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ljb]zL cf}iflw sDkgLsf] 
gfd ;"rLs/0f,

cf}iflw btf{ -cg';"rL–$ 
ª_,

cf}iflwsf] lgsf;L 
l;kmfl/;kq

Non - Pharmacopoeia Products x?sf] 
ljlw k'li6s/0f (Analytical Method 

Validation) l:js[ltsf] nflu

cf}iflw k}7f/L btf{ 
k|df0fkqsf]  gljs/0f

cf}iflw lgsf;L l;kmfl/;kqsf] 
glas/0f

cf}iflw btf{ k|df0fkq÷
l;kmfl/;kqdf ePsf] ljj/0f ;+zf]wg 

(Variation approval),

cfoftstf{ kl/jt{g

pTkfbs ;fO{6 kl/jt{g 
(Site Change)

lSnlgsn 6«ofnsf] 
:jLs[lt -cg';"lr–!#_

u[x dGqfnodf nfu"÷dgf]l4s 
cf}iflwx? cfoftsf] nflu 
ljefuLo l;kmfl/; kq

Intraocular lens (IOL) sf] 
cfoft l;kmfl/;

Radioisotopes sf] 
cfoft l;kmfl/;,

cf}iflwsf] ljz]if l;kmfl/;

Hand sanitizer sf] gofF 
btf{,

Instant Hand Sanitizer 
(Alcohol Based) sf] 

ljlqmljt/0f k|df0fkq 
-cg';"rL–&_ sf]  gljs/0f,

l;kmfl/;kq jf k|df0f–
kqsf] k|ltlnlk,

!=	 cf}iflw lgsf;L l;kmfl/;kq -cg';"rL–^_ adf]lhd lga]bg
@=	 cf}iflw pTkfbg cg'1fkqsf] k|ltlnlk
!=	 cf}iflw:t/ lgodfjnL, @)$# sf] cg';"rL–@ sf] 9fFrf adf]lhdsf] b/vf:t,
@= 	Guideline on Analytical Method Validation on Non-Pharmacopoeia Products for Regulatory Approval (AMVP/) 076-77-02) sf] Annex II adf]lhdsf] sfuhftx?

s=	 cfoftstf{÷sDkgLåf/f gljs/0fsf] nflu b/vf:t, 	 v=	 Price Commitment Letter,	 u=	cg';"rL–$ ª, & / ( adf]lhdsf] k|df0fkq,
3=	Valid Notarized copy of GMP Certificate, Manufacturing license and COPP, WHO GMP certificates in case of non SRA. 	 ª=	Updated Product Specification,
r=	 Long term stability study Protocol and report at Zone IVb condition -for vaccines &Biological Products as per ICH Guidelines,	 5=	Summary of Product Quality Review Report,	
h=	 Declaration on ADR.

s=	 gljs/0fsf] nflu b/vf:t	 v=	 glas/0f ePsf] pTkfbg cg'1fkq

s=	 cfoftstf{ / pTkfbsåf/f b/vf:t,
v=	 Variation approval sf nflu cfjZos kg]{, sfuhftx? -h:t} Variation as approved by the concerned regulatory authority, Change Control Documents)  

s=	 pTkfbssf] tkm{u'0f:t/ cf}iflwsf gfd ;lxt cfoftstf{ kl/at{gsf nflu b/vf:t,
v=	 pTkfbsu'0f:t/ k|:tfljt cfoftstf{nfO{ lbO{Psf] Authorization letter & power of attorney tyf pTkfbs / k|:tfljt cfoftstf{ larsf] agreement,
u=	 xfnsf] k|:tfljt cfoftstf{ k|f=ln= eP dfOGo'6 ;lxtsf] pTkfbssf] ;fO{6 / pTkfbg ;lxtsf] ljj/0f v'n]sf]  -k|f= ln= sf]  k|aGw kq / lgodfjnL ;d]tsf] k|ltlnlk_ cfj]bg,
3=	pTkfbg -cf}iflw_ sf gljs/0f cBfjlws ;Ssn cg';"rL $ ª / & sf] k|df0fkq,	 ª=	 k|:tfljt cfoftstf{sf] gljs/0f cBfjlws cg';"rL ( sf] k|df0fkq,
r= 	cf}iflw btf{ /x]sf] ;fljssf] cfoftstf{ k|f=ln ePdf k|f=ln=sf] dfOGo'6, cf}iflwsf gfd ;lxtsf] ;xdltkq (NOC) .

s=	 cfoftstf{ / pTkfbsu'0f:t/ b/vf:t,	 v=	 cg';"rL $ ª / & jdf]lhdsf] cWofjlws k|df0fkq,	 u=	 Valid Notarized WHO GMP certificate, Notarized manufacturing license, Notarized COPP, 
3=	 k|:tfljt pTkfbg site sf] ljefusf] WHO GMP Compliance Audit Report jf ljefudf pQm site ;f]lx category df btf{ ePsf] k|df0f 	 ª=	 Product Specification,	 r=	 Certificate Of Analysis,	
5=	Sample,           h=    Process Validation Report,           em= Long term stability study Protocol & report at Zone IV b condition for claimed Shelf life (for vaccines & Biological product as per ICH Guidelines)
`=	 Technology transfer documents. 

s=	 cf}iflw btf{ lgodfjnL, @)#* sf] cg';"rL !@ adf]lhdsf] b/vf:t,	 v=	 g]kfn :jf:Yo cg';Gwfg kl/ifbsf] Olysn l/Eo' af]8{sf] cg'df]bg kq,	 u=	 Clinical Trial Protocol,	       3=	Investigators' Brochures,
ª=	 Investigators' QualificationM GCP Certificate and CV,	 r=	 Signed and completed Declaration by Investigators and Sponsor/CRO,	 5=	 c:ktfnaf6 IRC :jLs[lt kqsf] k|ltlnkL .

s=	cfoftstf{÷pTkfbsaf6  b/vf:t,					     v=	 vkt ljj/0f (Batchwise) / ahf/ laqmLljt/0fsf] (Wholesale, Retail) cflwsf/Ls /]s8{ ljefun] pknAw u/fPsf] 9fFrfdf_,
u=	 cg';"rL $ ª / & sf] k|ltlnkL,

s=	 cfoftstf{÷pTkfbsaf6 b/vf:t, 	 v=	 Letter of authorization, 	 u=	 Letter of Warranty,	 3=	 Notarized copy of Manufacturing license,  
ª=	 ISO 9001:2000 k|df0fkq / ISO 13485, 	 r=	 ISO 11979:1999 (Standard of the product),	 5=	 n]G;df k|of]u ul/Psf ;fdu|Lsf ;|f]tx?, 	 h=	 Quality Manual,	
em=	Site Master File, 	 `=	 n]G;sf] k/LIf0f l/kf]6{ (Test for Conformity),	 6=	 Price Commitment letter,	 7=	 c:ktfnaf6 IOL sf] k|of]u;DalGw l;kmfl/; .

s=	 cfoftstf{÷pTkfbsaf6 b/vf:t, 	 v=	 lzIff la1fg tyf k|ljlw dGqfnosf] cg'dlt kq
u=	 Valid License for Operating of Medical Cyclotron Facility (Atomic Energy Regulatory Board, Radiological Safety Division),
3=	No Objection Certificate (NOC) for export of radioactive material to Nepal (Atomic Energy Regulatory Board, Radiological Safety Division),
ª=	 Material Safety Data Sheet,	 r=	 :jf:Yo ;+:yf ;+rfngsf] Ohfhtkq gljs/0f ;lxt .	 5=	 vkt ljj/0f
h=	 Radioisotopes ;'/lIft e08f/ tyf k|of]u ;dalGw tflnd k|fKt hgzlQm tyf ef}lts k'a{wf/sf] ljj/0f

s=	 lgMz'Ns ?kdf lj/fdLnfO{ pknAw u/fpg] k|of]hgfy{ cf}iflwsf] cfoft l;kmfl/;sf nflu k]z ug{' kg]{ sfuhftx?M 
!=	 la/fdLsf] lgj]bg,	 @=	 la/fdLsf] k'hf{, 	 #=	 c:ktfnsf] l;kmfl/; kq, 	 $=	 gful/stfsf] k|ltlnkL,

c=	 Instant Hand Sanitizer (Alcohol Based) sf] ljlqmljt/0f k|df0fkq -cg';"rL–&_ sf nflu k]z ug{'kg]{ sfuhftx?M	 !=	 k|ljlwhGo :jf:Yo ;fdu|L tyf pks/0f ;DalGw lgb]{lzsf, @)&$ sf]  cg';"rL–^ sf] 9fFrf adf]lhdsf] b/vf:t, 
@=	 Authorization letter from Manufacturer,	 #=	 Letter of warranty,	 $=	 Power of attorney,
%=	 Notarized copy of Manufacturing license,	 ^=	 Notarized copy of Free Sales Certificate,	 &=	 Detail Product Specification,
*=	 Method of analysis,	 (=	 Sample of label and carton,	 !)=	Certificate of analysis from manufacturer,
!!=	/fli6«o cf}iflw k|of]uzfnfaf6 ul/Psf] u'0f:t/ k/LIf0fsf] k|ltj]bg,	 !@=	 Site Master File of manufacturing site or equivalent document,	 !#=	 Price commitment letter,  
!$=	k|ljlwhGo :jf:Yo ;fdu|L tyf pks/0f ;DalGw lgb]{lzsf, @)&$ adf]lhdsf] ljqmL s]G›, kmd{ jf k;nbtf{sf] k|df0fkq -cg';"rL–(_ sf] k|ltlnkL,
cf=	 Instant Hand Sanitizer (Alcohol Based) sf] k}7f/L l;kmfl/;kq -cg';"rL–%_ sf nflu k]z ug{'kg]{ sfuhftx?M	 !=	 k|ljlwhGo :jf:Yo ;fdu|L tyf pks/0f ;DalGw lgb]{lzsf, @)&$ cg';"rL– # sf] 9fFrf adf]lhdsf] b/vf:t,
@=	 k|ljlwhGo :jf:Yo ;fdu|L tyf pks/0f ;DalGw lgb]{lzsf, @)&$ sf]  Instant Hand Sanitizer (Alcohol Based) sf] ljlqmljt/0f k|df0fkq-cg';"rL–&_ sf] k|ltlnkL,
#=	 Notarized copy of Manufacturing license,	 $=	 Notarized copy of Free Sales Certificate,	 %=	 Detail Product Specification,
^=	 Method of analysis,	 &=	 Sample of label and carton,	 *=	 Certificate of analysis from manufacturer,
(=	 /fli6«o cf}iflw k|of]uzfnfaf6 ul/Psf] u'0f:t/ k/LIf0fsf] k|ltj]bg,	 !)=	 Price commitment letter.

!=	 cfoftstf{÷pTkfbsaf6 b/vf:t, Instant Hand Sanitizer (Alcohol Based) sf] ljlqmljt/0f k|df0fkq -cg';"rL–&_,	 @=	 Notarized copy of Manufacturing license,	 #=	 Notarized copy of Free Sales Certificate,

$=	 Detail Product Specification,	 %=	 Method of analysis,	 ^=	 Sample of label and carton,	 &=	 Certificate of analysis from manufacturer,

*=	/fli6«o cf}iflw k|of]uzfnfaf6 ul/Psf] u'0f:t/ k/LIf0fsf] k|ltj]bg,	 (=	 Price, 

s=	cfj]bsaf6 k|ltlnlk dfu ug{'kg]{ sf/0f v'n]sf] b/vf:t .

v=	clwsfl/s cfoftstf{ dfkm{t lj/fdLnfO{ cf}iflw pknAw u/fpg] k|of]hgfy{ cf}iflwsf] cfoft l;kmfl/;sf nflu k]z ug{' kg]{ sfuhftx?M
!=	 cfoftstf{sf] lgj]bg,	 @=	 la/fdLsf] lgj]bg,	 #=	 la/fdLsf] k'hf{, 	 $=	 c:ktfnsf] l;kmfl/; kq, 	 %=	 gful/stfsf] k|ltlnkL,

u=	 cGt/f{li6«o af]nsaf]n k|0ffnL cg';f/ ;/sf/L lgsfon] cf}iflw k}7f/L ug{ rfx]df k]z ug{' kg]{ sfuhftx?M
!=	k}7f/L ug]{ lgsfosf] cflwsfl/s kq,  	 @=	 pTkfbs jf ;f]sf] k|ltlglw / ;/sf/L lgsfoaLr ePsf] ;Demf}tfkq,

3=	 Donation af6 k|fKt x'g] cf}iflwx?sf] k}7f/Lsf] nflu cfjZos sfuhftx?M	 !=	 ;/sf/L lgsfo ePdf  cg'bfgdf k|fKt x'g] cf}iflwx?sf] ;'rL, k|f]kmdf{ lan ;lxtsf] cflwsfl/s kq, 	
@=	 u}/;/sf/L lgsfo jf ;+:yf  ePdf cg'bfgdf k|fKt x'g] cf}iflwx?sf] ;'rL, k|f]kmdf{ lan, ;+:yf btf{sf] k|df0fkq -cBfjlws gljs/0f ePsf]_ ;lxtsf] cfj]bg,     #=	 k}7f/L ul/g] cf}iflwx? æ/fli6«o cTofjZos cf}iflwx?sf] ;"rLÆ df ;dfa]z ePsf] x'g'kg]{5,	
$=	 k}7f/L ul/g] cf}iflwx?sf] Dofb eG;f/ ljGb'df cfOk'Ubf slDtdf klg Ps jif{ afFsL ePsf] x'g'kg]{5,                       gf]6M cf}iflw k}7f/L ug{'k"j{ o; ljefuaf6 :jLs[lt lng'kg]{5 .

ª=	 cGo kl/:yltdf cf}iflwsf] ljz]if l;kmfl/z lng'kg]{ ePdf nflu k]z ug{' kg]{ sfuhftx?M	 !=	 cf}iflwsf] ljz]if l;kmfl/; ;DalGw -klxnf] ;+zf]wg_ sfo{ljlw @)&& sf] cg';"rL–! adf]lhdsf] b/vf:t, 
@=	 cf}iflwsf] Summary of Product Characteristics,	 #=	 lgof{t ug]{ b]z / cGo d'n'sdf cf}iflw btf{ / k|of]u ;DalGw ljj/0f,	
$=	 pknAw cf}iflw;+usf] t'ngfTds nfe xfgL ;DalGw ljj/0f,	 %=	 cfoft d"No / clwstd v'›f d"No (MRP),	 ^=	 cGo j}1flgs ;Gbe{ ;fdfu|Lx?, 	
&=	 c:ktfnsf] 8«u P08 y]/fKo'l6s sld6Lsf] l;kmfl/;, 	 gf]6M  l;=g+= -@_ b]lv -&_ ;Dd pNn]lvt ljj/0fx? gofF cf}iflw, ;lDd>0f tyf gofF jgfj6sf] cf}iflwx?sf] xsdf nfu" x'g]5 .

r=	cf}iflwsf] gd'gf k/LIf0fsf nflu cf}iflwsf] cfoft l;kmfl/;sf nflu  k]z ug{' kg]{ sfuhftx?, 
!=	 pTkfbssf] cg'/f]w kq,	 @=	 cf}iflwsf] ljj/0f ;lxtsf] INVOICE,	 #=	 cf}iflwsf] ljj/0f ;lxt cfoftstf{sf] cfj]bg -v'nfpg' kg]{_ .

s=	 cf}iflw btf{ lgodfjnL, @)#* sf] cg';"rL $ v ! sf] 9fFrf adf]lhdsf] b/vf:t,	 v=	 sDkgLsf] clVtof/L kq (Power Of Attorney), 	 u=	 Letter of Authorization to the Importer by the Company,	
3=	 Letter of Warranty,	 ª=	 kmfd]{;L btf{ k|df0fkq -yf]s_ -cg';"rL–(_ sf] cWofjlws k|ltlnlk,	 r=	 Notarized copy of Up–to–date Manufacturing License,
5=	 ;DalGwt lgofds lgsfon] k|bfg u/]sf] notarized copy of Good Manufacturing practice certificate	 h=	 SRA b]zsf] lgofds lgsfon] k|bfg u/]sf] notarized copy marketing authorization  or WHO PQ documents 
em=	 btf{ ug{ rfx]sf] s'g} Ps pTkfbgsf] Complete Dossier submitted to SRA	 `=	 Audit compliance Letter issued by DDA in case of non SRA.	 6=	 AEFI reporting system for vaccines
c= 	 cf}iflw k}7f/L btf{ k|df0fkq k|flKtsf nfluM 
s=	 cf}iflw btf{ lgodfjnL, @)#* sf] cg';"rL $ u sf] 9Frf adf]lhdsf] b/vf:t, 	 v=	 Notarized Copy of valid  Manufacturing license, 	 u=	 ;DalGwt lgsfon] k|bfg u/]sf]   Notarized Copy of valid GMP Certificate,	
3=	 Notarized Copy of Valid  COPP,	 ª=	 Detail Chemistry manufacturing and control  	 r=	 Product Specification, 
5=	 Pharmacopoeia Standard, analytical method validation in case of non pharmacoipial product 	 h=	 artwork 	 em=	 Sample of the product, 	 `=	Method of analysis,
6=	 pTkfbssf] cfˆg} u'0f:t/ k|of]uzfnfsf] cf}iflwsf] k/LIf0fsf] k|ltj]bg,	 7=	 ljefun] tf]s]sf] k|of]uzfnfu'0f:t/ u/]sf] cf}iflwsf] k/LIf0fsf] k|ltj]bg,	 8=	 Lot Release Certificate by the Concerned authority 
9=	 WHO Prequalification Letter (applicable for WHO Prequalified products) or Marketing Authorization issued by SRA,	 0f=	 cfjZostf cg';f/ BA/BE cyjf Biowaiver sf nflu k'li6 ;lxtsf] sfuhft,
t=	 Bio-similarity Report for Biological Products (Not Applicable for Veterinary Products), 	 y=	 Analytical Method Validation Report from NML for non-pharmacopeial products,	 b=	Letter of Attorney,  	 w=	Summary of Product Characteristics, 
g=	 stability study protocol and reports (Zone IVb condition) of three batches for claimed shelf life (as per ICH Guidelines),	 kÞ=	 Company inspection report of DDA if audited or SRA registration authorization, 
km=	 Undertaking that the proposed product is not supplied in higher prices than in the exporting country,	 a=	 Comparative Price of at least % competitor brands if available,
e=	 Attested copy of agreement between the company and authorized importer,	 d=	 CTD dossier or in format as prescribed by DDA. 	
o=	 Veterinary cf}iflwsf] xsdf SRA b]zsf] lgofds lgsfon] k|bfg u/]sf] Marketing Authorization	
cf=	 cf}iflw k}7f/L l;kmfl/;kq -cg';"rL–&_ k|flKtsf nfluM cf}iflw btf{ lgodfjnL, @)#* sf] cg';"rL ^ sf] 9fFrf adf]lhdsf] b/vf:t .
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lgj]bg k|fKt ePsf] ldltn] & lbgleq /fli6«o cf}iflw 
k|of]uzfnfdf k7fO{g] / /fli6«o cf}iflw k|of]uzfnfu'0f:t/ 
k|ltj]bg k|fKt ePkZrft sf/jfxL cuf8L a9fOg]  .
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/fli6«o cf}iflw k|of]uzfnfdf ;Dks{ ug]{

cf}iflw k}7f/L btf{ k|df0fkq -cg';"rL–$ª_ sf] nfluM cfsl:ds, 
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3 @_ sf] nflu ? !)))÷– / cGo cf}iflwx?sf] nflu ? @%))÷– 
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? %))÷–
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? @%))÷–k|lt pTkfbg

klxnf] k6ssf] nflu ? = @))÷– / bf];|f] jf 
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