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;+lIfKt zAbfjnLx¿

API	 =	 Active Pharmaceutical Ingredient -kmdf{:�o"l6sn ;lqmo kbfy{_

COA	 =	 Certificate of Analysis -k|of]�uzfnf kl/�If0fsf]� k|df0fkq_

CoPP	 =	 Certificate of Pharmaceutical Product -;l6{lkms]�6 ckm 
kmfdf{:�o"l6sn k|8S6_

DDA	 =	 Department of Drug Administration -cf}�iflw Aoj:�yf ljefu_

eLMIS	 =	 Electronic Logistics Management Information System 

GMP	 =	 Good Manufacturing Practice -c;n pTkfbg cEof;_

GRN	 =	 Goods Received Note -;fdfg k|flKt ljj/�0f_

NDRA	 =	 National Drug Regulating Authority -/�fli6«o cf}�iflw lgodg lgsfo_

Incoterm	=	 International Commercial Term 

ISO	 =	 International Organisation for Standardisation

NTG	 =	 National Treatment Guideline

PDI	 =	 Post Delivery Inspection -8]�lne/�L kZrftsf]� lg/�LIf0f_

PIL	 =	 Package Information Leaflet -pTkfbg hfgsf/�L krf{_

PSI	 =	 Pre-Shipment Inspection -l;kd]�G6 k"j{sf]� lgl/�If0f_

QC	 =	 Quality Control -u'0f:�t/� lgoGq0f_

SOP	 =	 Standard Operating Procedure -sfo{ ;+rfng ljlw_

SRA	 =	 Stringent Regulatory Authority 

STP	 =	 Standard Treatment Protocol 

WHO	 =	 World Health Organisation -ljZj :�jf:�Yo ;+u7g_
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ljifo–;"rL

;+lIfKt zAbfjnLx¿	 !	

k[i7e"ld		 %	

kl/�R5]�b !M l;kd]�G6 k"j{sf]� lg/�LIf0f (PSI)	 &

	 != kl/�ro 	 &

	 @= PSI ug{ kgf{sf sf/�0fx¿ 	 *

	 #= PSI sf p2]�Zox¿ 	 *

	 $= PSI sf d"n l;4fGtx¿ 	 !)

	 %= PSI sf k|fyldstfx¿ 	 !)

	 ^= PSI k"j{sf cfjZostfx¿	 !!

	 &= PSI kl5sf cfjZostfx¿	 !@

	 *= PSI sf sDkf]�g]�G6x¿ (Components)	 !@

		  *=! pBf]�u lg/�LIf0f 	 !@

		  *=@= k|of]�uzfnf k/�LIf0f 	 !$

		  *=#= nf]�l8ª lg/�LIf0f 	 !%

kl/�R5]�b @M 8]�lne/�L kZrftsf]� lg/�LIf0f (PDI) 	 !&

	 != kl/�ro 	 !&

	 @= PDI ug{‘ kgf{sf sf/�0fx¿ 	 !&

	 #= PDI sf p2]�Zox¿ 	 !*

	 $= PDI sf sDkf]�g]�G6x¿ (Components) 	 !(
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		  $=! cjnf]�sg lg/�LIf0f (Visual Inspection) 	 !(

		  $=@ u'0f:�t/� lg/�LIf0f 	 @#

		  $=# sfuhft lg/�LIf0f 	 @#

	 %= Joj:�yfkg, k"jf{wf/� /� sd{rf/�L 	 @$

	 ^= b:�tfj]�hLs/�0f (Documentation) 	 @%

	 &= Sjf/�]�G6fOg÷cnUofpg]� 	 @&

kl/�R5]�b #M gd"gf ;Íng lgb]�{lzsf 	 @*

	 != kl/�ro 	 @*

	 @= gd"gf ;+sng k|lqmof 	 @(

	 #= gd"gfsf]� dfqf (Sample Quantity) 	 #)

	 $= gd"gfsf]� efu (Sample Parts) 	 #)

	 %= l/�kf]�l6{Ë 	 #!

	 ^= gd"gf ;+sng kmf/fd 	 ##

kl/�R5]�b $M u'0f:�t/� ;'lglZrttfsf]� nflu ;j{dfGo ljlw 	 #%

	 != kl/�ro 	 #%

	 @= PSI /� PDI sfo{;Dkfbgsf dfkb08x¿ 	 #%

	 #= cf}�iflwhGo ;fdu|L k|fKt tyf e08f/�0f ug]�{ k|lqmofx¿ 	 #^

	 $= l;kd]�G6 lj;+ult ljj/�0f 	 #(

cg';"rL !M lg/�LIfssf nflu ;fdfGo lgb]�{zg 	 $@

cg';"rL @M PSI /� PDI sf nflu r]�slni6 	 $^

;Gbe{ ;"rL 	 %%
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k[i7e"ld

cf}�iflw tyf cf}�iflwhGo pTkfbgx¿ ;+j]�bgzLn pkef]�Uo j:�t'x¿ x'g\ h'g pTkfbg 
k|lqmofsf]� ;'? x'g'eGbf cl3b]�lv clGtd pkef]�Qmf;Dd k'Ug]� laGb' ;Dd}� v/�f]� 
u'0f:�t/� k|Tofofg k|lqmof kf/� u/�]�sf]� x'g'kb{5 . o:�tf]� k|s[ltsf sf/�0f cf}�iflwhGo 
pTkfbgx¿df v/�f]� cEof;x¿ h:�t}� ljZj :�jf:�Yo ;+u7gåf/�f dfGotf k|fKt c;n 
pTkfbg cEof; (WHO-GMP) /� cGo ;dfg cflwsfl/�s cEof;x¿ kfngf ug]�{ 
ul/�G5 . o:�tf cfjZostfx¿sf]� ?k/�]�vf leq, k|To]�s v/�Lb k|lqmofdf l;kd]�G6 
k"j{sf]� lgl/�If0f (PSI) /� 8]�lne/�L kZrftsf]� lg/�LIf0f (PDI) k|lqmofx¿ clgjfo{ /�xG5 .

l;kd]�G6 k"j{sf]� lgl/�If0f v/�Lb k|lqmofdf v/�Lb sfo{sf]� nflu rog ul/�Psf]� 
pTkfbgsf]� u'0f:�t/� /� kl/�df0f ;'lglZrt ug{ ;fdfgsf]� 9'jfgL x'g cl3 ul/�G5 
eg]� 8]�lne/�L kZrftsf]� lg/�LIf0f ;fdfg k|fKt ePkl5 ;D´f}�tfsf zt{x¿sf]� 
kfngf ;'lglZrt ug{ ul/�G5 . 

oL b'a}� k|lqmofx¿ Ps ;kmn v/�Lb k|lqmofsf]� dxTjk"0f{ c+z /� u'0f:�t/� ;'lglZrttf 
(Quality Assurance, QA) k|0ffnLsf]� Ps lx:�;f xf]� . pQm k|lqmofx¿df cGt/�f{li6«o 
dfkb08 /� k|rlnt k|fjwfgx¿ cg';f/� k|rlnt cj:�yf /� pknAw ;|f]�t;fwgdf 
lglxt /�xL lgofds lgsfox¿åf/�f k|ltkflbt lgod Kffngf ul/� agfOPsf 
k|f]�6f]�sn /� P;=cf]�=kL= (SOP) x¿sf]� kfngf ul/�G5 . 

PSI cGtu{t obL cf}�iflw tyf cf}�iflwhGo ;fdu|Lsf]� cfk"lt{ pTkfbsn]� g}� ug]�{ xf]� 
eg]� ;fdu|L 9'jfgL cl3 pTkfbg:�ynd}� lg/�LIf0f sfo{ ul/�G5, t/� ;fdu|Lsf]� cfk"lt{ 
pTkfbs åf/�f clwsf/� k|fKt cfk"lt{stf{÷;Knfo/�n]� ug]�{ cj:�yfdf cfk"lt{stf{sf]� 
uf]�bfd÷:�6f]�/�df ;fdu|Lsf]� lg/�LIf0f ul/�G5 . o; sfo{ cGtu{t cfk"lt{stf{sf]� 
uf]�bfddf e08f/�0f cj:�yfsf]� lg/�LIf0f, ;fdu|Lsf]� ef}�lts cjnf]�sg, Kofs]�lhË, 
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n]�alnª, dfls{ª, k|df0fLs/�0f /� pTkfbgsf]� Aofr gDa/�, pTkfbg ldlt, Dofb 
;dfKt x'g]� ldlt -;Demf}�tfsf]� zt{ cg';f/� clwstd ;]�Nkm nfO{km ;'lglZrt 
ug{_ pTkfbs÷cfk"lt{stf{åf/�f k|bfg ul/�Psf]� u'0f:�t/� cfZjf;g sfuhftsf]� 
;x;DaGw hf+Fr kb{5g\ . To:�t}� k|To]�s Aofrsf gd"gfx¿ ;+sng ug]�{, 
;Demf}�tfdf ;xdt ePsf]� dfkb08 cg';f/� o;sf]� u'0f:�t/� hf+Frsf]� nflu :�jtGq 
k|of]�uzfnfdf k/�LIf0f ug]�{, uGtJodf k'¥ofpg 9'jfgLsf]� nflu nf]�l8ª k|lqmofsf]� 
lg/�LIf0f cflb sfo{ klg PSI df ;dfj]�z x'G5g\ .

PDI cGtu{t pTkfbs jf cfk"lt{stf{n]� cfk"lt{ u/�]�sf]� cf}�iflwhGo ;fdu|L 
vl/�bstf{sf]� uf]�bfd÷:�6f]�/�df k|fKt eP nuQ}� lg/�LIf0f ul/�G5 . o; sfo{ cGtu{t 
;fdu|Lsf]� ef}�lts cjnf]�sg, Kofs]�lhË, n]�alnª, dfls{ª, k|df0fLs/�0f /� pTkfbgsf]� 
Aofr gDa/�, pTkfbg ldlt, Dofb ;dfKt x'g]� ldlt -;Demf}�tfsf]� zt{ cg';f/� 
clwstd ;]�Nkm nfO{km ;'lglZrt ug{_ pTkfbs÷cfk"lt{stf{åf/�f k|bfg ul/�Psf]� 
u'0f:�t/� cfZjf;g sfuhftsf]� ;x;DaGw hf+Fr ug'{sf ;fy}� k|To]�s Aofrsf 
gd"gfx¿ ;+sng ug]�{, ;Demf}�tfdf ;xdt ePsf]� dfkb08 cg';f/� o;sf]� u'0f:�t/� 
hf+Frsf]� nflu :�jtGq k|of]�uzfnfdf k/�LIf0f ug]�{ cflb sfo{ ;dfj]�z x'G5g\ .

oxfF k|:�t't ul/�Psf laifo /� lg:�sif{x¿ g]�kfnsf]� :�jf:�Yo If]�qsf]� k|rlnt k|0ffnL 
tyf lgodx¿ cg'?k 5g\ . oL dfu{lgb]�{zx¿ ;a}� txsf cf}�iflw vl/�b tyf 
e08f/�0fdf ;+nUg x'g]� ;+:�yfx¿sf nflu s'g}� klg ;dodf pkof]�uL x'g]�5 .

PSI /� PDI sf]� pkfb]�otf o; k|sf/� x'g cfp+5 M

•	 Kff/�bzL{ /� lgikIf v/�Lb k|lqmof cjnDjgsf]� ;'lglZrt ug{ .
•	 cfjZos cf}�iflw tyf cf}�iflwhGo pTkfbgx¿ Rffx]� cg';f/� plrt dfqfdf 

plrt ;dodf plrt :�yfgx¿df k'Ug]� s'/�f ;'lglZrt ug{ .
•	 cf}�iflw tyf cf}�iflwhGo pTkfbgx¿n]� u'0f:�t/� Joj:�yfkg k|0ffnL kfngf 

u/�]�sf]� ;'lglZrt ug{ . 
•	 cf}�iflwtyf cf}�iflwhGo pTkfbgx¿sf]� u'0f:�t/� cfjZos dfkb08 cg';f/� 

5 ls 5}�g lglZrt ug{ .
•	 af]�nkqdf pNn]�v ul/�Psf]� :�k]�lzlkms]�zg adf]�lhd tof/�L ;fdfg÷cfk"lt{ 

ul/�Psf]� ;fdu|L b'?:�t ePsf]� ;'lglZrt ug{ .
•	 v/�Lb k|lqmofdf k|ToIf jf ck|ToIf ?kdf ;+nUg s'g}� klg kIfaf6 s'g}� 

lsl;dsf]� unt cEof;x¿ x'g glbg .
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kl/�R5]�b !

l;kd]�G6 k"j{sf]� lg/�LIf0f (PSI)

!= kl/�ro

l;kd]�G6 k"j{sf]� lg/�LIf0f (PSI) u'0f:�t/� ;'lglZrttfsf]� Ps lx:�;f xf]� h'g pTkfbg 
b]�lv vl/�b;Ddsf cfk"lt{ >[+vnfdf h?/�L GMP cEof;x¿sf]� lg/�Gt/�tfsf]� nflu 
cfjZos x'G5 . PSI n]� cf}�iflwhGo ;fdu|Lsf]� yk u'0f:�t/� / �dfkb08x¿sf]� dfu 
eGbf klg pTkfbs tyf cfk"lt{{stf{åf/�f bfjL ul/�Psf]� u'0f:�t/� /� dfkb08x¿ 
;fdu|L 9'jfgLeGbf cuf8L k|df0fLs/�0f ug]�{ k|lqmofnfO{ hgfp+5 . of]� k|lqmof 
WHO-GMP jf cGo ;dfg u'0f:�t/�sf]� dfGotf k|fKt k|df0fLs/�0fx¿ cGtu{t 
;~rfng x'G5 . pTkfbs jf cfk"lt{stf{af6 ;fdu|Lx¿ k|fKt ug]�{ clGtd r/�0fdf 
9'jfgL x'g' k"j{ PSI cfjZos x'G5 . t;y{ PSI sf]� p2]�Zo pTkfbs÷cfk"lt{stfåf/�f 
sfuhftdf pNn]�v ul/�P cg';f/�sf]� cf}�iflw tyf cf}�iflwhGo ;fdu|Lx¿sf]� 
u'0f:�t/� /� kl/�df0f k'li6 ug{' xf]� .

vl/�bstf{ jf vl/�bstf{n]� :�jLsf/� u/�]�sf]� :�jtGq t]�;|f]� kIfåf/�f s'g}� klg k"jf{u|x 
lagf pTkfbs jf cfk"lt{stf{sf]� kl/�;/� jf cfk"lt{÷v/�Lb k|lqmofsf]� dxTjk"0f{ 
6«flGh6 ljGb'x¿df PSI ;~rfng ug{' pko'Qm x'G5 . lgofds lgsfo jf 
vl/�bstf{åf/�f ;fO6 lg/�LIf0f /� k|of]�uzfnf ljZn]�if0f nufot lj:�t[t lg/�LIf0f 
kl5 dfq 9'jfgLsf nflu tof/� kfl/�Psf ;fdfu|Lx¿sf]�]� yk k|lqmof cuf8L 
a9fOG5 . 

vl/�bstf{ /� pTkfbs÷cfk"lt{stf{ aLr ePsf]� ;Demf}�tfdf Ps laz]�if zt{ x'g' 
h?/�L x'G5 tf ls PSI u/�]�tf klg cfk"lt{ ul/�Psf]� ;fdu|L vl/�bstf{n]� k|fKt 
ul/�;s]� kl5 klg ef}�lts cjnf]�sg ubf{ jf k|of]�uzfnf k/�LIf0f ubf{ s'g}� v/�faL 
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e]�l6Pdf pTkfbs÷cfk"lt{stf{ cfˆgf]� bfloTj /� lhDd]�jf/�Laf6 d'Qm x'g' x'+Fb}�g /� 
To:�tf]� cj:�yfdf pTkfbs÷cfk"lt{stf{n]� cfˆg}� hf]�lvd /� nfutdf ;DalGwt 
Aofrsf]� ;Dk"0f{ kl/�df0f lkmtf{ lnO ;f]�wegf{ ug'{ u/�fpg' kb{5 . o; afx]�s 
obL cfk"lt{ ul/�Psf ;fdu|L z'?df k|of]�uzfnf kl/�If0fdf 7Ls}� u'0f:�t/�sf]� 
ePsf]� kfOPtf klg kl5 k|of]�ustf{x¿nfO{ ljt/�0f ul/�Pkl5 pQm ;fdu|Lsf]� 
Dofb af+Fls /�x]�;Dddf vl/�bstf{n]� jf lgofds lgsfon]� k/�LIf0f ubf{ tf]�lsPsf]� 
:�k]�lzlkms]�;g /� ;DalGwt kmdf{sf]�lkof cg';f/� gePdf jf u'0f:�t/�df sdL ePdf 
jf s'g}� s}�lkmot b]�lvPdf af+Fls /�x]�sf ;Dk"0f{ ;fdu|L pkef]�Qmf÷vl/�bstf{af6 
pTkfbs÷cfk"lt{stf{n]� cfˆg}� hf]�lvd /� vr{df lkmtf{ nlu gof+F Aofrsf]� ;fdu|L 
;f]�wegf{ ug'{ kg]�{5 eGg]� klg ;Demf}�tfdf pNn]�v x'g' kb{5 .

@= PSI ug{' kgf{sf sf/�0fx¿

lgDg sf/�0fx¿sf nflu PSI ug]�{ ul/�G5 .

•	 k|ToIf jf ck|ToIf ljleGg sf/�0fn]� lal8+u k|lqmofsf]� qmddf pNn]�v ul/�Psf]� 
eGbf km/�s ;fdu|Lx¿ cfk"lt{ x'g ;S5g\ . pbf/�0fsf]� nflu xfdLn]� dfu 
u/�]�sf]� eGbf km/�s lsl;dsf]� cf}�iflw jf km/�s cj:�yfsf ;fdu|L jf agfj6df 
k7fpg ;S5g\ . 

•	 ;fdu|Lx¿sf]� u'0f:�t/� cfk"lt{sf]� ;dodf km/�s x'g ;S5g\ . 

•	 ;fdu|Lx¿sf]� kl/�df0f cfk"lt{sf]� ;dodf km/�s x'g ;S5g\ . 

•	 cfk"lt{ tyf 9'jfgL k|lqmofn]� ;fdu|Lx¿sf]� :�jLsf/�of]�Uo u'0f:�t/�nfO{ c;/� 
ug{ ;S5g\ . h:�t}� Kofs]�lhË, XofG8lnË tyf l;kd]�G6 ljlwn]� k'¥ofpg]� 
c;/�x¿ . 

#= PSI sf p2]�Zox¿

u'0f:�t/� ;'lglZrttfsf ;Gbe{df cf}�iflw tyf cf}�iflwhGo ;fdu|Lx¿sf]� PSI 
ug'{sf p2]�Zox¿ lgDgfg';f/� 5g\ .

•	 ef}�lts cjnf]�sg lg/�LIf0f dfkm{t ;Demf}�tfdf pNn]�lvt zt{ /� sfg"gL 
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k|fjwfg cg';f/� 9'jfgLsf nflu tof/� ul/�Psf ;fdu|Lx¿sf]� u'0f:�t/� 
;'lglZrt ug'{ .

•	 lal8+usf]� ;dodf saf]�n ul/�Psf]� :�k]�lzlkms]�zg cg';f/� pTkfbg ul/�Psf]� 

;fdu|L k|dfl0fs/�0f ug'{ . 

•	 ;fdu|L pTkfbgsf]� qmddf cjnDag ul/�Psf k|lqmofx¿ tyf u'0f:�t/� 

lgoGq0fsf r/�0fx¿sf]� d"NofÍg ug'{ .

•	 tof/�L ;fdu|Lx¿sf]� ;DalGwt kmdf{sf]�lkof /� sfg"gL k|fjwfg cg';f/� 
u'0f:�t/� ;'lglZrt ug{ k|of]�uzfnf kl/�If0fsf]� nflu gd"gf ;+sng ug'{ .

•	 9'jfgLsf nflu tof/� ul/�Psf Aofrx¿sf]� ;Demf}�tfdf pNn]�lvt zt{ cg';f/� 
clwstd ;]�Nkm nfOkm ;'lglZrt ug{ pTkfbg /� Dofb ;dflKt ldlt hf+Fr 
ug'{ .

•	 u'0f:�t/� ;'lglZrttfsf nflu k|of]�uzfnf kl/�If0faf6 pko'Qm 7xl/�Psf 
;fdu|Lsf]� Aofrx¿ 9'jfgL ug{ cg'dlt lbg' .

•	 ;fdu|L 9'jfgLsf]� nflu plrt nf]�l8Ë sfo{sf]� ;'lglZrt ug'{ .

obL pTkfbg :�ynsf]� lg/�LIf0f af]�nkq d"NofÍg k|lqmofsf]� c+z ePdf PSI sf 
p2]�Zox¿ lgDg x'g]�5g\ M

•	 lgofds lgsfon]� ;fdu|L pTkfbgsf]� nflu k|bfg ul/�Psf]� Ohfhtkqsf]� 
dfGo cjlw af]�nkq bflvnfsf]� ldlt /� tf]�lsPsf]� 7]�Ssf cjlw;Dd /�xg]� 
;'lglZrt ug{ cfjZos hf+Fr ug'{ .

•	 ;fdu|Lsf]� pTkfbg /� kl/�If0fdf cjnDag u/�]�sf k|lqmof /� lgoGq0f 
sfo{x¿df af]�nkq sfuhftdf pNn]�v ul/�P cg';f/� c;n pTkfbg cEof; 
(GMP) sf]� sfof{Gjog ul/�Psf]� 5 5}�g d"NofÍg ug'{ .

•	 lgofds lgsfon]� hf/�L u/�]�sf]� u}�/�ck/�flws k|df0f kqsf]� hf+Fr ug'{ .

•	 Aofr pTkfbg sfuhftsf cfwf/�df af]�nkq sfuhftdf pNn]�v ul/�P 
adf]�lhdsf]� lglZrt ;dodf ahf/�df ks8 /�x]�sf]� (Market Standing) k|df0f 
hf+Fr ug'{ .
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$= PSI sf d"n l;4fGtx¿

cf}�iflw tyf cf}�iflwhGo ;fdu|Lx¿sf]� plrt /� lgikIf lg/�LIf0f ;'lglZrt ug{ 
PSI sf d"n l;4fGtsf]� ?kdf PSI sf ;Dk"0f{ k|lqofsf]� SOP to ul/�G5, h:�t}� M

s=	 pTkfbgx¿sf]� :�ynut lg/�LIf0f

v=	 lg/�LIf0fsf]� clen]�lvs/�0f

u=	 lg/�LIf0fsf]� k|df0f /�fVg', h:�t}� kmf]�6f]�u|fkmx¿

3=	 of]�Uo tyf cflwsfl/�s sd{rf/�Lx¿sf]� ;+nUgtf

ª=	 lj:�t[t tyf ;xL k|ltj]�bg .

%= PSI sf k|fyldstfx¿

PSI df ;D´f}�tf cg';f/� u'0f:�t/� /� :�k]�lzlkms]�zg ;DalGw sfuhftdf pNn]�v 
eP cg';f/�sf ;Dk"0f{ cfjZos kl/�If0fx¿ clgjfo{?kdf ;dfj]�z x'g' kb{5 . 
d"Votof lgDgfg';f/�sf kl/�If0fx¿ ;dfj]�z ug{' cfjZos x'G5g\ .

s=	 ;fdu|L e08f/�0fsf]� cj:�yf hf+Fr ug]�{ .

v=	 9'jfgLsf nflu tof/� ul/�Psf ;fdu|Lx¿sf]� u'0f:�t/� hf+Fr ug]�{ /� dfGotf 
k|fKt k|f]�6f]�sn cg';f/� gd"gf ;+sng ug{]� . 

u=	 ;D´f}�tf cg';f/� tof/� kfl/�Psf ;fdu|Lx¿ ;D´f}�tfdf pNn]�lvt 
:�k]�lzlkms]�zg tyf cGo cfjZos sfuhftx¿ cg';f/� ;xL 5 5}�g hfFr 
ug{]� . 

3=	 cfk"lt{sf nflu tof/� ;fdu|Lx¿sf]� u'0f:�t/� tyf cGo cfjZostfx¿ 
;Demf}�tfdf pNn]�v eP cg';f/� eP gePsf]� hfFr ug]�{ . 

ª	 nDjfO{, rf}�8fO{, cfotg, 3gTj h:�tf cfsf/� /� cfoflds hfFr ug]�{ . 

r=	 sRrf kbfy{ tyf pTkflbt ;fdu|Lsf]� u'0f:�t/� ;DaGwdf pTkfbssf]� k/�LIf0f 

k|ltj]�bg hfFr ug]�{ .
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5=	 cfk"lt{sf nflu tof/� kfl/�Psf]� k|To]�s ;fdu|Lsf]� k|yd, åLtLo /� t[tLo 
OsfO{x¿ (primary, secondary and tertiary units) sf]� hfFr ul/� ;Demf}�tf 

cg';f/�sf]� eP gePsf]� PsLg ul/� lgl/�If0f u/�]�sf]�]� lg;flg /�fVg]� .

h=	 ;+sng ul/�Psf gd"gfx¿ yk u'0f:�t/� kl/�If0fsf nflu /� eljiodf 
k|df0fLs/�0f Pj+ kl/�If0f k|lqmofx¿sf]� nflu e08f/�0f ul/� /�fVg ;DalGwt 

clwsf/�Lx¿ sxfF+ k7fpg]� .	
em=	 s'g}� v/�faL jf ;D´f}�tf cg';f/� gePsf Joxf]�/�fx¿ ;d]�t pNn]�v ul/� 

lj:�t[t l/�kf]�6{ agfpg]� .

^= PSI k"j{sf cfjZostfx¿

PSI k"j{ lgDg cfjZostfx¿ k'/�f ePsf]� x'g'k5{ M

s=	 GMP k|df0fkq tyf cGo ;fGble{s jf cfjZos u'0f:�t/� ;DalGw 
k|df0fkqx¿ 

v=	 ;DalGwt /�fi6«sf]� /�fli6«o cf}�iflw lgodg lgsfo (National Drug Regulatory 
Authority, NDRA) jf ;fdu|Lsf]� lgodg ug]�{ lgsfodf btf{ ePsf]� 

u=	 cf}�iflwsf]� xsdf ;l6{lkms]�6 ckm kmfdf{:�o"l6sn k|8S6 (CoPP) jf lalqm 
ljt/�0f btf{ k|df0fkq

3=	 cfk"lt{stf{÷pTkfbsaf6 k|fKt x'g'kg]�{ ;Dk"0f{ cfjZos sfuhftx¿

ª=	 lg/�LIfsn]� kfngf ug'{ kg]�{ cfrf/� ;+lxtf

r=	 lg/�LIfs /� cfk"lt{stf{÷pTkfbs aLr PSI ldlt /� :�ynsf]� pknAwtfsf]� 
;"rgf /� ;xdtL

5=	 k|efjsf/�L /� uxg lg/�LIf0fsf]� nflu pks/�0f /� sd{rf/�Lx¿ h:�tf cfjZos 
k|aGwx¿ .
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&= PSI kl5sf cfjZostfx¿

s=	 lg/�LIf0f k|lqmofsf]� lj:�t[t /� k"0f{ k|ltj]�bg .

v=	 k|of]�uzfnf k/�LIf0f /� eljiodf ;Gbe{sf]� nflu gd"gf .

u=	 k|of]�uzfnf k/�LIf0fsf]� lj:�t[t k|ltj]�bg .

3=	 cg'/�f]�w ul/�Psf]� jf cfjZos k/�]�sf]� v08df k'gM lg/�LIf0f .

*= PSI sf sDkf]�g]�G6x¿ (Components)

PSI cGtu{t lgDg k|d'v sDkf]�g]�G6x¿ ;dfj]�z /�xG5g\ M

*=! pBf]�u lg/�LIf0f

PSI sf]� klxnf]� r/�0f cfk"lt{stf{ jf pTkfbssf]� :�ynut lg/�LIf0f ug{' xf]� . pBf]�u 
lg/�LIf0fsf]� p2]�Zo tof/� ul/�Psf]� ;fdu|Lx¿sf]� plrt u'0f:�t/� ;'lglZrt ug{ 
pTkfbssf]� pTkfbg Ifdtf /� ;fdYo{tfsf]� d"NofÍg ug{{' xf]� . of]� sfo{ lgofds 
lgsfo÷v/�Lbstf{sf cfˆg}� sd{rf/�Lx¿n]� Jff lgods lgsfo÷vl/�bstf{åf/�f 
clwsf/� k|Tofof]�lht t]�;|f]�–kIfåf/�f ug{ ;lsG5 . 
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pTkfbs cfkm}� af]�nkqbftf ePsf]� cj:�yfdf jf cfk"ltstf{nfO{ clVtof/�L lbPsf]� 
cj:�yfdf af]�nkq 5gf}�6 ug'{ k"j{ g}� klg pBf]�u lg/�LIf0f ug{ ;lsG5 . lg/�LIf0fsf]� 
bfo/�f cfk"lt{stf{÷pTkfbs jf ;fdu|Lx¿df lge{/� x'g]� u5{ . pBf]�u lg/�LIf0fdf 
slDtdf klg tn lbOPsf Aoxf]�/�fx¿ ;dfj]�z x'G5g\ .

s=	 lgwf{l/�t ;do;Ldf leq dfu cg';f/�sf]� u'0f:�t/� sfod ub}�{ ;f]� kl/�df0fsf]� 
;fdu|L tof/� ug{ ;Sg]� Ifdtf /� KnfG6sf]� af/�]�df hfgsf/�L . 

v=	 jf:�tljs lgdf{0f k|lqmofdf k|ToIf /� ck|ToIf ?kdf ;+nUg sd{rf/�Lx¿sf]� 
ljj/�0f .

u=	 Ohfhtkqx¿sf]� hf+r, h:�t}�M pBf]�u btf{, pTkfbg /� lalqmljt/�0f Ohfhtkq 
tyf u'0f:�t/� ;'lglZrttfsf k|df0f kqx¿ h:�t}�M GMP /� cGo ;dsIf 
k|df0fkqx¿ .

3=	 pks/�0f /� d]�l;g/�L tyf ;fdu|Lx¿sf]� pTkfbgsf]� nflu SOP x¿ . 

ª=	 u'0f:�t/ �lgoGq0f (QC) k|of]�uzfnf k"j{wf/� / �;fO6df SOP x¿sf]�  
pknAwtf .

r=	 ;fO6df ;du| u'0f:�t/� ;'lglZrttf k|0ffnLsf]� pknAwtf .

5=	 Kofs]�lhË /� e08f/�0f k"j{wf/�sf ;fy}� l;lkË ;'ljwfx¿sf]� pknAwtf . 

h=	 sDkgLsf]� ljlQo cj:�yfsf]� j}�olQms (confidential) d'Nof+sg .

em=	 ;+rfngsf]� s'g}� klg If]�qdf afn >d k|of]�u gul/�Psf]� . 

~f=	 vl/�bstf{n]� kl/�sNkgf u/�]�sf]� cGo s'g}� Joj:�yf /� af]�nkqdf ;dfj]�z ePsf 
cGo s'g}� zt{x¿ .

Vl/�bstf{n]� 5gf}�6 ul/�Psf]� af]�nkqbftf -pTkfbs÷cfk"lt{stf{_ af6 vl/�bstf{n]� 
hf/�L u/�]�sf]� vl/�b cfb]�z cg';f/� cfk"lt{ ug{ tof/� u/�]�]�sf]� ;fdu|Lsf]� PSI ubf{ 
pBf]�u lg/�LIf0f cGtu{t lgDg s'/�fx¿ ul/�G5M

s=	 ;fdu|L e08f/�0f cj:�yfsf]� hf+Fr .
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v=	 pTkfbsn]� u/�]�sf]� clGtd pTkfbgsf]� k/�LIf0f k|df0fkqsf]� lg/�LIf0f /� 
;x;DaGw (correlation) hf+Fr .

u=	 9'jfgLsf]� nflu tof/� ul/�Psf Aofrx¿sf]� pTkfbg tyf Dofb ;dfKt x'g]�]� 
ldltsf]� hf+Fr .

3=	 k|of]�uzfnf k/�LIf0fsf nflu k|To]�s Aofrsf]� random gd"gfx¿ ;+sng .

ª=	 ;DalGwt dfgs /� j}�wflgs cfjZostf cg'¿k ;fdu|Lsf]� k|of]�uzfnf 
k/�LIf0fsf]� glthf k|fKt u/�]�kl5 9'jfgL ug{ cg'dlt lbg]� .

r=	 ;Demf]�tfdf /�fhL ePsf zt{x¿ cg'?k KoflsËsf]� cj:�yf hf+Fr .

5=	 :�jLs[t sfo{ ;+rfng ljlw cg';f/� ;Dk"0f{ sfo{x¿sf]� b:�tfj]�lhs/�0f ug]�{ .

*=@= k|of]�uzfnf k/�LIf0f

:�ynut lg/�LIf0faf6 lgsflnPsf]� gd"gfsf]� u'0f:�t/� ;'lglZrt ug{ To;df 
k|of]�u ePsf sRrf kbfy{, Kofs]�lh+u ;fdu|L tyf tof/�L cf}�iflwx¿ of]�Uo 
sd{rf/�Lx¿åf/�f Ps ;';lHht (well-equipped) k|of]�uzfnfdf k/�LIf0f ug'{ kb{5 .

k|of]�uzfnf k/�LIf0f ;Dej eP;Dd /�fli6«o k|Tofog af]�8{ jf To:�t}� of]�Uo 
;+:�yfåf/�f dfGotf k|fKt :�jtGq t]�;|f]� kIf k|of]�uzfnfnfO{ ;'lDkg' k5{ . vl/�bstf{ 
jf t]�;|f]� kIfn]� k|To]�s Aofrsf]� gd"gf ;+sng u/�]� kl5 ;DalGwt kmdf{sf]�kLof 
:�t/� cg'¿k k/�LIf0fsf]� nflu k|of]�uzfnfdf k7fpg' eGbf klxn]� ;fdu|Ldf /�x]�sf]� 
/� o;sf]� pTkfbssf]� klxrfg x6fOPsf]� jf d]�6fOPsf]� s'/�f ;'lglZrt ug{' kb{5 
. vl/�bstf{åf/�f k|of]�uzfnfsf]� rog jf dgf]�gog ubf{ kmdf{sf]�kLof :�t/�cg';f/� 
ljleGg of]�Uotf /� dfkb08 tf]�sL kf/�bzL{ af]�nkq k|lqmofåf/�f ug{ pko'Qm 
x'G5 .

k|of]�uzfnf k/�LIf0fdf lgDg sfof{If]�qx¿ ;dfj]�z x'G5g\ M 

s=	 gd"gfx¿ k|fKt ug]�{, k|fKt ePsf gd"gfx¿ lgwf{l/�t kmfdf{sf]�lkof tyf 
;D´f}�tfsf zt{x¿ adf]�lhd k/�LIf0f ug]�{ /� ;fdu|Lx¿ ;D´f}�tf adf]�lhd 
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b'?:�t 5 5}�g x]�g]�{ .

v=	 ;DalGwt kmdf{sf]�kLofåf/�f ;]�6 ul/�Psf]� /� cg'dlt lbOPsf]� kf/�fld6/�x¿ 
cg';f/� jf:�tljs k/�LIf0f kl/�0ffd /� dfkgx¿ :�jLs[t 9fFrfdf ;DalGwt 
sfof{nonfO{ k|]�lift ug{]� .

u=	 kl/�If0f ul/�Psf ;fdu|Lx¿sf]� gd"gfx¿ ;DalGwt kmdf{sf]�kLof :�t/ 
�-Pharmacopiea standard_ cg';f/� 5 ls 5}�g /� Ogxfp; ljlw cg';f/� 5 
5}�g :�ki6 ¿kdf ;+s]�t ug]�{ .

3=	 k/�LIf0fsf ljleGg cfjZos lqmofsnfkx¿ (parameters) pNn]�v ul/� 
wf/�0ff ;lxtsf]� k|ltj]�bg hf/�L ug]�{ .

*=#= nf]�l8ª lg/�LIf0f

nf]�l8ª k|lqmofsf]� lg/�LIf0fdf lgDg Joxf]�/�fx¿ ;dfj]�z x'G5g\ M

s=	 e08f/�0fsf]� cj:�yf hf+r ug{' .

v=	 s'g}� v/�fjL jf d]�n gvfPsf ;fdu|Lx¿ l/�kf]�6{ ug{' .

u=	 Kofs]�lh+usf ;Dk"0f{ cfjZostfx¿ v/�Lb ;D´f}�tf cg';f/� ldn]�sf]� 5 5}�g 
;'lglZrt ug{' .

3=	 k|yd, åLtLo /� t[tLo OsfOx¿sf]� ;+Vof v/�Lb ;D´f}�tf cg';f/� eP 
gePsf]� ;'lglZrt ug{' .

ª	 tof/�L cf}�iflwx¿sf]� plrt nf]�l8+u /� cgnf]�l8+u sfo{x¿ ;'lglZrt ug{' .

r=	 9'jfgLsf ;fwg /� sG6]�g/�x¿sf]� plrt :�t/� ;'lglZrt ug{', tf ls 9'jfgL 
x'g]� ;fdu|Lx¿ vl/�bstf{sf]� uf]�bfd;Dd ;'/�lIft ?kdf k'uf]�; .

5=	 ;fdu|Lx¿sf]� s'g}� Iflt jf gf]�S;fgL x'gaf6 arfpg 9'jfgLsf ;fwg /� 
sG6]�g/�x¿df kof{Kt ;fjwfgLx¿ ckgfOPsf]� 5 egL ;'lglZrt ug{' .

h=	 ;a}� ;DalGwt sfuhftx¿ hf+r ug{' .
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em=	 lg/�LIf0f u/�]�sf]� k|df0f :�j?k sG;fOgd]�G6 /� sG6]�g/� b'a}�df cflwsfl/�s 
5fk÷:�6\ofDksf]� ;fy lrGx nufpg' .

lg/�LIfs jf ;'kl/�j]�If0f k|lqmofdf ;+nUg sd{rf/�Ln]� k|f;+lus k|df0fx¿ h:�t}� 
kmf]�6f]�u|fkmx¿ ;lxt lj:�t[t k|ltj]�bg k]�z ug{'kb{5 . To:�tf k|ltj]�bgx¿df k|To]�s 
pTkfbg /� Aofrsf]� k|of]�uzfnf k/�LIf0f l/�kf]�6{ klg ;dfj]�z ug{'kb{5 . 
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kl/�R5]�b @

8]�lne/�L kZrftsf]� lg/�LIf0f (PDI)

!= kl/�ro

8]�lne/�L kZrftsf]� lg/�LIf0f cyf{t kf]�i6 8]�lne/�L lg/�LIf0f (PDI) cGtu{t Kofs]�lh+u, 
n]�aln+u, dfls{Ë, u'0f:�t/� ;'lglZrttfsf sfuhftx¿, ;fdu|Lx¿sf]� cjnf]�sg 
k/�LIf0f tyf KoflsË ln:�6 cg';f/�sf]� kl/�df0f h:�tf sfo{x¿sf]� lgikIftf 
Pj+ k"0f{tfsf]� k/�LIf0f ;dfj]�z x'G5g\ . s]�xL cj:�yfx¿df cfjZostf cg';f/� 
;fdu|Lx¿sf]� u'0f:�t/�, lgld{t /�;fog, zlQm, cfofdx¿ /� cGo laz]�iftfx¿ 
;DalGwt kmdf{sf]�lkof cg';f/� Hff+r ug{ :�jtGq t]�;|f]� kIfåf/�f gd"gf lnO{ 
ltgLx¿nfO{ k|of]�uzfnf k/�LIf0fsf]� nflu k7fOG5 . o; sfo{df k|fKt ePsf 
;fdu|Lx¿sf]� cj:�yf, u'0f:�t/� /� kl/�df0f ;D´f}�tfdf pNn]�v ul/�P adf]�lhd 5, 
5}�g egL osLg ug]�{ sfo{ klg kb{5 . 

PDI v/�Lb k|lqmofsf]� Ps lx:�;f xf]� h;n]� u'0f:�t/�Lo cf}�iflw tyf cf}�iflwhGo 
;fdu|Lx¿ pkef]�Qmf;Dd pknAw x'g]� sfo{sf]� ;'lglZrttf ub{5 . v/�Lb sfo{df 
clwsf/� k|fKt Pj+ of]�Uo 6f]�nLåf/�f dfq PDI ;~rfng ug{' pko'Qm x'G5 . cGoyf, 
Ps :�jtGq t]�;|f]� kIf dfkm{t ;fdu|Lsf]� lg/�LIf0f /� u'0f:�t/� k/�LIf0fsf]� sfo{ 
u/�fpg ;lsG5 . 

@= PDI ug{' kgf{sf sf/�0fx¿

lgDg sf/�0fx¿sf nflu PDI ug]�{ ul/�G5 .

•	 cfk"lt{ ul/�Psf ;fdu|Lx¿sf]� kl/�df0f, u'0f:�t/�, k|efjsfl/�tf Pj+ ;'/�IffTds 
lgodx¿ ;Demf}�tf tyf ;DalGwt kmdf{sf]�lkof cg';f/� ;'lglZrt ug{ h?/�L 
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x'G5 .

•	 v'nf k|lt:�kwf{Tds 6]�G8/� Joj:�yfdf vl/�bstf{nfO{ cfly{s ?kdf cg's"n 
k|:�tfjx¿ k|lt clt ;+j]�bgzLn agfpFb5 t/� Tof]� ;w}�+ u'0f:�t/�sf]� lx;fan]� 
:�t/�Lo /� pko'Qm gx'g ;S5 .

•	 slxn]�sfxL+ cfk"lt{ ul/�Psf pTkfbgx¿ u'0f:�t/�Lo, k|efjsf/�L /� ;'/�Iffsf]� 
lx;fadf cfjZos dfkb08 k"/�f gu/�]�sf x'g ;S5g\ .

•	 cfk"lt{ ul/�Psf v/�fa, cfjZos dfgs /� u'0f:�t/� cg';f/� gePsf 
;fdu|Lx¿ pkef]�Qmf;Dd k'Ug glbg /� cfk"lt{stf{ sxf+F g}� lkmtf{ k7fpg]� 
s'/�fsf]� ;'lglZrt vl/�bstf{n]� ug{' kb{5 .

•	 slxn]�sfxL+ cfk"lt{stf{ v/�fa ;fdu|L lkmtf{sf]� nflu tof/� gx'g ;S5, 
To;}�n]� e'QmfgL ug{' cl3 PDI ug{' kb{5 . 

•	 gofF /� sd cg'ej ePsf cfk"lt{stfx¿ 8]�lne/�L ;do, u'0f:�t/� tyf 
kl/�df0f ;Demf}�tf u/�]� cg';f/� k"/�f ug{ ;dy{ gx'g ;S5g\ .

#= PDI sf p2]�Zox¿

cf}�iflwhGo ;fdu|Lx¿sf]� u'0f:�t/� ;'lglZrttf k|0ffnLsf]� cfwf/�df PDI ug'{sf 
p2]�Zox¿ o; k|sf/� 5g\ M

•	 ef}�lts cjnf]�sg lg/�LIf0f dfkm{t ;Demf}�tfdf pNn]�lvt zt{ /� sfg"gL 
k|fjwfg cg';f/� ;KnfO{ ul/�Psf ;fdu|Lx¿sf]� u'0f:�t/� ;'lglzrt ug'{ .

•	 ;KnfO{ ul/�Psf ;fdu|Lx¿sf]� ;DalGwt kmdf{sf]�lkof jf clwsf/� k|fKt 
lgsfon]� tf]�s]�sf]� :�t/� /� sfg"gL k|fjwfg cg';f/� u'0f:�t/� ;'lglZrt ug{ 
k|of]�uzfnf kl/�If0fsf]� nflu gd"gf ;+sng ug'{ .

•	 ;KnfO{ ul/�Psf Aofrx¿sf]� ;Demf}�tfdf pNn]�lvt zt{ cg';f/� clwstd 
;]�Nkm nfOkm ;'lglZrt ug{ pTkfbg /� Dofb ;dflKt ldlt hf+Fr ug'{ .

•	 u'0f:�t/� ;'lglZrttfsf nflu k|of]�uzfnf kl/�If0faf6 pko'Qm 7xl/�Psf 
;fdu|Lsf Aofrx¿ dfq pkef]�Qmf;Dd ljt/�0f ug{ cg'dlt lbg' .
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•	 pTkfbs b]�lv k|fKtstf{;Ddsf]� cfk"lt{ >[+vnf /� ljt/�0f k|0ffnLx¿sf]� 
cg'udg ug'{ /� pkof]�usf]� nflu k7fOg]� clGtd pTkfbgx¿ cfjZos 
dfkb08x¿sf]� kfngf ePsf]� ;'lglZrt ug'{ .

PDI k|lqmofdf cf}�iflwhGo ;fdu|Lx¿sf]� aflx/�L agfj6 b]�lv lnP/� cf+Fvfn]� b]�Vg 
;lsg]� ;a}� cjnf]�sgx¿, h:�t}�M cf}�iflwsf]� k|sf/�, Kofs]�lh+u, n]�aln+u /� clQl/�Qm 
Kof/�fld6/�x¿ cGtu{t laZn]�if0ffTds ljlwaf6 cf}�iflwx¿sf]� u'0f:�t/� k/�LIf0f /� 
cflwsf/�Ls btf{ ul/�Psf dfkb08x¿sf ;fy}� vl/�b ;DalGw sfg'gL sfuhft 
cg'?k kfngf eP gePsf]� x]�l/�G5 . 

$= PDI sf sDkf]�g]�G6x¿ (Components)

PDI cGtu{t lgDg sDkf]�g]�G6x¿ kb{5g\ M

cjnf]�sg lg/�LIf0f u'0f:�t/� lg/�LIf0f sfuhft lg/�LIf0f
;fO6df ul/�g]� 
gh/� jf lg/�LIf0fdf 
cf}�iflw tyf 
cf}�iflwhGo 
;fdu|Lx¿sf]� 
;fdfGo cj:�yf 
h:�t}�M cfs[lt, /�+u, 
uGw, ;+Vof, :�j?k, 
pTkfbg tyf Dofb 
;dflKt ldlt cflb 
;dfj]�z x'G5g\ .

u'0f:�t/� lg/�LIf0f 
cGtu{t 
k|of]�uzfnfx¿df 
ul/�g]� lg/�LIf0fdf 
ljZn]�i0ffTds 
k/�LIf0fx¿ h:�t}� assay 
k/�LIf0f /� u'0f:�t/� 
lgoGq0f ;DalGw 
sfuhftx¿df 
pNn]�lvt k/�LIf0fx¿ 
;dfj]�z x'G5g\ .

;fO6df ul/�g]� sfuhft 
lg/�LIf0fdf ;KnfO{ u/�]�sf]� ;fdu|L 
/� btf{ ul/�Psf]� ;fdu|Lsf]� OsfO{ 
nufot :�k]�lzlkms]�zgx¿ 
;dfg 5, 5}�g, pTkfbssf]� 
cfGtl/�s k/�LIf0f l/�kf]�6{, Aofr 
gDa/�;+u ;DalGwt sfuhftsf]� 
pTkfbg ldlt;+u ;x;DaGw, 
PSI u/�]�sf]� eP ;f]�;+u ;DalGwt 
sfuhftx¿ h:�tf s'/�fx¿ 
;dfj]�z x'G5g\ .

$=! cjnf]�sg lg/�LIf0f (Visual Inspection)

cjnf]�sg lg/�LIf0f cGtu{t ef}�lts lg/�LIf0f, Kofs]�lh+u lg/�LIf0f /� n]�aln+u 
lg/�LIf0f ;dfj]�z x'G5g\ . 



20 ;xhLs/�0f k'l:�tsf

ef}�lts lg/�LIf0f (Physical Inspection)

qm=;+= cf}�iflwsf]� k|sf/� Kof/�fld6/�x¿ kl/�efiff

s= 6\ofAn]�6

Gffk /� cfsf/� c;dfg Gffk /� cfsf/�sf 6\ofAn]�6 
Soflk+u÷n]�ldg]�;g txx¿sf]� ljefhg

lrlk+u 6\ofAn]�6sf]� ;txsf]� c+zx¿ em/�]�sf]�
Dff]�6ln+u sf]�l6+usf]� /�+u c;dfg x'g'

S|ofls+u
6\ofAn]�6 ;tx jf ;Dk"0f{ 6\ofAn]�6df 
lr/�f -S|ofs_ x¿ x'g'

s8fkg ;lhn}�;+u km'Tg]�, eflrg]� 
l:�6ls+u 6\ofAn]�6x¿ vf]�ndf 6+fl;g'
8an 

ODk|]�zg÷k|]�;
6\ofAn]�6sf]� ;txdf 8an lk|G6x'g'

v=
SofK;"n 

Gffk /� cfsf/� c;dfg Gffk /� cfsf/�sf]� SofK;'n 
ghf]�l8Psf 
SofK;'nx¿

Sofk /� a8L cnu jf v'Nnf /�xg'

ljs[t SofK;'nx¿ Sofk /� a8Ldf 8]�G6x¿ /�xg'
6]�ln:�sf]�lk+u Sofk /� a8L gldn]�sf]� sf/�0f a8L 

kmf6]�/� Sofk 5f]�lkg'

la|6ng]�z
Sofk /� a8L ;lhn}�;+u km'Tg]� 
eflrg]�, lkl6Ss hfg]�

u=
lnSjL8 

lk|k/�]�zg;\

s0f kbfy{ 
(Particulate 
Matter)

AffXo s0fx¿sf]� pkl:�ylt

lrklrkfkg w]�/�}� lrklrkf jf w]�/�}� kfgLbf/� 

s]�lsË
tNnf]� efudf s0fx¿ ;f/�f]� eP/� 
hd]�h:�tf]� x'g' 

km]�h ljefhg t]�n /� kfgL ljeflht b]�lvg'
/�+u btf{ eP eGbf km/�s /�+u x'g'
uGw v/�fa uGw
af:�gf btf{ ePsf]� eGbf km/�s af:�gf
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3=

Kof/�]�G6/�n 
lk|k/�]�zg;\

s0f kbfy{ 
(Particulate Matter)

AffXo s0fx¿sf]� pkl:�ylt

lrklrkfkg w]�/�}� lrklrkf jf w]�/�}� kfgLbf/� 

s]�ls+u 
tNnf]� efudf s0fx¿ ;f/�f]� eP/� 
hd]�h:�tf]� x'g' 

km]�h ljefhg t]�n /� kfgL ljeflht b]�lvg'
/�+u btf{ ePsf]� eGbf km/�s /�+u x'g'

ª Kffp8/� 

l9Ssf Kffp8/�x¿ lyu|]�/ �l9Ssf k/�]�sf]�
b"lift s0fx¿ afXo s0fx¿sf]� pkl:�ylt

cf]�l;nf]� cf]�; k/�]�sf]�
k|jfx Ifdtf kfp8/�sf]� v/�fj k|jfx Ifdtf

agfj6 
v;|f]� jf 8Nnf k/�]�sf]� kfp8/�, jf pNn]�v 
ul/�P eGbf leGg lqm:�6n÷lglZrt 
cfsf/�ljgfsf]� agfj6

Kofs]�lh+u lg/�LIf0f

qm=;+= cf}�iflwsf]� k|sf/� Kof/�fld6/�x¿

s=
7f]�; k|sf/�sf 
cf}�iflwx¿

k|lt OsfO{ KoflsËdf /�x]�sf]� 6\ofAn]�6÷SofK;'nsf]� ;+Vof

v'nf /�x]�sf 6\ofAn]�6÷SofK;'n

Kofs]�lhË 8'Kn]�S; /� l8Aafx¿sf]� Ps?ktf 

Vl/�b ;Demf}�tfdf pNn]�lvt yk s'/�fx¿ h:�t}� ;fdu|Lsf]� 
hfgsf/�L ;DalGw krf{x¿ 

v=
lnSjL8 

lk|k/�]�zg;\

efF8f]�df /�x]�sf]� emf]�nsf]� kl/�df0f 

r'lxPsf]� cj:�yf 

efF8fx¿sf]� cfsf/�sf]� Ps?ktf

Vl/�b ;Demf}�tfdf pNn]�lvt yk s'/�fx¿ h:�t}� ;fdu|L 
k|of]�u ug]�{ cf}�hf/� (applicators) /� ;fdu|Lsf]� hfgsf/�L 
;DalGw krf{x¿
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u=
Kof/�]�G6/�n 
lk|k/�]�zg;\

efF8f]�df /�x]�sf]� emf]�nsf]� kl/�df0f 

r'lxPsf]� cj:�yf 

efF8f]�x¿df lr/�f -S|ofS;_ /� lrK;

Vl/�b ;Demf}�tfdf pNn]�lvt yk s'/�fx¿ h:�t}� ;fdu|L 
k|of]�u ug]�{ cf}�hf/� (applicators) /� ;fdu|Lsf]� hfgsf/�L 
;DalGw krf{x¿

3= Kfp8/�x¿

efF8f]�df /�x]�sf]� Kffp8/� sf]� kl/�df0f

r'lxPsf]� cj:�yf 

Vfl/�b ;Demf}�tfdf pNn]�lvt yk s'/�fx¿ h:�t}� ;fdu|L 
k|of]�u ug]�{ cf}�hf/� (applicators) /� ;fdu|Lsf]� hfgsf/�L 
;DalGw krf{x¿

;KnfO{ ul/�Psf ;fdu|Lx¿sf]� Kofs]�lh+u /�fli6«o lgofds lgsfodf btf{ ubf{ 
pNn]�v ul/�Psf]� /� :�jLs[t dfkb08 cg';f/�s}� x'g' kb{5 .

n]�aln+u 

n]�aln+usf]� cjnf]�sg lg/�LIf0f ubf{ lgDg a'+bfx¿ k'/�f ePsf]� x'g'kb{5 M

s=	 cf}�iflwsf]� h]�g]�l/�s gfd b]�lvg]� /� k9\g ;Sg]� ePsf]� .

v=	 h]�g]�l/�s gfdsf]� ;fydf cf}�iflwsf]� gfd klg :�ki6 ?kdf pNn]�v ul/�Psf]� .

u=	 pTkfbssf]� gfd cfjZos cGo ;a}� ljj/�0fx¿sf]� ;fy :�ki6 ?kdf pNn]�v 
ul/�Psf]�]� .

3=	 cfk"lt{ ul/�Psf]� ;fdu|Lsf]� Aofr ;+Vof /� Aofr ;fOh .

ª= 	pTkfbg ldlt /� Dofb ;dfKt x'g]� ldlt :�ki6 ?kdf Kofs]�lhËsf]� ;a}� 
txx¿df pNn]�v ul/�Psf]� .

r=	 k|lt PsfO{ ;+Vof jf ;dfj]�z cf}�iflwsf]� dfqf pNn]�v ul/�Psf]� .
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5=	 cfjZos ePdf cnu jf lalzi6 klxrfg ;lxtsf]� ljj/�0f, -h:�t}�M :�jf:�Yo 
tyf hg;+Vof dGqfnosf]� k|tLs, jfSof+z, sf]�8, cflb_ pNn]�v ul/�Psf]� .

h=	 cfjZos ePdf e08f/�0f tl/�sf, cf}�iflwsf]� juL{s/�0f /� lgodfg';f/� 
cfjZos k|fjwfg Pj+ k|f;+lus ;fjwfgLx¿ pNn]�v ul/�Psf]� .

$=@ u'0f:�t/� lg/�LIf0f

cfk"lt{ ul/�Psf]� ;fdu|Lsf]� pTkfltb Aofr cg';f/� lnOPsf]� gd"gfx¿af6 u'0f:�t/� 
lg/�LIf0f ul/�G5 . u'0f:�t/� lg/�LIf0f cGtu{t dfGotf k|fKt kmdf{sf]�lkof cg';f/� 
ul/�Psf]� u'0f:�t/� k/�LIf0f jf pTkfbssf]� cfGtl/�s (Inhouse) u'0f:�t/� kl/�If0f 
ljlwx¿ ;dfj]�z x'G5g\ .

u'0f:�t/� kl/�If0fsf nflu lgofds lgsfox¿åf/�f k|dfl0ft ul/�Psf s'g}� :�jtGq 
k|of]�uzfnfx¿nfO{ lhDdf lbg ;lsG5 . o:�tf k|of]�uzfnfx¿af6 k|bfg ul/�g]� 
u'0f:�t/� k/�LIf0f l/�kf]�6{x¿ cfk"lt{ ul/�Psf ;fdu|Lx¿sf]� u'0f:�t/� /� ;'/�Iff 
lgwf{/�0fsf]� ;DaGwdf cflwsfl/�s /� lj:�t[t AofVof ;xLtsf]� x'g'kb{5 . 

$=# sfuhft lg/�LIf0f

sfuhft lg/�LIf0f eGgfn]� pTkfbs÷cfk"lt{stf{n]� vl/�bstf{nfO{ ;fdfg k|fKtLsf]� 
;dodf cfjZos ;a}� sfuhftx¿ k|bfg u/�]�sf]� 5 eGg]� ;'lglZrt ug'{ xf]� . 
cfk"lt{stf{sf]� OGEjfO;, KoflsË lni6, u'0f:�t/� ;'lglZrttfsf sfuhftx¿ /� 
;fdfg 9'jfgL ;DalGw sfuhftx¿ cflb sfuhftx¿ ;fdfg k|fKtLsf]� ;dodf 
hfFr ug{' kb{5 . oL sfuhftx¿ cfk"lt{ ul/�Psf ;fdu|Lx¿sf]� kl/�df0f /� 
u'0f:�t/� 7Ls 5 5}�g osLg ug{ k|of]�u ul/�G5 .

cfk"lt{stf{n]� k|bfg u/�]�sf sfuhftx¿n]� ;fdu|L /� pTkfbssf af/�]�df b'O{ j6f 
s'/�f :�ki6 kf/�]�sf]� x'g'k5{M tL x'g\M u'0f:�t/� lgoGq0f /� ;fdu|Lsf]� ljj/�0f . 

obL pTkfbs /� cfk"lt{stf{ cnu cnu ePtf klg u'0f:�t/� lgoGq0f ;DalGw 
sfuhftx¿n]� ;fdu|Lsf]� pTkfbgdf plrt u'0f:�t/� lgoGq0f k|0ffnL h:�t}� 
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hL=Pd=kL= (GMP) k|df0fLs/�0f h:�tf lgofds lgsfox¿åf/�f dfGotf k|fKt 
k|df0fkqx¿ cjnDjg u/�]�sf]� ;'lglZrt ub{5 . 

;fdu|Lsf]� ljj/�0f ;DalGw sfuhftx¿n]� ;fdu|Lx¿ lgofds lgsfodf btf{ 
ePsf]� xf]� eGg]� ;'lglZrt ub{5 . o;/�L btf{ x'g' eg]�sf]� cf}�iflwhGo ;fdu|Lx¿ 
;'/�Iff, k|efjsfl/�tf /� u'0f:�t/� dfkb08x¿df cg'df]�lbt ePsf]� k|df0f xf]� . obL 
sfuhftx¿sf]� cflwsfl/�stfdf s'g}� z+sfx¿ ePdf ;DAflGwt ;fdu|L pTkfbs 
b]�zsf lgofds lgsfox¿;Fu hfFr u/�fO{ ;'lglZrt x'g'kb{5 . dfly pNn]�lvt 
lg/�LIf0fx¿ vl/�b k|lqmof z'? ug'{ cl3 g}� k"/�f ug{'kg]�{ ePtf klg ;Dk"0f{ 
k|lqmofe/�L g}� u'0f:�t/� dfkb08 kfngf u/�]�sf]� ;'lglZrt ug{ ;fdu|L k|fKt eP 
kZrft klg bf]�xf]�¥ofpg ;Nnfx lbOG5 . 

%= Joj:�yfkg, k"jf{wf/� /� sd{rf/�L

Kff]�i6–8]�lne/�L lg/�LIf0fsf]� nflu Joj:�yfkg /� k"jf{wf/� cfjZos x'G5g\ g}� tyfkL 
lg/�LIf0f k|lqmofdf ;+nUg sd{rf/�Lx¿ klg slDtdf Go"gtd cfjZos dfkb08sf]� 
x'g'kb{5 . Joj:�yfkgn]� ;fdu|L k|fKtLsf]� ;dodf lg/�LIf0f k|lqmofdf s'g}� l9nfO{ 
jf cj/�f]�w lagf ;dodf ;fdu|Lx¿sf]� k"0f{, lgikIf /� ;xL lg/�LIf0fsf]� nflu 
cg'dlt lbg'kb{5 . k|fKt x'g]� ;fdu|Lx¿sf]�]� ljZn]�if0ffTds u'0f:�t/� lgoGq0fsf 
nflu Pp6f :�jrflnt lg/�LIf0f k|0ffnLsf]� Joj:�yf x'g' kb{5 . o; u'0f:�t/� 
lg/�LIf0f k|0ffnLdf gd"gf ;+sng ug]�{, sfuhft hfFr ug]�{ u'0f:�t/� k/�LIf0f 
k|lqmofx¿ tyf s'g}� klg k/�LIf0fsf kl/�0ffdx¿sf cfwf/�df lg0f{o ug]�{ r/�0fx¿ 
;DalGw sfo{ ;+rfng ljlw (SOP) ;dfj]�z x'G5g\ . pQm k|0ffnLdf gsf/�fTds 
lg/�LIf0f kl/�0ffdx¿ cfPsf]�]� cj:�yfdf b|'t sf/�jfxL k|lqmof tyf k|ltj]�bg k]�z 
ug]�{ k4lt ;d]�6]�sf]� x'g'kb{5 . 

•	 o; k|lqmofdf v/�Lb /� lg/�LIf0f lgsfox¿nfO{ Ps csf{af6 :�jtGq ?kdf 
sfd ug{nfO{ k|yldstf lbOG5 . 

•	 ;kmn lg/�LIf0f sfo{sf nflu kof{Kt, lgikIf /� ;xL lg/�LIf0f ug{ ;lsg]� kof{Kt 
k"j{wf/� x'g'kb{5 . o; leq plrt pks/�0f tyf cf}�hf/�x¿, gd"gf e08f/�0f, 
k|of]�zfnf kl/�If0f, oftfot Pj+ lg/�LIf0f /�]�s8{x¿sf]� ;'/�lIft clen]�lvs/�0f 
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h:�tf cfjZos k"j{fwf/�x¿df kx'Fr h:�tf lqmofsnfk ;dfj]�z x'G5g\ . 
gd"gf ;+sng tyf e08f/� sIf ;f]� k|lqmofdf ;+nUg sd{rf/�Lx¿sf]� ;'/�Iff 
k|lt ;+j]�bgzLn ePsf]� x'g'kb{5 . o; afx]�s pQm :�yfg gd"gf ;+sngsf]� 
qmddf gd"gfx¿ aflx/�L jftfj/�0fsf]� ;Dks{df cfp+Fbf afxL/�L jftfj/�0fdf 
;+;u{ x'g]� tyf ljlelGg Jofrx¿ aLr ;+;u{ jf ld>0f x'g ;Sg]� s'/�faf6 
d'Qm x'g' kb{5 . 

•	 PDI df ;+nUg sd{rf/�Lx¿ ;kmn lg/�LIf0f k|lqmof /� ;+:�yf k|lt OdfGbf/� /� 
lhDd]�jf/� x'g'kb{5 . 

PDI df ;+nUg sd{rf/�Lx¿sf]� cfr/�0f lgDgfg';f/� x'g'kb{5M

s=	 of]�Uo tyf clwsf/� k|fKt sd{rf/�Lx¿ dfq ;dfj]�z x'g'kb{5 . 

v=	 PDI df kmdf{l;i6x¿ tyf cGo kmdf{:�o"l6sn sd{rf/�Lsf] �;+nUgtf x'g'kb{5 . 

u=	 ;a}� ;+nUg JolQmx¿nfO{ s'g}� klg lg/�LIf0f k|lqmofsf]� af/�]�df k|lzIf0f Pj+ 
;+lIfKt hfgsf/�L lbOPsf]� x'g'kb{5 . 

:�ynut lg/�LIf0f 6f]�nLdf sDtLdf Pshgf btf{ ePsf]� kmdf{l;i6 ;dfj]�z 
x'g'kb{5 . kmdf{l;i6sf]� cg'kl:�yltdf lg/�LIf0f sd{rf/�LnfO{ lg/�LIf0f k|lqmofsf]� 
af/�]�df ;fdfGo k|f]�6f]�sn cg';/�0f ug{{ kof{Kt tflnd lbPsf]� x'g' kb{5 . lg/�LIf0f 
sd{rf/�LnfO{ ;'Jojl:�yt /� lgikIf lg/�LIf0f k|lqmofsf nflu cfjZos ;fdu|Lx¿ 
;lxt lg/�LIf0fsf nflu clwsf/� /� cg'dlt k|bfg ug{' kb{5 . 

^= b:�tfj]�hLs/�0f (Documentation)

b:�tfj]�hLs/�0f PDI ;+u ;DalGwt u'0f:�t/� k|0ffnLsf]� Ps dxTjk"0f{ c+z xf]� . PDI 

df ;+nUg ;a}� k|lqmofx¿, h:�t}�M ul/�Psf sfo{x¿ /� gtLhfx¿sf]� b:�tfj]�hLs/�0f 
ug{ h?/�L x'G5 ;fy}� tL sfo{x¿ sfo{ ;+rfng ljlw (SOP) df pNn]�v ul/�Psf]� 

x'g'kb{5 .	

;a}� b:�tfa]�hx¿ :�ki6 /� ;6Ls x'g'sf ;fy}� cfjZos hfgsf/�L pknAw x'g]� 
x'g'kb{5 . vf; ul/ �tLg k|sf/�sf b:�tfa]�hx¿ cfjZos x'G5g\ .
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SOP x¿ Jff:�tljs lg/�LIf0f k|lqmof, l/�kf]�l6{+u k|lqmof /� k|of]�uzfnf k/�LIf0f 
k|lqmofx¿sf nflu cfjZos x'G5g\ . PDI cfb]�zsf]� lgikIf /� lz3| sfof{Gjogsf 
nflu oL SOP x¿ s8fO{sf ;fy kfngf ug'{kb{5 .

pTkfbs÷cfk"lt{stf{af6 k|fKt x'g' kg]�{ cfjZos sfuhftx¿ lgDgfg';f/� 5g\ M

s=	 ;Demf}�tf jf vl/�b cfb]�zsf]� kmf/�dsf]� k|ltlnlk .

v=	 pTkfbs÷cfk"lt{stf{sf]� OGEjfO; . 

u=	 pTkfbssf]� GMP jf cGo dfGotf k|fKt u'0f:�t/� ;'lglZrttfsf k|df0fkqx¿ . 

3=	 pTkfbg btf{ k|df0fkq . 

ª=	 pTkflbt ;fdu|Lsf]� hfgsf/�L, Kofs]�lhË ;DalGw hfgsf/�L /� n]�aln+u 
;DalGw hfgsf/�Lx¿ ;dfj]�z ePsf]� :�k]�l;lkms]�zg k|df0f kqx¿ . 

r=	 k|To]�s Aofrdf /�x]�sf]� OsfO{x¿sf]� ;+Vof /� k|To]�s l;kd]�G6df /�x]�sf]� 
Aofrx¿sf]� ;+Vof ;dfj]�z ePsf]� Aofr :�k]�l;lkms]�zg k|df0f kqx¿ .

5=	 pTkflbt ;fdu|Lx¿ /� Kofs]�lhË ;fdu|Lsf]� u'0f:�t/� lgoGq0f k|df0f kqx¿ . 

;fdu|Lx¿sf]� k'gM k/�LIf0f u/�]�sf]� /� :�jtGq t]�;|f]� kIf k|of]�uzfnfåf/�f cfjZos 
u'0f:�t/� gePsf]� 3f]�if0ff u/�]�sf]� cj:�yfdf cflwsfl/�s lgsfosf clwsf/�Lx¿af6 
k|fKt sfuhftx¿ sfg'gL k|lqmofsf]� nflu cfjZos x'G5 .

lg/�LIf0f sfo{df ;+nUg sd{rf/�Lx¿n]� PDI df ;fd]�n ;a}� r/�0fx¿sf sfuhftx¿ 
b:�tfa]�hLs/�0f ug'{kb{5 . :�ynut lg/�LIf0fsf]� dfdnfdf ;fO6df g}� ;Dk"0f{ 
lg/�LIf0f k|lqmofsf]� b:�tfj]�hx¿ ;+sng ul/� clen]�v tof/� ug{'kb{5 . 
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&= Sjf/�]�G6fOg÷cnUofpg]�

cfk"lt{ ul/�Psf ;Dk"0f{ ;fdu|Lx¿ k|of]�uzfnf kl/�If0faf6 7Ls /�x]�sf]� k|ltj]�bg 
gcfpGh]�n Sjf/�]�G6fOgdf /�fVg'k5{ /� cGo u'0f:�t/� :�jLs[t eO{ df}�Hbftdf /�x]�sf 
;fdu|L;+u gldl;g]� ul/� /�fVg'k5{ .

cfk"lt{ ul/�Psf ;fdu|Lx¿ elgP cg';f/� /� ;xdlt eP cg';f/� gePdf jf 
obL lg/�LIf0f ug]�{ sd{rf/�LnfO{ vl/�b k|lqmofdf k|> p7fpg]� plrt cfwf/� 
nfu]�df, To:�tf ;fdu|Lx¿ Sjf/�]�G6fOgdf /�fVg ;lsG5 jf yk sf/�jfxLsf]� nflu 
cnUofpg ;lsG5 . ha o:�tf]� 36gf b]�lvG5, lg/�LIf0fdf ;+nUg sd{rf/�Ln]� 
To:�tf]� cj:�yfsf]� af/�]�df t'?Gt ;Dk"0f{ ljj/�0f ;lxt ;DalGwt sfof{nodf l/�kf]�6{ 
ul/�xfNg' kb{5 /� r]�sln:�6 ;lxt lj:�t[t k|ltj]�bg tof/� ug'{kg]�{ x'G5 .

To:�tf l;kd]�G6x¿ u'0f:�t/� kl/�If0f tyf ljZn]�if0f /� cGo cfjZos sf/�jfxLx¿sf]� 
nflu hlt;Sbf]� rfF8f]� l;kmfl/�; ug'{ kb{5 tf ls yk Iflt, ;Defljt cgflwsfl/�s 
km]�/�abn jf cfjZos cf}�iflwx¿sf]� cfk"lt{ k|lqmofdf afwf, ult/�f]�w pTkGg x'g 
gkfcf]�;\ . o; k|lqmof cjlwdf ;fdu|Lx¿ ;xL /� ;'/�lIft ?kdf e08f/�0f ul/� 
/�fVg' kb{5 . 

dfyLsf]� k|lqmof cflwsfl/�s lgsfoaf6 kl/�If0f ul/� v/�fa elg pkef]�Qmfaf6 
lkmtf{ ul/� l/�sn (recall) ul/�Psf ;DalGwt Aofrx¿df klg nfu" x'G5g\ . 
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kl/�R5]�b #

gd"gf ;°ng lgb]�{lzsf

!= kl/�ro

gd"gf ;Íngsf ;Dk"0f{ k|lqmof :�jLs[t sfo{ ;+rfng ljlw (SOP) cg';f/� 
ug{'kb{5 . ;fdfGotof gd"gfsf]� kl/�df0f (sample size), cfjZos ;a}� k|of]�uzfnf 
kl/�If0f ug{ /� eljiodf cfjZos kg{ ;Sg]� gd"gfx¿sf]� nflu kof{Kt x'g'kb{5 . 
o;/�L ;Ílnt gd"gfn]� ;Dk"0f{ cfk"lt{ ul/�Psf Aofrx¿sf]� k|ltlglwTj u/�]�sf]� 
x'g'{kb{5 /� k|To]�s kl/�If0fsf]� nflu cfjZos kl/�df0f Pp6}� Aofr /� :�yfgaf6 
lemlsPsf]� x'g'kb{5 . ljleGg gd"gfx¿ Ps}� 7fpF+df hDdf x'g (pooling) af6 
arfpg' kb{5 lsgls To;f]� ePdf cf}�iflwsf]� Ifdtfdf x|f; cfpg'sf ;fy}� Ps 
cfk;df ld>0f eO{ dfl:�sËsf]� sf/�0f v/�fa glthf lgDTofpg ;Sb5 . 

obL Pp6}� Aofrsf ;fdu|Lx¿ vl/�bstf{sf]� Ps eGbf a9L :�yfgx¿df k|fKt 
ePdf Pp6}� Aofrsf]� gd"gf k|To]�s :�yfgaf6 :�jtGq ?kdf ;+sng ug{' kb{5 /� 
Pp6}� Aofrsf]� s'g}� Ps gd"gf random ?kdf rog ul/� SOP cg';f/� cfjZos 
k|lqmofx¿ ckgfO{ To; ;fdu|Lsf]� /� pTkfbssf]� klxrfg ;Dej eP;Dd x6fO{ 
pQm Aofrsf]� k|of]�uzfnf kl/�If0fsf]� nflu k7fpg kb{5 .

gd"gf ;+sng 6f]�lnn]� cf}�iflw jf :�jf:�Yo ;fdu|L tf]�lsPsf]� :�yfgdf k|fKt ePkl5 
jf cfk"tL{stf{n]� gd"gf ;+sngsf]� nflu cg'/�f]�w u/�]�df jf s'g}� ;fdu|Lsf]� u'0f:�t/� 
jf cGo ;d:�ofsf]� sf/�0f c:�jLs[t ePsf]� cj:�yfdf gd"gf ;+sng sfo{ ub{5 . 

gd"gf ;+sng 6f]�ln ;+3Lo, k|fb]�lzs jf :�yfgLo ;/�sf/�L lgsfoaf6 u7g x'G5 
h;df k|fljlws clwsf/�L, vl/�b clwsf/�L, Joj:�yfkg clwsf/�L /� ;DalGwt 
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lgsfodf 1fg ePsf ;/�sf/�L lgsfon]� v6fPsf]� JolQm ;dfj]�z x'G5g\ . gd"gf 
;+sng k|lqmofdf ;+nUg sd{rf/�L k|rlnt ;+u7gfTds ;+/�rgf cg'?k kmfd]�{;L 
l8u|L xf]�N8/�x¿ x'g' a9L pko'Qm x'G5 . kmdf{l;:�6 afx]�s gd"gf ;+sngdf ;+nUg 
cGo sd{rf/�Lx¿ gd"gf ;+sng /� lg/�LIf0f k|lqmofsf]� af/�]�df k"0f{ ?kdf k|lzlIft 
Pj+ cled'lvt x'g'kb{5 .

@= gd"gf ;+sng k|lqmof

gd"gf ;+sng k|lqmof cfk"lt{stf{ jf ;fdu|Lsf]� af/�]�df klxn]�sf]� cg'ejnfO{ 
cfwf/� dflg ug{ ;lsG5 . 7"nf Aofrx¿ /� gofF cfk"lt{stf{ jf gofF+ ;fdu|Lx¿ 
ePdf b'O{ cnu cnu gd"gf ;+sng /� kl/�If0f k|lqmof l;kmfl/�; ul/�G5 . olb 
cfk"lt{ kl/�df0fdf Ps eGbf a9L Aofrx¿ 5g\ /� tL Aofrx¿ nueu ;dfg 
;dodf pTkfbg ul/�Psf]� xf]� eg]� k|To]�s Aofraf6 Ps dfq gd"gf kof{Kt x'G5 . 

cfk"lt{ ul/�Psf]� Aofraf6 lgsflnPsf gd"gfx¿ /�fd|f]�;Fu e08f/�0f /� ;xL ?kdf 
/�fd|/�L clen]�lvs/�0f ul/�Psf]� x'g' kb{5 . u'0f:�t/� kl/�If0fsf]� nflu gd"gf lnO{Psf]� 
eP To:�tf gd"gf t'?Gt}� ;fO6af6}� plrt l;naGbL ul/� k|of]�uzfnfdf k7fpg' 
kb{5 . u'0f:�t/� kl/�If0fsf]� nflu 5gf}�6 ul/�Psf]� gd"gfsf]� cltl/�Qm, Ps 5'§}� 
gd"gf klg ;+u|x ul/� pko'Qm sfuhft ;lxt /�fVg' kb{5 h'g eljiodf kl/�If0f 
ug{ cfjZos x'g ;S5 . ;Dej eP;Dd gd"gfx¿ tf]�lsPsf]� ljz]�if a'yx¿df 
lng'kb{5 . gd"gf ;+sng If]�qdf gd"gf /� Aofrx¿ aLr s'g}� k|sf/�sf]� ;+;u{ /� 
ld>0f (cross-contamination) gxf]�; eg]�/� ;'lglZrt x'g'kb{5 . 

gd"gf ;+sngsf nflu ;fdfGo k|lqmof M

s=	 ;+sng ug'{ kg]�{ gd"gfsf]� ;+Vof kQf nufpg N +1 sf]� lgod nufOG5 . 
k|To]�s rnfg jf OGEjfO;df pNn]�v ePcg';f/� gd"gf ;+sngn ug'{ kg]�{ 
n6 jf Jofrsf]� ;+Vof lgwf{/�0f ug{ klg ;f]�xL ;"q nufOG5 h:�t}�M $% j6f 
Jofr 5g\ eg]� gd"gf lng' kg]�{ ;+Vof $%+! = & x'g cfp+F5 .

v=	 o;}� u/�L 5gf}�6df k/�]�sf k|To]�s Aofraf6 gd"gf lng' kg]�{]� Kofs]�6÷sf6'{g ;+Vof klg 
N +1 cg';f/� g}� lgwf{/�0f ul/�G5 .
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u=	 o;/�L to ePsf]� ;+Vofsf]� gd"gf jf Aofr gDa/� 5gf}�6 ubf{ Systematic 

Random Sampling lalw ckgfOG5 .

3=	 gd'gf ;+sng ubf{ cfk"lt{stf{sf]� k|ltlglwsf]� /�f]�xa/�df ug'{ kb{5 .

ª=	 ;+slnt gd'gf :�k]�l;lkms]�zg cg';f/� 5 5}�g hfFRg k|of]�uzfnf k/�LIf0f 
ug{'kb{5 .

gd"gfx¿nfO{ Ps cfk;df ;+;u{ /� ld;fj6af6 arfpg gd"gf ;+sngsf]� 
;dodf k|fylds Kofs]�lhË kof{Kt dfqfdf ;'/�lIft /�fVg'kb{5 . Kofs]�lhË 
;fdu|Lx¿ ld>0f x'gaf6 arfpg gd"gf ;+sngsf]� ;dodf plrt klxrfg 
x'g]� ul/� ;+s]�t k|bfg ug{'kb{5 . PDk'n /� efon h:�tf ;+j]�bgzLn ;fdu|Lx¿sf]� 
gd"gf ;+sng k|lqmofsf]� qmddf tLgLx¿sf]� clGtd k|of]�unfO{ Wofgdf /�fVfL 
cfjZos ;fjwfgLx¿ ckgfpg' kb{5 . cGo ;a}� Kofs]�lhË klg Ps csf{;+u 
;+;u{ /� unt n]�aln+uaf6 arfpg /�fd|f]�;Fu e08f/�0f /� b:�tfa]�hLs/�0f ug{'kb{5 . 

#= gd"gfsf]� dfqf (Sample Quantity)

gd"gf ;+sng ubf{ obL PSI sf]� cj:�yf eP 9'jfgLsf]� nflu tof/� kfl/�Psf]� 
;fdu|Laf6 /� PDI sf]� cj:�yf eP cfk"lt{ ul/�Psf]� Aofraf6 lng'kb{5 . k/�LIf0f 
ug]�{ k|of]�uzfnfn]� k/�LIf0fsf]� nflu tf]�lsPsf]� ;+Vofdf gd"gf ;+sng ul/�g]� 5 . 
pbfx/�0fsf]� nflu cf}�iflwsf]� gd"gf ;+Vof /�fli6«o cf}�iflw k|of]�uzfnf jf u'0f:�t/� 
dfkg dfkb08n]� lgwf{/�0f u/�]� adf]�lhd x'g]�5 . 

$= gd"gfsf]� efu (Sample Parts)

kl/�If0fsf]� nflu cfjZos kg]�{ ;+Vofsf]� gd"gf x/�]�s Aofraf6 ltg÷ltg cnu 
cnu kf]�sf agfO{ x/�]�s kf]�sfdf ;DalGwt ;Knfo/� jf lghsf]� k|ltlglw /� gd"gf 
;+sng 6f]�lnsf]� ;xL5fk ;lxtsf]� l;naGbL u/�L tLg kf]�sf dWo]� Ps kf]�sf 
;Knfo/� k|ltlglwnfO{ lhDdf nufO{ ekf{O{ lng' kb{5 . Aff+sL b'O{ kf]�sf dWo]� Ps 
kf]�sf eljiodf s'g}� ljjfb cfPdf hf+Fr ug{ sG6«f]�n :�ofDkn (Control Sample) 

sf]� ?kdf ;Da+lwt :�6f]�/�df /� Ps kf]�sf k/�LIf0f k|of]�hgsf]� nflu k|of]�uzfnfdf 
k7fpg' kb{5 .
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%= l/�kf]�l6{Ë

gd"gf ;+sng 6f]�nLn]� oyfl;3| laj/�0f ;lxtsf]� k|ltj]�bg ;DalGwt lgsfodf 
k]�z ug{' kb{5 . 

k|ltj]�bg tn lbOP cg';f/�sf]� 9f+Frfdf x'g'kb{5 .

qm=;+= ljifo ljj/�0f l6Kk0fL

! j:�t'sf]� gfd

@ ;D´f}�tf ;Gbe{ gDa/�

# OGEjfO;÷rnfgL÷sG;fOGd]�G6 gDa/� 

$ sG;fOGd]�G6 k|fKt ldlt÷OGEjfO; ldlt

% gd"gf ;+sng u/�]�sf]� ldlt

^ cfk"lt{stf{sf]� gfd 

& pTkfbssf]� gfd 

* gd"gfsf]� gfd

( cfk"lt{ ul/�Psf]� kl/�df0f

!) k|lt PsfO Kofls+u

!! Primary KoflsË

!@ Secondary KoflsË

!# Aofrx¿sf]� ;+Vof

!$ Aofr gDa/�x¿

!% gd"gf ;+sng u/�]�sf]� Aofrx¿

!^ gd"gf lnPsf]� ;+Vof

!& ;Ln5fksf]� gd"gf 

!* ;fdu|L k|fKt uGtJodf ;fdfgsf]� ef}�lts ljj/�0f 

!( pTkflbt ldlt

@) Dofb ;lsg]� ldlt
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@!
;]�Nkm nfOkm(Shelf-Life) Dofb af+sL /�x]�sf]�– 
dlxgfdf

@@ e08f/�0f cj:�yf 

@# gd'gf ;+sng 6f]�nL /� ltgLx¿sf]� kb 

@$ pkl:�yt ;fIfLsf]� gfd /� kb

@% k|of]�uzfnf kl/�If0fsf]� l/�km/�]�G; g+Dj/�

@^ cGo ;fGble{s hfgsf/�L
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^= gd"gf ;+sng kmf/�d 

qmd ;+Vof M ================

gd"gf lnO{Psf]� :�yfg÷7fFpsf]� gfd M

============================================================================================================
============================================================================================================

7]�ufgf -pknAw eP;Dd 6]�lnkmf]�g /� ˆofS; gDa/� ;lxt_ M

============================================================================================================
===========================================================================================================

gd"gf ;+sng u/�]�sf]� ldlt M ============================================

gd"gf lng]� AolQmx¿sf]� gfd M 

! =======================================================================================================

@====================================================================================

gd"gfsf]� pTkfbg gfd M ==========================================================================

;fdu|Lsf]� ;'?sf]� -;lqmo kbfy{sf]�_ gfd -INN, h]�gl/�s jf j}�1flgs gfd_

cf}�iflwsf]� zlSt dfqf M===========================================================================

cf}�iflwsf]� k|sf/� -6ofAn]�6,SofK;'n, cflb_ M =====================================================

Aofr÷n6 gDj/� M ==================================================================================

pTkfbg ldlt M ======================= Dofb ;dfKt x'g]� ldlt M ===============================

btf{ jf nfO;]�G; gDa/� -olb cfjZos ePdf_ M ==============================================

pTkfbssf]� gfd M ====================================================================================

gd"gf OsfO{ lnO{Psf]� ;+Vof -6ofAn]�6, SofK;'n, cflb M slDtdf @) t/� #) OsfO{df 
ga9fO{_ M

========================================================================================================
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gd"gfsf]� ;+lIfKt ef}�lts÷b[Zo (visual) ljj/�0f M

============================================================================================================
============================================================================================================
============================================================================================================
============================================================================================================
============================================================================================================
============================================================================================================
===============================================

gd"gf lng]� dflg;x¿sf]�	 gd"gfx¿ lnOPsf]� :�yfgsf]� 

x:�tfIf/�	 ;+:�yfsf k|ltlglwsf]� x:�tfIf/�

		      -cltl/�Qm_

! =================================

@ =================================

b|i6AoM	 of]� gd"gf ;+sng kmf/�d ;Fw}� ;+slnt gd"gf;+u}� /�fVg' k5{ . 
	 plrt gd"gf ;+sng k|lqmof ckgfpg' kb{5 .
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kl/�R5]�b $

u'0f:�t/ �;'lglZrttfsf]� nflu ;j{dfGo ljlw

!= kl/�ro
vl/�b ul/�Psf ;fdfgx¿ :�jLs[t :�k]�l;lkms]�zg tyf of]�Uotfsf dfkb08;+u d]�n 
vfPsf]� x'g'k5{ /� cfk"lt{stf{n]� pQm s'/�fx¿ k"/�f u/�]�sf]� x'g'kb{5 . vl/�bstf{n]� 
PSI /�÷jf PDI sf nflu k|ltli7t t]�;|f]� kIfnfO{ lgo'Qm ug{ ;Sb5 jf cfˆg}� 
sd{rf/�Lx¿nfO{ lg/�LIfssf]� ?kdf sfd ug{ lgo'Qm ug{ ;Sb5 . 

cf}�iflwhGo ;fdu|Lx¿ k|fKt eP kl5 ltgLx¿sf]� gd"gf ;+sng /� k/�LIf0f ul/�G5 . 
obL sG;fOGd]�G6 7"nf]� 5 jf o;sf]� zt k|ltzt lg/�LIf0f ug{ kof{Kt ;do lng]� 
b]�lvG5 eg]� To:�tf]� cj:�yfdf ;j{dfGo gd"gf ;+sng ljlw cg';/�0f ug{'kb{5 . 
k|To]�s k6s v/�Lb ubf{ ;a}� cf}�iflwhGo ;fdu|Lx¿sf]� k/�LIf0f ug{ Jofjxfl/�s 
?kdf h6Ln x'g ;S5 . To;sf/�0f To:�tf ;fdu|Lx¿ :�yfoL ?kdf u'0f:�t/� 
;'lglZrttf k|dfl0ft pTkfbsaf6 k|fKt ug{' pko'Qm x'G5 . pTkfbsn]� plrt 
u'0f:�t/� lgoGq0f k|lqmof /� cGt/�f{li6«o dfkb08x¿ h:�t}� ljZj :�jf:�Yo ;+u7g 
(WHO) åf/�f cg'df]�lbt ljlwx¿ pTkfbg k|lqmofdf cjnDjg u/�]�sf]� ;'lglZrt x'g 
hf]�8 lbg' k5{ .

@= PSI /� PDI sfo{;Dkfbgsf dfkb08x¿

PSI /� PDI df lgDg sfo{;Dkfbg dfkb08x¿ cjnDag ul/�G5 M

•	 cf}�iflwhGo ;fdu|Lx¿ cf}�iflw Aoj:�yf ljefu (DDA) df btf{ ePsf]� x'g'k5{ . 

•	 k|ljlws ljj/�0fx¿ National Treatment Guideline (NTG) tyf Standard 

Treatment Protocol (STP) åf/�f k|of]�usf]� nflu l;kmfl/�; ePsf]� x'g'k5{ . 
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•	 af]�nkq sfuhftdf pNn]�v eP adf]�lhd :�k]�l;lkms]�zg ldN5 ls ldNb}�g 
x]�g{ l;kd]�G6 eGbf klxn]� pTkfbssf]� k|of]�uzfnfdf tof/�L ;fdu|Lsf]� k|To]�s 
Aofrsf]� k/�LIf0f ug{'k5{ . cfk"lt{sf nflu k7fOPsf]� k|To]�s ;fdu|Lsf]� ;fydf 
;f]� sf]� k/�LIf0f k|df0fkq ;+nUg ePsf]� x'g'k5{ . 

•	 ;Dea eP;Dd PSI u/�]�sf]� x'g'k5{ /� x/�]�s l;kd]�G6sf ;fydf ;fdu|Lsf]� k|To]�s 
Aofrsf]� ;l6{lkms]�6 ckm PgfnfO{l;; (COA) ;lxt lg/�LIf0f k|df0fkqx¿ 
;+nUg ePsf]� x'g'k5{ .

•	 af]�nkq sfuhftdf pNn]�v eP adf]�lhd u'0f:�t/� k|0ffnL /� cg'kfng 
(compliance) sf]� ;DaGwdf ljutsf]� sfo{;Dkfbg d"Nof+sg dfkb08 Pp6f 
d"Nof+sg ug]�{ dfkb08 x'g]�5 . 

•	 obL PSI ul/�+b}�g eg]�, PDI ug'{ kb{5 /� PDI lgo'Qm ul/�Psf]� lg/�LIf0fstf{ 
(inspector) n]� ug{]�5 eg]� COA rflxF+ cg'df]�lbt k|of]�uzfnfaf6 hf/�L ul/�G5 . 

•	 ;fdu|L k|fKt eP kl5 uf]�bfd÷:�6f]�/� :�6fkmn]� k|fKt ePsf ;fdu|Lx¿ af]�nkq 
tyf ;D´f}�}�tf sfuhftdf pNn]�v eP adf]�lhd :�k]�l;lkms]�zg tyf of]�Uotf 
dfkb08x¿ ldn]� gldn]�sf]� x]�g'{k5{ . 

•	 ;fwf/�0ftof obL pTkfbs WHO prequalified /� SRA cg'df]�lbt 5 eg]� PSI 
/� PDI ug]�{ ul/�+b}�g . t/� ;a}� cfjZos sfuhftx¿ WHO-GMP cg'?k k]�z 
ePsf]� x'g'k5{ .

#=cf}�iflwhGo ;fdu|L k|fKt tyf e08f/�0f ug]�{ k|lqmofx¿

sfof{no ;do leq jf aflx/� s'g}� klg ;do ha e08f/�0f If]�qdf ;fdu|Lx¿ 
cfO{k'u5, tL ;fdu|Lx¿nfO{ hfFr gu/�]�;Dd Sjf/�]�G6fOgdf /�fVg'k5{ . ;fdfg a'‰g]� 
clwsf/�Lx¿n]� k|lqmofut ?kdf aS;fx¿ /� ;fdu|Lx¿ cfk"lt{stf{sf]� OGEjfO; 
cg';f/� ldnfg ul/� hfFr ug'{ kb{5 . s'g}� km/�s, leGgtf /� Iflt gf]�S;fgLx¿ eP 
l6kf]�6 ug'{ k5{ . cfk"lt{stf{x¿n]� ;D´f}�tf cg';f/� lhDd]�jf/�L k"/�f u/�]� gu/�]�sf]� 
osLg ug{ ;a}� sG;fOGd]�G6x¿sf]� zL3| /� 7Lsl;t lg/�LIf0f ug{' cfjZos 
x'G5 . k|To]�s sG;fOGd]�G6sf]� Iflt jf xfgL gf]�S;fgLsf]� nflu aLdf ul/�Psf]� x'g'  
kb{5 . o;/�L s'g}� klg Iflt, jf xfgL gf]�S;fgL ;D´f}�tfdf k|of]�u ul/�Psf]� 
Ogsf]�6d{ (Incoterm)cg';f/� bfaL ug{'kg{]� x'G5 . 
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8]�lne/�L ul/�Psf]� Kofs]�hx¿sf]� ;+Vof Ps /�lh:�6/�df l6Kg' kb{5 /� ;fdfg a'‰g]� /� 
a'emfpg]� b'a}� JolQmn]� x:�tfIf/� ug{'kb{5 . ;fdfg a'‰g]� clwsf/�Lx¿n]� t'?Gt ;a}� 
aS;fx¿ k|fKt ubf{sf]� l:�ylt hfFr ug{'kb{5 -s'g}� Iflt, 6'6km'6 jf km]�/�abnsf]� 
;+s]�t, cflb_ . :�6f]�/�÷uf]�bfdsf]� ;fdfg a'‰g]� 6f]�nLn]� g}� ;+nUg sfuhftx¿ 
-9'jfgL ljN6L, KoflsË ln:�6, rnfg, k|To]�s Aofrsf]� u'0f:�t/ �kl/�If0f k|df0fkq, 
PSI sf]� k|df0fkq, cflb_ hf+Fr ul/� ;fdfg a'‰g' kb{5 . 

;fdfg a'‰g]� 6f]�nL -e08f/� zfvf jf kmf+F6jfnf_ n]� PDI sf nflu lgDg k|lqmofx¿ 
ckgfpg' kb{5M

•	 kmf+F6jfnfn]� c8{/�, 8]�lne/�L lan /� cfk"lt{stf{{sf n]�anx¿ aLr leGgtf 5 
5}�g hfFr ug{'kb{5 . k|fKt ;fdu|Lx¿ vf]�ln lgDg leGgtfx¿ x]�g{'kb{5, h'g 
kmf/�ddf gf]�6 u/�L ;fdfg a'emfpg]� JolQmnfO{ hfgsf/�L u/�fpg' kb{5 .

o	 k|fKt gePsf]� aS;f÷sf6'{gx¿Ù

o	 v'Nnf k|fKt ePsf]� aS;f÷sf6'{gx¿Ù

o	 ge]�l6Psf cfO6dx¿Ù

o	 KoflsË lni6 eGbf km/�s kl/�df0fx¿Ù

o	 unt j:�t'x¿ -c8{/� gu/�]�sf j:�t'x¿_Ù

o	 la|lu|Psf]�, 6'6km'6 ePsf]� jf v/�fa u'0f:�t/�sf j:�t'x¿ 

•	 ;KnfO{ u/�]�sf]� ;fdu|Lsf]� k|fljlws ljj/�0f ;D´f}�tfdf pNn]�v eP cg'?k 
5 5}�g x]�g'{k5{ . o; afx]�s ;fdu|Lsf]� n]�aln+u ;xL eP gePsf]� x]�g'{sf 
;fy}� ;fdu|Lsf]� ;]�Nkm–nfO{km obL @$ dlxgfsf]� 5 eg]� Go"gtd af+Fls /�x]�sf]� 
#÷$ ;]�Nkm–nfO{km jf olb ;]�Nkm–nfO{km @$ dlxgf eGbf a9Lsf]� 5 eg]� 
af+Fls /�x]�sf]� %÷^ ;]�Nkm–nfO{km jf ;Demf}�tfdf ;xdt eP cg';f/� eP 
gePsf]� x]�g'{kb{5 . To:�t}� Kofs]�hx¿sf]� k"0f{tf, sG;fOgd]�G6df /�x]�sf]� l;n /� 
sG6]�g/�x¿sf]� Ps?ktf klg hfFr ug{'kb{5 . 

•	 olb k|fKt ePsf ;fdu|Lx¿ Ps eGbf a9L Aofrdf eP o;nfO{ cfk"lt{stf{sf]� 
Aofr gDj/�sf]� cfwf/�df cnu ug'{k5{ /� To;kl5 k|To]�s sG6]�g/�sf]� ;fjwfgL 
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k"j{s lg/�LIf0f ug'{k5{ tfls ltgLx¿ Ps cfk;df ld>0f x'g, km]�/�abn x'g 
jf lalu|g gkfcf]�;\ . s'g}� klg sG6]�g/� v/�fa jf ck"0f{ ePsf]� z+sf nfu]�df 
5'6\ofOxfNg' kb{5 . 

•	 k|foMh;f]� 7"nf l;kd]�G6x¿sf]� cj:�yfdf obL sG6]�g/�x¿ t'?Gt hfFr 
ug{ ;ls+b}�g eg]� tL l;naGbL /� ;'/�lIft aS;fx¿ hf+Fr gx'Gh]�n;Dd 
Sjf/�]�G6fOgdf /�fVg' kb{5 . obL aS;fx¿ km'6]�sf, v'Nnf jf l;n 6'6]�sf 5g\ 
eg]� To:�tf aS;f leqsf ;fdu|Lx¿ KoflsË ln:�6 cg';f/� ldnfO{ hf+Fr 
ug{'kb{5 . a'emfOPsf cfO6dx¿ c8{/� ul/�Psf]� cfO{6dx¿;+u d]�n ePsf]� 
/� kl/�df0f 8]�lne/�L gf]�6 -rnfg_ cg'?k ePsf]� ;'lglZrt ug{'kb{5 .

•	 s'g}� klg ;D:�of b]�lvPdf To:�tf ;"rgf lnlvt ?kdf cfk"lt{stf{sf]� 
6«fG;kf]�6{/�sf]� pkl:�yltdf ug'{ kb{5 . dfyL pNn]�v u/�]� eGbf sd ;]�Nkm–
nfOkm af+sL /�x]�sf ;fdu|Lx¿ :�jLsf/� ug'{ x'+b}�g . 

•	 s'g}� km/�s, leGgtf /� v/�faL e]�l6Pdf OGEjfO; jf rnfgdf hgfpg' 
kb{5 . To;/�L ;RofOPsf]� OGEjfO;÷rnfgLdf cflwsf/�Ls sd{rf/�Ln]� ldlt 
/� x:�tfIf/� ug{'kb{5 . o;/�L cjnf]�sg ljj/�0f ;lxt ;fdu|L a'emfPsf]� 
k|ltj]�bg tof/� ug{'kb{5 . sG6]�g/�df b]�lvPsf]� s'g}� v/�faL /� u'0f:�t/� ;DaGwL 
s'g}� klg ;d:�of jf s}�lkmot cg';Gwfgsf]� nflu ;DalGwt clwsf/�LnfO{ 
;"lrt ug'{kb{5 . 

•	 olb a'emfOPsf ;fuu|Lx¿ ;xL 5g\ eg]�, tL ;fdu|Lx¿sf]� :�jtGq u'0f:�t/� 
k/�LIf0f k|of]�uzfnfaf6 k/�LIf0f k|ltj]�bg gcfP;Dd c:�yfoL ?kdf :�jLs[t 
ug{'kb{5 . Sjf/�]�G6fOgdf /�flvPsf]� kmf/�fd el/� c:�yfoL ?kdf :�jLs[t u/�]�sf]� 
k|ltj]�bg tof/� ug'{ kb{5 . klxrfg ul/�Psf]� s'g}� klg ;d:�of ;f]� k|ltj]�bgdf 
pNn]�v ul/�Psf]� x'g''kb{5 . 

•	 kl/�If0fsf]� nflu gd"gf ;+sng ubf{ kl/�R5]�b # df pNn]�v ul/�Psf]� k|lqmof 
cg';f/� Random Sampling ljlwaf6 ug'{kb{5 . 

•	 gd"gf ;+sng u/�]�kl5 ;fdfgx¿ Sjf/�]�G6fOgdf /�fVg' k5{ . :�jtGq u'0f:�t/� 
kl/�If0fsf]� kl/�0ffd ;fdu|Lsf]� :�k]�l;lkms]�zg;+u d]�n gvfP;Dd /� k|of]�usf]� 
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nflu cg'dlt gkfP;Dd Sjf/�]�G6fOgdf /�lx /�xG5 . ljZn]�if0f k|df0fkq 
(COA) sf]� k|ltx¿, :�6f]�/� k|flKt /�l;bx¿sf]� k|ltx¿ ;'/�lIft /�fVg'k5{ . 

•	 obL c:�jLs[lt ePsf]� v08df ;DalGwt clwsf/�L /� cfk"lt{stf{nfO{ k/�LIf0f 
glthfsf]� k|ltlnlk ;lxt ;fdu|L c:�jLs[t ePsf]� kq k7fpg' kb{5 . 
c:�jLs[t ;fdfgx¿ k|of]�u x'gaf6 /�f]�Sg s8f ;fjwfgL ckgfpg'k5{ . 
c:�jLs[lt ;fdfgx¿ :�ki6 ?kdf lrGx nufO{ tfnf nufOPsf]� sf]�7fdf 
e08f/�0f ug'{kb{5 hxf+F clwsf/� k|fKt sd{rf/�Lsf]� dfq kx'Fr x'g'kb{5 . 
To:�tf ;fdu|Lx¿ cfk"lt{stf{nfO{ g}� lkmtf{ ug{'kb{5 . 

•	 k|fKt ;fdfgx¿sf]� k"0f{ hf+Fr k|dfl0fs/�0f ePkl5 ;fdfg k|fKt ug]�{ :�6f]�/�n]� 
k|To]�s ;fdfgsf]� kl/�df0f, Aofr gDa/� /� Dofb ;dflKt ldlt ;fdfg k|flKt 
ljj/�0f (GRN) jf bflvnf l/�kf]�6{df /�]�s8{ ug{'kb{5, h'g kl5 x:�tfIf/� ul/�G5 . 

•	 ;fdfg k|flKt k|lqmof k"/�f ePkl5 ;fdfgx¿ uf]�bfddf e08f/�0f ug{'kb{5 
/� df}�Hbft vftf -:�6s n]�h/�, :�6s /�]�s8{, df}�Hbft ;"rL jf uf]�bfd /�lhi6/� 
;"rL_ cyjf eLMIS k|0ffnLdf k|lji6L ug'{' kb{5 . oxf+F dxTjk"0f{s'/�f ;a}� 
/�]�s8{x¿df ;lx PsfO{sf ;fy}� Aofr gDa/� /� Dofb ;dfKt ldlt pNn]�v 
ePsf]� x'g' kb{5 . 

•	 Ps k6s ;fdfgx¿ k|fKt ePsf]� k|dfl0ft ePkl5, To;sf]� ;'/�lIft 
lxkmfhtsf]� lhDd]�jf/�L uf]�bfd /� uf]�bfdsf]� k|d'vnfO{ hfG5 . 

•	 Dflysf ;a}� k|lqmof k"/�f u/�]�kl5 e08f/� zfvf÷kmf+F6jfnfn]� x:�tfIf/� ul/�Psf]� 
GRN -bflvnf l/�kf]�6{_ /� cGo ;DalGwt l/�kf]�6{x¿ ;fy}� cfk"lt{stf{sf]� 
OGEjfO; cfjZos e'QmfgLsf]� nflu n]�vf zfvfdf k7fpg' kb{5 . olb 
cfjZos eP, ;f]� l/�kf]�6{df 8]�lne/�Ldf ePsf]� s'g}� leGgtfsf sf/�0f /�sd 
s§f ug'{ kg]�{ eP pNn]�v ug{'kb{5 . 

$= l;kd]�G6 lj;+ult ljj/�0f

l;kd]�G6df b]�lvPsf s'g}� klg q'l6x¿ l6kf]�6 x'g h?/�L x'G5 /� l;kd]�G6 lj;+ult 
ljj/�0f (Shipment Discrepancy Report) tof/� ug'{kb{5 . l;lkËdf lgDg q'l6x¿ 
x'g ;S5g\ M 
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•	 v/�fa ;fdu|L h:�t}� M

o	 km'6]�sf 6\ofAn]�6x¿, Dofb ;dfKt ePsf jf Dofb ;dfKt x'g nfu]�sf 
cf}�iflwx¿ .

o	 n]�an gePsf cfO{6dx¿ . 

o	 lr:�ofgdf /�fVg' kg]�{ -/�]�lkm|h/�]�6]�8_ cfO{6dx¿ ;fdfGo tfkqmd (room 

temperature)df cfOk'Ug' jf pi0f x'g' .

o	 9'jfgLsf]� bf}�/�fg cg'ko"Qm e08f/�0f k|lqmof ckgfpg' .

•	 af]�nkq /� ;D´f}�tfsf sfuhft cg';f/�sf cfjZostfx¿ k"/�f gx'g' . 

•	 OGEjfO;÷8]�n]�e/�L rnfgdf pNn]�v ePsf cfO{6dx¿ ge]�6\g' . 

•	 c8{/� gul/�Psf]� jf OGEjfO;÷8]�n]�e/�L rnfgdf pNn]�v gePsf cfO{6dx¿ 
k|fKt x'g' . 

l;kd]�G6 lj;+ult ljj/�0f cGo sd{rf/�Lsf]� /�f]�xj/�df e08f/� clws[tn]� tof/� 
ug{'kb{5 . l;kd]�G6 lj;+ult ljj/�0fdf lgDg s'/�f ;dfj]�z x'G5g\ . 

•	 l;kd]�G6sf]� ldlt

•	 k|fKt ug]�{ clwsf/�Lsf]� gfd 

•	 ;fIfL a:�g]� kmfd{]�;L sd{rf/�L ;b:�osf]� gfd 

•	 OGEjfO; gDa/�

•	 k|fKt aS;fx¿sf]� ;+Vof 

•	 k|fKt cGo sG6]�g/�x¿sf]� ;+Vof -h:�t}�M sf6{'g, 8«d, cflb_

•	 k|To]�s v/�fa, ge]�l6Psf jf unt cfO6dsf]� nflu lgDg hfgsf/�L l6kf]�6 
ug{'kb{5 M

o	 l;l/�on gDa/�M obL ;fdu|L k|fKt ePdf -olb s'g}� cfO6d l;kd]�G6af6 
x/�fO/�x]�sf]� 5 eg]�, vfnL 5fl8g]� 5_ .
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o	 cfO6dsf]� ljj/�0fM h]�g]�l/�s gfd, zlQm, dfqf, k|sf/�

o	 sf]�8 gDa/�M k|To]�s cfO6d, zlQm, dfqf /� k|sf/�sf]� nflu lglZrt sf]�8

o	 PsfO{M cfO6dsf]� PsfO{ -h:�t}� k|lt Kofs]�h 6\ofAn]�6x¿sf]� ;+Vof_ 

o	 km'6]�sf]�, x/�fO/�x]�sf]� jf q'l6k"0f{M cfO6d km'6]�sf]�÷ge]�l6Psf]�÷q'l6k"0f{

o	 l6Kk0fLx¿M q'l6sf]� k|s[lt jf/�]� j0f{g -h:�t}�M km'6]�sf]� af]�tn, Dofb ;lsg]� 
ldlt, x/�fO /�x]�sf]�, c8{/� gul/�Psf]� jf OGEjfO;df pNn]�v gePsf]�_ 

o	 ;fdu|L a'‰g]� clwsf/�Lx¿ /� /�f]�xj/� sd{rf/�L ;b:�osf]� gfd /� x:�tIff/� 
-;fIfLdf kmfdf{l;:�6nfO{ k|fyldstf lbg'k5{_ .

l;kd]�G6 lj;+ult ljj/�0fsf]� d"n k|lt cfjZos sf/�jfxLsf nflu ;DalGwt 
clwsf/�LnfO{ k7fpg' k5{ /� Ps k|lt ;fdu|L a'‰g]�sf]� /�]�s8{df /�fVg' k5{ .
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cg';"rL !

lg/�LIfssf nflu ;fdfGo lgb]�{zg

lg/�LIf0f k|lqmofdf lgwf{l/�t k4lt -k|f]�6f]�sn_ x¿ cg';/�0f ug'{kb{5 /� j}�1flgs 
tYo tyf dfkb08x¿df cfwfl/�t x'g'kb{5 .

lg/�LIf0f ug{]� sd{rf/�Lx¿n]� lgDg s'/�fx¿ Wofgdf /�fVg' kb{5. lg/�LIf0f ubf{ P;= 
cf]�= kL=÷r]�slni6 k|of]�u u/�L a}�wflgs ljlw k|of]�u ug'{ kg]�{ x'G5 .

•	 lg/�LIf0f ug{' cufl8 of]�hgf agfpg'xf]�;\ . 

•	 ;Fw}� lgikIf ljrf/� sfod /�fVg'xf]�;\ .

•	 cfkm}� hjfkm jf ;'´fj glbg'xf]�]�;\ . 

•	 lg/�LIf0f k|lqmofdf xtf/� gug{'xf]�;\ .

•	 ;Fw}� uNtLx¿ ;Rofpg'xf]�;\ . 

•	 r]�slni6 k"0f{ 5÷5}�g ?h' ug'{xf]�;\ .	

•	 ;a}� s'/�fx¿sf]� clen]�vLs/�0f ug'{xf]�;\ . 

•	 s'g}� agfj6L jf ;'´fj ul/�Psf]� l/�kf]�6{ gug{'xf]�;\, k|dfl0ft s'/�fx¿ dfq 
pNn]�v ug'{xf]�;\.

•	 cfjZos ePdf cg'udg lg/�LIf0fsf]� of]�hgf agfpg'xf]�;\ . 

•	 yk s'/�fx¿ -sdL sdhf]�/�L_ ePdf pNn]�v ug'{xf]�;\ .
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PSI/�PDI /� k/�LIf0fsf nflu lhDd]�jf/� Ph]�G;Lsf]� JolQm;+u lgDg k|Zgx¿sf]� :�ki6 pQ/� 

x'g'kb{5 M

•	 s'g :�t/�sf]� u'0f:�t/�n]�]� vl/�bstf{sf]� cfjZostfx¿ k"/�f ub{5 < vl/�bstf{sf]� 
cfjZostf s]� xf]� osLg ug'{ kb{5 .

•	 ;fdu|L slt rf+F8f]�]� k|of]�u x'G5 /� slt ;do ;Dd /�xG5 <

•	 pQm ;fdu|Ln]� ;'/�Iff dfkb08 k"/�f u/�]�sf]� 5 <

•	 n]�aln+u /� Kofs]�lhË :�jLsf/� of]�Uo u'0f:�t/� /� dfqfsf]� 5 < :�k]�lzlkms]�zg;+u 
x'ax' ldN5 <

•	 ;fdfgx¿ 9'jfgL, XofG8lnË /� e08f/�0f ug{ cfjZos lgb{]�zgx¿sf ;fy 
cfk"lt{ ul/�Psf]� 5 <

lg/�LIf0fstf{n]�]� ;Demf}�tf kq;+u cg'aGw k|df0fkq Pj+ sfuhft d'tfljs 
pTkfbsn]� ;fdu|Lx¿ pTkfbg ug{ ;S5 elg ;'lglZrt ug{'kb{5 . k7fOPsf]� 
;fdu|Lsf]�]� k|To]�s Aofrsf]� Aofr–6'–Aofr Ps?ktf ;'lglZrt ug{ GMP sf]� 
cg';/�0f ul/� pTkfbg u/�]�sf]� x'g'kb{5 . ;fdu|L pTkfbgsf]� jf:�tljs cfsf/�, 
kl/�df0f hfgsf/�L ePsf]� /� pNn]�v ul/�Psf]� x'g'kb{5 . ;fdu|Lsf]� ljj/�0fdf 
pNn]�v ul/�Psf k|To]�s pTkfbg :�ynsf]� WHO-GMP cg';/�0f u/�]� gu/�]�sf]� lgSof}�{n 
ug{ lg/�LIf0f ug{'kb{5 . kmdf{:�o"l6sn ;lqmo kbfy{ API sf pTkfbsx¿n]� API 

pTkfbg ubf{ GMP cg';/�0f u/�]� gu/�]�sf]� olsg ug{ d"Nof+sg k|lqmofs}� Ps 
c+usf]� ?kdf k|of]�u ul/�Psf]� API pTkfbssf]� klg lg/�LIf0f ug{'kb{5 . lg/�LIfsn]� 
;DalGwt pTkfbssf]� sfo{ ;Dkfbg /� ;DalGwt ;fdu|Lsf]� ljj/�0f kmfOndf k]�z 
u/�]�sf]� 8f6fsf]� k|fdfl0fstf /� j}�wtf hf+Fr ug'{ kb{5 . 

lg/�LIfsn]� k]�z ul/�Psf k|df0fLs/�0f sfuhftx¿sf]� cflwsfl/�stf /� dfGo cjlw 
hf+Fr ug'{ kb{5 .

lg/�LIfsn]� l;kd]�G6 cl3 gd"gf ;+sng /� k/�LIf0f ug'{ kb{5 eg]� ;fdfg 
cfOk'u]�kl5 ;f]�xL ;fdfg k|fKt ePsf]� xf]� xf]�Og hf+Fr ug'{ kb{5 . lg/�LIfsn]� ;a}� 
cf}�iflwx¿sf]� k/�LIf0fsf]� nflu cGt/�f{li6«o dfGotf k|fKt gd"gf ;+sng k|lqmofx¿ 
cg';/�0f ug'{ kb{5 . 
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ljleGg ;fdu|L /� ljleGg kl/�l:�yltx¿df ljleGg :�t/�sf]� PSI ug'{ kg]�{ x'G5, 
hals slxn]� sfFlx To;sf]� cfjZoQmf kb{}�g . lg/�LIfsn]� pTkfbg k|lqmofsf]� 
qmddf ckgfOPsf dfkb08x¿ /� u'0f:�t/� ;'lglZrttfsf]� cWoog ug'{ kb{5 . 
lg/�LIfsn]� pTkfbs;+u k|of]�uzfnf k/�LIf0fsf]� plrt k|df0fx¿ pknAw u/�fpg 
cg'/�f]�w ug'{ kb{5 . tL k|df0fkqx¿ k|dfl0ft u/�L k|ltj]�bgdf ;dfj]�z ug{'kb{5 . 
lg/�LIfsn]� pTkfbs÷cfk"lt{stf{sf]� cflwsfl/�s k|ltlglwsf]� pkl:�yltdf uGtJodf 
k'u]�sf ;fdu|Lx¿sf]� Kofs]�lh+u, kl/�df0f /� ef}�lts k/�LIf0fsf]� ljZj;lgotf klg 
hf+Fr ug{ cfjZos x'G5 . obL vl/�b ug{ ;xdlt ul/�Psf]� :�k]�l;lkms]�zg, kl/�df0f 
/� cGo ;t{x¿df 7"nf]� leGgtf kfOof]� jf b]�lvof]� eg]� ;f]� af/�]� vl/�bstf{nfO{ l/�kf]�6{ 
ug{'kb{5 . 

To; afx]�s lg/�LIfsn]� lgDg sfo{x¿ klg ug'{ kb{5M 

•	 cfk"lt{stf{sf]� COA k|fKt ug'{ /� hf+Fr ug'{ jf ef}�lts u'0f /� /�f;folgs 
ljj/�0fx¿, k|sf/�, Aofr gDa/�x¿ /� ;]�Nkm–nfOkm (shelf-life) ;xL 5 5}�g 
hf+Fr ug'{ .

•	 ;fdu|Lx¿sf]� ;]�Nkm–nfOkm vl/�b ;D´f}�tfdf pNn]�v eP eGbf sd gePsf]� 
hf+Fr ug'{ .

•	 ;a}� Kofs]�hx¿ qmda4 ?kdf lrGx nufO{Psf]� /� ;D´f}�tfdf tf]�lsP adf]�lhd 
n]�aln+u÷dfls{Ë b'?:�t eP gePsf]� hf+Fr ug{' . 

•	 KoflsËsf]� cfofdx¿ ;D´f}�tfdf lglb{i6 ul/�P cg';f/� ePsf]� /� 9'jfgLsf]� 
a]�nf plrt XofG8lnË tyf uGtAodf 7Ls;+u k'Ug]� s'/�fsf]� ;'lglZrt ug{ 
dfls{Ë /� XofG8lnË lgb]�{zgx¿ :�ki6 ?kdf b]�lvg]� ul/� /�fv]� g/�fv]�sf]� hfFr 
ug{' .

•	 k|To]�s cfO{6dx¿, leqL KoflsË /� afXo Kofs]�hx¿ ;D´f}�tfdf lglb{i6 
ul/�P cg';f/� b'?:�t eP gePsf hfFr ug{' .

•	 k|fylds KoflsË glalu|Psf]�, gvf]�lnPsf]� jf cgflws[t km]�/�abn gul/�Psf]� 
/� 9'jfgLsf]� nflu rflxg]� lrGx -dfls{Ë_ x¿ ;xL 5 5}�g x]�g'{ . 
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•	 pko'Qm 9'jfgL /� j:�t' lgodgx¿ cg'?k KoflsË 5 5}�g hfFr ug{' /� of]� 
;Demf}�tfdf pNn]�v ul/�Psf]� 9'jfgL ljlw cg';f/� ;'/�lIft 9'jfgLsf]� nflu 
kof{Kt 5 eGg]� ;'lglZrt ug{' . 

•	 obL sG;fOGd]�G6 v'nf 6«såf/�f 9'jfgL ug'{ kg]�{ jf 9'jfgLsf]� avt v'nf 
nluG5 eg]� sf6{'g÷Kofn]�6sf]� l:�y/�tf /� KoflsËsf]� kfgL k|lt/�f]�wfTds zlQm 
kof{Kt 5 5}�g hfFr ug{' .

•	 dfyL pNn]�lvt k|To]�s s'/�fx¿sf]� lj:�t[t l/�kf]�6{ tof/� ug{'\ /� lg/�LIf0fdf 
pkl:�yt ePsf AolQmx¿af6 lg/�LIf0fdf b]�lvPsf s}�lkmot ;lxtsf]� 
k|ltj]�bgdf ;xdlt u/�fO{ x:�tfIf/� ug{]� Joj:�yf ug{' . 

•	 ;Dej eP;Dd /� ;fGble{s nfu]�sf kmf]�6f]�x¿ lng'\ /� ltgLx¿nfO{ l/�kf]�6{sf]� 
;fy ;+nUg ug{' .

•	 l/�kf]�6{ vl/�bstf{nfO{ a'´fpg' . lg/�LIf0fsf]� s|ddf km]�nf k/�]�sf s'g}� klg 
larngx¿ t'?Gt l/�kf]�6{ ug{'kb{5 . 
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cg';"rL @

PSI /� PDI sf nflu r]�slni6

;fdfGo r]�slni6

qm=;+= Kof/�fld6/�÷lqmofsnfk cjnf]�sg s}�lkmot

!= ;fdfGo r]�slni6 
 sG;fOGd]�G6 /� ;fdu|Lsf]� ;fdfGo cjnf]�sg ljj/�0fx¿ pNn]�v ug]�{ .

s=
PSI sf nflu tof/� ePsf]� ldlt -obL PSI eP_ jf 
;fdu|L cfOk'u]�sf]� ldlt -obL PDI xf]� eg]�_

v=
vl/�b cfb]�z÷;Demf}�tf cg';f/� ;fdu|L tof/� 
ePsf]�÷cfOk'u]�sf]� 5÷5}�g

u=
Aofr ;fOh /� ;DalGwt gd"gf ;+sng of]�hgfsf]� 
cfwf/�df jf b'O{ kIf aLr ;xdlt cg';f/� gd"gf 
;+sng ePsf]� xf]�÷xf]�Og

3=
;D´f}�tfdf ePsf] �k|fljlws ljj/�0f (Technical 

Specification) cg';f/ �;fdu|Lsf]� k|fljlws ljj/�0f 
5÷5}�g

ª=
;D´f}�tfdf pNn]�v ePcg';f/ �clGtd ;fdu|Lsf]� 
u'0f:�t/� /� lkmlgl;Ë 5÷5}�g

r=
cfofdL (Dimensional) hfFrx¿ h:�t}�M cfsf/�, 
df]�6fO{, cflb

5= pTkfbssf]� k/�LIf0f l/�kf]�6{x¿sf]� hf+Fr
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h=
;D´f}�tf cg'?k Kofls+u, Kofn]�6sf]� cfsf/�, l;lkË 
dfs{ /� lg/�LIf0f clwsf/�Låf/�f lg/�LIf0fsf]� k|df0f 
:�j?k 5fk nufOPsf]�5÷5}�g

em=
k|fKtstf{ jf vl/�b clwsf/�Lx¿åf/�f cfjZos 
elgP cg';f/� gd"gfx¿ ;+sng ul/�Psf]� 5÷5}�g

~f= ;D´f}�tf cg';f/� s'g}� leGgtf jf Ifltsf]� l/�kf]�6{ 

6=
;D´f}�tfdf pNn]�v ul/�Psf]� eGbf yk 
ultlalwx¿df ;xdt ePsf]� eP pNn]�v ug]�{

@= n]�alnË (Labelling)

n]�alnË cGtu{t ;fdu|Lsf]� e08f/�0f ljlw ;lxt hfgsf/�Lx¿ ;dfj]�z 
ePsf]� lglZrt ug{'k5{ . ;fdu|Lsf]� n]�andf lgDg ;Gb]�z :�ki6 ?kdf 
x'g'kb{5M

s= ;lqmo kbfy{sf]� sf]� gfd (INN)

v= ;fdu|Lsf]� ef}�lts agfj6 (Dosage form)

u=
k|lt v'/�fsdf ;lqmo kbfy{x¿sf]� dfqf /� k|lt 
Kofs]�h v'/�fs ;+Vof

3= k|lt Kofs]�h OsfOx¿sf]� ;+Vof 

ª= Aofr gDa/� 

r= pTkfbg ldlt 

5=
Dofb ;dflKt ldlt -k|:�6 a'lemg]� efiffdf, sf]�8df 
xf]�Og_

h= Kfmdf{sf]�lkof :�t/� (Pharmacopeial Standard)

em= e08f/�0fsf]� nflu lgb{]�zgx¿

~f= pTkfbssf]�]� gfd /� 7]�ufgf 
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6= n]�aln+u c+u|]�hL /� g]�kfnL efiffdf x'g'k5{

7=
n]�ansf]� ;Dk"0f{ ljj/�0f ;fd"lxs Kofs]�hdf klg 
b]�lvg'k5{ 

8=
k|of]�u ug]�{ ljlw, r]�tfjgL /� ;fjwfgLsf]� nflu 
lgb{]�zg 

9=
k|of]�u ug{ klxn]� 3f]�Ng (reconstitution) cfjZos 
;fdu|Lsf]� nflu pko'Qm ;do 

# =Kofs]�lh+u 

Kofs]�lh+u dha't 5, lalu|Psf]� jf /�ª abn]�sf]� 5}�g /� To;sf]� 9Ssgaf6 
s'g}� r'xfjt 5}�g eGg]� hf+FRg]� . 

$= Dofb ;dflKt ldlt /� u'0f:�t/�

Dofb ;dflKt ldlt /� u'0f:�t/�sf]� ef}�lts k/�LIf0f

s=

;fdu|Lsf]� ;]�Nkm–nfO{km af]�nkqdf pNn]�v eP 
adf]�lhd 5÷5}�g -h:�t}�M olb ;fdu|Lsf]� ;]�Nkm–
nfO{km @$ dlxgf 5 eg]� Go"gtd af+Fls Dofb 
;]�Nkm–nfO{kmsf]� #÷$ /� olb ;]�Nkm–nfO{km @$ 
dlxgf eGbf a9L 5 eg]� %÷^ ;]�Nkm–nfO{km afFsL 
x'g'k5{_

v=

ljz]�if ?kdf /�ª kl/�jt{g /� c;fdfGo uGwsf 
nflu h:�t}�M 6\ofAn]�6x¿ g6f+l;Psf]�, g6'lqmPsf]�, 
grls{Psf]� lqmd /� dndsf 6\o'jx¿ gkm'6]�sf]�Ù 
OGh]�S;gdf s'g}� s0f gePsf]�Ù k|:�t vf]�kx¿ (clear 
vaccines) wldnf]� gePsf]�Ù /� af]�tn tyf efonx¿ 
grs]�{sf]� jf l;n g6'6]�sf]� x'g'k5{ .
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%= k|df0fLs/�0f 
cfk"lt{stf{n]� lgDg k|df0fkq /� sfuhftx¿ k|bfg u/�]�sf]� 5 5}�g hfFr 
ug]�{ M 

s= pTkfbg cg'1f kq -nfO;]�G;_

v= sDkgL /� ;fdu|Lsf]� GMP k|df0f kq

u=
Certificate of Pharmaceutical Product (CoPP) jf 
Marketing License-cf}�iflw laqmL ljt/�0f btf{ 
k|df0f kq_

3=
laqmL ug]�{ ;fdu|Lsf]� :�k]�l;lkms]�zg -;fdu|Lsf]� 
hfgsf/�L, kl/�df0f, Kofs]�lh+u_

ª k|of]�uzfnf kl/�If0fsf]� k|df0f kq (COA)

r= ;fdu|L btf{ k|df0f kq (Product License)

5= pTkltsf]� k|df0f kq

h=
cflwsfl/�s k|L–l;kd]�G6 lg/�LIf0f l/�kf]�6{ -obL PSI 
ul/�Psf]� 5 eg]�_

em= v/�Lbstf{sf]� cfjZostf cg';f/� cGo ljj/�0fx¿ 

;fdu|L ljz]�if r]�slni6

qm=;+= Kof/�fld6/�÷lqmofsnfk cjnf]�sg s}�lkmot

^= ;a}� l;kd]�G6sf nflu

   cfk"lt{stf{sf]� OgEjfO; /� d"n v/�Lb cfb]�z jf ;D´f+}�tf cg';f/� ;fdfgx¿ 
le8fP/� x]�g]�{ .

s= 8]�lne/�L ul/�Psf]� sG6]�g/�x¿sf]� ;+Vof ;xL 5÷5}�g

v=
k|To]�s sG6]�g/�x¿df pNn]�lvt Kofs]�h ;+Vof ;xL 
5÷5}�g
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u=
k|To]�s Kofs]�hdf pNn]�lvt ;fdu|Lsf]� ;+Vof ;xL 
5÷5}�g

3= pNn]�lvt cf}�iflw 5÷5}�g

ª=
cf}�iflwsf]� pNn]�lvt agfj6 (Dosage form) ;xL 
5÷5}�g

r= ;xL zlStsf]� cf}�iflw ;xL 5÷5}�g

5= n]�alnË ;xL 5÷5}�g

h=
cfjZostf cg';f/ �laz]�if klxrfgx¿ /�flvPsf]�, 
5÷5}�g h:�t}�M ;fdu|Lsf]� sf]�8, cGo sf]�8x¿

em= s'g}� b]�lvg]� Iflt 5÷5}�g -j0f{g ug'{xf]�;\_

~f=
k/�LIf0fsf]� nflu gd"gf lnOPsf]� 5÷5}�g -obL 
:�jLs[lt k"j{ gd"gf lng]� Joj:yf eP_

&= 6\ofAn]�6x¿

k|To]�s l;kd]�G6df ;dfg cf}�iflw /� v'/�fssf 6\ofAn]�6x¿df Ps?ktf 
x'g'kb{5 .

s= 6\ofAn]�6x¿ Ps}� dfkgsf 5g\÷5}�gg\

v= 6\ofAn]�6x¿ ;dfg cfsf/�sf 5g\÷5}�gg\

u=
6\ofAn]�6x¿ Ps}� /�Ësf 5g\÷5}�gg\ -s'g}�df klg 
/�Ë p8]�sf]� jf leGg /�Ë, wAaf gePsf]�_

3= 6\ofAn]�6x¿ kq k/�]�sf]� -SoflkË ePsf]� 5g\÷5}�gg\

ª= 
6\ofAn]�6x¿df Psgf;sf]� ljefhg lrGx -:�sf]�/�_ 
5g\÷5}�gg\

r= 6\ofAn]�6x¿sf]� ;txdf bfux¿ 5g\÷5}�gg\
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5=
6\ofAn]�6x¿ cv08, s'g}� rf]�O6f glg:�s]�sf]� jf 
gkm'6]�sf 5g\÷5}�gg\

h=
6\ofAn]�6x¿sf]� lsgf/�f c;dfg /� s0fx¿ 
6f+Fl;Psf 5g\÷5gg\

em= 6\ofAn]�6x¿ cf]�; /�lxt 5g\÷5}�gg\

~f= 6\ofAn]�6x¿ vf]�ndf g6+Ffl;Psf 5g\÷5}�gg\

6= 6\ofAn]�6x¿ k'/�}� vf]�n leq 5g\÷5}�gg\\,

*= SofK;"nx¿

k|To]�s l;kd]�G6df ;dfg cf}�iflw /� v'/�fssf 
Sofk;"nx¿df Ps?ktf x'g'kb{5 .

s= Sofk;"nx¿ Ps}� dfkgsf 5g\\÷5}�gg\

v= Sofk;"nx¿ ;dfg cfsf/�sf 5g\\÷5}�gg\

u=
Sofk;"nx¿ Ps}� /�Ësf 5g\\÷5}�gg\ -s'g}�df klg 
/�Ë p8]�sf]� jf leGg /�Ë, wAaf eP÷gePsf]�_

3= Sofk;"nx¿df Ps}� k|sf/�sf]� lrGx 5g\\÷5}�gg\

ª= Sofk;"nx¿sf]� ;txdf s'g}� bfux¿ 5g\÷5}�gg\ 

r=
Sofk;"nx¿ cv08 5g\÷5}�gg\, s'g}� Kjfn 
gk/�]�sf]� jf gkm'6]�sf 

5=
Sofk;"nx¿sf]� lsgf/�f c;dfg /� s0fx¿ 
g6fFl;Psf]� 5g\÷5}�gg\

h=
Sofk;"nx¿ km'6\g]�, lkl6Ss ghfg]� (not brittle) 
vfnsf 5g\÷5}�gg

em= Sofk;"nx¿ vf]�ndf g6+Ffl;Psf 5g\÷5}�gg\

~f= Sofk;"nx¿ k'/�}� vf]�n leq 5g\÷5}�gg\
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6= s'g}� klg v'nf jf vfnL Sofk;"nx¿ 5g\÷5}�gg\

(= t/�n cf}�iflwx¿ (Liquid Preparations)

s'g}� ef+F8f]�df Kofs u/�]�sf t/�n cf}�iflwx¿ Ps}� ?ksf]� ;dfg x'g'k5{ . lgDg 
cjnf]�sgx¿ ug{'kb{5 .

s= Aflx/�L s0fx¿sf]� cg'kl:�ylt

v= plrt lrklrkfkg (viscosity)

u= plrt /�u+, uGw /� :�jfb

3= tx ljefhg (Phase separation) gePsf]�

ª= s8f g3'Ng]� s]�s h:�tf]� kbfy{ gb]�lvPsf]�

r= ef+F8f]�af6 r'lxPsf]� gb]�lvPsf]�

5= ef+F8fx¿df s'g}� lr/�f -S|ofs_ gb]�lvPsf]�

h= lnlr+Ë (leeching) gePsf]�

em=
cfjZos yk sDkf]�g]�G6x¿ h:�t}� pkof]�uL ;fwg 
/� pTkfbg hfgsf/�L krf{x¿ (PIL) ePsf]�

~f= ef+F8f]� leq cf}�iflwsf]� plrt kl/�df0f /�x]�sf]

!)= Kof/�]�G6/�n lk|k/�]�zG;\ (Parenteral Preparations)

Kof/�]�G6/�n eGgfn]� OGh]�S;ghGo ;a}� ;fdu|Lx¿ k5{g\ . o;df lgDg 
s'/�fx¿ x]�g'{ k5{ M

s= Aflx/�L s0fx¿sf]� cg'kl:�ylt

v= plrt lrklrkfkg (viscosity)

u= tx ljefhg (Phase separation) gePsf]�

3= s8f g3'Ng]� s]�s(cake) h:�tf]� kbfy{ gb]�lvPsf]�

ª= ef+F8f]�af6 r'lxPsf]� gb]�lvPsf]�
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r= ef+F8fx¿ s'g}� lr/�f -S|ofs_ gb]�lvPsf]�

5= lnlr+Ë (leeching) gePsf]�

h=
cfjZos yk sDkf]�g]�G6x¿ h:�t}� pkof]�uL ;fwg 
/� pTkfbg hfgsf/�L krf{x¿ (PIL) ePsf]

em= ef+F8f]� leq cf}�iflwsf]� plrt kl/�df0f /�x]�sf]�

!!= kfp8/� 

kfp8/� cf}�iflwsf]� k|To]�s Kofs]�6 ;dfg (identical) x'g'kb{5 . o;df lgDg 
s'/�fx¿ x]�g'{ k5{ M

s= Aflx/�L s0fx¿sf]� cg'kl:�ylt

v= plrt k|jfx Ifdtf (flow-ability)

u= s8f 8NNffx¿ (hard agglomerates) gePsf]�

3= cf]�; gk/�]�sf]� (Absence of moisture)

ª= ef+F8f]� leq cf}�iflwsf]� plrt kl/�df0f /�x]�sf]�

r= cf}�iflwsf]� ef+F8f]� leq plrt tj/�n]� l;n u/�]�sf]�

5=
cfjZos yk sDkf]�g]�G6x¿ h:�t}� pkof]�uL ;fwg 
/� pTkfbg hfgsf/�L krf{x¿ (PIL) ePsf]�

h=
sfuhftdf pNn]�v ul/�P cg';f/� plrt /�+u 
ePsf]�

em= plrt agfj6 (texture) ePsf]�

!@= sf]�N8 r]�g ;fdfg 

sf]�N8 r]�g eGgfn]�]� vf]�k h:�tf ;fdu|Lx¿ pTkfbs b]�lv clGtd 
k|of]�ustf{nfO{ k|bfg ug]�{;Dd 9'jfgL, e08f/�0f /� XofG8ln+usf]� ;dodf 
pQd cj:�yf sfod /�fVg xf]� . o;df lgDg s'/�fx¿ x]�g'{ k5{ M
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s=
/�]�lk|mh/�]�6]�8 vf]�kx¿sf]� nflu pQd tfkdfg +2o C 

b]�lv +8oC  5÷5|}�g

v=
k|mf]�hg vf]�kx¿sf]� nflu pQd tfkdfg –15o C jf 
;f]� eGbf sd xf]�, o:�tf]� 5÷5}�g

u=
k|sfzaf6 hf]�ufpg lglb{i6 vf]�kx¿sf]� nflu 
cfjZos Joj:�yf ul/�Psf]� 5÷5}�g

3=
sf]�N8 aS;, EoflS;g Sofl/�o/� /� cfO; Kofssf]� 
leQfdf s'g}� S|ofsx¿ gePsf]� 5÷5}�g

ª=
PDI sf]� cj:�yfdf l;kd]�G6 ;DalGw sfuhftx¿ 
;fy n6 l/�lnh k|df0f kq 5÷5}�g

r=

vf]�kx¿ 9'jfgL kl5 t'?Gt cgKofs /� lg/�LIf0f 
u/�L sf]�N8 r]�g pks/�0fdf /�fv]�sf]� x'g'k5{ . 
lg/�LIf0f ubf{ lgDg s'/�fx¿ x]�g'{kb{5M
•	 n6 gDa/�sf]� hfFr
•	 sf]�N8 r]�g Kofs]�lh+u 
•	 EfL=EfL=Pd= cj:�yfsf]� hfFr
•	 tfkdfg ;"rs l:�yltsf]� hfFr
•	 Vff]�kx¿;+u 3f]�nsx¿sf]� ;+Vof ldn]�sf]� 

5÷5}�g hfFr



55;xhLs/�0f k'l:�tsf

;Gbe{ ;"rL

MoHP, 2016, National List of Essential Medicines, Fifth Revision 2016, MoHP, GoN

MoHP, 2021, National List of Essential Medicines, Sixth Revision, 2021, MoHP, GoN

:�jf:�Yo tyf hg;+Vof dGqfno, @)&$, cf}�iflwhGo dfn;fdfg vl/�b tyf cfk"lt{ Joj:�yfkg 
;xhLs/�0f k'l:�tsf, @)&$, :�jf:�Yo ;]�jf ljefu, cfk"lt{ Joj:�yf dxfzfvf

MoHP, 2015, Operational Manual, Standard Operating Procedures for LMD�’s Procurement 
and Contract Management Section based on World Bank�’s 2006 Guidelines and Nepal 
Government�’s Public Procurement Act, DoHS, MoHP

:�jf:�Yo tyf hg;+Vof dGqfno, @)&@, /�fli6«o vf]�k sfo{qmd, k|efjsf/�L EoflS;g Joj:�yfkg 
:�t/�Lo sfo{–;~rfng ljlw, :�jf:�Yo ;]�jf ljefu, cfk"lt{ Joj:�yf dxfzfvf

MoHP, 2020, Healthcare Warehouse Management Manual, MoHP, DoHS

WHO, 2002, Guidelines on Packaging Pharmaceutical Products, WHO Technical Report 
Series, No, 902, WHO

WHO, 2002, Practical Guidelines on Pharmaceutical Procurement for Countries with Small 
Procurement Agencies, WHO

WHO, 2007, A Compendium of Guidelines and Related Materials Vol. 2, 2nd Edition, Good 
Manufacturing Practices and Inspection, WHO

WHO, 2017, Technical Requirements for Pharmaceutical Products in ITBs/� RFQs, WHO

WHO, 2010, WHO Good Distribution Practices For Pharmaceutical Products, WHO

WHO, 2005, WHO Guidelines for Sampling of Pharmaceutical Products and Related 
Materials, WHO

WHO, 2002, WHO Guidelines on Pre-approval Inspections, Annex 7, WHO



56 ;xhLs/�0f k'l:�tsf

WHO, 2009, Stability Testing of Active Pharmaceutical Ingredients and Finished 
Pharmaceutical Products, Annex 2, WHO

WHO, 2018, Stability Testing of Active Pharmaceutical Ingredients and Finished 
Pharmaceutical Products, Annex 10, WHO Technical Report Series, No. 1010, WHO

WHO, 2006, A Model Quality Assurance System for Procurement Agencies, No. 937, 
Annex 6, Geneva, WHO

IFIA, 2002, Code of Practice for PSI IFIA Edition 6, May 2002, IFIA

USP 41-	 NF 36, 2017, Plastic Packaging Systems and Their Materials Of Construction, 
USP

USAID, 2014, Quantification of Health Commodities, A Guide to Forecasting and Supply 
Planning for Procurement, USAID

ASTMInternational, 2002, Standard Specification for Rubber Surgical Gloves, ASTM 
International



57;xhLs/�0f k'l:�tsf



58 ;xhLs/�0f k'l:�tsf

;xof]uM

Disclaimer:� 
This material has been funded by UKaid from the UK government; however the views expressed do not necessarily 
reflect the UK government�’s official policies.


