cvk¦©cÖwZwµqv / weiƒc/ ¶wZKi cÖwZwµqv ch©‡e¶Y, g~j¨vqY Ges Z`vbyhvqx c`‡¶c MÖnY 
Z_v Cosmotovigilance BZ¨vw` Kg©KvÛ cwiPvjbv Kiv LyeB ¸iæZ¡c~Y©| ZvB bKj, †fRvj, gvbnxb Km‡gwUKm& wbqš¿‡Yi j‡¶¨ D³ AvB‡b 
kvw¯Íi weavb AšÍf©z³ Kiv n‡q‡Q|
L) Km‡gwUKm& m¤úwK©Z welqmg~n AZxe ¸iæZ¡c~Y© Rb¯^v¯’¨ Bmy¨ nIqvq India, Thailand, Singapore, Indonesia, Malaysia, Japan, 
Phillipines, USA, Canada mn we‡k¦i cÖvq mKj †i¸‡jUix Aw_wiwU Jla I †gwW‡Kj wWfvBm wbqš¿‡Yi cvkvcvwk Km‡gwUKm& wbqš¿Y K‡i 
_v‡K| 1962 mv‡j cvk¦©eZ©x †`k fviZ WªvM A¨v± 1940 G Km‡gwUKm& mshy³ K‡i Drug & Cosmetics Act 1940 (Amendments) Gi 
gva¨‡g Km‡gwUKm& wbqš¿Y K‡i Avm‡Q|
M) USFDA, EU, ASEAN mn AvšÍR©vwZK ms¯’vi gvb Abyhvqx XvKvi gnvLvjx¯’ Jla cÖkvmb Awa`ß‡ii cÖavb Kvh©vj‡qi National Drug 
Control Laboratory (NDCL) Gi eZ©gvb febwU †f‡½ AviI ewa©Z cwim‡i 2wU †eBR‡g›Umn 12 Zjv wewkó Laboratory Complex feb 
wbg©v‡Yi j‡ÿ¨ ADB Gi 50 wgwjqb gvwK©b Wjvi A_©vq‡b cÖKíwUi Kvh©µg Pjgvb i‡q‡Q| GwU m¤úbœ n‡j GLv‡b me ai‡Yi Jla, 
f¨vKwmb, †gwWK¨vj wWfvB‡mm, Km‡gwUKm&, dzW mvwcø‡g›U BZ¨vw` c~Y©gvÎvq cixÿv myweav m„wó n‡e Ges GLv‡b Awa`ß‡ii cÖ‡qvRbxq 
mKj ai‡Yi cÖwkÿY Kvh©µg cwiPvjbvi Rb¨ †Uªwbs K¤úvDÛ myweavw` ms‡hvwRZ n‡e| gvV ch©v‡q bKj, †fRvj I wb¤œgv‡bi Jla 
mbv³Ki‡Yi mÿgZv e„w× cv‡e|

4| Jla cÖkvmb Awa`ß‡ii Rbej KvVv‡gvt
4.1| Jla cÖkvmb Awa`ß‡ii Aby‡gvw`Z I Kg©iZ Rbe‡ji Z_¨vw`t
(K) 2010 mv‡j Jla cÖkvmb cwi`ßi‡K Awa`ß‡i DbœxZ Kivi mgq GKRb gnvcwiPvjK I Pvi Rb cwiPvjK Gi c` m„Rbmn AwZwi³ 
150 Rbej eivÏKiZt †gvU Rbej 370 R‡b DbœxZ Kiv nq|

(L) 10/08/2017 mv‡j ̄ ^v¯’¨ Awa`ß‡ii AvIZvaxb Rb¯^v¯’¨ Bbw÷wUDU Gi mvsMVwbK KvVv‡gv‡Z AšÍ©fz³ wWwUGj (WªvM †Uw÷s j¨ve‡iUix) 
kvLvi 60Rb Rbejmn Jla cÖkvmb Awa`ß‡ii mvsMVwbK KvVv‡gv‡Z AšÍ©fz³ Kiv nq|
(M) WªvM †Uw÷s j¨ve‡iUix‡K b¨vkbvj K‡›Uªvj j¨ve‡iUix‡Z iƒcvšÍ‡ii wbwgË 2017 mv‡j c~‡e©i 60Rb Rbe‡ji mv‡_ AviI 61 wU bZzb 
c` m„Rb Kiv nq|
(N) 2018 mv‡j Jla cÖkvmb Awa`ß‡ii Rb¨ wZb av‡c wb‡qv‡Mi Rb¨ 1 Rb AwZwi³ gnvcwiPvjK, 06 cwiPvjKmn AviI †gvU 228 wU 
c` m„wó Kiv nq|
(O) eZ©gv‡b Jla cÖkvmb Awa`ß‡ii mvsMVwbK KvVv‡gv‡Z 720 wU c` i‡q‡Q (AvDU‡mvwm©s c` mn)|

eZ©gv‡b Kg©iZ Kg©KZ©v, Kg©Pvix I k~b¨ c‡`i Z_¨vw` wbgœiƒct
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1| f~wgKvt
¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi ¯^v¯’¨ †mev wefv‡Mi Aaxb Jla cÖkvmb Awa`ßi †`‡ki Jla, f¨vw·b, †gwW‡Kj wWfvBm, IVD mn Jla 
msµvšÍ hveZxq wel‡qi RvZxq wbqš¿YKvix KZ©…c¶| gvbm¤úbœ, wbivc` I Kvh©Ki Jla Drcv`b, Avg`vwb, ißvwb, weµq, weZiY Ges 
Jl‡ai †hŠw³K e¨envi wbwðZ Kiv G cÖwZôv‡bi g~j j¶¨| Jla I Km‡gwUKm& Gi Drcv`b, Avg`vwb, ißvwb, weµq, gRyZ, msi¶Y, 
cÖ`k©b, weZiY I gvb wbqš¿‡Yi D‡Ï‡k¨ The Drugs Act-1940 Ges The Drugs (Control) Ordinance-1982 †K GKxf‚Z K‡i Ab¨vb¨ †`‡ki 
Jla AvB‡bi m‡½ mvgÄm¨ †i‡L AvšÍR©vwZK bxwZgvjv AbymiY evsjvq hy‡Mvc‡hvMx ÔJla I Km‡gwUKm&  AvBb, 2023Õ cÖYqb Kiv nq|
Jla cÖkvmb Awa`ß‡ii D‡jøL‡hvM¨ Kvh©µgmg~n h_v- Jla Drcv`b KviLvbvi bZzb cÖKí g~j¨vqb I Aby‡gv`b, Jla cÖ¯‘‡Zi Rb¨ jvB‡mÝ 
cÖ`vb I bevqb, LyPiv I cvBKvix Jla weµq jvB‡mÝ cÖ`vb I bevqb, Jl‡ai †iwR‡÷ªkb cÖ`vb I bevqb, Jl‡ai g~j¨ wba©viY I g~j¨ mb` 
cÖ`vb, Jl‡ai KuvPvgvj I †gvoK mvgMÖx Avg`vwbi Rb¨ eøKwj÷ Aby‡gv`b, Jla Avg`vwbi †¶‡Î  B‡ÛÈ Aby‡gv`b, Avg`vwbK…Z ˆZix Jla 
I Jl‡ai  KuvPvgv‡ji QvocÎ cÖ`vb, Jla ißvwbi Rb¨ jvB‡mÝ, Certificate of Pharmaceutical Product (CPP), Free Sale Certificate 
(FSC) I Good Manufacturing Practice (GMP) mvwU©wd‡KU cÖ`v‡bi Rb¨ cÖ‡qvRbxq KvMRcÎ, evrmwiK ev‡RU, weMZ erm‡i m¤úvw`Z 
Kvh©µ‡gi weeiYx, Rbe‡ji Z_¨vw`, †cv÷ gv‡K©wUs mvwf©‡jÝ, dvg©v‡KvwfwRj¨vÝ BZ¨vw` AšÍf©z³ K‡i cÖwZ‡e`bwU cÖYqb Kiv n‡q‡Q|
Jla cÖkvmb Awa`ß‡ii `vwqZ¡, wbqwgZ Kvi¨µ‡g m”QZv I Revew`wnZvi cvkvcvwk G Awa`ßi m¤ú‡K© gvby‡li Av¯’v e„w×, m‡e©vcwi ¯^v¯’¨ 
myi¶vq AwZ cÖ‡qvRbxq cY¨ Jla I f¨vKwmb †`‡k Drcv`b, Avg`vwb, ißvwb I evRviRvZKiY, gvb-cix¶Ymn wewfbœ wel‡q G Awa`ßi 
mswkøó Kg©Kv‡Û cÖ‡qvRbxq Z_¨vw` m¤ú‡K© gvbyl‡K AewnZKi‡Yi cÖqv‡m G cÖwZ‡e`b cÖKv‡ki D‡`¨vM M„nxZ nq|

2| Jla cªkvmb Awa`ß‡ii cUf~wg I cªwZôvt
MYcÖRvZš¿x evsjv‡`k miKv‡ii ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi ¯^v¯’¨ †mev wefv‡Mi Aaxb Jla cÖkvmb Awa`ßi †`‡ki Jla †m±‡ii 
jvB‡mwÝs I wbqš¿YKvix RvZxq cÖwZôvb| Jla cÖkvmb Awa`ßi we`¨gvb Jla AvBb, Jla bxwZ I miKv‡ii w`K-wb‡`©kbv cÖ‡qvM I 
AbymiYc~e©K Jla wbqš¿Y msµvšÍ mKj Kg©KvÛ cwiPvjbv K‡i _v‡K|
1971 mv‡j evsjv‡`k gnvb ¯^vaxbZv AR©‡bi ci `ßiwU ¯^v¯’¨ I RbmsL¨v wbqš¿Y gš¿Yvj‡qi GKwU mshy³ wefvM wn‡m‡e Kvh©µg cwiPvwjZ 
n‡Zv| 1976 mv‡j ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi Aax‡b Jla cÖkvmb GKwU Avjv`v cwi`ßi wn‡m‡e ¯^xK…wZ jvf K‡i| me©‡kl 2010 
mv‡j Jla cÖkvmb cwi`ßi‡K Awa`ß‡i DbœxZ Kiv nq|
gnvcwiPvjK, Jla cÖkvmb Awa`ß‡ii cÖavb Ges jvB‡mwÝs KZ©…c¶ (WªvMm&) wn‡m‡e ¶gZvcÖvß| Jla cÖkvmb Awa`ß‡ii cÖavb Kvh©vjq 
Jla feb, gnvLvjx, XvKvq Aew¯’Z Ges †Rjv I wefvM ch©v‡q Gi Aaxb 64 wU †Rjv I 8 wU wefvMxq Kvh©vjq i‡q‡Q| Jla cÖkvmb 
Awa`ß‡ii AvIZvfz³ b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, gnvLvjx, XvKv Ges †m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg bvgxq `yBwU WªvM †Uw÷s 
j¨ve‡iUix i‡q‡Q| GQvov wefvMxq ewikvj I ivRkvnx wefv‡M `yBwU wefvMxq WªvM †Uw÷s j¨ve‡iUix ¯’vc‡bi welqwU cÖwµqvax i‡q‡Q|

3| Jla I Km‡gwUKm& AvBb - 2023t
Jla cÖkvmb cwi`ßi cÖwZôvjMœ †_‡K The Drugs Act- 1940 Ges 1982 mv‡j The Drugs (Control) Ordinance cÖbq‡Yi gva¨‡g Jl‡ai 
Drcv`b, gvb wbqš¿Y, g~j¨ wba©viY, Avg`vbx ißvbxmn wewea welq wbqš¿Y K‡i AvmwQj| DwjøwLZ AvBbmg~‡n bvbvb AmsMwZ Ges wbZ¨ bZzb 
Jl‡ai M‡elYv, D™¢veb, bKj-†fRvj Jl‡ai evRvi wbqš¿‡Y GKwU hy‡Mvc‡hvMx AvB‡bi cÖ‡qvRbxqZv †`Lv †`q| ZvB Jla I Km‡gwUKm 
Gi Drcv`b, Avg`vbx, ißvbx, µq-weµq, gRyZ, msiÿY, cÖ`k©b weZiY I gvb wbqš¿‡Yi D‡Ï‡k¨ The Drugs Act- 1940 Ges The Drug 
(Control) Ordinance- 1982 iwnZµ‡g hy‡Mvc‡hvMx Jla I Km‡gwUKm& AvBb, MZ 07B †m‡Þ¤^i 2023 gnvb RvZxq msm‡` cvm nq Ges 
29 bs AvBb wnmv‡e MZ 18B †m‡Þ¤^i, 2023 AvBbwU †M‡RU AvKv‡i cÖKvwkZ nq| evsjv‡`‡ki RvZxq msm‡` cvmK…Z evsjv fvlvq cÖYxZ 
GKgvÎ Jla I Km‡gwUKm AvBb| Jla I Km‡gwUKm& AvBb, 2023 G 14wU Aa¨vq, 83wU aviv Ges 1wU Zdwmj i‡q‡Q| D³ AvB‡bi 
wewfbœ wel‡qi D‡jøL‡hvM¨ w`Kmg~n wb‡¤œ ms‡ÿ‡c D‡jøL Kiv n‡jv:

Jla I Km‡gwUKm& AvBb-2023 Abyhvqx Jla m¤úwK©Z D‡jøL‡hvM¨ welqvw` wbgœiƒct
K) bKj, †fRvj Jla Drcv`b, gRy`, weµq, weZiYmn Amr D‡Ï‡k¨ Jl‡ai K…wÎg msKU ˆZwi K‡i AwaK gybvdvi AwfcÖv‡q Jla gRyZ 
Kiv m¤úwK©Z ¸iæZi Acivamg~n‡K Avgj‡hvM¨ (Cognizable) Ges A-Rvwgb‡hvM¨ (Non-bailable) K‡i hve¾xeb Kviv`Û A_ev AbyaŸ© 14 
(†PŠÏ) erm‡ii mkÖg Kviv`Û A_ev AbwaK 10 (`k) j¶ UvKv A_©`Û A_ev Dfq `‡Ûi weavb Kiv n‡q‡Q|
L) wek¦ ¯^v¯’¨ ms¯’v KZ©…K WHO prequalified drug regulatory authority wn‡m‡e ¯^xK…wZ cvIqvi Rb¨ WHO-Gi Pvwn`v †gvZv‡eK
dvg©v‡KvwfwRj¨vÝ, f¨vw·‡bi jU wiwjR, wK¬wbK¨vj Uªvqvj BZ¨vw` welqmg~n AvB‡b AšÍf©z³ Kiv n‡q‡Q| d‡j, WHO Maturity Level-3 
/WHO prequalified drug regulatory authority wn‡m‡e ¯^xK…wZ cvIqv mnR n‡e I evsjv‡`‡k Drcvw`Z f¨vKwmb ißvwb Kiv hv‡e Ges 
†`‡ki EPI Programme GB f¨vKwmb e¨envi Kiv hv‡e|

M) WHO Gi g‡Z cÖwZeQi 50 jÿ †jv‡Ki g„Zz¨ nq G¨vw›Uev‡qvwUK †iwR÷¨vÝ RwbZ Kvi‡Y| G¨vw›Uev‡qvwUK †iwR÷¨vÝ eo D‡Ø‡Mi 
KviY n‡jI c~‡e©i AvBbmg~‡n Zv wbqš¿‡Yi †Kvb wewaweavb wQj bv| Rb¯^v‡¯’¨i Rb¨ AZ¨šÍ ¸iæZ¡c~Y© weavq G¨vw›Uev‡qvwUK †iwR÷¨vÝ 
cÖwZ‡iv‡ai j‡¶¨ Gw›Uev‡qvwU‡Ki c¨v‡K‡U jvj is Gi gvwK©s Gi wb‡`©kbvmn †iwR÷vW© wPwKrm‡Ki †cÖmwµckb e¨ZxZ G¨vw›Uev‡qvwUK 
weµq AvB‡b kvw¯Í †hvM¨ Aciva Kiv n‡q‡Q|
N) AvaywbK wPwKrmv e¨e¯’vq Jl‡ai m‡½ wewfbœ ai‡Yi Rxeb i¶vKvix †gwW‡Kj wWfvBm †hgb: Cardiac Stent, Heart Valve, Intraocular 
Lens BZ¨vw` e¨eüZ n‡”Q Ges G¸‡jvi e¨envi eZ©gv‡b Jl‡ai mgch©v‡q| c„w_exi cÖvq mKj †`‡kB Regulatory Authority Jl‡ai m‡½ 
†gwW‡Kj wWfvBm wbqš¿Y Ki‡Q| ZvB D³ AvB‡b †gwW‡Kj wWfvBm AšÍf©z³ Kiv n‡q‡Q|
O) Av`vj‡Z wePvivaxb gvgjvi msL¨v cÖwZwbqZ e„w× cv‡”Q| ZvB Av`vj‡Z gvgjv `v‡q‡ii cvkvcvwk Jla cwi`k©KMY gnvcwiPvjK 
g‡nv`‡qi Aby‡gv`bµ‡g Zdwm‡j ewY©Z 16wU jNy Aciv‡ai Rb¨ cÖkvmwbK Rwigvbv Av‡ivc Kivi weavb ivLv n‡q‡Q|
P) wba©vwiZ g~j¨ A‡cÿv AwaK g~‡j¨ †Kvb Jla I Jla ˆZwii KvPuvgvj weµq Ki‡j 2 eQ‡ii Kviv`Û A_ev AbwaK 2 jÿ UvKv A_©`Û 
A_ev Dfq`‡Ûi weavb Kiv n‡q‡Q|
Q) AvBbwUi 58 aviv †Z Z`šÍ I Z`šÍKvix Kg©KZ©v m¤ú‡K© wee„Z Kiv n‡q‡Q| Jla cwi`k©KMY Awf‡hv‡Mi Z`šÍ Ki‡eb Ges Z`šÍKvh© 
cwiPvjbv Kv‡j _vbvi fvicÖvß Kg©KZ©vi b¨vq ÿgZv cÖ‡qvM Ki‡Z cvi‡eb|
R) ÒWv‡qUvix mvwcø‡g›UÓ, Ònvievj mvwcø‡g›UÓ, ÒwbDwUªkbvj mvwcø‡g›UÓ, Ò†gwW‡Kj wbDwUªkbÓ, Ò‡_ivwcDwUK wbDwUªkbÓ, ÒLv`¨ c_¨Ó ev 
Òm¤ú~iK c_¨Ó A_© wfUvwgbm, wgbv‡ijm, GgvB‡bvGwmWm, †Uvev‡Kv e¨ZxZ nve©m GÛ †evUvwbK¨vj G·U¨v±, wcÖev‡qvwUK, †cÖvev‡qvwUK, 
wmgev‡qvwUK, dvg©vev‡qvwUK ev GbRvBgm Gi GKK ev mw¤§wjZ Dcv`v‡b cÖ¯‘ZK…Z `ªe¨, hvnv dvg©vwmDwUK¨vjm& †Wv‡Rm d‡g© cwi‡ewkZ 
Ges hvnv gvbyl ev cÖvwYi †ivM cÖwZ‡iva, wbivgq, kixi MVb ev Kvh©µ‡g f‚wgKv iv‡L Giæc Jl‡ai Drcv`b jvB‡mÝ, †iwR‡÷ªkb, bgybv 
cix¶v I we‡kølY, g~j¨ Aby‡gv`b I wba©viYmn G mKj Jla Ges Jl‡ai KuvPvgvj Avg`vwbi NOC cÖ`vb msµvšÍ KvR Jla cÖkvmb 
Awa`ß‡ii GL‡Zqvi fz³ n‡q‡Q|

Km‡gwUKmt
Jla I Km‡gwUKm& AvBb, 2023 Gi 2(8) avivq Km‡gwUKm& Gi msÁv Ges 5g Aa¨v‡q 31-35 avivq Km‡gwUKm& Gi jvB‡mÝ, wbeÜb, 
Drcv`b, gvb wbqš¿Y, Avg`vbx, ißvbx wel‡q we¯ÍvwiZ weeiY i‡q‡Q| ZvQvov 35(3) avivq weDwU cvj©v‡i Km‡gwUKm Gi AccÖ‡qvM I 
Ace¨envi †iv‡a kvw¯Íg~jK e¨e¯’v MÖn‡Yi weavb Kiv n‡q‡Q| 76 (1) avivq Km‡gwUKm& Gi wewa cÖbqY msµvšÍ we¯ÍvwiZ weeiY i‡q‡Q|

Jla I Km‡gwUKm& AvBb-2023 Abyhvqx Km‡gwUKm& m¤úwK©Z D‡jøL‡hvM¨ welqvw` wbgœiƒct
K) Km‡gwUKm& Rb¯^v‡¯’¨i mv‡_ mivmwi m¤úwK©Z| bKj, †fRvj, gvbnxb Km‡gwUKm& e¨env‡ii d‡j ¯‹xb K¨vbmvi, wKWwb-dzmdzm I 
wjfvi wWwRR, †Pv‡Li Bb‡dKkb, Bwi‡Ukb, ü`‡ivMmn bvbvb ai‡Yi RwUjZvi m„wó n‡Z cv‡i| ZvB Km‡gwUKm&-Gi gvb (Quality), 
wbivcËv (Safety) Ges Kvh©KvwiZv (Efficacy) g~j¨vqYc~e©K †iwR‡÷ªkb cÖ`vb, Drcv`‡b Good Manufacturing Practices (GMP) 
Compliance (cÖwZcvjb), Km‡gwUKm& c‡Y¨i cvk¦©cÖwZwµqv / weiƒc/ ¶wZKi cÖwZwµqv ch©‡e¶Y, g~j¨vqY Ges Z`vbyhvqx c`‡¶c MÖnY 
Z_v Cosmotovigilance BZ¨vw` Kg©KvÛ cwiPvjbv Kiv LyeB ¸iæZ¡c~Y©| ZvB bKj, †fRvj, gvbnxb Km‡gwUKm& wbqš¿‡Yi j‡¶¨ D³ AvB‡b 
kvw¯Íi weavb AšÍf©z³ Kiv n‡q‡Q|
L) Km‡gwUKm& m¤úwK©Z welqmg~n AZxe ¸iæZ¡c~Y© Rb¯^v¯’¨ Bmy¨ nIqvq India, Thailand, Singapore, Indonesia, Malaysia, Japan, 
Phillipines, USA, Canada mn we‡k¦i cÖvq mKj †i¸‡jUix Aw_wiwU Jla I †gwW‡Kj wWfvBm wbqš¿‡Yi cvkvcvwk Km‡gwUKm& wbqš¿Y K‡i 
_v‡K| 1962 mv‡j cvk¦©eZ©x †`k fviZ WªvM A¨v± 1940 G Km‡gwUKm& mshy³ K‡i Drug & Cosmetics Act 1940 (Amendments) Gi 
gva¨‡g Km‡gwUKm& wbqš¿Y K‡i Avm‡Q|
M) USFDA, EU, ASEAN mn AvšÍR©vwZK ms¯’vi gvb Abyhvqx XvKvi gnvLvjx¯’ Jla cÖkvmb Awa`ß‡ii cÖavb Kvh©vj‡qi National Drug 
Control Laboratory (NDCL) Gi eZ©gvb febwU †f‡½ AviI ewa©Z cwim‡i 2wU †eBR‡g›Umn 12 Zjv wewkó Laboratory Complex feb 
wbg©v‡Yi j‡ÿ¨ ADB Gi 50 wgwjqb gvwK©b Wjvi A_©vq‡b cÖKíwUi Kvh©µg Pjgvb i‡q‡Q| GwU m¤úbœ n‡j GLv‡b me ai‡Yi Jla, 
f¨vKwmb, †gwWK¨vj wWfvB‡mm, Km‡gwUKm&, dzW mvwcø‡g›U BZ¨vw` c~Y©gvÎvq cixÿv myweav m„wó n‡e Ges GLv‡b Awa`ß‡ii cÖ‡qvRbxq 
mKj ai‡Yi cÖwkÿY Kvh©µg cwiPvjbvi Rb¨ †Uªwbs K¤úvDÛ myweavw` ms‡hvwRZ n‡e| gvV ch©v‡q bKj, †fRvj I wb¤œgv‡bi Jla 
mbv³Ki‡Yi mÿgZv e„w× cv‡e|

4| Jla cÖkvmb Awa`ß‡ii Rbej KvVv‡gvt
4.1| Jla cÖkvmb Awa`ß‡ii Aby‡gvw`Z I Kg©iZ Rbe‡ji Z_¨vw`t
(K) 2010 mv‡j Jla cÖkvmb cwi`ßi‡K Awa`ß‡i DbœxZ Kivi mgq GKRb gnvcwiPvjK I Pvi Rb cwiPvjK Gi c` m„Rbmn AwZwi³ 
150 Rbej eivÏKiZt †gvU Rbej 370 R‡b DbœxZ Kiv nq|

(L) 10/08/2017 mv‡j ̄ ^v¯’¨ Awa`ß‡ii AvIZvaxb Rb¯^v¯’¨ Bbw÷wUDU Gi mvsMVwbK KvVv‡gv‡Z AšÍ©fz³ wWwUGj (WªvM †Uw÷s j¨ve‡iUix) 
kvLvi 60Rb Rbejmn Jla cÖkvmb Awa`ß‡ii mvsMVwbK KvVv‡gv‡Z AšÍ©fz³ Kiv nq|
(M) WªvM †Uw÷s j¨ve‡iUix‡K b¨vkbvj K‡›Uªvj j¨ve‡iUix‡Z iƒcvšÍ‡ii wbwgË 2017 mv‡j c~‡e©i 60Rb Rbe‡ji mv‡_ AviI 61 wU bZzb 
c` m„Rb Kiv nq|
(N) 2018 mv‡j Jla cÖkvmb Awa`ß‡ii Rb¨ wZb av‡c wb‡qv‡Mi Rb¨ 1 Rb AwZwi³ gnvcwiPvjK, 06 cwiPvjKmn AviI †gvU 228 wU 
c` m„wó Kiv nq|
(O) eZ©gv‡b Jla cÖkvmb Awa`ß‡ii mvsMVwbK KvVv‡gv‡Z 720 wU c` i‡q‡Q (AvDU‡mvwm©s c` mn)|

eZ©gv‡b Kg©iZ Kg©KZ©v, Kg©Pvix I k~b¨ c‡`i Z_¨vw` wbgœiƒct

4.2| 2024-2025 mg‡q Rbe‡ji c‡`vbœwZt
Rbe‡ji wbqwgZ c‡`vbœwZ Pjgvb Kvh©µg Kg©KZ©v-Kg©Pvix‡`i g‡a¨ Kg©¯ú…nv ˆZix nq, Kv‡Ri gvb I MwZkxjZv e„w× cvq| G Awa`ß‡ii 
Rbe‡ji c‡`vbœwZ I k~b¨c` c~i‡Yi wPÎ wbgœiƒct
K) 30/01/2024 Zvwi‡L 05 Rb DccwiPvjK‡K cwiPvjK c‡` c‡`vbœwZ cÖ`vb Kiv nq|
L) 01/01/2025 Zvwi‡L 19 Rb mnKvix cwiPvjK‡K DccwiPvjK c‡` c‡`vbœwZ cÖ`vb Kiv nq|
M) 04/04/2025 Zvwi‡L 01 Rb mnKvix cwiPvjK‡K DccwiPvjK c‡` c‡`vbœwZ cÖ`vb Kiv nq|
N) 24/05/2025 Zvwi‡L 02 Rb DccwiPvjK‡K cwiPvjK c‡` PjwZ `vwqZ¡ cÖ`vb Kiv nq|
O) 28/05/2025 Zvwi‡L 06 Rb Awdm mnKvix‡K D”Pgvb mnKvix c‡` c‡`vbœwZ cÖ`vb Kiv nq|
P) 04/06/2025 Zvwi‡L 07 Rb Jla cwi`k©K‡K Jla ZË¡veavqK c‡` c‡`vbœwZ cÖ`vb Kiv nq|

4.3| Rbe‡ji Aemi MÖnYt
K) 01/10/2024 Zvwi‡L Rbve †gvt Bqvn&Bqv, cwiPvjK, Jla cÖkvmb Awa`ßi, XvKv|
L) 24/07/2025 Zvwi‡L Rbve †gvt mwdKzj Bmjvg, cwiPvjK (Pt `vt), Jla cÖkvmb Awa`ßi, XvKv|
M) 31/12/2024 Zvwi‡L Rbve †gvt †Mvjvg ingvb, muvU gy`ªv¶wiK Kvg Kw¤úDUvi Acv‡iUi, Jla cÖkvmb Awa`ßi, XvKv
N) 31/12/2024 Zvwi‡L Rbve gwebyi ingvb, D”Pgvb mnKvix, cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv|
O) 17/11/2025 Zvwi‡L Rbve †gvt‡iRvDj Kwei, D”Pgvb mnKvix, †Rjv Kvh©vjq, Jla cÖkvmb, iscyi|

4.4| G mg‡q huv‡`i nvwi‡qwQt

µwgK bs               c` web¨vm          gÄyixK…Z c‡`i msL¨v  Kg©iZ c‡`i msL¨v k~b¨ c`

01

02

03

04

05

1g †kÖwY

2q †kÖwY

3q †kÖwY

4_© †kÖwY ( ivR¯^ )

4_© †kÖwY (AvDU †mvwm©s)

266

75

194

144

41

720

134

15

140

121

30

440

132

60

54

23

11

280†gvU

Rbve we Gg Rvwn` nvq`vi
(1982-2025)

DccwiPvjK, Jla cÖkvmb Awa`ßi|

Rbve †gvt AvRMi Avjx
(1968-2025)

Awdm mnvqK, Jla cÖkvmb Awa`ßi
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4.5| Jla cÖkvmb Awa`ß‡i Kg©iZ Rbe‡ji cÖwk¶Y Kvh©µgt
Rbe‡ji `¶Zv e„w×i j‡¶¨ wewfbœ WªvM †i¸‡jUix A_wiwU Ges Dbœqb mn‡hvMx ms¯’vi mn‡hvMxZvq G Awa`ß‡ii Kg©KZ©vMY wbqwgZfv‡e 
ivwkqv, Rvcvb, †Kvwiqv, gvj‡qwkqv, B‡›`v‡bwkqv, _vBj¨vÛ, wm½vcyi, kÖxj¼v, RW©vb, †b`vij¨vÛ, myBRvij¨vÛ, †WbgvK©, d«vÝ, nsKs, 
Zzi¯‹, wgki, †mŠw`Avie, mshy³ Avie AvwgivZ, †Kwbqv, eªvwRj, KvbvWv, hy³ivóª, A‡÷ªwjqv, Pxb, fviZmn BD‡iv‡ci wewfbœ †`‡k cÖwk¶Y 
MÖnY K‡i‡Qb| Jla wk‡í wb‡qvwRZ Rbej‡K wbqwgZ fv‡e cGMP Concept AbymiYc~e©K Jla Drcv`‡b cvi`k©x K‡i M‡o †Zvjvi j‡¶¨ 
Jla cÖkvm‡bi e¨e¯’vcbvq Ges Dbœqb mn‡hvMx ms¯’vi mnvqZvq wewfbœ cÖwZôv‡b Kg©iZ †KvqvwjdvBW cvm©b‡`i cÖwk¶Y cÖ`vb Kiv n‡q‡Q 
Ges G msµvšÍ Kvh©µg Ae¨vnZ i‡q‡Q|

5| Jla cÖkvmb Awa`ß‡ii Kvh©vejxt
mg‡qi mv‡_ mv‡_ †`‡ki Jla wkí we¯Í…Z n‡”Q| eZ©gv‡b †`‡k 251 wU A¨v‡jvc¨vw_K Jla cÖ¯‘ZKvix cÖwZôvb cÖvq 45,903 †KvwU UvKvi 
Jla I Jl‡ai KuvPvgvj ˆZix K‡i| GQvov †`‡ki 254 wU BDbvbx I 166 wU Avqy‡e©w`K Ges 54 wU †nvwgIc¨vw_K I 44 wU nve©vj Jla 
Drcv`bKvix cÖwZôvb wekvj As‡Ki D‡jøL‡hvM¨ cwigvb Jla Drcv`b K‡i _v‡K| Ryb 2025 ci¨šÍ †`‡k 2,16,791 wU jvB‡mÝavix 
dv‡g©mxi msL¨v †iKW© Kiv n‡q‡Q| GQvovI wb‡gœ Jla cÖkvmb Awa`ß‡ii D‡jøL‡hvM¨ Kvh©µg D‡jøL Kiv njt
1. Jla Drcv`b KviLvbv ¯’vc‡bi bZzb cÖKí Aby‡gv`b|
2. AvBGbGb ZvwjKvfz³ c‡`i Pre-registration bgybv cix¶v I we‡kølY|
3. BDbvbx/ Avqy‡e©w`K/ nve©vj/ †nvwgIc¨vw_K Jl‡ai †iwR‡÷ªk‡bi wbwg‡Ë bgybv cix¶v I we‡kølY|
4. A¨v‡jvc¨vw_K Jla Drcv`‡bi Rb¨ jvB‡m‡Ý c` AšÍf©zw³/‡iwR‡÷ªkb/gv‡K©wUs A_ivB‡Rkb mb` Bmy¨|
5. BDbvbx/ Avqy‡e©w`K/ nve©vj/ †nvwgIc¨vw_K Jla Drcv`b jvB‡m‡Ý c` AšÍf©zw³/‡iwR‡÷ªkb cÖ`vb|
6. †`‡k Drcvw`Z A¨v‡jvc¨vw_K Jla I †gwW‡Kj wWfvB‡mi g~j¨ Aby‡gv`b I wba©viYmn MRP Certificate cÖ`vb/g~j¨ wbqš¿Y ZvwjKv 

ewnf©‚Z Jl‡ai f¨vU cÖ`v‡bi wbwgË wb‡`©kK g~j¨ mb` cÖ`vb|
7. Jla Drcv`‡bi wbwgË Avg`vwbK…Z KuvPvgvj/c¨v‡KwRs g¨v‡Uwiqvj-Gi eøKwj÷ Aby‡gv`b|
8. Avg`vwb‡hvM¨ Jla I †gwWK¨vj wWfvB‡mi †iwR‡÷ªkb cÖ`vb|
9. Avg`vwbi wbwgË me ai‡Yi Jl‡ai Bb‡WÈ/‡cÖvdigv Bbf‡qm Aby‡gv`b|
10. Avg`vwbK…Z KuvPvgvj/cÖ¯‘ZK…Z Jl‡ai QvocÎ cÖ`vb|
11. Avg`vwbK…Z Jl‡ai m‡e©v”P LyPiv g~j¨ wba©viY/cybtwba©viY|
12. Jl‡ai (A¨v‡jvc¨vw_K/BDbvbx/ Avqy‡e©w`K/ nve©vj/ †nvwgIc¨vw_K) cÖv_wgK †iwR‡÷ªk‡bi Av‡e`b Aby‡gv`b|
13.  bZzb Jla Drcv`b jvB‡mÝ Bmy¨KiY Ges bevqb|
14. Jl‡ai †gvoKmvgMÖx, cÖ‡gvkbvj g¨v‡Uwiqvjm& I weÁvcb Aby‡gv`b|
15. e¨w³ gvwjKvbvaxb Jla Drcv`b jvB‡m‡Ýi gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`b cÖ`vb|
16. Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©b/ cÖwZôv‡bi bvg cwieZ©b/ KviLvbv ¯’vbvšÍi Aby‡gv`b|
17. Jl‡ai KuvPvgvj Avg`vwbi eøKwj÷ Aby‡gv`b|
18. Jla ißvwbi wbwgË CPP, FSC I GMP mb` Bmy¨KiY|
19. bZzb LyPiv A¨v‡jvc¨vw_K/ Avqy‡e©w`K/ BDbvbx/ †nvwgIc¨vw_K WªvM jvB‡mÝ cÖ`vb I bevqb|
20. bZzb cvBKvix A¨v‡jvc¨vw_K/ Avqy‡e©w`K/ BDbvbx/ †nvwgIc¨vw_K WªvM jvB‡mÝ cÖ`vb I bevqb|
21. gv‡K©U mvwf©j¨vÝ Kvh©µg cwiPvjbv|
22. dvg©v‡KvwfwR‡jÝ msµvšÍ Kvh©µg cwiPvjbv|
23. Jl‡ai Clinical trial cwiPvjbvi Rb¨ Contract Research Organization (CRO) Ges †cÖvUKj Aby‡gv`b|
24. Gw›UgvB‡µvweqvj †iwR÷¨vÝ cÖwZ‡iv‡a Gw›UgvB‡µvweqvj KbRvgkb mvwf©j¨vÝ cwiPvjbv Kiv|
25. Jl‡ai LyPiv I cvBKvix dv‡g©mx, wW‡cv Ges Jla cÖ¯‘ZKvix cÖwZôvb wbqwgZ cwi`k©b|
26. evRviRvZK…Z Jl‡ai gvb hvPvB‡qi Rb¨ wbqwgZ cix¶v I we‡køl‡Yi wbwgË Jl‡ai bgybv D‡Ëvjb I cix¶vMv‡i †cÖiY|
27. Jla AvBb j•NbKvix‡`i weiæ‡× WªvM †KvU©, g¨vwR‡÷ªU †KvU© I †gvevBj †Kv‡U© gvgjv `v‡qi|
28. AvBb j•NbKvix jvB‡mÝavix cÖwZôv‡bi jvB‡mÝ mvgwqK ¯’wMZ /evwZj Kiv, †iwR‡÷ªkb mvgwqK ¯’wMZ /evwZj Kiv|
29. Avg`vwbK…Z KuvPvgv‡ji Source Validation Kiv|
30.  Vaccine- Gi Lot release mb` cÖ`vb |
31. Test analysis, Research/e¨w³MZ e¨envi/ we‡kl cÖ‡qvR‡b Jla I Jl‡ai KuvPvgvj Avg`vwbi NOC cÖ`vb|
32. †`‡ki Riæix cÖ‡qvR‡b Jla/ f¨vKwmb/ †gwW‡Kj wWfvB‡mi Emergency Use Authorizaion cÖ`vb|
33. Ab¨vb¨|
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6| wmwU‡Rb PvU©vit
wfkb I wgkb
iƒcKí (Vision): wbivc`, Kvh©Ki I gvbm¤úbœ Jla wbwðZ Kiv|
Awfj¶¨ (Mission): Kvh©Ki wbqš¿Y e¨e¯’v cÖwZôvi gva¨‡g wbivc`, Kvh©Ki I gvb-m¤úbœ Jla mnRjf¨Zv wbwðZKiZt gvbe I cÖvYx 
m¤ú`/¯^v¯’¨ myi¶v Kiv|
cÖwZkÖæZ †mevmg~n (bvMwiK †mev) (cÖavb Kvh©vjq, wefvMxq Ges †Rjv Kvh©vjqmg~n):

†mevi bvg †mev MÖnYKvix 

†UªRvix Pvjv‡bi gva¨‡g cwi‡kva‡hvM¨ †mevi g~j¨ / wd Gi 
cwigvY (UvKvq)| 
(UvKv Rgv †`Iqvi †KvWt 1271500001863 Ges 
15% f¨vU cÖ`v‡bi †KvWt 1-1133-0015-0311) 

1.  Z_¨ cÖ`vb mvaviY RbMY, †mev cÖv_©xi 
I †÷K †nvìviMY 

Z_¨ AwaKvi AvBb-2009 Gi wewa -8 †gvZv‡eK (dig-N 
Abyhvqx) Z_¨ cÖvwßi Aby‡iva Abyhvqx wd| 

2.  Jl‡ai bZzb KviLvbv ’̄vc‡bi wbwgË cÖKí 
cÖ Í̄ve g ~j¨vqb I Aby‡gv`b (A¨v‡jvc¨vw_K, 
BDbvbx, Avq~‡e©w`K, †nvwgIc¨vw_K I nve©vj) 

wewb‡qvMKvix wd wba©vwiZ nqwb| 

3.  ˆRe I A‰Re Jla cÖ ‘̄ZKiY jvB‡mÝ cÖ`vb Jla Drcv`bKvix cÖwZôvb bZ zb jvB‡mÝ wdt ev‡qvjwRK¨vj-1,00,000/-(GK j¶), 
bb-e‡qvjwRK¨vj-50,000/-(cÂvk nvRvi) + f¨vU 

4.  ˆRe I A‰Re Jla cÖ ‘̄ZKiY jvB‡mÝ bevqb| Jla Drcv`bKvix cÖwZôvb bb-ev‡qvjwRK¨vj jvB‡mÝ 15,000/- (c‡bi nvRvi) 
5.  bZ zb BDbvbx, Avq~‡e©w`K, †nvwgIc¨vw_K I 

nve©vj Jla Drcv`b jvB‡mÝ cÖ`vb| 
Jla Drcv`bKvix cÖwZôvb ev‡qvjwRK¨vj jvB‡mÝ 30,000/- (wÎk nvRvi) + f¨vU 

6.  BDbvbx, Avq~‡ew ©̀K, †nvwgIc¨vw_K I nve©vj 
Jla Drcv`b jvB‡mÝ  bevqb 

Jla Drcv`bKvix cÖwZôvb Jla Drcv`b jvB‡mÝ wd 10000/- (`k nvRvi) + f¨vU 

7.  Jl‡ai †iwmwc  Aby‡gv`b (Introduced 
Medicines) 

Jla Drcv`bKvix cÖwZôvb jvB‡mÝ bevqb wd 5,000/- (cuvP nvRvi) + f¨vU 

8.  bZ zb Jl‡ai  †iwmwc Aby‡gv`b 
(Unintroduced Medicines) 

Jla Drcv`bKvix cÖwZôvb †iwmwc g~j¨vqb wd 5,000/- (cuvP nvRvi)+ f¨vU 

9.  Jl‡ai wcÖ-†iwR‡÷ªkb bg ybv cix¶v I 
we‡køl‡Yi Rb¨ cix¶vMv‡i †cÖiY 

Jla Drcv`bKvix cÖwZôvb †iwmwc g~j¨vqb wd eve` 5,000/- (cuvP nvRvi)+ f¨vU 

10.  †j‡ej, KvU©b I BbmvU © Aby‡gv`b Kiv Jla Drcv`bKvix cÖwZôvb INN c‡`i Rb¨ wd 15,000/- (c‡bi nvRvi)+ f¨vU 
11.  Jla cÖ ‘̄ZKi‡Yi jvB‡m‡Ý bZ zb c` 

AšÍf©zw³/‡iwR‡÷ªkb cÖ`vb 
Jla Drcv`bKvix cÖwZôvb BP/USP c‡`i Rb¨ 5,000/-(cuvP nvRvi)+f¨vU 

BDbvbx/Avqy‡e©w`K/nve©vj Jl‡ai Rb¨500/-+f¨vU 
12.  m‡e©v”P LyPiv g~j¨ Aby‡gv`b Jla Avg`vwbKviK I 

Drcv`bKvix cÖwZôvb 
wd wba©vwiZ nqwb| 

13.  gv‡K©wUs A‡_vivB‡Rkb cÖ`vb Jla Avg`vwbKviK I 
Drcv`bKvix cÖwZôvb 

A¨v‡jvc¨vw_K (cÖwZ c‡`i Rb¨) 10,000/- +f¨vU 

14.  Pzw³wfwËK Drcv`‡bi Rb¨ Aby‡gv`b Jla Drcv`bKvix cÖwZôvb BDbvbx,Avqy‡ew`K, nve©vj †nvwgI Jla 2000/- +f¨vU 
15.  jvB‡m‡Ýi gvwjKvbv n Í̄všÍ‡ii c~e©vby‡gv`b Jla Drcv`bKvix cÖwZôvb wd wba©vwiZ nqwb| 
16.  Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©b Jla Drcv`bKvix cÖwZôvb wd wba©vwiZ nqwb| 
17.  GMP mb` cÖ`vb Jla Drcv`bKvix cÖwZôvb wd wba©vwiZ nqwb| 
18.  Jla ißvwbi jvB‡mÝ cÖ`vb (Form-10A) Jla Drcv`bKvix cÖwZôvb wd wba©vwiZ nqwb| 
19.  we‡`‡k Jla ißvwbi Rb¨ CPP/FSC cÖ`vb Jla Drcv`bKvix cÖwZôvb (K) G¨v‡jvc¨vw_Kt 
20.  LyPiv Jla weµ‡qi g‡Wj dv‡gm©x/g‡Wj 

†gWwmb kc Gi jvB‡mÝ cÖ`vb 
Jla e¨emvqx 1| ev‡qvjwRK¨vj 2,00,000/- ( ỳB j¶) +f¨vU 

21.  LyPiv Jla weµ‡qi jvB‡mÝ/ g‡Wj dv‡gm©x/ 
g‡Wj †gwWwmb kc Gi jvB‡mÝ bevqb 

Jla e¨emvqx 2| bb- ev‡qvjwRK¨vj 1,00,000/-(GK j¶)+f¨vU 

22.  cvBKvix Jla weµq (wW‡cv) jvB‡mÝ cÖ`vb Jla e¨emvqx (L) BDbvbx, Avqy‡e©`xK, †nvwgIc¨vw_K, ev‡qv‡KwgK I 
nve©vj 50,000/- (cÂvk nvRvi)+ f¨vU 

µwgK 
bs
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7| Jla cÖkvmb Awa`ß‡ii wm×všÍ MÖn‡Yi cÖwµqvt
Jla cÖkvmb Awa`ß‡i Av‡e`b wb®úwË I Kvh©µg m¤úv`‡bi Rb¨ wm×všÍ MÖn‡Yi cÖwµqvt

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

Jla cÖkvmb Awa`ß‡ii Kvh©vejx myôyfv‡e m¤úv`‡bi/wm×všÍ MÖn‡Yi Rb¨ wbgœwjwLZ KwgwU¸‡jv mnvqZv cÖ`vb K‡i _v‡Kt
1. Jla wbqš¿Y KwgwU
2. Jla Avcxj KZ©…c¶
3. Jla wbqš¿Y KwgwUi †UKwbK¨vj mve-KwgwU
4. bZzb Jla wkí ¯’vc‡bi Rb¨ cÖKí g~j¨vqb KwgwU
5. Jl‡ai g~j¨ wba©viY welqK KwgwU
6. Jl‡ai g~j¨ wba©vi‡Yi †UKwbK¨vj mve-KwgwU
7. ÷¨vwÛs KwgwU di Bg‡cvU© Ae dvg©vwmDwUK¨vjm&
8. nve©vj Jla GWfvBRix KwgwU (Gi DCC/ †UKwbK¨vj mve-KwgwU)
9. A¨vWfvm© WªvM wi‡qKkb A¨vWfvBRix KwgwU (ADRAC)
10. ADRAC †UKwbK¨vj mve-KwgwU
11. A¨vWfvm© WªvM wi‡qKkb gwbUwis †mj
12. †Rjv WªvM jvB‡mwÝs KwgwU Ges †Rjv dvg©v‡KvwfwRj¨vÝ KwgwU
13. †Rjv Jl‡ai Awbqg cÖwZ‡iva msµvšÍ Action Committee
14. Uv¯‹‡dvm© Uz gwbUi Gw›UgvB‡µvweqvj KbRvgkb mvwf©j¨vÝ Bb evsjv‡`k
15. Expert Committee for Evaluation of Clinical Studz & Toxicology of Vaccines
16. Expert Committee for Evaluation of Chemistry, Manufacturing and Control of Vaccines
17. Clinical Trail Advisory Committee
18. National Advisory Committee for Evaluation of IRB/IEC
19. National Advisory Committee for Evaluation of AEC
20. Field Trial Advisory Committee
GQvovI Jla cÖkvmb Awa`ß‡ii Kg©KZ©vMY miKv‡ii wewfbœ  ms¯’v h_v - †Rjv Uv¯‹‡dvm©, †gvevBj †KvU©, AvBb k„•Ljv i¶vKvix evwnbxi 
mnvqZvq we‡kl Awfhvb cwiPvjbvi gva¨‡g Jla †m±‡ii Awbqg cÖwZ‡iva I kvw¯Íg~jK e¨e¯’v MÖnY K‡i _v‡Kb|

8| Jla cÖkvmb Awa`ßi KZ©…K wewfbœ MvBWjvBb cÖYqbt
Jl‡ai ¸YMZgvb e„w×i j‡¶¨ B‡Zvg‡a¨ wewfbœ †i¸‡jUix MvBWjvBb cÖYqb I Aby‡gvw`Z n‡q‡Q| D‡jøL‡hvM¨ MvBWjvBbmg~n n‡”Q-
• Guidelines for Registration of Animal Vaccines
• Guideline for Medical Information on Packaging Materials
• Guideline on CTD Dossier Evaluation of Vaccines in Bangladesh (MA)
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• Guideline on Emergency Use Authorization (EUA) of COVID-19 Vaccines in Bangladesh
• Guidelines for GMP, Import, Export and Destruction of Investigational Medical Products (IMPs) for Clinical Trials 

Bangladesh
• Guidelines on Import procedures for medical products 
• Guidelines for Registration of Human Vaccines
• Guideline on Risk Based Post Marketing Surveillance (RB PMS) of Finished Medicinal Products
• Guidelines for Management of Complaints
• Guidelines on Procedures and Data Requirements for Changes to Approved Vaccines
• Guideline for Model Pharmacy
• Guidelines for Good Manufacturing Practice
• Pharmacy Management Guideline
• Guideline on Dedicated and Campaign Facilty for Pharmaceuticals Production
• DGDA RIMS Guide Applicant Quick Start Guide
• Guideline for Contract Manufacturing (Toll Manufacturing) 
• Good Pharmacovigilence Practice Guidelines for Marketing Authorization Holders (MAHs) in Bangladesh (PV)
• National Guideline on the Pharmacovigilance System in Bangladesh 
• Guidelines for Registration of bulk and intermediate product of medicine for export
• Guidelines for Publication of Advertisement for Drugs 
• Guidelines for registration of bio similar products 
• Guideline on Medical Information for Summary Product Characteristics, Patient Information Leaflet, Packaging and 

Labeling in Bangladesh 
• Guidelines for Reliance on other NRAs in Bangladesh
• Guidelines for Good Clinical Practice (GCP) for Trials on Pharmaceutical Products Bangladesh 
• Guidelines for Regulatory Approvals of Stem Cell and Cell Based Products (SCCPs)
• Guideline on Antimicrobial Consumption (AMC) Surveillance in Bangladesh
• Guideline for appeal against regulatory decisions 
• Registration Guidelines for Medical Devices Bangladesh 
• Guideline on Recall and Rapid Alerts system for Drugs (including biological and vaccines) 
• Guideline on Good Storage and Distribution Practices for Medical Products 
• Guidelines on import procedures for Pharmaceutical Products 
• Guidelines for safe disposal for unwanted pharmaceuticals in and after emergencies 
• Guidelines to Regulate SF Medical product 
• Guideline on the Conduct of Surveys of the quality medicines 
• National Quality Asuurance Guidelines (NQAG) for Medical Products
• National Guideline on Dispensing, Use and Disposal Management of Antimicrtobial Drugs-Bangladesh.

†`‡ki Jla wk‡íi Dbœqb I Jla cÖkvm‡bi AvšÍR©vwZK gvb AR©‡bi †¶‡Î cÖYxZ MvBWjvBbmg~n ¸iæZ¡c~Y© Ae`vb ivL‡Q|

9| 2024-2025 A_© eQ‡i Jla cÖkvmb Awa`ß‡ii wewfbœ †¶‡Î AwR©Z mvdj¨t
¯^v¯’¨ †mev wbwðZ Kiv eZ©gvb miKv‡ii Ab¨Zg cÖavb j¶¨| G j‡¶¨ eZ©gvb miKvi wbijmfv‡e KvR K‡i hv‡”Q| gvbm¤úbœ Jla I myjf 
g~‡j¨ Jla cÖvwß wbwðZ Kiv ̄ ^v¯’¨ †mev cÖ`v‡bi GKwU Ab¨Zg Abyl½ †h Kvi‡Y eZ©gvb miKvi Jla cÖkvmb I Jla †m±‡ii Dbœq‡b bvbvwea 
Dbœqbg~jK Kg©KvÛ B‡Zvg‡a¨ ev¯Íevqb K‡i‡Q| d‡j †`‡ki RbM‡Yi wbKU myjfg~‡j¨ Jla cÖvwß wbwðZ n‡q‡Q| eZ©gvb miKv‡ii mwµq 
mn‡hvwMZvq weMZ GK eQ‡i Jla cÖkvmb Awa`ß‡ii wewfbœ †¶‡Î AwR©Z mvd‡j¨i wPÎ Zz‡j aiv njt

9.1 Jla Drcv`‡b ¯^qsm¤ú~Y©Zv AR©b I ißvwbt
†`kxq Pvwn`vi kZKiv cÖvq 98 fvM Jla eZ©gv‡b ¯’vbxqfv‡e Drcvw`Z n‡”Q Ges BD‡ivc, Av‡gwiKvmn we‡k¦i 150 wUi I †ewk †`‡k 
ißvwb n‡”Q| miKv‡ii wewfbœ D‡`¨v‡Mi d‡j Jla Drcv`b Ges ißvwbi cwigvY DË‡ivËi e„w× cv‡”Q|
weMZ erm‡ii Jla ißvwbi cwimsL¨vbt

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|
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9.2| wek¦gv‡bi Jla Drcv`‡bi m¶gZvt
evsjv‡`k GLb wek¦gv‡bi Jla Drcv`‡b m¶g| †`‡k eZ©gv‡b cÖvq mKj †Wv‡Rm d‡g©i Jlamn D”P cÖhyw³i Jla h_v-f¨vw·b, Bbmywjb, 
G¨vw›U-K¨vÝvi RvZxq Jla BZ¨vw` Drcvw`Z n‡”Q| Jl‡ai ißvwb e„w×i j‡¶¨ wewfbœ D‡`¨vM MÖnY Kiv n‡”Q †hgb-we‡`‡k Aew¯’Z 
evsjv‡`k `~Zvev‡mi m‡½ †hvMv‡hvM Kiv Ges evsjv‡`k Jla wkí mwgwZi mv‡_ †hŠ_fv‡e wewfbœ †`‡k evsjv‡`k dvg©vwmDwUK¨vjm †gjv 
Av‡qvRbmn wewfbœ †mwgbvi Kivi D‡`¨vM MÖnY Ges wek¦ evRv‡i evsjv‡`‡ki Jla cÖmv‡ii D‡`¨vM MÖnY Kiv n‡”Q|

9.3| GwcAvB cvK©t
†`‡k Jl‡ai KuvPvgvj Drcv`bc~e©K g¨vbyd¨vKPvwis G ¯^qsm¤ú~Y© Kivi wbwgË MRvwiqv, gywÝM‡Ä GKwU GwcAvB cvK© wbg©vY Kiv n‡q‡Q| D³ 
cÖK‡í †gvU 44 wU cøU Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K eivÏ cÖ`vb Kiv n‡q‡Q| GwcAvB cv‡K© B‡Zvg‡a¨ 03 wU cÖwZôvb GwcAvB 
Drcv`b ïiæ K‡i‡Q Ges kxNªB Av‡iv wKQz cÖwZôvb Kvh©µg ïiæ Ki‡e| GwcAvB cvK©wU‡Z mKj cÖwZôvb c~Y©iƒ‡c Pvjy n‡j Jl‡ai KuvPvgvj 
Drcv`‡b †`‡ki Pvwn`v wgwU‡q Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K we‡`‡k ißvwb Kiv m¤¢e n‡e| Jla cÖkvmb Awa`ßi G †¶‡Î 
GwcAvB Drcv`bKvix cÖwZôvb¸‡jv‡K m‡e©v”P mnvqZv cÖ`vb Ki‡Q|

9.4| b¨vkbvj K‡›Uªvj j¨ve‡iUix‡K AvšÍR©vwZK gv‡b DbœxZKiYt
Jl‡ai cixÿv I we‡køl‡Yi myweavw` m„wói j‡ÿ¨ Jla cÖkvmb Awa`ß‡ii Aaxb National Drug Control Laboratory (NDCL) Gi Drug 
Testing Wing Ges Vaccine Testing Wing Gi AeKvVv‡gv Dbœqbmn Ges AZ¨vaywbK hš¿cvwZ ¯’vc‡bi gva¨‡g AvšÍRv©wZK gv‡b DbœxZ 
n‡q‡Q| GiB avivevwnKZvq ch©vqµ‡g D³ j¨ve‡iUix wewfbœ RvZxq I AvšÍR©vwZK ms¯’v KZ©„K GwµwW‡Ukb mb` †c‡q‡Q|
1. Bangladesh Accreditation Board (BAB) Gi GwµwW‡Ukb AR©b - 2017 t Bangladesh Accreditation Board (BAB) KZ©„K 

National Drug Control Laboratory Gi Microbiology Laboratory 2017 mv‡j ISO/IEC 17025:2005 cÖ_g GwµwW‡Ukb mb`cÖvß 
n‡q‡Q| cieZ©x‡Z, D³ GwµwW‡Ukb ISO ÷¨vÛvW© Abyhvqx ISO/IEC 17025:2017 †Z DbœxZ K‡i‡Q|

2. ANAB Accreditation-2018: National Drug Control Laboratory Gi Drug Wing 2018 mv‡j ANSI (American National 
Standards Institute) National Accreditation Board (ANAB), USA KZ©„K ISO/IEC 17025:2017 GwµwW‡Ukb mb`cÖvß n‡q‡Q| 
cieZ©x‡Z cÖwZ ermi avivevwnKfv‡e Ges mvd‡j¨i mv‡_ Surveillance m¤úbœc~e©K Test Scope Gi msL¨v e„w×  †c‡q‡Q|

3. WHO Prequalification-2020: gvP©-2020 G National Drug Control Laboratory- wek^ ¯^v¯’¨ ms¯’v KZ…©K WªvM †Uw÷s Gi Rb¨ Pre 
- Qualification gh©v`v AR©b K‡i‡Q|

AvšÍRv©wZK gv‡bi †U÷ G mvdj¨ AR©bt
Proficiency Test (PT), Inter-laboratory Testing (ILT)/ External Quality Assurance Assessment Scheme (EQAAS) by WHO, 
National Drug Control Laboratory G ch©šÍ wewfbœ AvšÍRv©wZK ms¯’v KZ©„K Av‡qvwRZ Proficiency Test (PT) Inter-laboratory Testing 
(ILT)/External Quality Assurance Assessment Scheme (EQAAS) by WHO G wbqwgZ AskMÖnY K‡i‡Q Ges cÖvq 100 †U‡ó Ask MÖnY 
K‡i mdjfv‡e DËxY© n‡q‡Q (mvd‡j¨i nvi cÖvq kZfvM)|

f¨vKwmb †U‡÷i wbwgË WHO Maturity Level-3 AR©‡b Rb¨ Pjgvb Kvh©µgt
RyjvB 2021 National Drug Control Laboratory Vaccine Testing Gi ML-3 (Maturity Level-3) AR©‡bi Rb¨ Formal Assessment  
m¤úbœ n‡q‡Q|

f¨vKwmb †U‡÷i mÿgZv e„w×i Rb¨ B‡Zvg‡a¨ wewfbœ Kvh©µg m¤úbœ n‡q‡Q| f¨vKwmb †U÷ Kvh©µg †Rvi`vi Kivi Rb¨ BAviwcwc KZ…©K 
ev¯Íevqbvaxb cÖKíwU m¤úbœ n‡q‡Q| cÖKíwU ev¯Íevq‡bi d‡j GbwWwmGj Gi f¨vKwmb †U‡÷i mÿgZv e„w× †c‡q‡Q| eZ©gv‡b GbwWwmGj 
†`‡k Drcvw`Z mg¯Í f¨vKwm†bi †U‡ói mÿgZv AR©b K‡i‡Q|

Animal Laboratory:
f¨vKwmb †U‡÷i Rb¨ Animal House Gi AvaywbKvqbmn National Drug Control Laboratory Gi Animal Testing Laboratory †Z 
f¨vKwm‡bi In Vivo †Uwós e¨e¯’v Pvjy Kiv n‡q‡Q|

†gwW‡Kj wWfvBm j¨ve‡iUixt
National Drug Control Laboratory †Z gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB cixÿvi Rb¨ †gwW‡Kj wWfvBm j¨ve‡iUix ¯’vcb Kiv n‡q‡Q| D³ 
j¨v‡e gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB †U‡÷i e¨e¯’v Pvjy Kiv n‡q‡Q| Medical Oxygen Test Rb¨ h_vh_ e¨e¯’v †bIqv n‡q‡Q| National 
Drug Control Laboratory (NDCL) Gi DwjøwLZ AR©‡bi d‡j Jl‡ai AvšÍR©vwZK gv‡bi cixÿv I we‡køl‡Yi †ÿ‡Î Av¯’v AR©b K‡i‡Q| 
G‡Z K‡i Jl‡ai ¸bv¸b we‡køl‡Yi gva¨‡g SF Medicines (Substandard and Falsified Medicines), Medical Device) mbv³Kivi †ÿ‡Î 
¸iæZ¡c~Y© f‚wgKv ivL‡Q|

†UªwWkbvj †gwWwmb j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii mßg Zjvq AvaywbK hš¿cvwZmn †UªwWkbvj †gwWwmb j¨ve ¯’vcb Kiv n‡q‡Q| D³ j¨ve‡iUix‡Z UªvwWkbvj 
†gwWwm‡bi mg¯Í bgybv cix¶v I we‡kølY Pvjy n‡q‡Q|

Km‡gwUKm& j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii Aóg Zjvq AvaywbK hš¿cvwZmn Km‡gwUKm& j¨ve ¯’vcb Kiv n‡q‡Q|

cÖwkÿY cÖ`vbt
wewfbœ ms¯’vi Aby‡iv‡a Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) wewfbœ wel‡qi Dci cÖwkÿY cÖ`vb K‡i 
_v‡K| G ch©šÍ Bangladesh University of Engineering and Technology (BUET) Gi PviwU e¨v‡Pi cÖwkÿYv_©x‡`i cÖwkÿY mdjfv‡e 
m¤úbœ K‡i cÖwk¶b mb` cÖ`vb Kiv n‡q‡Q|

wewfbœ AvšÍR©vwZK Kg©Kv‡Û Ask MÖnYt
1. WHO Benchmarking: Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO KZ©„K Av‡qvwRZ 

Benchmarking G WHO GBT Assessor wn‡m‡e Ask MÖnY K‡i _v‡Kb|
2. WHO Expert Advisory Panel: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Expert Advisory Panel for 

International Pharmacopoeia and Pharmaceutical Preparations Gi m`m¨ wn‡m‡e AvšÍR©vwZK cwigÛ‡j wek^ ¯^v¯’¨ ms¯’v KZ…©K 
Av‡qvwRZ wewfbœ Kvh©µ‡g cÖwZwbwaZ¡ K‡i _v‡K|

3. WHO Temporary Advisor: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Gi Temporary Advisor wn‡m‡e 
wek^ ¯^v¯’¨ ms¯’v KZ…©K Av‡qvwRZ wewfbœ mfv mwgwZ/IqvK©k‡c AskMÖnY K‡i wewfbœ wel‡q gZvgZ cÖ`vb K‡i _v‡Kb|

4. South East Asian Regulatory Network (SEARN):  SEARN Gi Working Group Gi Chairman wn‡m‡e wewfbœ mfv/IqvK©k‡c 
cÖwZwbwaZ¡ K‡i wewfbœ Scientific Document/Report/Guideline/WHO TRS BZ¨vw` ˆZix‡Z Ae`vb †i‡L Pj‡Q|

G Qvov NDCL Gi Kg©KZ©v SEARN Gi Working Group Gi Rapporteur wn‡m‡eI `vwqZ¡ cvjb Kivi AwfÁZv i‡q‡Q|

9.5 WHO Maturity Level 3 (ML3):
wek¦ ¯^v¯’¨ ms¯’vi w`Kwb‡`©kbv Abyhvqx GKwU Kvh©Ki Jla wbqš¿YKvix KZ©…c‡¶i 9wU dvskb KvR K‡i _v‡K| dvskb¸‡jv n‡”Q-
1. National Regulatory System (NRS) 
2. Registration and Marketing Authorization (MA)
3. Pharmacovigilance (VL)
4. Market Surveillance and Control (MC)
5. Licensing Premises (LI) 
6. Regulatory Inspection (RI) 
7. Laboratory Access and Testing (LA) 

8. Clinical Trial’s Oversight (CT) 
9. NRA Lot Release (LR)

Jla cÖkvmb Awa`ßi WHO Maturity Level-3 AR©‡bi j‡¶¨ 2023 mv‡j WHO mn Ab¨vb¨ Dbœqb mn‡hvMx (WHO, USAID, USP, 
MSH) cÖwZôv‡bi Ask MÖn‡Y `yBwU 5-Year strategic plan (2016-2022), (2022-2023) cÖYqb K‡i‡Q Ges †m Abyhvqx Kvh©µg m¤úv`b Kiv 
n‡”Q|  D³ cøvb Abymv‡i GB 9 wU dvskb Gi Dci wfwË K‡i Jla cÖkvmb Awa`ß‡i 9 wU †mj MVb Kiv n‡q‡Q|
AvšÍR©vwZK cwigÛ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ cvIqvi Rb¨ DwjøwLZ cÖwZwU dvskb 
h_vh_fv‡e Kvh©Ki _vK‡Z n‡e| Jla cÖkvmb Awa`ßi WHO Maturity Level -3 AR©‡bi j‡¶¨ cÖ‡qvRbxq MvBWjvBb, GmIwc (SOP) 
ˆZix I cÖYqb K‡i †mfv‡e Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.1 National Regulatory Szstem (NRS):
Jla cÖkvmb Awa`ß‡ii National Regulatory System (NRS) AvBb, gvbem¤ú`, AeKvVv‡gv, jwRw÷Km, cÖwk¶Y wel‡q mnvqZv cÖ`vb 
K‡i Ges Awa`ß‡ii Af¨šÍixY I evwn¨K Kvh©µg mgš^q mva‡bi wbwg‡Ë KvR K‡i hv‡”Q|
Jla cÖkvmb Awa`ßi-Gi 5-Year Strategic Plan (2022-2026) ev¯Íevq‡bi wbwgË Action Plan Monitoring KwgwU KZ©…K cÖwZ eQi Action 
Plan cÖYqb K‡i Avm‡Q| NRS cÖ‡qvRbxq SOP Ges Guidelines ˆZwi I Avc‡W‡Ui KvR K‡i hv‡”Q| cÖYxZ  Procedure for Competency 
Assessment, performance evaluation, and staff appraisal SOP Abymv‡i Jla cÖkvmb Awa`ß‡ii wefvMxq Ges †Rjv ch©vqmn mKj 
Kg©KZ©vi Kg©`¶Zv g~j¨vqb Kvh©µg m¤úbœ n‡q‡Q| Competency Assessment Abymv‡i Kg©KZ©v‡`i `¶Zv e„w×i Rb¨ cÖwk¶Y Kvh©µgmn 
Ab¨vb¨ c`‡¶c MÖnY Kiv n‡q‡Q| GiB avivevwnKZvq 06/02/2025 Zvwi‡L National Regulatory Szstem (NRS) cÖYxZ SOP  
(NRA-RS-029) welqK Ges 16/03/2025 Zvwi‡L Procedure for the preparation, approval, and control of Standard Operating 
Procedures  (NRS-RS-001)  I Procedure for selection of external experts for different expert/ advisory/ technical committee 
(NRA-RS-020) SOP welqK cÖwk¶Y cÖ`vb Kiv n‡q‡Q|
GQvovI WHO ML3 AR©‡bi j‡¶¨ Jla cÖkvmb Awa`ß‡ii 24/04/2025 - 04/05/2025 ch©šÍ 9wU dvsk‡bi m`m¨‡`i wewfbœ e¨v‡P 
WHO cGBT m¤úwK©Z cÖwk¶Y m¤úbœ n‡q‡Q|
National Regulatory System (NRS) Gi SOP Procedure for selection of external experts for different expert/advisory/technical 
committee (SOP No.: NRA-RS-020) Abymv‡i GB wewfbœ External Expert Committee m`m¨‡`i Confidentiality Undertaking Ges 
Declaration of Interest MÖnY m¤úbœ n‡q‡Q|
Dbœqb mn‡hvMx †eUvi †nj_ Bb (BHB) evsjv‡`‡ki mn‡hvwMZvq evsjv‡`‡ki Jl‡ai †`vKv‡bi gvb Dbœq‡bi j‡¶¨ g‡Wj dv‡g©mx I g‡Wj 
†gwWwmb kc G‡µwW‡Ukb MvBWjvBb cÖYqb m¤úbœ n‡q‡Q|
GQvovI WHO Gi mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve b¨vkbvj Awdm mg~‡ni m¶gZv e„w×Ki‡Yi KvR Ae¨vnZ i‡q‡Q|
m‡e©vcwi, National Regulatory System (NRS) dvskbwU Jla cÖkvmb Awa`ßi‡K Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e cÖwZwôZ Kivi 
j‡¶¨ wbimj fv‡e KvR K‡i hv‡”Q|

†KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi D‡jøL‡hvM¨ Kvh©µg mg~nt
Directorate General of Drug Administration Gi †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Kvh©µg n‡jv National Regulatory System 
(NRS) Gi AšÍf©z³ GKwU msMwVZ cÖwµqv hv  AvšÍR©vwZK gvb`Û Abymv‡i Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi ¸YMZ gvb wbwðZ Ki‡Z Ges 
wbqš¿‡Y mvnvh¨ K‡i|
K) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi mvwe©K ZË¡veav‡b Top Management Gi Dcw¯’wZ‡Z cÖwZ eQi  AšÍZ 02 evi  Management 
Review Meeting m¤úbœ Kiv nq| D³ Meeting G Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi mvwe©K AMÖMwZ, ev¯Íevq‡bi P¨v‡jÄ, fwel¨r 
Kg©cwiKíbv BZ¨vw` wel‡q wm×všÍ MÖnY Kiv nq|
L) AvšÍR©vwZK cwigÐ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wnmv‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ Ges ML-3 AR©‡bi wbwgË cÖwZwU 
dvsk‡bi KvR h_vh_ fv‡e cwiPvjbv Kiv nq wKbv Zv gwbUi Kivi Rb¨ wbqwgZ Internal Audit cwiPvjbv Kiv nq|  GQvovI WHO Gi 
mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve -Awdm mg~‡ni m¶gZv e„w×Ki‡Yi wbwg‡Ë ÒStrengthening and Capacity Building at DGDA 
sub-officesÓ kxl©K cÖK‡íi  AvIZvq BwZg‡a¨ 24 wU wefvMxq I †Rjv ch©v‡qi Awd‡m AwWU Kvh©µg m¤úbœ Kiv n‡q‡Q| GQvov cÖwZ eQi 
GKevi  Internationally Certified cÖwZôvb Øviv  External Audit cwiPvjbv Kiv nq|
M) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) WHO ML-3 AR©‡bi j‡¶¨ Quality Manual, Quality Objective and Quality Policy cÖbqY 
Kiv, cÖ‡qvRbxq SOP Ges Guidelines ˆZwi, SOP mgyn Aby‡gv`b Kiv I Avc‡W‡Ui KvR  QMS wbqwgZfv‡e K‡i hv‡”Q| Archaival 
Management Systeme Gi gva¨‡g mg¯Í WKz‡g‡›Ui mwVK msi¶Y, Avc‡WU Ges wbqš¿Y wbwðZ Kiv, Employee Training SOP Gi gva¨‡g 

Training Plan Abyhvqx Jla cÖkvmb Awa`ß‡ii mKj ch©v‡qi Kg©KZ©v I Kg©Pvix‡`i `vßwiK Kv‡R `¶Zv e„w×i wbwgË cÖkvmwbK, 
†UKwbK¨vj, AvBb msµvšÍ, 9 dvskb mswkøó SOP, Guideline, mn wewfbœ wel‡qi Dci cÖwk¶Y Kg©kvjvi Av‡qvRb Kiv, cÖ‡Z¨K Kg©KZ©vi 
I Kg©Pvixi Rules and Responsibility Abyhvqx Job Description cÖYqb Kiv, Stakeholder †`i mgš^‡q Customer Satisfaction Survay 
Gi Kvh©µg cwiPvjbv Kiv mn wewfbœ Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.2 Registration and Marketing Authorization (MA)
†iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvsk‡bi D‡jøL‡hvM¨ Kvh©µg
Jla cÖkvmb Awa`ß‡ii †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvskb ¯’vbxqfv‡e Drcvw`Z I Avg`vbxK…Z f¨vKwmb I ev‡qvjwRK¨vj 
†cÖvWv‡±i †Wvwmqvi g~j¨vqbc~e©K †iwR‡÷ªkb cÖ`vb, gv‡K©wUs A_ivB‡Rkb mb` cÖ`vb, gv‡K©wUs A_ivB‡Rkb/ †iwR‡÷ªkb bevqb, 
f¨vwi‡qkb Aby‡gv`b Kivmn bvbvwea Kvh©µg m¤úbœ K‡i _v‡K| 2023-24 I 2024-25 A_©eQ‡i †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb 
wWcvU©‡g‡›Ui †iwR‡÷ªkb cÖ`vb I bevqb msµvšÍ Kvh©µ‡gi Z_¨vw` wb‡gœ Dc¯’vcb Kiv njt

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

µwgK bs A_© eQi Aby‡gvw`Z ißvwbi 
cwigvY ( UvKvq) 

01 2020-2021 61,19,08,71,908/- 
02 2021-2022 67,15,25,60,379/- 
03 2022-2023 93,47,06,97,951/- 
04 2023-2024 24,562,690,793/- 
05 2024-2025 29,374,614,433/- 
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9.2| wek¦gv‡bi Jla Drcv`‡bi m¶gZvt
evsjv‡`k GLb wek¦gv‡bi Jla Drcv`‡b m¶g| †`‡k eZ©gv‡b cÖvq mKj †Wv‡Rm d‡g©i Jlamn D”P cÖhyw³i Jla h_v-f¨vw·b, Bbmywjb, 
G¨vw›U-K¨vÝvi RvZxq Jla BZ¨vw` Drcvw`Z n‡”Q| Jl‡ai ißvwb e„w×i j‡¶¨ wewfbœ D‡`¨vM MÖnY Kiv n‡”Q †hgb-we‡`‡k Aew¯’Z 
evsjv‡`k `~Zvev‡mi m‡½ †hvMv‡hvM Kiv Ges evsjv‡`k Jla wkí mwgwZi mv‡_ †hŠ_fv‡e wewfbœ †`‡k evsjv‡`k dvg©vwmDwUK¨vjm †gjv 
Av‡qvRbmn wewfbœ †mwgbvi Kivi D‡`¨vM MÖnY Ges wek¦ evRv‡i evsjv‡`‡ki Jla cÖmv‡ii D‡`¨vM MÖnY Kiv n‡”Q|

9.3| GwcAvB cvK©t
†`‡k Jl‡ai KuvPvgvj Drcv`bc~e©K g¨vbyd¨vKPvwis G ¯^qsm¤ú~Y© Kivi wbwgË MRvwiqv, gywÝM‡Ä GKwU GwcAvB cvK© wbg©vY Kiv n‡q‡Q| D³ 
cÖK‡í †gvU 44 wU cøU Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K eivÏ cÖ`vb Kiv n‡q‡Q| GwcAvB cv‡K© B‡Zvg‡a¨ 03 wU cÖwZôvb GwcAvB 
Drcv`b ïiæ K‡i‡Q Ges kxNªB Av‡iv wKQz cÖwZôvb Kvh©µg ïiæ Ki‡e| GwcAvB cvK©wU‡Z mKj cÖwZôvb c~Y©iƒ‡c Pvjy n‡j Jl‡ai KuvPvgvj 
Drcv`‡b †`‡ki Pvwn`v wgwU‡q Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K we‡`‡k ißvwb Kiv m¤¢e n‡e| Jla cÖkvmb Awa`ßi G †¶‡Î 
GwcAvB Drcv`bKvix cÖwZôvb¸‡jv‡K m‡e©v”P mnvqZv cÖ`vb Ki‡Q|

9.4| b¨vkbvj K‡›Uªvj j¨ve‡iUix‡K AvšÍR©vwZK gv‡b DbœxZKiYt
Jl‡ai cixÿv I we‡køl‡Yi myweavw` m„wói j‡ÿ¨ Jla cÖkvmb Awa`ß‡ii Aaxb National Drug Control Laboratory (NDCL) Gi Drug 
Testing Wing Ges Vaccine Testing Wing Gi AeKvVv‡gv Dbœqbmn Ges AZ¨vaywbK hš¿cvwZ ¯’vc‡bi gva¨‡g AvšÍRv©wZK gv‡b DbœxZ 
n‡q‡Q| GiB avivevwnKZvq ch©vqµ‡g D³ j¨ve‡iUix wewfbœ RvZxq I AvšÍR©vwZK ms¯’v KZ©„K GwµwW‡Ukb mb` †c‡q‡Q|
1. Bangladesh Accreditation Board (BAB) Gi GwµwW‡Ukb AR©b - 2017 t Bangladesh Accreditation Board (BAB) KZ©„K 

National Drug Control Laboratory Gi Microbiology Laboratory 2017 mv‡j ISO/IEC 17025:2005 cÖ_g GwµwW‡Ukb mb`cÖvß 
n‡q‡Q| cieZ©x‡Z, D³ GwµwW‡Ukb ISO ÷¨vÛvW© Abyhvqx ISO/IEC 17025:2017 †Z DbœxZ K‡i‡Q|

2. ANAB Accreditation-2018: National Drug Control Laboratory Gi Drug Wing 2018 mv‡j ANSI (American National 
Standards Institute) National Accreditation Board (ANAB), USA KZ©„K ISO/IEC 17025:2017 GwµwW‡Ukb mb`cÖvß n‡q‡Q| 
cieZ©x‡Z cÖwZ ermi avivevwnKfv‡e Ges mvd‡j¨i mv‡_ Surveillance m¤úbœc~e©K Test Scope Gi msL¨v e„w×  †c‡q‡Q|

3. WHO Prequalification-2020: gvP©-2020 G National Drug Control Laboratory- wek^ ¯^v¯’¨ ms¯’v KZ…©K WªvM †Uw÷s Gi Rb¨ Pre 
- Qualification gh©v`v AR©b K‡i‡Q|

AvšÍRv©wZK gv‡bi †U÷ G mvdj¨ AR©bt
Proficiency Test (PT), Inter-laboratory Testing (ILT)/ External Quality Assurance Assessment Scheme (EQAAS) by WHO, 
National Drug Control Laboratory G ch©šÍ wewfbœ AvšÍRv©wZK ms¯’v KZ©„K Av‡qvwRZ Proficiency Test (PT) Inter-laboratory Testing 
(ILT)/External Quality Assurance Assessment Scheme (EQAAS) by WHO G wbqwgZ AskMÖnY K‡i‡Q Ges cÖvq 100 †U‡ó Ask MÖnY 
K‡i mdjfv‡e DËxY© n‡q‡Q (mvd‡j¨i nvi cÖvq kZfvM)|

f¨vKwmb †U‡÷i wbwgË WHO Maturity Level-3 AR©‡b Rb¨ Pjgvb Kvh©µgt
RyjvB 2021 National Drug Control Laboratory Vaccine Testing Gi ML-3 (Maturity Level-3) AR©‡bi Rb¨ Formal Assessment  
m¤úbœ n‡q‡Q|

f¨vKwmb †U‡÷i mÿgZv e„w×i Rb¨ B‡Zvg‡a¨ wewfbœ Kvh©µg m¤úbœ n‡q‡Q| f¨vKwmb †U÷ Kvh©µg †Rvi`vi Kivi Rb¨ BAviwcwc KZ…©K 
ev¯Íevqbvaxb cÖKíwU m¤úbœ n‡q‡Q| cÖKíwU ev¯Íevq‡bi d‡j GbwWwmGj Gi f¨vKwmb †U‡÷i mÿgZv e„w× †c‡q‡Q| eZ©gv‡b GbwWwmGj 
†`‡k Drcvw`Z mg¯Í f¨vKwm†bi †U‡ói mÿgZv AR©b K‡i‡Q|

Animal Laboratory:
f¨vKwmb †U‡÷i Rb¨ Animal House Gi AvaywbKvqbmn National Drug Control Laboratory Gi Animal Testing Laboratory †Z 
f¨vKwm‡bi In Vivo †Uwós e¨e¯’v Pvjy Kiv n‡q‡Q|

†gwW‡Kj wWfvBm j¨ve‡iUixt
National Drug Control Laboratory †Z gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB cixÿvi Rb¨ †gwW‡Kj wWfvBm j¨ve‡iUix ¯’vcb Kiv n‡q‡Q| D³ 
j¨v‡e gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB †U‡÷i e¨e¯’v Pvjy Kiv n‡q‡Q| Medical Oxygen Test Rb¨ h_vh_ e¨e¯’v †bIqv n‡q‡Q| National 
Drug Control Laboratory (NDCL) Gi DwjøwLZ AR©‡bi d‡j Jl‡ai AvšÍR©vwZK gv‡bi cixÿv I we‡køl‡Yi †ÿ‡Î Av¯’v AR©b K‡i‡Q| 
G‡Z K‡i Jl‡ai ¸bv¸b we‡køl‡Yi gva¨‡g SF Medicines (Substandard and Falsified Medicines), Medical Device) mbv³Kivi †ÿ‡Î 
¸iæZ¡c~Y© f‚wgKv ivL‡Q|

†UªwWkbvj †gwWwmb j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii mßg Zjvq AvaywbK hš¿cvwZmn †UªwWkbvj †gwWwmb j¨ve ¯’vcb Kiv n‡q‡Q| D³ j¨ve‡iUix‡Z UªvwWkbvj 
†gwWwm‡bi mg¯Í bgybv cix¶v I we‡kølY Pvjy n‡q‡Q|

Km‡gwUKm& j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii Aóg Zjvq AvaywbK hš¿cvwZmn Km‡gwUKm& j¨ve ¯’vcb Kiv n‡q‡Q|

cÖwkÿY cÖ`vbt
wewfbœ ms¯’vi Aby‡iv‡a Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) wewfbœ wel‡qi Dci cÖwkÿY cÖ`vb K‡i 
_v‡K| G ch©šÍ Bangladesh University of Engineering and Technology (BUET) Gi PviwU e¨v‡Pi cÖwkÿYv_©x‡`i cÖwkÿY mdjfv‡e 
m¤úbœ K‡i cÖwk¶b mb` cÖ`vb Kiv n‡q‡Q|

wewfbœ AvšÍR©vwZK Kg©Kv‡Û Ask MÖnYt
1. WHO Benchmarking: Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO KZ©„K Av‡qvwRZ 

Benchmarking G WHO GBT Assessor wn‡m‡e Ask MÖnY K‡i _v‡Kb|
2. WHO Expert Advisory Panel: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Expert Advisory Panel for 

International Pharmacopoeia and Pharmaceutical Preparations Gi m`m¨ wn‡m‡e AvšÍR©vwZK cwigÛ‡j wek^ ¯^v¯’¨ ms¯’v KZ…©K 
Av‡qvwRZ wewfbœ Kvh©µ‡g cÖwZwbwaZ¡ K‡i _v‡K|

3. WHO Temporary Advisor: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Gi Temporary Advisor wn‡m‡e 
wek^ ¯^v¯’¨ ms¯’v KZ…©K Av‡qvwRZ wewfbœ mfv mwgwZ/IqvK©k‡c AskMÖnY K‡i wewfbœ wel‡q gZvgZ cÖ`vb K‡i _v‡Kb|

4. South East Asian Regulatory Network (SEARN):  SEARN Gi Working Group Gi Chairman wn‡m‡e wewfbœ mfv/IqvK©k‡c 
cÖwZwbwaZ¡ K‡i wewfbœ Scientific Document/Report/Guideline/WHO TRS BZ¨vw` ˆZix‡Z Ae`vb †i‡L Pj‡Q|

G Qvov NDCL Gi Kg©KZ©v SEARN Gi Working Group Gi Rapporteur wn‡m‡eI `vwqZ¡ cvjb Kivi AwfÁZv i‡q‡Q|

9.5 WHO Maturity Level 3 (ML3):
wek¦ ¯^v¯’¨ ms¯’vi w`Kwb‡`©kbv Abyhvqx GKwU Kvh©Ki Jla wbqš¿YKvix KZ©…c‡¶i 9wU dvskb KvR K‡i _v‡K| dvskb¸‡jv n‡”Q-
1. National Regulatory System (NRS) 
2. Registration and Marketing Authorization (MA)
3. Pharmacovigilance (VL)
4. Market Surveillance and Control (MC)
5. Licensing Premises (LI) 
6. Regulatory Inspection (RI) 
7. Laboratory Access and Testing (LA) 

8. Clinical Trial’s Oversight (CT) 
9. NRA Lot Release (LR)

Jla cÖkvmb Awa`ßi WHO Maturity Level-3 AR©‡bi j‡¶¨ 2023 mv‡j WHO mn Ab¨vb¨ Dbœqb mn‡hvMx (WHO, USAID, USP, 
MSH) cÖwZôv‡bi Ask MÖn‡Y `yBwU 5-Year strategic plan (2016-2022), (2022-2023) cÖYqb K‡i‡Q Ges †m Abyhvqx Kvh©µg m¤úv`b Kiv 
n‡”Q|  D³ cøvb Abymv‡i GB 9 wU dvskb Gi Dci wfwË K‡i Jla cÖkvmb Awa`ß‡i 9 wU †mj MVb Kiv n‡q‡Q|
AvšÍR©vwZK cwigÛ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ cvIqvi Rb¨ DwjøwLZ cÖwZwU dvskb 
h_vh_fv‡e Kvh©Ki _vK‡Z n‡e| Jla cÖkvmb Awa`ßi WHO Maturity Level -3 AR©‡bi j‡¶¨ cÖ‡qvRbxq MvBWjvBb, GmIwc (SOP) 
ˆZix I cÖYqb K‡i †mfv‡e Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.1 National Regulatory Szstem (NRS):
Jla cÖkvmb Awa`ß‡ii National Regulatory System (NRS) AvBb, gvbem¤ú`, AeKvVv‡gv, jwRw÷Km, cÖwk¶Y wel‡q mnvqZv cÖ`vb 
K‡i Ges Awa`ß‡ii Af¨šÍixY I evwn¨K Kvh©µg mgš^q mva‡bi wbwg‡Ë KvR K‡i hv‡”Q|
Jla cÖkvmb Awa`ßi-Gi 5-Year Strategic Plan (2022-2026) ev¯Íevq‡bi wbwgË Action Plan Monitoring KwgwU KZ©…K cÖwZ eQi Action 
Plan cÖYqb K‡i Avm‡Q| NRS cÖ‡qvRbxq SOP Ges Guidelines ˆZwi I Avc‡W‡Ui KvR K‡i hv‡”Q| cÖYxZ  Procedure for Competency 
Assessment, performance evaluation, and staff appraisal SOP Abymv‡i Jla cÖkvmb Awa`ß‡ii wefvMxq Ges †Rjv ch©vqmn mKj 
Kg©KZ©vi Kg©`¶Zv g~j¨vqb Kvh©µg m¤úbœ n‡q‡Q| Competency Assessment Abymv‡i Kg©KZ©v‡`i `¶Zv e„w×i Rb¨ cÖwk¶Y Kvh©µgmn 
Ab¨vb¨ c`‡¶c MÖnY Kiv n‡q‡Q| GiB avivevwnKZvq 06/02/2025 Zvwi‡L National Regulatory Szstem (NRS) cÖYxZ SOP  
(NRA-RS-029) welqK Ges 16/03/2025 Zvwi‡L Procedure for the preparation, approval, and control of Standard Operating 
Procedures  (NRS-RS-001)  I Procedure for selection of external experts for different expert/ advisory/ technical committee 
(NRA-RS-020) SOP welqK cÖwk¶Y cÖ`vb Kiv n‡q‡Q|
GQvovI WHO ML3 AR©‡bi j‡¶¨ Jla cÖkvmb Awa`ß‡ii 24/04/2025 - 04/05/2025 ch©šÍ 9wU dvsk‡bi m`m¨‡`i wewfbœ e¨v‡P 
WHO cGBT m¤úwK©Z cÖwk¶Y m¤úbœ n‡q‡Q|
National Regulatory System (NRS) Gi SOP Procedure for selection of external experts for different expert/advisory/technical 
committee (SOP No.: NRA-RS-020) Abymv‡i GB wewfbœ External Expert Committee m`m¨‡`i Confidentiality Undertaking Ges 
Declaration of Interest MÖnY m¤úbœ n‡q‡Q|
Dbœqb mn‡hvMx †eUvi †nj_ Bb (BHB) evsjv‡`‡ki mn‡hvwMZvq evsjv‡`‡ki Jl‡ai †`vKv‡bi gvb Dbœq‡bi j‡¶¨ g‡Wj dv‡g©mx I g‡Wj 
†gwWwmb kc G‡µwW‡Ukb MvBWjvBb cÖYqb m¤úbœ n‡q‡Q|
GQvovI WHO Gi mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve b¨vkbvj Awdm mg~‡ni m¶gZv e„w×Ki‡Yi KvR Ae¨vnZ i‡q‡Q|
m‡e©vcwi, National Regulatory System (NRS) dvskbwU Jla cÖkvmb Awa`ßi‡K Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e cÖwZwôZ Kivi 
j‡¶¨ wbimj fv‡e KvR K‡i hv‡”Q|

†KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi D‡jøL‡hvM¨ Kvh©µg mg~nt
Directorate General of Drug Administration Gi †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Kvh©µg n‡jv National Regulatory System 
(NRS) Gi AšÍf©z³ GKwU msMwVZ cÖwµqv hv  AvšÍR©vwZK gvb`Û Abymv‡i Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi ¸YMZ gvb wbwðZ Ki‡Z Ges 
wbqš¿‡Y mvnvh¨ K‡i|
K) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi mvwe©K ZË¡veav‡b Top Management Gi Dcw¯’wZ‡Z cÖwZ eQi  AšÍZ 02 evi  Management 
Review Meeting m¤úbœ Kiv nq| D³ Meeting G Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi mvwe©K AMÖMwZ, ev¯Íevq‡bi P¨v‡jÄ, fwel¨r 
Kg©cwiKíbv BZ¨vw` wel‡q wm×všÍ MÖnY Kiv nq|
L) AvšÍR©vwZK cwigÐ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wnmv‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ Ges ML-3 AR©‡bi wbwgË cÖwZwU 
dvsk‡bi KvR h_vh_ fv‡e cwiPvjbv Kiv nq wKbv Zv gwbUi Kivi Rb¨ wbqwgZ Internal Audit cwiPvjbv Kiv nq|  GQvovI WHO Gi 
mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve -Awdm mg~‡ni m¶gZv e„w×Ki‡Yi wbwg‡Ë ÒStrengthening and Capacity Building at DGDA 
sub-officesÓ kxl©K cÖK‡íi  AvIZvq BwZg‡a¨ 24 wU wefvMxq I †Rjv ch©v‡qi Awd‡m AwWU Kvh©µg m¤úbœ Kiv n‡q‡Q| GQvov cÖwZ eQi 
GKevi  Internationally Certified cÖwZôvb Øviv  External Audit cwiPvjbv Kiv nq|
M) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) WHO ML-3 AR©‡bi j‡¶¨ Quality Manual, Quality Objective and Quality Policy cÖbqY 
Kiv, cÖ‡qvRbxq SOP Ges Guidelines ˆZwi, SOP mgyn Aby‡gv`b Kiv I Avc‡W‡Ui KvR  QMS wbqwgZfv‡e K‡i hv‡”Q| Archaival 
Management Systeme Gi gva¨‡g mg¯Í WKz‡g‡›Ui mwVK msi¶Y, Avc‡WU Ges wbqš¿Y wbwðZ Kiv, Employee Training SOP Gi gva¨‡g 

Training Plan Abyhvqx Jla cÖkvmb Awa`ß‡ii mKj ch©v‡qi Kg©KZ©v I Kg©Pvix‡`i `vßwiK Kv‡R `¶Zv e„w×i wbwgË cÖkvmwbK, 
†UKwbK¨vj, AvBb msµvšÍ, 9 dvskb mswkøó SOP, Guideline, mn wewfbœ wel‡qi Dci cÖwk¶Y Kg©kvjvi Av‡qvRb Kiv, cÖ‡Z¨K Kg©KZ©vi 
I Kg©Pvixi Rules and Responsibility Abyhvqx Job Description cÖYqb Kiv, Stakeholder †`i mgš^‡q Customer Satisfaction Survay 
Gi Kvh©µg cwiPvjbv Kiv mn wewfbœ Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.2 Registration and Marketing Authorization (MA)
†iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvsk‡bi D‡jøL‡hvM¨ Kvh©µg
Jla cÖkvmb Awa`ß‡ii †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvskb ¯’vbxqfv‡e Drcvw`Z I Avg`vbxK…Z f¨vKwmb I ev‡qvjwRK¨vj 
†cÖvWv‡±i †Wvwmqvi g~j¨vqbc~e©K †iwR‡÷ªkb cÖ`vb, gv‡K©wUs A_ivB‡Rkb mb` cÖ`vb, gv‡K©wUs A_ivB‡Rkb/ †iwR‡÷ªkb bevqb, 
f¨vwi‡qkb Aby‡gv`b Kivmn bvbvwea Kvh©µg m¤úbœ K‡i _v‡K| 2023-24 I 2024-25 A_©eQ‡i †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb 
wWcvU©‡g‡›Ui †iwR‡÷ªkb cÖ`vb I bevqb msµvšÍ Kvh©µ‡gi Z_¨vw` wb‡gœ Dc¯’vcb Kiv njt

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|
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9.2| wek¦gv‡bi Jla Drcv`‡bi m¶gZvt
evsjv‡`k GLb wek¦gv‡bi Jla Drcv`‡b m¶g| †`‡k eZ©gv‡b cÖvq mKj †Wv‡Rm d‡g©i Jlamn D”P cÖhyw³i Jla h_v-f¨vw·b, Bbmywjb, 
G¨vw›U-K¨vÝvi RvZxq Jla BZ¨vw` Drcvw`Z n‡”Q| Jl‡ai ißvwb e„w×i j‡¶¨ wewfbœ D‡`¨vM MÖnY Kiv n‡”Q †hgb-we‡`‡k Aew¯’Z 
evsjv‡`k `~Zvev‡mi m‡½ †hvMv‡hvM Kiv Ges evsjv‡`k Jla wkí mwgwZi mv‡_ †hŠ_fv‡e wewfbœ †`‡k evsjv‡`k dvg©vwmDwUK¨vjm †gjv 
Av‡qvRbmn wewfbœ †mwgbvi Kivi D‡`¨vM MÖnY Ges wek¦ evRv‡i evsjv‡`‡ki Jla cÖmv‡ii D‡`¨vM MÖnY Kiv n‡”Q|

9.3| GwcAvB cvK©t
†`‡k Jl‡ai KuvPvgvj Drcv`bc~e©K g¨vbyd¨vKPvwis G ¯^qsm¤ú~Y© Kivi wbwgË MRvwiqv, gywÝM‡Ä GKwU GwcAvB cvK© wbg©vY Kiv n‡q‡Q| D³ 
cÖK‡í †gvU 44 wU cøU Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K eivÏ cÖ`vb Kiv n‡q‡Q| GwcAvB cv‡K© B‡Zvg‡a¨ 03 wU cÖwZôvb GwcAvB 
Drcv`b ïiæ K‡i‡Q Ges kxNªB Av‡iv wKQz cÖwZôvb Kvh©µg ïiæ Ki‡e| GwcAvB cvK©wU‡Z mKj cÖwZôvb c~Y©iƒ‡c Pvjy n‡j Jl‡ai KuvPvgvj 
Drcv`‡b †`‡ki Pvwn`v wgwU‡q Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K we‡`‡k ißvwb Kiv m¤¢e n‡e| Jla cÖkvmb Awa`ßi G †¶‡Î 
GwcAvB Drcv`bKvix cÖwZôvb¸‡jv‡K m‡e©v”P mnvqZv cÖ`vb Ki‡Q|

9.4| b¨vkbvj K‡›Uªvj j¨ve‡iUix‡K AvšÍR©vwZK gv‡b DbœxZKiYt
Jl‡ai cixÿv I we‡køl‡Yi myweavw` m„wói j‡ÿ¨ Jla cÖkvmb Awa`ß‡ii Aaxb National Drug Control Laboratory (NDCL) Gi Drug 
Testing Wing Ges Vaccine Testing Wing Gi AeKvVv‡gv Dbœqbmn Ges AZ¨vaywbK hš¿cvwZ ¯’vc‡bi gva¨‡g AvšÍRv©wZK gv‡b DbœxZ 
n‡q‡Q| GiB avivevwnKZvq ch©vqµ‡g D³ j¨ve‡iUix wewfbœ RvZxq I AvšÍR©vwZK ms¯’v KZ©„K GwµwW‡Ukb mb` †c‡q‡Q|
1. Bangladesh Accreditation Board (BAB) Gi GwµwW‡Ukb AR©b - 2017 t Bangladesh Accreditation Board (BAB) KZ©„K 

National Drug Control Laboratory Gi Microbiology Laboratory 2017 mv‡j ISO/IEC 17025:2005 cÖ_g GwµwW‡Ukb mb`cÖvß 
n‡q‡Q| cieZ©x‡Z, D³ GwµwW‡Ukb ISO ÷¨vÛvW© Abyhvqx ISO/IEC 17025:2017 †Z DbœxZ K‡i‡Q|

2. ANAB Accreditation-2018: National Drug Control Laboratory Gi Drug Wing 2018 mv‡j ANSI (American National 
Standards Institute) National Accreditation Board (ANAB), USA KZ©„K ISO/IEC 17025:2017 GwµwW‡Ukb mb`cÖvß n‡q‡Q| 
cieZ©x‡Z cÖwZ ermi avivevwnKfv‡e Ges mvd‡j¨i mv‡_ Surveillance m¤úbœc~e©K Test Scope Gi msL¨v e„w×  †c‡q‡Q|

3. WHO Prequalification-2020: gvP©-2020 G National Drug Control Laboratory- wek^ ¯^v¯’¨ ms¯’v KZ…©K WªvM †Uw÷s Gi Rb¨ Pre 
- Qualification gh©v`v AR©b K‡i‡Q|

AvšÍRv©wZK gv‡bi †U÷ G mvdj¨ AR©bt
Proficiency Test (PT), Inter-laboratory Testing (ILT)/ External Quality Assurance Assessment Scheme (EQAAS) by WHO, 
National Drug Control Laboratory G ch©šÍ wewfbœ AvšÍRv©wZK ms¯’v KZ©„K Av‡qvwRZ Proficiency Test (PT) Inter-laboratory Testing 
(ILT)/External Quality Assurance Assessment Scheme (EQAAS) by WHO G wbqwgZ AskMÖnY K‡i‡Q Ges cÖvq 100 †U‡ó Ask MÖnY 
K‡i mdjfv‡e DËxY© n‡q‡Q (mvd‡j¨i nvi cÖvq kZfvM)|

f¨vKwmb †U‡÷i wbwgË WHO Maturity Level-3 AR©‡b Rb¨ Pjgvb Kvh©µgt
RyjvB 2021 National Drug Control Laboratory Vaccine Testing Gi ML-3 (Maturity Level-3) AR©‡bi Rb¨ Formal Assessment  
m¤úbœ n‡q‡Q|

f¨vKwmb †U‡÷i mÿgZv e„w×i Rb¨ B‡Zvg‡a¨ wewfbœ Kvh©µg m¤úbœ n‡q‡Q| f¨vKwmb †U÷ Kvh©µg †Rvi`vi Kivi Rb¨ BAviwcwc KZ…©K 
ev¯Íevqbvaxb cÖKíwU m¤úbœ n‡q‡Q| cÖKíwU ev¯Íevq‡bi d‡j GbwWwmGj Gi f¨vKwmb †U‡÷i mÿgZv e„w× †c‡q‡Q| eZ©gv‡b GbwWwmGj 
†`‡k Drcvw`Z mg¯Í f¨vKwm†bi †U‡ói mÿgZv AR©b K‡i‡Q|

Animal Laboratory:
f¨vKwmb †U‡÷i Rb¨ Animal House Gi AvaywbKvqbmn National Drug Control Laboratory Gi Animal Testing Laboratory †Z 
f¨vKwm‡bi In Vivo †Uwós e¨e¯’v Pvjy Kiv n‡q‡Q|

†gwW‡Kj wWfvBm j¨ve‡iUixt
National Drug Control Laboratory †Z gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB cixÿvi Rb¨ †gwW‡Kj wWfvBm j¨ve‡iUix ¯’vcb Kiv n‡q‡Q| D³ 
j¨v‡e gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB †U‡÷i e¨e¯’v Pvjy Kiv n‡q‡Q| Medical Oxygen Test Rb¨ h_vh_ e¨e¯’v †bIqv n‡q‡Q| National 
Drug Control Laboratory (NDCL) Gi DwjøwLZ AR©‡bi d‡j Jl‡ai AvšÍR©vwZK gv‡bi cixÿv I we‡køl‡Yi †ÿ‡Î Av¯’v AR©b K‡i‡Q| 
G‡Z K‡i Jl‡ai ¸bv¸b we‡køl‡Yi gva¨‡g SF Medicines (Substandard and Falsified Medicines), Medical Device) mbv³Kivi †ÿ‡Î 
¸iæZ¡c~Y© f‚wgKv ivL‡Q|

†UªwWkbvj †gwWwmb j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii mßg Zjvq AvaywbK hš¿cvwZmn †UªwWkbvj †gwWwmb j¨ve ¯’vcb Kiv n‡q‡Q| D³ j¨ve‡iUix‡Z UªvwWkbvj 
†gwWwm‡bi mg¯Í bgybv cix¶v I we‡kølY Pvjy n‡q‡Q|

Km‡gwUKm& j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii Aóg Zjvq AvaywbK hš¿cvwZmn Km‡gwUKm& j¨ve ¯’vcb Kiv n‡q‡Q|

cÖwkÿY cÖ`vbt
wewfbœ ms¯’vi Aby‡iv‡a Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) wewfbœ wel‡qi Dci cÖwkÿY cÖ`vb K‡i 
_v‡K| G ch©šÍ Bangladesh University of Engineering and Technology (BUET) Gi PviwU e¨v‡Pi cÖwkÿYv_©x‡`i cÖwkÿY mdjfv‡e 
m¤úbœ K‡i cÖwk¶b mb` cÖ`vb Kiv n‡q‡Q|

wewfbœ AvšÍR©vwZK Kg©Kv‡Û Ask MÖnYt
1. WHO Benchmarking: Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO KZ©„K Av‡qvwRZ 

Benchmarking G WHO GBT Assessor wn‡m‡e Ask MÖnY K‡i _v‡Kb|
2. WHO Expert Advisory Panel: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Expert Advisory Panel for 

International Pharmacopoeia and Pharmaceutical Preparations Gi m`m¨ wn‡m‡e AvšÍR©vwZK cwigÛ‡j wek^ ¯^v¯’¨ ms¯’v KZ…©K 
Av‡qvwRZ wewfbœ Kvh©µ‡g cÖwZwbwaZ¡ K‡i _v‡K|

3. WHO Temporary Advisor: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Gi Temporary Advisor wn‡m‡e 
wek^ ¯^v¯’¨ ms¯’v KZ…©K Av‡qvwRZ wewfbœ mfv mwgwZ/IqvK©k‡c AskMÖnY K‡i wewfbœ wel‡q gZvgZ cÖ`vb K‡i _v‡Kb|

4. South East Asian Regulatory Network (SEARN):  SEARN Gi Working Group Gi Chairman wn‡m‡e wewfbœ mfv/IqvK©k‡c 
cÖwZwbwaZ¡ K‡i wewfbœ Scientific Document/Report/Guideline/WHO TRS BZ¨vw` ˆZix‡Z Ae`vb †i‡L Pj‡Q|

G Qvov NDCL Gi Kg©KZ©v SEARN Gi Working Group Gi Rapporteur wn‡m‡eI `vwqZ¡ cvjb Kivi AwfÁZv i‡q‡Q|

9.5 WHO Maturity Level 3 (ML3):
wek¦ ¯^v¯’¨ ms¯’vi w`Kwb‡`©kbv Abyhvqx GKwU Kvh©Ki Jla wbqš¿YKvix KZ©…c‡¶i 9wU dvskb KvR K‡i _v‡K| dvskb¸‡jv n‡”Q-
1. National Regulatory System (NRS) 
2. Registration and Marketing Authorization (MA)
3. Pharmacovigilance (VL)
4. Market Surveillance and Control (MC)
5. Licensing Premises (LI) 
6. Regulatory Inspection (RI) 
7. Laboratory Access and Testing (LA) 

8. Clinical Trial’s Oversight (CT) 
9. NRA Lot Release (LR)

Jla cÖkvmb Awa`ßi WHO Maturity Level-3 AR©‡bi j‡¶¨ 2023 mv‡j WHO mn Ab¨vb¨ Dbœqb mn‡hvMx (WHO, USAID, USP, 
MSH) cÖwZôv‡bi Ask MÖn‡Y `yBwU 5-Year strategic plan (2016-2022), (2022-2023) cÖYqb K‡i‡Q Ges †m Abyhvqx Kvh©µg m¤úv`b Kiv 
n‡”Q|  D³ cøvb Abymv‡i GB 9 wU dvskb Gi Dci wfwË K‡i Jla cÖkvmb Awa`ß‡i 9 wU †mj MVb Kiv n‡q‡Q|
AvšÍR©vwZK cwigÛ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ cvIqvi Rb¨ DwjøwLZ cÖwZwU dvskb 
h_vh_fv‡e Kvh©Ki _vK‡Z n‡e| Jla cÖkvmb Awa`ßi WHO Maturity Level -3 AR©‡bi j‡¶¨ cÖ‡qvRbxq MvBWjvBb, GmIwc (SOP) 
ˆZix I cÖYqb K‡i †mfv‡e Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.1 National Regulatory Szstem (NRS):
Jla cÖkvmb Awa`ß‡ii National Regulatory System (NRS) AvBb, gvbem¤ú`, AeKvVv‡gv, jwRw÷Km, cÖwk¶Y wel‡q mnvqZv cÖ`vb 
K‡i Ges Awa`ß‡ii Af¨šÍixY I evwn¨K Kvh©µg mgš^q mva‡bi wbwg‡Ë KvR K‡i hv‡”Q|
Jla cÖkvmb Awa`ßi-Gi 5-Year Strategic Plan (2022-2026) ev¯Íevq‡bi wbwgË Action Plan Monitoring KwgwU KZ©…K cÖwZ eQi Action 
Plan cÖYqb K‡i Avm‡Q| NRS cÖ‡qvRbxq SOP Ges Guidelines ˆZwi I Avc‡W‡Ui KvR K‡i hv‡”Q| cÖYxZ  Procedure for Competency 
Assessment, performance evaluation, and staff appraisal SOP Abymv‡i Jla cÖkvmb Awa`ß‡ii wefvMxq Ges †Rjv ch©vqmn mKj 
Kg©KZ©vi Kg©`¶Zv g~j¨vqb Kvh©µg m¤úbœ n‡q‡Q| Competency Assessment Abymv‡i Kg©KZ©v‡`i `¶Zv e„w×i Rb¨ cÖwk¶Y Kvh©µgmn 
Ab¨vb¨ c`‡¶c MÖnY Kiv n‡q‡Q| GiB avivevwnKZvq 06/02/2025 Zvwi‡L National Regulatory Szstem (NRS) cÖYxZ SOP  
(NRA-RS-029) welqK Ges 16/03/2025 Zvwi‡L Procedure for the preparation, approval, and control of Standard Operating 
Procedures  (NRS-RS-001)  I Procedure for selection of external experts for different expert/ advisory/ technical committee 
(NRA-RS-020) SOP welqK cÖwk¶Y cÖ`vb Kiv n‡q‡Q|
GQvovI WHO ML3 AR©‡bi j‡¶¨ Jla cÖkvmb Awa`ß‡ii 24/04/2025 - 04/05/2025 ch©šÍ 9wU dvsk‡bi m`m¨‡`i wewfbœ e¨v‡P 
WHO cGBT m¤úwK©Z cÖwk¶Y m¤úbœ n‡q‡Q|
National Regulatory System (NRS) Gi SOP Procedure for selection of external experts for different expert/advisory/technical 
committee (SOP No.: NRA-RS-020) Abymv‡i GB wewfbœ External Expert Committee m`m¨‡`i Confidentiality Undertaking Ges 
Declaration of Interest MÖnY m¤úbœ n‡q‡Q|
Dbœqb mn‡hvMx †eUvi †nj_ Bb (BHB) evsjv‡`‡ki mn‡hvwMZvq evsjv‡`‡ki Jl‡ai †`vKv‡bi gvb Dbœq‡bi j‡¶¨ g‡Wj dv‡g©mx I g‡Wj 
†gwWwmb kc G‡µwW‡Ukb MvBWjvBb cÖYqb m¤úbœ n‡q‡Q|
GQvovI WHO Gi mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve b¨vkbvj Awdm mg~‡ni m¶gZv e„w×Ki‡Yi KvR Ae¨vnZ i‡q‡Q|
m‡e©vcwi, National Regulatory System (NRS) dvskbwU Jla cÖkvmb Awa`ßi‡K Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e cÖwZwôZ Kivi 
j‡¶¨ wbimj fv‡e KvR K‡i hv‡”Q|

†KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi D‡jøL‡hvM¨ Kvh©µg mg~nt
Directorate General of Drug Administration Gi †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Kvh©µg n‡jv National Regulatory System 
(NRS) Gi AšÍf©z³ GKwU msMwVZ cÖwµqv hv  AvšÍR©vwZK gvb`Û Abymv‡i Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi ¸YMZ gvb wbwðZ Ki‡Z Ges 
wbqš¿‡Y mvnvh¨ K‡i|
K) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi mvwe©K ZË¡veav‡b Top Management Gi Dcw¯’wZ‡Z cÖwZ eQi  AšÍZ 02 evi  Management 
Review Meeting m¤úbœ Kiv nq| D³ Meeting G Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi mvwe©K AMÖMwZ, ev¯Íevq‡bi P¨v‡jÄ, fwel¨r 
Kg©cwiKíbv BZ¨vw` wel‡q wm×všÍ MÖnY Kiv nq|
L) AvšÍR©vwZK cwigÐ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wnmv‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ Ges ML-3 AR©‡bi wbwgË cÖwZwU 
dvsk‡bi KvR h_vh_ fv‡e cwiPvjbv Kiv nq wKbv Zv gwbUi Kivi Rb¨ wbqwgZ Internal Audit cwiPvjbv Kiv nq|  GQvovI WHO Gi 
mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve -Awdm mg~‡ni m¶gZv e„w×Ki‡Yi wbwg‡Ë ÒStrengthening and Capacity Building at DGDA 
sub-officesÓ kxl©K cÖK‡íi  AvIZvq BwZg‡a¨ 24 wU wefvMxq I †Rjv ch©v‡qi Awd‡m AwWU Kvh©µg m¤úbœ Kiv n‡q‡Q| GQvov cÖwZ eQi 
GKevi  Internationally Certified cÖwZôvb Øviv  External Audit cwiPvjbv Kiv nq|
M) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) WHO ML-3 AR©‡bi j‡¶¨ Quality Manual, Quality Objective and Quality Policy cÖbqY 
Kiv, cÖ‡qvRbxq SOP Ges Guidelines ˆZwi, SOP mgyn Aby‡gv`b Kiv I Avc‡W‡Ui KvR  QMS wbqwgZfv‡e K‡i hv‡”Q| Archaival 
Management Systeme Gi gva¨‡g mg¯Í WKz‡g‡›Ui mwVK msi¶Y, Avc‡WU Ges wbqš¿Y wbwðZ Kiv, Employee Training SOP Gi gva¨‡g 

Training Plan Abyhvqx Jla cÖkvmb Awa`ß‡ii mKj ch©v‡qi Kg©KZ©v I Kg©Pvix‡`i `vßwiK Kv‡R `¶Zv e„w×i wbwgË cÖkvmwbK, 
†UKwbK¨vj, AvBb msµvšÍ, 9 dvskb mswkøó SOP, Guideline, mn wewfbœ wel‡qi Dci cÖwk¶Y Kg©kvjvi Av‡qvRb Kiv, cÖ‡Z¨K Kg©KZ©vi 
I Kg©Pvixi Rules and Responsibility Abyhvqx Job Description cÖYqb Kiv, Stakeholder †`i mgš^‡q Customer Satisfaction Survay 
Gi Kvh©µg cwiPvjbv Kiv mn wewfbœ Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.2 Registration and Marketing Authorization (MA)
†iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvsk‡bi D‡jøL‡hvM¨ Kvh©µg
Jla cÖkvmb Awa`ß‡ii †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvskb ¯’vbxqfv‡e Drcvw`Z I Avg`vbxK…Z f¨vKwmb I ev‡qvjwRK¨vj 
†cÖvWv‡±i †Wvwmqvi g~j¨vqbc~e©K †iwR‡÷ªkb cÖ`vb, gv‡K©wUs A_ivB‡Rkb mb` cÖ`vb, gv‡K©wUs A_ivB‡Rkb/ †iwR‡÷ªkb bevqb, 
f¨vwi‡qkb Aby‡gv`b Kivmn bvbvwea Kvh©µg m¤úbœ K‡i _v‡K| 2023-24 I 2024-25 A_©eQ‡i †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb 
wWcvU©‡g‡›Ui †iwR‡÷ªkb cÖ`vb I bevqb msµvšÍ Kvh©µ‡gi Z_¨vw` wb‡gœ Dc¯’vcb Kiv njt

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|
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9.2| wek¦gv‡bi Jla Drcv`‡bi m¶gZvt
evsjv‡`k GLb wek¦gv‡bi Jla Drcv`‡b m¶g| †`‡k eZ©gv‡b cÖvq mKj †Wv‡Rm d‡g©i Jlamn D”P cÖhyw³i Jla h_v-f¨vw·b, Bbmywjb, 
G¨vw›U-K¨vÝvi RvZxq Jla BZ¨vw` Drcvw`Z n‡”Q| Jl‡ai ißvwb e„w×i j‡¶¨ wewfbœ D‡`¨vM MÖnY Kiv n‡”Q †hgb-we‡`‡k Aew¯’Z 
evsjv‡`k `~Zvev‡mi m‡½ †hvMv‡hvM Kiv Ges evsjv‡`k Jla wkí mwgwZi mv‡_ †hŠ_fv‡e wewfbœ †`‡k evsjv‡`k dvg©vwmDwUK¨vjm †gjv 
Av‡qvRbmn wewfbœ †mwgbvi Kivi D‡`¨vM MÖnY Ges wek¦ evRv‡i evsjv‡`‡ki Jla cÖmv‡ii D‡`¨vM MÖnY Kiv n‡”Q|

9.3| GwcAvB cvK©t
†`‡k Jl‡ai KuvPvgvj Drcv`bc~e©K g¨vbyd¨vKPvwis G ¯^qsm¤ú~Y© Kivi wbwgË MRvwiqv, gywÝM‡Ä GKwU GwcAvB cvK© wbg©vY Kiv n‡q‡Q| D³ 
cÖK‡í †gvU 44 wU cøU Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K eivÏ cÖ`vb Kiv n‡q‡Q| GwcAvB cv‡K© B‡Zvg‡a¨ 03 wU cÖwZôvb GwcAvB 
Drcv`b ïiæ K‡i‡Q Ges kxNªB Av‡iv wKQz cÖwZôvb Kvh©µg ïiæ Ki‡e| GwcAvB cvK©wU‡Z mKj cÖwZôvb c~Y©iƒ‡c Pvjy n‡j Jl‡ai KuvPvgvj 
Drcv`‡b †`‡ki Pvwn`v wgwU‡q Jl‡ai KuvPvgvj Drcv`bKvix cÖwZôvb‡K we‡`‡k ißvwb Kiv m¤¢e n‡e| Jla cÖkvmb Awa`ßi G †¶‡Î 
GwcAvB Drcv`bKvix cÖwZôvb¸‡jv‡K m‡e©v”P mnvqZv cÖ`vb Ki‡Q|

9.4| b¨vkbvj K‡›Uªvj j¨ve‡iUix‡K AvšÍR©vwZK gv‡b DbœxZKiYt
Jl‡ai cixÿv I we‡køl‡Yi myweavw` m„wói j‡ÿ¨ Jla cÖkvmb Awa`ß‡ii Aaxb National Drug Control Laboratory (NDCL) Gi Drug 
Testing Wing Ges Vaccine Testing Wing Gi AeKvVv‡gv Dbœqbmn Ges AZ¨vaywbK hš¿cvwZ ¯’vc‡bi gva¨‡g AvšÍRv©wZK gv‡b DbœxZ 
n‡q‡Q| GiB avivevwnKZvq ch©vqµ‡g D³ j¨ve‡iUix wewfbœ RvZxq I AvšÍR©vwZK ms¯’v KZ©„K GwµwW‡Ukb mb` †c‡q‡Q|
1. Bangladesh Accreditation Board (BAB) Gi GwµwW‡Ukb AR©b - 2017 t Bangladesh Accreditation Board (BAB) KZ©„K 

National Drug Control Laboratory Gi Microbiology Laboratory 2017 mv‡j ISO/IEC 17025:2005 cÖ_g GwµwW‡Ukb mb`cÖvß 
n‡q‡Q| cieZ©x‡Z, D³ GwµwW‡Ukb ISO ÷¨vÛvW© Abyhvqx ISO/IEC 17025:2017 †Z DbœxZ K‡i‡Q|

2. ANAB Accreditation-2018: National Drug Control Laboratory Gi Drug Wing 2018 mv‡j ANSI (American National 
Standards Institute) National Accreditation Board (ANAB), USA KZ©„K ISO/IEC 17025:2017 GwµwW‡Ukb mb`cÖvß n‡q‡Q| 
cieZ©x‡Z cÖwZ ermi avivevwnKfv‡e Ges mvd‡j¨i mv‡_ Surveillance m¤úbœc~e©K Test Scope Gi msL¨v e„w×  †c‡q‡Q|

3. WHO Prequalification-2020: gvP©-2020 G National Drug Control Laboratory- wek^ ¯^v¯’¨ ms¯’v KZ…©K WªvM †Uw÷s Gi Rb¨ Pre 
- Qualification gh©v`v AR©b K‡i‡Q|

AvšÍRv©wZK gv‡bi †U÷ G mvdj¨ AR©bt
Proficiency Test (PT), Inter-laboratory Testing (ILT)/ External Quality Assurance Assessment Scheme (EQAAS) by WHO, 
National Drug Control Laboratory G ch©šÍ wewfbœ AvšÍRv©wZK ms¯’v KZ©„K Av‡qvwRZ Proficiency Test (PT) Inter-laboratory Testing 
(ILT)/External Quality Assurance Assessment Scheme (EQAAS) by WHO G wbqwgZ AskMÖnY K‡i‡Q Ges cÖvq 100 †U‡ó Ask MÖnY 
K‡i mdjfv‡e DËxY© n‡q‡Q (mvd‡j¨i nvi cÖvq kZfvM)|

f¨vKwmb †U‡÷i wbwgË WHO Maturity Level-3 AR©‡b Rb¨ Pjgvb Kvh©µgt
RyjvB 2021 National Drug Control Laboratory Vaccine Testing Gi ML-3 (Maturity Level-3) AR©‡bi Rb¨ Formal Assessment  
m¤úbœ n‡q‡Q|

f¨vKwmb †U‡÷i mÿgZv e„w×i Rb¨ B‡Zvg‡a¨ wewfbœ Kvh©µg m¤úbœ n‡q‡Q| f¨vKwmb †U÷ Kvh©µg †Rvi`vi Kivi Rb¨ BAviwcwc KZ…©K 
ev¯Íevqbvaxb cÖKíwU m¤úbœ n‡q‡Q| cÖKíwU ev¯Íevq‡bi d‡j GbwWwmGj Gi f¨vKwmb †U‡÷i mÿgZv e„w× †c‡q‡Q| eZ©gv‡b GbwWwmGj 
†`‡k Drcvw`Z mg¯Í f¨vKwm†bi †U‡ói mÿgZv AR©b K‡i‡Q|

Animal Laboratory:
f¨vKwmb †U‡÷i Rb¨ Animal House Gi AvaywbKvqbmn National Drug Control Laboratory Gi Animal Testing Laboratory †Z 
f¨vKwm‡bi In Vivo †Uwós e¨e¯’v Pvjy Kiv n‡q‡Q|

†gwW‡Kj wWfvBm j¨ve‡iUixt
National Drug Control Laboratory †Z gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB cixÿvi Rb¨ †gwW‡Kj wWfvBm j¨ve‡iUix ¯’vcb Kiv n‡q‡Q| D³ 
j¨v‡e gv¯‹, †Møvfmmn Ab¨vb¨ wcwcB †U‡÷i e¨e¯’v Pvjy Kiv n‡q‡Q| Medical Oxygen Test Rb¨ h_vh_ e¨e¯’v †bIqv n‡q‡Q| National 
Drug Control Laboratory (NDCL) Gi DwjøwLZ AR©‡bi d‡j Jl‡ai AvšÍR©vwZK gv‡bi cixÿv I we‡køl‡Yi †ÿ‡Î Av¯’v AR©b K‡i‡Q| 
G‡Z K‡i Jl‡ai ¸bv¸b we‡køl‡Yi gva¨‡g SF Medicines (Substandard and Falsified Medicines), Medical Device) mbv³Kivi †ÿ‡Î 
¸iæZ¡c~Y© f‚wgKv ivL‡Q|

†UªwWkbvj †gwWwmb j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii mßg Zjvq AvaywbK hš¿cvwZmn †UªwWkbvj †gwWwmb j¨ve ¯’vcb Kiv n‡q‡Q| D³ j¨ve‡iUix‡Z UªvwWkbvj 
†gwWwm‡bi mg¯Í bgybv cix¶v I we‡kølY Pvjy n‡q‡Q|

Km‡gwUKm& j¨ve‡iUixt
Jla cÖkvmb Awa`ß‡ii Aóg Zjvq AvaywbK hš¿cvwZmn Km‡gwUKm& j¨ve ¯’vcb Kiv n‡q‡Q|

cÖwkÿY cÖ`vbt
wewfbœ ms¯’vi Aby‡iv‡a Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) wewfbœ wel‡qi Dci cÖwkÿY cÖ`vb K‡i 
_v‡K| G ch©šÍ Bangladesh University of Engineering and Technology (BUET) Gi PviwU e¨v‡Pi cÖwkÿYv_©x‡`i cÖwkÿY mdjfv‡e 
m¤úbœ K‡i cÖwk¶b mb` cÖ`vb Kiv n‡q‡Q|

wewfbœ AvšÍR©vwZK Kg©Kv‡Û Ask MÖnYt
1. WHO Benchmarking: Jla cÖkvmb Awa`ß‡ii b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO KZ©„K Av‡qvwRZ 

Benchmarking G WHO GBT Assessor wn‡m‡e Ask MÖnY K‡i _v‡Kb|
2. WHO Expert Advisory Panel: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Expert Advisory Panel for 

International Pharmacopoeia and Pharmaceutical Preparations Gi m`m¨ wn‡m‡e AvšÍR©vwZK cwigÛ‡j wek^ ¯^v¯’¨ ms¯’v KZ…©K 
Av‡qvwRZ wewfbœ Kvh©µ‡g cÖwZwbwaZ¡ K‡i _v‡K|

3. WHO Temporary Advisor: b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) Gi cÖwZwbwa WHO Gi Temporary Advisor wn‡m‡e 
wek^ ¯^v¯’¨ ms¯’v KZ…©K Av‡qvwRZ wewfbœ mfv mwgwZ/IqvK©k‡c AskMÖnY K‡i wewfbœ wel‡q gZvgZ cÖ`vb K‡i _v‡Kb|

4. South East Asian Regulatory Network (SEARN):  SEARN Gi Working Group Gi Chairman wn‡m‡e wewfbœ mfv/IqvK©k‡c 
cÖwZwbwaZ¡ K‡i wewfbœ Scientific Document/Report/Guideline/WHO TRS BZ¨vw` ˆZix‡Z Ae`vb †i‡L Pj‡Q|

G Qvov NDCL Gi Kg©KZ©v SEARN Gi Working Group Gi Rapporteur wn‡m‡eI `vwqZ¡ cvjb Kivi AwfÁZv i‡q‡Q|

9.5 WHO Maturity Level 3 (ML3):
wek¦ ¯^v¯’¨ ms¯’vi w`Kwb‡`©kbv Abyhvqx GKwU Kvh©Ki Jla wbqš¿YKvix KZ©…c‡¶i 9wU dvskb KvR K‡i _v‡K| dvskb¸‡jv n‡”Q-
1. National Regulatory System (NRS) 
2. Registration and Marketing Authorization (MA)
3. Pharmacovigilance (VL)
4. Market Surveillance and Control (MC)
5. Licensing Premises (LI) 
6. Regulatory Inspection (RI) 
7. Laboratory Access and Testing (LA) 

8. Clinical Trial’s Oversight (CT) 
9. NRA Lot Release (LR)

Jla cÖkvmb Awa`ßi WHO Maturity Level-3 AR©‡bi j‡¶¨ 2023 mv‡j WHO mn Ab¨vb¨ Dbœqb mn‡hvMx (WHO, USAID, USP, 
MSH) cÖwZôv‡bi Ask MÖn‡Y `yBwU 5-Year strategic plan (2016-2022), (2022-2023) cÖYqb K‡i‡Q Ges †m Abyhvqx Kvh©µg m¤úv`b Kiv 
n‡”Q|  D³ cøvb Abymv‡i GB 9 wU dvskb Gi Dci wfwË K‡i Jla cÖkvmb Awa`ß‡i 9 wU †mj MVb Kiv n‡q‡Q|
AvšÍR©vwZK cwigÛ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ cvIqvi Rb¨ DwjøwLZ cÖwZwU dvskb 
h_vh_fv‡e Kvh©Ki _vK‡Z n‡e| Jla cÖkvmb Awa`ßi WHO Maturity Level -3 AR©‡bi j‡¶¨ cÖ‡qvRbxq MvBWjvBb, GmIwc (SOP) 
ˆZix I cÖYqb K‡i †mfv‡e Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.1 National Regulatory Szstem (NRS):
Jla cÖkvmb Awa`ß‡ii National Regulatory System (NRS) AvBb, gvbem¤ú`, AeKvVv‡gv, jwRw÷Km, cÖwk¶Y wel‡q mnvqZv cÖ`vb 
K‡i Ges Awa`ß‡ii Af¨šÍixY I evwn¨K Kvh©µg mgš^q mva‡bi wbwg‡Ë KvR K‡i hv‡”Q|
Jla cÖkvmb Awa`ßi-Gi 5-Year Strategic Plan (2022-2026) ev¯Íevq‡bi wbwgË Action Plan Monitoring KwgwU KZ©…K cÖwZ eQi Action 
Plan cÖYqb K‡i Avm‡Q| NRS cÖ‡qvRbxq SOP Ges Guidelines ˆZwi I Avc‡W‡Ui KvR K‡i hv‡”Q| cÖYxZ  Procedure for Competency 
Assessment, performance evaluation, and staff appraisal SOP Abymv‡i Jla cÖkvmb Awa`ß‡ii wefvMxq Ges †Rjv ch©vqmn mKj 
Kg©KZ©vi Kg©`¶Zv g~j¨vqb Kvh©µg m¤úbœ n‡q‡Q| Competency Assessment Abymv‡i Kg©KZ©v‡`i `¶Zv e„w×i Rb¨ cÖwk¶Y Kvh©µgmn 
Ab¨vb¨ c`‡¶c MÖnY Kiv n‡q‡Q| GiB avivevwnKZvq 06/02/2025 Zvwi‡L National Regulatory Szstem (NRS) cÖYxZ SOP  
(NRA-RS-029) welqK Ges 16/03/2025 Zvwi‡L Procedure for the preparation, approval, and control of Standard Operating 
Procedures  (NRS-RS-001)  I Procedure for selection of external experts for different expert/ advisory/ technical committee 
(NRA-RS-020) SOP welqK cÖwk¶Y cÖ`vb Kiv n‡q‡Q|
GQvovI WHO ML3 AR©‡bi j‡¶¨ Jla cÖkvmb Awa`ß‡ii 24/04/2025 - 04/05/2025 ch©šÍ 9wU dvsk‡bi m`m¨‡`i wewfbœ e¨v‡P 
WHO cGBT m¤úwK©Z cÖwk¶Y m¤úbœ n‡q‡Q|
National Regulatory System (NRS) Gi SOP Procedure for selection of external experts for different expert/advisory/technical 
committee (SOP No.: NRA-RS-020) Abymv‡i GB wewfbœ External Expert Committee m`m¨‡`i Confidentiality Undertaking Ges 
Declaration of Interest MÖnY m¤úbœ n‡q‡Q|
Dbœqb mn‡hvMx †eUvi †nj_ Bb (BHB) evsjv‡`‡ki mn‡hvwMZvq evsjv‡`‡ki Jl‡ai †`vKv‡bi gvb Dbœq‡bi j‡¶¨ g‡Wj dv‡g©mx I g‡Wj 
†gwWwmb kc G‡µwW‡Ukb MvBWjvBb cÖYqb m¤úbœ n‡q‡Q|
GQvovI WHO Gi mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve b¨vkbvj Awdm mg~‡ni m¶gZv e„w×Ki‡Yi KvR Ae¨vnZ i‡q‡Q|
m‡e©vcwi, National Regulatory System (NRS) dvskbwU Jla cÖkvmb Awa`ßi‡K Kvh©Ki Jla wbqš¿YKvix ms¯’v wn‡m‡e cÖwZwôZ Kivi 
j‡¶¨ wbimj fv‡e KvR K‡i hv‡”Q|

†KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi D‡jøL‡hvM¨ Kvh©µg mg~nt
Directorate General of Drug Administration Gi †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Kvh©µg n‡jv National Regulatory System 
(NRS) Gi AšÍf©z³ GKwU msMwVZ cÖwµqv hv  AvšÍR©vwZK gvb`Û Abymv‡i Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi ¸YMZ gvb wbwðZ Ki‡Z Ges 
wbqš¿‡Y mvnvh¨ K‡i|
K) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) Gi mvwe©K ZË¡veav‡b Top Management Gi Dcw¯’wZ‡Z cÖwZ eQi  AšÍZ 02 evi  Management 
Review Meeting m¤úbœ Kiv nq| D³ Meeting G Jla cÖkvmb Awa`ß‡ii Kvh©µ‡gi mvwe©K AMÖMwZ, ev¯Íevq‡bi P¨v‡jÄ, fwel¨r 
Kg©cwiKíbv BZ¨vw` wel‡q wm×všÍ MÖnY Kiv nq|
L) AvšÍR©vwZK cwigÐ‡j GKwU Kvh©Ki Jla wbqš¿YKvix ms¯’v wnmv‡e wek¦ ¯^v¯’¨ ms¯’vi (WHO) ¯^xK…wZ Ges ML-3 AR©‡bi wbwgË cÖwZwU 
dvsk‡bi KvR h_vh_ fv‡e cwiPvjbv Kiv nq wKbv Zv gwbUi Kivi Rb¨ wbqwgZ Internal Audit cwiPvjbv Kiv nq|  GQvovI WHO Gi 
mn‡hvwMZvq Jla cÖkvmb Awa`ß‡ii mve -Awdm mg~‡ni m¶gZv e„w×Ki‡Yi wbwg‡Ë ÒStrengthening and Capacity Building at DGDA 
sub-officesÓ kxl©K cÖK‡íi  AvIZvq BwZg‡a¨ 24 wU wefvMxq I †Rjv ch©v‡qi Awd‡m AwWU Kvh©µg m¤úbœ Kiv n‡q‡Q| GQvov cÖwZ eQi 
GKevi  Internationally Certified cÖwZôvb Øviv  External Audit cwiPvjbv Kiv nq|
M) †KvqvwjwU g¨v‡bR‡g›U wm‡÷g (QMS) WHO ML-3 AR©‡bi j‡¶¨ Quality Manual, Quality Objective and Quality Policy cÖbqY 
Kiv, cÖ‡qvRbxq SOP Ges Guidelines ˆZwi, SOP mgyn Aby‡gv`b Kiv I Avc‡W‡Ui KvR  QMS wbqwgZfv‡e K‡i hv‡”Q| Archaival 
Management Systeme Gi gva¨‡g mg¯Í WKz‡g‡›Ui mwVK msi¶Y, Avc‡WU Ges wbqš¿Y wbwðZ Kiv, Employee Training SOP Gi gva¨‡g 

Training Plan Abyhvqx Jla cÖkvmb Awa`ß‡ii mKj ch©v‡qi Kg©KZ©v I Kg©Pvix‡`i `vßwiK Kv‡R `¶Zv e„w×i wbwgË cÖkvmwbK, 
†UKwbK¨vj, AvBb msµvšÍ, 9 dvskb mswkøó SOP, Guideline, mn wewfbœ wel‡qi Dci cÖwk¶Y Kg©kvjvi Av‡qvRb Kiv, cÖ‡Z¨K Kg©KZ©vi 
I Kg©Pvixi Rules and Responsibility Abyhvqx Job Description cÖYqb Kiv, Stakeholder †`i mgš^‡q Customer Satisfaction Survay 
Gi Kvh©µg cwiPvjbv Kiv mn wewfbœ Kvh©µg cwiPvjbv K‡i Avm‡Q|

9.5.2 Registration and Marketing Authorization (MA)
†iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvsk‡bi D‡jøL‡hvM¨ Kvh©µg
Jla cÖkvmb Awa`ß‡ii †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvskb ¯’vbxqfv‡e Drcvw`Z I Avg`vbxK…Z f¨vKwmb I ev‡qvjwRK¨vj 
†cÖvWv‡±i †Wvwmqvi g~j¨vqbc~e©K †iwR‡÷ªkb cÖ`vb, gv‡K©wUs A_ivB‡Rkb mb` cÖ`vb, gv‡K©wUs A_ivB‡Rkb/ †iwR‡÷ªkb bevqb, 
f¨vwi‡qkb Aby‡gv`b Kivmn bvbvwea Kvh©µg m¤úbœ K‡i _v‡K| 2023-24 I 2024-25 A_©eQ‡i †iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb 
wWcvU©‡g‡›Ui †iwR‡÷ªkb cÖ`vb I bevqb msµvšÍ Kvh©µ‡gi Z_¨vw` wb‡gœ Dc¯’vcb Kiv njt

L) RvZxq dvg©v‡KvwfwRj¨vÝ WvUv‡em cwiPvjbv (PViMS / VigiFlow)
▪ ICSR/ADR †WUv Gw›Uª, †KvqvwjwU wiwfD, f¨vwj‡Wkb Ges AvšÍR©vwZK WvUv‡e‡m mvewgkb|
▪ †WUv A¨vbvjvBwmm, †UªÛ ch©‡e¶Y Ges wbqwgZ wi‡cvU© cÖ¯‘Z|

M) wmMb¨vj wW‡UKkb I wi¯‹ A¨v‡mm‡g›U
▪ RvZxq, AvÂwjK I AvšÍR©vwZK WvUv‡em †_‡K wmMb¨vj kbv³KiY|
▪ wmMb¨vj hvPvBKiY, SzuwKi gvÎv g~j¨vqb Ges cÖ‡qvRbxq SzuwK Kgv‡bvi c`‡¶c mycvwik|

N) SzuwK e¨e¯’vcbv cwiKíbv (Risk Management Plan – RMP) ch©v‡jvPbv
▪ MAH/Importer KZ©…K RgvK…Z RMP I PSP (Patient Safety Plan) g~j¨vqb|
▪ AwZwi³ SzuwK nªvmg~jK Kvh©µg (RMMs) ch©‡e¶Y I d‡jv-Avc|

O) GVP (Good Pharmacovigilance Practices) ev¯Íevqb I gwbUwis
▪ RvZxq GVP MvBWjvBb cÖ¯‘Z, ms‡kvab I ev¯Íevqb Z`viwK|
▪ MAH I wPwKrmv cÖwZôvbmg~‡ni PV wm‡÷g gwbUwis Ges cÖ‡qvRbxq mnvqZv cÖ`vb|

P) Pharmacovigilance Inspection / Audit
▪ MAH, Drcv`bKvix cÖwZôvb, nvmcvZvj, wK¬wbK I wK¬wbKvj Uªvqvj mvB‡U PV BÝ‡cKkb cwiPvjbv|
▪ BÝ‡cKkb wi‡cvU© cÖ¯‘Z Ges ms‡kvabg~jK I cÖwZ‡ivag~jK c`‡¶c (CAPA) d‡jv-Avc|

Q) AEFI Ges Ab¨vb¨ cvewjK †nj_ †mdwU B‡f‡›U mgš^q
▪ RvZxq AEFI KwgwU, EPI I DGHS–Gi mv‡_ mgwš^Z ch©‡e¶Y|
▪ f¨vw·b m¤úwK©Z cÖwZwµqvi wi‡cvU© we‡kølY I WHO–‡K wi‡cvwU©s|

R) m‡PZbZv e„w× I m¶gZv Dbœqb (Capacity Building)
▪ PV welqK cÖwk¶Y, Kg©kvjv, †mwgbvi Ges m‡PZbZv K¨v‡¤úBb Av‡qvRb|
▪ ¯^v¯’¨‡mev cÖ`vbKvix, MAH, dvg©vwm÷ I wk¶v_©x‡`i `¶Zv Dbœqb|

S) wbivcËv mZK©Zv (Safety Alert) I MYweÁwß cÖKvk
▪  wmMb¨vj ev SzuwK g~j¨vq‡bi wfwË‡Z mZK©Zv cÖKvk|
▪ RbMY, †÷K‡nvìvi I wgwWqvi Rb¨ Dchy³ evZ©v cÖ¯‘Z I cÖPvi|

T) †÷K‡nvìvi I AvšÍR©vwZK mgš^q
▪ WHO, UMC, DGHS, ICDDR,B, EPI Ges Ab¨vb¨ AvšÍR©vwZK PV †bUIqv‡K©i mv‡_ Z_¨ wewbgq I mgš^q|
▪ AvÂwjK I AvšÍR©vwZK mfv, Kg©kvjv I ch©‡e¶Y Kvh©µ‡g AskMÖnY|

U) WKz‡g‡›Ukb I wi‡cvwU©s
▪ evwl©K PV wi‡cvU©, †mdwU wi‡cvU©, †UªÛ wi‡cvU© cÖYqb, PV Newsletter cÖKvk|
▪ AwWU, BÝ‡cKkb, †WUv we‡kølYmn me Kvh©µg h_vh_fv‡e WKz‡g‡›Ukb|

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

µwgK 
bs †iwR‡÷ªkb cÖ`vbK…Z †cÖvWv± Gi aiY 2023-24 A_©eQi 2024-25 A_©eQi †gvU 
01 ’̄vbxqfv‡e Drcvw`Z f¨vKwmb 03 wU 00 03 wU 
02 ’̄vbxqfv‡e Drcvw`Z ev‡qvjwRK¨vj †cÖvWv± KuvPvgvj 02 wU,  14 wU 41 wU 
03 Avg`vbxK…Z ev‡qvjwRK¨vj †cÖvWv± wdwbmW †cÖvWv± 01 wU  00 00 

µwgK 
bs bevqbK…Z c‡`i aiY 2023-24 A_©eQi 2024-25 A_©eQi †gvU 

01 ’̄vbxqfv‡e Drcvw`Z f¨vKwmb 4 8 12 
02 Avg`vbxK…Z f¨vKwmb 0 1 1 

†iwR‡÷ªkb cÖ`vb I bevqb msµvšÍ Kvh©µg e¨ZxZ D³ dvsk‡bi AÎ mgqKv‡j D‡jøL‡hvM¨ Kvh©µg wb‡gœ D‡jøL Kiv n‡jvt
▪ wbgœewY©Z `yÕwU MvBWjvBb cÖYqb Kiv n‡q‡Qt

1. Procedure for Good Review Practices (GrevP).
2. Procedure for the Registration of Locally Produced Active Pharmaceutical Ingredient (API).

▪ 2024-25 A_©eQ‡i 10wU Standard Operating Procedure (SOP) Avc‡WU Kiv n‡q‡Q|
▪ Dossier Evaluation Report Gi Template cÖYqb Kiv n‡q‡Q|
▪ ÒExpert Committee for Evaluation of Clinical Study & Toxicology of VaccinesÓ Ges ÒExpert Committee for 

Evaluation of Chemistry, Manufacturing and Control of VaccinesÓ KwgwUØ‡qi mfv Av‡qvRb Kiv n‡q‡Q|
▪ Jla I Km‡gwUKm& AvBb 2023 Gi ÒPZz_© Aa¨vqt Jl‡ai wbeÜb, gv‡K©wUs A_ivB‡Rkb mb`, BZ¨vw`Ó m¤ú‡K© †÷K‡nvìvi‡`i‡K 

AewnZKi‡Yi D‡Ï‡k¨ Abyôvb Av‡qvRb Kiv n‡q‡Q|
†iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvskb Aby‡gv`bK…Z mKj Jl‡ai nvjbvMv` ZvwjKv me© mvavi‡Yi ÁvZv‡_© I‡qemvB‡U 
(https://fs.dgdagov.info/home/vaccines_and_biosimilars ) wbqwgZ cÖKvk K‡i _v‡K|

9.5.3 Pharmacovigilance (VL) msµvšÍ Kvh©µgt
†`‡ki RbM‡Yi ¯^v¯’¨ myi¶v eRvq ivLvi j‡¶¨ Jla I f¨vKwm‡bi wbivcËv wbwðZ Kivi Rb¨ G Awa`ß‡ii dvg©v‡KvwfwRj¨vÝ wefvM RvZxq 
ch©v‡q JlaRwbZ cÖwZwµqv ch©‡e¶Y, g~j¨vqb (Causality assessment) I SzuwK e¨e¯’vcbv Kvh©µg (Risk Minimization Activities) 
cwiPvjbv K‡i _v‡K| Jla I Km‡gwUKm AvBb 2023 Gi 66 avivq Kvh©µg cwiPvjbvi Rb¨ †g‡ÛU i‡q‡Q| G Kvh©µg cwiPvjbvi Rb¨ 
Jla cÖkvmb Awa`ßi (1) Ôb¨vkbvj dvg©v‡KvwfwRj¨vÝ MvBWjvBbÕ (2) Ò¸W dvg©v‡KvwfwRj¨vÝ MvBWjvBb di gv‡K©wUs A_ivB‡Rkb 
†nvìvim&Ó cÖYqb K‡i‡Q; hv ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq KZ©…K Aby‡gvw`Z| GQvov BwcAvB Gi mv‡_ Jla cÖkvmb Awa`ßi BwcAvB 
f¨vKwm‡bi mvwf©j¨vÝ Kvh©µg †hŠ_fv‡e m¤úv`b Ki‡Q| Jla cÖkvmb Awa`ßi WHO Uppsala Monitoring Centre (UMC) Gi 120 Zg 
c~Y© m`m¨ wn‡m‡e wbgœwjwLZ Kvh©µg cwiPvjbv K‡i _v‡K:
K) Adverse Drug Reaction (ADR)/ Adverse Event Following Immunization (AEFI) msMÖn I g~j¨vq‡bi e¨e¯’v MÖnY:

▪ ¯^v¯’¨‡mev cÖwZôvb (nvmcvZvj, wK¬wbK), Jla Drcv`bKvix I Avg`vbxKviK cÖwZôvb (MAH), cvewjK †nj_ †cÖvMÖvg, RbMY 
Ges Ab¨vb¨ Drm †_‡K cÖvß ADR wi‡cvU© MÖnY, hvPvB I †Km g~j¨vq‡bi e¨e¯’v MÖnY K‡i|

▪ WHO-UMC wb‡`©kbv Abyhvqx †Km K¬vwmwd‡Kkb I AMÖvwaKvi wba©viY|
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L) RvZxq dvg©v‡KvwfwRj¨vÝ WvUv‡em cwiPvjbv (PViMS / VigiFlow)
▪ ICSR/ADR †WUv Gw›Uª, †KvqvwjwU wiwfD, f¨vwj‡Wkb Ges AvšÍR©vwZK WvUv‡e‡m mvewgkb|
▪ †WUv A¨vbvjvBwmm, †UªÛ ch©‡e¶Y Ges wbqwgZ wi‡cvU© cÖ¯‘Z|

M) wmMb¨vj wW‡UKkb I wi¯‹ A¨v‡mm‡g›U
▪ RvZxq, AvÂwjK I AvšÍR©vwZK WvUv‡em †_‡K wmMb¨vj kbv³KiY|
▪ wmMb¨vj hvPvBKiY, SzuwKi gvÎv g~j¨vqb Ges cÖ‡qvRbxq SzuwK Kgv‡bvi c`‡¶c mycvwik|

N) SzuwK e¨e¯’vcbv cwiKíbv (Risk Management Plan – RMP) ch©v‡jvPbv
▪ MAH/Importer KZ©…K RgvK…Z RMP I PSP (Patient Safety Plan) g~j¨vqb|
▪ AwZwi³ SzuwK nªvmg~jK Kvh©µg (RMMs) ch©‡e¶Y I d‡jv-Avc|

O) GVP (Good Pharmacovigilance Practices) ev¯Íevqb I gwbUwis
▪ RvZxq GVP MvBWjvBb cÖ¯‘Z, ms‡kvab I ev¯Íevqb Z`viwK|
▪ MAH I wPwKrmv cÖwZôvbmg~‡ni PV wm‡÷g gwbUwis Ges cÖ‡qvRbxq mnvqZv cÖ`vb|

P) Pharmacovigilance Inspection / Audit
▪ MAH, Drcv`bKvix cÖwZôvb, nvmcvZvj, wK¬wbK I wK¬wbKvj Uªvqvj mvB‡U PV BÝ‡cKkb cwiPvjbv|
▪ BÝ‡cKkb wi‡cvU© cÖ¯‘Z Ges ms‡kvabg~jK I cÖwZ‡ivag~jK c`‡¶c (CAPA) d‡jv-Avc|

Q) AEFI Ges Ab¨vb¨ cvewjK †nj_ †mdwU B‡f‡›U mgš^q
▪ RvZxq AEFI KwgwU, EPI I DGHS–Gi mv‡_ mgwš^Z ch©‡e¶Y|
▪ f¨vw·b m¤úwK©Z cÖwZwµqvi wi‡cvU© we‡kølY I WHO–‡K wi‡cvwU©s|

R) m‡PZbZv e„w× I m¶gZv Dbœqb (Capacity Building)
▪ PV welqK cÖwk¶Y, Kg©kvjv, †mwgbvi Ges m‡PZbZv K¨v‡¤úBb Av‡qvRb|
▪ ¯^v¯’¨‡mev cÖ`vbKvix, MAH, dvg©vwm÷ I wk¶v_©x‡`i `¶Zv Dbœqb|

S) wbivcËv mZK©Zv (Safety Alert) I MYweÁwß cÖKvk
▪  wmMb¨vj ev SzuwK g~j¨vq‡bi wfwË‡Z mZK©Zv cÖKvk|
▪ RbMY, †÷K‡nvìvi I wgwWqvi Rb¨ Dchy³ evZ©v cÖ¯‘Z I cÖPvi|

T) †÷K‡nvìvi I AvšÍR©vwZK mgš^q
▪ WHO, UMC, DGHS, ICDDR,B, EPI Ges Ab¨vb¨ AvšÍR©vwZK PV †bUIqv‡K©i mv‡_ Z_¨ wewbgq I mgš^q|
▪ AvÂwjK I AvšÍR©vwZK mfv, Kg©kvjv I ch©‡e¶Y Kvh©µ‡g AskMÖnY|

U) WKz‡g‡›Ukb I wi‡cvwU©s
▪ evwl©K PV wi‡cvU©, †mdwU wi‡cvU©, †UªÛ wi‡cvU© cÖYqb, PV Newsletter cÖKvk|
▪ AwWU, BÝ‡cKkb, †WUv we‡kølYmn me Kvh©µg h_vh_fv‡e WKz‡g‡›Ukb|

Workshop on Good Pharmacovigilance Practices (GVP)
Guideline for Marketing Authorization Holders.

Induction training for the newly joined 53 Drug
Supers on Pharmacovigilance activities.

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

†iwR‡÷ªkb cÖ`vb I bevqb msµvšÍ Kvh©µg e¨ZxZ D³ dvsk‡bi AÎ mgqKv‡j D‡jøL‡hvM¨ Kvh©µg wb‡gœ D‡jøL Kiv n‡jvt
▪ wbgœewY©Z `yÕwU MvBWjvBb cÖYqb Kiv n‡q‡Qt

1. Procedure for Good Review Practices (GrevP).
2. Procedure for the Registration of Locally Produced Active Pharmaceutical Ingredient (API).

▪ 2024-25 A_©eQ‡i 10wU Standard Operating Procedure (SOP) Avc‡WU Kiv n‡q‡Q|
▪ Dossier Evaluation Report Gi Template cÖYqb Kiv n‡q‡Q|
▪ ÒExpert Committee for Evaluation of Clinical Study & Toxicology of VaccinesÓ Ges ÒExpert Committee for 

Evaluation of Chemistry, Manufacturing and Control of VaccinesÓ KwgwUØ‡qi mfv Av‡qvRb Kiv n‡q‡Q|
▪ Jla I Km‡gwUKm& AvBb 2023 Gi ÒPZz_© Aa¨vqt Jl‡ai wbeÜb, gv‡K©wUs A_ivB‡Rkb mb`, BZ¨vw`Ó m¤ú‡K© †÷K‡nvìvi‡`i‡K 

AewnZKi‡Yi D‡Ï‡k¨ Abyôvb Av‡qvRb Kiv n‡q‡Q|
†iwR‡÷ªkb I gv‡K©wUs A_ivB‡Rkb dvskb Aby‡gv`bK…Z mKj Jl‡ai nvjbvMv` ZvwjKv me© mvavi‡Yi ÁvZv‡_© I‡qemvB‡U 
(https://fs.dgdagov.info/home/vaccines_and_biosimilars ) wbqwgZ cÖKvk K‡i _v‡K|

9.5.3 Pharmacovigilance (VL) msµvšÍ Kvh©µgt
†`‡ki RbM‡Yi ¯^v¯’¨ myi¶v eRvq ivLvi j‡¶¨ Jla I f¨vKwm‡bi wbivcËv wbwðZ Kivi Rb¨ G Awa`ß‡ii dvg©v‡KvwfwRj¨vÝ wefvM RvZxq 
ch©v‡q JlaRwbZ cÖwZwµqv ch©‡e¶Y, g~j¨vqb (Causality assessment) I SzuwK e¨e¯’vcbv Kvh©µg (Risk Minimization Activities) 
cwiPvjbv K‡i _v‡K| Jla I Km‡gwUKm AvBb 2023 Gi 66 avivq Kvh©µg cwiPvjbvi Rb¨ †g‡ÛU i‡q‡Q| G Kvh©µg cwiPvjbvi Rb¨ 
Jla cÖkvmb Awa`ßi (1) Ôb¨vkbvj dvg©v‡KvwfwRj¨vÝ MvBWjvBbÕ (2) Ò¸W dvg©v‡KvwfwRj¨vÝ MvBWjvBb di gv‡K©wUs A_ivB‡Rkb 
†nvìvim&Ó cÖYqb K‡i‡Q; hv ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq KZ©…K Aby‡gvw`Z| GQvov BwcAvB Gi mv‡_ Jla cÖkvmb Awa`ßi BwcAvB 
f¨vKwm‡bi mvwf©j¨vÝ Kvh©µg †hŠ_fv‡e m¤úv`b Ki‡Q| Jla cÖkvmb Awa`ßi WHO Uppsala Monitoring Centre (UMC) Gi 120 Zg 
c~Y© m`m¨ wn‡m‡e wbgœwjwLZ Kvh©µg cwiPvjbv K‡i _v‡K:
K) Adverse Drug Reaction (ADR)/ Adverse Event Following Immunization (AEFI) msMÖn I g~j¨vq‡bi e¨e¯’v MÖnY:

▪ ¯^v¯’¨‡mev cÖwZôvb (nvmcvZvj, wK¬wbK), Jla Drcv`bKvix I Avg`vbxKviK cÖwZôvb (MAH), cvewjK †nj_ †cÖvMÖvg, RbMY 
Ges Ab¨vb¨ Drm †_‡K cÖvß ADR wi‡cvU© MÖnY, hvPvB I †Km g~j¨vq‡bi e¨e¯’v MÖnY K‡i|

▪ WHO-UMC wb‡`©kbv Abyhvqx †Km K¬vwmwd‡Kkb I AMÖvwaKvi wba©viY|
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Workshop on National non-EPI Vaccine Safety Surveillance
Strategy-2024 & National Strategy for integrating

post-vaccination vigilance 

Rally on World Patient Safety Day, 2024

9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|
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evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

GQvov I wWwRwWG cwi`k©K‡`i Technical knowledge, skills and professional competence e„w× Kivi j‡¶¨ 17 wW‡m¤^i-19 wW‡m¤^i 
2024 cÖwk¶Y Kg©m~wP Av‡qvRb Kiv n‡q‡Q| cÖwk¶‡Yi gva¨‡g cwi`k©Kiv AvaywbK cwi`k©b †KŠkj, SzuwKwfwËK g~j¨vqb c×wZ, AvšÍR©vwZK 
¸Ygvb e¨e¯’vcbv Ges wek¦ ¯^v¯’¨ ms¯’vi (WHO) wb‡`©wkKvmg~n m¤ú‡K© nvjbvMv` Ávb AR©b K‡i‡Qb| 2025 mv‡j Jla cÖkvmb Awa`ßi 
¸YMZ gvb wbqš¿Y I AvšÍR©vwZK gv‡bi mv‡_ mvgÄm¨ eRvq †i‡L cwi`k©b Kvh©µ‡g D‡jøL‡hvM¨ AMÖMwZ AR©b K‡i‡Q| GxP wfwËK cwi`k©b, 
f¨vKwmb Drcv`b Lv‡Z m¶gZv e„w× Ges cwi`k©K‡`i `¶Zv Dbœq‡bi gva¨‡g wWwRwWG †`‡ki Jla wkí‡K AviI AvaywbK, gvbm¤úbœ Ges 
wek¦e¨vcx ¯^xK…Z Kivi j‡¶¨ wbijmfv‡e KvR K‡i hv‡”Q|

9.5.7 Laboratory Access and Testing (LA) 
 Sample 

Received 
Tested Sample Standard  Sub-Standard 

1 Vaccine (Lot Release+PMS) 296 220 220 - 
2 Generic (INN, Govt. Procurement & Other) 1247 1022 1022 - 
3 Traditional {PMS, Pre-Registration (Unani, 

Ayurvedic, Herbal & Homeo)} 
660 512 477 35 

4 Medical Device (Govt. Procurement) 142 142 142 - 

5 Post Marketing Surveillance {(PMS) Generic} 2124 908 894 14 

6 CID 111 78 43 35 
Total 4580 2882 2798 84 

 

µwgK bs bgybvi cÖKvi

SI. No Contract Research Organization (CRO) Name & address 
1.  M/S Clinical Research Organization Ltd.  

Address: Road-14(New), House-8/3, Dhanmondi.  
Clinical Site: Farabi General Hospital 
E-mail: uddinhelal1970@gmail.com 

2.  M/S. Khwaja Yunus Ali Medical College & Hospital, Bio-Research Services 
Address: Enayetpur, P.S- Enayetpur Sharif, Upazilla- Chowhali, Dist- Sirajgong. 
Clinical Site: M/s . Khwaja Yunus Ali Medical College & Hospital 
E-mail: info@kyamch.org 

3.  Eminence Associates for Social Development 
Address: 3/6 Asad Avenue, Mohammadpur, Dhaka-1207 
Clinical site: Care Hospital Diagnostic (Pvt) Ltd. 
Email:ceo@eminence-bd.org  

4.  M/S ESKEGEN Limited (CRO) 
Address: House No: 66, Road: 08, Block: C, Niketon, Gulshan-1, Dhaka- 1212. 
Clinical site: Dhaka Central International Medical College Hospital. 
E-mail: info@eskegen.com 

5.  Bangladesh Clinical Trail Limited (BCTL) 
Address: Unique Heights (Level-8), 117, Kazi Nazrul Islam Avenue, Ramna, Dhaka-1217. 
Clinical site: icddrb, B, 68 Shaheed Tajuddin Ahmed Sarani, Mohakhali, Dhaka. 
E-mail: info@bdclinicaltrials.com / razzaq@jmigroup-bd.com 

6.  CRO DMC (Clinical Trial Center/ Contract Research Organization, Dhaka Medical College) 
Address: Old Building, DMCH, Shahbag, Dhaka. 
Clinical site: DMC, Old Building, DMCH, Shahbag, Dhaka-1000. 
E-mail: mahfuzdmc55@gmail.com 

9.5.8 Clinical Trial`s Oversight (CT)
Jla I Km‡gwU· AvBb 2023 Gi 65 aviv †gvZv‡eK Jla, f¨vKwmb Ges †gwW‡Kj wWfvB‡mi wcÖ wK¬wbKvj Uªvqvj, wK¬wbKvj Uªvqvj, wdì 
Uªvqvj, cvidi‡gÝ Uªvqvj, ev‡qv-†Kv¤ú¨vwUwewjwU Ges ev‡qv-BKzwqf¨v‡jÝ ÷vwW cwiPvjbvi Rb¨ jvB‡mwÝs KZ©…c‡¶i Aby‡gv`b mv‡c‡¶ 
miKvi KZ©…K Aby‡gvw`Z Good Clinical Practice (GCP) MvBWjvBb A_ev wek¦ ¯^v¯’¨ ms¯’v ev ¯^xK…Z AvšÍR©vwZK gvb ms¯’vi cÖKvwkZ 
wb‡`©wkKv AbymiY Kivi eva¨evaKZv i‡q‡Q| G j‡¶¨ wK¬wbK¨vj Uªvqvj myôy I Kvh©Kifv‡e cwiPvjbvi Rb¨ Jla cÖkvmb Awa`ß‡ii 
Clinical Trial`s Oversight (CT) wWcvU©‡g›U KvR K‡i hv‡”Q| †`‡k wK¬wbK¨vj Uªvqvj myôyfv‡e cwiPvjbvi Rb¨ Ryb 2025 ch©šÍ 23 wU 
Aby‡gvw`Z CRO (Contract Research Organization) i‡q‡Q Ges Ryb 2025 ch©šÍ 140 wU wK¬wbK¨vj Uªvqvj cÖ‡UvKj Aby‡gv`b Kiv n‡q‡Q|
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9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

SI. No Contract Research Organization (CRO) Name & address 
7.  M/S. Novas Clinical Research Sevices Ltd. (NCRSL) (Kvh©µg 6 gv‡mi Rb¨ ¯’wMZ Kiv i‡q‡Q) 

Address: 1/1/B, Paribagh, Dhaka-1000.  
Clinical site: Novus Clinical Research Services Ltd. (NCRSL) 1/1/B, Paribag, Dhaka-1000.  
E-mail: dka@bpl.net.drk E-mail:info@novuscro.net  

8.  M/S. Child Health Research Foundation (CHRF) 
Address: SEL Huq Dkypark, 23/2 Khilji Road, Block-B, (Mirpur Road), Mahammodpur, Dhaka-1207. 
Clinical site: Child Health Research Foundation (CHRF), SEL Huq Dkypark, 23/2 Khilji Road, Block-B, (Mirpur 
Road), Mahammodpur, Dhaka-1207. 
E-mail: shruty@chrfbd.org 

9.  International Centre for Diarrhoeal Disease Research, Bangladesh (icddr,b). 
Address: 68 Shaheed Tajuddin Ahmed Soroni, Mohakhali, Dhaka-1212. 
Clinical site: : Matlab, Mirpur, Kamlapur, etc. 
E-mail: info@icddrb.org 

10.  Institute for developing Science and Health Initiatives (ideSHi)  
Address: Office- House 48, Block B, Road 9, Bashundhara, Dhaka-1229. Analytical facility – 9 Mohakhali C/A 
(Amtoli),Hosaf High Tower, National Bank Building ,8th floor ,Dhaka- 1212,Bangladesh. 
Clinical site- Farabi General Hospital Road-14(New), House- 8/3, Dhanmondi. 
E-mail: info@ideshi.org 

11.  M/S Bangladesh Medical University  
Address: Bangladesh Medical University (BMU), Shahabag, Dhaka-1000. 
Hospital Facility:  Bangladesh Medical University (BMU), Shahabag, Dhaka-1000. 
E-mail: bmu.ac.bd 
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▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 
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▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

9.5.9 NRA Lot Release (LR)
f¨vKwm‡bi gvb wbwðZKi‡Yi †¶‡Î jU wiwjR Ab¨Zg ¸iæZ¡c~Y© wbqš¿K Kvh©vejx| WHO-Gi `„wófw½‡Z wUKv ev f¨vKwm‡bi wbqš¿‡Yi Ask 
wn‡m‡e jU wiwjR welqwU AZ¨šÍ ¸iæZ¡c~Y©| b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) 2011 mvj †_‡K ¯’vbxqfv‡e Drcvw`Z Ges 
Avg`vwbK…Z Dfq f¨vKwm‡bi Rb¨ jU wiwjR cÖwµqv ïiæ K‡i| †`‡ki 2023 mv‡ji WªvM I Km‡gwUK AvB‡b jU wiwjR m¤úwK©Z AvBwb 
cÖ‡qvRbxqZv msÁvwqZ Kiv n‡q‡Q|
¯’vbxqfv‡e Drcvw`Z Ges Avg`vwbK…Z Dfq f¨vKwm‡bi †¶‡ÎB jU wiwjR mb` cÖ‡qvRb,hv b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix (GbwWwmGj) 
†_‡K MÖnY Ki‡Z nq| eZ©gv‡b †`‡k wZbwU cÖwZôvb f¨vKwmb Drcv`‡bi AbygwZ i‡q‡Q Ges wZbwU cÖwZôvb f¨vKwmb Avg`vwbi mv‡_ 
m¤ú…³| eZ©gvb c×wZ¸wji g‡a¨ i‡q‡Q ¯^vaxbfv‡e cix¶v, †cÖv‡UvKj ch©v‡jvPbv Ges Df‡qi mgš^‡q jU wiwjR Kiv nq, hvi †cQ‡bi g~j 
aviYvwU wQj cÖwZwU j‡Ui ¸Ygvb wbwðZ Kiv, P‚ovšÍ c‡Y¨i wbivcËv wbwðZ Kiv Ges Kvh©KvwiZv M‡elYvq e¨eüZ wK¬wbK¨vj Uªvqvj j‡Ui 
mv‡_ mvgÄm¨ wbwðZ Kiv| jU wiwjR cÖwµqvi g‡a¨‡g wbgœgv‡bi/Awbivc` jU mbv³ Kiv Ges RbM‡Yi Rb¨ fv‡jv gv‡bi f¨vKwm‡bi 
cÖvc¨Zv wbwðZ Kiv|
bgybv Ges †cÖv‡UvKj Gi Z_¨vw` WvUv‡e‡m †iKW© Kiv nq| mvgvwi jU †cÖv‡UvKj Ges cix¶vi bw_ †iKW© Ges msi¶Y Kiv nq|
jvB‡mÝ †¯úwmwd‡Kkb Abymv‡i Drcv`bKvix cÖwZôvb KZ©…K hvPvBK…Z c×wZi Dci wfwË K‡i cix¶v¸wj Kiv nq, Gi g‡a¨ K‡¤úwÛqvj 
c×wZ ev Ab¨vb¨ f¨vwj‡W‡UW c×wZ AšÍf©z³| wb‡gœi †Uwe‡j evrmwiK jU wiwjR Z_¨ †`qv n‡jvt

wPÎt †`‡k Drcvw`Z I Avg`vwbK…Z f¨vKwm‡bi jU wiwjR Gi Zzjbvg~jK wPÎ�

SI. No Contract Research Organization (CRO) Name & address 
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9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

9.6 Jla wbqš¿Y e¨e¯’v AviI kw³kvjxKiYt
Jla cÖkvmb Awa`ß‡ii Kg©KvÛ myôy I Kvh©Ki fv‡e cwiPvjbvi j‡¶¨ 8 Zjv wewkó cÖavb Kvh©vjq febwUi wbg©vY m¤úbœ n‡q‡Q, hvi `yBwU 
†d¬vi U¨vwWkbvj †gwWwmb I †gwW‡Kj wWfvBm j¨ve Gi Rb¨ e¨eüZ n‡”Q| GQvov G Awa`ß‡ii PÆMÖv‡gi wefvMxq Kvh©vjq feb wbg©vY Kiv 
n‡q‡Q| Jl‡ai Avg`vbx I ißvwb wbqš¿‡Yi Rb¨ 05 wU †cvU© Awd‡mi Kvh©µg Pvjy Kivi D‡`¨vM MÖnY Kiv n‡q‡Q| B‡Zvg‡a¨ 02wU †cvU© 
Awdm Kvh©µg Avi¤¢ n‡q‡Q|
9.7 XvKv wegvbe›`‡i Jla cÖkvmb Awa`ß‡ii †cvU© wK¬qv‡iÝ Awdm ¯’vcbt
evsjv‡`k †emvgwiK wegvb PjvPj KZ©…c¶ (†ewePK) MZ 15 †deªæqvix 2025 wLªt ZvwiL n‡Z Jla cÖkvmb Awa`ß‡ii AbyK‚‡j nhiZ 
kvnRvjvj AvšÍR©vwZK wegvbe›`i, XvKvi Avg`vwb Kv‡M©v Kg‡cø‡·i Gqvi‡d«BU BDwb‡U Jla cÖkvmb Awa`ß‡ii wK¬qv‡iÝ Awdm (‡cvU©) 
Gi Rb¨ GKwU Awdm K¶ BRviv cÖ`vb K‡i|
XvKv wegvbe›`‡i Jla cÖkvmb Awa`ß‡ii †cvU© wK¬qv‡iÝ Awdm ¯’vc‡bi j‡¶¨ MZ 14 Rvbyqvix 2024 wLªt Zvwi‡L me©cÖ_g GKRb Jla 
ZË¡veavqK‡K c`vqb Kiv nq| AwdmwU mPj Ki‡Z cÖ_‡g Awd‡mi bv‡g cÖvwZôvwbK †KvW I A_©‰bwZK †KvW m„Rb, e¨vsK wnmve I 
†c-c‡q›U †Lvjv Ges ev‡RU eivÏ †bIqv nq| miKv‡ii †KwcAvBf‚³ I wbivcËv‡ewóZ nhiZ kvnRvjvj AvšÍR©vwZK wegvbe›`‡i Jla 
cÖkvm‡bi wK¬qv‡iÝ Awdm BRviv †bIqvi KvRwU LyeB P¨v‡jwÄs m‡Ë¡I mswkøó mK‡ji mn‡hvwMZvq GKwU K¶ eivÏ wb‡q †mLv‡b Awdm ̄ ’vcb 
Kiv m¤¢e nq|

wegvbe›`‡i Jla cÖkvmb Awa`ß‡ii †cvU© wK¬qv‡iÝ Awd‡mi Kvh©µgt
▪ Jla, Km‡gwUKm, †gwW‡Kj wWfvBm I Wv‡qUvix/wbDwUªkbvj mvwcø‡g›Um BZ¨vw` Avg`vwb I ißvwb Kvh©µg cwiex¶b Ges wbqwgZ 

Avg`vbx I ißvwb Kv‡M©v Uvwg©bv‡j Jla msi¶Y e¨e¯’v cwi`k©b;
▪ KvD›Uvi‡dBU, wgmeªv‡ÛW, wbgœgvb (substandard), Avg`vwb wbwl× I A‰ea, Jla cÖkvmb Awa`ß‡ii Aby‡gv`b e¨wZ‡i‡K / 

Misdeclaration w`‡q †Kvb Jla, Km‡gwUKm, †gwW‡Kj wWfvBm I Wv‡qUvix/ wbDwUªkbvj mvwcø‡g›Um BZ¨vw` AbycÖ‡ek †iv‡a Ab¨vb¨ 
KZ©…c‡¶i mv‡_ mgš^q K‡i cÖ‡qvRbxq AvBbvbyM e¨e¯’v MÖnY;

▪ Kv÷gm I Ab¨vb¨ AvBb cÖ‡qvMKvix KZ©…c¶‡K mn‡hvwMZv cÖ`vb Ges Bangladesh Single Window (BSW) wm‡÷‡gi mv‡_ mgš^‡qi 
gva¨‡g mn‡R I `ªæZ Avg`vwbK…Z ˆea Jla, Jl‡ai KuvPvgvj I †gwW‡Kj wWfvBm BZ¨vw`i QvoKiY;

9.8 †gwW‡Kj wWfvB‡mi †iwR‡÷ªkb cÖ`vb I g~j¨ wbqš¿Yt
†`‡ki RbM‡Yi Rb¨ wbivc` I gvbm¤úbœ †gwW‡Kj wWfvBm wbwðZ Kivi j‡¶¨ Jla cÖvkvmb Awa`ßi KZ©…K Registration 
Guidelines for Medical Devices Bangladesh MvBWjvBb cÖbqY Kiv n‡q‡Q| D³ MvBWjvBb AbymiYc~e©K †`‡k Drcvw`Z I 
Avg`vwbK…Z †gwWK¨vj wWfvB‡mi †iwR‡÷ªkb cÖ`vb Kiv n‡”Q| Ryb 2025 ch©šÍ Avg`vwbK…Z 1050 wU A K¬v‡mi †gwWK¨vj wWfvB‡mi 
Aby‡gv`b I 9838 wU B, C I D K¬v‡mi †gwWK¨vj wWfvB‡mi †iwR‡÷ªkb cÖ`vb Kiv n‡q‡Q| †`‡ki RbM‡Yi myjf g~‡j¨ †gwWK¨vj 
wWfvBm cÖvwßi Rb¨ Avg`vwbK…Z Ges †`‡k Drcvw`Z †gwW‡Kj wWfvB‡mi m‡e©v”P LyPiv g~j¨ wba©viY K‡i †`Iqv n‡”Q| d‡j RbMY mvkÖqx 
g~‡j¨ gvbm¤úbœ †gwW‡Kj wWfvBm cv‡”Q| GQvovI Rxeb i¶vKvix wewfbœ ai‡bi †gwW‡Kj wWfvBm †hgb Heart Gi ring, Pacemaker, 
†Pv‡Li †jÝ, Heart Valves, Hearing aids mn Ab¨vb¨ †gwW‡Kj wWfvB‡mi g~j¨ Aby‡gvw`Z i‡q‡Q| mv¤úªwZK mg‡q ¯^v¯’¨ I cwievi 
Kj¨vY gš¿Yvjq KZ©…K Heart Gi ring, Pacemaker, Heart Valves, Neurosergical Device mn Ab¨vb¨ wWfvB‡mi g~j¨ cvk¦©eZ©x 
†`‡ki mv‡_ mvgÄm¨ †i‡L Aby‡gv`b Kivi Rb¨ GKwU we‡klÁ KwgwU MVb Kiv n‡q‡Q| D³ we‡klÁ KwgwUi mycvwikµ‡g B‡Zvg‡a¨ †ek 
wKQy Heart Gi ring g~j¨ D‡jøL‡hvM¨ nv‡i nªvm †c‡q‡Q|

nhiZ kvnRvjvj AvšÍR©vwZK wegvbe›`‡i Jla cÖkvmb Awa`ß‡ii †cvU© wK¬qv‡iÝ Awdm ¯’vc‡bi KvR Pjgvb
Ae¯’vq w¯’iwPÎ Ges Awdm cwi`k©‡b Jla cÖkvmb Awa`ßi, XvKvi cwi`k©K `j
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9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
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9.9 Jl‡ai †hŠw³K e¨envi wbwðZK‡í g‡Wj dv‡g©mx I g‡Wj †gwWwmb kc ¯’vcbt
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9.10 Jla cÖkvmb Awaß‡ii Antimicrobial Resistance msµvšÍ Kvh©µgt
A¨vw›UgvB‡µvweqvj †iwR÷¨vÝ (AMR), hv mvaviYZ mycvievM (Superbug) bv‡g cwiwPZ, eZ©gv‡b Rb¯̂v‡ ’̈̄ i Rb¨ GK gvivZ¥K ˆewk¦K ûgwK| 
GB P¨v‡jÄ †gvKvwejvq Jla cÖkvmb Awa`ßi (DGDA) mỳ ~icÖmvix I „̀p c`‡¶c MÖnY K‡i P‡j‡Q| we‡kl K‡i wbgœ I ga¨g Av‡qi †`k¸‡jvi 
Rb¨ A¨vw›Uev‡qvwUK w`‡q ¯̂-wPwKrmv (self-medication) Kgv‡bvi j‡¶¨ AvBb cÖYqb Ges Gi K‡Vvi ev Í̄evqb GK Acwinvh© †KŠkj|
evsjv‡`‡k A¨vw›Uev‡qvwU‡Ki h‡_”Q e¨envi wbqš¿‡Yi †¶‡Î GKwU gvBjdjK n‡jv Jla I Km‡gwUKm AvBb-2023 (Drug and 
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▪ gvgjvi msL¨vt †cÖmwµckb Qvov A¨vw›Uev‡qvwUK wewµi `v‡q †`‡ki wewfbœ ¯’v‡b dv‡g©wmi weiæ‡× 571wU gvgjv iæRy Kiv nq|
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AvBwb e¨e¯’v Ges cÖ‡qv‡Mi mgš^‡q A¨vw›Uev‡qvwU‡Ki `vwqZ¡kxj e¨envi cÖPvi Rb¯^v¯’¨ myi¶vi Rb¨ Jla cÖkvmb Awa`ß‡ii ¸iæZ¡c~Y© 
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D‡jøL¨ †h, World Health Organization (WHO)-Gi KvwiMwi mn‡hvwMZvq "Support DGDA Initiatives for Antimicrobial Resistance 
(AMR) Policy development on reducing the irrational use of antimicrobials, AMC Surveillance, and Awareness in Bangladesh" 
Gi Aax‡b Jla cÖkvmb Awa`ßi m‡PZbZv e„w×‡Z e¨vcK Kvh©µg MÖnY K‡i‡Q, hvi g‡a¨ D‡jøL‡hvM¨ n‡jvt
▪ Policy Brief cÖYqb: Jla cÖkvmb Awa`ßi, AvBBwWwmAvi (IEDCR) Ges mswkøó AskxRb‡`i mv‡_ †hŠ_fv‡e evsjv‡`‡k 

A¨vw›UgvB‡µvweqvj Ily‡ai e¨envi Ges cÖwZ‡iv‡ai aib (consumption and resistance pattern) msµvšÍ GKwU ¸iæZ¡c~Y© Policy Brief 
cÖ¯‘Z Kiv|

▪ RvZxq wb‡`©wkKv weZiY: A¨vw›UgvB‡µvweqvj WªvMm wWm‡cbwms, e¨envi Ges wb®úwË e¨e¯’vcbvi Dci RvZxq wb‡`©wkKv-evsjv‡`k 
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9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
wn‡m‡e KvR Ki‡Q| wek¦ ¯^v¯’¨ ms¯’v wiMy‡jUwi ewW¸‡jvi Kg©KvÛ‡K kw³kvjxKi‡Yi Rb¨ I g~j¨vqb Kivi Rb¨ bq (09) wU dvsk‡b 
wefvRb K‡i‡Q hvi g‡a¨ gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) GKwU Ab¨Zg dvskb| wWwRwWG Gi gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefvM 
†`‡ki Jl‡ai evRvi bRi`vwi Ges wbqš¿Y Kvh©µg wbqwgZfv‡e cwiPvjbv K‡i wPwKrmv cY¨ †fv³v‡`i Rb¨ wbivc` Kivi †¶‡Î GKwU 
cÖavb f‚wgKv cvjb K‡i Avm‡Q|

gv‡K©U mvwf©j¨vÝ I K‡›Uªvj (MC) wefv‡Mi Kvh©µg-
▪ bKj, †fRvj I gvbewnf©‚Z Jla m¤úwK©Z †h †Kv‡bv Awf‡hvM MÖnY I wb®úwË
▪ wPwKrmv c‡Y¨i mKj mvcøvB †PB‡b Jl‡ai ¸YMZ gvb ch©‡e¶‡Yi Rb¨ wbqwgZfv‡e Jl‡ai bgybv Ges wi¯‹ †eBRW †cv÷gv‡K©wUs 

mvwf©j¨vÝ (RB-PMS) Gi AvIZvq Jla I f¨vKwm‡bi bgybv D‡Ëvjb
▪ wbgœgvb, bKj , †fRvj Jla mbv³KiY, GjvU© cÖ`vb I `ªæZ evRvi n‡Z cÖZ¨vnv‡ii e¨e¯’v Ges AvBbMZ e¨e¯’v MÖnY
▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

wPÎt Jla cÖkvmb Awa`ßi KZ©…K Av‡qvwRZ AMR msµvšÍ †mwgbvi

wPÎt Jla cÖkvmb Awa`ßi KZ©…K Av‡qvwRZ Fungal Diseases Awareness week msµvšÍ †mwgbvi

10| 2024-2025 A_©eQ‡i Jla cÖkvmb Awaßi KZ©…K cwiPvwjZ wKQz we‡kl Awfhvbt

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, wm‡jU KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, j²xcyi KZ©…K cwiPvwjZ
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9.5.4 Market Surveillance and Control (MC)
evsjv‡`‡k Jla cÖkvmb Awa`ßi (wWwRwWG) Jla, f¨vKwmb, ev‡qvjwR·, Km‡gwUKm, dzW mvwcøg¨v›U Gi wbqš¿K ms¯’v (†i¸‡jUwi ewW) 
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▪ Jla I Jl‡ai e¨envi m¤ú‡K© weåvwšÍg~jK Z_¨ cÖPvi e‡Ü weÁvcb, wecYb I cÖPviYvg~jK Kvh©µg Z`viwK
▪ Jla I Jl‡ai KuvPvgvj Avg`vwb I ißvwb Kvh©µg Z`viwK
▪ B›Uvi‡bU ev I‡qe‡eRW cÖwµqvi gva¨‡g Jla weµq, weZiY I gRy` Kvh©µg gwbUwis

9.5.5 Licensing Premises (LI)
Licensing Premises (LI) dvskb ADLRS (Automated Drug Licensing and Renewal Szstem) Gi gva¨‡g mnR cÖwµqvq AbjvB‡b 
LyPiv WªvM jvB‡mÝ cÖ`vb I bevqb K‡i _v‡K| WªvMm A¨vÛ Km‡gwUKm AvBb 2023 Abymv‡i wRGgwc gvb`Ð hvPvB K‡i mvBU BÝ‡cKkb, 
WKz‡g‡›Ukb ch©v‡jvPbv Ges g¨gyd¨vKPvwis jvB‡mÝ cÖ`vb I bevqb K‡i| GQvovI jvB‡mÝ j•Nb mbv³ K‡i ¯’wMZ/evwZ‡ji wm×všÍ MÖnY 
Ges AbjvBb dv‡g©mxi jvB‡mÝ cÖ`vb K‡i _v‡K|

9.5.6 Regulatory Inspection (RI)
Jla cÖkvmb Awa`ß‡ii Regulatory Inspection (RI) GKwU mgwš^Z GxP (Good Practice) cwi`k©b ,cwiKíbv cÖYqb I ev¯Íevqb K‡i‡Q, 
hv †`‡ki Jla wk‡íi cÖwZwU av‡c ¸YMZ gvb wbwðZKiY I wbqš¿Y  ivL‡Z mnvqZv K‡i|
cwi`k©b Kvh©µ‡gi AvIZvq i‡q‡Q GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) msµvšÍ 
cwi`k©bmg~n Z`viwK I wbweofv‡e ch©‡e¶Y| weMZ 24/04/2025 Zvwi‡L Jla cÖkvmb Awa`ß‡ii m‡¤§jb K‡¶ G Awa`ß‡ii 
gnvcwiPvjK g‡nv`‡qi mfvcwZ‡Z¡ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jvi mv‡_ GKwU gZ wewbgq mfv AbywôZ nq| D³ mfvi wm×všÍ 
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Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
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Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, dwi`cyi KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, gvwbKMÄ KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, mybvgMÄ KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, †kicyi KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, wc‡ivRcyi KZ©…K 
cwiPvwjZ Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, bvivqYMÄ KZ©…K 
cwiPvwjZ Awfhvb|
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†gvZv‡eK WHO Maturity Level-3 in terms of Vaccine AR©‡bi j‡¶¨ f¨vKwmb Drcv`bKvix cÖwZôvb¸‡jv‡K WHO TRS-1044 
Annex-2 mn cÖ‡qvRbxq MvBWjvB‡bi mv‡_ Kgcøv‡qÝ wbwðZKi‡Yi wel‡q †ivWg¨vc cÖ¯‘Z Kiv nq| Jla cÖkvmb Awa`ß‡ii wbqwgZ 
cwi`k©b Kvh©µ‡gi Ask wn‡m‡e G eQi h_vµ‡g †gmvm© †nj_ †Kqvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb), †gmvm© Bb‡mÞv 
dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) Ges †gmvm© ccyjvi dvg©vwmDwUK¨vjm wjt (f¨vKwmb wWwfkb) cwi`k©b Kiv nq| 2025 mv‡ji 
Rb¨ Good Storage and Distribution Practices (GSDP) G cwiKíbvi AvIZvq mviv †`‡k 51wU wW‡cvi cwi`k©b Kvh©µg mdjfv‡e m¤úbœ 
n‡q‡Q|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, cvebv KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, K·evRvi KZ©…K 
cwiPvwjZ Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, wSbvB`n KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, Kzwóqv KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, ei¸bv KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, PÆMÖvg KZ©…K cwiPvwjZ 
Awfhvb|
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wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, ivRkvnx KZ©…K cwiPvwjZ 
Awfhvb|

wPÎt †Rjv Kvh©vjq, Jla cÖkvmb, cÂMo KZ©…K cwiPvwjZ 
Awfhvb|

11. Jla cÖkvmb Awa`ßi KZ©…K 2024-2025 A_© eQ‡i m¤úvw`Z Kvh©vejxt

11.1 Jla Drcv`bKvix cÖwZôv‡bi cwimsL¨vbt

µwgK bs welq msL¨v (wU) 

1 Jla Drcv`‡bi Aby‡gvw`Z cÖKí 0 
2 Drcvw`Z Jl‡ai †iwR‡÷ªkb mvgwqK evwZj 13 
3 Jla Drcv`bKvix cÖwZôv‡bi jvB‡mÝ mvgwqK evwZj 04 
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11.2 Ryb 2025 Jla cÖkvmb Awa`ßi KZ©…K Bmy¨K…Z †Rjv wfwËK †gvU WªvM jvB‡mÝ msL¨vt

12| Jla cÖkvmb Awa`ß‡ii gvV ch©v‡qi Kg©KvÛt
12.1| 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ LyPiv WªvM jvB‡mÝ bevq‡bi Zzjbvg~jK cwimsL¨vbt

µwgK 
bs †Rjvi bvg †gvU WªvM jvB‡mÝ 

msL¨v 
µwgK 

bs †Rjvi bvg †gvU WªvM jvB‡mÝ 
msL¨v 

01 XvKv 26358 34 ewikvj 4799 
02 XvKv wefvMxq Kvh©vjq 5690 35 SvjKvVx 996 
03 bvivqbMÄ 4082 36 wc‡ivRcyi 3112 
04 g ywÝMÄ 1622 37 cUzqvLvjx 2572 
05 biwms`x 2062 38 ei¸bv 2096 
06 MvRxcyi 4458 39 †fvjv 1923 
07 gvwbKMÄ 1640 40 iscyi 3938 
08 UvsMvBj 5707 41 w`bvRcyi 5085 
09 wK‡kviMÄ 3292 42 bxjdvgvix 2287 
10 dwi`cyi 4015 43 VvKziMuvI 1811 
11 ivRevox 1720 44 cÂMo 1288 
12 kwiqZcyi 1408 45 jvjgwbinvU 1574 
13 gv`vixcyi 2197 46 KzwoMÖvg 2264 
14 †MvcvjMÄ 2101 47 MvBevÜv 1849 
15 gqgbwmsn 6026 48 Lyjbv 5651 
16 Rvgvjcyi 2490 49 ev‡MinvU 2210 
17 †bÎ‡Kvbv 2024 50 Kzwóqv 3185 
18 †kicyi 1401 51 h‡kvi 5298 
19 wm‡jU 5293 52 bovBj 1238 
20 †gŠjfxevRvi 3046 53 PzqvWvsMv 3342 
21 mybvgMÄ 2582 54 †g‡nicyi 1208 
22 nweMÄ 1748 55 wSbvB`n 3079 
23 PÆMÖvg 17978 56 gv¸ov/gv¸iv 1453 
24 eªvþYevwoqv 3439 57 mvZ¶xiv 3597 
25 Kzwgjøv 7842 58 ivRkvnx 4143 
26 P uv`cyi 3616 59 wmivRMÄ 4001 
27 †dbx 2626 60 bIMuv 4503 
28 LvMovQox 783 61 bv‡Uvi 2300 
29 j¶xcyi 2330 62 cvebv 5056 
30 iv½vgvwU 771 63 e¸ov 6879 
31 K·evRvi 3734 64 P uvcvBbeveMÄ 2906 
32 ev›`ievb 539 65 RqcyinvU 2113 
33 †bvqvLvjx 3145 me©‡gvU 2,35,521 

mvj L yPiv WªvM jvB‡mÝ bevq‡bi msL¨v 
2018-2019 37029 
2019-2020 29700 
2020-2021 32898 
2021-2022 35530 
2022- 2023 42896 
2024-2025 94777 
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12.2| 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z dv‡g©mxi cwimsL¨vbt

12.3| 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z Jla cÖ¯‘ZKvix KviLvbvi Zzjbvg~jK cwimsL¨vb (GKvwaKevi 
cwi`k©bmn)t

wPÎt 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z dv‡g©mxi Zzjbvg~jK wPÎ

wPÎ: 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cwi`k©bK…Z Jla cÖ¯‘ZKvix KviLvbvi Zzjbvg~jK cwimsL¨vb

mvj cwi`k©bK…Z dv‡g©mxi msL¨v 
2018-2019 59883 
2019-2020 55200 
2020-2021 36441 
2021-2022 54839 
2022- 2023 63791 
2024-2025 70205 

mvj cwi`k©bK…Z Jla cÖ¯‘ZKvix KviLvbvi msL¨v (GKvwaKevi 
cwi`k©bmn) 

2018-2019 1333 
2019-2020 1200 
2020-2021 827 
2021-2022 1329 
2022- 2023 1244 
2024-2025 1167 
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12.4| WªvM †KvU©, g¨vwR‡÷ªU †KvU© I †gvevBj †Kv‡U© `v‡qiK…Z gvgjvi weeiYt (2024-2025 A_© eQ‡i)t

12.5| 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ `v‡qiK…Z gvgjvi Zzjbvg~jK cwimsL¨vbt

12.6| 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ ivR¯^ Av`v‡qi Zzjbvg~jK cwimsL¨vbt

gvm 
Jla Av`vj‡Z 

`v‡qiK…Z 
gvgjv 

g¨vwR‡÷ªU 
Av`vj‡Z 

`v‡qiK…Z gvgjv 
†gvevBj †Kv‡U© 

`v‡qiK…Z 
Rwigvbv 
(UvKv) 

†gvevBj †KvU© 
RyjvB Ô24 0 20 gvgjv 824000 
AvM÷ Ô24 0 13 145 203000 
†m‡Þ¤ ^i Ô24 0 41 31 346000 
A‡±vei Ô24 3 23 80 547300 
b‡f¤̂i Ô24 2 23 136 721200 
wW‡m¤̂i Ô24 0 36 186 1802800 
Rvbyqvix Ô24 1 31 236 1395500 
†deªæqvix Ô24 1 33 192 777300 
gvP © Ô24 4 31 192 950500 
GwcÖj Ô24 3 34 195 786200 
†g Ô24 1 33 211 1574500 
Ryb Ô24 1 31 298 1390500 

†gvU 16 349 232 1,13,18,800 

eQi Jla Av`vj‡Z 
`v‡qiK…Z gvgjv 

g¨vwR‡÷ªU Av`vj‡Z 
`v‡qiK…Z gvgjv 

†gvevBj 
†Kv‡U© gvgjv Rwigvbv (UvKv) 

2018-2019 7 53 2021 06 †KvwU 51 j¶ 28 nvRvi 939 UvKv 
2019-2020 2 41 1964 23 †KvwU 29 j¶ 20 nvRvi 768 UvKv 
2020-2021 13 92 1715 07 †KvwU 58 j¶ 100 UvKv 
2021-2022 26 111 2961 03 †KvwU 66 j¶ 44 nvRvi 300 UvKv 
2022-2023 05 280 2278 03 †KvwU 24 jvL 05 nvRvi UvKv 
2024-2025 16 349 2134 01 †KvwU 13 jvL 18 nvRvi 800 UvKv 

mvj ivR¯̂ Av`vq (UvKv) 
2018-2019 202521686.00 
2019-2020 204743561.00 
2020-2021 165554733.00 
2021-2022 197597038.00 
2022-2023 245901469.00 
2024-2025 26,85,33,000.00 

wPÎ: 2018-2019 n‡Z 2024-2025 A_© eQi ivR¯^ Av`v‡qi Zzjbvg~jK cwimsL¨vb
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wPÎ: WªvM †Uw÷s j¨ve‡iUix‡Z Jl‡ai bgybv †cÖi‡Yi Zzjbvg~jK wPÎ

wPÎ : WªvM K‡›Uªvj j¨ve‡iUix KZ©…K cÖvß bgyb cix¶v I we‡kølY Gi Zzjbvg~jK cwimsL¨vb

D‡jøL¨, 2024-2025 A_© eQ‡i WªvM K‡›Uªvj j¨ve‡iUix KZ©…K cix¶v I we‡kølYK…Z †gvU 2882 wU bgybv Jl‡ai g‡a¨ 84 wU bgybv gvY-ewnf©‚Z

12.7| 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ cix¶v I we‡køl‡Yi wbwgË WªvM †Uw÷s j¨ve‡iUix‡Z †cÖwiZ Jl‡ai bgybvi 
Zzjbvg~jK cwimsL¨vbt

12.8| 2018-2019 n‡Z 2024-2025 A_© eQi ch©šÍ WªvM K‡›Uªvj j¨ve‡iUix KZ©…K cÖvß bgybv cix¶v I we‡kølY Gi Zzjbvg~jK 
cwimsL¨vbt

12.9| 2024-2025 A_© eQ‡i Jla ißvwbi Rb¨ Bmy¨K…Z CPP (Certificate of Pharmaceutical Product), ißvwb jvB‡mÝ Form-10 
A, GMP (Good Manufacturing Practices) mvwU©wd‡KU, FSC (Free Sale Certificate) Gi cwimsL¨vbt

mvj †cÖwiZ Jl‡ai bgybvi msL¨v 
2018-2019 3304 
2019-2020 3397 
2020-2021 4659 
2021-2022 3747 
2022-2023 3847 
2024-2025 4580 

Bmy¨K…Z CPP (Certificate    
of Pharmaceutical   

Product) 

Bmy¨K…Z FSC 
(Free Sale 

Certificate) 

Bmy¨K…Z ißvwb 
jvB‡mÝ Form-10 

A 

Bmy¨K…Z GMP (Good 
Manufacturing Practices) 

mvwU©wd‡KU 
1412 129 3040 58 
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12.10| DGDA Alert Notice:

µwgK 
bs 

Alert 
Notice date Source Subject Manufacturer Action by 

DGDA 
1.  05.08.2024 WHO 

Medical 
product 
alert No 
3/2024 

wek¦ ¯̂v ’̄¨ ms ’̄v (WHO) m¤úªwZ †gwWK¨vj †cÖvWv± GjvU © 
3/2024 G GB g‡g© mZK© K‡i‡Q †h, wdbj¨v‡Û †cÖvWv± 
GjvU© 3/2024 G GB g‡g© mZK© K‡i‡Q †h, wdbj¨vÛ 
Awbqwš¿Z mvcøvB †PBb †_‡K Oxymorphone 
Hydrochloride 40mg Gi GKwU e¨vP bKj (falsified) 
wn‡m‡e kbv³ Kiv n‡q‡Q| Oxymorphone 
Hydrochloride 40mg bvgxq JlawU gvSvwi †_‡K Zxeª 
e¨_vi wPwKrmvq e¨eüZ nq| JlawU j¨v‡e we‡kølY Kiv n‡j 
G‡Z Oxymorphone Hydrochloride Gi cwie‡Z© 
Metonitazene cvIqv hvq e‡j wek¦ ̄ ^v ’̄¨ ms¯’v (WHO) †K 
Finnish Medicines Agency (FIMEA) Rvwb‡q‡Q| 
Metonitazene GKwU kw³kvjx mvB‡KvA¨vKwUf wm‡g &_wUK 
IwcI‡qW Jla hvi †Kv‡bv ¯̂xK…Z Jlwa e¨envi †bB Ges 
Aí †Wv‡R ̧ iæZi cvke© I Ifvi‡Wv‡R cÖvYNvZx n‡Z cv‡i| 
Oxymorphone Hydrochloride 40 mg Gi 
Drcv`bKviK Ges evRviKviK AUROLIFE PHARMA 
LLC D³ e¨vPwU bKj (falsified) Ges Zv‡`i 
Hydrochloride 40 mg Gi Drcv`bKviK Ges 
evRviRvZKviK AUROLIFE PHARMA LLC D³ 
e¨vPwU bKj (falsified) Ges Zv‡`i KZ©…K Drcvw`Z bq 
e‡j wbwðZ K‡i‡Q| 

Aurobindo 
Pharma 
Limited, 
Hyderabad-500 
038, India. 

Jla cÖkvmb 
Awa`ß‡ii gvV 
ch©v‡qi mKj 
Kg©KZ©v‡K D³ bgybv 
evRv‡i cvIqv †M‡j 
Rã K‡i cÖ‡qvRbxq 
e¨e ’̄v MÖn‡Yi Rb¨ 
wb‡`©k cÖ`vb Kiv nq 
Ges †nj_‡Kqvi 
cÖ‡dkbvj‡`i D³ 
Jla e¨envi †_‡K 
weiZ _vKvi Rb¨ 
Ab y‡iva Kiv nq| 

2.  10.10.2024 WHO 
Medical 
product 
alert No 
4/2024 

wek¦ ¯̂v ’̄¨ ms ’̄v (WHO) m¤úªwZ †gwWK¨vj †cÖvWv± GjvU © 
4/2024 G GB g‡g© mZK© K‡i‡Q †h, cvwK Í̄v‡bi evRv‡i 
DOW USP/EP PROPYLENE GLYCOL Gi wZbwU 
e¨vP bKj ev †fRvj wn‡m‡e cvIqv hv‡”Q| Gw·wc‡q›U 
wn‡m‡e e¨eüZ  D³ DOW USP/EP PROPYLENE 
GLYCOL †Z Ethylene Glycol AMÖnY‡hvM¨ gvÎvq 
K›Uvwg‡b›U ev †fRvj wn‡m‡e Av‡Q| Ethylene Glycol 
gvbe kix‡ii Rb¨ ¶wZKi I A‡bK †¶‡Î cÖvYNvwZ| D‡j øL¨ 
†h, GwcÖj 2024 G DOW USP/EP PROPYLENE 
GLYCOL Gi cuvPwU e¨vP bKj ev †fRvj wn‡m‡e 
cvwK Í̄v‡bi evRv‡i cvIqv hv‡”Q g‡g© wek¦ ¯̂v ’̄¨ ms ’̄v 
(WHO) †gwWK¨vj †cÖvWv± GjvU© 1/2024 Rvwi K‡iwQj| 

Dow Europe 
GmbH and The 
Dow Chemical 
Company 

Excipient wU 
gvbm¤úb œ I mwVK 
wKbv Zvnv wbwðZ 
mv‡c‡¶ e¨envi Kivi 
Rb¨ Jla 
Drcv`bKvix cÖwZôvb 
¸‡jv‡K ejv nj Ges 
Dch©z³  welqwU 
Z`viwKi Rb¨ GZØviv 
Jla cÖkvmb Awa`ßi 
Gi mswk øó mKj‡K 
wb‡`©k cÖ`vb Kiv nq| 

3.  23.12.2024 WHO 
Medical 
product 
alert No 
5/2024 

Jla cÖkvmb Awa`ß‡ii gvV ch©v‡qi mKj Kg©KZ©v‡`i 
Rvbv‡bv hv‡”Q †h, wek¦ ̄ ^v ’̄¨ ms ’̄v (WHO) m¤úªwZ †gwWK¨vj 
†cÖvWv± GjvU©  05/2024 G GB g‡g© mZK© K‡i‡Q †h, 
Av‡g©wbqv, †jevbb Ges Zzi‡¯‹i Awbqwš¿Z mvcøvB †PBb †_‡K 
IMFINZI (durvalumab) injection 500mg/10ml Gi 
GKwU e¨vP bKj (falsified) wn‡m‡e kbv³ Kiv n‡q‡Q| 
Durvalumab GKwU g‡bv‡K¬vbvj A¨vw›UewW hv g‡bv‡_ivwc 
wnmv‡e cÖvßeq¯‹‡`i Non-Small Cell Lung Cancer 
(NSCLC) wPwKrmvi Rb¨ e¨eüZ  nq|  IMFINZI 
(durvalumab) injection 500mg/10ml Gi cÖK…Z 
Drcv`bKviK AstraZeneca D³ e¨vPwU  bKj (falsified) 
e‡j wbwðZ K‡i‡Q| bKj (falsified) IMFINZI 
(durvalumab) e¨venvi †ivMx‡`i AKvh©Ki wPwKrmvi Ges 
Rxebbv‡ki KviY n‡Z cv‡i| 

AstaZanica D‡jøwLZ IMFINZI 
(durvalumab) 
injection wU e¨v‡Pi 
evRv‡i cvIqv †M‡j 
Zv Rã K‡i 
cÖ‡qvRbxq e¨e¯’v 
MÖn‡Yi Rb¨ GZØviv 
wb‡`©k cÖ`vb Kiv nq| 

 



Jla cÖkvmb Awa`ßi 2024-2025evwl©K cÖwZ‡e`b

29

µwgK 
bs 

Alert 
Notice date Source Subject Manufacturer Action by 

DGDA 
1.  18.03.202

5 
WHO 
Medical 
product 
alert No 
01/2025 

wek¦ ¯̂v ’̄¨ ms ’̄v (WHO) m¤úªwZ †gwWK¨vj †cÖvWv± GjvU©  
01/2025 G GB g‡g© mZK© K‡i‡Q †h, myBRvij¨vÛ Gi 
Awbqwš¿Z evRvi n‡Z  OXYCONTIN 80mg 
(Oxycodone hydrochloride) Gi GKwU e¨vP bKj 
(falsified) wn‡m‡e kbv³ Kiv n‡q‡Q| OXYCONTIN 
80mg (Oxycodone hydrochloride) Gi cÖK…Z 
Drcv`bKvix cÖwZôvb MUNDIPHARMA hv  WHO †K 
AewnZ K‡i‡Q| †cvj¨v‡Û Aby‡gvw`Z OXYCONTIN 
80mg (Oxycodone hydrochloride) c`wU‡K ûeû bKj 
(falsified) Kiv n‡q‡Q| OXYCONTIN (Oxycodone 
hydrochloride) GKwU †mwg-wm‡š’wUK IwcI‡qW hv gvSvwi 
†_‡K Zxeª e¨_vi wPwKrmvq e¨eüZ nq| 

Mundupharama 
A/S 

D‡jøwLZ bKj c`wU 
evRv‡i cv&Iqv †M‡j Zv 
Rã K‡i cÖ‡qvRbxq 
e¨e ’̄v MÖn‡Yi Rb¨ G 
Awa`ß‡ii mswk øó 
mKj‡K wb‡`k© cÖ`vb 
Kiv nj Ges D‡jøwLZ 
e¨v‡Pi c`wU e¨envi 
†_‡K weiZ _vKvi 
Ab y‡iva Kiv nq | 

2.  28.04.2025 WHO 
Medical 
product 
alert No 
02/2025 

W ªvM Bbdi‡gkb †m›Uvi (DIZ) R ywiL, myBRvij¨v‡Ûi 
j¨ve‡iUwi‡Z bKj (falsified) c`wUi bg ybv cix¶v Kiv nq 
Ges c`wU‡Z OXYCONTIN (Oxycodone 
hydrochloride) Gi cwie‡Z© nitazene compound 
cvIqv hvq hv GKwU kw³kvjx wm‡š’wUK IwcI‡qW| D³ bKj 
(falsified) c`wU Ifvi‡WvR Ges g„Zz¨i D”P SzuwK enb 
K‡i| 

Maxheal 
Pharmaceuticals 
(India) Limited. 

D‡jøwLZ c‡`i bKj 
e¨vP¸‡jv evRv‡i 
cv&Iqv †M‡j Zv Rã 
K‡i cÖ‡qvRbxq e¨e¯’v 
MÖn‡Yi Rb¨ G 
Awa`ß‡ii mswk øó 
mKj‡K wb‡`k© cÖ`vb 
Kiv nj Ges D‡jøwLZ 
e¨vP¸‡jv e¨envi †_‡K 
weiZ _vKvi Rb¨ 
mswk øó AskxRb‡`i 
AewnZ Kiv nq | 

3.  20.05.2025 WHO 
Medical 
product 
alert No 
03/2025 

wek¦ ¯̂v ’̄¨ ms ’̄v (WHO) m¤úªwZ †gwWK¨vj †cÖvWv± GjvU ©  
02/2025 G GB g‡g© mZK© K‡i‡Q †h, K¨v‡giæb Ges ga¨ 
Avwd«Kv cÖRvZš¿ n‡Z HEALMOXY (Amoxicillin) 
Capsules 500mg bvgxq c‡`i bKj Pvi (04) wU e¨vP 
mbv³ Kiv nq| bKj HEALMOXY (Amoxicillin) 
Capsules 500mg Gi bgybv we‡køl‡Y †`Lv †M‡Q †h 
K¨vcmyj¸‡jv‡Z DwjøwLZ mwµq Dcv`vb (Amoxicillin) 
cvIqv hvq wb Ges Kgc‡¶ ỳwU bKj c‡`i Drcv`b ZvwiL 
Ges †gqv` †kl nIqvi Zvwi‡Li Am½wZc~Y© dg ©̈vU i‡q‡Q| 
Amoxicillin GKwU A¨vw›Uev‡qvwUK hv wewfbœ e¨vK‡Uwiqvj 
msµg‡Yi wPwKrmvq e¨eüZ nq| bKj Jla e¨venvi 
Awbivc` Ges we‡kl K‡i ¸iæZi msµgY ev ỳe©j 
(uvlnerable) e¨w³‡`i Rb¨ ¯̂v ’̄¨ SzuwK ˆZwi Ki‡Z cv‡i| 

AstraZeneca D‡jøwLZ c‡`i bKj 
e¨vP¸‡jv evRv‡i 
cvIqv †M‡j Zv Rã 
K‡i cÖ‡qvRbxq e¨e¯’v 
MÖn‡Yi Rb¨ G 
Awa`ß‡ii mswk øó 
mKj‡K wb‡`k© cÖ`vb 
Kiv nj Ges D‡jøwLZ 
e¨vP¸‡jv e¨envi †_‡K 
weiZ _vKvi Rb¨ 
mswk øó AskxRb‡`i 
AewnZ Kiv nq | 
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13| Z_¨ AwaKvi AvBb Abyhvqx mieivnK…Z Z‡_¨i weeiYxt
Z_¨ Kwgk‡bi evwl©K cÖwZ‡e`‡b AšÍf©zw³i j‡¶¨ 2024-2025 mv‡ji mgwš^Z Z_¨vw`

KZ ©…c‡¶i 
bvg 

Z_¨ AwaKvi 
AvBb, 

2009 Gi 
di‡gU 

Abyhvqx  Z_¨ 
mieiv‡ni  

Rb¨ 
Av‡e`‡bi  

msL¨v 

Z_¨ 
mieiv‡ni 
gva¨‡g 

wb®úwËK…
Z 

Av‡e`‡bi 
msL¨v 
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14| Jla cÖkvmb Awa`ß‡ii gvbe m¤ú` Dbœqb Kvh©µgt
14.1 †`‡k cÖwk¶Y Kg©kvjvt 2024-2025

µwgK 
bs wk‡ivbvg ¯’vb mgqKvj 

AskMÖnYKvix 
Kg©KZ©v/ 

Kg©Pvixi msL¨v 

1.  Project Appraisal Formulation and 
Approval (23rd Batch) 

RvZxq cwiKíbv I Dbœqb 
GKv‡Wgx (GbGwcwW) 

21-07-2024 n‡Z 
08-08-2024 01 

2.  
¯^v ’̄¨ †mev wefv‡Mi †mev cÖ`vb cÖwZkÖæwZ 
(wmwU‡Rb PvU©vi) ev Í̄evqb Kg© cwiKíbv 
2024-2025 ev Í̄evq‡bi j‡¶¨ 

¯^v ’̄¨ †mev wefvM, ¯̂v¯’¨ I 
cwievi Kj¨vY gš¿Yvjq, m‡¤§jb 
K¶ 

17-10-2024 02 

3.  Public Procurement Management      
(15th Batch, Evening Course) 

RvZxq cwiKíbv I Dbœqb 
GKv‡Wgx (GbGwcwW) wZb mßvne¨vcx 04 

4.  Residue Control in Milk c¨vb c¨vwmwdK, †mvbviMuvI, 
XvKv 

21-11-2024 07 

5.  Patent Law welqK Kg©kvjv evsjv‡`k Jla wkí  mwgwZ 
KZ©…K Av‡qvwRZ 

1-12-2024 n‡Z 03-
12-2024 05 

6.  EMS welqK cÖwk¶Y RbcÖkvmb gš¿Yvj‡qi wcGwmwm 
Gi Kw¤úDUvi cÖwk¶Y †K›`ª 05-02-2025 02 

7.  Contract Management (2nd Batch) RvZxq cwiKíbv I Dbœqb 
GKv‡Wgx (GbGwcwW), 

23-02-2025 n‡Z 27-
02-2025 08 
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µwgK 
bs wk‡ivbvg ¯’vb mgqKvj 

AskMÖnYKvix 
Kg©KZ©v/ 

Kg©Pvixi msL¨v 
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14.2| we‡`‡k cÖwk¶Y Kg©kvjv: 2024-2025
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14.3  Assembly of the Members of the South East Asia Regulatory Network (SEARN)
Assembly of the Members of the South East Asia Regulatory Network (SEARN)
Date: 01 to 04 July 2024, Venue: Dhaka, Bangladesh 
Theme:  Safe medicines during pregnancy
1. Introduction: The South-East Asia Regulatory Network (SEARN) is a volunteer association of the National Regulatory 
Authorities of the countries in the WHO South-East Asia region: Bangladesh, Bhutan, the Democratic People's Republic of 
Korea, India, Indonesia, Maldives, Myanmar, Nepal, Sri Lanka, Thailand and Timor-Leste. The Vision of SEARN is to support 
timely access to affordable medical products of assured quality, safety and efficacy in all countries of the South-East Asia region 
and beyond. The Mission of SEARN is to develop and strengthen regulatory collaboration, convergence and reliance in the 
South-East Asia region over shared regulatory issues and challenges that will build trust and capacity, and will enable National 
Regulatory Authorities (NRAs) to fulfil their mandates and better safeguard public health.
The objectives of SEARN includes
a. Information sharing: Create an enabling environment to enhance communication and information sharing on regulatory 

policies, guidelines, standards, procedures, outputs and regulated products and entities between NRAs in the region.
b. Systems strengthening: Facilitate and support regulatory capacity development to enhance regulatory skills and 

competencies and strengthen regulatory systems in the region.
c. Convergence: Promote convergence and alignment of regulatory approaches and requirements based on international 

standards and good regulatory practices.
d. Collaboration: Identify and develop potential work sharing and reliance processes to help address common work areas and 

optimize use of existing regulatory capacities and expertise available in the region.

2. Participants: 
i. Md Mozammel Hossain Khan, Joint Secretary, HSD, MoHFW,  Dhaka. 
ii. Md. Abdul Aziz, Deputy Secretary (WHO-1Section), HSD, MoHFW,  Dhaka. 
iii. Mohammad Nayeem Golder, Deputy Director, DGDA, Dhaka 
Special Invitees:
i. Dr. Md. Harun-Or-Rashid, Deputy Chief, NDCL, DGDA, Dhaka.
ii. Dr. ATM Golam Kibria Khan, Assistant Director, DGDA, Dhaka.
Observers:
i. Md. Tanvir Ahmed, Assistant Director, DGDA, Dhaka.
ii. Md. Mohid Islam, Assistant Director, DGDA, Dhaka.

3. The Program: Chair: Major General Muhammad Yousuf, DG, DGDA (Bangladesh)
1.Members: Mr Md Mohammad Mozammel Hossain Khan (Bangladesh), Mr Md Abdul Aziz (Bangladesh), Mr Mohammad 
Nayeem Golder (Bangladesh), Ms Gym Bidha (Bhutan), Mr. Jigme Dorji (Bhutan), Dr. Rajeev Singh Raghuvanshi (India, Chair 
of Working group 3 Vigilance), Dr Manish Kapoor (India), Dra. Togi Junice Hutadjulu (Indonesia), Mrs. Nunning Lestin Bintari 
(Indonesia, Chair of Working group 5 Medical Devices), Ms. Aishath Mohamed (Maldives), Mr. Mohamed Fazeen (Maldives), 
Mr. Narayan Prasad Dhakal (Nepal), Mr Pan Bahadur Kshetry (Nepal), Dr Ananda Wijewickrama (Sri Lanka), Ms Deepika 
Bulathsinghala (Sri Lanka), Dr. Tharnkamol Chanprapaph (Thailand), Mrs. Sirinmas Katchamart (Thailand), Mr Delfim Costa 
Xavier Ferreira (Timor-Leste), Dr Jimmi Bruno de Oliveira (Timor-Leste).
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SEARN Secretariat: Dr Anil Chawla,  Mrs. Naina Sethi, Dr Adrien Inoubli

Other participants: Dr Md. Harun-Or-Rashid (Chair of Working group 1 Quality), Dra. Tri Asti Isnariani (Chair of Working 
group 2 Regulatory Strengthening), Mr A.T.M. Golam Kibria Khan (Chair of Working group 4 Information Sharing), Mr Md 
Ashraf Hossain (Bangladesh), Dr Md Akter Hossain (Bangladesh), Dr Sarwat Jahan Pia (Bangladesh), Ms Gulshan Jahan 
(Bangladesh), Mr Shaikat Kumar Kar (Bangladesh), Mr Md Razibul Habib (Bangladesh), Ms S M Sabrina Yesmin (Bangladesh), 
Mr Md. Mohid Islam (Bangladesh), Mr MD Shariful Islam (Bangladesh), Mr Mir Abdur Razzaq (Bangladesh), Mr Nahin AI 
Alam (Bangladesh), Dr Hamida Begum (Bangladesh), Mr Tanvir Ahmed (Bangladesh), Mr Md Salahuddin (Bangladesh), Mr 
Pravin Jagtap (India), Dr Santosh Vithalrao Indraksha (India), Mr. V. Rajappan (India), Dr Vivekanandan Kalaiselvan (India), 
Mrs Indah Zulhijma Wattiheluw (Indonesia), Mrs Anggrida Saragih (Indonesia), Ms Putri Wiyana Utami (Indonesia), Ms Aishath 
Jaleela (Maldives), Ms K N L Karunathilaka (Sri Lanka), Mr Kritsada Limpananont (Thailand), Mr. Wittaya Prachachalern 
(Thailand), Mr Wittawat Viriyabancha (Thailand), Mr Placido Bruno dos Reis Da Costa (Timor-Leste), Dr Jeremy Shonberg 
(TGA), Dr Natasha Brockwell (TGA), Mr Matthew Scotney (CEPI), Mr Vivian Rakuomi (MTaPS), Mr. Mehmood Anwar 
(TGA), Mr Esakky Jeyakhandan (USP), Mrs Tabassum Munira (USP), Mrs Topha Shrestha (USP), Dr Andrea Keyter (WHO), 
Mrs. Chinta Abayawardana (WHO), Ms. Liyana Rakinaturia (WHO), Dr Md Khurshid Alam Hyder (WHO), Dr. Mohamed 
Mahmoud Mahmoud Amine (WHO), Mr. Paritosh Chakma (WHO), Dr Samvel Azatyan (WHO), Dr Shanthi Narayan Pal 
(WHO)

The Assembly were included two main sessions: 
a. 1-2 July: Preparatory meeting of the Working Groups and Steering Group (the costs of physical participation will be borne 

by WHO for the members of the Steering group, the Chairs of the working group, and the Rapporteurs – other participants 
may attend at their own costs or virtually)

b. 3-4 July: Assembly of the Members of SEARN (the costs of physical participation will be borne by WHO for Heads of NRAs 
(or a person designated) and one person designated to assist in the discussions, the members of the Steering group, and 
Chairs of the working groups – other participants may attend at their own costs or virtually)

4. Bill Approved in SEARN Assembly:

A. Revised ToR:

The Assembly adopted the proposed updated terms of reference to enable participations of experts external to NRAs to support 
scientific / technical recommendations from WGs, and to allow for a gradation of responses to public health emergencies, with 
one clarification regarding propositions of additional experts by the secretariat and further emphasis on the rule that only SEARN 
Members may participation in the adoption of decisions.

B. Framework for SEARN secretariat on the publication of SEARN outputs on the public website

The Assembly adopted the Framework for SEARN secretariat on the publication of SEARN outputs on the public website, 
pending further discussion at the Assembly, with one clarification in the background regarding the needs of clarity from SEARN 
Members on what would be published on the public website.

C. Discussion and adoption of the Draft SEARN Quality Policy

The Assembly adopted the Draft SEARN Quality Policy, with some corrections and further emphasis on sustainability.
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D. Host of the next SEARN meeting and rotation members of the Steering group

The Assembly welcomed the expression of interest from Bhutan and Nepal to host the next Assembly meeting. The Assembly of the 
Members of SEARN agreed that Bhutan may host the meeting of the Assembly in 2025, and that Nepal may host the meeting of the 
Assembly in 2026. As a consequence, Bhutan replaced Bangladesh in the Steering group and, as host country, became its Chair.

E. Steering group meetings during the Assembly

The Assembly agreed that at the time of the meetings of the Assembly, the meetings of the Steering group and the Assembly are 
combined, considering that the same representatives participate in both meetings.

E. Approval of the outputs from the working groups 
▪ WG1: all outputs adopted
▪ WG2: all outputs adopted
▪ WG3: all outputs adopted
▪ WG4: all outputs adopted 

• Declaration of the SEARN members
• Guidelines to SEARN members on information sharing
• Confidential Disclosure agreement template

▪ WG5: all outputs adopted. The Assembly highlighted the importance of carefully considering the best means to establish 
MoUs in the region to facilitate information sharing between SEARN Members.

▪ Secretariat to circulate draft minutes of this week:
• Working groups
• Steering group 
• Assembly

▪ Adopted the outputs of the 2022-2023 workplan in line with the discussions
• To be published once the minutes are adopted

▪ Declaration of the Members of SEARN on information sharing and new work plan to be published on the website

5. Learning from SEARN: 

a) Capacity Building: To facilitate and support regulatory capacity development to enhance regulatory skills and competencies 
and strengthen regulatory systems in the region. Pilot the development of the preferred domains from each dimension of the draft 
Global competency framework: Meta-Competencies (Collaboration), Core-Competencies (regulatory framework, policies, and 
process), Role-specific competencies for reviewers (Product quality), inspectors (Regulatory decision-making), laboratory 
analysts (Laboratory systems and equipment), vigilance personnel (Post-market surveillance)

b) Information Sharing: SEARN is dedicated to information sharing, and especially to create an enabling environment to 
enhance communication and information sharing on regulatory policies, guidelines, standards, procedures, outputs and regulated 
products and entities between NRAs in the region. 

c) Reliance:  Facilitate reliance in the SEARN region to understand how reliance is used in the region and better define the needs 
and to build convergence on criteria for identifying a reference regulatory authority. SEARN supporting the development of 
reliance in the same functions where it is currently used especially Marketing Authorizations, Vigilance, Regulatory Inspections, 
and Laboratory Testing.  The current use of reliance in lot release but a significant interest was also expressed in developing 
reliance for regulatory system.

d) Sustainability: How to ensure sufficient and sustainable resources among the SEARN network and carry out the intended 
activities included in its work plan.

e) Reference Standard: Drafting a strategy to facilitate the identification needed and sharing of reference material/chemical 
reference standard in the region

f) Laboratory QMS: A variety of tools is available to support laboratories in improving and demonstrating their quality. These 
include WHO pre-qualification, accreditation according to ISO 17025, WHO-NNB Network and WHO assessment as per GBT. 
Participation, implementation and information sharing in relation to these tools can contribute to improve the performances of 
laboratory testing in the region and facilitate reliance.
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f) Laboratory QMS: A variety of tools is available to support laboratories in improving and demonstrating their quality. These 
include WHO pre-qualification, accreditation according to ISO 17025, WHO-NNB Network and WHO assessment as per GBT. 
Participation, implementation and information sharing in relation to these tools can contribute to improve the performances of 
laboratory testing in the region and facilitate reliance.

g) Increase Reporting: How to draft a strategy to stimulate reporting in the region, including technical solutions. This work shall 
be embedded in the scope and objectives of WG3, which include all medical products that are in the scope of SEARN and also 
consider substandard and falsified products. While there are specificities to the different types of reports, it is expected that this 
strategy may address many of the common challenges and solutions.

h) Regulatory Intelligence: How to develop a regional approach to regulatory intelligence in time of public health emergency 
to support NRAs. WHO South-East Asia Regional office shared its experience of the type of information which has proven 
helpful in time of public health emergencies. 

6. DGDA Achievement from SEARN: 

* Positive attention and good remarks from the member countries of SEARN.

* DGDA Shown potentiality in working group 1 (Quality) and working group 4 (Information Sharing)

* Laboratory access department of DGDA drawn attention for training hub of other SEARN members.

15. Jla cÖkvmb Awa`ß‡ii 2024-2025 A_© eQ‡ii ev‡RUt
gÄywi I eiv‡Ïi `vwemg~n (cwiPvjb): 12703-Jla cÖkvmb Awa`ßi (AsKmg~n nvRvi UvKvq)
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Jla cÖkvmb Awa`ß‡ii 2024-25 A_©eQ‡ii ev‡RUt
gÄywi I eiv‡Ïi `vwemg~n (Dbœqb): 12703-Jla cÖkvmb Awa`ßi (AsKmg~n nvRvi UvKvq)

A_©‰bwZK †KvW wfwËK eivÏ AviGwWwc (2024-2025) 
A_©‰bwZK †KvW weeiY ms‡kvwaZ ev‡RU 2024-2025 

3111307 ˆe‡`wkK fvZv 144 
3211107 hvbevnb e¨envi (Pzw³wfwËK) 159 
3211109 mvKzj¨ †eZb (miKvix Kg©Pvix e¨wZZ ) 450 
3211111 †mwgbvi/ Kbdv‡iÝ e¨q 1750 
3211112 P uv`v 150 
3211116 Kzwiqvi 5 
3211125 cÖPvi I weÁvcb e¨q 150 
3211127 eBcÎ I mvgwqKx 100 
3211131 AvDU‡mvwm©s 50 
3211134 kÖwgK (AwbqwgZ) gRywi 4 
3221106 cwienb e¨q 30 
3231101 ˆe‡`wkK cÖwk¶Y -- 
3231301 cÖwk¶Y 1630 
3242101 ˆe‡`wkK ågY e¨q -- 
3243101 †c‡Uªvj, I‡qj I jywe ª‡K›U 1200 
3244101 ågY e¨q 252 
3255101 Kw¤úDUvi mvgMÖx 299.85 
3255102 g y ª̀Y I euvavB 300 
3255105 Ab¨vb¨ gwbnvix 20 
3256105 KuvPvgvj I LyPiv hš¿vsk 644 
3257101 Kbmvj‡UwÝ 3337 
3257206 m¤§vbx 200 
3821101 Kv÷gm ïé 3555.5 
3821104 g ~j¨ ms‡hvRb Ki -- 

Dc- †gvU (ivR¯̂) 14430.35 
4111201 AbvevwmK feb 685.31 
4112202 Kw¤úDUvi I Avbylw½K 10473.49 
4112306 M‡elYvMvi miÄvgw`  1617.64 
4112314 AvmevecÎ 1586.01 
4112316 Ab¨vb¨ hš¿cvwZ I miÄvgvw` 685.31 
4911111 g ~jab †_‡K eivÏ 10473.49 

Dc- †gvU (g~jab) 42135.65 
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16. †mev c×wZ mnwRKiYt
†mev c×wZ mnwRKi‡Yi avivevwnKZvq Jla cÖkvmb Awa`ßi ÔÔJl‡ai KuvPvgvj, †gvoKmvgMÖx I cÖ¯‘ZK…Z Jla Avg`vwbi c~e©vby‡gv`b 
cÖ`vbÕÕ †mevwU mnwRKiY K‡i †mev cÖ`vb Ki‡Q| eZ©gv‡b †`kxq Pvwn`vi kZKiv 98 fvM Jla †`‡kB Drcvw`Z n‡”Q Ges we‡k¦i DbœZ 
†`kmn 150wU GiI †ekx †`‡k ißvwb n‡”Q| evsjv‡`k Jla cÖ¯‘‡Z ¯^qsm¤ú~Y© n‡jI Jl‡ai †ewki fvM KuvPvgvj GLbI Avg`vwbi Dci 
wbf©ikxj| ißvwbK…Z †`‡ki msL¨v I ißvwbi cwigvY mg‡qi mv‡_ mv‡_ e„w× cv‡”Q| Jla Drcv`‡bi Rb¨ KuvPvgvj I †gvoKmvgMÖx 
¯’vbxqfv‡e Ges Avg`vwbi gva¨‡g Jla Drcv`bKvix cÖwZôvb¸‡jv‡K msMÖn Ki‡Z nq| †h‡nZz Jla wkí GKwU AZ¨šÍ `ªæZ weKvkgvb wkí 
†m‡nZz cÖPzi cwigv‡Y KuvPvgvj Ges †gvoKmvgMÖxi cÖ‡qvRb nq| cÖwZôvb¸‡jv KZ©…K wbwe©‡Nœ Jla Drcv`b Kvh©µg cwiPvjbvi j‡¶¨, evRv‡i 
Jl‡ai mnRjf¨Zv wbwðZK‡í Ges ißvwb Kvh©µ‡g MwZkxjZv Avbq‡b `ªæZZg mg‡qi g‡a¨ KuvPvgvj I †gvoKmvgMÖxi Aby‡gv`b †`qv 
Avek¨K| welqwUi ¸iZ¡ Abyaveb K‡i D³ †mevwU‡K mnwRKi‡Yi D‡`¨vM MÖnY Kiv n‡q‡Q|
Jla cÖkvmb Awa`ß‡ii ÔÔJl‡ai KuvPvgvj, †gvoKmvgMÖx I cÖ¯‘ZK…Z Jla Avg`vwbi c~e©vby‡gv`b cÖ`vbÕÕ †mevwU mnwRKi‡Yi d‡j ̄ ^í mg‡q, 
¯^í e¨‡q, ¯^í wfwR‡U I ¯^í Rbe‡ji m¤ú…³Zvq †mev MÖwnZv‡K †mev cÖ`vb m¤¢eci n‡”Q Ges †mev MÖnxZv wbgœewY©Z †mev cv‡”Q|
▪ Jl‡ai KuvPvgvj, †gvoKmvgMÖx I cÖ¯‘ZK…Z Jla Avg`vwbi †¶‡Î †mev cÖvwß cÖwµqv mnR n‡q‡Q|
▪ cÖwZôvbmg~n `ªæZZg mg‡q wbR¯^ Jl‡ai KuvPvgvj, †gvoKmvgMÖx I cÖ¯‘ZK…Z Jla Avg`vwb Ki‡Z cvi‡Q|
▪ mgqgZ Avg`vwb Kvh©µg m¤úbœ nIqvq miKv‡ii ivR¯^ Av‡qi cwigvY e„w× †c‡q‡Q|
▪ 50 % Kg mg‡q †mev MÖnxZv †mev cv‡”Qb|
▪ wfwR‡Ui msL¨v 3-4 ev‡ii cwie‡Z© 2 ev‡i †b‡g G‡m‡Q|
▪ †mevi avc 16 wUi cwie‡Z© 8 wU n‡q‡Q|
▪ `vßwiK Kv‡R MwZkxjZv G‡m‡Q|
▪ Kv‡Ri ¯^”QZv I Revew`wnZv †e‡o‡Q|
▪ †mev MÖnxZvi LiP 2150 UvKv n‡Z 550 UvKvq †b‡g G‡m‡Q|
▪ cÖ‡qvRbxq Rbej 11 Rb n‡Z 06 R‡b †b‡g G‡m‡Q|
▪ mgqgZ Jl‡ai KuvPvgvj, †gvoKmvgMÖx Avg`vwb Ki‡Z cvivq ¯’vbxq evRv‡i cÖ‡qvRbxq Jl‡ai msKU (Short Supply) m„wói Avk¼v 

K‡g wM‡q‡Q|

wmwW/ f¨vU  
wdwRK¨vj Kw›Ub‡RÝx 332.9 
cÖvBm Kw›Ub‡RÝx 4445.8 

†gvU (ivR¯̂ + g ~jab) 61344.7 
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gb† ivRDB Z…Kbkª÷‡Rwi† 
Ges cvmIqvW© w`‡q wbR¯^

GKvD‡›U mvBb Bb
Ki‡Z n‡e| 

Av‡e`bKvixi †cÖvdvBj
Avc‡WU Ki‡Z n‡e|

G wK¬K
Kivi gva¨‡g cÖ_‡g †÷c-1 G †iW

KVwm Z‡vj‡¸ìdw ³yhýPw iv÷
³wyhsm Z…Kbv¨‹¯ i‡K Yi~c ¨_Z

dvBj¸‡jv Avc‡jvW Ki‡Z n‡e| 

GKBfv‡e †÷c-2 G dvg©vwm÷ 
A_ev †UKwbK¨vj cv‡m©vbvj

 i‡K Yi~c e‡vfKVwm vj‡¸¨_Z
 vj‡¸jBvd ³wyhsm Z…Kbv¨‹¯

Avc‡jvW K‡i †mf Ki‡Z n‡e| 

 †÷c-3 G †`vKv‡bi 
AeKvVv‡gvMZ Z_¨¸‡jv

 |e‡n Z‡iK Yi~c e‡vfKVwm

evgw`‡K jvB‡mÝ Gwcø‡Kkb
bzZb g‡¨avg iviK K¬Kw b‡kcA

WªvM jB‡m‡Ýi Rb¨ Av‡e`b 
Ki‡Z n‡e|

me©‡kl avc †÷c-4 G e¨vsK 
 Z…KYi~c I UK‡dw©Uwvm Ýwf‡jm

 Òdig-7Ó Gi ¯‹¨vb Kwc
dvBj¸‡jv Avc‡jvW Ki‡Z n‡e|

Av‡e`bKvix PvB‡j cÖ‡qvR‡b 
A¨vwcø‡KkbwU WªvdU wn‡m‡eI 

msiÿY Ki‡Z cvi‡eb|

A¨vwcø‡KkbwUi me¸‡jv Z_¨
K¬Kw G Ugwevm j‡n Yi~c e‡vfKVwm

Ki‡Z n‡e| D‡jøL¨ †h, mvewgU †k‡l
ve_A bavk‡sm qvibyc UwbkK‡øcwv¨A

|vb e‡Kv_ Mvh‡ym vb‡vK† ib‡©Zeiwc

evgw`‡K jvB‡mÝ Gwcø‡Kkb Ack‡b wK¬K 
Kivi gva¨‡g D³ A¨vwcø‡KkbwUi ÷¨vUvm 

|qvh viK `vMvbjvn BR‡nm eyL

wyhsm qxbRvq‡Öc ³vœ¤‡bw ¨bR iG Ým‡Bvj MvªW iwvKBvc I viPyL bzZb ³
KvMRcÎ ¯‹¨vb Ki‡Z n‡e|

Av‡e`bKvixi Qwe (300-250 wc‡·j I JPG di‡gU, m‡e©v”P mvBR 1 †gMvevBU),
RvZxq cwiPq cÎ, †UªW jvB‡m‡Ýi Kwc, wUb mvwU©wd‡KU Kwc, †`vKvb fvovi

 ib‡vjvP xivRªU† ,jjw` ÿ‡c j‡n bvKv`† ivbvKjwvg Rbw ve_A Îc³wzP ¯‹¨vb
Kwc (wd I f¨vU Pvjv‡bi Kwc †`vKv‡bi Qwe m‡e©v”P mvBR 1 †gMvevBU ),

dvg©vwm‡÷i Qwe (300-250 wc‡·j I JPG di‡gU, m‡e©v”P mvBR 1 †gMve vBU),
dvg©vwm‡÷i A½xKvibvgv I dv‡g©mx KvDwÝ‡ji mb` Gi ¯‹¨vb Kwc, dvg© vwm‡÷i

Ó7-gidÒ Z…Kbiyc ©eG UK‡dw©Uwvm Ýwf‡jm Ksv¨e `bm ivZ¨Mvh† ZMvÿkw | 

GB wj‡¼ cÖ‡ek K‡i cÖ_‡g †iwR‡÷ªk‡bi
gva¨‡g wb‡Ri GKvD›U ˆZwi Ki‡Z n‡e|

AUTOMATED DRUG LICENSING 
AND RENEWAL SYSTEM (ADURS) 

Gi cÖ‡ek wj¼- http://adlrs.dgdabd.com

http://adlrs.dgdabd.com

16.1 A‡Uv‡g‡UW WªvM jvB‡mwÝs GÛ wiwbDqvj wm‡÷g (ADLRS)t
bZzb WªvM jvB‡mÝ Av‡e`‡bi †¶‡Î Av‡e`bKvixi KiYxq-
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16.2 ADLRS wm‡÷gwU †hfv‡e Av‡e`bKvixi R‡b¨ e¨envi Dc‡hvMx Kiv n‡q‡Q-

ADLRS wm‡÷gwU †hfv‡e GWwgb BDRv‡ii R‡b¨ e¨envi Dc‡hvMx Kiv n‡q‡Q-

mnR‡eva¨ Ges mvejxj fvlv I wb‡`©kbvi gva¨‡g †iwR‡÷ªkb 
c¨v‡bj ˆZwi Kiv n‡q‡Q|

†iwR‡÷ªkb cieZ©x †fwiwd‡Kkb wj‡¼i gva¨‡g GKvD›U Gw±‡fkb 
Kiv hv‡e|

bZzb/bevqb WªvM jvB‡mÝ Av‡e`‡bi cÖ‡qvRbxq mshyw³i wb‡`©kbv 
ivLv n‡q‡Q|

bZzb/bevqb WªvM jvB‡mÝ A¨vwcø‡Kk‡bi ÷¨vUvm Avc‡WU †`Lv 
hv‡e|

mnR‡eva¨ A¨vwcø‡Kkb Ges jvB‡mÝ Kwci WvDb‡jvW Ackb ivLv 
n‡q‡Q|

ADLRS wm‡÷‡gi gva¨‡g †gvU RgvK…Z A¨vwcø‡Kk‡bi msL¨v †`Lv 
hv‡e|

†gwWwmb K¨vUvMwi jvB‡mÝ UvBc A¨vwcø‡Kkb UvBc Ges dv‡g©mx 
UvBc Abymv‡i GWfvÝW wdëv‡ii e¨e¯’v i‡q‡Q|

A¨vwcø‡Kkb ÷¨vUv‡mi µgvbymv‡i wewfbœ K¨vUvMwi‡Z mvRv‡bv 
n‡q‡Q|

mnR c×wZ‡Z A¨vwcø‡Kkb Ges jvB‡mÝ Kwci WvDb‡jvW Ackb 
ivLv n‡q‡Q|

cÖ‡qvRbxq mshyw³ KvMRc‡Îi bgybv †`Iqv n‡q‡Q|

Lye mn‡R †RjvwfwËK A¨vwcø‡Kkb †`Lv hv‡e|

Lye mn‡R A¨vwcø‡Kkbmg~‡ni UªvwKs e¨e¯’v i‡q‡Q|

Av‡e`bKvixi mvewgkbK…Z dvBjmg~n cÖ`k©bxi mye¨e¯’v i‡q‡Q|

A¨vwcø‡Kkb ÷¨vUvm cwieZ©b KivKvjxb gšÍe¨ †jLvi mye¨e¯’v i‡q‡Q|

A¨vwcø‡Kkb WªvdU Ges mvewgU Ackb mnR Kiv n‡q‡Q|

wbR¯^ GKvD›U nvjbvMv‡`i my‡hvM i‡q‡Q|
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16.3 wmwU‡Rb PvU©vit
nvjbvMv`K…Z wmwU‡Rb PvU©vi I‡qemvB‡U cÖKvk Kiv n‡q‡Q| wmwU‡Rb PvU©viwU Jla cÖkvmb Awa`ß‡ii †bvwUk †ev‡W© cÖ`wk©Z Av‡Q| RbMY 
wmwU‡Rb PvU©vi n‡Z Awa`ß‡ii †mev cÖ`vb c×wZ, †mev cÖ`v‡bi mgqmxgv, cÖ‡qvRbxq KvMR-cÎvw` I cÖvwß¯’vb m¤ú‡K© Rvb‡Z cvi‡Q Ges 
Jla cÖkvmb Awa`ß‡ii Kg©KZ©v I Kg©Pvixe„›` KZ©…K wba©vwiZ †mev cÖ`v‡bi mgqmxgvi g‡a¨ †mev cÖ`vb Kiv n‡q‡Q| GQvovI wmwU‡Rb 
PvU©vi ev¯Íevq‡bi j‡¶¨ Jla cÖkvmb Awa`ß‡ii Kg©KZ©ve„‡›`i mgš^‡q GKwU KwgwU MVb Kiv n‡q‡Q|
Kg©‡¶‡Î Dcw¯’wZt ev‡qv‡gwUªK c×wZ‡Z Jla cÖkvmb Awa`ß‡ii mKj Kg©KZ©v I Kg©Pvixi h_vmg‡q Kg©‡¶‡Î Dcw¯’wZ wbwðZ Kiv n‡”Q|
mfvt
cÖwZ wZb gvm ci ci ˆbwZKZv KwgwUi mfv AbywôZ nq| GQvov cÖwZgv‡m GKw`b Awa`ß‡ii mfv K‡¶ mKj Kg©KZ©v‡`i wb‡q gZwewbgq 
mfv AbywôZ nq| D³ mfvq Kg©KZ©v Kg©Pvix‡`i myweav-Amyweav I ˆbwZKZv welqK Av‡jvPbvmn RbM‡Yi wbKU Jla cÖkvmb Awa`ß‡ii 
†mevmg~n mnRjf¨ I AvšÍwiKZvc~Y© Kivi wel‡q Av‡jvPbv n‡q _v‡K|

16.4  Awf‡hvM wb®úwË Kg©KZ©v (AwbK)t
RbmvaviY †_‡K wewfbœ Awf‡hvM MÖnY I wb®úwËi j‡¶¨ GK (01) Rb cwiPvjK c`gh©v`vi Kg©KZ©v‡K `vwqZ¡ †`Iqv n‡q‡Q | wZwb cÖwZ 
gv‡m G msµvšÍ wi‡cvU© cÖ`vb K‡i _v‡Kb| Awf‡hvM wb®úwË Kg©KZ©v (AwbK) Gi bvg, c`ex, †gvevBj b¤^i, B-†gBj AvBwW Jla cÖkvmb 
Awa`ß‡ii I‡qemvBU, W¨vk‡evW© I Jla cÖkvmb Awa`ß‡ii fe‡bi m¤§y‡L †bvwUk‡ev‡W© †`Iqv Av‡Q| Awf‡hvM wb®úwËi j‡¶¨ G 
Awa`ß‡ii Kg©KZ©ve„‡›`i mgš^‡q GKwU KwgwU i‡q‡Q|

16.5  Bbdi‡gkb †iwR÷ªvi I complain boxt
RbmvaviY †_‡K wewfbœ Awf‡hvM MÖnY Gi Rb¨ †ní †W‡¯‹ GKwU Bbdi‡gkb †iwRóvi †`Iqv Av‡Q|Jla cÖkvmb Awa`ß‡ii fe‡bi m¤§y‡L 
RbmvaviY Gi wbKU n‡Z wewfbœ Awf‡hvM MÖnY Gi Rb¨ GKwU complain box ¯’vcb Kiv Av‡Q|
Z_¨ †Kvlt
RbM‡Yi Z_¨ AwaKvi wbwðZ Kivi j‡¶¨ GKwU Z_¨ †Kvl i‡q‡Q| Z_¨‡Kv‡l Jla cÖkvmb Awa`ß‡ii hveZxq Z_¨vw` msi¶Y Kiv nq 
Ges Z_¨ AwaKvi AvBb-2009 †gvZv‡eK Rbmvavi‡Yi Pvwn`v Abyhvqx Z_¨ mieivn Kiv nq| GQvovI Z_¨ AwaKvi Kg©cwiKíbv ev¯Íevqb 
j‡¶¨ Jla cÖkvmb Awa`ß‡ii Kg©KZ©ve„‡›`i mgš^‡q GKwU KwgwU MVb Kiv n‡q‡Q|
evwl©K cÖwZ‡e`bt
cÖwZ eQi Jla cÖkvmb Awa`ß‡ii evwl©K cÖwZe`b cÖYqb Kiv nq| D³ cÖwZ‡e`‡b Awa`ß‡ii evwl©K Kg©KvÛmn RbM‡Yi Rb¨ Jla wbqš¿Y 
msµvšÍ wewfbœ Z_¨ cÖKvk Kiv n‡q _v‡K| cÖwZ‡e`bwU Awa`ß‡ii I‡qe mvB‡UI cÖKvk Kiv nq|
Jla cÖkvmb Awa`ß‡ii I‡qe mvBUt
Jla cÖkvmb Awa`ß‡ii GKwU wbR¯^ I‡qemvBU i‡q‡Q hv www.dgda.gov.bd bv‡g cwiwPZ| D³ I‡qemvB‡Ui gva¨‡g gvbyl we‡k¦i wewfbœ 
cÖvšÍ †_‡K mKj ai‡Yi †mev †hgbt Jla wbqš¿YKvix KZ©…c¶, Jla wbqš¿Y e¨e¯’v, Jla Drcv`bKvix I weµqKvix cÖwZôv‡bi Z_¨vw`, 
†iwR÷vW© Jla m¤úwK©Z Z_¨vw` Ges Ab¨vb¨ †mev MÖnY Ki‡Z cvi‡Q|
Jla cÖkvmb Awa`ß‡ii †dBmeyK †cRt
Jla cÖkvmb Awa`ß‡ii GKwU wbR¯^ †dmeyK †cR i‡q‡Q hv (https://www.facebook.com/dgda.gov.bd)| †dBmeyK †cR G Jla 
cÖkvmb Awa`ß‡ii wewfbœ Kg©KvÛ cÖKvk Kiv nq I bvMwiK‡`i wbKU n‡Z cÖvß Awf‡hvM wb®úwË Kiv nq Ges wewfbœ Z_¨ cÖ`vb Kiv nq| 
Jla cÖkvmb Awa`ß‡ii †dmeyK †c‡Ri Bbe‡· cÖvß wewfbœ Z_¨ †gvZv‡eK gvV ch©v‡q Awfhvb cwiPvjbv Kiv nq|
Jla cÖkvmb Awa`ß‡ii GRS systemt
Jla cÖkvmb Awa`ß‡ii I‡qmvB‡U Awf‡hvM cÖwZKvi e¨e¯’vcbv msµvšÍ †mev e· i‡q‡Q| †h †Kvb e¨w³ Jla cÖkvmb Awa`ß‡ii †mev cÖvwß 
welqK Awf‡hvM `vwLj Ki‡Z cv‡ib| cÖvß Awf‡hv‡Mi wb®úwË AwZ `ªæZ Kiv n‡q _v‡K|
gvV ch©v‡qi Kvh©µ‡gi AbjvBb wi‡cvwU©s I W¨vk‡ev‡W©i gva¨‡g gwbUwist
Jla cÖkvmb Awa`ßi ï×vPvi Kg©cwiKíbvi gva¨‡g RbM‡Yi Rb¨ wbivc` I gvbm¤§Z Jla wbwðZ Kivi j‡¶¨ cÖwZwbqZ KvR K‡i hv‡”Q| 
Jla cÖkvmb Awa`ß‡ii gvV ch©v‡qi Kg©KZ©vMY cÖwZw`b bKj, †fRvj Jla cÖwZ‡iv‡a Zuv‡`i gvV ch©v‡qi Kg©Kv‡Ûi cÖwZ‡e`b AbjvB‡b 
†cÖiY K‡ib| gnvcwiPvjK g‡nv`q W¨vk †ev‡W©i gva¨‡g ˆ`wbK gvV ch©v‡qi Kg©KvÛ gwbUwis K‡ib| d‡j Kvh©µ‡gi Revew`wnZv wbwðZ 
n‡”Q Ges RbM‡Yi Rb¨ wbivc` I gvbm¤§Z Jla wbwðZ Kivi Kvh©µg Z¡ivwš^Z n‡”Q | cÖwZgv‡m gnvcwiPvjK g‡nv`q gvV ch©v‡qi 
Kg©KZ©v‡`i mv‡_ gvwmK mgš^q mfv K‡i _v‡Kb, Kg©KZ©v‡`i Kvh©µg gwbUwis Ges gvV ch©v‡qi Kg©KZ©v‡`i Kvh©µ‡gi Dci wfwË K‡i 
cÖwZgv‡m gvwmK mgš^q mfvq cyi®‹vi cÖ`vb K‡i _v‡Kb|
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Re-†Wmwµckbt
Jla cÖkvmb Awa`ß‡ii cÖ‡Z¨K Kg©KZ©v-Kg©Pvixi Re-†Wmwµckb i‡q‡Q, †m †gvZv‡eK Zv‡`i Kg© m¤úvw`Z cÖ‡Z¨K Kg©KZ©v-Kg©Pvix 
dvBj gyf‡g›U †iwR÷ªvi e¨envi Ki‡Qb Ges Kg©KZ©v I Kg©Pvix wmwU‡Rb PvU©vi Abyhvqx wbw`©ó Kg©w`e‡mi g‡a¨ Zv‡`i bw_ msµvšÍ Kvh©µg 
mgvß Ki‡Qb| G‡Z K‡i Time Bound Work wbwðZ n‡”Q|

16.6  MYïbvbxt
Jla cÖkvmb Awa`ß‡ii Kg©KZ©v‡`i mgš^‡q MwVZ GKwU ÔÔMYïbvbx KwgwUÕÕ i‡q‡Q| D³ KwgwU MYïbvbxi Av‡qvRb K‡i _v‡K| MYïbvbxi 
gva¨‡g cÖvß Awf‡hvM mivmwi mgvavb Kiv nq|
wewfbœ AswkR‡bi (Stakeholder) mv‡_ AbywôZ mfvt
Jla cÖkvmb Awa`ß‡ii mv‡_ mswkøó †÷K‡nvìvi‡`i wbqwgZ gZ-wewbgq mfv AbywôZ n‡”Q Ges mfv n‡Z cÖvß mycvwik/ civgk©mg~n 
ev¯Íevqb Kiv nq|
Kg©KZ©v‡`i bvg, B-†gBj, †dvb b¤^‡ii ZvwjKv cÖ`k©bt
gš¿xcwil` wefv‡Mi wb‡`©kbv †gvZv‡eK Jla cÖkvmb Awa`ß‡ii website G Kg©KZ©v‡`i bvg, B-†gBj, †dvb b¤^‡ii ZvwjKv RbM‡Yi Rb¨ 
cÖ`k©‡bi e¨e¯’v Kiv n‡q‡Q|

16.7 B‡bv‡fkb wUgt
Jla cÖkvmb Awa`ß‡ii Kg©KZ©v‡`i mgš^‡q GKwU ÔÔB‡bv‡fkb wUgÕÕ MVb Kiv n‡q‡Q| Awa`ß‡ii †mev DbœZ Ki‡Z, Kv‡Ri MwZ evov‡Z 
Ges bZzb D™¢vebx aviYv I c×wZ cÖ‡qvM Kivi j‡¶¨ D³ wUg KvR K‡i hv‡”Q|

17| Jla msµvšÍ wewfbœ KwgwUt
17.1 Jla wbqš¿Y KwgwUt
Jla I Km‡gwUKm& AvBb, 2023 Gi 12 aviv †gvZv‡eK wb‡gœv³ m`m¨M‡Yi mgš^‡q 'Jla wbqš¿Y KwgwU' cybM©Vb Kiv nq- (¯^v¯’¨ †mev 
wefv‡Mi ¯§viK bs 45.00.0000.182.06.002.21.150 ZvwiL 24 RyjvB 2025)

1. mwPe, ¯^v¯’¨ †mev wefvM, ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq, evsjv‡`k mwPevjq   mfvcwZ
2. DcvPvh©, evsjv‡`k †gwW‡Kj wek¦we`¨vjq, kvnevM, XvKv   m`m¨
3. gnvcwiPvjK, ¯^v¯’¨ Awa`ßi, gnvLvjx, XvKv   m`m¨
4. gnvcwiPvjK, cÖvwYm¤ú` Awa`ßi, dvg©‡MU, XvKv   m`m¨
5. Kbmvj‡U›U wdwRwkqvb †Rbv‡ij, Avg©W †dv‡m©m †gwW‡Kj mvwf©‡mm (A_ev Dchy³ cÖwZwbwa) m`m¨
6. hyM¥mwPe, Jla cÖkvmb AbywefvM, ¯^v¯’¨ †mev wefvM   m`m¨
7. cwiPvjK, AvBBwWwmAvi (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
8. wbe©vnx cwiPvjK, AvBwmwWwWAvi, we (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
9. Wxb, †gwWwmb Abyl`, evsjv‡`k †gwW‡Kj wek¦we`¨vjq (A_ev Dchy³ we‡klÁ cÖwZwbwa)  m`m¨
10. Wxb, dv‡g©mx Abyl`, XvKv wek¦we`¨vjq (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
11. wefvMxq cÖavb, †gwWwmb wefvM, XvKv †gwW‡Kj K‡jR, XvKv   m`m¨
12. wefvMxq cÖavb, wkï wefvM, m¨vi mwjgyjøvn †gwW‡Kj K‡jR, wgU‡dvW©, XvKv   m`m¨
13. †Pqvicvimb, dvg©v‡KvjRx wefvM, evsjv‡`k †gwW‡Kj wek¦we`¨vjq    m`m¨
14. mfvcwZ, evsjv‡`k †gwWK¨vj A¨v‡mvwm‡qkb (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
15. mfvcwZ, evsjv‡`k dvg©v‡KvjwRK¨vj †mvmvBwU (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
16. mfvcwZ, evsjv‡`k dvg©vwmDwUK¨vj †mvmvBwU (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
17. mfvcwZ, evsjv‡`k †gwWK¨vj GÛ †W›Uvj KvDwÝj (A_ev Dchy³ we‡klÁ cÖwZwbwa)  m`m¨
18. mfvcwZ, evsjv‡`k dv‡g©mx KvDwÝj (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
19. evsjv‡`k BDbvbx I Avqy‡e©w`K †evW©, (GKRb BDbvbx we‡klÁ cÖwZwbwa)   m`m¨
20. evsjv‡`k BDbvbx I Avqy‡e©w`K †evW©, (GKRb Avqy‡e©w`K we‡klÁ cÖwZwbwa)   m`m¨
21. mfvcwZ, evsjv‡`k †nvwgIc¨vw_K †evW© (A_ev Dchy³ we‡klÁ cÖwZwbwa)   m`m¨
22. gnvcwiPvjK, Jla cÖkvmb Awa`ßi, ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq   m`m¨ mwPe
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17.2 Adverse Drug Reaction Committee (ADRAC):
Jla I f¨vw·‡bi wbivcËv wbwðZ Kivi j‡¶¨ Jla cÖkvmb Awa`ß‡i cÖvß ADR/AEFI wi‡cvU©mg~‡ni Causaity Assessment mn 
dvg©v‡KvwfwRj¨vÝ Kvh©µg msµvšÍ Kg©KvÐ m¤ú‡K© jvB‡mwÝs A_wiwU Ae WªvMm (DGDA)-†K mycvwik cÖ`v‡bi Rb¨ ¯^v¯’¨ I cwievi Kj¨vY 
gš¿Yvj‡qi ̄ §viK bs-45.00.0000.181,06,011.08161, ZvwiL-13 RyjvB, 2021 †gvZv‡eK MwVZ Adverse Drug Reaction Committee 
(ADRAC)-†K wbgœiƒ‡c wb‡`©kµ‡g cybM©Vb Kiv nq- (¯^v¯’¨ †mev wefv‡Mi ¯§viK bs 45.00.0000.182.06.002.21-32 ZvwiL 09 
†deªæqvix 2025)
1. gnvcwiPvjK, Jla cÖkvmb Awa`ßi, gnvLvjx, XvKv    mfvcwZ
2. AwZwi³ mwPe (Jla cÖkvmb), ¯^v¯’¨ †mev wefvM    m`m¨
3. cwiPvjK (nvmcvZvj), ¯^v¯’¨ Awa`ßi, gnvLvjx, XvKv    m`m¨
4. cwiPvjK, AvBBwWwmAvi, ¯^v¯’¨ Awa`ßi, gnvLvjx, XvKv    m`m¨
5. †Pqvicvimb, dvg©v‡KvjwR wefvM, weGmGgGgBD, XvKv    m`m¨
6. †Pqvicvimb, EPI Vaccino G Expert Review Committee    m`m¨
7. f¨vw·b we‡klÁ, AvBwmwWwWAviwe, gnvLvjx, XvKv    m`m¨
8. Wxb, †gwWwmb Abyl`, XvKv wek¦we`¨vjq, XvKv    m`m¨
9. Wxb, dv‡g©mx Abyl`, XvKv wek¦we`¨vjq, XvKv    m`m¨
10. wefvMxq cÖavb, †gwWwmb wefvM, XvKv †gwW‡Kj K‡jR, XvKv    m`m¨
11. wefvMxq cÖavb, Wvg©v‡UvjwR wefvM, K¤^vBÛ wgwjUvwi nvmcvZvj (wmGgGBP), XvKv K¨v›Ub‡g›U, XvKv  m`m¨
12. wefvMxq cÖavb, c¨v_jwR wefvM, gyM`v †gwW‡Kj K‡jR, XvKv    m`m¨
13. wefvMxq cÖavb, wkï wefvM, knx` †mvnivIqv`©x †gwW‡Kj K‡jR, AvMviMuvI, XvKv    m`m¨
14. †WcywU Pxd, b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, JgL cÖkvmb Awa`ßi, gnvLvjx, XvKv   m`m¨
15. †cÖvMÖvg g¨v‡bRvi, BwcAvB, ¯^v¯’¨ Awa`ßi, gnvLvjx, XvKv    m`m¨
16. mfvcwZ/gnvmwPe, evsjv‡`k †gwW‡Kj G‡mvwm‡qkb (weGgG), XvKv    m`m¨
17. mfvcwZ/gnvmwPe, evsjv‡`k dvg©vwmDwUK¨vj †mvmvBwU (wewcGm), XvKv    m`m¨
18. cwiPvjK (dvg©v‡KvwfwRj¨vÝ), Jla cÖkvmb Awa`ßi, gnvLvjx, XvKv    m`m¨ mwPe
ch©‡e¶Kt
1. jvBb wW‡i±i, GgGgwmGÛGBP, ¯^v¯’¨ Awa`ßi, gnvLvjx, XvKv
2. jvBb wW‡i±i, wmwWwm/GKRb Dchy³ cÖwZwbwa, ¯^v¯’¨ Awa`ßi gnvLvjx, XvKv
3. mfvcwZ/gnvmwPe, evsjv‡`k Jla wkí mwgwZ, XvKv

17.3 Jla wbqš¿Y KwgwUi †UKwbK¨vj mve KwgwUt
Jla I Km‡gwUKm AvBb 2023 Gi 12 aviv †gvZv‡eK wb‡gœv³ m`m¨M‡Yi mgš^‡q 'Jla wbqš¿Y KwgwUi †UKwbK¨vj mve KwgwU' cybM©Vb 
Kiv nq-
1. gnvcwiPvjK, Jla cÖkvmb Awa`ßi, ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq     mfvcwZ
2. gnvcwiPvjK, mvgwiK wPwKrmv mvwf©m gnvcwi`ßi KZ©…K g‡bvbxZ GKRb Dchy³ we‡klÁ cÖwZwbwa   m`m¨
3. gnvcwiPvjK, ¯^v¯’¨ Awa`ßi KZ©…K g‡bvbxZ GKRb Dchy³ we‡klÁ cÖwZwbwa     m`m¨
4. gnvcwiPvjK, cÖvwYm¤ú` Awa`ßi KZ©…K g‡bvbxZ GKRb Dchy‡³ we‡klÁ cÖwZwbwa    m`m¨
5. hyM¥mwPe, Jla cÖkvmb AbywefvM, ¯^v¯’¨ †mev wefvM, ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq     m`m¨
6. Aa¨vcK/mn‡hvMx Aa¨vcK, dvg©v‡KvjRx wefvM, evsjv‡`k †gwWK¨vj wek¦we`¨vjq (DcvPvh© KZ©…K g‡bvbxZ)  m`m¨
7. Aa¨vcK/mn‡hvMx Aa¨vcK, †gwWwmb wefvM, knx` †mvnivIqv`©x †gwWK¨vj K‡jR, XvKv (Aa¨¶ KZ©…K g‡bvbxZ) m`m¨
8. Aa¨vcK/mn‡hvMx Aa¨vcK, dv‡g©mx GÛ wK¬wbK¨vj dvg©v‡KvjRx wefvM, XvKv wek¦we`¨vjq (DcvPvh© KZ©…K g‡bvbxZ)  m`m¨
9. mfvcwZ, evsjv‡`k †gwWK¨vj G‡mvwm‡qkb KZ©…K g‡bvbxZ GKRb Dchy³ we‡klÁ cÖwZwbwa   m`m¨
10. mfvcwZ, evsjv‡`k dvg©vwmDwUK¨vj †mvmvBwU KZ©…K g‡bvbxZ GKRb Dchy³ we‡klÁ cÖwZwbwa   m`m¨
11. mfvcwZ, evsjv‡`k †gwWK¨vj GÛ †W›Uvj KvDwÝj KZ©…K g‡bvbxZ GKRb Dchy³ we‡klÁ cÖwZwbwa   m`m¨
12. mfvcwZ, evsjv‡`k dv‡g©mx KvDwÝj KZ©…K g‡bvbxZ GKRb Dchy³ we‡klÁ cÖwZwbwa    m`m¨
13. cwiPvjK, Jla cÖkvmb Awa`ßi, gnvLvjx, XvKv     m`m¨ mwPe
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18| Z_¨ cÖhyw³i e¨envit
(K) I‡qemvBU-G cÖKvwkZ Z_¨vw`t Jla cÖkvmb I Jla msµvšÍ wewfbœ Z_¨vw`i Rb¨ www.dgda.gov.bd wk‡ivbv‡g GKwU I‡qe mvBU 
i‡q‡Q| gvV ch©v‡qi Kg©KZ©vMY D³ I‡qe †cvU©v‡ji gva¨‡g Ab-jvB‡b cÖwZ‡e`b †cÖiY Ki‡Z cv‡i| Jla msµvšÍ we¯ÍvwiZ Z_¨vw` I‡qe 
mvB‡U AšÍf©z³ Kiv n‡q‡Q| Jla msµvšÍ nvjbvMv` Z_¨ DcvË Ges wbqš¿Y e¨e¯’v m¤ú‡K© Z_¨vw` cÖvwßi j‡¶¨ Jla cÖkvmb Awa`ß‡i 
eªWe¨vÛ B›Uvi‡bU Kv‡bKkb I wewfbœ Jla msµvšÍ Z_¨vw`i GKwU WvUv‡eR i‡q‡Q| D³ WvUv‡eR I‡qe mvB‡Ui mv‡_ wjsK Kiv Av‡Q| 
WvUv‡eRwU‡K Av‡iv Z_¨ mg„× Kivi Rb¨ c`‡¶c MÖnY Kiv n‡q‡Q|
(L) AvBwmwU m¤úwK©Z Z_¨t Jla cÖkvmb Awa`ß‡ii I‡qemvBUwU (www.dgda.gov.bd) m¤ú~Y© bZzb iƒ‡c Avc‡WU I Avc‡MÖWKi‡Yi 
gva¨‡g b¨vkbvj I‡qe-†cvU©vj-G mshy³ Kiv n‡q‡Q| D³ †cvU©v‡j Jla cÖkvmb I Jla wbqš¿Y msµvšÍ wewfbœ Z_¨vw` mwbœ‡ewkZ Av‡Q| 
Jla cÖkvmb Awa`ß‡i Kg©iZ mKj ch©v‡qi Kg©KZ©vMY hv‡Z Zv‡`i ¯^ ¯^ Kg©¯’j n‡Z m¤úvw`Z hveZxq Kv‡Ri AbjvBb wfwËK 
(nrais.dgda.gov.bd) wi‡cvU© cÖ`vb Ki‡Z cv‡ib| Rbmvavi‡Yi myweav‡_© G Awa`ßi n‡Z cÖ‡`q †`‡ki mKj jvB‡mÝavix dv‡g©mxmg~‡ni 
ZvwjKv B‡Zvg‡a¨ cÖKvk Kiv n‡q‡Q hv wbqwgZ fv‡e Avc‡WU Kiv nq| f¨vKwmb I ev‡qvwmwgjvi RvZxq Jl‡`i †iwR‡÷ªk‡bi wbwg‡Ë 
CTD di‡gU †gvZv‡eK Jla Drcv`bKvix cÖwZôvbmg~n Open RIMS Software-Gi gva¨‡g (htpp://rims.dgda.gov.bd) Av‡e`b K‡i 
_v‡K|

19| fwel¨r cwiKíbvt
K) Jla cÖkvmb Awa`ß‡ii 09 wU dvskb‡K Kvh©Ki I kw³kvjxKiY Kivi Rb¨ Jla cÖkvmb Awa`ß‡ii Aby‡gvw`Z AM©v‡bvMÖvg Abyhvqx  
Rbej wb‡qvM cÖ`vb Kiv cÖ‡qvRb| Jla cÖkvmb Awa`ß‡i eZ©gv‡b 02 wU wefvMxq Kvh©vj‡q wbR¯^ Awdm i‡q‡Q, evKx 06 wU wefvMxq 
Kvh©vj‡qi cÖwZwU wefv‡M Awdm ¯’vc‡bi Rb¨ AeKvVv‡gvmn cÖ‡qvRbxq A_© eivÏ Ges Dc‡Rjv ch©šÍ gwbUwis Gi Rb¨ Jla cÖkvmb 
Awa`ß‡ii AM©v‡bvMÖv‡g bZzb Rbej Aby‡gv`b cÖ‡qvRb|
L) cÖwYZ The Drug and Cosmetics Act, 2023 Abyhvqx Jla cÖkvmb Awa`ß‡ii mKj Kvh©µg m¤úv`b Kiv|
M) cÖwYZ The Drug and Cosmetics Act, 2023 ev¯Íevq‡bi wbwgË wewa cÖbqY Kiv|
N) National Regulatory Authority (NRA) DGDA-†K WHO Maturity Level-3 for vaccines-G DbœxZ Kiv|
O) NDCL Gi Vaccine j¨ve‡K WHO Gi Prequalification (PQ) AR©b Kiv|
P) j¨ve‡iUixi m¶gZv e„w×i Rb¨ hš¿cvwZ I wiG‡R›U µ‡qi wbwg‡Ë cÖ‡qvRbxq A_© eivÏ wbwðZ Kiv| †gwW‡Kj wWfvBm j¨ve, 
Km‡gwUKm& j¨ve I †UªwWkbvj j¨ve‡iUix ¯’vc‡b cÖ‡qvRbxq hš¿cvwZ µ‡qi Rb¨ A_© eivÏ wbwðZKiY|
Q) Jla cÖkvmb Awa`ß‡ii National Control Laboratory (NDCL)-Gi AvIZvq Vaccine Laboratory I Animal House Dbœqb, cix¶v 
I we‡køl‡Yi h_vh_ e¨e¯’v MÖnY Kiv |
R) Jla cÖkvmb Awa`ßi, NDCL Ges Drug Testing Laboratory-Gi Dbœqb I myôfv‡e Kvh©µg cwiPvjbvi Rb¨ ch©vß dvÛ Gi e¨e ’̄v Kiv|
S) Jla cÖkvmb Awa`ß‡ii `¶ Rbej m„wói j‡¶¨ GKwU c„_K †Uªwbs Bbw÷wUDU ¯’vcb Kiv|
T) Jla cÖkvmb Awa`ß‡ii gvVch©v‡qi Kg©KvÛ Av‡iv wbweofv‡e Kivi Rb¨ Zero tolerance principle MÖnY Ki‡Q †mB j‡¶¨ bKj †fRvj 
Jl‡ai wei‡× Awfhvb †Rvi`vi Kiv|
U) mKj ai‡Yi BDbvbx, Avqy‡e©w`K, †nvwgIc¨vw_K I nvievj †gwWwm‡bi wRGgwc KgcøvBqvÝ wbwðZ Kiv|
V) eøvW I eøvW †cÖvWv± Gi †iwR‡÷ªkb Ges g~j¨ wba©viY Kiv|
W) `¶ †jvKej mn IT cell Gi m¶gZv e„w× Kiv|
X) mKj Jla Drcv`b I Avg`vwbKviK cÖwZôvb KZ©…K Zv‡`i evRviRvZK…Z Jl‡ai Adverse Drug Reaction (ADR) wbqwgZ 
gwbUwisc~e©K Jla cÖkvmb Awa`ßi eivei wi‡cvU© †cÖi‡Yi e¨e¯’v †Rvi`vi Kiv|
Y) ch©vqµ‡g mKj wefvMxq I †Rjv ch©v‡q Jla cÖkvmb Awa`ß‡ii Awdm feb wbg©vY Kiv|
Z) Kg©KZ©v‡`i GMP, Medical Device, Pharmacovigilance, Clinical Trial, Registration, Vaccine msµvšÍ wel‡qi Dci †`k-we‡`‡k 
D”PZi cÖwk¶Y wbwðZ Kiv|
_) cÖavb Kvh©vjqmn Ab¨vb¨ Kvh©vj‡q wW bw_ Pvjy wbqwgZ wbwðZ Kiv|
`) dzW mvwcø‡g›U UªvwWkbvj MvBWjvBb ˆZwi Ki‡Z n‡e|
a) mKj wefv‡M j¨ve‡iUix ¯’vcb Kiv|
b) ADLRS software-G mKj LyPiv I cvBKvix jvB‡mÝ AbjvB‡b Bmy¨ I bevqb e¨e¯’v wbwðZ Kiv|
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21| Dcmsnvit
Jla cÖkvmb Awa`ßi KZ©…K 2024-2025 A_©eQ‡i m¤úvw`Z wewfbœ Kg©Kv‡Ûi Ges Jla cÖkvmb msµvšÍ wewfbœ Z_¨vw` mwbœ‡ek K‡i evwl©K 
cÖwZ‡e`b 2024-2025 cÖYqb Kiv n‡q‡Q| cÖYxZ cÖwZ‡e`bwU‡Z Jla cÖkvm‡bi Kvh©µ‡gi mvwe©K wPÎ Dc¯’vwcZ n‡q‡Q, hv evwl©K 
Kg©m¤úv`b Pzw³ (APA) Gi cÖgvYK wn‡m‡e cwiMwYZ nq| RbMY G cÖwZ‡e`b n‡Z G Awa`ß‡ii mvgwMÖK e¨e¯’vcbv I Kvh©µg m¤ú‡K© 
aviYv cv‡e| evwl©K G cÖwZ‡e`b cÖkvm‡bi mKj ch©v‡qi Kg©Kv‡Ûi ¯^”QZv I Revew`wnZvi cvkvcvwk RbM‡Yi Kvw•LZ †mev cÖvwß‡Z G 
cÖwZ‡e`b mnvqK n‡e| cÖwZ‡e`‡b cÖKvwkZ Z_¨ mswkøó †÷K‡nvìviM‡Yi Kv‡Ri mnvqK n‡e| gvbm¤úbœ Jla Drcv`b I wecYb wbwðZ 
Ki‡Z GKwU kw³kvjx I Kvh©Ki wbqš¿K ms¯’vi weKí bvB| Jla cÖkvm‡bi mn‡hvwMZvq †`k Jl‡a ¯^qsm¤ú~Y© n‡”Q Ges Jla ißvwbi 
cwigvY mg‡qi mv‡_ mv‡_ e„w× cv‡”Q| Jla cÖkvmb Awa`ßi‡K kw³kvjx Kivi gva¨‡g Jla I Km‡gwUKm& AvBb-2023 h_vh_ ev¯Íevqb 
Kiv †M‡j evsjv‡`‡k Jla, f¨vKwmb, †gwWK¨vj wWfvB‡mm, Km‡gwUKm& I wbDwUªkbvj mvwcø‡g›Um wk‡íi e¨vcK DbœwZ mvwaZ n‡e Ges 
†`‡ki gvby‡li Rb¨ gvb m¤úbœ I wbivc` Jla I Km‡gwUKm& myjf g~‡j¨ cÖvc¨Zv wbwðZ Kiv m¤¢e n‡e|

20| Kg©m¤úv`‡b wPwýZ mgm¨v I m¤¢ve¨ mgvavbt

µwgK 
bs 

mgm¨v gšÍe¨ 

1.  The Drug and Cosmetics Act, 2023 ev Í̄evq‡bi wbwgË Jla cÖkvmb 
Awa`ß‡ii ewa©Z cwim‡i AM©v‡bvMÖvg cÖbqY Ges bZ zb Rbej Aby‡gv`b| 

gš¿Yvj‡qi mn‡hvwMZvq bZ zb Rbej 
Aby‡gv`‡bi e¨e ’̄v Kiv cÖ‡qvRb| 

2.  Jla cÖkvmb Awa`ß‡ii Kg©iZ Rbe‡ji BPATC n‡Z dvD‡Ûkb †Uªwbs Gi 
e¨e ’̄v| cÖ‡qvRbxq D‡`¨M MÖn‡Yi e¨e ’̄v Kiv| 

3.  †gwW‡Kj wWfvBm j¨ve ’̄vc‡bi Rb¨ cÖ‡qvRbxq A_© eivÏ | cÖ‡qvRbxq A_© eiv‡Ïi e¨e ’̄v Kiv 
cÖ‡qvRb| 

4.  Km‡gwUKm& †i¸‡jk‡bi Rb¨ wewea MvBW jvBb cÖYqb| cÖ‡qvRbxq mnvqZv cÖ‡qvRb| 
5.  ivRkvnx wefvMxq j¨ve‡iUix ’̄vc‡b cÖ‡qvRbxq Rwg I A_© eivÏ | Rwg I A_© e¨e ’̄v Kiv cÖ‡qvRb| 
6.  †UªwWkbvj †gwWwmb †Uw÷s j¨ve‡iUixi Rb¨ AviI hš¿cvwZ µq cÖ‡qvRb| cÖ‡qvRbxq mnvqZv cÖ‡qvRb| 

7.  
Jla cÖkvmb Awa`ß‡i eZ©gv‡b 02 wU wbR¯̂ wefvMxq Kvh©vj‡q i‡q‡Q, evKx 
06 wU wefvMxq Kvh©vjqmn mKj †Rjvq Awdm ’̄vc‡bi Rb¨ AeKvVv‡gvmn 
cÖ‡qvRbxq A_© eivÏ | 

gš¿Yvj‡qi mn‡hvwMZv cÖ‡qvRb| 

8.  Drug and Cosmetics Act, 2023 Gi cÖYxZ wewamg~n Aby‡gv`b gš¿Yvj‡qi mn‡hvwMZv cÖ‡qvRb| 
9.  mKj Kvh©µg wW-bw_ ev Í̄evqb| cÖ‡qvRbxq mv‡cvU © cÖ‡qvRb| 

10.  gvV ch©v‡q gwbUwis Kvh©µ‡gi Rb¨ jwRw÷K mv‡cvU© Gi Afv‡e A‡bK 
Kvi¨µg h_vh_fv‡e m¤úv`b m¤¢e n‡”Q bv| cÖ‡qvRbxq jwRw÷K mv‡cvU © Gi e¨e ’̄v Kiv 

11.  wbqwgZ cÖwk¶Y Kvh©µg Pjgvb ivLv| cÖ‡qvRbxq A_© I mn‡hvwMZv 
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cwiwkót

cwiwkó-Kt Jla cªkvmb Awa`ß‡ii wewfbœ Kvh©µ‡gi Av‡e`‡bi mv‡_ `vwLj‡hvM¨ cª‡qvRbxq KvMR cÎvw`i ZvwjKvt

K.1 Jla Drcv`b KviLvbv ¯’vc‡bi bZyb cªKí Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/ Z_¨vw`
1| cªK‡íi bvg|
2| cªK‡íi wVKvbv|
3| D‡`¨v³vi wk¶vMZ †hvM¨Zv Ges cªK‡íi AM©v‡bvMªvg|
4| †Kv¤úvbxi aiY (cªvB‡fU, cvewjK wjt/e¨w³ gvwjKvbv) |
    (wjwg‡UW †Kv¤úvbxi †¶‡Î R‡qÈ ÷K †Kv¤úvbxi mvwU©wd‡KU Ae BbK‡c©v‡ikb `vwLj Ki‡Z n‡e)
5| cªK‡íi me©‡gvU wewb‡qvM|
6| A‡_©i Drm|
7| BKyBwU|
8| cª¯ÍvweZ †gwkbvix‡Ri gva¨‡g evwl©K Drcv`b ¶gZv|
9| cªK‡íi eZ©gvb Ae¯’v|
10| AeKvVv‡gvMZ myweavw`|
11| Ab¨vb¨ myweavw`|
12| Drcv`b †gwkbvix‡Ri ZvwjKv|
13| gvb-wbqš¿‡Yi hš¿cvwZi ZvwjKv|
14| †cªvWvKkb †cªvMªvg|
15| cª‡qvRbxq KuvPvgvj I †gvoKmvgMªxi weeiY|
16| KvwiMix `¶Zvm¤úbœ Rbe‡ji ZvwjKv|
17| cÖv°wjZ weµq|
18| m¤¢ve¨ Avq|
19| †eªK B‡fb GbvjvBwmm|
20| †h mKj c` Drcv`b Kiv n‡e Zvi †hŠw³KZv|
21| cªK‡íi c~Y©v½ †j-AvDU cø¨vb|
22| D‡`¨v³vi RvZxqZv mb`|
23| D‡`¨v³vi e¨vsK ¯^”QjZv mb`|
24| †UªW jvB‡mÝ|
25| cwi‡ek Awa`ßi n‡Z AbvcwË mb`|
26| wewmAvBwm/‡evW© Ae Bb‡f÷‡gÈ n‡Z cª‡R± wbeÜb mb`|
27| cyuwR wewb‡qvMKvix/D‡`¨v³vi wUAvBGb mb`|

wet `ªt Am¤ú~Y© Av‡e`b we‡ePbv‡hvM¨ bq|
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.2 Drcv`‡bi Rb¨ cªPwjZ A¨v‡jvc¨vw_K Jl‡ai †iwmwc Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/ Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| Jla cªkvmb KZ©…K cªYxZ dig wWG-1/ 88 A_ev dig wWG-2/ 88 G DwjøwLZ Z_¨vw`/ KvMRcÎvw`|
3| †iwmwc g~j¨vqb wd eve` 5000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
4| Drcv`b jvB‡mÝ nvjbvMv` bevq‡bi mb`| jvB‡mÝ bevqb cªwµqvaxb _vK‡j †m msµvšÍ Z_¨vw`|
5| jvB‡m‡Ý AšÍf©y³ †Wv‡Rm dig I Jl‡ai †kªYx|
6| KviLvbvq wb‡qvwRZ †KvqvwjdvBW e¨w³‡`i ZvwjKv|
7| Av‡ew`Z c`wU wWwmwm (WªvM KÈ&‡ivj KwgwU) KZ©…K Aby‡gv`‡bi c‡¶ Z_¨vw`|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

wd Rgv †`Iqvi †KvW
1270301116451- cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi|
1| 1422106- WªvM jvB‡mÝ wd
2| 1422199- Ab¨vb¨ jvB‡mÝ wd

VAT Rgv †`Iqvi †KvW
1141101- †`‡ki cY¨ I †mevi Dci g~mK|
1| eivei- 1110204102017-ïé, AveMvix I
    f¨vU Kwgkbv‡iU XvKv (DËi)
2| gva¨g- 1270301116451-cÖavb Kvh©vjq, DGDA

Jla cÖkvmb Awa`ßi2024-2025evwl©K cÖwZ‡e`b



K.3   AvBGbGb (INN) ZvwjKvfy³ c‡`i bgybv cix¶v I we‡køl‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| †iwmwc Aby‡gv`b c‡Îi Kwc|
3| cix¶v I we‡køl‡Yi wd eve` 15,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
4| wewfbœ †Wv‡Rm dig-Gi Jla cªkvmb KZ©…K wba©vwiZ cwigvY bgybv|
5| mwµq KuvPvgv‡ji Drcv`bKvix cªwZôvb KZ©…K cª‡`q †U÷ †cªvUKj/ cix¶v I we‡køl‡Yi †g_W|
6| mwµq KuvPvgv‡ji mvwU©wd‡KU Ae GbvjvBwmm-Gi Kwc|
7| mwµq KuvPvgv‡ji †idv‡iÝ/ IqvwK©s ÷¨vÛvW©|

* we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.4 bZyb A¨v‡jvc¨vw_K Jla Drcv`b jvB‡mÝ Bmy¨i Rb¨ cª‡qvRbxq KvMRcÎvw`
1| h_vh_fv‡e c~iYK…Z dig bs-12 Ges dig bs-15|
2| bZyb jvB‡mÝ wdt ev‡qvjwRK¨vj-1,00,000/- (GK j¶ UvKv)       

                      bb-ev‡qvjwRK¨vj-50,000/- (cÂvk nvRvi UvKv)
                           wd e¨vs‡K Rgv w`‡q †UªRvix Pvjvb Gi g~j Kwc|

3| cªK‡í cª¯ÍvweZ c`mg~‡ni †iwmwc|
4| nvjbvMv` †UªW jvB‡mÝ-Gi Kwc|
5| ¯’vwcZ hš¿cvwZi ZvwjKv (Drcv`b I gvb-wbqš¿Y wefv‡Mi c„_K ZvwjKv)|
6| †KvqvwjdvBW e¨w³‡`i ZvwjKv (ZvwjKvq c`ex, wk¶vMZ †hvM¨Zv, wcZvi bvg, ¯’vqx I eZ©gvb wVKvbv D‡jøL _vK‡Z n‡e)|
7| †KvqvwjdvBW e¨w³‡`i wb‡qvMcÎ, †hvM`vbcÎ, mb` c‡Îi Kwc I A½xKvibvgv|
8| gvwjK/ cwiPvj‡Ki ZvwjKv (ZvwjKvq wcZvi bvg, ¯’vqx I eZ©gvb wVKvbv D‡jøL _vK‡Z n‡e)|
9| KviLvbvi †j-AvDU cø¨vb|
10| Drcv`b I gvb-wbqš¿‡Yi Rb¨ cª‡qvRbxq †idv‡iÝ eB‡qi ZvwjKv|
11| cªKí Aby‡gv`‡bi ¯§vi‡Ki Kwc|
12|  cªwZôv‡bi AM©v‡bvMªvg|
13|  mvBU gv÷vi dvBj|
14|  cwi‡ek Awa`ßi n‡Z cwi‡ekMZ mb`|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.5   A¨v‡jvc¨vw_K Jla Drcv`b jvB‡m‡Ý c` AšÍf©yw³i Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| Jla cªkvmb n‡Z cªvß †iwmwc Aby‡gv`b c‡Îi Kwc|
3| †cªvWv± AšÍf©yw³ wd eve` 10,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
4| c`wU AvBGbGb ZvwjKvfy³ c` n‡j cix¶v I we‡køl‡Yi Rb¨ Jla cªkvmb KZ©…K wba©vwiZ cwigvY bgybv I †U÷ cª‡UvKj/ 

cix¶v-we‡køl‡Yi c×wZ| 
5| bgybv cix¶v-we‡køl‡Yi wdt
    AvBGbGb ZvwjKvfy³ n‡j 15000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc| wewc/BDGmwc AšÍf©y³ †cªvWv± 5000/- UvKvi †UªRvix 

Pvjv‡bi g~j Kwc|
6| Lmov †gvoKmvgMªxi Text|
7| c‡`i Accelerated Stability Study cix¶vi WvUv |
8| c‡`i A¨v‡b·vi|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.6  †gvoKmvgMªx Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/ Z_¨vw`
1| cªwZôv‡bi wba©vwiZ c¨v‡W gnvcwiPvjK Jla cªkvmb eivei Av‡e`bcÎ|
2| Jla cªkvmb KZ©…K †iwmwc Aby‡gv`‡bi ¯§vi‡Ki Kwc|
3| c` AšÍf©yw³ Ges cix¶v-we‡kølY wd-Gi †UªRvix Pvjv‡bi g~j Kwc|
4| cªwZwU c‡`i Rb¨ 2 (`yB) †mU †gvoKmvgMªxi Lmov Text| 
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`vwLjK…Z KvU©‡b wbgœ ewY©Z Z_¨vw` _vK‡Z n‡et
Jl‡ai †gvo‡K Z_¨ cª`v‡bi †¶‡Î cªYxZ welqK ÒGuideline for product information on packaging materialÓ Abyhvqx Z_¨ cª`vb 
Ki‡Z n‡e|
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.7  †`‡k Drcvw`Z I g~j¨ wbqwš¿Z ZvwjKvfy³ A¨v‡jvc¨vw_K Jl‡ai m‡e©v”P LyPiv g~j¨ wba©viY/ g~j¨ wbqš¿Y ZvwjKv ewnf©~Z Jl‡ai f¨vU 
cª`v‡bi wbwgË wb‡`©kK g~j¨ mb‡`i Rb¨ cª‡qvRbxq KvMRcÎvw`

1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| g~j¨ wbqwš¿Z ZvwjKvfy³ Jla I g~j¨ wbqš¿Y ZvwjKv ewnf©~Z Jl‡ai Rb¨ c„_K cª¯Ívebv msewjZ Av‡e`b|
     g~j¨ wbqwš¿Z Jl‡ai m‡e©v”P LyPiv g~j¨ wba©vi‡Yi Rb¨ cª¯Ívebvq Jl‡ai evwYwR¨K bvg, †R‡bwiK bvg, c¨vK mvBR, miKvi KZ©…K 

wba©vwiZ g~j¨, †UªW cªvBm, gymK‡hvM¨ g~j¨, f¨vU e¨ZxZ m‡e©v”P LyPiv g~j¨, f¨vU mn m‡e©v”P LyPiv g~j¨ D‡jøL Ki‡Z n‡e|
3| Av‡ew`Z c‡`i ˆea †gqv‡`i A¨v‡b·vi Kwc|
4| mwµq Dcv`vb msMª‡ni Aby‡gvw`Z eøKwj÷ (ˆea †gqv‡`i) A_ev Bbf‡qm Kwc|
5| m‡e©v”P LyPiv g~j¨ cybt wba©viY/ f¨vU cª`v‡bi wbwgË cybtavhK…Z wb‡`©kK g~j¨ mb‡`i Rb¨ BZtc~‡e© Bmy¨K…Z g~j¨ mb‡`i Kwc|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ…©c¶ msi¶Y K‡i|

K.8  Jla Drcv`‡bi wbwgË Avg`vwbK…Z KuvPvgvj/ c¨vwKs g¨v‡Uwiqvj-Gi eøKwj÷ Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| wba©vwiZ †cªvdigv Abyhvqx cªYxZ eøKwj÷ 08 (AvU) Kwc|

eøKwj÷ †cªvdigvq wbgœewY©Z Z_¨vw` D‡jøL Ki‡Z n‡et
cªwZôv‡bi bvg I wVKvbv|
wmwmAvB I BGm K¨vUvMix Ges †iwR‡÷ªkb b¤^i|
weMZ erm‡ii Avg`vwbi cwigvY|
jvB‡m‡Ýi aiY|
Port of Arrival 
weMZ erm‡i f¨vU cª`v‡bi cwigvY|
KuvPvgvj/c¨vwKs g¨v‡Uwiqvj Gi bvg I †¯úwmwd‡Kkb|
cª¯ÍyZKviK I mieivnKvix cªwZôv‡bi bvg I wVKvbv|
Pvwn`vK„Z KuvPvgv‡ji cwigvY (K_vq I As‡K)|
KuvPvgvj I c¨vwKs g¨v‡Uwiqvj Gi cªwZ BDwb‡Ui g~j¨ (AvšÍR©vwZK gy`ªvq)| 
†gvU Pvwn`vK„Z KuvPvgv‡ji g~j¨ UvKvq|
KuvPvgvj/c¨vwKs g¨v‡Uwiqvj Gi wecix‡Z Aby‡gvw`Z wdwbmW †cªvWv± Gi bvg I weMZ erm‡i Bnvi Drcv`b Ges 
KuvPvgvj/c¨vwKs g¨v‡Uwiqvj Avg`vwbi cwigvY|
PjwZ eQ‡ii D³ KuvPvgvj/c¨vwKs g¨v‡Uwiqvj Aby‡gv`‡bi Ges †gvU Pvwn`vi cwigvY| 

3| Av‡ew`Z mwµq KuvPvgv‡ji cª¯ÍyZKviK Jla cªkvmb KZ©…K f¨vwj‡W‡UW n‡Z n‡e|
4| eøKwj÷ †iwR÷vW© dvg©vwm÷ KZ©…K ¯^v¶wiZ n‡Z n‡e|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.9  A¨v‡jvc¨vw_K Jla Drcv`b jvB‡mÝ bevq‡bi wbwgË cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| h_vh_fv‡e c~iYK„Z WªvM iæjm& 1946 G ewY©Z Av‡e`b dig bs-12 Ges dig bs-15|
3| jvB‡mÝ bevqb wd Gi †UªRvix Pvjv‡bi g~j Kwc|
jvB‡mÝ bevqb wd Gi cwigvYt

(K) bb-ev‡qvjwRK¨vj Jla Drcv`b jvB‡mÝ bevqb wd 15,000/- UvKv |
(L) ev‡qvjwRK¨vj jvB‡mÝ bevqb wd 30,000/- UvKv |

4| weMZ jvB‡mÝ bevqb mb‡`i g~j Kwc|
5| c‡`i ZvwjKv (ZvwjKvq evwYwR¨K bvg, †R‡bwiK bvg, gvÎv, wWGAvi bs Ges †gqv` DËx‡Y©i ZvwiL D‡jøL _vK‡Z n‡e)|
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6| jvB‡mÝfy³ †gqv` DËxY© c‡`i Annexure Gi g~j Kwc|
7| ‡gqv` DËxY© c‡`i bevqb wd eve` 10,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
8| bevq‡bi Rb¨ cª¯ÍvweZ c`/ c`mg~‡ni P~ovšÍ †gvoKmvgMªx|
9| KviLvbvi †j-AvDU cø¨vb| wcªwg‡mm Gi cwimi, KfvW© Gwiqv, IqvwK©s Gwiqv Ges Gwiqv cwiwPwZ mn mvBU gv÷vi dvBj|
10| e¨e¯’vcbv cwiPvjK KZ©…K ¯^v¶wiZ cªwZôv‡bi AM©v‡bvMªvg|
11| †KvqvwjdvBW cvm©b‡`i ZvwjKv (bvg, wcZvi bvg, c`ex, †Kvqvwjwd‡Kkb, †iwR‡÷ªkb bs, AwfÁZv, cªwZôv‡b †hvM`v‡bi        

ZvwiL, ¯’vqx I eZ©gvb wVKvbv D‡jøL Ki‡Z n‡e)|
12| †KvqvwjdvBW e¨vw³‡`i †hvM`vb c‡Îi Kwc I AsMxKvibvgv|
13| cwiPvjK/ gvwjK‡`i ZvwjKv (c`ex, wcZvi bvg, ¯’vqx I eZ©gvb wVKvbvmn)|
14| e¨e¯’vcbv cwiPvj‡Ki ¯^v¶iK…Z hš¿cvwZi ZvwjKv (Drcv`b I gvb-wbqš¿Y wefv‡Mi c„_K ZvwjKv)|
15|  weMZ 2(`yB) erm‡ii Drcv`b weeiYx|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K. 10  A¨v‡jvc¨vw_K Jla Drcv`b jvB‡mÝ Gi gvwjKvbv cwieZ©b/ ¯’vbvšÍ‡ii wbwgË cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| Jla cªkvmb Awa`ßi n‡Z gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`b c‡Îi Kwc|
3| cªwZôvbwU wjt †Kv¤úvbx n‡j Memorandum &Article of Association Ges Certificate of Incorporation Gi Kwc, e¨w³ 

gvwjKvbvq n‡j gvwjKvbv n¯ÍvšÍ‡ii Gwd‡WweU Gi Kwc|
4| e¨w³ gvwjKvbv jvB‡mÝ n‡j gvwjKvbv cwieZ©b wd Gi †UªRvix Pvjv‡bi g~jKwc| 
  jvB‡mÝ-Gi gvwjKvbv cwieZ©b wd Gi cwigvYt

(K) bb-ev‡qvjwRK¨vj Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©b wd 1,00,000/- UvKv|
(L) ev‡qvjwRK¨vj Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©b wd 2,00,000/- UvKv|

5| nvjbvMv` †UªW jvB‡mÝ Gi Kwc|
6| c‡`i ZvwjKv (ZvwjKvq evwYwR¨K bvg, †R‡bwiK bvg, gvÎv, wWGAvi bs Ges †gqv` DËx‡Y©i ZvwiL D‡jøL _vK‡Z n‡e)|
7| cª¯ÍvweZ KviLvbvi †j-AvDU cø¨vb| wcªwg‡mm Gi cwimi, KfvW© Gwiqv, IqvwK©s Gwiqv Ges Gwiqv cwiwPwZ mn mvBU gv÷vi dvBj|
8| e¨e¯’vcbv cwiPvjK/gvwjK KZ©…K ¯^v¶wiZ cªwZôv‡bi AM©v‡bvMªvg|
9| wb‡qvwRZ †KvqvwjdvBW cvm©b‡`i ZvwjKv (bvg, wcZvi bvg, c`ex, †Kvqvwjwd‡Kkb, †iwR‡÷ªkb bs, AwfÁZv, cªwZôv‡b 

†hvM`v‡bi ZvwiL, ¯’vqx I eZ©gvb wVKvbv D‡jøL Ki‡Z n‡e)|
10| ‡KvqvwjdvBW e¨vw³‡`i †hvM`vbcÎ I AsMxKvibvgv|
11| cwiPvjK/gvwjK‡`i ZvwjKv (c`ex, wcZvi bvg, ¯’vqx I eZ©gvb wVKvbvmn) cwiPvjK/gvwjK‡`i bvMwiKZvi mb`|
12| e¨e¯’vcbv cwiPvjK/gvwjK KZ©…K ¯^v¶iK„Z hš¿cvwZi ZvwjKv (Drcv`b I gvb-wbqš¿Y wefv‡Mi c„_K ZvwjKv)|
13| e¨vsK ¯^”QjZv mb‡`i Kwc|
14| cwi‡ek Awa`ßi n‡Z cwi‡ekMZ mb‡`i Kwc|
15| ¯’vbvšÍ‡ii †¶‡Î cª¯ÍvweZ wVKvbvq KviLvbvi Ae¯’vb m¤ú‡K© mswkøó KZ©…c‡¶i mb`|
16| KviLvbvwU wbR¯^ wcªwg‡mm-G cªwZwôZ n‡j gvwjKvbvi c‡¶ `wjjcÎ, fvovK„Z cªv½‡b n‡j fvov Pyw³bvgvi Kwc|
17| ¯’vbvšÍ‡ii †¶‡Î cª¯ÍvweZ wVKvbvi †gŠRvi bvg|
18| cªwZôv‡bi bv‡g †Kvb e¨vsK ev Ab¨ †Kvb cªwZôvb n‡Z BZtc~‡e© FY MªnY K‡i _vK‡j Zvi weeiY Ges †m FY cwi‡kv‡ai      

A½xKvibvgv|
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.11  we‡`kx Jl‡ai †iwR‡÷ªk‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| we‡`kx Jla cª¯ÍyZKvix cªwZôvb KZ©…K g‡bvbxZ ¯’vbxq (evsjv‡`kx) cªwZwbwa KZ©…K Av‡e`bcÎ|
2| h_vh_fv‡e c~iYK„Z Form DA-1/88|  
3| †iwmwc g~j¨vqb wd eve` 35,000/- UvKvi †UªRvix Pvjv‡bi g~jKwc|
4| †Kv¤úvbx †cªvdvBj|
5| †cªvWv± †cªvdvBj|
6| Drcv`bKvix †`‡ki Health Authority KZ©…K ¯^v¶wiZ CPP, FSC hvnv evsjv‡`k `~Zvevm KZ©…K mZ¨vwqZ|
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7| Human Medicine Registration-Gi †¶‡Ît
K) hw` Drcv`bKvix †`k A‡÷ªwjqv, dªvÝ, Rvg©vbx, Rvcvb, myBRvij¨vÛ, hy³ivR¨ ev hy³ivóª nq †m †¶‡Î Country of 

Origin-Gi CPP/FSC.
L) Drcv`bKvix †`k hw` DwjøwLZ 7wU †`‡ki evB‡i nq †m †¶‡Î Country of Origin I DwjøwLZ 7wU †`‡ki †h  †Kvb GKwU 

†`‡ki FSC/CPP.
8| Veterinary Medicine Registration-Gi †¶‡Ît 

K) hw` Drcv`bKvix †`k Australia, Austria, Belgium, Canada, Denmark, Finland, France, Germany, Hungary, 
Ireland, Italy, Japan, The Netherlands, Norway, Singapore, Sweden, Switzerland, UK, USA, Russia, 
Poland, Spain, South Korea or Czechoslovakia nq †m †¶‡Î Country of Origin-Gi FSC/CPP.

L) Drcv`bKvix †`k hw` DwjøwLZ 24wU †`‡ki evB‡i nq †m †¶‡Î Country of Origin I DwjøwLZ 24wU †`‡ki †h  †Kvb GKwU 
†`‡ki FSC/CPP.

9| c`wUi Bs‡iRx/ evsjv fvlvq gyw`ªZ †gvoKmvgMªxi bgybv Ges †eªvwmqvi|
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.12  eøvW e¨vM, wbWjm mn mvwR©K¨vj BKzBc‡g›U I †gwW‡Kj wWfvB‡mm Avg`vwbi Av‡e`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1|  Av‡e`bKvixi G‡RÝx GwMª‡g›U|
2|  Av‡e`bK„Z c‡`i cª¯ÍyZKviK‡`i †Kv¤úvbx †cªvdvBj|
3|  Av‡e`bK„Z c‡`i †cªvWv± †Wvwmqvi|
4|  Drcv`bKvix cªwZôv‡bi Drm (Country of Origin) †`‡ki Registration Competent Authority n‡Z Free Sale
     Certificate (evsjv‡`k `yZvevm KZ©…K mZ¨vwqZ) |
5|  Form DA-1/88 (for introduced product), Form DA-2/88 (for non-introduced product), c~iY Ki‡Z n‡e |
6|  †iwmwc wd cªwZ †cªvWv‡±i Rb¨ 5000/- UvKv|
7|  †iwR‡÷ªkb wd 35000/- cªwZ †cªvWv± Ges †Uó wd 5000/- UvKv compendial product Gi Rb¨ Ges 15000/-INN product
     Gi Rb¨|
5|  Av‡e`bK…Z c‡`i †j‡ej I †gvoK mvgMªx‡Z wb‡gœv³ welq D‡jøL _vK‡Z n‡e|
     K)  cª¯ÍyZKvix cªwZôv‡bi bvg I c~Y© wVKvbv|
     L)  e¨vP bs/ jU b¤^i|
     M)  c‡`i †¯úwmwd‡Kkb I c¨vK mvBR|
     N)  Drcv`‡bi ZvwiL|
     O)  †gqv` DË©x‡Y©i ZvwiL|
     P)  Rxevbygy³ (‡÷ivBj)|

K.13  Avg`vwbK…Z Jl‡ai Bb‡WÈ/‡cªvdigv Bbf‡qm Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| Bb‡WÈ/ †cªvdigv Bbf‡qm-02 (`yB) Kwc|
3| †iwR‡÷ªkb mb`c‡Îi d‡UvKwc|
4| g~j¨ wba©viY mb`c‡Îi d‡UvKwc (wØZxqevi Avg`vwbi †¶‡Î)|
5| WªvM jvB‡m‡Ýi d‡UvKwc|
6| †jUvi Ae A_ivB‡Rkb (cª‡hvR¨ †¶‡Î)|
7| FSC (Free Sale Certificate) - 07 wU DbœZ †`‡ki †h †Kvb 01 wUi|

(mvZwU DbœZ †`kt BDGmG, BD‡K, Rvg©vbx, myBRvij¨vÛ, d«vÝ, Rvcvb I A‡÷ªwjqv)
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.14  Avg`vwbK…Z KuvPvgvj/cª¯ÍyZK…Z Jl‡ai Qvoc‡Îi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| wba©vwiZ dig-G Av‡e`b|
2| 02 (`yB) Kwc Bbf‡qm|
3| Avg`vwbK…Z KuvPvgvj/Jl‡ai mvwU©wd‡KU Ae GbvjvBwmm (Drcv`bKvix cªwZôvb KZ©…K Bmy¨K…Z)|
4| ‰ea †gqv‡`i Aby‡gvw`Z Bb‡WÈ/ †cªvdigv Bbf‡qm/eøKwj÷|
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5| WªvM iæjm& 1945 G DwjøwLZ dig-9|
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.15  Avg`vwbK„Z Jl‡ai m‡e©v”P LyPiv g~j¨ wba©viY/ cybtwba©vi‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| Aby‡gvw`Z Bb‡WÈ/‡cªvdigv Bbf‡qm Gi Kwc|
3| wej Ae Gw›Uª/ wej Ae †jwWs/ GqviI‡qR wej|
4| †iwR‡÷ªkb mb‡`i Kwc|
5| g~j¨ cybtwba©vi‡Yi †¶‡Î B‡Zvc~‡e© Bmy¨K…Z g~j¨ mb‡`i Kwc|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.16  BDbvbx/ Avqy‡e©w`K/ nve©vj Jl‡ai †iwmwc Aby‡gv`‡bi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`/ Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| evsjv‡`k RvZxq BDbvbx I Avqy‡e©w`K dg©~jvix Abymi‡Y cª¯ÍyZK…Z †iwmwc (c„ôv bs D‡jøLmn)
3| nve©vj Jl‡ai †¶‡Î ¯^xK…Z nvievj dvg©v‡Kvwcqv Abymi‡Y cª¯ÍyZK„Z †iwmwc|
4| ‡iwmwc g~j¨vqb wd eve` 500/- UvKv nv‡i †UªRvix Pvjv‡bi g~j Kwc|
5| Drcv`b jvB‡m‡Ýi (nvjbvMv` bevqbK„Z) d‡UvKwc/ jvB‡mÝ bevqb cªwµqvaxb _vK‡j †m msµvšÍ Z_¨|
6| wb‡qvwRZ `¶ Rbe‡ji ZvwjKv|
7| B‡Zvc~‡e© jvB‡m‡Ý AšÍf©y³ Jl‡ai aiY/ †kªYx|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.17  bZyb BDbvbx/ Avqy‡e©w`K/ nve©vj Jla Drcv`b jvB‡mÝ Bmy¨i Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| bZyb jvB‡mÝ wd eve` 10,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
3| cªK‡í cª¯ÍvweZ c`mg~‡ni †iwmwc|
4| nvjbvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
5| KviLvbvi †j-AvDU cø¨vb|
6| KviLvbvq ¯’vwcZ Jla Drcv`b I gvYwbqš¿Y hš¿cvwZi ZvwjKv|
7| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKv (ZvwjKvq c`ex, wk¶vMZ †hvM¨Zv, wcZvi bvg, ¯’vqx I eZ©gvb wVKvbv D‡jøL _vK‡Z 

n‡e)|
8| Drcv`b I gvbwbqš¿‡Yi `vwq‡Z¡ wb‡qvwRZ e¨w³i †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwc I A½xKvibvgv|
9| Drcv`b I gvb-wbqš¿‡Yi Rb¨ †idv‡iÝ eB‡qi ZvwjKv|
10| KviLvbvi wVKvbvq cwi‡ek Awa`ßi n‡Z cwi‡ekMZ Qvoc‡Îi mb`|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.18  BDbvbx/ Avqy‡e©w`K/ nve©vj Jl‡ai †gvoK mvgMªx Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/ Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| evsjv‡`k RvZxq BDbvbx/ Avqy‡e©w`K dg©~jvix/ ¯^xK„Z nve©vj dvg©v‡Kvwcqv Abyhvqx Lmov/ P~ovšÍ †gvoK mvgMªx|
3| c‡`i Aby‡gvw`Z A¨v‡b·v‡ii d‡UvKwc|

we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.19  BDbvbx/ Avqy‡e©w`K/ nve©vj Jl‡ai Aby‡gvw`Z †iwmwc-Gi bgybv cix¶v I we‡køl‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`/ Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| Jla cªkvmb Awa`ßi KZ©…K wewfbœ †Wv‡Rm dig Gi wba©vwiZ cwigvY bgybv|
3| c‡`i †U÷ µvB‡Uwiqv (Drcv`b I gvb-wbqš¿Y Kg©KZ©v KZ©…K ¯^v¶wiZ)|
4| bgybv cix¶v I we‡kølY wd 500/- UvKv nv‡i †UªRvix Pvjv‡bi g~j Kwc|

we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|
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K.20  BDbvbx/ Avqy‡e©w`K/ nve©vj Jla Drcv`b jvB‡m‡Ý c` AšÍf©yw³i Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| c‡`i †iwmwc Aby‡gv`b c‡Îi d‡UvKwc|
3| cªwZ c` AšÍf©yw³i wd eve` 2000/- UvKv nv‡i †UªRvix Pvjv‡bi g~j Kwc|
4| c‡`i A¨v‡b·vi|
5| c‡`i Lmov †gvoKmvgMªx ( †j‡ej, KvU©b, d‡qj I BbmvU©)|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.21  BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡mÝ bevq‡bi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| jvB‡mÝ bevqb wd Gi †UªRvix Pvjv‡bi g~j Kwc|
    jvB‡mÝ bevqb wd Gi cwigvYt 5,000/- UvKv| 
3| jvB‡m‡Ýi g~jKwc|
4| weMZ `yB erm‡ii Drcv`‡bi wnmve weeiYx|
5| nvj bvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
6| 05 (cuvP) ermi †gqv‡`i KviLvbv feb fvovi Pyw³bvgv/ wbR¯^ RvqMvq n‡j `wjj ev cªgvYc‡Îi mZ¨vwqZ Kwc|
6| 05 (cuvP) ermi †gqv‡`i KviLvbv feb fvovi Pyw³bvgv/wbR¯^ RvqMvq n‡j `wjj ev cªgvYc‡Îi mZ¨vwqZ Kwc|
7| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKvmn Drcv`b I gvb-wbqš¿‡Y wb‡qvwRZ †hvM¨ e¨w³i †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwc I 

A½xKvibvgv|
8| KviLvbvi †j-AvDU cø¨vb|
9| Jla Drcv`b I gvbwbqš¿Y hš¿cvwZi ZvwjKv|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.22  BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡m‡Ýi gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
1| eZ©gvb gvwj‡Ki Av‡e`b (cª¯ÍvweZ gvwjK/gvwjK‡`i bvg I n¯ÍvšÍ‡ii KviY D‡jøL Ki‡Z n‡e)|
2| Jla Drcv`b jvB‡m‡Ýi mZ¨vwqZ d‡UvKwc|
3| jvB‡m‡Ý AšÍf©y³ c‡`i msL¨v |
4| cª¯ÍvweZ gvwjK/ gvwjK‡`i m¤§wZm~PK Av‡e`b (RvZxq cwiPqc‡Îi d‡UvKwc Ges cvm‡cvU© mvB‡Ri mZ¨vwqZ Qwe)|
5|  cªwZôvbwUi weiæ‡× jvB‡mÝ A_ev c` welqK gvgjv _vK‡j †m msµvšÍ Z_¨|
6|  cªwZôvbwUi weiæ‡× gvwjKvbv welqK gvgjv _vK‡j †m msµvšÍ Z_¨|
7|  eZ©gvb gvwjK/gvwjK‡`i RvZxq cwiPqc‡Îi d‡UvKwc Ges cvm‡cvU© mvB‡Ri mZ¨vwqZ Qwe|
8|  cªwZôvbwUi †UªW jvB‡mÝ|
9|  jvB‡m‡Ýi eZ©gvb Ae¯’v (evwZj/ mvgwqK evwZj/ Drcv`b ¯’wMZ)|
10| jvB‡mÝ B‡Zvc~‡e© Gwd‡Wwe‡Ui gva¨‡g Ab¨ Kv‡iv wbKU n¯ÍvšÍi Kiv n‡q‡Q wKbv|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.23  BDbvbx/ Avqy‡e©w`K/ nve©vj Jla Drcv`b KviLvbv ¯’vbvšÍi Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| KviLvbvi bZyb cª¯ÍvweZ wVKvbvq †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
3| KviLvbv feb fvovK…Z n‡j fvovi 05(cuvP) erm‡ii Pyw³bvgvi mZ¨vwqZ Kwc A_ev wbR¯^ RvqMvq n‡j cªgvYc‡Îi mZ¨vwqZ Kwc|
4| KviLvbvi cª¯ÍvweZ wVKvbvq cwi‡ek Awa`ß‡ii Qvoc‡Îi mZ¨vwqZ Kwc|
5| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKv, Drcv`b I gvb-wbqš¿Y Kg©KZ©vi †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwcmn A½xKvibvgv|
6| Jla Drcv`b I gvb-wbqš¿Y hš¿cvwZi ZvwjKv|
7| KviLvbvi †j-AvDU cø¨vb|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|
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K.24  BDbvbx/ Avqy‡e©w`K/ nve©vj Jla Drcv`bKvix cªwZôv‡bi bvg cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| cª¯ÍvweZ cªwZôv‡bi bv‡g †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
3| RvZxq ˆ`wbK cwÎKvq cªKvwkZ weÁvc‡bi Kwc (g~j cwÎKvmn)|
4| Jla Drcv`b jvB‡m‡Ýi mZ¨vwqZ Kwc|
5| AvBb/ wewa j•N‡bi Kvi‡Y BZtc~‡e© cªwZôv‡bi Jla Drcv`b jvB‡mÝ mvgwqK evwZj/ cªwZôv‡bi wei‡× gvgjv _vK‡j †m msµvšÍ 

Z_¨| 
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.25  BDbvbx/Avqy‡e©w`K/nve©vj Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`b c‡Îi mZ¨vwqZ Kwc|
3| h_vh_ wbqgvbyhvqx gvwjKvbv n¯ÍvšÍ‡ii njdbvgv/`wjj Gi mZ¨vwqZ Kwcmn g~j Kwc|
4| gvwjKvbv cwieZ©‡bi Rb¨ miKvi wba©vwiZ wd 50,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
5| jvB‡m‡Ýi g~j Kwc|
6| nvjbvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
7| gvwj‡Ki bvMwiK‡Z¡i mb` I e¨vsK ¯^”QjZvi mb`|
8| KviLvbvi †j-AvDU cø¨vb|
9| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKvmn Drcv`b I gvbwbqš¿‡Y wb‡qvwRZ †hvM¨ e¨w³i †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwc I 

A½xKvibvgv|
10| KviLvbv fvovK„Z fe‡b n‡j 05 (cuvP) erm‡ii fvovi Pyw³bvgvi mZ¨vwqZ Kwc A_ev wbR¯^ RvqMvq n‡j cªgvYc‡Îi mZ¨vwqZ 

Kwc|
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.26  †nvwgIc¨vw_K Jl‡ai †iwmwc Aby‡gv`‡bi Rb¨ cª‡qvRbxq wd I KvMRcÎvw`/Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| ¯^xK„Z †nvwgI dvg©v‡Kvwcqv Abymi‡Y cª¯ÍyZK„Z c‡`i †iwmwc (c„ôv bs D‡jøLmn)|
3| ‡iwmwc g~j¨vqb wd eve` 500/- UvKv nv‡i †UªRvix Pvjv‡bi g~j Kwc|
4| Drcv`b jvB‡m‡Ýi (nvjbvMv` bevqbK…Z) d‡UvKwc/ jvB‡mÝ bevqb cªwµqvaxb _vK‡j †m msµvšÍ Z_¨|
5| wb‡qvwRZ `¶ Rbe‡ji ZvwjKv|
6| c~‡e© AšÍf©y³ Jl‡ai aiY/‡kªYx|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.27  bZyb †nvwgIc¨vw_K Jla Drcv`b jvB‡mÝ Bmy¨i Rb¨ cª‡qvRbxq wd I KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| bZyb jvB‡mÝ wd eve` 10,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
3| cªK‡í cª¯ÍvweZ c`mg~‡ni †iwmwc|
4| nvjbvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
5| KviLvbvi †j-AvDU cø¨vb|
6| KviLvbvq ¯’vwcZ Jla Drcv`b I gvb-wbqš¿Y hš¿cvwZi ZvwjKv|
7| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKv (ZvwjKvq wcZvi bvg, ¯’vqx I eZ©gvb wVKvbv D‡jøL _vK‡Z n‡e)|
8| Drcv`b I gvb-wbqš¿‡Yi `vwq‡Z¡i wb‡qvwRZ e¨w³i †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwc I A½xKvibvgv|
9| Drcv`b I gvb-wbqš¿‡Yi Rb¨ †idv‡iÝ eB‡qi ZvwjKv|
10| KviLvbvi wVKvbvq cwi‡ek Awa`ßi n‡Z cwi‡ekMZ Qvoc‡Îi mb`|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|
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K.28  †nvwgIc¨vw_K Jl‡ai Aby‡gvw`Z †iwmwc Gi bgybv cix¶v I we‡køl‡Yi Rb¨ cª‡qvRbxq KvMRcÎvw`/ Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| Jla cªkvmb KZ©…K wewfbœ †Wv‡Rm dig Gi wba©vwiZ cwigvY|
3| c‡`i †U÷ µvB‡Uwiqv (Drcv`b I gvb-wbqš¿Y Kg©KZ©v KZ©…K ¯^v¶wiZ)|
4| bgybv cix¶v I we‡kølY wd 500/- UvKv nv‡i †UªRvix Pvjv‡bi g~j Kwc|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.29  †nvwgIc¨vw_K Jl‡ai †gvoK mvgMªx Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| †nvwgI dvg©v‡Kvwcqv Abyhvqx Lmov/ P‚ovšÍ †gvoKmvgMªx|
3| c‡`i Aby‡gvw`Z A¨v‡b·v‡ii d‡UvKwc|

we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.30  †nvwgIc¨vw_K Jla Drcv`b jvB‡m‡Ý c` AšÍf©yw³i Rb¨ cª‡qvRbxq wd I  KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi  eivei Av‡e`bcÎ|
2| c‡`i †iwmwc Aby‡gv`b c‡Îi d‡UvKwc|
3| cªwZ c` AšÍf©yw³i wd eve` 2,000/- UvKv nv‡i †UªRvix Pvjv‡bi g~j Kwc|
4| c‡`i A¨v‡b·vi|
5| c‡`i Lmov †gvoKmvgMªx (†j‡ej, KvU©yb, d‡qj I BbmvU©)|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.31  †nvwgIc¨vw_K Jla Drcv`b jvB‡mÝ bevq‡bi Rb¨ cª‡qvRbxq wd I  KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| jvB‡mÝ bevqb wd Gi †UªRvix Pvjv‡bi g~j Kwc|
     jvB‡mÝ bevqb wd Gi cwigvYt 5.000/- UvKv| jvB‡m‡Ýi †gqv` DËx‡Y©i ci Rgv w`‡j wej¤^ wdmn 10,000/- UvKv|
3| jvB‡m‡Ýi g~j Kwc|
4| weMZ `yB erm‡ii Drcv`‡bi wnmve weeiYx|
5| nvj bvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
6| 05 (cuvP) ermi †gqv‡`i KviLvbv feb fvovi Pyw³bvgv/ wbR¯^ RvqMvq n‡j `wjj ev cªgvYc‡Îi mZ¨vwqZ Kwc|
7| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKvmn Drcv`b I gvb-wbqš¿‡Y wb‡qvwRZ †hvM¨ e¨w³i †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwc I 

A½xKvibvgv|
8| KviLvbvi †j-AvDU cø¨vb|
9| Jla Drcv`b I gvb-wbqš¿Yhš¿cvwZi ZvwjKv| 

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.32  †nvwgIc¨vw_K Jla Drcv`b jvB‡m‡Ýi gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei n¯ÍvšÍ‡ii KviY D‡jøLmn Av‡e`bcÎ|
2| Jla Drcv`b jvB‡m‡Ýi mZ¨vwqZ d‡UvKwc|
3| jvB‡m‡Ý AšÍf©y³ c‡`i msL¨v Ges evRviRvZK„Z Jl‡ai ZvwjKv|
4| gvwjKvbv Mªn‡Y B”QyK e¨w³i m¤§wZ cÎ|
5|  AvBb/wewa j•N‡bi Kvi‡Y B‡Zvc~‡e© cªwZôv‡bi Jla Drcv`b jvB‡mÝ mvgwqK evwZj/cªwZôv‡bi
     weiæ‡× gvgjv _vK‡j †m msµvšÍ Z_¨| 

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.33  †nvwgIc¨vw_K Jla Drcv`b KviLvbv ¯’vbvšÍi Aby‡gv`‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
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2| bZyb cª¯ÍvweZ KviLvbvi wVKvbvq †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
3| KviLvbv feb fvovK„Z n‡j fvovi 05 (cuvP) erm‡ii Pyw³bvgvi mZ¨vwqZ Kwc A_ev wbR¯^ RvqMvq n‡j cªgvYc‡Îi mZ¨vwqZ Kwc|
4| KviLvbvi cª¯ÍvweZ wVKvbvq cwi‡ek Awa`ß‡ii Qvoc‡Îi mZ¨vwqZ Kwc|
5| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKv, Drcv`b I gvbwbqš¿Y Kg©KZ©vi †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwcmn A½xKvibvgv|
6| Jla Drcv`b I gvbwbqš¿Y hš¿cvwZi ZvwjKv|
7| KviLvbvi †j-AvDU cø¨vb|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.34  †nvwgIc¨vw_K Jla Drcv`bKvix cªwZôv‡bi bvg cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| cª¯ÍvweZ cªwZôv‡bi bv‡g †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
3| RvZxq ˆ`wbK cwÎKvq cªKvwkZ weÁvc‡bi Kwc (g~j cwÎKvmn)|
4| Jla Drcv`b jvB‡m‡Ýi mZ¨vwqZ Kwc|
5| AvBb/wewa j•N‡bi Kvi‡Y B‡Zvc~‡e© cªwZôv‡bi Jla Drcv`b jvB‡mÝ mvgwqK evwZj/cªwZôv‡bi weiæ‡× gvgjv _vK‡j †m msµvšÍ 

Z_¨|  
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.35  †nvwgIc¨vw_K Jla Drcv`b jvB‡m‡Ýi gvwjKvbv cwieZ©‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eivei Av‡e`bcÎ|
2| gvwjKvbv n¯ÍvšÍ‡ii c~e©vby‡gv`b c‡Îi mZ¨vwqZ Kwc|
3| h_vh_ wbqgvbyhvqx gvwjKvbv n¯ÍvšÍ‡ii njdbvgv/ `wjj Gi mZ¨vwqZ Kwcmn g~j Kwc|
4| gvwjKvbv cwieZ©‡bi Rb¨ miKvi wba©vwiZ wd 50,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
5| jvB‡m‡Ýi g~j Kwc|
6| nvjbvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ Kwc|
7| gvwj‡Ki bvMwiK‡Ë¡i mb` I e¨vsK ¯^”QjZvi mb`|
8| KviLvbvi †j-AvDU cø¨vb|
9| KviLvbvq wb‡qvwRZ `¶ Rbe‡ji ZvwjKvmn Drcv`b I gvb-wbqš¿‡Y wb‡qvwRZ †hvM¨ e¨w³i †hvM`vbcÎ, mb‡`i mZ¨vwqZ Kwc I 

A½xKvibvgv|
10| KviLvbv fvovK…Z fe‡b n‡j 05 (cuvP) erm‡ii fvovi Pyw³bvgvi mZ¨vwqZ Kwc A_ev wbR¯^ RvqMvq n‡j cªgvYc‡Îi mZ¨vwqZ 

Kwc|
*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.36  †nvwgIc¨vw_K KuvPvgvj Avg`vwbi eøKwj÷ Aby‡gv`‡bi wbwgË cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eive‡i Av‡e`bcÎ|
2| Jla cªkvmb Awa`ßi cªYxZ †cªvdigv Abyhvqx eøKwj÷ - 3 Kwc|
3| Drcv`b jvB‡m‡Ýi (nvjbvMv` bevqbK…Z) d‡UvKwc/jvB‡mÝ bevqb cªwµqvaxb _vK‡j †m msµvšÍ Z_¨|
4| Avg`vwb jvB‡m‡Ýi Kwc|
5| nvjbvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ d‡UvKwc|
6| jvB‡m‡Ý AšÍf©y³ c‡`i ZvwjKv|
7| B‡ÛÈ Kwc|
8| WvBjykb jvB‡mÝ Kwc|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.37  †nvwgIc¨vw_K Jla Avg`vwbi Aby‡gv`‡bi wbwgË cª‡qvRbxq KvMRcÎvw`/Z_¨vw`
1| gnvcwiPvjK, Jla cªkvmb Awa`ßi eive‡i Av‡e`bcÎ|
2| Jla cªkvmb cwi`ß‡ii cªYxZ †cªvdigv Abyhvqx eøKwj÷ - 3 Kwc I †cªvdigv Bbf‡qm-1 Kwc|
3| nvjbvMv` WªvM jvB‡m‡Ýi mZ¨vwqZ d‡UvKwc|
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4| Avg`vwb jvB‡m‡Ýi Kwc|
5| nvjbvMv` †UªW jvB‡m‡Ýi mZ¨vwqZ d‡UvKwc|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.38  Jla ißvwbi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| CPP/FSC cªvwßi Rb¨ cª‡qvRbxq KvMRcÎvw`t

K) gnvcwiPvjK, Jla cªkvmb Awa`ßi eive‡i Av‡e`bcÎ|
L) ißvwbi Rb¨ Av‡ew`Z c‡`i ˆea †gqv‡`i A¨v‡b·v‡ii Kwc|
M) hw` ißvwbi Rb¨ eªvÛ bvg cwieZ©b Kiv nq Z‡e †m †¶‡Î eªvÛ bvg Aby‡gv`‡bi ¯§vi‡Ki Kwc|
N) WHO Format Abyhvqx c~iYK…Z CPP A_ev Jla cªkvmb cªYxZ di‡gU †gvZv‡eK FSC-Gi Kwc|
O) mswkøó c`¸wji ißvwb msµvšÍ KvMRcÎvw`|

2| GMP mb` cªvwßi Rb¨ cª‡qvRbxq KvMRcÎvw`t
K) gnvcwiPvjK, Jla cªkvmb Awa`ßi eive‡i Av‡e`bcÎ|
L) Jla Drcv`b jvB‡mÝ-Gi Kwc|
M) jvB‡mÝ-G AšÍf©y³ c‡`i A¨v‡b·v‡ii Kwc|
N) †Kv¤úvbx †cªvdvBj|

3| Fxport Licence (Form 10-A) cªvwßi Rb¨ cª‡qvRbxq KvMRcÎvw`t
K) WªvM iæj 1945-G ewY©Z Form No.-8 Gi gva¨‡g Av‡e`b|
L) h_vh_fv‡e c~iYK…Z Form 9-A Gi Kwc Av‡e`‡bi mv‡_ `vwLj Ki‡Z n‡e (WªvM iæj 1945-G ewY©Z)|
M) c~iYK…Z Form 10-A|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/ cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.39  bZyb LyPiv A¨v‡jvc¨vw_K/ Avqy‡e©w`K/BDbvbx/‡nvwgIc¨vw_K I ev‡qv‡KwgK/nvievj WªvM jvB‡mÝ Gi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| h_vh_fv‡e c~iYK„Z `iLv¯Í dig bs-7 (‡e½j WªvM iæj, 1946 G DwjøwLZ)|
2| wb‡qvwRZ dvg©vwm÷/KweivR/nvwKg/‡nvwgI Wv³vi Gi †iwR‡÷ªkb mb‡`i g~j Kwc I mZ¨vwqZ d‡UvKwc|
3| wb‡qvwRZ dvg©vwm÷/KweivR/nvwKg/‡nvwgI Wv³vi Gi A½xKvibvgv|
4| jvB‡mÝ wd Gi †UªRvix Pvjv‡bi g~j Kwc|
    (A¨v‡jvc¨vw_Kt †cŠimfv I †g‡UªvcwjUb GjvKvi Rb¨ wd-2,500/- UvKv, BDwbqb KvDwÝ‡ji AšÍf©y³ GjvKvi Rb¨ 1,500/- 

UvKv, Avqy‡e©w`K/ BDbvbx/ †nvwgIc¨vw_K I ev‡qv‡KwgK/ nvievjt †cŠimfv I †g‡UªvcwjUb GjvKvi Rb¨ wd-2,000/- UvKv, 
BDwbqb KvDwÝ‡ji AšÍf©~³ GjvKvi Rb¨ 1,000/- UvKv)|

5| †`vKv‡bi †UªW jvB‡mÝ-Gi mZ¨vwqZ d‡UvKwc|
6| gvwj‡Ki bvMwiKZvi mb‡`i mZ¨vwqZ d‡UvKwc|
7| †`vKvb fvovi Pyw³bvgv/fvovi iwk‡`i mZ¨vwqZ d‡UvKwc|
8| gvwj‡Ki Avw_©K ¯^”QjZvi mb` (e¨vsK mj‡fwÝ mvwU©wd‡KU)|
9| g‡Wj dv‡g©mx ev g‡Wj †gwWwmb k‡ci †¶‡Î G †MªW Gi dvg©vwm÷, †`vKv‡bi mvBR Kgc‡¶ 300 eM©dyU I †gwWwmb kc Gi †¶‡Î 

ÒweÓ †MªW ev ÒwmÓ †Mª‡Wi mvwU©wd‡KU †`vKv‡bi mvBR Kgc‡¶ 120 eM©dyU| †`vKv‡bi mvBb †evW© I †jv‡Mvmn †÷vi iæ‡gi 04 
(Pvi) Kwc eo Kvjvi Qwe Ges wdªR| †cªmwµckb, IwUwm, bb-†cªmwµckb, AjUvBg †gwWwmb I †gwW‡Kj wWfvBm Avjv` Avjv` 
÷xKvi jvMv‡Z n‡e|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.40  LyPiv A¨v‡jvc¨vw_K/Avqy‡e©w`K/BDbvbx/‡nvwgIc¨vw_K I ev‡qv‡KwgK/nvievj WªvM jvB‡mÝ bevqb Gi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| h_vh_fv‡e c~iYK…Z `iLv¯Í dig bs-7 (†e½j WªvM iæj, 1946 G DwjøwLZ)|
2| wb‡qvwRZ dvg©vwm÷/KweivR/nvwKg/†nvwgI Wv³vi Gi †iwR‡÷ªkb mb‡`i g~j Kwc I mZ¨vwqZ d‡UvKwc|
3| wb‡qvwRZ dvg©vwm÷/KweivR/nvwKg/‡nvwgI Wv³vi Gi A½xKvibvgv|
4| jvB‡mÝ bevqb wd Gi †UªRvix Pvjv‡bi g~j Kwc|

 (A¨v‡jvc¨vw_Kt †cŠi GjvKvi wfZ‡ii Rb¨ wd-1,800/- UvKv, †cŠi GjvKvi evwn‡ii Rb¨ wd-700/- UvKv
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 Avqy‡e©w`K/BDbvbx/†nvwgIc¨vw_K I ev‡qv‡KwgK/nvievjt †cŠi GjvKvi wfZ‡ii Rb¨ wd-1,500/- UvKv, †cŠi GjvKvi evwn‡ii 
Rb¨ wd-700/- UvKv)|

5| ‡`vKv‡bi †UªW jvB‡mÝ-Gi mZ¨vwqZ d‡UvKwc|
6| gvwj‡Ki bvMwiKZvi mb‡`i mZ¨vwqZ d‡UvKwc|
7| †`vKvb fvovi Pyw³bvgv/fvovi iwk‡`i mZ¨vwqZ d‡UvKwc|
8| gvwj‡Ki Avw_©K ¯^”QjZvi mb` (e¨vsK mj‡fwÝ mvwU©wd‡KU)|

*we‡kl †¶‡Î DwiwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.41  bZyb cvBKvix A¨v‡jvc¨vw_K/Avqy‡e©w`K/BDbvbx/‡nvwgIc¨vw_K/nvievj WªvM jvB‡mÝ Gi Rb¨ cª‡qvRbxq KvMRcÎvw`
1| h_vh_fv‡e c~iYK…Z `iLv¯Í dig bs-7 (†e½j WªvM iæj, 1946-G DwjøwLZ)|
2| jvB‡mÝ wd eve` 10,000/- UvKvi †UªRvix Pvjv‡bi g~j Kwc|
3| †`vKvb/wW‡cvi †UªW jvB‡m‡Ýi mZ¨vwqZ d‡UvKwc|
4| gvwjK/e¨e¯’vcbv cwiPvj‡Ki bvMwiKZvi mb‡`i mZ¨vwqZ d‡UvKwc|
5| †`vKvb/wW‡cv fvovi Pyw³bvgvi mZ¨vwqZ d‡UvKwc|
6| gvwj‡Ki Avw_©K ¯^”QjZvi mb` (e¨vsK mj‡fwÝ mvwU©wd‡KU)|
7| Jla Drcv`bKvix cªwZôv‡bi wW‡cv jvB‡m‡Ýi †¶‡Î Jla Drcv`b jvB‡mÝ-Gi d‡UvKwc/jvB‡mÝ me©‡kl bevq‡bi mb‡`i Kwc|
8| Jla Avg`vwbKviK‡`i †¶‡Î IRCGi d‡UvKwc|

*we‡kl †¶‡Î DwjøwLZ ZvwjKvq KvMRcÎvw` ms‡hvRb/cwieZ©‡bi ¶gZv KZ©…c¶ msi¶Y K‡i|

K.42 †gwW‡Kj wWfvBm MvBW jvBb-2015 †gvZv‡eK †gwW‡Kj wWfvBm Gi †iwmwc Aby‡gv`b I †iwR‡÷ªk‡bi Rb¨ cª‡qvRbxq KvMRcÎvw`
ÔGÕ K¬vmfy³ †gwW‡Kj wWfvB‡mi cªZ¨qb c‡Îi Rb¨ Av‡e`‡bi mv‡_ wb‡gœewY©Z KvMRcÎvw` `vwLj Kwi‡Z nB‡et

1| Agency Agreement-Gi Kwc|
2| Free Sale Certificate (FSC)-Gi Kwc|
3| Product Dossier/Brossier
4| †gwW‡Kj wWfvBm-Gi bgybv|

ÔweÕ K¬vmfy³ †gwW‡Kj wWfvB‡mi †iwmwc Av‡e`‡bi mv‡_ wb‡gœewY©Z KvMRcÎvw` `vwLj Kwi‡Z nB‡et
1| Agency Agreement-Gi Kwc|
2| Free Sale Certificate (FSC)-Gi Kwc|
3| EC Certificate- Gi Kwc|
4| Product Dossier/Brossier.
5| †iwmwc wd eve` cªwZwU c‡`i Rb¨ 5,000/- UvKv cwi‡kv‡ai wU Avi Pvjvb 
    (Pvjv‡bi †KvWt 1-2715-0000-1863)|
6| cªwZwU c‡`i Rb¨ wd Gi 15% f¨vU cwi‡kv‡ai wU Avi Pvjv‡bi Kwc 
   (Pvjv‡bi †KvW : 1-1133-0015-0311)|
7| h_vh_fv‡e c~iYK„Z Application Checklist (Annexue-3)|
8| †gvoK mvgMªxi d‡UvKwc|
9| DcwiD³ WKy‡g›Um, miKvix wd cwi‡kv‡ai wU Avi Pvjv‡bi g~jKwc mshy³ Kwiqv †jUvi‡nW c¨v‡W Av‡e`b Ki‡Z n‡e|

ÔwmÕI ÔwWÕ K¬vmfy³ †gwW‡Kj wWfvB‡mi †iwmwc Av‡e`‡bi mv‡_ wb‡gœewY©Z KvMRcÎvw` `vwLj Kwi‡Z nB‡et
1| Agency Agreement-Gi Kwc|
2| Country of Origin -Gi Free Sale Certificate (FSC)-Gi Kwc|
3| EU-fy³ †h †Kvb †`k A_ev USA or Canada or Australia or Japan Gi †h †Kvb GKwU †`‡ki Free Sale Certificate 

(FSC)- Gi Kwc|
4| Av‡ew`Z c`/c`mg~‡ni Rb¨ EC Certificate- Gi Kwc|
5| Product Dossier/Brossier.
6| †iwmwc wd eve` cªwZwU c‡`i Rb¨ 5,000/- UvKv cwi‡kv‡ai wU Avi Pvjvb |
    (Pvjv‡bi †KvWt 1-2715-0000-1863)|
7| cªwZwU c‡`i Rb¨ wd Gi 15% f¨vU cwi‡kv‡ai wU Avi Pvjv‡bi Kwc |
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    (Pvjv‡bi †KvWt 1-1133-0015-0311)|
8| h_vh_fv‡e c~iYK„Z Application Checklist (Annexue-3)|
8| †gvoK mvgMªxi d‡UvKwc|
9| DcwiD³ WKy‡g›Um, miKvix wd cwi‡kv‡ai wU Avi Pvjv‡bi g~jKwc mshy³ Kwiqv †jUvi‡nW c¨v‡W Av‡e`b Ki‡Z n‡e|

ÔweÕ K¬vmfy³ †gwW‡Kj wWfvB‡mi †iwR‡÷ªk‡bi Av‡e`‡bi mv‡_ wb‡gœewY©Z KvMRcÎvw` `vwLj Kwi‡Z nB‡et
1| Av‡ew`Z c`/c`mg~‡ni Rb¨ evsjv‡`k `~Zvevm KZ©…K mZ¨vwqZ Free Sale Certificate (FSC)-Gi g~jKwc| 
2| Av‡ew`Z c`/c`mg~‡ni Rb¨ EC Certificate- -Gi g~jKwc|
3| Av‡ew`Z c`/c`mg~n †h mKj †`‡k †gwW‡Kj wWfvBmwU evRviRvZ nq Dnvi ZvwjKv|
4| Detailed regarding any withdrawal/market recall initiated by the regulatory authority from the market for 

any reasons in the last two years.
5| †iwR‡÷ªkb wd I we‡kølY wd eve` cªwZwU c‡`i Rb¨ 50,000/- UvKv cwi‡kv‡ai wU Avi Pvjvb |
    (Pvjv‡bi †KvW t 1-2715-0000-1863)
6| cªwZwU c‡`i Rb¨ wd Gi 15% f¨vU cwi‡kv‡ai wU Avi Pvjv‡bi Kwc |
    (Pvjv‡bi †KvWt 1-1133-0015-0311)|
7| Av‡ew`Z c`/c`mg~‡ni †gvoK mvgMªx (`yB †mU)|

ÔwmÕ I ÔwWÕ K¬vmfy³ †gwW‡Kj wWfvB‡mi †iwR‡÷ªk‡bi Av‡e`‡bi mv‡_ wb‡gœewY©Z KvMRcÎvw` `vwLj Ki‡Z nB‡et
1| Av‡ew`Z c`/c`mg~‡ni Rb¨ evsjv‡`k `~Zvevm KZ©…K mZ¨vwqZ Free Sale Certificate (FSC)-Gi g~jKwc| 
2| EU-fy³ †h †Kvb †`k A_ev USA or Canada or Australia or Japan Gi †h †Kvb GKwU †`‡ki  Free Sale Certificate 

(FSC)-Gi g~jKwc|
3| EC Certificate-Gi g~jKwc|
4| Av‡ew`Z c`/ c`mg~n †h mKj †`‡k †gwW‡Kj wWfvBmwU evRviRvZ nq Dnvi ZvwjKv|
5| Detailed regarding any withdrawal/market recall initiated by the regulatory authority from the market for 

any reasons in the last two years.
6| †iwR‡÷ªkb wd I we‡kølY wd eve` cªwZwU c‡`i Rb¨ 50,000/- UvKv cwi‡kv‡ai wU Avi Pvjvb |
    (Pvjv‡bi †KvWt 1-2715-0000-1863)
7| cªwZwU c‡`i Rb¨ wd Gi 15% f¨vU cwi‡kv‡ai wU Avi Pvjv‡bi Kwc |
   (Pvjv‡bi †KvWt 1-1133-0015-0311)|
8| Av‡ew`Z c`/c`mg~‡ni †gvoK mvgMªx (`yB †mU)|

K.43 Application checklist  for permission for Manufacture & Import of Medical Devices
1. Name, address and communication details of the Manufacturer /Agent in Bangladesh.
2. Authorisation letter of the Authorised Agent.
3. Name address and communication details of the manufacturer.
4. Are the products already imported in Bangladesh, if so since when.
5. Name of the product, including its generic name, if any.
6. Device class and classification system followed. Attached conformity assessment certificate.
7. Details of the Conformatory Assessment body.
8. Since how long the device is being used commercially? Has clinical evaluation and safety issues been addressed 

for the device? 
9. Principle use of the device.
10. Is it a drug-device combination?
11. If the above is “yes”, is the drug a new drug.
12. Is it a kit comprising of more than one device?
13. Sizes of the device.
14. Is Device Master File submitted.
15. Short description of the Manufacturing process.
16. Procedure for sterilization.
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17. Procedure for release of the Device in the market.
18. Name and qualifications of technical personnel for manufacture and quality assurance.
19. Layout plan of the premises accompanied by the floor plan.
20. Details of QMS and manual.
21. Is the product tested before release, if yes, submit details; if no, specify criteria for release.
22. Has the product been withdrawn due to any reasons? If yes please specify.
23. Recall procedure to be followed in case the product has to be withdrawn.
24. Names of the countries where the device is exported.

K.44 Criteria for CRO/Clinical Trial Centre:
1. CRO Profile to be submitted.
2. Organogram .
3. CV of Researchers and members .
4. Job Description.
5. Whether every person involved in the clinical trial has each got GCP training. 
6. Clinical trial site master file. 
7. Whether the Clinical Trial Center/CRO has Bio-analytical Lab

a. If not, have they got any contract with any Bio-analytical/analytical Lab having Biological Sample 
Analytical Facility.

b. Biological Sample storage & Carrying facility. 
c. Whether the Analytical Laboratory got any accreditation.  

8. Whether any chief investigator designated or contracted to the CRO or Clinical Trial Center. 
9. Whether the CRO got IRB/IEC 

a. Structure of IRB/IEC
b. Whether IRB/IEC registered from BMRC or approved by Law/Authority 

10. Storage Facility of IP
a. Whether Temperature Sensitive Product Storage Facility

11. SOP for Handling of IP.
12. Archive Facility 

a. Is the Archive Facility has Controlled Access .
b. Is the Archive Storage Area Fire Proof & Pest Control .

13. Does the CRO/Clinical Trial Center has hospital facility.
14. Whether they have emergency handling facility such as, Intensive Care Facility in the Hospital or has contract 

with any nearby intensive care unit. 
15. Emergency Trolley & Ambulance Facility.
16. Quality Management Systems.

K.45 Document required for conducting clinical trial: 
1. Detailed description of Clinical Research Protocol Checklist (According to Annexure-I)
2. Ethical Clearance for conducting Clinical Trial from IRB/IEC
3. Investigator Brochure (IB)
4. Informed Consent Form (ICF)
5. Signed agreement between Sponsor/ CRO//Trial center/ Principal investigator (PI)
6. CV of PI and associates
7. GMP certificate of Investigational Product
8. Certificate of Analysis of Investigational Product
9. Detailed funding of the trials
10. Case Record Form (CRF)
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11. SOPs of different activities
12. GCP training certificate of PI and team members

K.46 Required information for Clinical Trial Protocol Application:
1. General information

1.1 Name and address of the sponsor and monitor (if other than the sponsor).
1.2 Name and title of the person(s) authorized to sign the protocol and the protocol amendment(s) for the 

sponsor.
1.3 Name, title, address and telephone number(s) of the sponsor's medical expert (or dentist when appropriate) 

for the trial.
1.4 Name Protocol title, protocol identifying number and date. Any amendment(s) should also bear the 

amendment number(s) and date(s).
1.5 Name and title of the investigator(s) who is (are) responsible for conducting the trial, and the address and 

telephone number(s) of the trial site(s).
1.6 Name, title, address and telephone number(s) of the qualified physician (or dentist, if applicable), who is 

responsible for all trial-site related medical (or dental) decisions (if other than investigator).
1.7 Name(s) and address (es) of the clinical laboratory (ies) and other medical and/or technical department(s) 

and/or institutions involved in the trial.
2. Background Information

2.1 Name and description of the investigational product(s).
2.2 A summary of findings from nonclinical studies that potentially have clinical significance and from clinical 

trials that is relevant to the trial.
2.3 Summary of the known and potential risks and benefits, if any, to human participants 2.4 Description of 

and justification for the route of administration, dosage, dosage regimen, and treatment period(s).
2.5 A statement that the trial will be conducted in compliance with the protocol, GCP and the applicable 

regulatory requirement(s).
2.6 Description of the population to be studied.
2.7 References to literature and data that are relevant to the trial and that provide background for the trial.

3. Trial Objectives and Purpose
A detailed description of the objectives and the purpose of the trial.

4. Trial Design
The scientific integrity of the trial and the credibility of the data from the trial depend substantially on the trial 
design. A description of the trial design should include:
4.1 A specific statement of the primary endpoints and the secondary endpoints, if any, to be measured during 

the trial.
4.2 A description of the type/design of trial to be conducted (e.g. double-blind, placebo- controlled, parallel 

design) and a schematic diagram of trial design, procedures and stages. 4.3 A description of the measures 
taken to minimize/avoid bias, including:

(a) Randomization.
(b) Blinding.
4.4 A description of the trial treatment(s) and the dosage and dosage regimen of the investigational product(s). 

Also include a description of the dosage form, packaging, and labeling of the investigational product(s).
4.5 The expected duration of participant participation, and a description of the sequence and duration of all 

trial periods, including follow-up, if any.
4.6 A description of the "stopping rules" or "discontinuation criteria" for individual participants, parts of the 

trial and entire trial.
4.7 Accountability procedures for the investigational product(s), including the placebo(s) and comparator(s), 

if any.
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4.8 Maintenance of trial treatment randomization codes and procedures for breaking code. 4.9 The 
identification of any data to be recorded directly on the CRFs (i.e. no prior written or electronic record of 
data), and to be considered to be source data.

5. Selection and Withdrawal of Participants
5.1 Participant inclusion criteria.
5.2 Participant Exclusion Criteria.
5.3 Participant withdrawal criteria (i.e. terminating investigational product treatment/trial treatment) and 

procedures specifying:
(a) When and how to withdraw participants from the trial/investigational product treatment.
(b) The type and timing of the data to be collected for withdrawn participants.
(c) Whether and how participants are to be replaced.
(d) The follow-up for participants withdrawn from Investigational product treatment/trial treatment.

6. Treatment of Participants
6.1 The treatment(s) to be administered, including the name(s) of all the product(s), and dose(s), the dosing 

schedule(s), the route/mode(s) of administration, and the treatment period (s), including the follow-up 
period(s) for participants for each investigational product treatment/trial treatment group/arm of the trial.

6.2 Medication(s)/treatment(s) permitted (including rescue medication) and not permitted before and/or during 
the trial.

6.3 Procedures for monitoring participant compliance.
7. Assessment of Efficacy

7.1 Specification of the efficacy parameters.
7.2 Methods and timing for assessing, recording, and analyzing of efficacy parameters.

8. Assessment of Safety
8.1 Specification of safety parameters.
8.2 The methods and timing for assessing, recording, analyzing safety parameters.
8.3 Procedures for eliciting reports of and for recording and reporting adverse event and intercurrent illnesses.
8.4 The type and duration of the follow-up of participants after adverse events.

9. Statistics
9.1 A description of the statistical methods to be employed, including timing of any planned interim analysis 

(ses).
9.2 The number of participants planned to be enrolled. In multi centre trials, the numbers of enrolled 

participants projected for each trial site should be specified. Reason for choice of sample size, including 
reflections on (or calculations of) the power of the trial and clinical justification.

9.3 The level of significance to be used.
9.4 Criteria for the termination of the trial.
9.5 Procedure for accounting for missing, unused, and spurious data.
9.6 Procedures for reporting any deviation(s) from the original statistical plan (any deviation(s) from the 

original statistical plan should be described and justified in protocol and/or in the final report, as 
appropriate).

9.7 The selection of participants to be included in the analyses (e.g. all randomized participants, all dosed 
participants, all eligible participants, evaluable participants).

10. Direct Access to Source Data/Documents
The sponsor should ensure that it is specified in the protocol or other written agreement that the 
investigator(s)/institution(s) will permit trial related monitoring, audits, IRB/IEC review, and regulatory 
inspection(s), providing direct access to source data/documents.

11. Quality Control and Quality Assurance



Jla cÖkvmb Awa`ßi2024-2025evwl©K cÖwZ‡e`b

66

12. Ethics
Description of ethical considerations relating to the trial. (Section 1.33)

13. Data Handling and Record Keeping
14. Financing and Insurance

Financing and insurance if not addressed in a separate agreement.
15. Publication Policy

Publication policy, if not addressed in a separate agreement.
16. Supplements
     (NOTE: Since the protocol and the clinical trial/study report are closely related, further relevant information 

can be found in the ICH Guideline for Structure and Content of Clinical Study Reports.)

K.47 Application checklist for permission for Manufacture & Import of Medical Devices 
Complete application has to fill in clear manner. If any data is not relevant and applicable, please enter N/A (not applicable).
Annex details wherever required.

SI. 
No Details Comments Supporting 

Documents 

1.  Name, address and communication details of the Manufacturer /Agent in 
Bangladesh. 

  

2.  Authorization letter of the Authorized Agent   
3.  Name address and communication details of the manufacturer   
4.  Are the products already imported in Bangladesh, if so since when   
5.  Name of the product, including its generic name, if any   

6.  Device class and classification system followed. Attached conformity 
assessment certificate. 

  

7.  Details of the Confirmatory Assessment body   

8.  Since how long the device is being used commercially? Has clinical 
evaluation and safety issues been addressed for the device? 

  

9.  Principle use of the device   
10.  Is it a drug-device combination?   
11.  If the above is "yes", is the drug a new drug   
12.  Is it a kit comprising of more than one device?   
13.  Sizes of the device   
14.  Is Device Master File submitted   
15.  Short description of the Manufacturing process   
16.  Procedure for sterilization   
17.  Procedure for release of the Device in the market   

18.  Name and qualifications of technical personnel for manufacture and 
quality assurance 

  

19.  Layout plan of the premises accompanied by the floor plan.   
20.  Details of QMS and manual   

21.  Is the product tested before release, if yes, submit details; if no, specify 
criteria for release 

  

22.  Has the product been withdrawn due to any reasons? If yes please 
specify. 

  

23.  Recall procedure to be followed in case the product has to be withdrawn   
24.  Names of the countries where the device is exported.   
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K.48 Jl‡ai m‡›`nRbK cvk^© ev weiƒc cÖwZwµqv wi‡cvwU©s dig
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1. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2. Zvnvi wbqš¿Yvaxb GjvKvq Jla AvBb Abyhvqx mwµq _vKv|
3. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
4. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
5. wgwb j¨ve msµvšÍ Kvh©µ‡g AbkMÖnY Kiv|
6. Zvnvi wbqš¿Yvaxb GjvKvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a Zvnvi wbqš¿Yvaxb GjvKvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv
8. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ msµvšÍ Kv‡R mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
9. Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
10. Zuvi Dci Awc©Z Ab¨vb¨ †h †Kvb `vwqZ¡ cvjb Kiv|

AvBb Kg©KZ©v
1| AvBwb wel‡q mswkøó mnKvix cwiPvjK‡`i‡K mnvqZv Kiv Ges we`¨gvb Jla AvBb jsN‡bi `v‡q gvgjv `v‡q‡ii e¨vcv‡i Jla 

cwi`k©K‡`i‡K AvBwb mnvqZv cª`vb Kiv|
2| Zvnvi Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Ab¨vb¨ Awc©Z `vwqZ¡ cvjb Kiv|

mnKvix Rxevbywe`/ dvg©v‡KvjwR÷/ e¨‡±wiIjwR÷/ †Kwg÷/ Gbvwj÷
1| Jl‡ai cix¶v I we‡køl‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

wnmve  i¶Y Kg©KZ©v
1| Jla cªkvmb Awa`ß‡ii wnmve i¶Y I ev‡RU cªYqb Kvh©µ‡g mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

Gwmm‡U›U †cªvMªvgvi
1| Jla cªkvmb Awa`ß‡ii hveZxq Kvh©µg (¯’vbxq Drcv`b, Avg`vwbK„Z Jla wbeÜbK„Z Jla, Jla Drcv`bKvix cªwZôv‡bi 

ZvwjKv, cvBKvix I LyPiv WªvM jvB‡m‡Ýi ZvwjKv, wbeÜbK„Z Wv³vi, dvg©vwmó, nvwKg, KweivR BZ¨vw`i ZvwjKv) m¤úwK©Z 
WvUve¨vsK cªYqb I msi¶‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|

2| Jla cªkvmb Awa`ß‡ii cª‡qvR‡b cª‡qvRbxq mdUIqvi ˆZix Kiv|
3| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

cwimsL¨vb Kg©KZ©v
1| Jla Drcv`bKvix cªwZôvb, weµqKvix cªwZôvb, Avg`vwbKvix cªwZôvb, ißvwbKvix cªwZôvb I wbeÜbK„Z Jl‡ai ZvwjKv msi¶Y 

Kiv|
2| Avg`vwbK„Z Jl‡ai KuvPvgvj, †gvoK `ªe¨vw` I cª¯ÍyZK„Z Jl‡ai ZvwjKv msi¶Y Kiv|
3| ¯’vbxq fv‡e Drcvw`Z Jl‡ai KuvPvgvj, †gvoK mvgMªx I Drcvw`Z Jl‡ai ZvwjKv msi¶Y Kiv|
4| evwYwR¨K I †R‡bwiK Jl‡ai ZvwjKv msi¶Y Kiv|
5| msM„nxZ bgybvi msL¨v, M„nxZ we‡kølY cªwZ‡e`‡bi msL¨v (gvbm¤§Z I gvb-ewnf©~Z) msµvšÍ Z_¨ msi¶Y Kiv|
6| M„nxZ AvBbMZ e¨e¯’v msµvšÍ Z_¨vw` msi¶Y Kiv|
7| GwWAvi gwbUwis msµvšÍ Z_¨ msi¶Y Kiv|
8| gnvcwiPvjK, Jla cªkvmb Awa`ß‡ii Ab¨vb¨ Kvh©µg msµvšÍ WvUv msi¶Y Kiv|

1. LyPiv WªvM jvB‡m‡Ýi gvwjKvbv cwieZ©b Ges GKB wefv‡Mi g‡a¨ AvšÍ:‡Rjv (¯’vb) cwieZ©b Kiv|
2. mswkøó wefv‡Mi mKj †Rjvi Jla I f¨vKwm‡bi weiƒc cÖwZwµqv I †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg Z`vwiwK Kiv|
3. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

mnKvix cwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
4. Jla cÖkvmb Awa`ß‡ii `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. `vwqZ¡ cÖvß †Rjvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. †Rjv WªvM jvB‡mwÝs KwgwUi m`m¨ wn‡me `vwqZ¡cvjb Ges jvB‡mwÝs KZ©…c¶ Ae WªvMm Gi c‡¶ WªvM jvB‡mÝ Bmy¨|
8. †Rjv Dbœqb mgš^q KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
9. †Rjv AvBb k„•Ljv KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
10. †Rjv Jl‡ai Awbqg cÖwZ‡iva msµvšÍ GKkb KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
11. †Rjv dvg©v‡KvwfwRj¨vÝ KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
12. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
13. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
14. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
15. mswkøó †Rjv Kvh©vj‡qi wgwb j¨ve msµvšÍ Kvh©µ‡g AskMÖnY Kiv|
16. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
17. Product re-call/Complaint handling BZ¨vw` wel‡q Z`viwK Kiv|
18. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg cwiPvjbv Kiv|
19. mswkøó †Rjvq Aew¯’Z nvmcvZvj, wK¬wbK Ges Dc‡Rjv ¯^v¯’¨ I cwievi Kj¨vY Kg©KZ©v Gi Awd‡mi mv‡_ †hvMv‡hvM K‡i Jla I 

f¨vKwmb e¨env‡ii ci †Kvb weiƒc cÖwZwµqv n‡j, Zv wi‡cvU© Kivi e¨e¯’v Kiv|
20. mswkøó †Rjvq Aew¯’Z †nj_ †Kqvi cÖ‡dkbvjm (Wv³vi/bvm©/dvg©vwmó) G‡mvwm‡qkb mv‡_ wbqwgZ †hvMv‡hvM i¶v Kiv|
21. †Rjvq †Kvb Jla I f¨vKwmb e¨env‡ii ci wmwiqvm GWfvm© B‡f›U n‡j KwgwUi m`m¨ wn‡m‡e Bb‡fw÷‡Mkb Kiv|
22. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

†gwW‡Kj Awdmvi
1| weÁvcb wbqš¿‡Y mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2| Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| cwiPvjK/DccwiPvjK/mnKvix cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv| 

Jla ZË¡veavqK/ mnKvix jvB‡mwÝs Awdmvi/ wmwbqi mv‡qw›UwdK Awdmvi

1. Jla AvBb I GZ`mswkøó iæjm ev¯Íevq‡b mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges G msµvšÍ Kv‡R mnKvix cwiPvjK‡K mnvqZv Kiv|
3. Jl‡ai †iwR‡÷ªkb GÛ jvB‡mwÝs, bgybv msMÖn Ges gvbwbqš¿Y, g~j¨ wba©viY, Avg`vwb, ißvwb, QvocÎ cÖ`vb, evRvi Z`viKx 

Kvh©µg, cwi`k©b, ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, AvBbMZ e¨e¯’v MÖnY Ges GZrmswkøó Ab¨vb¨ Kvh©µg cwiPvjbvi 
gva¨‡g mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|

15| gnvcwiPvjK, Jla cÖkvmb Awa`ß‡ii c‡¶ ¶gZvcÖvß eivÏKvix Kg©KZ©v wnmv‡e `vwqZ¡ cvjb Kiv|
16| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|
17| gnvcwiPvjK KZ©…K cÖ`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK, WªvM †Uw÷s j¨ve‡iUix
1| cix¶Z bgybvi Ab~Ky‡j mvwU©wd‡KU Ae GbvjvBwmm cª`vb Kiv|
2| mswkøó cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|
3| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|

DccwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
4. `vwqZ¡cÖvß wefvMxq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. wefvMxq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~n wbqwgZfv‡e cwi`k©b Kiv I †Rjv Kvh©vj‡qi Kg©KZ©vM‡Yi Kvh©µ‡gi ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvjK‡K Zvr¶wYKfv‡e AewnZ Kiv|
7. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~‡ni Aaxb Jla Drcv`b KviLvbv †Rjv Kvh©vjqmg~‡ni mv‡_ mgš^qc~e©K ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvj‡Ki wbKU cÖwZ‡e`b †ck Kiv|
8. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó wefv‡Mi AvIZvaxb mKj †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
9. Jla AvBb cwicš’x †h‡Kvb Aciva †ivaK‡í mswkøó †Rjv Kg©KZ©v‡`i mv‡_ wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn 

cÖ‡qvRbxq AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
10. mswkøó wefv‡Mi †Rjvmg~‡ni g‡a¨ AvšÍt‡Rjv LyPiv I cvBKvix WªvM jvB‡m‡Ýi gvwjKvbv, bvg I ¯’vb cwieZ©b Aby‡gv`‡bi wel‡q 

jvB‡mwÝs A_wiwU (WªvMm) eivei mycvwik †cÖiY Kiv|
11. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi `vwqZ¡cÖvß Kg©KZ©v‡`i AwMÖg gvwmK Uz¨i †cÖvMÖvg Aby‡gv`bc~e©K gnvcwiPvjK eivei mycvwik †cÖiY Kiv|
12. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi mv‡_ mgš^q K‡i †Rjv I Dc‡Rjv ch©v‡qi dv‡g©mx, wW‡cv I Jla KviLvbvmg~n wbqwgZ 

cwi`k©b Kiv|
13. gnvcwiPvj‡Ki wb‡`©kµ‡g AvIZvaxb †Rjv Kvh©vj‡qi Kg©KZ©v‡`i evwl©K †Mvcbxq Aby‡e`b g~j¨vqbc~e©K gnvcwiPvjK eivei 

†cÖiY Kiv|
14. gnvcwiPvj‡Ki/cÖavb Kvh©vjq n‡Z †Rjv Kvh©vj‡q †cÖwiZ †h †Kvb Awdm Av‡`k/ wb‡`©kbvejx ev¯Íevq‡bi welq Z`viwK Kiv|
15. mswkøó wefv‡Mi mKj †Rjv Kvh©vjq n‡Z cÖvß gvwmK Kvh©vejxi cwimsL¨vb Ges evwl©K Kg©mg¤úv`b Pzw³ (GwcG) G  DwjøwLZ 

BwÛ‡KUimg~n ev¯Íevqb AMÖMwZ website G upload Z`viwK Kiv|
16. mswkøó wefv‡Mi mKj †Rjvi LyPiv WªvM jvB‡mÝ Aby‡gv`‡bi Rb¨ gnvcwiPvjK eivei mycvwikmn †cÖiY Kiv|
17. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Kg©KZ©v‡`i mgš^‡q cÖ‡Z¨K wefv‡Mi wgwb j¨ve msµvšÍ Kvh©µg cwiPvjbv I Z`viwK Kiv 

Ges cÖwZ gv‡m G msµvšÍ cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Kiv|
18. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi Awdm cwieZ©b A_ev fvov e„w×i cÖ‡qvRb n‡j G wel‡q mycvwik gnvcwiPvj‡Ki wbKU †cÖiY Kiv|
19. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Post Marketing Sample Collection/ Product re-call/Complaint handling, 

gvgjv `v‡qi BZ¨vw` wel‡q Z`viwK Kiv|
20. mswkøó wefv‡Mi †Rjvq Aew¯’Z Jla Drcv`bKvix cÖwZôv‡bi wK¬qv‡iÝ cÖ`vb Kiv| mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi 

Kg©KZ©v‡`i ˆbwgwËK QzwU Ges Ab¨vb¨ QzwUi wel‡q mycvwik gnvcwiPvjK eivei †cÖiY Kiv|
21. mswkøó wefv‡Mi mKj †Rjvi Kg©iZ Kg©KZ©v‡`i wUG/wWG we‡ji K‡›Uªvwjs Awdmvi wn‡m‡e `vwqZ¡ cvjb|
22. mswkøó wefvMxq/c`vqbK…Z †Rjvi mKj Kvh©µ‡gi bw_ mswkøó Awd‡mi Kg©KZ©v/Kg©Pvix‡`i mgš^‡q Aby‡gv`b Kiv|
23. mswkøó wefv‡Mi AvIZvaxb †Rjv Kvh©vjqmg~n KZ©…K m¤úvw`Z Kvh©µ‡gi cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Ki‡eb|

cwiwkó-L : Jla cªkvmb Awa`ß‡ii Kg©KZ©v‡`i `vwqZ¡ (Re †Wmwµckb)t

gnvcwiPvjK
1| Jla I Km‡gwUKm& AvBb, 2023 AvBb cª‡qvM wbwðZ Kiv|
2| jvB‡mwÝs KZ©…c¶ (WªvMm) wnmv‡e Kg© m¤úv`b Kiv| 
3| Jla cªkvmb Awa`ß‡ii Avw_©K I cªkvmwbK wel‡q cªavb wbe©vnx wnmv‡e `vwqZ¡ cvjb Kiv|
4| Jl‡ai Drcv`b, Avg`vwb, ißvwb, weZiY Ges weµq msµvšÍ bxwZ wba©viYx wel‡q miKv‡ii cªwZwbwa wnmv‡e KvR Kiv Ges 

miKvi‡K mn‡hvwMZv Kiv|
5| WTO, TRIPS, GATT BZ¨vw` welqK bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
6| WHO, UNICEF, WB, UNDP Ges Ab¨vb¨ AvšÍR©vwZK ms¯’vi mwnZ Jla mswkøó wel‡qcivgk©/Av‡jvPbvµ‡g Kvh© m¤úv`b 

Kiv|
7| Jla cªkvmb Awa`ß‡i Kg©KZ©v/Kg©Pvix‡`i wb‡qvM, c‡`vbœwZ, e`jx, QywU, Aemi fvZv, evwl©K †Mvcbxq cªwZ‡e`b BZ¨vw` g~j¨vqb 

I Aby‡gv`b Kiv|
8| Jla cªkvmb Awa`ß‡ii AvÂwjK Awdmmg~‡ni Kvh©µg mgš^q I Z`viKx Kiv|
9| mswkøó mK‡ji mwnZ civgk©µ‡g hveZxq JlamvgMªx wbqš¿YKvix KZ©…c¶ wn‡m‡e Kvh© m¤úv`b Kiv|
10| Jla I JlamvgMªxi Drcv`b, Avg`vwb, ißvwb, weµq I weÁvcb Z`viKx Kiv|
11| evRviRvZK…Z Jl‡ai gvb wbwðZ Kiv|
12| dvg©vwmDwUK¨vj BÛvwóª‡Z GMP, GLP Ges GPP AbymiY wbwðZ Kiv|
13| evRviRvZK…Z Jl‡ai ADR (Adverse Drug Reaction) Z`viKx Kiv Ges dvg©v‡KvwfwR‡jÝ wbwðZ Kiv|
14| Jla cªkvmb Awa`ßivaxb WªvM †Uw÷s j¨ve‡iUixmgy‡ni Rb¨ cª‡qvRbxq hš¿cvwZ Ges †KwgK¨vj wi‡q‡R›U I cÖ‡qvRbxq †idv‡iÝ 

eyK I Rvb©vj µq I mieivn Kiv|
15| Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y mswkøó mKj‡K DrmvwnZ Kiv|
16| †`‡k wK¬wbK¨vj Uªvqvj, Jla msµvšÍ wimvP© Ges †W‡fjc‡g›U Kv‡R mn‡hvwMZv cª`vb Kiv|
17| Jl‡ai g~j¨ wbqš¿Y Kiv|
18| RvZxq I AvšÍR©vwZK ch©v‡q AbywôZ dvg©vwmDwUK¨vj Kb‡fbkb, †mwgbvi I wm‡¤úvwRqv‡g Ask MªnY Kiv|
19|  †f‡Uwibvwi Jl‡ai jvB‡mwÝs A_wiwU (WªvMm) wnmv‡e Kvh© m¤úv`b Ges GZ` msµvšÍ bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
20| miKvi KZ©…K mgq mgq cª`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK
1| Jla msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv/mn‡hvwMZv Kiv|
2| Jla msµvšÍ AvBb cÖ‡qv‡M gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
3| Post Marketing Surveillance Kvh©µ‡gi gva¨‡g †`‡k fvj gv‡bi Jla Drcv`b I wecYb wbwðZ Kiv|
4| evRviRvZK…Z Jl‡ai gvbwbqš¿Y Ges Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
5| Jl‡ai weiƒc-cÖwZwµqv Z`viKx‡Z gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
6| WHO, GMP MvBWjvBb ev¯Íevq‡b gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
7| Jla cÖmvkb Awa`ß‡ii Aaxb¯Í NCL Ges CDTL Gi mvwe©K Kvh©µgev¯Íevqb I Z`viwK Kiv Ges Bnv‡`i AvaywbKvqb I 

m¤úªmvi‡Y gnvcwiPvjK‡K mnvqZv Kiv|
8| Jl‡ai Registration I Licensing Kvh©µ‡g gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
9| Jl‡ai ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, ch©vßZv, weÁvcb, wK¬wbK¨j Uªvqvj, g~j¨ wba©viY, Avg`vwb-ißvwb, e¨envi 

BZ¨vw` wbqš¿Y wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
10| GgAvBGm msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
11| DbœZ I Kvh©Kix GgAvBGm wWcvU©‡g›U PvjyKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
12| Jla msµvšÍ hveZxq WvUv (¯’vbxq Drcv`bKvix cÖwZôv‡bi msL¨v, cvBKvix I LyPiv weµqKvixi msL¨v wbeÜbK…Z Wv³vi, 

dvg©vwm÷, nvKxg, KweivR BZ¨vw`i ZvwjKv) msMÖnc~e©K WvUv e¨vsK ˆZix I Gi i¶Yv‡e¶‡Y gnvcwiPvjK, Jla cÖkvmb 
Awa`ßi‡K mnvqZv Kiv|

13| Jla cÖkvmb Awa`ßivaxb wewfbœ Lv‡Z wba©vwiZ miKvwi ivR¯^ Av`vq I Rgv wbwðZKiY Ges miKvwi mnvcbvi wbivcËv wbwð‡Z 
gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|

14| cvBKvix I LyPiv WªvM jvB‡mÝ cÖ`vb, bevqb, mvgwqK evwZj I evwZj msµvšÍ wel‡q Z`viKx Kiv|
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1. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2. Zvnvi wbqš¿Yvaxb GjvKvq Jla AvBb Abyhvqx mwµq _vKv|
3. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
4. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
5. wgwb j¨ve msµvšÍ Kvh©µ‡g AbkMÖnY Kiv|
6. Zvnvi wbqš¿Yvaxb GjvKvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a Zvnvi wbqš¿Yvaxb GjvKvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv
8. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ msµvšÍ Kv‡R mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
9. Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
10. Zuvi Dci Awc©Z Ab¨vb¨ †h †Kvb `vwqZ¡ cvjb Kiv|

AvBb Kg©KZ©v
1| AvBwb wel‡q mswkøó mnKvix cwiPvjK‡`i‡K mnvqZv Kiv Ges we`¨gvb Jla AvBb jsN‡bi `v‡q gvgjv `v‡q‡ii e¨vcv‡i Jla 

cwi`k©K‡`i‡K AvBwb mnvqZv cª`vb Kiv|
2| Zvnvi Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Ab¨vb¨ Awc©Z `vwqZ¡ cvjb Kiv|

mnKvix Rxevbywe`/ dvg©v‡KvjwR÷/ e¨‡±wiIjwR÷/ †Kwg÷/ Gbvwj÷
1| Jl‡ai cix¶v I we‡køl‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

wnmve  i¶Y Kg©KZ©v
1| Jla cªkvmb Awa`ß‡ii wnmve i¶Y I ev‡RU cªYqb Kvh©µ‡g mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

Gwmm‡U›U †cªvMªvgvi
1| Jla cªkvmb Awa`ß‡ii hveZxq Kvh©µg (¯’vbxq Drcv`b, Avg`vwbK„Z Jla wbeÜbK„Z Jla, Jla Drcv`bKvix cªwZôv‡bi 

ZvwjKv, cvBKvix I LyPiv WªvM jvB‡m‡Ýi ZvwjKv, wbeÜbK„Z Wv³vi, dvg©vwmó, nvwKg, KweivR BZ¨vw`i ZvwjKv) m¤úwK©Z 
WvUve¨vsK cªYqb I msi¶‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|

2| Jla cªkvmb Awa`ß‡ii cª‡qvR‡b cª‡qvRbxq mdUIqvi ˆZix Kiv|
3| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

cwimsL¨vb Kg©KZ©v
1| Jla Drcv`bKvix cªwZôvb, weµqKvix cªwZôvb, Avg`vwbKvix cªwZôvb, ißvwbKvix cªwZôvb I wbeÜbK„Z Jl‡ai ZvwjKv msi¶Y 

Kiv|
2| Avg`vwbK„Z Jl‡ai KuvPvgvj, †gvoK `ªe¨vw` I cª¯ÍyZK„Z Jl‡ai ZvwjKv msi¶Y Kiv|
3| ¯’vbxq fv‡e Drcvw`Z Jl‡ai KuvPvgvj, †gvoK mvgMªx I Drcvw`Z Jl‡ai ZvwjKv msi¶Y Kiv|
4| evwYwR¨K I †R‡bwiK Jl‡ai ZvwjKv msi¶Y Kiv|
5| msM„nxZ bgybvi msL¨v, M„nxZ we‡kølY cªwZ‡e`‡bi msL¨v (gvbm¤§Z I gvb-ewnf©~Z) msµvšÍ Z_¨ msi¶Y Kiv|
6| M„nxZ AvBbMZ e¨e¯’v msµvšÍ Z_¨vw` msi¶Y Kiv|
7| GwWAvi gwbUwis msµvšÍ Z_¨ msi¶Y Kiv|
8| gnvcwiPvjK, Jla cªkvmb Awa`ß‡ii Ab¨vb¨ Kvh©µg msµvšÍ WvUv msi¶Y Kiv|

1. LyPiv WªvM jvB‡m‡Ýi gvwjKvbv cwieZ©b Ges GKB wefv‡Mi g‡a¨ AvšÍ:‡Rjv (¯’vb) cwieZ©b Kiv|
2. mswkøó wefv‡Mi mKj †Rjvi Jla I f¨vKwm‡bi weiƒc cÖwZwµqv I †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg Z`vwiwK Kiv|
3. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

mnKvix cwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
4. Jla cÖkvmb Awa`ß‡ii `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. `vwqZ¡ cÖvß †Rjvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. †Rjv WªvM jvB‡mwÝs KwgwUi m`m¨ wn‡me `vwqZ¡cvjb Ges jvB‡mwÝs KZ©…c¶ Ae WªvMm Gi c‡¶ WªvM jvB‡mÝ Bmy¨|
8. †Rjv Dbœqb mgš^q KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
9. †Rjv AvBb k„•Ljv KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
10. †Rjv Jl‡ai Awbqg cÖwZ‡iva msµvšÍ GKkb KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
11. †Rjv dvg©v‡KvwfwRj¨vÝ KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
12. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
13. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
14. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
15. mswkøó †Rjv Kvh©vj‡qi wgwb j¨ve msµvšÍ Kvh©µ‡g AskMÖnY Kiv|
16. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
17. Product re-call/Complaint handling BZ¨vw` wel‡q Z`viwK Kiv|
18. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg cwiPvjbv Kiv|
19. mswkøó †Rjvq Aew¯’Z nvmcvZvj, wK¬wbK Ges Dc‡Rjv ¯^v¯’¨ I cwievi Kj¨vY Kg©KZ©v Gi Awd‡mi mv‡_ †hvMv‡hvM K‡i Jla I 

f¨vKwmb e¨env‡ii ci †Kvb weiƒc cÖwZwµqv n‡j, Zv wi‡cvU© Kivi e¨e¯’v Kiv|
20. mswkøó †Rjvq Aew¯’Z †nj_ †Kqvi cÖ‡dkbvjm (Wv³vi/bvm©/dvg©vwmó) G‡mvwm‡qkb mv‡_ wbqwgZ †hvMv‡hvM i¶v Kiv|
21. †Rjvq †Kvb Jla I f¨vKwmb e¨env‡ii ci wmwiqvm GWfvm© B‡f›U n‡j KwgwUi m`m¨ wn‡m‡e Bb‡fw÷‡Mkb Kiv|
22. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

†gwW‡Kj Awdmvi
1| weÁvcb wbqš¿‡Y mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2| Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| cwiPvjK/DccwiPvjK/mnKvix cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv| 

Jla ZË¡veavqK/ mnKvix jvB‡mwÝs Awdmvi/ wmwbqi mv‡qw›UwdK Awdmvi

1. Jla AvBb I GZ`mswkøó iæjm ev¯Íevq‡b mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges G msµvšÍ Kv‡R mnKvix cwiPvjK‡K mnvqZv Kiv|
3. Jl‡ai †iwR‡÷ªkb GÛ jvB‡mwÝs, bgybv msMÖn Ges gvbwbqš¿Y, g~j¨ wba©viY, Avg`vwb, ißvwb, QvocÎ cÖ`vb, evRvi Z`viKx 

Kvh©µg, cwi`k©b, ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, AvBbMZ e¨e¯’v MÖnY Ges GZrmswkøó Ab¨vb¨ Kvh©µg cwiPvjbvi 
gva¨‡g mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|

15| gnvcwiPvjK, Jla cÖkvmb Awa`ß‡ii c‡¶ ¶gZvcÖvß eivÏKvix Kg©KZ©v wnmv‡e `vwqZ¡ cvjb Kiv|
16| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|
17| gnvcwiPvjK KZ©…K cÖ`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK, WªvM †Uw÷s j¨ve‡iUix
1| cix¶Z bgybvi Ab~Ky‡j mvwU©wd‡KU Ae GbvjvBwmm cª`vb Kiv|
2| mswkøó cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|
3| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|

DccwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
4. `vwqZ¡cÖvß wefvMxq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. wefvMxq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~n wbqwgZfv‡e cwi`k©b Kiv I †Rjv Kvh©vj‡qi Kg©KZ©vM‡Yi Kvh©µ‡gi ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvjK‡K Zvr¶wYKfv‡e AewnZ Kiv|
7. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~‡ni Aaxb Jla Drcv`b KviLvbv †Rjv Kvh©vjqmg~‡ni mv‡_ mgš^qc~e©K ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvj‡Ki wbKU cÖwZ‡e`b †ck Kiv|
8. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó wefv‡Mi AvIZvaxb mKj †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
9. Jla AvBb cwicš’x †h‡Kvb Aciva †ivaK‡í mswkøó †Rjv Kg©KZ©v‡`i mv‡_ wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn 

cÖ‡qvRbxq AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
10. mswkøó wefv‡Mi †Rjvmg~‡ni g‡a¨ AvšÍt‡Rjv LyPiv I cvBKvix WªvM jvB‡m‡Ýi gvwjKvbv, bvg I ¯’vb cwieZ©b Aby‡gv`‡bi wel‡q 

jvB‡mwÝs A_wiwU (WªvMm) eivei mycvwik †cÖiY Kiv|
11. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi `vwqZ¡cÖvß Kg©KZ©v‡`i AwMÖg gvwmK Uz¨i †cÖvMÖvg Aby‡gv`bc~e©K gnvcwiPvjK eivei mycvwik †cÖiY Kiv|
12. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi mv‡_ mgš^q K‡i †Rjv I Dc‡Rjv ch©v‡qi dv‡g©mx, wW‡cv I Jla KviLvbvmg~n wbqwgZ 

cwi`k©b Kiv|
13. gnvcwiPvj‡Ki wb‡`©kµ‡g AvIZvaxb †Rjv Kvh©vj‡qi Kg©KZ©v‡`i evwl©K †Mvcbxq Aby‡e`b g~j¨vqbc~e©K gnvcwiPvjK eivei 

†cÖiY Kiv|
14. gnvcwiPvj‡Ki/cÖavb Kvh©vjq n‡Z †Rjv Kvh©vj‡q †cÖwiZ †h †Kvb Awdm Av‡`k/ wb‡`©kbvejx ev¯Íevq‡bi welq Z`viwK Kiv|
15. mswkøó wefv‡Mi mKj †Rjv Kvh©vjq n‡Z cÖvß gvwmK Kvh©vejxi cwimsL¨vb Ges evwl©K Kg©mg¤úv`b Pzw³ (GwcG) G  DwjøwLZ 

BwÛ‡KUimg~n ev¯Íevqb AMÖMwZ website G upload Z`viwK Kiv|
16. mswkøó wefv‡Mi mKj †Rjvi LyPiv WªvM jvB‡mÝ Aby‡gv`‡bi Rb¨ gnvcwiPvjK eivei mycvwikmn †cÖiY Kiv|
17. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Kg©KZ©v‡`i mgš^‡q cÖ‡Z¨K wefv‡Mi wgwb j¨ve msµvšÍ Kvh©µg cwiPvjbv I Z`viwK Kiv 

Ges cÖwZ gv‡m G msµvšÍ cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Kiv|
18. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi Awdm cwieZ©b A_ev fvov e„w×i cÖ‡qvRb n‡j G wel‡q mycvwik gnvcwiPvj‡Ki wbKU †cÖiY Kiv|
19. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Post Marketing Sample Collection/ Product re-call/Complaint handling, 

gvgjv `v‡qi BZ¨vw` wel‡q Z`viwK Kiv|
20. mswkøó wefv‡Mi †Rjvq Aew¯’Z Jla Drcv`bKvix cÖwZôv‡bi wK¬qv‡iÝ cÖ`vb Kiv| mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi 

Kg©KZ©v‡`i ˆbwgwËK QzwU Ges Ab¨vb¨ QzwUi wel‡q mycvwik gnvcwiPvjK eivei †cÖiY Kiv|
21. mswkøó wefv‡Mi mKj †Rjvi Kg©iZ Kg©KZ©v‡`i wUG/wWG we‡ji K‡›Uªvwjs Awdmvi wn‡m‡e `vwqZ¡ cvjb|
22. mswkøó wefvMxq/c`vqbK…Z †Rjvi mKj Kvh©µ‡gi bw_ mswkøó Awd‡mi Kg©KZ©v/Kg©Pvix‡`i mgš^‡q Aby‡gv`b Kiv|
23. mswkøó wefv‡Mi AvIZvaxb †Rjv Kvh©vjqmg~n KZ©…K m¤úvw`Z Kvh©µ‡gi cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Ki‡eb|

cwiwkó-L : Jla cªkvmb Awa`ß‡ii Kg©KZ©v‡`i `vwqZ¡ (Re †Wmwµckb)t

gnvcwiPvjK
1| Jla I Km‡gwUKm& AvBb, 2023 AvBb cª‡qvM wbwðZ Kiv|
2| jvB‡mwÝs KZ©…c¶ (WªvMm) wnmv‡e Kg© m¤úv`b Kiv| 
3| Jla cªkvmb Awa`ß‡ii Avw_©K I cªkvmwbK wel‡q cªavb wbe©vnx wnmv‡e `vwqZ¡ cvjb Kiv|
4| Jl‡ai Drcv`b, Avg`vwb, ißvwb, weZiY Ges weµq msµvšÍ bxwZ wba©viYx wel‡q miKv‡ii cªwZwbwa wnmv‡e KvR Kiv Ges 

miKvi‡K mn‡hvwMZv Kiv|
5| WTO, TRIPS, GATT BZ¨vw` welqK bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
6| WHO, UNICEF, WB, UNDP Ges Ab¨vb¨ AvšÍR©vwZK ms¯’vi mwnZ Jla mswkøó wel‡qcivgk©/Av‡jvPbvµ‡g Kvh© m¤úv`b 

Kiv|
7| Jla cªkvmb Awa`ß‡i Kg©KZ©v/Kg©Pvix‡`i wb‡qvM, c‡`vbœwZ, e`jx, QywU, Aemi fvZv, evwl©K †Mvcbxq cªwZ‡e`b BZ¨vw` g~j¨vqb 

I Aby‡gv`b Kiv|
8| Jla cªkvmb Awa`ß‡ii AvÂwjK Awdmmg~‡ni Kvh©µg mgš^q I Z`viKx Kiv|
9| mswkøó mK‡ji mwnZ civgk©µ‡g hveZxq JlamvgMªx wbqš¿YKvix KZ©…c¶ wn‡m‡e Kvh© m¤úv`b Kiv|
10| Jla I JlamvgMªxi Drcv`b, Avg`vwb, ißvwb, weµq I weÁvcb Z`viKx Kiv|
11| evRviRvZK…Z Jl‡ai gvb wbwðZ Kiv|
12| dvg©vwmDwUK¨vj BÛvwóª‡Z GMP, GLP Ges GPP AbymiY wbwðZ Kiv|
13| evRviRvZK…Z Jl‡ai ADR (Adverse Drug Reaction) Z`viKx Kiv Ges dvg©v‡KvwfwR‡jÝ wbwðZ Kiv|
14| Jla cªkvmb Awa`ßivaxb WªvM †Uw÷s j¨ve‡iUixmgy‡ni Rb¨ cª‡qvRbxq hš¿cvwZ Ges †KwgK¨vj wi‡q‡R›U I cÖ‡qvRbxq †idv‡iÝ 

eyK I Rvb©vj µq I mieivn Kiv|
15| Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y mswkøó mKj‡K DrmvwnZ Kiv|
16| †`‡k wK¬wbK¨vj Uªvqvj, Jla msµvšÍ wimvP© Ges †W‡fjc‡g›U Kv‡R mn‡hvwMZv cª`vb Kiv|
17| Jl‡ai g~j¨ wbqš¿Y Kiv|
18| RvZxq I AvšÍR©vwZK ch©v‡q AbywôZ dvg©vwmDwUK¨vj Kb‡fbkb, †mwgbvi I wm‡¤úvwRqv‡g Ask MªnY Kiv|
19|  †f‡Uwibvwi Jl‡ai jvB‡mwÝs A_wiwU (WªvMm) wnmv‡e Kvh© m¤úv`b Ges GZ` msµvšÍ bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
20| miKvi KZ©…K mgq mgq cª`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK
1| Jla msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv/mn‡hvwMZv Kiv|
2| Jla msµvšÍ AvBb cÖ‡qv‡M gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
3| Post Marketing Surveillance Kvh©µ‡gi gva¨‡g †`‡k fvj gv‡bi Jla Drcv`b I wecYb wbwðZ Kiv|
4| evRviRvZK…Z Jl‡ai gvbwbqš¿Y Ges Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
5| Jl‡ai weiƒc-cÖwZwµqv Z`viKx‡Z gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
6| WHO, GMP MvBWjvBb ev¯Íevq‡b gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
7| Jla cÖmvkb Awa`ß‡ii Aaxb¯Í NCL Ges CDTL Gi mvwe©K Kvh©µgev¯Íevqb I Z`viwK Kiv Ges Bnv‡`i AvaywbKvqb I 

m¤úªmvi‡Y gnvcwiPvjK‡K mnvqZv Kiv|
8| Jl‡ai Registration I Licensing Kvh©µ‡g gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
9| Jl‡ai ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, ch©vßZv, weÁvcb, wK¬wbK¨j Uªvqvj, g~j¨ wba©viY, Avg`vwb-ißvwb, e¨envi 

BZ¨vw` wbqš¿Y wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
10| GgAvBGm msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
11| DbœZ I Kvh©Kix GgAvBGm wWcvU©‡g›U PvjyKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
12| Jla msµvšÍ hveZxq WvUv (¯’vbxq Drcv`bKvix cÖwZôv‡bi msL¨v, cvBKvix I LyPiv weµqKvixi msL¨v wbeÜbK…Z Wv³vi, 

dvg©vwm÷, nvKxg, KweivR BZ¨vw`i ZvwjKv) msMÖnc~e©K WvUv e¨vsK ˆZix I Gi i¶Yv‡e¶‡Y gnvcwiPvjK, Jla cÖkvmb 
Awa`ßi‡K mnvqZv Kiv|

13| Jla cÖkvmb Awa`ßivaxb wewfbœ Lv‡Z wba©vwiZ miKvwi ivR¯^ Av`vq I Rgv wbwðZKiY Ges miKvwi mnvcbvi wbivcËv wbwð‡Z 
gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|

14| cvBKvix I LyPiv WªvM jvB‡mÝ cÖ`vb, bevqb, mvgwqK evwZj I evwZj msµvšÍ wel‡q Z`viKx Kiv|
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1. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2. Zvnvi wbqš¿Yvaxb GjvKvq Jla AvBb Abyhvqx mwµq _vKv|
3. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
4. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
5. wgwb j¨ve msµvšÍ Kvh©µ‡g AbkMÖnY Kiv|
6. Zvnvi wbqš¿Yvaxb GjvKvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a Zvnvi wbqš¿Yvaxb GjvKvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv
8. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ msµvšÍ Kv‡R mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
9. Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
10. Zuvi Dci Awc©Z Ab¨vb¨ †h †Kvb `vwqZ¡ cvjb Kiv|

AvBb Kg©KZ©v
1| AvBwb wel‡q mswkøó mnKvix cwiPvjK‡`i‡K mnvqZv Kiv Ges we`¨gvb Jla AvBb jsN‡bi `v‡q gvgjv `v‡q‡ii e¨vcv‡i Jla 

cwi`k©K‡`i‡K AvBwb mnvqZv cª`vb Kiv|
2| Zvnvi Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Ab¨vb¨ Awc©Z `vwqZ¡ cvjb Kiv|

mnKvix Rxevbywe`/ dvg©v‡KvjwR÷/ e¨‡±wiIjwR÷/ †Kwg÷/ Gbvwj÷
1| Jl‡ai cix¶v I we‡køl‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

wnmve  i¶Y Kg©KZ©v
1| Jla cªkvmb Awa`ß‡ii wnmve i¶Y I ev‡RU cªYqb Kvh©µ‡g mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

Gwmm‡U›U †cªvMªvgvi
1| Jla cªkvmb Awa`ß‡ii hveZxq Kvh©µg (¯’vbxq Drcv`b, Avg`vwbK„Z Jla wbeÜbK„Z Jla, Jla Drcv`bKvix cªwZôv‡bi 

ZvwjKv, cvBKvix I LyPiv WªvM jvB‡m‡Ýi ZvwjKv, wbeÜbK„Z Wv³vi, dvg©vwmó, nvwKg, KweivR BZ¨vw`i ZvwjKv) m¤úwK©Z 
WvUve¨vsK cªYqb I msi¶‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|

2| Jla cªkvmb Awa`ß‡ii cª‡qvR‡b cª‡qvRbxq mdUIqvi ˆZix Kiv|
3| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

cwimsL¨vb Kg©KZ©v
1| Jla Drcv`bKvix cªwZôvb, weµqKvix cªwZôvb, Avg`vwbKvix cªwZôvb, ißvwbKvix cªwZôvb I wbeÜbK„Z Jl‡ai ZvwjKv msi¶Y 

Kiv|
2| Avg`vwbK„Z Jl‡ai KuvPvgvj, †gvoK `ªe¨vw` I cª¯ÍyZK„Z Jl‡ai ZvwjKv msi¶Y Kiv|
3| ¯’vbxq fv‡e Drcvw`Z Jl‡ai KuvPvgvj, †gvoK mvgMªx I Drcvw`Z Jl‡ai ZvwjKv msi¶Y Kiv|
4| evwYwR¨K I †R‡bwiK Jl‡ai ZvwjKv msi¶Y Kiv|
5| msM„nxZ bgybvi msL¨v, M„nxZ we‡kølY cªwZ‡e`‡bi msL¨v (gvbm¤§Z I gvb-ewnf©~Z) msµvšÍ Z_¨ msi¶Y Kiv|
6| M„nxZ AvBbMZ e¨e¯’v msµvšÍ Z_¨vw` msi¶Y Kiv|
7| GwWAvi gwbUwis msµvšÍ Z_¨ msi¶Y Kiv|
8| gnvcwiPvjK, Jla cªkvmb Awa`ß‡ii Ab¨vb¨ Kvh©µg msµvšÍ WvUv msi¶Y Kiv|

1. LyPiv WªvM jvB‡m‡Ýi gvwjKvbv cwieZ©b Ges GKB wefv‡Mi g‡a¨ AvšÍ:‡Rjv (¯’vb) cwieZ©b Kiv|
2. mswkøó wefv‡Mi mKj †Rjvi Jla I f¨vKwm‡bi weiƒc cÖwZwµqv I †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg Z`vwiwK Kiv|
3. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

mnKvix cwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
4. Jla cÖkvmb Awa`ß‡ii `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. `vwqZ¡ cÖvß †Rjvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. †Rjv WªvM jvB‡mwÝs KwgwUi m`m¨ wn‡me `vwqZ¡cvjb Ges jvB‡mwÝs KZ©…c¶ Ae WªvMm Gi c‡¶ WªvM jvB‡mÝ Bmy¨|
8. †Rjv Dbœqb mgš^q KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
9. †Rjv AvBb k„•Ljv KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
10. †Rjv Jl‡ai Awbqg cÖwZ‡iva msµvšÍ GKkb KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
11. †Rjv dvg©v‡KvwfwRj¨vÝ KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
12. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
13. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
14. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
15. mswkøó †Rjv Kvh©vj‡qi wgwb j¨ve msµvšÍ Kvh©µ‡g AskMÖnY Kiv|
16. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
17. Product re-call/Complaint handling BZ¨vw` wel‡q Z`viwK Kiv|
18. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg cwiPvjbv Kiv|
19. mswkøó †Rjvq Aew¯’Z nvmcvZvj, wK¬wbK Ges Dc‡Rjv ¯^v¯’¨ I cwievi Kj¨vY Kg©KZ©v Gi Awd‡mi mv‡_ †hvMv‡hvM K‡i Jla I 

f¨vKwmb e¨env‡ii ci †Kvb weiƒc cÖwZwµqv n‡j, Zv wi‡cvU© Kivi e¨e¯’v Kiv|
20. mswkøó †Rjvq Aew¯’Z †nj_ †Kqvi cÖ‡dkbvjm (Wv³vi/bvm©/dvg©vwmó) G‡mvwm‡qkb mv‡_ wbqwgZ †hvMv‡hvM i¶v Kiv|
21. †Rjvq †Kvb Jla I f¨vKwmb e¨env‡ii ci wmwiqvm GWfvm© B‡f›U n‡j KwgwUi m`m¨ wn‡m‡e Bb‡fw÷‡Mkb Kiv|
22. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

†gwW‡Kj Awdmvi
1| weÁvcb wbqš¿‡Y mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2| Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| cwiPvjK/DccwiPvjK/mnKvix cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv| 

Jla ZË¡veavqK/ mnKvix jvB‡mwÝs Awdmvi/ wmwbqi mv‡qw›UwdK Awdmvi

1. Jla AvBb I GZ`mswkøó iæjm ev¯Íevq‡b mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges G msµvšÍ Kv‡R mnKvix cwiPvjK‡K mnvqZv Kiv|
3. Jl‡ai †iwR‡÷ªkb GÛ jvB‡mwÝs, bgybv msMÖn Ges gvbwbqš¿Y, g~j¨ wba©viY, Avg`vwb, ißvwb, QvocÎ cÖ`vb, evRvi Z`viKx 

Kvh©µg, cwi`k©b, ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, AvBbMZ e¨e¯’v MÖnY Ges GZrmswkøó Ab¨vb¨ Kvh©µg cwiPvjbvi 
gva¨‡g mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|

15| gnvcwiPvjK, Jla cÖkvmb Awa`ß‡ii c‡¶ ¶gZvcÖvß eivÏKvix Kg©KZ©v wnmv‡e `vwqZ¡ cvjb Kiv|
16| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|
17| gnvcwiPvjK KZ©…K cÖ`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK, WªvM †Uw÷s j¨ve‡iUix
1| cix¶Z bgybvi Ab~Ky‡j mvwU©wd‡KU Ae GbvjvBwmm cª`vb Kiv|
2| mswkøó cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|
3| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|

DccwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
4. `vwqZ¡cÖvß wefvMxq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. wefvMxq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~n wbqwgZfv‡e cwi`k©b Kiv I †Rjv Kvh©vj‡qi Kg©KZ©vM‡Yi Kvh©µ‡gi ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvjK‡K Zvr¶wYKfv‡e AewnZ Kiv|
7. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~‡ni Aaxb Jla Drcv`b KviLvbv †Rjv Kvh©vjqmg~‡ni mv‡_ mgš^qc~e©K ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvj‡Ki wbKU cÖwZ‡e`b †ck Kiv|
8. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó wefv‡Mi AvIZvaxb mKj †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
9. Jla AvBb cwicš’x †h‡Kvb Aciva †ivaK‡í mswkøó †Rjv Kg©KZ©v‡`i mv‡_ wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn 

cÖ‡qvRbxq AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
10. mswkøó wefv‡Mi †Rjvmg~‡ni g‡a¨ AvšÍt‡Rjv LyPiv I cvBKvix WªvM jvB‡m‡Ýi gvwjKvbv, bvg I ¯’vb cwieZ©b Aby‡gv`‡bi wel‡q 

jvB‡mwÝs A_wiwU (WªvMm) eivei mycvwik †cÖiY Kiv|
11. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi `vwqZ¡cÖvß Kg©KZ©v‡`i AwMÖg gvwmK Uz¨i †cÖvMÖvg Aby‡gv`bc~e©K gnvcwiPvjK eivei mycvwik †cÖiY Kiv|
12. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi mv‡_ mgš^q K‡i †Rjv I Dc‡Rjv ch©v‡qi dv‡g©mx, wW‡cv I Jla KviLvbvmg~n wbqwgZ 

cwi`k©b Kiv|
13. gnvcwiPvj‡Ki wb‡`©kµ‡g AvIZvaxb †Rjv Kvh©vj‡qi Kg©KZ©v‡`i evwl©K †Mvcbxq Aby‡e`b g~j¨vqbc~e©K gnvcwiPvjK eivei 

†cÖiY Kiv|
14. gnvcwiPvj‡Ki/cÖavb Kvh©vjq n‡Z †Rjv Kvh©vj‡q †cÖwiZ †h †Kvb Awdm Av‡`k/ wb‡`©kbvejx ev¯Íevq‡bi welq Z`viwK Kiv|
15. mswkøó wefv‡Mi mKj †Rjv Kvh©vjq n‡Z cÖvß gvwmK Kvh©vejxi cwimsL¨vb Ges evwl©K Kg©mg¤úv`b Pzw³ (GwcG) G  DwjøwLZ 

BwÛ‡KUimg~n ev¯Íevqb AMÖMwZ website G upload Z`viwK Kiv|
16. mswkøó wefv‡Mi mKj †Rjvi LyPiv WªvM jvB‡mÝ Aby‡gv`‡bi Rb¨ gnvcwiPvjK eivei mycvwikmn †cÖiY Kiv|
17. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Kg©KZ©v‡`i mgš^‡q cÖ‡Z¨K wefv‡Mi wgwb j¨ve msµvšÍ Kvh©µg cwiPvjbv I Z`viwK Kiv 

Ges cÖwZ gv‡m G msµvšÍ cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Kiv|
18. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi Awdm cwieZ©b A_ev fvov e„w×i cÖ‡qvRb n‡j G wel‡q mycvwik gnvcwiPvj‡Ki wbKU †cÖiY Kiv|
19. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Post Marketing Sample Collection/ Product re-call/Complaint handling, 

gvgjv `v‡qi BZ¨vw` wel‡q Z`viwK Kiv|
20. mswkøó wefv‡Mi †Rjvq Aew¯’Z Jla Drcv`bKvix cÖwZôv‡bi wK¬qv‡iÝ cÖ`vb Kiv| mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi 

Kg©KZ©v‡`i ˆbwgwËK QzwU Ges Ab¨vb¨ QzwUi wel‡q mycvwik gnvcwiPvjK eivei †cÖiY Kiv|
21. mswkøó wefv‡Mi mKj †Rjvi Kg©iZ Kg©KZ©v‡`i wUG/wWG we‡ji K‡›Uªvwjs Awdmvi wn‡m‡e `vwqZ¡ cvjb|
22. mswkøó wefvMxq/c`vqbK…Z †Rjvi mKj Kvh©µ‡gi bw_ mswkøó Awd‡mi Kg©KZ©v/Kg©Pvix‡`i mgš^‡q Aby‡gv`b Kiv|
23. mswkøó wefv‡Mi AvIZvaxb †Rjv Kvh©vjqmg~n KZ©…K m¤úvw`Z Kvh©µ‡gi cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Ki‡eb|

cwiwkó-L : Jla cªkvmb Awa`ß‡ii Kg©KZ©v‡`i `vwqZ¡ (Re †Wmwµckb)t

gnvcwiPvjK
1| Jla I Km‡gwUKm& AvBb, 2023 AvBb cª‡qvM wbwðZ Kiv|
2| jvB‡mwÝs KZ©…c¶ (WªvMm) wnmv‡e Kg© m¤úv`b Kiv| 
3| Jla cªkvmb Awa`ß‡ii Avw_©K I cªkvmwbK wel‡q cªavb wbe©vnx wnmv‡e `vwqZ¡ cvjb Kiv|
4| Jl‡ai Drcv`b, Avg`vwb, ißvwb, weZiY Ges weµq msµvšÍ bxwZ wba©viYx wel‡q miKv‡ii cªwZwbwa wnmv‡e KvR Kiv Ges 

miKvi‡K mn‡hvwMZv Kiv|
5| WTO, TRIPS, GATT BZ¨vw` welqK bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
6| WHO, UNICEF, WB, UNDP Ges Ab¨vb¨ AvšÍR©vwZK ms¯’vi mwnZ Jla mswkøó wel‡qcivgk©/Av‡jvPbvµ‡g Kvh© m¤úv`b 

Kiv|
7| Jla cªkvmb Awa`ß‡i Kg©KZ©v/Kg©Pvix‡`i wb‡qvM, c‡`vbœwZ, e`jx, QywU, Aemi fvZv, evwl©K †Mvcbxq cªwZ‡e`b BZ¨vw` g~j¨vqb 

I Aby‡gv`b Kiv|
8| Jla cªkvmb Awa`ß‡ii AvÂwjK Awdmmg~‡ni Kvh©µg mgš^q I Z`viKx Kiv|
9| mswkøó mK‡ji mwnZ civgk©µ‡g hveZxq JlamvgMªx wbqš¿YKvix KZ©…c¶ wn‡m‡e Kvh© m¤úv`b Kiv|
10| Jla I JlamvgMªxi Drcv`b, Avg`vwb, ißvwb, weµq I weÁvcb Z`viKx Kiv|
11| evRviRvZK…Z Jl‡ai gvb wbwðZ Kiv|
12| dvg©vwmDwUK¨vj BÛvwóª‡Z GMP, GLP Ges GPP AbymiY wbwðZ Kiv|
13| evRviRvZK…Z Jl‡ai ADR (Adverse Drug Reaction) Z`viKx Kiv Ges dvg©v‡KvwfwR‡jÝ wbwðZ Kiv|
14| Jla cªkvmb Awa`ßivaxb WªvM †Uw÷s j¨ve‡iUixmgy‡ni Rb¨ cª‡qvRbxq hš¿cvwZ Ges †KwgK¨vj wi‡q‡R›U I cÖ‡qvRbxq †idv‡iÝ 

eyK I Rvb©vj µq I mieivn Kiv|
15| Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y mswkøó mKj‡K DrmvwnZ Kiv|
16| †`‡k wK¬wbK¨vj Uªvqvj, Jla msµvšÍ wimvP© Ges †W‡fjc‡g›U Kv‡R mn‡hvwMZv cª`vb Kiv|
17| Jl‡ai g~j¨ wbqš¿Y Kiv|
18| RvZxq I AvšÍR©vwZK ch©v‡q AbywôZ dvg©vwmDwUK¨vj Kb‡fbkb, †mwgbvi I wm‡¤úvwRqv‡g Ask MªnY Kiv|
19|  †f‡Uwibvwi Jl‡ai jvB‡mwÝs A_wiwU (WªvMm) wnmv‡e Kvh© m¤úv`b Ges GZ` msµvšÍ bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
20| miKvi KZ©…K mgq mgq cª`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK
1| Jla msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv/mn‡hvwMZv Kiv|
2| Jla msµvšÍ AvBb cÖ‡qv‡M gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
3| Post Marketing Surveillance Kvh©µ‡gi gva¨‡g †`‡k fvj gv‡bi Jla Drcv`b I wecYb wbwðZ Kiv|
4| evRviRvZK…Z Jl‡ai gvbwbqš¿Y Ges Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
5| Jl‡ai weiƒc-cÖwZwµqv Z`viKx‡Z gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
6| WHO, GMP MvBWjvBb ev¯Íevq‡b gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
7| Jla cÖmvkb Awa`ß‡ii Aaxb¯Í NCL Ges CDTL Gi mvwe©K Kvh©µgev¯Íevqb I Z`viwK Kiv Ges Bnv‡`i AvaywbKvqb I 

m¤úªmvi‡Y gnvcwiPvjK‡K mnvqZv Kiv|
8| Jl‡ai Registration I Licensing Kvh©µ‡g gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
9| Jl‡ai ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, ch©vßZv, weÁvcb, wK¬wbK¨j Uªvqvj, g~j¨ wba©viY, Avg`vwb-ißvwb, e¨envi 

BZ¨vw` wbqš¿Y wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
10| GgAvBGm msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
11| DbœZ I Kvh©Kix GgAvBGm wWcvU©‡g›U PvjyKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
12| Jla msµvšÍ hveZxq WvUv (¯’vbxq Drcv`bKvix cÖwZôv‡bi msL¨v, cvBKvix I LyPiv weµqKvixi msL¨v wbeÜbK…Z Wv³vi, 

dvg©vwm÷, nvKxg, KweivR BZ¨vw`i ZvwjKv) msMÖnc~e©K WvUv e¨vsK ˆZix I Gi i¶Yv‡e¶‡Y gnvcwiPvjK, Jla cÖkvmb 
Awa`ßi‡K mnvqZv Kiv|

13| Jla cÖkvmb Awa`ßivaxb wewfbœ Lv‡Z wba©vwiZ miKvwi ivR¯^ Av`vq I Rgv wbwðZKiY Ges miKvwi mnvcbvi wbivcËv wbwð‡Z 
gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|

14| cvBKvix I LyPiv WªvM jvB‡mÝ cÖ`vb, bevqb, mvgwqK evwZj I evwZj msµvšÍ wel‡q Z`viKx Kiv|
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1. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2. Zvnvi wbqš¿Yvaxb GjvKvq Jla AvBb Abyhvqx mwµq _vKv|
3. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
4. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
5. wgwb j¨ve msµvšÍ Kvh©µ‡g AbkMÖnY Kiv|
6. Zvnvi wbqš¿Yvaxb GjvKvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a Zvnvi wbqš¿Yvaxb GjvKvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv
8. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ msµvšÍ Kv‡R mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
9. Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
10. Zuvi Dci Awc©Z Ab¨vb¨ †h †Kvb `vwqZ¡ cvjb Kiv|

AvBb Kg©KZ©v
1| AvBwb wel‡q mswkøó mnKvix cwiPvjK‡`i‡K mnvqZv Kiv Ges we`¨gvb Jla AvBb jsN‡bi `v‡q gvgjv `v‡q‡ii e¨vcv‡i Jla 

cwi`k©K‡`i‡K AvBwb mnvqZv cª`vb Kiv|
2| Zvnvi Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Ab¨vb¨ Awc©Z `vwqZ¡ cvjb Kiv|

mnKvix Rxevbywe`/ dvg©v‡KvjwR÷/ e¨‡±wiIjwR÷/ †Kwg÷/ Gbvwj÷
1| Jl‡ai cix¶v I we‡køl‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

wnmve  i¶Y Kg©KZ©v
1| Jla cªkvmb Awa`ß‡ii wnmve i¶Y I ev‡RU cªYqb Kvh©µ‡g mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|
2| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

Gwmm‡U›U †cªvMªvgvi
1| Jla cªkvmb Awa`ß‡ii hveZxq Kvh©µg (¯’vbxq Drcv`b, Avg`vwbK„Z Jla wbeÜbK„Z Jla, Jla Drcv`bKvix cªwZôv‡bi 

ZvwjKv, cvBKvix I LyPiv WªvM jvB‡m‡Ýi ZvwjKv, wbeÜbK„Z Wv³vi, dvg©vwmó, nvwKg, KweivR BZ¨vw`i ZvwjKv) m¤úwK©Z 
WvUve¨vsK cªYqb I msi¶‡Y mswkøó mnKvix cwiPvjK‡K mnvqZv cª`vb Kiv|

2| Jla cªkvmb Awa`ß‡ii cª‡qvR‡b cª‡qvRbxq mdUIqvi ˆZix Kiv|
3| Aaxb¯Í Kg©Pvix‡`i Z`viKx Kiv|

cwimsL¨vb Kg©KZ©v
1| Jla Drcv`bKvix cªwZôvb, weµqKvix cªwZôvb, Avg`vwbKvix cªwZôvb, ißvwbKvix cªwZôvb I wbeÜbK„Z Jl‡ai ZvwjKv msi¶Y 

Kiv|
2| Avg`vwbK„Z Jl‡ai KuvPvgvj, †gvoK `ªe¨vw` I cª¯ÍyZK„Z Jl‡ai ZvwjKv msi¶Y Kiv|
3| ¯’vbxq fv‡e Drcvw`Z Jl‡ai KuvPvgvj, †gvoK mvgMªx I Drcvw`Z Jl‡ai ZvwjKv msi¶Y Kiv|
4| evwYwR¨K I †R‡bwiK Jl‡ai ZvwjKv msi¶Y Kiv|
5| msM„nxZ bgybvi msL¨v, M„nxZ we‡kølY cªwZ‡e`‡bi msL¨v (gvbm¤§Z I gvb-ewnf©~Z) msµvšÍ Z_¨ msi¶Y Kiv|
6| M„nxZ AvBbMZ e¨e¯’v msµvšÍ Z_¨vw` msi¶Y Kiv|
7| GwWAvi gwbUwis msµvšÍ Z_¨ msi¶Y Kiv|
8| gnvcwiPvjK, Jla cªkvmb Awa`ß‡ii Ab¨vb¨ Kvh©µg msµvšÍ WvUv msi¶Y Kiv|

1. LyPiv WªvM jvB‡m‡Ýi gvwjKvbv cwieZ©b Ges GKB wefv‡Mi g‡a¨ AvšÍ:‡Rjv (¯’vb) cwieZ©b Kiv|
2. mswkøó wefv‡Mi mKj †Rjvi Jla I f¨vKwm‡bi weiƒc cÖwZwµqv I †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg Z`vwiwK Kiv|
3. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

mnKvix cwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ DccwiPvjK-†K mnvqZv Kiv|
4. Jla cÖkvmb Awa`ß‡ii `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. `vwqZ¡ cÖvß †Rjvq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. `vwqZ¡ cÖvß †Rjvq Aew¯’Z dv‡g©mx, wW‡cv Ges Jla Drcv`bKvix cÖwZôv‡bi KviLvbv cwi`k©b Kiv|
7. †Rjv WªvM jvB‡mwÝs KwgwUi m`m¨ wn‡me `vwqZ¡cvjb Ges jvB‡mwÝs KZ©…c¶ Ae WªvMm Gi c‡¶ WªvM jvB‡mÝ Bmy¨|
8. †Rjv Dbœqb mgš^q KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
9. †Rjv AvBb k„•Ljv KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
10. †Rjv Jl‡ai Awbqg cÖwZ‡iva msµvšÍ GKkb KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
11. †Rjv dvg©v‡KvwfwRj¨vÝ KwgwUi m`m¨ wn‡m‡e `vwqZ¡ cvjb Kiv|
12. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
13. †iwR‡÷ªkbwenxb, bKj, †gqv`DËxY© I gvb ewnf©zZ Jl‡ai weey‡× e¨e¯’v MÖn‡Yi wbwgË gnvcwiPvj‡Ki Aby‡gv`bµ‡g mswkøó 

weµqKvix I Drcv`bKvix cÖwZôv‡bi weiæ‡× WªvM †Kv‡U© gvgjv `v‡qi Kiv|
14. Jl‡ai gvb wbqš¿‡b dv‡g©mx †_‡K wbqwgZ bgybv D‡Ëvj‡bi gva¨‡g †cv÷ gv‡K©wUs mvwf©j¨vÝ Kvh©µg cwiPvjbv KiZt b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix‡Z †cÖiY Kiv|
15. mswkøó †Rjv Kvh©vj‡qi wgwb j¨ve msµvšÍ Kvh©µ‡g AskMÖnY Kiv|
16. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
17. Product re-call/Complaint handling BZ¨vw` wel‡q Z`viwK Kiv|
18. Jla I f¨vKwm‡bi †mdwU gwbwUwis Kivi Rb¨ dvg©v‡KvwfwRj¨vÝ Kvh©µg cwiPvjbv Kiv|
19. mswkøó †Rjvq Aew¯’Z nvmcvZvj, wK¬wbK Ges Dc‡Rjv ¯^v¯’¨ I cwievi Kj¨vY Kg©KZ©v Gi Awd‡mi mv‡_ †hvMv‡hvM K‡i Jla I 

f¨vKwmb e¨env‡ii ci †Kvb weiƒc cÖwZwµqv n‡j, Zv wi‡cvU© Kivi e¨e¯’v Kiv|
20. mswkøó †Rjvq Aew¯’Z †nj_ †Kqvi cÖ‡dkbvjm (Wv³vi/bvm©/dvg©vwmó) G‡mvwm‡qkb mv‡_ wbqwgZ †hvMv‡hvM i¶v Kiv|
21. †Rjvq †Kvb Jla I f¨vKwmb e¨env‡ii ci wmwiqvm GWfvm© B‡f›U n‡j KwgwUi m`m¨ wn‡m‡e Bb‡fw÷‡Mkb Kiv|
22. Zuvi Dci Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|

†gwW‡Kj Awdmvi
1| weÁvcb wbqš¿‡Y mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|
2| Awab¯Í Kg©Pvix‡`i Z`viKx Kiv|
3| cwiPvjK/DccwiPvjK/mnKvix cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv| 

Jla ZË¡veavqK/ mnKvix jvB‡mwÝs Awdmvi/ wmwbqi mv‡qw›UwdK Awdmvi

1. Jla AvBb I GZ`mswkøó iæjm ev¯Íevq‡b mswkøó mnKvix cwiPvjK‡K mnvqZv Kiv|
2. Jla I Km‡gwUKm AvBb-2023 cwicš’x †h‡Kvb Aciva †ivaK‡í wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn cÖ‡qvRbxq 

AvBbMZ e¨e¯’v MÖnY Kiv Ges G msµvšÍ Kv‡R mnKvix cwiPvjK‡K mnvqZv Kiv|
3. Jl‡ai †iwR‡÷ªkb GÛ jvB‡mwÝs, bgybv msMÖn Ges gvbwbqš¿Y, g~j¨ wba©viY, Avg`vwb, ißvwb, QvocÎ cÖ`vb, evRvi Z`viKx 

Kvh©µg, cwi`k©b, ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, AvBbMZ e¨e¯’v MÖnY Ges GZrmswkøó Ab¨vb¨ Kvh©µg cwiPvjbvi 
gva¨‡g mswkøó mnKvix cwiPvjK‡K mn‡hvwMZv Kiv|

15| gnvcwiPvjK, Jla cÖkvmb Awa`ß‡ii c‡¶ ¶gZvcÖvß eivÏKvix Kg©KZ©v wnmv‡e `vwqZ¡ cvjb Kiv|
16| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|
17| gnvcwiPvjK KZ©…K cÖ`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK, WªvM †Uw÷s j¨ve‡iUix
1| cix¶Z bgybvi Ab~Ky‡j mvwU©wd‡KU Ae GbvjvBwmm cª`vb Kiv|
2| mswkøó cwiPvjK KZ©…K Awc©Z Ab¨vb¨ `vwqZ¡ cvjb Kiv|
3| Aaxb¯Í Kg©KZ©v-Kg©Pvix‡`i Z`viKx Kiv|

DccwiPvjK

1. †`‡k Jla Drcv`‡bi Rb¨ †iwR‡÷ªkb Aby‡gv`b, Avg`vbxi Rb¨ †iwR‡÷ªkb Aby‡gv`b, eøKwj÷ Aby‡gv`b, Drcv`b jvB‡mÝ 
Bmy¨, bZzb cÖKí Aby‡gv`b I Jl‡ai g~j¨ wba©viY msµvšÍ Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|

2. Jla I Km‡gwUKm AvBb 2023 ev¯Íevq‡b G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
3. Jla cÖkvmb Awa`ß‡ii bvBb dvsk‡bi Kv‡R G Awa`ß‡i wb‡qvwRZ cwiPvjK-†K mnvqZv Kiv|
4. `vwqZ¡cÖvß wefvMxq Kvh©vj‡qi cÖavb wbe©vnx wn‡m‡e `vwqZ¡ cvjb|
5. wefvMxq Kvh©vj‡qi Avqb-e¨qb Kg©KZ©vi `vwqZ¡ cvjb, ev‡RU cÖYqb I Zv cÖavb Kvh©vj‡q †cÖiY|
6. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~n wbqwgZfv‡e cwi`k©b Kiv I †Rjv Kvh©vj‡qi Kg©KZ©vM‡Yi Kvh©µ‡gi ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvjK‡K Zvr¶wYKfv‡e AewnZ Kiv|
7. mswkøó wefv‡Mi †Rjv Kvh©vjqmg~‡ni Aaxb Jla Drcv`b KviLvbv †Rjv Kvh©vjqmg~‡ni mv‡_ mgš^qc~e©K ZË¡veavb Kiv Ges 

GZwØl‡q gnvcwiPvj‡Ki wbKU cÖwZ‡e`b †ck Kiv|
8. bKj, †fRvj I †gqv`DËxY© Jla cÖwZ‡iv‡a mswkøó wefv‡Mi AvIZvaxb mKj †Rjvq wbqwgZ Rbm‡PZbZvg~jK mfvi Av‡qvRb Kiv|
9. Jla AvBb cwicš’x †h‡Kvb Aciva †ivaK‡í mswkøó †Rjv Kg©KZ©v‡`i mv‡_ wbqwgZ Awfhvb I åvg¨gvb Av`vjZ cwiPvjbvmn 

cÖ‡qvRbxq AvBbMZ e¨e¯’v MÖnY Kiv Ges Zv gnvcwiPvjK‡K AewnZ Kiv|
10. mswkøó wefv‡Mi †Rjvmg~‡ni g‡a¨ AvšÍt‡Rjv LyPiv I cvBKvix WªvM jvB‡m‡Ýi gvwjKvbv, bvg I ¯’vb cwieZ©b Aby‡gv`‡bi wel‡q 

jvB‡mwÝs A_wiwU (WªvMm) eivei mycvwik †cÖiY Kiv|
11. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi `vwqZ¡cÖvß Kg©KZ©v‡`i AwMÖg gvwmK Uz¨i †cÖvMÖvg Aby‡gv`bc~e©K gnvcwiPvjK eivei mycvwik †cÖiY Kiv|
12. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi mv‡_ mgš^q K‡i †Rjv I Dc‡Rjv ch©v‡qi dv‡g©mx, wW‡cv I Jla KviLvbvmg~n wbqwgZ 

cwi`k©b Kiv|
13. gnvcwiPvj‡Ki wb‡`©kµ‡g AvIZvaxb †Rjv Kvh©vj‡qi Kg©KZ©v‡`i evwl©K †Mvcbxq Aby‡e`b g~j¨vqbc~e©K gnvcwiPvjK eivei 

†cÖiY Kiv|
14. gnvcwiPvj‡Ki/cÖavb Kvh©vjq n‡Z †Rjv Kvh©vj‡q †cÖwiZ †h †Kvb Awdm Av‡`k/ wb‡`©kbvejx ev¯Íevq‡bi welq Z`viwK Kiv|
15. mswkøó wefv‡Mi mKj †Rjv Kvh©vjq n‡Z cÖvß gvwmK Kvh©vejxi cwimsL¨vb Ges evwl©K Kg©mg¤úv`b Pzw³ (GwcG) G  DwjøwLZ 

BwÛ‡KUimg~n ev¯Íevqb AMÖMwZ website G upload Z`viwK Kiv|
16. mswkøó wefv‡Mi mKj †Rjvi LyPiv WªvM jvB‡mÝ Aby‡gv`‡bi Rb¨ gnvcwiPvjK eivei mycvwikmn †cÖiY Kiv|
17. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Kg©KZ©v‡`i mgš^‡q cÖ‡Z¨K wefv‡Mi wgwb j¨ve msµvšÍ Kvh©µg cwiPvjbv I Z`viwK Kiv 

Ges cÖwZ gv‡m G msµvšÍ cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Kiv|
18. mswkøó wefv‡Mi †Rjv Kvh©vj‡qi Awdm cwieZ©b A_ev fvov e„w×i cÖ‡qvRb n‡j G wel‡q mycvwik gnvcwiPvj‡Ki wbKU †cÖiY Kiv|
19. mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi Post Marketing Sample Collection/ Product re-call/Complaint handling, 

gvgjv `v‡qi BZ¨vw` wel‡q Z`viwK Kiv|
20. mswkøó wefv‡Mi †Rjvq Aew¯’Z Jla Drcv`bKvix cÖwZôv‡bi wK¬qv‡iÝ cÖ`vb Kiv| mswkøó wefv‡Mi mKj †Rjv Kvh©vj‡qi 

Kg©KZ©v‡`i ˆbwgwËK QzwU Ges Ab¨vb¨ QzwUi wel‡q mycvwik gnvcwiPvjK eivei †cÖiY Kiv|
21. mswkøó wefv‡Mi mKj †Rjvi Kg©iZ Kg©KZ©v‡`i wUG/wWG we‡ji K‡›Uªvwjs Awdmvi wn‡m‡e `vwqZ¡ cvjb|
22. mswkøó wefvMxq/c`vqbK…Z †Rjvi mKj Kvh©µ‡gi bw_ mswkøó Awd‡mi Kg©KZ©v/Kg©Pvix‡`i mgš^‡q Aby‡gv`b Kiv|
23. mswkøó wefv‡Mi AvIZvaxb †Rjv Kvh©vjqmg~n KZ©…K m¤úvw`Z Kvh©µ‡gi cÖwZ‡e`b cÖavb Kvh©vj‡q †cÖiY Ki‡eb|

cwiwkó-L : Jla cªkvmb Awa`ß‡ii Kg©KZ©v‡`i `vwqZ¡ (Re †Wmwµckb)t

gnvcwiPvjK
1| Jla I Km‡gwUKm& AvBb, 2023 AvBb cª‡qvM wbwðZ Kiv|
2| jvB‡mwÝs KZ©…c¶ (WªvMm) wnmv‡e Kg© m¤úv`b Kiv| 
3| Jla cªkvmb Awa`ß‡ii Avw_©K I cªkvmwbK wel‡q cªavb wbe©vnx wnmv‡e `vwqZ¡ cvjb Kiv|
4| Jl‡ai Drcv`b, Avg`vwb, ißvwb, weZiY Ges weµq msµvšÍ bxwZ wba©viYx wel‡q miKv‡ii cªwZwbwa wnmv‡e KvR Kiv Ges 

miKvi‡K mn‡hvwMZv Kiv|
5| WTO, TRIPS, GATT BZ¨vw` welqK bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
6| WHO, UNICEF, WB, UNDP Ges Ab¨vb¨ AvšÍR©vwZK ms¯’vi mwnZ Jla mswkøó wel‡qcivgk©/Av‡jvPbvµ‡g Kvh© m¤úv`b 

Kiv|
7| Jla cªkvmb Awa`ß‡i Kg©KZ©v/Kg©Pvix‡`i wb‡qvM, c‡`vbœwZ, e`jx, QywU, Aemi fvZv, evwl©K †Mvcbxq cªwZ‡e`b BZ¨vw` g~j¨vqb 

I Aby‡gv`b Kiv|
8| Jla cªkvmb Awa`ß‡ii AvÂwjK Awdmmg~‡ni Kvh©µg mgš^q I Z`viKx Kiv|
9| mswkøó mK‡ji mwnZ civgk©µ‡g hveZxq JlamvgMªx wbqš¿YKvix KZ©…c¶ wn‡m‡e Kvh© m¤úv`b Kiv|
10| Jla I JlamvgMªxi Drcv`b, Avg`vwb, ißvwb, weµq I weÁvcb Z`viKx Kiv|
11| evRviRvZK…Z Jl‡ai gvb wbwðZ Kiv|
12| dvg©vwmDwUK¨vj BÛvwóª‡Z GMP, GLP Ges GPP AbymiY wbwðZ Kiv|
13| evRviRvZK…Z Jl‡ai ADR (Adverse Drug Reaction) Z`viKx Kiv Ges dvg©v‡KvwfwR‡jÝ wbwðZ Kiv|
14| Jla cªkvmb Awa`ßivaxb WªvM †Uw÷s j¨ve‡iUixmgy‡ni Rb¨ cª‡qvRbxq hš¿cvwZ Ges †KwgK¨vj wi‡q‡R›U I cÖ‡qvRbxq †idv‡iÝ 

eyK I Rvb©vj µq I mieivn Kiv|
15| Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y mswkøó mKj‡K DrmvwnZ Kiv|
16| †`‡k wK¬wbK¨vj Uªvqvj, Jla msµvšÍ wimvP© Ges †W‡fjc‡g›U Kv‡R mn‡hvwMZv cª`vb Kiv|
17| Jl‡ai g~j¨ wbqš¿Y Kiv|
18| RvZxq I AvšÍR©vwZK ch©v‡q AbywôZ dvg©vwmDwUK¨vj Kb‡fbkb, †mwgbvi I wm‡¤úvwRqv‡g Ask MªnY Kiv|
19|  †f‡Uwibvwi Jl‡ai jvB‡mwÝs A_wiwU (WªvMm) wnmv‡e Kvh© m¤úv`b Ges GZ` msµvšÍ bxwZ wba©vi‡Y miKvi‡K mn‡hvwMZv Kiv|
20| miKvi KZ©…K mgq mgq cª`Ë Ab¨vb¨ `vwqZ¡ cvjb Kiv|

cwiPvjK
1| Jla msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv/mn‡hvwMZv Kiv|
2| Jla msµvšÍ AvBb cÖ‡qv‡M gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
3| Post Marketing Surveillance Kvh©µ‡gi gva¨‡g †`‡k fvj gv‡bi Jla Drcv`b I wecYb wbwðZ Kiv|
4| evRviRvZK…Z Jl‡ai gvbwbqš¿Y Ges Jl‡ai †hŠw³K e¨envi wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
5| Jl‡ai weiƒc-cÖwZwµqv Z`viKx‡Z gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
6| WHO, GMP MvBWjvBb ev¯Íevq‡b gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
7| Jla cÖmvkb Awa`ß‡ii Aaxb¯Í NCL Ges CDTL Gi mvwe©K Kvh©µgev¯Íevqb I Z`viwK Kiv Ges Bnv‡`i AvaywbKvqb I 

m¤úªmvi‡Y gnvcwiPvjK‡K mnvqZv Kiv|
8| Jl‡ai Registration I Licensing Kvh©µ‡g gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
9| Jl‡ai ¯’vbxq  Drcv`b, msi¶Y, weZiY, weµq, ch©vßZv, weÁvcb, wK¬wbK¨j Uªvqvj, g~j¨ wba©viY, Avg`vwb-ißvwb, e¨envi 

BZ¨vw` wbqš¿Y wbwðZKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
10| GgAvBGm msµvšÍ bxwZ wba©viY I e¨e¯’vcbvq gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
11| DbœZ I Kvh©Kix GgAvBGm wWcvU©‡g›U PvjyKi‡Y gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|
12| Jla msµvšÍ hveZxq WvUv (¯’vbxq Drcv`bKvix cÖwZôv‡bi msL¨v, cvBKvix I LyPiv weµqKvixi msL¨v wbeÜbK…Z Wv³vi, 

dvg©vwm÷, nvKxg, KweivR BZ¨vw`i ZvwjKv) msMÖnc~e©K WvUv e¨vsK ˆZix I Gi i¶Yv‡e¶‡Y gnvcwiPvjK, Jla cÖkvmb 
Awa`ßi‡K mnvqZv Kiv|

13| Jla cÖkvmb Awa`ßivaxb wewfbœ Lv‡Z wba©vwiZ miKvwi ivR¯^ Av`vq I Rgv wbwðZKiY Ges miKvwi mnvcbvi wbivcËv wbwð‡Z 
gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K mnvqZv Kiv|

14| cvBKvix I LyPiv WªvM jvB‡mÝ cÖ`vb, bevqb, mvgwqK evwZj I evwZj msµvšÍ wel‡q Z`viKx Kiv|
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cwiwkó-M: Jla cÖkvmb Awa`ß‡ii Kg©KZ©v‡`i bvg, c`ex I Kvh©vj‡qi bvgt

µwgK 
bs Kg©KZ©vi bvg c`ex Kvh©vj‡qi bvg  

1. †gRi †Rbv‡ij  †gv: kvgxg nvq`vi gnvcwiPvjK Jla cÖkvmb Awa`ßi, XvKv| 
2. Rbve †gvt †gv Í̄vwdRyi ingvb cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
3. Rbve Avmivd †nv‡mb cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
4. W. †gvt AvKZvi †nv‡mb cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
5. Rbve †gvt kwdKzj Bmjvg cwiPvjK (Pt`vt) cwiPvjK (Ab¨vb¨ mKj j¨ve‡iUix [PÆMÖvg, ewikvj I 

ivRkvnx wefvMxq j¨ve‡iUix]) 
6. Rbve †gvnv¤§` bvCg †Mvj`vi cwiPvjK (Pt`vt) cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
7. Rbve †gvt Iqvwn ỳi ingvb DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
8. Rbve †gvt gvmy`y¾vgvb Lvb DccwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, XvKv| 
9. Rbve †gvt mvgQz DwÏb DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
10. Rbve †gvt †kL Avnmvb Djøvn DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
11. Rbve †nvmvBb †gvnv¤§` Bgivb DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: †Rjv 

Kvh©vjq, Jla cÖkvmb, bvivqYMÄ| 
12. Rbve myKY© Avn‡g` DccwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, Lyjbv| 
13. Rbve Zvbfxi Avn‡g` DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
14. Rbve ¸jkvb Rvnvb DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv | 
15. Rbve †gvt BKevj †nv‡mb DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
16. Rbve †gvt iwdKzj Bmjvg DccwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, wm‡jU| 
17. Rbve †gvt Avãyj evix DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: †Rjv 

Kvh©vjq, Jla cÖkvmb, MvRxcyi| 
18. Rbve gvngy` †nv‡mb DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
19. Rbve †MŠix ivbx emvK DccwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, gqgbwmsn| 
20. Rbve ˆmKZ Kzgvi Ki DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv | 
21. Rbve †gvQvt bvM©xm Av³vi DccwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, iscyi| 
22. Rbve †K, Gg, gynmxwbb gvneye DccwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, ivRkvnx| 
23. Rbve †gvt ivwReyj nvwee DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
24. Rbve †gvt †ZŠwn ỳj Bmjvg DccwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
25. Wvt †gvt nviæb Ai ikx` †WcywU Pxd WªvM †Uw÷s j¨ve‡iUix, XvKv 
26. Rbve †gvt mvLvIqvZ †nv‡mb ivRy AvK›` mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
27. Rbve gvLbyb Zvevmmyg mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb,  bv‡Uvi| 
28. Rbve Gm, Gg, myjZvbyj Av‡iwdb mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, biwms`x| 
29. Rbve gvneye †nv‡mb mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
30. Rbve †gvt †invb nvmvb mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, Rvgvjcyi mshy³: b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, XvKv| 
31. Rbve Avnmvb nvexe mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, gqgbwmsn| 
32. Rbve †gvnv¤§` ev`j wkK`vi mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, PÆMÖvg| 
33. Rbve g‡nk¦i Kzgvi gÛj mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
34. Rbve Gm, Gg, mveixbv BqvQwgb mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
35. Rbve myjZvbv widvZ †di‡`Šm mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb,  h‡kvi| 
36. Rbve †gvt bvRgyj nvmvb mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, cvebv| 
37. Rbve †gvt dLiæj Bmjvg mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
38. Rbve mvjgv wmwÏKv mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, Kzwgjøv| 
39. Rbve †gvt AwRDjøv mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv | 
40. Rbve †gvt kwidzj Bmjvg †gvjøv mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, ewikvj (AwZwi³ `vwqZ¡t 

wefvMxq Kvh©vjq, Jla cÖkvmb, ewikvj) 
41. Rbve †gvt gywn` Bmjvg mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv | 
42. Rbve †gvnv¤§` Avãyi ikx` mnKvix cwiPvjK  wefvMxq Kvh©vjq, Jla cÖkvmb, XvKv 
43. Rbve †gvnvt ingZ Djøvn mnKvix cwiPvjK  †Rjv Kvh©vjq, Jla cÖkvmb, Kzwóqv| 
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µwgK 
bs Kg©KZ©vi bvg c`ex Kvh©vj‡qi bvg  

44. Rbve †gvt gwbi DwÏb Avn‡g` mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
45. Rbve bxcv †PŠayix mnKvix cwiPvjK b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, 

XvKv| 
46. Rbve G.wU.Gg.‡Mvjvg wKewiqv Lvb mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv | 
47. Rbve †gvt Avãyjøvn Avj-gvgyb mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
48. Rbve wkK`vi Kvgiæj Bmjvg mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, cUzqvLvjx| 
49. Rbve †gvQv¤§vr †dvqviv BqvQwgb mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, eªvþYevwoqv, mshy³: cÖavb 

Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
50. Rbve †gvt Kvgiæj nvmvb mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, wm‡jU; mshy³t cÖavb Kvh©vjq, 

Jla cÖkvmb Awa`ßi, XvKv| 
51. Rbve nvwg`v †eMg mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, j¶xcyi mshy³t b¨vkbvj 

K‡›Uªvj j¨ve‡iUix, gnvLvjx, XvKv 
52. Rbve ûgvqiv Avd‡ivR mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
53. Rbve wPÎv miKvi mnKvix cwiPvjK †m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg mshy³t WªvM †Uw÷s 

j¨ve‡iUix, XvKv| 
54. Rbve †gvt dviæK †nv‡mb mnKvix cwiPvjK (Jla 

cix¶Y I cix¶vMvi) 
†m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg| 

55. Rbve kvqjv bIkv` mnKvix cwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, Lyjbv, mshy³: cÖavb 
Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 

56. Rbve dviRvbv kebg ˆekvLx mnKvix cwiPvjK wefvMxq Kvh©vjq, Jla cÖkvmb, ewikvj, mshy³: cÖavb 
Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 

57. Rbve Aw`wZ ¯̂Y©v mnKvix cwiPvjK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
58. Rbve giægq miKvi mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb,  e¸ov| 
59. Rbve jvebx ev‰o mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, †MvcvjMÄ, mshy³: WªvM 

†Uw÷s j¨ve‡iUix, XvKv 
60. Rbve †gŠmygx Av³vi mnKvix cwiPvjK †Rjv Kvh©vjq, Jla cÖkvmb, †dbx| 
61. Wvt bvwmgv cvifxb mnKvix cwiPvjK 

(j¨ve.) 
¯̂v ’̄¨ Awa`ßi, mshy³t b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, 
Jla cÖkvmb Awa`ßi, XvKv| 

62. Rbve †gvt gykwdKzi ingvb wmwbqi mvBw›UwdK 
Awdmvi 

†m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg mshy³t WªvM †Uw÷s 
j¨ve‡iUix, XvKv| 

63. Rbve †gvt †g‡n`x AvdRvj Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, MvBevÜv| 
64. Rbve †gvt gI ỳ` Avn‡g` Jla ZË¡veavqK (†fU) Jla cÖkvmb Awa`ßi, XvKv 
65. Rbve †gvt ivqnvb Kexi mnKvix Rxevbywe` †m›Uªvj WªvM †Uw÷s j¨ve‡iUix, AvMÖvev`, PÆMÖvg mshy³t 

b¨vkbvj K‡›Uªvj j¨ve‡iUix (WªvM DBs), gnvLvjx, XvKv 
66. Rbve †gvt dRjyj nK Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, PÆMÖvg (AwZwi³ `vwqZ¡: 

wK¬qv‡iÝ Awdm (†cvU©):  PÆMÖvg mx-†cvU©, PÆMÖvg)| 
67. Rbve exw_ ivbx gÛj Jla ZËeveavqK †Rjv Kvh©vjq, Jla cÖkvmb, †MvcvjMÄ 
68. Rbve †iv‡gj gwjøK Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb, XvKv| 
69. Rbve gwjøKv `vm Jla ZË¡veavqK b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, gnvLvjx, XvKv 

70. Rbve †Rmwgb †eMg Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 

71. Rbve †gvt kwidzj Bmjvg Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb, XvKv| 
72. Rbve Wvwjg P› ª̀ `vm Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb,  iscyi| 
73. Rbve wmivRyg gwbiv Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, wSbvB`n (AwZwi³ `vwqZ¡t 

Jla cÖkvmb, gv¸iv) 
74. Rbve kvnRvjvj f‚Bqv Jla ZËeveavqK †Rjv Kvh©vjq, Jla cÖkvmb, †bvqvLvjx| 
75. Rbve †gvt Kwei †nv‡mb Jla ZËeveavqK †Rjv Kvh©vjq, Jla cÖkvmb, XvKv, mshy³: cÖavb Kvh©vjq, 

Jla cÖkvmb, XvKv| 
76. Rbve †gvt nvwdRyi ingvb wgqv Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, KzwoMÖvg| 
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µwgK 
bs Kg©KZ©vi bvg c`ex Kvh©vj‡qi bvg  

77. Rbve bymivZ Rvnvb Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv 
78. Rbve gxi Ave ỳi iv¾vK Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb, XvKv| 
79. Rbve †gvt widvZ †nv‡mb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, VvKziMuvI (AwZwi³ `vwqZ¡: 

†Rjv Kvh©vjq, Jla cÖkvmb, cÂMo)| 
80. Rbve †ikgv myjZvbv hy_x Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: 

wK¬qv‡iÝ Awdm (‡cvU©):  XvKv Gqvi‡cvU©, XvKv| 
81. Rbve †gvt †g‡n`x nvmvb Jla ZËeveavqK †Rjv Kvh©vjq, Jla cÖkvmb, wK‡kviMÄ| 
82. Rbve †gvt gwkDi ingvb Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
83. Rbve †gvt AvivdvZ †nv‡mb mnKvix †cÖvMÖvgvi cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv 
84. Rbve †gvt Avey Rvdi cÖvs Jla ZË¡veavqK (‡fU) †Rjv Kvh©vjq, Jla cÖkvmb, Uv½vBj| 
85. Rbve †R, Gg, bvwn` bvwnqvb mnKvix jvB‡mwÝs 

Awdmvi 
cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: †Rjv 
Kvh©vjq, Jla cÖkvmb, PuvcvBbeveMÄ| 

86. Rbve kvqjv kviwgb mnKvix Rxevbywe` †m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg, mshy³: b¨vkbvj 
WªvM K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, XvKv| 

87. Rbve †gvt Rvwei nvmbvBb mnKvix imvqbwe` †m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg, mshy³: b¨vkbvj 
K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, XvKv| 

88. Rbve Avdwibv AvRv` mnKvix imvqbwe` 
(‡fU) 

†m›Uªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg, mshy³: b¨vkbvj 
Wªvn K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, XvKv| 

89. Zvmwbqv Zvevmmyg AvwbKv Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: 
b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, 
XvKv| 

90. Rbve †mŠif Kzgvi KzÛy Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
91. Rbve †gvt dqmvj dzqv` †PŠayix Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, gvwbKMÄ| 
92. Rbve †gvt Bgivb †nv‡mb Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
93. Rbve †gvt †Mvjvg †gv Í̄dv Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, gywÝMÄ| 
94. Rbve †`v‡jbv Lvbg Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, ev‡MinvU| 
95. Rbve ZvbwRiv AvBwib Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
96. Rbve iIkb Rvnvb Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
97. Rbve wgVzb mvn Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, mybvgMÄ| 
98. Rbve ivûj K…ò ivq Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, wc‡ivRcyi| 
99. Rbve †gv: †ivKby¾vgvb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, dwi`cyi (AwZwi³ `vwqZ¡t 

†Rjv Kvh©vjq, Jla cÖkvmb, ivRevox) 
100. Rbve †gvt kwidzj Bmjvg Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, ivRkvnx 
101. Rbve wgZv ivq Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, bxjdvgvix| 
102. Rbve kvwKe Avn‡¤§` Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, bIMuv| 
103. Rbve bvmwib Av³vi gy³v Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: †m›Uªvj 

WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg| 
104. Rbve ibx P›`ª †Mvc Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, Rvgvjcyi| 
105. Rbve †gv: nvwQeyi ingvb Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: 

wefvMxq Kvh©vjq, Jla cÖkvmb, XvKv| 
106. Rbve L›`Kvi nvdmv bvRbxb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, †bÎ‡KvYv| 
107. Rbve †gvt Avwgbyj Bmjv Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, w`bvRcyi| 
108. Rbve †gv: mvBdzj Bmjvg Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: 

b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, 
XvKv| 

109. Rbve mygb wek¦vm Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, †fvjv| 
110. Rbve †gv. Rvwnb kvwKj f‚Tv Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, gqgbwmsn| 
111. Rbve †gv: mvBdzjøvn gvngy` Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, bvivqYMÄ| 
112. Rbve †gvnv¤§v` Avjx wRbœvn Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
113. Rbve †`Iqvb AvwkK gvngy` Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
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114. Rbve AešÍx KzÛy Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: 
b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, 
XvKv| 

115. Rbve mvw`qv Avdwib myifx Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv, mshy³: 
b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, Jla cÖkvmb Awa`ßi, 
XvKv| 

116. Rbve AvjgMxi Kwei Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
117. Rbve Ave`yj Lv‡jK Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, jvjgwbinvU| 
118. Rbve †gvt kvgxg †nv‡mb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, wm‡jU| 
119. Rbve †gvt bvwn` nvmvb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, gv`vixcyi| 
120. Rbve †gvt †g‡n`x nvmvb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, †gŠjfxevRvi| 
121. Rbve †gvt mvÏvg †nv‡mb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, Lyjbv| 
122. Rbve ZvbwRbv Avdwib Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, MvRxcyi| 
123. Rbve †gv: gvgybvi iwk` Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, wmivRMÄ| 
124. Rbve †gvt mv¾vZ Kwig Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, ei¸bv| 
125. Rbve †gv: BKevj †nv‡m Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, eªvþYevwoqv| 
126. Rbve †gv: Avwe` Avnmvb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, PÆMÖvg (AwZwi³ `vwqZ¡: †Rjv 

Kvh©vjq, Jla cÖkvmb, iv½vgvwU)| 
127. Rbve †gvt †gvK‡Q ỳj Avwgb Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, j¶xcyi| 
128. Rbve mykxj Kzgvi Xvjx Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, kixqZcyi| 
129. Rbve wcÖqvsKv `vm ¸ßv Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, †dbx (AwZwi³ `vwqZ¡t †Rjv 

Kvh©vjq, Jla cÖkvmb, LvMovQwo) 
130. Rbve †gvt Rvwn ỳj Bmjvg Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, †kicyi| 
131. Rbve ivRxe `vm Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
132. Rbve Zvnwg` Rvwgj Jla ZË¡veavqK †Rjv Kvh©vjq, Jla cÖkvmb, PzqvWv½v| 
133. Rbve bvwnb Avj Avjg Jla ZË¡veavqK cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
134. Wvt gvndzRyj nK †PŠayix †gwW‡Kj Awdmvi cÖavb Kvh©vjq, Jla cÖkvmb, XvKv| 
135. Rbve †KŠwkK P› ª̀ gÛj Jla cwi`k©K †Rjv Kvh©vjq, Jla cÖkvmb, MvRxcyi mshy³: cÖavb 

Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
136. Rbve KvRx †gvnv¤§` dinv` Jla cwi`k©K †Rjv Kvh©vjq, Jla cÖkvmb, K·evRvi| 
137. Rbve myeªZ cvj mnKvix Gbvwjó †mbUªvj WªvM †Uw÷s j¨ve‡iUix, PÆMÖvg mshy³t b¨vkbvj 

WªvM K‡›Uªvj j¨ve‡iix, gnvLvjx, XvKv| 
138. Rbve †gvt Ave`yj nvwjg mnKvix †Kwgó b¨vkbvj WªvM K‡›Uªvj j¨ve‡iix, gnvLvjx, XvKv| 
139. Rbve †gvt kvn Avjg mnKvix †Kwgó b¨vkbvj WªvM K‡›Uªvj j¨ve‡iix, gnvLvjx, XvKv| 
140. Rbve †gvt evkvivd †nv‡mb Jla cwi`k©K †Rjv Kvh©vjq, Jla cÖkvmb, h‡kvi mshy³t †Rjv Kvh©vjq, 

Jla cÖkvmb, mvZ¶xiv| 
141. Rbve G.we.Gg gvngy`yj Bmjvg Jla cwi`k©K †Rjv Kvh©vjq, Jla cÖkvmb, ivRkvnx, mshy³t †Rjv 

Kvh©vjq, Jla cÖkvmb, cvebv| 
142. Rbve †gvt †Zvdv‡qj Avn‡g` Jla cwi`k©K †Rjv Kvh©vjq, Jla cÖkvmb, RqcyinvU| 
143. Rbve †gvt gvKmy ỳj nK ivZzj Jla cwi`k©K †Rjv Kvh©vjq, Jla cÖkvmb, †bvqvLvjx, mshy³: †Rjv 

Kvh©vjq, Jla cÖkvmb, Puv`cyi| 
144. Rbve †gvt AvwZKzjøvn Jla cwi`k©K wefvMxq  Kvh©vjq, Jla cÖkvmb, ewikvj, mshy³: †Rjv 

Kvh©vjq, Jla cÖkvmb, ewikvj| 
145. Rbve †gvt BKivgyj Kwig Jla cwi`k©K wefvMxq  Kvh©vjq, Jla cÖkvmb, wm‡jU mshy³: †Rjv 

Kvh©vjq, Jla cÖkvmb, wSbvB`n| 
146. Rbve †Rey‡bœmv †Rev Jla cwi`k©K †Rjv Kvh©vjq, Jla cÖkvmb, MvBevÜv mshy³: cÖavb 

Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| 
147. Rbve †gvt mwn ỳj Bmjvg Lvb cÖkvmwbK Kg©KZ©v Jla cÖkvmb Awa`ßi, gnvLvjx, XvKv 

µwgK 
bs Kg©KZ©vi bvg c`ex Kvh©vj‡qi bvg  
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cwiwkó-Nt Z_¨ cÖ`vbKvix Kg©KZ©v‡`i ZvwjKvt

µ. bs Kvh©vj‡qi bvg Z_¨ cÖ`vbKvix Kg©KZ©vi bvg I c`ex †Uwj‡dvb B-†gBj  
1. cÖavb Kvh©vjq, Jla cÖkvmb Awa`ßi, XvKv| Rbve Avmivd †nv‡mb, cwiPvjK 01819-140421 ashrafho1967@gmail.com 

2. 
†m›Uªvj WªvM †Uw÷s j¨ve‡iUix, AvMÖvev`, 
PÆMÖvg| 

Rbve †gvt dviæK †nv‡mb 
mnKvix cwiPvjK (Jla cix¶Y cix¶vMvi) 01318-751322 farukhusen5044@gmail.com 

3. b¨vkbvj WªvM K‡›Uªvj j¨ve‡iUix, XvKv| Wvt bvwmgv cvifxb, mnKvix cwiPvjK (j¨ve)
†WcywU wPd (AwZwi³ `vwqZ¡)|

 01715-112822 
nasima.pervin@dgda.gov.bd

 

4. 
wefvMxq Kvh©vjq 
Jla cÖkvmb, gwZwSj, XvKv| Rbve †gvt gvmy ỳ¾vgvb Lvb, DccwiPvjK 01917-742530 masud_khan2008@yahoo.com 

5. wefvMxq Kvh©vjq 
Jla cÖkvmb, ivRkvnx| 

Rbve †K, Gg, gynmxwbb gvneye 
DccwiPvjK 

01681-652310 kmuhsin_ju@yahoo.com 

6. wefvMxq Kvh©vjq, Jla cÖkvmb, wm‡jU | Rbve †gvt iwdKzj Bmjvg, DccwiPvjK 01914-724210 mithu_bmb@yahoo.com 

7. wefvMxq Kvh©vjq, Jla cÖkvmb, Lyjbv| Rbve myKY© Avn‡g`, DccwiPvjK 01716-576764 shukarna.ahmed@dgda.gov.bd 
8. wefvMxq Kvh©vjq, Jla cÖkvmb, gqgbwmsn| Rbve †MŠix ivbx emvK, DccwiPvjK 01719-311292 grbasak@yahoo.com 

9. wefvMxq Kvh©vjq, Jla cÖkvmb, iscyi| Rbve †gvQvt bvM©xm Av³vi, DccwiPvjK 01718-353609 nargisvet@gmail.com 

10. 
wefvMxq Kvh©vjq 
Jla cÖkvmb, PÆMÖvg| 

Rbve †gvnv¤§` ev`j wkK`vi, 
mnKvix cwiPvjK 

01685-565625 badolshikder@yahoo.com 

11. 
wefvMxq Kvh©vjq 
Jla cÖkvmb, ewikvj (AwZwi³ `vwqZ¡)| 

Rbve †gvt kwidzj Bmjvg †gvjøv 
mnKvix cwiPvjK 01717-199148 mollahsharif@yahoo.com 

12. †Rjv Kvh©vjq, Jla cÖkvmb, XvKv| Rbve Zvbfxi Avn‡g`, DccwiPvjK 01717-637236 tahmed.dvm@gmail.com 
13. †Rjv Kvh©vjq, Jla cÖkvmb, MvRxcyi| Rbve †gvt Avãyj evix, Dc-cwiPvjK 01718-683831 barisddgda@gmail.com 

14. †Rjv Kvh©vjq, Jla cÖkvmb, Kzwóqv| Rbve †gvnvt ingZ Djøvn, mnKvix cwiPvjK 01718-627939 shibliban@gmail.com 
15. †Rjv Kvh©vjq, Jla cÖkvmb, gv`vixcyi| Rbve †gvt bvwn` nvmvb, Jla ZË¡veavqK 01747-019276 nahiddgda@gmail.com 
16. †Rjv Kvh©vjq, Jla cÖkvmb, VvKziMuvI| Rbve †gvt widvZ †nv‡mb, Jla ZË¡veavqK 01725-568972 rifathossain166@gmail.com 

17. †Rjv Kvh©vjq, Jla cÖkvmb, wm‡jU| Rbve †gvt iwdKzj Bmjvg, Dc-cwiPvjK 01914-724210 mithu_bmb@yahoo.com 
18. †Rjv Kvh©vjq, Jla cÖkvmb, Kzwgjøv| Rbve mvjgv wmwÏKv, mnKvix cwiPvjK 01557-673331 fuad2914@gmail.com 

19. †Rjv Kvh©vjq, Jla cÖkvmb, eªvþYevoxqv| 
Rbve †gvt BKevj †nv‡mb, 
Jla ZË¡veavqK 

01903-979093 iqbalbmb.ju@gmail.com 

20. †Rjv Kvh©vjq, Jla cÖkvmb, bvivqYMÄ| 
Rbve †nvmvBb †gvnv¤§` Bgivb, 
DccwiPvjK 01716-609033 imranacct@yahoo.com 

21. †Rjv Kvh©vjq, Jla cÖkvmb, K·evRvi| Rbve KvRx †gvnv¤§` dinv`, Jla cwi`k©K 01937-215997 kazifarhadpharmacist19@gmail.com 

22. †Rjv Kvh©vjq, Jla cÖkvmb, h‡kvi| Rbve myjZvbv widvZ †di‡`Šm 
mnKvix cwiPvjK 

01773-735283 rifatsd2014@yahoo.com 

23. †Rjv Kvh©vjq, Jla cÖkvmb, †bvqvLvjx| Rbve kvnRvjvj f‚Bqv, Jla ZË¡veavqK 01721-741456 shahjalal.99999@gmail.com 

24. †Rjv Kvh©vjq, Jla cÖkvmb, e¸ov| Rbve giægq miKvi, mnKvix cwiPvjK 01713-504521 marumoy_1402@yahoo.com 

25. †Rjv Kvh©vjq, Jla cÖkvmb, w`bvRcyi| 
Rbve †gvt Avwgbyj Bmjvg, 
Jla ZË¡veavqK 01750-228801 aminulacce@gmail.com 

26. †Rjv Kvh©vjq, Jla cÖkvmb, bv‡Uvi| Rbve gvLbyIb Zvevmmyg 
mnKvix cwiPvjK 

01676-449356 makhnoon.monty@gmail.com 

27. †Rjv Kvh©vjq, Jla cÖkvmb, Lyjbv | 
Rbve †gvt mvÏvg †nv‡mb 
Jla ZË¡veavqK 

01943-856576 saddam.dgda@gmail.com 

28. †Rjv Kvh©vjq, Jla cÖkvmb, wmivRMÄ| Rbve †gvt gvgybvi iwk`, Jla ZË¡veavqK 01734-577719 mmroshid.dgda@gmail.com 

29. †Rjv Kvh©vjq, Jla cÖkvmb, gvwbKMÄ| 
Rbve †gvt dqmvj dzqv` †PŠayix 
Jla ZË¡veavqK 01750-999431 foysal.dgda@gmail.com  

30. †Rjv Kvh©vjq, Jla cÖkvmb, cUzqvLvjx | Rbve wkK`vi Kvgiæj Bmjvg, mnKvix 
cwiPvjK 

01673-202270 dgdacapa@gmail.com 

31. †Rjv Kvh©vjq, Jla cÖkvmb, ei¸bv| Rbve †gvt mv¾vZ Kwig, Jla ZË¡veavqK 01929-816320 sazzadkarim8920@gmail.com 
32. †Rjv Kvh©vjq, Jla cÖkvmb, Rvgvjcyi| Rbve ibx P› ª̀ †Mvc, Jla ZË¡veavqK 01762196010 roneegope0406@gmail.com 

33. †Rjv Kvh©vjq, Jla cÖkvmb, PÆMÖvg| 
Rbve †gvnv¤§` ev`j wkK`vi 
mnKvix cwiPvjK 01685-565625 badolshikder@yahoo.com 

34. †Rjv Kvh©vjq, Jla cÖkvmb, cvebv| Rbve †gvt bvRgyj nvmvb 
mnKvix cwiPvjK 

01785-753786 nazmulhasan7200@gmail.com 

35. †Rjv Kvh©vjq, Jla cÖkvmb, PzqvWv½v| Rbve Zvnwg` Rvwgj, Jla ZË¡veavqK 01825-402271 tahmid.jamil27@gmail.com 

36. †Rjv Kvh©vjq, Jla cÖkvmb, ewikvj| 
Rbve †gvt kwidzj Bmjvg †gvjøv 
mnKvix cwiPvjK 

01717-199148 mollahsharif@yahoo.com 

37. †Rjv Kvh©vjq, Jla cÖkvmb, gqgbwmsn| Rbve Avnmvb nvexe, mnKvix cwiPvjK 01755-312525 habibdrugsuper@gmail.com 
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µ. bs Kvh©vj‡qi bvg Z_¨ cÖ`vbKvix Kg©KZ©vi bvg I c`ex †Uwj‡dvb B-†gBj 

38. †Rjv Kvh©vjq Jla cÖkvmb, Uv½vBj (AwZwi³ 
`vwqZ¡)| 

Rbve Avnmvb nvexe 
mnKvix cwiPvjK 

01755-312525 habibdrugsuper@gmail.com 

39. †Rjv Kvh©vjq, Jla cÖkvmb, †gŠjfxevRvi| 
Rbve †gvt †g‡n`x nvmvb 
Jla ZË¡veavqK 

01712-340849 millat246@gmail.com 

40. †Rjv Kvh©vjq, Jla cÖkvmb, dwi`cyi| 
Rbve †gvt †ivKby¾vgvb 
Jla ZË¡veavqK 01770-774333 syedrokan5234@gmail 

41. †Rjv Kvh©vjq Jla cÖkvmb, ivRevox 
(AwZwi³ `vwqZ¡)| 

Rbve †gvt †ivKby¾vgvb 
Jla ZË¡veavqK 

01770-774333 syedrokan5234@gmail 

42. †Rjv Kvh©vjq, Jla cÖkvmb, wSbvB`n| 
Rbve †gvt BKivgyj Kwig 
Jla cwi`k©K 

01781-595909 ikramul06phar@gmail.com 

43. 
†Rjv Kvh©vjq Jla cÖkvmb, gv¸iv (AwZwi³ 
`vwqZ¡)| 

Rbve †gvt BKivgyj Kwig 
Jla cwi`k©K 01781-595909 ikramul06phar@gmail.com 

44. †Rjv Kvh©vjq, Jla cÖkvmb, †dbx| Rbve †gŠmygx Av³vi, mnKvix cwiPvjK 01771-955868 mowbph01@gmail.com 

45. †Rjv Kvh©vjq, Jla cÖkvmb, ivRkvnx | 
Rbve †gvt kwidzj Bmjvg 
Jla ZË¡veavqK 01773-813030 sislam.dgda@gmail.com 

46. †Rjv Kvh©vjq Jla cÖkvmb, bIMuv (AwZwi³ 
`vwqZ¡)| 

Rbve †gvt kwidzj Bmjvg 
Jla ZË¡veavqK 

01773-813030 sislam.dgda@gmail.com 

47. 
†Rjv Kvh©vjq 
Jla cÖkvmb, Puv`cyi| 

Rbve †gvt gvKmy ỳj nK ivZzj 
Jla cwi`k©K 

01711-012610 ratulju41@gmail.com 

48. 
†Rjv Kvh©vjq 
Jla cÖkvmb, KzwoMÖvg| 

Rbve †gvt nvwdRyi ingvb wgqv 
Jla ZË¡veavqK 01735-673786 hafiz.nazimkhan@gmail.com 

49. †Rjv Kvh©vjq, Jla cÖkvmb, †MvcvjMÄ| Rbve exw_ ivbx gÛj, Jla ZË¡veavqK 01766-784220 nipa9mandal@yahoo.com 
 

50. 
†Rjv Kvh©vjq 
Jla cÖkvmb, PuvcvBbeveMÄ| 

Rbve †R, Gg, bvwn` bvwnqvb 
mnKvix jvB‡mwÝs Awdmvi 01752-575589 jmnnahiandvmedu@gmail.com 

51. †Rjv Kvh©vjq, Jla cÖkvmb, wK‡kviMÄ| Rbve †gvt †g‡n`x nvmvb, Jla ZË¡veavqK 01911-150634 mhasan.netrakona@gmail.com 

52. †Rjv Kvh©vjq, Jla cÖkvmb, †bÎ‡KvYv| L›`Kvi nvdmv bvRbxb, Jla ZË¡veavqK 01309-814525 hafsa.dgda@gmail.com 
53. †Rjv Kvh©vjq, Jla cÖkvmb, gywÝMÄ| Rbve †gvt †Mvjvg †gv Í̄dv, Jla ZË¡veavqK 01776-334390 mostufanstu@gmail.com 
54. †Rjv Kvh©vjq, Jla cÖkvmb, †kicyi| Rbve †gvt Rvwn ỳj Bmjvg, Jla ZË¡veavqK 01722-177926 jahid079@yahoo.com 
55. †Rjv Kvh©vjq, Jla cÖkvmb, PÆMÖvg| Rbve †gv: Avwe` Avnmvb, Jla ZË¡veavqK 01784-430301 abidahsan009@gmail.com 

56. †Rjv Kvh©vjq Jla cÖkvmb, iv½vgvwU 
(AwZwi³ `vwqZ¡)| 

Rbve †gv: Avwe` Avnmvb 
Jla ZË¡veavqK 

01784-430301 abidahsan009@gmail.com 

57. 
†Rjv Kvh©vjq 
Jla cÖkvmb, j¶xcyi| 

Rbve †gvt †gvK‡Q ỳj Avwgb 
Jla ZË¡veavqK 

01723-060448 ranaamindgda@gmail.com 

58. †Rjv Kvh©vjq, Jla cÖkvmb, bxjdvgvix| Rbve wgZv ivq, Jla ZË¡veavqK 01788-188129 mita984984@gmail.com 

59. 
†Rjv Kvh©vjq 
Jla cÖkvmb, RqcyinvU| 

Rbve †gvt †Zvdv‡qj Avn‡g` 
Jla cwi`k©K 

01765-926364 tofael19@gmail.com 

60. †Rjv Kvh©vjq, Jla cÖkvmb, wc‡ivRcyi| Rbve ivûj K…ò ivq, Jla ZË¡veavqK 01722-028775 rahul.dgda@gmail.com 
61. †Rjv Kvh©vjq, Jla cÖkvmb, †fvjv| Rbve mygb wek¦vm, Jla ZË¡veavqK 01575-673745 sbs.dgda@gmail.com 

62. 
†Rjv Kvh©vjq 
Jla cÖkvmb, mvZ¶xiv| 

Rbve †gvt evkvivd †nv‡mb 
Jla cwi`k©K 

01754-205303 basharaf.dgda22@gmail.com 
akash121104@gmail.com 

63. †Rjv Kvh©vjq, Jla cÖkvmb, kwiqZcyi| Rbve mykxj Kzgvi Xvjx, Jla ZË¡veavqK 01916-400895 dhali.sushil@gmail.com 
64. †Rjv Kvh©vjq, Jla cÖkvmb, jvjgwbinvU| Rbve Ave ỳj Lv‡jK, Jla ZË¡veavqK 01581-226837 khalekurrahman41@gmail.com 

65. †Rjv Kvh©vjq 
Jla cÖkvmb, MvBevÜv| 

Rbve †gvt †g‡n`x AvdRvj 
Jla ZË¡veavqK 01718-241208 pallab_509r@yahoo.com 

66. †Rjv Kvh©vjq, Jla cÖkvmb, ev‡MinvU| †`v‡jbv Lvbg, Jla ZË¡veavqK 01787-225969 dolenak10@gmail.com 

67. 
†Rjv Kvh©vjq 
Jla cÖkvmb, biwms`x| 

Rbve Gm, Gg, myjZvbyj Av‡iwdb 
mnKvix cwiPvjK 

01553-750967 emonarefin12@yahoo.com 

68. 
wK¬qv‡iÝ Awdm (†cvU©):  PÆMÖvg mx-†cvU©, 
PÆMÖvg)| 

Rbve †gvt dRjyj nK 
Jla ZË¡veavqK 01717-228672 fazluvet@gmail.com 

69. wK¬qv‡iÝ Awdm (‡cvU©): XvKv, Gqvi †cvU©, 
XvKv| 

†ikgv myjZvbv hy_x 
Jla ZË¡veavqK 

01756-056025 reshmazuthi17@gmail.com 
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cwiwkó-O:  ¯^cÖ‡Yvw`Z Z_¨ cÖKv‡ki wb‡`©wkKvt

f‚wgKv
K) Jla cÖkvmb Awa`ßit ¯^vaxbZvi c~‡e© Jla cÖkvmb wQj cvwK¯Ívb †K›`ªxq miKvi cwiPvwjZ GKwU `ßi| 1971 mv‡ji ci GwU ¯^v¯’¨ I 
RbmsL¨v wbqš¿Y gš¿Yvj‡qi GKwU mshy³ wefvM wn‡m‡e Kvh©µg Pvjvw”Qj| 1976 mv‡j ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi Aaxb Jla  cÖkvmb 
GKwU Avjv`v cwi`ß‡i cwiYZ nq| me©‡kl 2010 mv‡j Jla cÖkvmb cwi`ßi‡K Awa`ß‡i DbœxZ Kiv nq| Jla cÖkvmb Awa`ßi 
MYcÖRvZš¿x evsjv‡`k miKv‡ii ̄ ^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi Aaxb †`‡ki GKgvÎ Jl‡ai jvB‡mwÝs I wbqš¿YKvix KZ©…c¶| Jla cÖkvmb 
Jla wbqš¿Y msµvšÍ mKj Kg©KvÛ cwiPvjbv I cÖPwjZ Jla AvBb cÖ‡qvM K‡i _v‡K|

(L) Jla  cÖkvmb  Awa`ß‡ii cÖavb Kvh©vejxt

(1) Jla Drcv`b KviLvbvi bZzb cÖKí g~j¨vqb|

(2) Jla cÖ¯‘‡Zi Rb¨ jvB‡mÝ  cÖ`vb I bevqb|

(3) LyPiv I cvBKvix Jla weµq jvB‡mÝ cÖ`vb I bevqb|

(4) Jl‡ai †iwR‡÷ªkb cÖ`vb I bevqb|

(5) Jl‡ai g~j¨ wba©viY I g~j¨ mb` cÖ`vb|

(6) Jla Drcv`b KviLvbv I weµqKvix wW‡cv Ges dv‡g©mx cwi`k©b|

(7) Jl‡ai KuvPvgvj I †gvoK mvgMÖx Avg`vwbi Rb¨ eKwj÷ Aby‡gv`b|

(8) Jla Avg`vwbi †¶‡Î  B‡ÛÈ Aby‡gv`b|

(9) Avg`vwbK…Z ˆZix Jla I Jl‡ai KuvPvgv‡ji QvocÎ cÖ`vb|

(10) Jl‡ai evRvi Z`viKxKiY|

(11) wewfbœ Av‡e`‡bi cwi‡cÖ‡¶‡Z AZ¨šÍ cÖ‡qvRbxq †iwR‡÷ªkbwenxb Jl‡ai AbvcwË mb` cÖ`vb|

(12) cÖPwjZ Jla AvBb j•NbKvix‡`i wei‡× WªvM †KvU©, g¨vwR‡÷ªU †KvU©  I †gvevBj †Kv‡U© gvgjv `v‡qi Kiv|

(13) Jla ißvwbi Rb¨ jvB‡mÝ, CPP/FSC I GMP mvwU©wd‡KU cÖ`vb|

(14) Jl‡ai weÁvcb Aby‡gv`b/ wbqš¿Y|

(15) Jla Drcv`bKvix cÖwZôv‡b wb‡qvwRZ †KvqwjdvBW e¨w³‡`i cÖwk¶Y cÖ`vb|

(M) cÖ¯Ívebvt †`‡ki Jla wkí, Jla Drcv`b, ißvwb, mieivn, wecYb, mnRjf¨Zv, †hŠw³K e¨envi, Jla wbqš¿Y e¨e¯’v m¤ú‡K© Rb¯^v‡_© 
¯^D‡`¨v‡M I ¯^cÖ‡Yvw`Z n‡q cÖ‡qvRbxq Z_¨vw` cÖKvk Kiv DwPZ| Jl‡ai gZ Rxeb i¶vKvix Dcv`vb e¨env‡ii †¶‡Î RbMY hv‡Z mwVK 
wm×všÍ  MÖnY Ki‡Z cv‡i, Jla Ges Jl‡ai wbqš¿Y e¨e¯’v m¤ú‡K© mg¨K aviYv †c‡Z cv‡i †m Rb¨ Jla msµvšÍ Z_¨vw` mnRjf¨ nIqv 
cÖ‡qvRb| Z_¨ cvIqv RbM‡Yi AvBbMZ AwaKvi| wbqgZvwš¿Kfv‡e Z_¨ cÖKv‡ki †¶‡Î ¯^cÖ‡Yvw`Z Z_¨ cÖKv‡ki wb‡`©wkKv mnvqK n‡e|

wb‡`©wkKvi  j¶¨t
1. mvaviY gvbyl hv‡Z cÖ‡qvRbxq, Kvh©Ki, wbivc` I gvbm¤úbœ Jla Ges Jl‡ai jf¨Zv m¤ú‡K© Z_¨ †c‡Z cv‡i Zv wbwðZ Kiv|

2. †`‡ki Jla wbqš¿Y e¨e¯’v m¤ú‡K© RbMY‡K ch©vß aviYv †`Iqv|

3. †`‡ki Jla m¤ú‡K© RbM‡Yi Av¯’v e„w× Kiv|

4. Jla Drcv`b, wecYb, Avg`vwb I ißvwbi mv‡_ mswkó e¨w³‡`i‡K cÖPwjZ Jla AvBb, wewagvjv, Jla bxwZ I wbqgvewj m¤ú‡K© 
AewnZ Kiv|

5. Jla msµvšÍ weåvwšÍ wbimb Kiv|

¯^cÖ‡Yvw`Z Z_¨ cÖKv‡ki AvBbMZ wfwË
Z_¨ AwaKvi AvBb 2009 I Z_¨ AwaKvi wewagvjv 2009| Z_¨ cÖKv‡ki †¶‡Î D³ AvBb I wewagvjv h_vh_fv‡e AbymiY Kiv n‡e|

Z_¨ cÖKv‡ki gva¨g
¯^cÖ‡Yvw`Z Z_¨ wbgœewY©Z gva¨‡g cÖKvk Ki‡Z n‡e|
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(K)     wcÖÈ wgwWqvt †cv÷vwis, msev`cÎ, we‡kl ey‡jwUb, evwl©K cÖwZ‡e`b|
(L)     B‡j±ªwbK wgwWqvt Website,  †iwWI, †Uwjwfkb|
(M)     †bvwUk †evW©|

Jla cÖkvmb Awa`ß‡ii ¯^cÖ‡Yvw`Z Z_¨ cÖKv‡ki cÖwµqv

1. ¸iæ‡Z¡i Dci we‡ePbv K‡i Z_¨mg~n wewfbœ gva¨‡g cÖKvk Kiv n‡e|
2. cÖKvwkZ Z_¨ cÖwZ 3 (wZb) gvm AšÍi nvjbvMv` Kiv n‡e| D³ mg‡qi c~‡e© †Kvb Z_¨ cwiewZ©Z n‡j Zvr¶wYKfv‡e ms‡kvab Kiv 

n‡e|
3. Jla cÖkvmb Awa`ß‡ii cÖavb Kvh©vj‡q GKwU Z_¨ †Kvl MVb Kiv n‡e| evwl©K cÖwZ‡e`bmn Website, †iwWI, †Uwjwfkb, †bvwUk 

†evW© Ges msev`c‡Î cÖKvwkZ mKj Z‡_¨i nvW© I mdU Kwc D³ Z_¨ †Kv‡l msi¶Y Kiv n‡e|
4. cÖKvk‡hvM¨  bZzb †Kvb Z_¨ cvIqvi mv‡_ mv‡_ hZ  `ªæZ m¤¢e Zv cÖKvk Kiv n‡e |

¯^cÖ‡Yvw`Zfv‡e Jla cÖkvmb Awa`ßi KZ©…K wbgœewY©Z  Z_¨vw` cÖKvk Kiv n‡e

1| cÖvwZôvwbK Z_¨vw`t
K) cÖwZôv‡bi AvBbMZ wfwË|
L) Af¨šÍixY cÖweavbgvjv|
M) Kvh©vw` I ¶gZv|

2| Jla cÖkvmb Awa`ß‡ii mvsMVwbK Z_¨vw`t
K) AM©v‡bvMÖvg |
L) wb‡qvwRZ Rbej msµvšÍ Z_¨vw`|
M) Kg©KZ©v/ Kg©Pvix‡`i bvg, †hvMv‡hv‡Mi †Uwj‡dvb bs, B-†gBj I Awdm wVKvbv|
3| Kvh©µg msµvšÍ Z_¨vw`t
K) cwiKíbv|
L) bxwZgvjv|
M) Kvh©vw`|
N) Kv‡Ri cÖwµqv|
O) ¶gZv Ac©Y|
P) cÖwZ‡e`b|
Q) Z`viwK I g~j¨vqb|
R) Ab¨vb¨ †KŠkj, WKz‡gÈm, WvUv BZ¨vw`|

4| Rb‡mevg~jK Z_¨vw`t
K) Rb‡mev msµvšÍ weeiY|
L) wb‡`©kbv|
M) eyK‡jU Ges wjd‡jU|
N) †cv÷vwis|
O) wd Ges wd `vwL‡ji mgqmxgv msµvšÍ Z_¨vw`|
P) wewfbœ dig|

5| A_© msµvšÍ Z_¨vw`t
K) cÖ‡¶wcZ ev‡RU|
L)  cÖK…Z Avq-e¨q msµvšÍ Z_¨vw` (†eZb fvZvw` msµvšÍ Z_¨)|
M)  Ab¨vb¨ A_© msµvšÍ Z_¨vw`|
N)  AwWU wi‡cvU©|
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6| miKvwi µq msµvšÍ  Z_¨vw`t
miKvwi µq msµvšÍ we¯ÍvwiZ Z_¨, gvb`Û, †UÛvi cÖwµqvq AskMÖnYKvix‡`i Av‡e`bmg~‡ni Dci M„nxZ wm×všÍ|

7| ZvwjKv, †iwR÷vi Ges WvUv‡eRt
K)  wewfbœ ZvwjKvq, †iwR÷v‡i  Ges WvUv‡e‡R ewY©Z Z_¨vw`|
L)  ZvwjKv †iwR÷vi Ges WvUv‡e‡Ri Ae¯’vb msµvšÍ Z_¨vw`|

8| Z‡_¨i  Ae¯’vb msµvšÍ  Z_¨vw`t
K) Z_¨ msµvšÍ Bb‡W· ev †iwR÷v‡ii Ae¯’vb|
L) WvUv‡e‡R AšÍf©z³ we¯ÍvwiZ Z_¨vw`|

9| cÖKvkbv cÖKvk msµvšÍ Z_¨vw`t
K)  cÖKvkbv cÖKvk msµvšÍ Z_¨vw`|
L)  cÖKvkbvmg~n webvg~‡j¨ wKbv A_ev weµq‡hvM¨ n‡j wba©vwiZ g~j¨ msµvšÍ Z_¨vw`|

10| Z_¨ AwaKvi m¤úwK©Z Z_¨vw`t
K) Z_¨ cÖvwßi AwaKvi msµvšÍ Z_¨vw` Ges Z_¨ cÖvwßi Rb¨ Av‡e`‡bi cÖwµqv (Av‡e`‡bi dg©, Avwcj Ges Awf‡hvM)|
L) Z_¨ cÖ`vbKvix Kg©KZ©v Ges Zuvi AvwcjKvix KZ©…c‡¶i †hvMv‡hv‡Mi Z_¨|
M) Z‡_¨i Rb¨ Av‡e`bKvix bvMwi‡Ki bvg, wVKvbv|
N) Av‡e`‡bi ZvwiLmn Av‡ew`Z Z‡_¨i eY©bv|
O) Av‡e`‡bi Ae¯’v|
P) cÖZ¨vLv‡bi wei‡× Avwcj|
Q) Z_¨ Kwgk‡b `vwLjK…Z Awf‡hv‡Mi eY©bv|
R) Z_¨ Kwgk‡bi P‚ovšÍ Av‡`k|

KZ©…c¶ wbgœewY©Z Z_¨vw` cÖKvk Ki‡Z eva¨ bq
1. †Kvb Z_¨ cÖKv‡ki d‡j †Kvb Z…Zxq c‡¶i eyw×e„wËK m¤ú‡`i AwaKvi ¶wZMÖ¯Í n‡Z cv‡i Giƒc evwYwR¨K ev e¨emvwqK AšÍwb©wnZ 

†MvcbxqZv welqK, KwcivBU ev eyw×e„wËK m¤ú` (Intellectual Property Right) m¤úwK©Z Z_¨|
2. †Kvb Z_¨ cÖKv‡ki d‡j cÖPwjZ AvB‡bi cÖ‡qvM evavMÖ¯Í n‡Z cv‡i ev Aciva e„w× †c‡Z cv‡i Giƒc Z_¨|
3. AvBb cÖ‡qvMKvix ms¯’vi mnvqZvi Rb¨ †Kvb e¨w³ KZ©…K †Mvc‡b cÖ`Ë †Kvb Z_¨|
4. Av`vj‡Z wePviaxb †Kvb welq Ges hvnv cÖKv‡k Av`vjZ ev UªvBey¨bv‡ji wb‡lavÁv i‡q‡Q A_ev hvi cÖKvk Av`vjZ Aegvbbvi kvwgj, 

G iƒc Z_¨|
5. Z`šÍbvaxb †Kvb welq hvi cÖKvk Z`šÍ Kv‡R weNœ NUv‡Z cv‡i G iƒc Z_¨|
6. †Kvb Aciv‡ai Z`šÍ cÖwµqv Ges Acivaxi †MÖdZvi I kvw¯Í‡K cÖfvweZ Ki‡Z cv‡i Giƒc Z_¨|
7. AvBb Abymv‡i †Kej GKwU wbw`©ó mg‡qi Rb¨ cÖKv‡ki eva¨evaKZv i‡q‡Q Giƒc Z_¨|
8. †KŠkjMZ I evwYwR¨K Kvi‡Y †Mvcb ivLv evÂbxq G iƒc KvwiMix ev ˆeÁvwbK M‡elYvj× †Kvb Z_¨|
9. †Kvb  µq  Kvh©µg  m¤ú~Y©  nIqvi c~‡e© ev D³  wel‡q  wm×všÍ  MÖn‡Yi  c~‡e© mswkó  µq ev Dnvi  Kvh©µg msµvšÍ †Kvb Z_¨|
10.  RvZxq msm‡`i we‡kl AwaKvinvwbi KviY n‡Z cv‡i Giƒc Z_¨|
11. †Kvb e¨w³i AvBb Øviv msiw¶Z †Mvcbxq Z_¨|



Jla cÖkvmb Awa`ßi2024-2025evwl©K cÖwZ‡e`b

82

cwiwkó-Pt AZ¨vek¨Kxq Jl‡ai ZvwjKv (A¨v‡jvc¨vw_K)

List of Essential Drugs (Allopathic)
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cwiwkó-Qt  e¨e¯’vcÎwenxb Jl‡ai ZvwjKv (A¨v‡jvc¨vw_K)
List of Over-the-Counter (OTC) Drugs (Allopathic)

1. Albendazole Chewable Tablet
2. Antacid Chewable Tablet/ Suspension
3. Ascorbic Acid Chewable Tablet/ Syrup
4. Benzyl Benzoate Lotion
5. Calcium Tablet
6. Chloramphenicol Eye/Ear Ointment/Drops
7. Chlorhexidine Lotion/ Cream
8. Chloroxylenol Lotion/ Cream
9. Chlorpheniramine Maleate Tablet/ Syrup
10. Condoms
11. Diclofenac Gel
12. Dextromethorphen Syrup
13. Ferrous (Sulphate, Gluconate & Fumarate) Tablet/ Capsule/ Syrup
14. Gentian Violet 
15. Glycerin Suppository
16. Low Dose Contraceptive Pills
17. Mebendazole Tablet
18. Metronidazole Tablet/ Suspension
19. Methyl Salicylate Gel
20. Milk of Magnesia Suspension
21. Mouthwash Preparations
22. Multivitamin Tablet/ Capsule/ Drops
23. Neomycin/ Gentamycin/ Bacitracin or combination Ointment/ Cream/ Dusting Powder
24. Omeprazole capsule
25. Oral Rehydration Salt (ORS) (with or without glucose or flavours) Sachets
26. Paracetamol/Acetaminophen Tablet/ Syrup/ Suspension/Suppository
27. Permethrin Ointment/ Cream
28. Potassium Permenganate Granules for Gargle
29. Povidone Iodine
30. Promethazine Theoclate Tablet
31. Ranitidin Tablet
32. Riboflavine tablet
33. Salbutamol Tablet
34. Salicylic Acid + Benzoic Acid Ointment
35. Silver Sulphadiazine Ointment
36. Sunscreen Preparations   
37. Vitamin A Capsule
38. Vitamin B Complex (individual or combinations) Tablet/ Syrup/ Drops
39. Xylometazoline 0.1% Nasal Drops
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cwiwkó-Rt ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG
SI No. Therapeutic Class Code Number 

1.  Adrenergic     001 
2.  Adrenocortical Steroids-antagonists 002 
3.  Amino Acids  003 
4.  Anaesthetics (General) 004 
5.  Anaesthetics (Local) 005 
6.  Analgesics and Antipyretics 006 
7.  Antacid,Adsorbent 007 
8.  Anthelmintics including schistosomiasis and filaricides 008 
9.  Antiarrythmics 009 
10.  Anticancer 010 
11.  Anticholinergic 011 
12.  Anticoagulants and Fibrinolytic Drug 012 
13.  Anticonvulsants 013 
14.  Antidepressants 014 
15.  Antidiabetes 015 
16.  Antidiarrhoeal Agents 016 
17.  Antidotes and Heavy Metal Antagonists 017 
18.  Antiemetic  018 
19.  Antifibrillants 019 
20.  Antifungl Agent 020 
21.  Antihistamine 021 
22.  Antihypertensive  022 
23.  Anti-infective 023 
24.  Antimalarial Antikalazor 024 
25.  Antiparkinsonism  025 
26.  Antiplatelete 026 
27.  Antiprotozoal 027 
28.   Antipsychotic  028 
29.  Antiseptic and Disinfectants 029 
30.  Antitubercular and Antileprotic  030 
31.  Antitussives, Expectorants and Mucolytic 031 
32.  Antiviral 032 
33.  Blood Coagulating  033 
34.  Bulk pharmaceuticals (Raw materials) 034 
35.  Cardiac Glycosides 035 
36.  Cerebral Vasodilator and Drug used in stroke and Peripheral vasodialators 036 
37.  Cholinergic  037 
38.  Common Cold Preparations 038 
39.  Contraceptives (including devices) 039 
40.  Coronary Vasodilators  and Antianginal drug 040 
41.  Diagnostic Agents, Medical Device 041 
42.  Diuretics 042 
43.  Drug used for erectile dysfunction 043 
44.  Drug used in  Bronchial Asthma,Chronic obstructive pulmonarydisease(COPD) 044 
45.   DRUG used in Anemia and other Blood disorder 045 
46.  Drug used in Epilepsy  046 
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SI No. Therapeutic Class Code Number 
1.  Drug used in migraine 047 
2.   Drug used in Osteoporosis  048 
3.  Drug used in obstratics and Gentiourinary disease 049 
4.   Ear and Nose Preparations   050 
5.  Enzymes 051 
6.  Eye Preparations 052 
7.  Fertility Agents 053 
8.  Galenical preparations and Prescription chemicals 054 
9.  H2 Receptor Blocking  055 
10.  Hormone 056 
11.  Hypnotics,Sedatives& Anxiolitic 057 
12.  Immune-suppressant 058 
13.  Kidney Dialysis Fluid 059 
14.  Laxatives 060 
15.  Lipid Lowering  061 
16.  Metals, Salts, Minerals and Calcium Preparations 062 
17.  Neuromuscular Blocking  063 
18.  Nonsteroidal antiinflamatory and drugs used in arthritis 064 
19.  Opioid Analgesics 065 
20.  Opioid Antagonists 066 
21.  Proton Pump inhibitor 067 

22.  Radiopharmaceuticals 068 

23.  Sera, Toxins, Toxoids and Vaccines 069 
24.  Skeleton Muscle Relaxan 070 
25.  Skin and Mucous Membrane Preparations 071 
26.  Steroidal Anti inflammatory  072 
27.  Throat Preparations, Mouth Washes and Gargles 073 
28.  Thyroid and Antithyroid 074 
29.  OtherClassification 075 
30.  Uricosuric and Anti-Gout Agents 076 
31.  Veterinary Drugs 077 
32.  Vitamins and Combinations 078 
33.  Water for Injection, Electrolytes, Blood Volume Restorers and Caloric Agents. 079 
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cwiwkó-St Jla cÖkvmb Awa`ß‡ii wewfbœ Kvh©µ‡gi wba©vwiZ wdt
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