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h}ljsL kbfyh}ljsL kbfyh}ljsL kbfyh}ljsL kbfy{ ;DjlGw e]6]l/g/L{ ;DjlGw e]6]l/g/L{ ;DjlGw e]6]l/g/L{ ;DjlGw e]6]l/g/L dfkb08 dfkb08 dfkb08 dfkb08,,,, @)^# @)^# @)^# @)^#        
(Standards for Veterinary Biologicals, 2006) 

(kz' ;]jf ljefusf] ldlt @)^#.)%.!% sf] lg0f{o cg';f/ :jLs[t) 

    
If]q  If]q  If]q  If]q  (scope) 
    

h}ljsL kbfy{sf] pTkfbg, cfoft, lgof{t, ljlqm ljt/0f jf k|of]udf lgodg ug{ / 3/ kfn'jf 
kz'k+5L, h+unL hgfj/, s's'/, la/fnf / hnr/ nufotsf hgfj/x?sf] :jf:Yo /Iff u/L hg:jf:Yo 
tyf vfB ;'/Iff ug{ h}ljsL kbfy{ ;DalGw dfkb08 lgwf{/0f ug{ cfjZos ePsf]n] kz':jf:Yo tyf 
kz' ;]jf lgodfjnL, @)%^ sf] lgod !& sf] clwgdf /lx kz' ;]jf ljefun] of] h}ljsL kbfy{ 
;DjlGw dfkb08  lgwf{/0f u/]sf] 5 .  

    
kl/R5]b kl/R5]b kl/R5]b kl/R5]b –––– ! ! ! !    
k|f/lDesk|f/lDesk|f/lDesk|f/lDes    

!!!!    ;+lIfKt gfd / ;+lIfKt gfd / ;+lIfKt gfd / ;+lIfKt gfd / k|f/Dek|f/Dek|f/Dek|f/DeMMMM    
 
-!_ o; dfkb08sf] gfd æh}ljsL kbfy{ ;DjlGw e]6]l/g/L dfkb08, @)^#Æ /xg]5 . 
-@_ of] dfkb08 g]kfn clw/fHoe/ nfu' x'g]5 .  
-#_ of] dfkb08 kz' ;]jf ljefun] l:js[t u/]sf] ldlt b]lv nfu' x'g]5 . 

    
@@@@    kl/efiffkl/efiffkl/efiffkl/efiff M M M M ljifo jf k|;+un] csf{] cy{ gnfu]df o; dfkb08dfM  

 
-!_ æh}ljsL kbfy{ -Biologicals_Æ eGgfn] kz' ljsf; jf kz' :jf:ysf] nflu k|of]u ul/g]   
     hLjf0f' jf  ljiff0f'o'Qm cf}iflw, vf]k jf h}ljs /;fog ;Demg' k5{ . 
-@_ æsfof{noÆ eGgfn] e]6]l/g/L u'0f:t/ tyf cf}iflw Joj:yfkg sfof{no ;Demg' k5{ . 
-#_ ælgodfjnLÆ eGgfn] kz' :jf:Yo tyf kz' ;]jf lgodfjnL, @)%^ ;Demg' k5{ . 
-$_ æsfof{no k|d'vÆ eGgfn] e]6]l/g/L u'0f:t/ tyf cf}iflw Joj:yfkg sfof{nosf 
     sfof{no k|d'v ;Demg' k5{ . 
-%_ cg';"rL eGgfn] o; dfkb08sf] cg';"rL ! / @ nfO{ ;Demg' k5{ .    

    
kl/R5]b kl/R5]b kl/R5]b kl/R5]b –––– @ @ @ @    

l;kmf/Lz l;kmf/Lz l;kmf/Lz l;kmf/Lz / / / / cg'dlt kq cg'dlt kq cg'dlt kq cg'dlt kq ;DalGw Aoj:yf ;DalGw Aoj:yf ;DalGw Aoj:yf ;DalGw Aoj:yf     
#= #= #= #= k|dfl0ft u/fpg' kgk|dfl0ft u/fpg' kgk|dfl0ft u/fpg' kgk|dfl0ft u/fpg' kg]{M]{M]{M]{M    
 
-!_  e]6]l/g/L h}ljsL kbfy{ pBf]u :yfkgf ug{ rfxg] kmd{ jf ;+:yfn] l;kmf/L; kq kfpgsf] 
 nflu lgodfjnLdf tf]lsPsf] 9fFrf adf]lhdsf] lgj]bg ;fy cfkm\gf] pTkfbgsf] k"jf{wf/ ePsf],  
       sRrf kbfy{ tyf ;fdu|Lx?sf] cfk"lt{ Joj:yf, pTkfbg k|lqmof, k/LIf0f, n]jn, e08f/0f /  
       ljt/0f lgwf{/0f dfkb08 cg'?k ePsf] k|dfl0ft sfuhft sfof{no ;dIf k]z ug'{ kg{]5 .  
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-@_  sfof{non] ;f] pk/ cfjZos hfFra'em ;d]tsf] sfo{ ;DkGg u/L dgfl;j b]v]df To:tf]   
       h}ljsL kbfy{sf] gfd / nfu' x'g] ;]jf ;t{ v'nfO{ pBf]u :yfkgfsf] nfuL l;kmf/L; ug{   
        ;Sg]5 . 

 
$= $= $= $= cg'dltkq k|fKt ug{ rflxg] cfwf/e"t s'/fx?cg'dltkq k|fKt ug{ rflxg] cfwf/e"t s'/fx?cg'dltkq k|fKt ug{ rflxg] cfwf/e"t s'/fx?cg'dltkq k|fKt ug{ rflxg] cfwf/e"t s'/fx?MMMM    
    
-!_ cfˆgf] e]6]l/g/L h}ljsL pTkfbg ljlqm ljt/0f ug{ rfxg] pTkfbsn] cg'dlt–kq kfpgsf]     
    nflu cfkm\gf] pTkfbgsf] cg';Gwfg sfuhftsf -Research Document_ ;fy} sfd    
    gnfUg], ;+qmldt, vt/fo'Qm jf xfgLsf/s kbfy{/lxt ePsf] / n]jndf pNn]v ul/P cg'?k   
    z'4, ;'/lIft, c;/o'Qm, k|efjsf/L ePsf] s'/f cflwsf/Ls lgsfoaf6 k|dfl0ft u/]sf] pTkfbg  
    tyf kl/If0f sfuhftx? ;d]t sfof{nodf k]z ug'{ kg{]5 .  
-@_ sfof{non] ;f] ;DaGwdf cfjZos hfFrj'em ubf{ e]6]l/g/L h}ljsL pTkfbgsf] cj:yf÷l:ylt, 

pTkfbg ug{] b]z, nlIot hgfj/ jf k+IfL, nlIot k|of]u, cWoog, cg';Gwfg jf cfktsflng 
sfo{sf] / To;df ;+nUg vt/fsf] cfwf/df cfjZos hfFra'em ul/ dgfl;j b]v]df ljleGg zt{ 
x? v'nfO{ To:tf e]6]l/g/L h}ljsL pTkfbg ug{ jf cfoft ug{ cg'dtLkq k|bfg ug{ ;Sg]5 .  

-#_ e]6]l/g/L h}ljsL kbfy{ pTkfbgsf] l;kmf/L; dfu ug{ rfxg] JolQm jf ;+:yfn] sfo{fno ;dIf 
lgj]bg lbbf lgj]bg;fy dfly pNn]lvt sfuhftx?sf] cltl/Qm  b]xfosf s'/fx? v'nfO{ lgj]bg 
lbg' kg{]5 .  

-s_ ;+:yf÷sDkgLsf] gfd / 7]ufgf  
-v_ ;+:yf÷sDkgL leqsf pQ/bfoL JolQmx?sf] gfd  
-u_ ;+:yf /x]sf] :yfg / ;+:yfsf] gS;f  
-3_ h}ljs ;'/Iff, k|of]u ul/g] kfgL, u'0f:t/ dfkb08 / sfo{/t sd{rf/Lx?sf] tflnd :t/ / cg'ej 

cfjZostf cg'?k eP gePsf] k|df0f–kq . 
-ª_ h}ljsL kbfy{sf] >f]t, pTkfbg Oltxf; (Passage history), hftL (Strain), hftL 5'6\ofpg] jf lrGg] 

k|s[of, /f]u k}bf ug{;Sg] Ifdtf (Virulance) / kbfy{sf] z'4tf, e08f/0f tl/sf, pTkfbg ug{] 
tl/sf, pTkfbgsf] nflu cfjZos ldl8ofsf] jgfj6 (Media Composition) / To;sf] z'4tf, 
kl/If0f tl/sf, ljh k|Tof/f]k0f tyf pTkfbg lng] tl/sf (Inoculation & harvest) pTkfbg agfpg] 
/ kl/If0f ug{] tl/sf (Product formulation and Tests) sf ;fy} k|of]u cjlw ;dfKt x'g] ldlt to 
ug{] tl/sf, k|of]u ug{] ;'emfjx?, dfqf, k|of]u ug{] tl/sf cflb ;dfj]z u/]sf] x'g' k5{ . 
pTkfbgsf] z'4tf, ;'/lIfttf, k|efjsf/Ltf bzf{pg] tYofÍ ;+nUg u/]sf] x'g' kg{] / pQm tYofÍdf 
dfkb08sf] bfo/f ;d]l6Psf] x'g' kg{]5 .  

-r_ pTkflbt kbfy{ / d"n ljp (Master Seed) kfFr k':tf leq (Within Five Passage)  sf] x'g'  
    kg{]5 .  
-5_ d"n ljp tyf cGo ;a} kz'hGo kbfy{x? kl/If0f u/L ;+qmd0f tyf jfXo kbfy{ gePsf]   
    k|dfl0ft x'g' kg{]5 . 
-h_ vf]k tyf h}ljs pTkfbgx?sf] kl/If0f -;'/lIfttf, k|efjsf/Ltf_ tYofÍ zf:q cg';f/ dfGo   
    x'g] u/L (Statistically Valid) nlIft kz'df ul/g' kb{5 . pbfx/0fsf] nfluM ;fwf/0ftofM 

immunological kl/If0fsf] nflu bz j6f vf]k nufOPsf / kfFr j6f sG6«f]n hgfj/x?sf] 
cfjZostf kb{5 / Rofn]~h ubf{ ;fdfGotofM bz j6f vf]k nufPsf] dWo] gf} j6f afFr]sf] / kfFr 
j6f sG6«f]n dWo] rf/ j6f d/]sf] x'g' kg{]5 . 
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-em_ pTkfbsn] k|efjsf/Ltf ;DjlGw tYofÍ clgjfo{?kdf k]z ug'{ kg{]5 . ;f] tYofÍdf    
     lhljt ljiff0f'sf] 6fO6/ (Virus Titer) jf lhjf0f'sf] ;+Vof (bacterial count) cyjf d[t vf]k       
     nufPsf hgfj/df k|efj pNn]v u/]sf] x'g' kg]{{5 .  
-`_ lhljt ljiff0f'hGo vf]ksf] 6fO6/, vf]ksf] k|of]u cjlw ;dfKt ePsf] ldltdf klg ;f] vf]kn]   
    /IffTds k|efj Nofpg rflxg] Go"gtd dfqf eGbf kfFr u'0ff a9L x'g' kg{]5 . 
-6_ dfGotf k|fKt k|of]uzfnfn] vf]ksf] ;'/lIfttf k|of]uzfnf hgfj/ jf nlIot kz' jf k+IfLdf ug'{   
    kb{5 / ;f] ;DjlGw sfuhft lgj]bg;fy ;+nUg ePsf] x'g' kg]{5 . 
-7_ lhljt vf]ksf] xsdf ;+;u{df /xg]u/L vf]k gnufO{ /flvPsf] hgfj/ (Contact Control) df ;g{] 

jf km}lng] ;DjlGw l/kf]6{ ;d]t ;+nUg x'g' kg{]5 . 
-8_ n]jndf pNn]v ul/P adf]lhdsf] k|efjsfl/tf ;DalGw tYofÍ k]z ug{' kg{]5 .  
-#_ sfof{non]] pTkfbssf] lgj]bg l:js[t u/]df pTkfbsn] ltg Jofr cu|Ld cg'dtL–kqsf   
    pTkfbgx? clgjfo{ ?kdf sfof{nodf k]z ug'{ kg{]5 .  
-$_ pTkfbg cg'dtL kq k|fKt pTkfbsn] pTkfbg u/]sf  e]6]l/g/L h}ljsL pTkfbgx? k|of]u  
    ubf{ n]jndf tf]lsP cg';f/sf] z'4tf, ;'/lIft, c;/o'Qm / k|efjsf/L x''g' kg]{5 . 

    
kl/R5]b kl/R5]b kl/R5]b kl/R5]b –––– # # # #    

lg/LIf0f lg/LIf0f lg/LIf0f lg/LIf0f (Inspection) 
    
%=%=%=%=        ;+:yf jf sDkgLsf] lgl/If0fM;+:yf jf sDkgLsf] lgl/If0fM;+:yf jf sDkgLsf] lgl/If0fM;+:yf jf sDkgLsf] lgl/If0fM    
 
-!_ sfof{non] cg'dtL–kq k|bfg ug'{ cl3 pTkfbs ;+:yf jf sDkgLsf] lg/LIf0f ug{ jf 

cfjZostf x]/L s'g} sd{rf/LnfO{ lg/LIf0f ug{ v6fpg ;Sg]5 . lg/LIf0f ug{ vl6Psf] 
lg/LIfsn] lg/LIf0f ubf{ ;+:yf jf sDklgdf /x] ePsf] pknAw ;fwg >f]tsf] ;DaGwdf lj:t[t 
cWoog ul/ ;+:yf jf s+DkgLsf] k|s[lt / p2]Zo cg';f/ al9df Ps xKtf leq lg/LIf0fsf] 
sfo{ ;DkGg u/L;Sg' kg]{5 .  

o:tfo:tfo:tfo:tf]] ]] lg/LIf0f  lg/LIf0f  lg/LIf0f  lg/LIf0f sfo{ k|To]s jif{df sfo{ k|To]s jif{df sfo{ k|To]s jif{df sfo{ k|To]s jif{df sDtLdf Ps k6s ul/g] 5 .sDtLdf Ps k6s ul/g] 5 .sDtLdf Ps k6s ul/g] 5 .sDtLdf Ps k6s ul/g] 5 .    
 t/ 7"nf] ;+:yf jf sDkgLsf] lg/LIf0fsf] nflu b'O{ jf ltg hgf lg/LIfsx? v6fpg ;lsg]5 / 

o;/L vl6Psf lg/LIfsx?n] ljz]if kl/l:yltdf afx]s b'O{ xKtf leq cfkm\gf] sfo{ ;DkGg ug{' 
kg]{5 .  

-@_ lgl/If0fsf] nflu vl6Psf] lgl/Ifsn] lg/LIf0fsf] l;nl;nfdf pTkfbg Aofr dfGo kfPdf   
    ;f] Aofr l/lnh ug{ ;+:yf jf sDklgnfO{ lnlvt ?kdf hfgsf/L u/fpg' kg]{5 .  
-#_ pTkfbg tyf pTkfbg k|lqmofx?df Ps ?ktf eP gePsf] bzf{pg pTkfbsn] cfkm\gf]     
    k/LIf0fsf] ;f/;+If]k tyf cg'dtL–kq k|fKt x'g' eGbf cl3sf] k/LIf0f glthf vl6O{ cfPsf  
    lg/LIfsnfO{ pknJw u/fpg' kg{]5 .  
-$_ pTkfbsn] k]z u/]sf] tYofÍdf km/s kg{ cfPdf jf s'g} pkef]Qmfn] pTkfbg ;DalGw  
    Joxf]/f vf]nL sfof{nodf ph'/ u/]df sfof{non] ;f] ;DaGwdf cfjZos kl/If0f tyf   
    lgl/If0f ug{ u/fpg  kg]{5 . 
-%_ cfjZos lg/LIf0fsf]  lznlznfdf sfo{fnoaf6 vl6O{ cfPsf lg/LIfsnfO{ lg/LIf0f sfo{df  
    ;xof]u k'¥ofpg' e]6]l/g/L lg/LIfssf] st{Ao x'g]5 . 
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-^_ pTkfbsn] sfof{noaf6 lgwf{/0f u/]sf] lg/LIf0f tyf ;'kl/j]If0f of]hgf (Inspection and 
supervision scheme) clgjfo{ ?kdf kfngf ug'{ kg]{5 . pQm of]hgfsf] kfngf eP gePsf] 
af/] lg/LIf0fsf] s|ddf :ynut ?kdf lgSof}{n ul/g]5 . 

    
kl/R5]b kl/R5]b kl/R5]b kl/R5]b ––––$$$$    
k|of]uzfnfk|of]uzfnfk|of]uzfnfk|of]uzfnf    

    
^= ^= ^= ^= u'0f:t/ kl/If0fu'0f:t/ kl/If0fu'0f:t/ kl/If0fu'0f:t/ kl/If0f    (Quality Assurance)MMMM    
 
-!_ sfof{non] u'0f:t/ kl/If0f ;]jf k|bfg ubf{ e]6]l/g/L h}ljsL ;DjlGw j}1flgssf] cfjZos /fo 

k/fdz{ lnO{ kl/If0fx? k|of]uzfnfaf6 u/fP/ dfq pTkfbgsf] u'0f:t/ cfZjf;g k|bfg ug{] 5 .  
-@_  sfof{non] pTkfbgsf] kl/If0f ubf{ b]xfo adf]lhd ug]{5M  
-s_ pTkfbsn] cg'dtL–kq k|fKt ug'{ k"j{ ul/g] k/LIf0fdf d"n ljp (Master Seed) / ;+/lIft d"n  
    sf]lifsf (Master cell stock) sf] z'4tf tyf klxrfg ;DalGw k/LIf0f x'g]5 .  
-v_ pTkflbt j:t'sf] k|f/lDes k/LIf0f cg'dlt–kq k"j{sf] ltg Aofrdf u'0f:t/ ;DjlGw k/LIf0f  
    tyf ltgLx?sf] Ps?ktf ;DalGw kl/If0f ul/g]5 . 
-u_ cg'dlt–kq k|fKt pTkfbgsf] xsdf u'0f:t/ cg'udg\ ug{sf] nflu pTkfbgsf] s'g} Aofr jf 

To;nfO{ k|ltlglwTj ug{] gd"gfx? cs|dfg'a4 t/Lsfjf6 (Randomly) 5fgL kl/If0f ul/g]5 .  
-3_ sfof{non]] e]6]l/g/L h}ljs kbfy{x?sf] kl/If0f ubf{ pTkfbgsf] z'4tf, ;'/lIft / k|efjsf/L   
    eP gePsf] Plsg ug{sf] nflu kl/If0f ug]{5 . 
-ª_ pTkfbsn] k|of]uzfnf kl/If0fsf] nflu k]z u/]sf] pTkflbt h}ljs kbfy{sf] k|To]s Aofr /    
      l;l/onsf] gd"gfx? dWo] kz' Sjf/]G6fO{g jf sfof{nosf] l/kf]h]6/Ldf ;'/lIft;fy clen]vsf]   
    ?kdf e08f/0f ug'{ kg]{5  / To;sf] s]lx Aofr ÷ l;l/onsf] k|of]u ldlt ;dfKt eP kZrft    
    sfo{ bIftf kl/If0f (Potency Test) u/L :6]jn (stable) eP gePsf] x]g{' kg]{5 . To; dWo]  
    s]lxsf] Potency kl/If0f klg ul/g]5 .  
    
   dfly n]lvPsf afx]s d"n ljp, ljiff0f', lhjf0f' / d"n sf]if sNr/x?sf] z'4tf tyf 

klxrfg ;DjlGw kl/If0f klg ug{ ;lsg] 5 .  
 

kl/R5]b kl/R5]b kl/R5]b kl/R5]b –––– % % % % 
pTkfbs pTkfbs pTkfbs pTkfbs (Manufacturers) 

&=&=&=&=    ;xdlt lng' kg]{M;xdlt lng' kg]{M;xdlt lng' kg]{M;xdlt lng' kg]{M    
    
-!_ h}ljs kbfy{sf] pTkfbgsf] cg'dlt–kq -nfO;]G;_ k|fKt kZrft :jb]zL pTkfbsn]   
    clgjfo{?kdf k|To]s k6ssf] pTkfbg lgsfNg sfof{nosf] ;xdlt lng' kg{]5 . 
-@_ pTkfbsn] pTkfbg ;xdlt dfu ubf{ wf/fjfxLs (Serial) pTkfbg lgsfNg] k|s[ofsf] nflu    
    pTkfbgsf] cfjZos gd"gf kl/If0f glthfsf] ;+If]k sfof{nodf k]z ug'{ kg{]5 . 
-#_ pTkfbsn] k]z u/]sf] pTkfbgsf] kl/If0f glthfsf] cfwf/df sfof{non] pTkfbg k|s[ofsf]   
    5fgljg ug{]5 . gd"gf kl/If0f glthf lrQa'em\bf] gb]lvPdf sfof{non] pTkfbg lgsfNg /f]s 

nufpg ;Sg]5 . 
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-$_ gd"gfx? lg0ff{os kl/If0fsf] nflu cs|dfg'ut k|lqmofaf6 (Random process) 5fGg' kg]{5 . 
-%_ h'g b]zsf] pTkfbgdf o; k|sf/sf] jf o:t} u'0f lgoGq0f sfo{ u/]sf] kfOb}g To:tf ljb]zL  
    pTkfbsx?nfO{ klg o;} k|sf/sf] Random kl/If0f / pTkfbg kl/If0f lgsfNg clgjfo{ x'g]5 .  
-^_ pTkfbsn] cfˆgf] cg'dlt—kq -nfO;]G;_ k|fKt pTkfbg ;'/lIft (Safe) / Ps}gfzsf] ePsf]   
    ljZjf; lbnfpg pko'Qm k|sf/sf] cfGtl/s u'0f lgoGq0f tyf u'0f:tl/otf hgfpg] k|s[of 

ckgfpg' kg{]5 . pTkfbg k|s[of sfof{non] lbPsf] k|s[of;Fu d]nvfg] x'g' kg{]5 .  
 
*=*=*=*=    EofS;Lgx? cfoft EofS;Lgx? cfoft EofS;Lgx? cfoft EofS;Lgx? cfoft ;DalGw ;t{x?;DalGw ;t{x?;DalGw ;t{x?;DalGw ;t{x?MMMM    

 
  EoflS;g÷vf]k cfoft ug{ rfxg] cfoftstf{n] EoflS;g÷vf]k cfoft ubf{ lgDg 

adf]lhdsf] ;t{x?sf] kfngf ug'{ kg]{5M  
-!_ b]zdf ljBdfg /f]u pTkfbghGo ljiff0f', lhjf0f' jf cGo ;'Id ls6f0f'hGo /f]u nufpg] :6]«gsf 

EofS;Lgx? cfoft ug{ ;lsg] 5 . 
    t/ h'g /f]u / :6]«g g]kfndf ljBdfg 5}g To; k|sf/sf] EofS;Lg cfoft ug{ kfOg] 5}g . 
-@_ EofS;Lg pTkfbg ug{ b]zdf ljBdfg jf cfofltt /f]usf ljiff0f' / lhjf0f' jf cGo ;'Id 

ls6f0f'x?sf] lhgf]d (Genome) jf/] ;Dk"0f{ hfgsf/L (Characterization)  cfoftstf{n] sfof{nodf 
k]z ug'{ kg]{5 . 

-#_ kz'k+IfL tyf ltgLx?sf pTkfbg cfoft ug{ k|ltjlGwt ePsf b]zx?jf6 kz'k+IfLx?sf nflu vf]k 
jf cGo h}ljs kbfy{x? cfoft ug{ kfOg] 5}g . 

  -$_ pTkfbs jf cfoftstf{n] clgjfo{?kdf pTkfbgaf6 x'g;Sg] ;+efljt vt/f/b':k|efj cflb  
      af/] hfgsf/L pTkfbg jf cfoft ug'{ cl3 sfof{nonfO{ pknJw u/fpg' kg{]5 . 
  -%_ pTkfbs jf cfoftstf{n] vf]kx? Ps 7fFpaf6 csf]{ 7fFpdf 9'jfgL ubf{ jf e08f/0f ubf{   
      EofS;Lgsf] k|s[lt cg';f/ cfjZos kg]{ tfds|d cljl5Gg ?kdf sfod u/]sf] x'g' kg]{5 . 
 -^_ cfofltt EoflS;gsf] u'0f kl/If0f ug{ cfjZos kg]{ 6]i6 ls6 (Test Kit) sfof{non] dfu  
      u/]df ;f] ;d]t EoflS;g pTkfbg ug]{ sDkgLn] pknAw u/fpg' kg]{5 . 
    
((((====    hjfkmb]lx x'g]hjfkmb]lx x'g]hjfkmb]lx x'g]hjfkmb]lx x'g]MMMM    
    
   ljz]if cj:yf jf kl/l:yltdf lgolGqt k|of]usf] nflu cfoft ul/g] e]6]l/g/L h}ljsL 

kbfy{sf] l;kmf/L; kqsf] cfjZos hfFr ug]{ / l;kmf/L;sf] nflu sfof{no hjfkmb]xL x'g]5 . 
 
!!!!))))= = = = ljljwljljwljljwljljwMMMM    
 -!_ s;}n] klg e]6]l/g/L h}ljs kbfy{ jf EofS;Lg k|of]u u/]sf] sf/0faf6 kz'k+5Ldf s'g} xfgL 
gf]S;fgL k'¥ofPdf ;f] s'/fsf] hfgsf/L e]6]l/g/L lg/LIfsnfO{ lbg' kg]{5 . o:tf] ;"rgf k|fKt ePkl5 
e]6]l/g/L lg/LIfsn] lglb{i6 kmd{ e/L ;Dej eP;Dd ;f] vf]ksf] gd"gf;lxt ljj/0f sfof{nonfO{ 
pknAw u/fpg kg]{5 / sfof{non] ;f] pk/ cfjZos hfFra'em÷kl/If0f ubf{ pTkfbg jf wf/fjfxLs -
Aofr_ df s'g} v/fjL b]lvPdf pTkfbsnfO{ ;f] af/] hfgsf/L u/fpg' kg]{5 / pTkfbsn] klg ;f]xL 
adf]lhd t'?Gt ;'wf/ k|s[of ckgfpg' kg{]5 .  
-@_ ;'wf/ k|s[ofdf pQm pTkflbt Aofr ahf/jf6 x6fpg] jf pTkfbg ;+/rgfdf ;'wf/ ug{] jf 
n]jndf ;'wf/ ug{] jf ;fjwfgL ckgfpg] dWo] s'g}klg  lgb]{zg sfof{non] lbg ;Sg]5 . sfof{non] 
lbPsf] o:tf] lgb]{zgsf] kfngf ug'{ ;DalGwt pTkfbs jf ;/f]sf/jfnfsf] st{Jo x'g]5 . 
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cg';"rLcg';"rLcg';"rLcg';"rL————!!!! 
    

h}ljsL kbfy{sf] gdh}ljsL kbfy{sf] gdh}ljsL kbfy{sf] gdh}ljsL kbfy{sf] gd"gf k]z ug{], kl/If0f ug{] / hfgsf/L u/fpg]  tl/sfM"gf k]z ug{], kl/If0f ug{] / hfgsf/L u/fpg]  tl/sfM"gf k]z ug{], kl/If0f ug{] / hfgsf/L u/fpg]  tl/sfM"gf k]z ug{], kl/If0f ug{] / hfgsf/L u/fpg]  tl/sfM    
 
 sfof{non] gd"gf kl/rfng ug{ ckgfpg] k|s[of ÷ tl/sfsf] ;fy} u'0f:t/ dfkg 
sfo{sf] nflu pTkfbsn] h}ljsL gd"gfx? k7fpbf ckgfpg' kg{] kIf / cfjZostf ;DjlGw 
hfgsf/L u/fOPsf] 5 . cfjZos sfuhftx? ;lxt k|of]uzfnf kl/If0fsf] nflu sfof{no jf 
o;n] lgb{]lzt u/]sf] k|of]uzfnfx?df k7fOPsf ;a} k|sf/sf h}ljsL gd"gfx?df of] dfk808 
nfu' x'g]5 . t/ oL cjwf/0ff jf k|s[ofx? ljz]if cg';Gwfgsf sfo{x?df nfu' x'g] 5}gg\ . 
    
;d]l6Psf kIfx?M;d]l6Psf kIfx?M;d]l6Psf kIfx?M;d]l6Psf kIfx?M    
    
-!_ k|of]uzfnf kl/If0fsf] nflu h}ljsL gd"gf k7fpbf pTkfbsn] ckgfpg' kg{] tl/sf    
-@_ gd"gf k|fKt ug{], kl/If0f ug{] / hfgsf/L u/fpg] k|s[of 
-#_ d"n ljp (Master seed) afx]s cGo h}ljs kbfy{x?sf] kl/If0f ;"rs 

       -$_ d"n ljp (Master Seed) kl/If0fsf] nflu cfjZos gLlt / cfjZostfx?  
 

----!_ k|of]uzfn!_ k|of]uzfn!_ k|of]uzfn!_ k|of]uzfnf kl/If0fsf] nflu h}ljsL gd"gf k7fpbf pTkfbsn] f kl/If0fsf] nflu h}ljsL gd"gf k7fpbf pTkfbsn] f kl/If0fsf] nflu h}ljsL gd"gf k7fpbf pTkfbsn] f kl/If0fsf] nflu h}ljsL gd"gf k7fpbf pTkfbsn] k'k'k'k'/f ug'{/f ug'{/f ug'{/f ug'{ kg{] ;fwf/0f kg{] ;fwf/0f kg{] ;fwf/0f kg{] ;fwf/0f    
            cfjZostfMcfjZostfMcfjZostfMcfjZostfM    

  
 k|To]s wf/fjfxLs Aofrsf gd"gfx? k/LIf0fsf] nflu clgjfo{ ?kdf sfof{nodf k7fpg' 
kg{]5 . :jb]zdf pTkflbt jf ljqmL ljt/0f x'g] h}ljsL pTkfbg ljlqmsf] nflu k7fpg' cuf8L 
kl/If0fsf] glthf kfpg, cgfjZos l9nfO{ /f]Sg, pTkfbs jf ljlqmstf{n] las|L u/Lg] k|To]s 
gd"gf pTkfbg x'gf;fy jf k|fKt x'gf;fy sfof{nodf k7fpg ;lsg]5 . gd"gfx? ;'/lIft 
sf6'{g÷afs;x?df lnkmn]6 jf insert / l;kmfl/; ul/Psf 8fOn'P06 ;dfj]z u/L l;kmfl/; 
ul/Psf] tl/sf / tfkqmddf /xg] u/L sfof{nodf  l56f] k'Ug] u/L lgDg 7]ufgfdf k7fpg' 
kg{]5 . x/]s Aofrdf gd"gfsf] nflu k]z u/Lg' kg{] cfjZos efPn jf cfjZos kg]{ gd"gfsf] 
ljj/0f cg';"rL—@ df pNn]v ul/Psf] 5 .  

    
gd"gf k7fpg' kg{] 7]ufgfMgd"gf k7fpg' kg{] 7]ufgfMgd"gf k7fpg' kg{] 7]ufgfMgd"gf k7fpg' kg{] 7]ufgfM    
 
>L sfof{no k|d'v,  
e6]l/g/L u'0f:t/ tyf cf}iflw Joj:yfkg sfof{no, 
kz' :jf:Yo lgb]{zgfno,  
e]6]l/g/L sDKn]S;,  
lqk'/]Zj/, sf7df8f}+ g]kfn . 
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n]jndf pNn]v ul/g' kg]{ ljj/0fMn]jndf pNn]v ul/g' kg]{ ljj/0fMn]jndf pNn]v ul/g' kg]{ ljj/0fMn]jndf pNn]v ul/g' kg]{ ljj/0fM    
    

x/]s efF8f] jf efPndf slDtdf tn n]lvP adf]lhdsf] n]jn÷ jf insert x'g' kg{]5 .  
@) ld=nL= jf ;f] eGbf sdsf] e]6]l/g/L h}ljsL kbfy{ ePsf] efF8f]sf] n]jndf lgDg ljj/0f 
pNn]v ePsf] x'g' kg]{5 . 

! pTkfbssf] gfd 7]ufgf (Name & address of the producer) 
@ pTkfbgsf] Jofkf/Ls gfd (Trade name) 
# n6 jf wf/fjfxLs Aofr jf s|d ;+Vof 
$ Dofb ;lsg]] ldlt (Expiry date)  

% kl/df0f / dfqf (Volume & number of doses)  
^ pTkfbgsf] j}1flgs gfd (Proper Scientific name of the product) 
& jgfpg]÷3f]Ng] tl/sf (Reconstitution direction)  
* k]z u/]sf] ldlt (Date of Submission) 

   
----@@@@_ _ _ _ sfof{nosfof{nosfof{nosfof{non] gd"gf k|fKt ug{], kl/If0f ug{] / hfgsf/L u/fpg] k|s[ofn] gd"gf k|fKt ug{], kl/If0f ug{] / hfgsf/L u/fpg] k|s[ofn] gd"gf k|fKt ug{], kl/If0f ug{] / hfgsf/L u/fpg] k|s[ofn] gd"gf k|fKt ug{], kl/If0f ug{] / hfgsf/L u/fpg] k|s[ofMMMM 
   
----c_ gd"gf k|fKt ug]{ >f]tc_ gd"gf k|fKt ug]{ >f]tc_ gd"gf k|fKt ug]{ >f]tc_ gd"gf k|fKt ug]{ >f]tx?x?x?x?MMMM    
 
                            -!_ ljleGg kz' Sjf/]G6fOg sfof{nox?af6 / r]skf]i6x?af6 
 -@_ kz' ;]jf ljefusf] kz'k+IfL cfoft lgof{t ;ldltaf6 
 -#_ e]6]l/g/L cf}iflw;+u ;DalGwt ljleGg pBf]ux?, k|of]uzfnfx?, kmdf{:o'l6sN;  
           sDklgx?, e]6]/Lg/L cf}iflw k;nx? cflbaf6   
 -$_ sfof{non] lgl/If0fsf] s|ddf ;+sng u/]sf] gd"gfx? 
 -%_ e]6]/Lg/L lgl/Ifsx?jf6 k]|lift gd'gfx?  
 -^_ pkef]Qmfn] l;sfot ubf{ pknAw u/fO{Psf gd"gfx? 
       -&_ sfo{fnosf] jflif{s sfo{s|d cg';f/ pBf]u, k|of]uzfnf tyf ahf/af6 ;+slnt gd"gfx? 
   
----ccccffff_ _ _ _ sfof{nosfof{nosfof{nosfof{nodf ul/g] gd"gf kl/If0fdf ul/g] gd"gf kl/If0fdf ul/g] gd"gf kl/If0fdf ul/g] gd"gf kl/If0f / hfgsf/L u/fpg] k|s[of / hfgsf/L u/fpg] k|s[of / hfgsf/L u/fpg] k|s[of / hfgsf/L u/fpg] k|s[ofMMMM    
 

!= kl/If0fsf] nflu k7fO{Psf gd"gfx?sf] l;naGbL, cfjZos gd"gf ;+Vof, :k];Llkms];g 
;lxtsf]  cg'/f]w–kq, pTkfbgstf{ cflb af/] r]shfFr u/]kl5 dfq sfof{non] gd"gf 
a'lemlng' kg]{5 . cfjZos ;+Vofdf rflxg] gd"gf gePsf], ;lx t/Lsfjf6 9'jfgL gePsf 
gd"gfx? sfof{non] ga'em\g ;Sg]5 . sfof{non] a'lemlnPsf gd"gfx? kl/If0fsf] nflu 
k|fKt ePsf] k|dfl0ft u/L lbg' kg]{5 . 

@= sfof{nodf k|fKt ePsf gd"gfx? ;lxtsf] cg'/f]w–kq sfof{nosf sfof{no k|d'v  
;dIf a'emfO{g] 5 . 

#= sfof{no k|d'vn] k|fKt gd"gfx? /]s8{ /fVgsf] nflu Sample Coding and  Decoding Cell df  
k7fpg]5g\ . 

$= gd"gfsf] kl/If0f sfof{no s} k|of]uzfnfdf x'g] ePdf sf]l8ªdf ;+nUg k|fljlwsn] gd"gfdf  
   sf]8 gDa/ lbO{ sfof{nosf k|of]uzfnf–k|d'vnfO{ k7fpg' kg]{ 5 . 

-s_ k|of]uzfnf k|d'vn] k|fljlwsx?sf] ;xof]udf gd"gfx?sf] kl/If0fsf] Joj:yf  
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       ldnfpg]5g\ / ;f] sf] cfGtl/s /]s8{ sfod u/L tf]lsPsf] k|of]uzfnf ljZn]if0f  
        l/kf]6{df ljj/0f el/ b:tvt ug'{ kg]{5 . 
 -v_ To;kl5 cfGtl/s /]s8{ l8–sf]l8ª OsfO{df k7fO{g] 5 / l8–sf]l8ª e} ;s]kl5  
       jl/i7 kz' lrlsT;s ;dIf k7fO{g] 5 . 
 -u_ cg'/f]w ug]{ lgsfonfO{ k7fpg' kg]{ l/kf]6{sf] tof/L / k|dfl0ft ug]{ sfo{ jl/i7  
       kz' lrlsT;ssf] x'g]5 . 
 -3_ jl/i7 kz' lrlsT;sn] cfGtl/s /]s8{ l;6 k|of]uzfnf OsfO{df / k|of]uzfnf   
       ljZn]if0f l/kf]6{ sfof{no k|d'v ;dIf k7fpg' kg]{5 . 
 -ª_ sfo{fno k|d'vn] k|dfl0ft ePsf] l/kf]6{ uf]Ko :d/0f kq (Confidential covering  

           note) ;lxt aGbLvfddf /fvL cg'/f]w ug]{ lgsfodf k7fpg' kg]{5 . 
%= b'O{ k6s kl/If0f ubf{ klg gd"gf z+sf:kb ePdf jf kl/If0fsf] glthf ;+tf]ifhgs    

gePdf jf k/LIf0f glthf k'gM c;kmn ePdf cfoftstf{ jf pTkfbsnfO{ ;f] jf/]   
hfgsf/L u/fO{g] 5 . 

^= h}ljsL kbfy{ pTkfbg ug]{ pBf]u jf sDkgL jf kmdf{:o"l6sN; jf las|]tfn] lghL   
tj/n] s'g} h}ljsL kbfy{sf] kl/If0f ug{ rfx]df To:tf] gd'gfsf] kl/If0f tf]lsPsf]  
z'Ns lnO{ sfof{non] u/Llbg' kg]{5 .  
    

----OOOO_ _ _ _ afXo k|of]uzfnfdf ul/g] gd"gf kl/If0fM afXo k|of]uzfnfdf ul/g] gd"gf kl/If0fM afXo k|of]uzfnfdf ul/g] gd"gf kl/If0fM afXo k|of]uzfnfdf ul/g] gd"gf kl/If0fM     
    

 sfof{nosf] k|of]uzfnfdf gd"gf kl/If0f x'g g;Sg] cj:yf ePdf To:tf gd'gfx?nfO{ 
Reference Lab df k7fpg' kbf{ b]xfo adf]lhd ug'{ kg]{5M 
!= dfly -cf_ !, @, # / $ -s_ df pNn]lvt ljlw k'/f ug]{ . gd"gf ;+Vofsf] xsdf  
   k/LIf0f ug]{ k|of]uzfnfn] tf]s] adf]lhd x'g]5 .  
@= k|of]uzfnf k|d'vn] gd"gfdf csf]{ sf]l8ª /fvL l;naGbL u/L uf]Ko ?kdf dfGotf    
   k|fKt k|of]uzfnfdf kl/If0fsf] nflu k7fpg cfjZos Joj:yf ldnfpg' kg]{5  . 
#= kl/If0f sfo{ k'/f ePkl5 /fd|f];+u l;naGbL ePsf] kq ;lxtsf] kl/If0f l/kf]6{ k|fKt   
   ePdf ;j{k|yd ;f] l/kf]6{ sfof{no k|d'v ;dIf k]z ug'{ kg]{5 / sfof{no k|d'vn]  
   ;f] l/kf]6{ k|of]uzfnf k|d'v ;dIf klxnf] l8–sf]l8ª ug{ / /]sl8{ªsf] nflu k7fpg'  
   kg]{5 . 
$= To;kl5 ;f] 8s'd]G6 bf]>f] l8–sf]l8ªsf] nflu sf]l8ª l8–sf]l8ª OsfO{df k7fO{g]  
   5 . 
%= tt\kZoft dfly -cf_ $ sf]  -v_, -u_, -3_ / -ª_ df pNn]v eP adf]lhd ug'{  
   kg]{5 . 

 
----####_ _ _ _ d'nd'nd'nd'n l l l ljjjjpppp    (Master seed) jfx]s jfx]s jfx]s jfx]s cGo h}ljscGo h}ljscGo h}ljscGo h}ljs kbfy{ x?sf] kl/If0f ;"rs kbfy{ x?sf] kl/If0f ;"rs kbfy{ x?sf] kl/If0f ;"rs kbfy{ x?sf] kl/If0f ;"rsMMMM        

    
!= s'g} klg h}ljs pTkfbg -cg'dlt—kq k|fKt cl3 jf kl5_ sf] klxnf] ltg -#_  
   Jofrsf] gd"gf k/LIf0f ul/g' kg]{5 . 
@= k|fKt gd"gfsf] sl/a @)Ü -aL; k|ltzt_ gd"gfx? k/LIf0f ug{' kg{]5 . s'g} klg  
   pTkfbgsf] kfFr -%_ j6f eGbf sd gd"gf k|fKt ePsf] v08df To:tf] pTkfbgsf]  
   slDtdf jif{sf] Ps -!_ k6s k/LIf0f ug'{kg]{5 . 
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#= gofF pTkfbg, ;d:of b]lvPsf pTkfbg, pTkfbg k|s[ofdf km]/ jbn ul/Psf  
   pTkfbg jf cGo dgfl;j sf/0f ePsf pTkfbgx?sf] kl/If0f w]/} k6s klg ug{  
   ;lsg] 5 . 
    
----s_ efPn ;fO{h s_ efPn ;fO{h s_ efPn ;fO{h s_ efPn ;fO{h (Vial Size) : 

          Ps eGbf j9L efPn ;fO{h ePsf] Jofrsf] pTkfbgsf] kl/If0f lgDgfg';f/  
          ul/g] 5M 
 

!=:6]l/ln6L / dfOsf]KnfHdfsf] nflu kl/If0f ubf{ ;j} efPn ;fOh Ps k6sdf   
  To; Aofrsf] k|ltlglwTj ug{] u/L kl/If0f ul/g] 5 . 
@=k|efjsf/Ltf / ;'/lIfttf k/LIf0f s'g} Ps efPn ;fOhn] Tof] Aofrsf]  
  k|ltlglwTj ug{]5 . olb s'g} efPn ;fOhdf ul/Psf] k/LIf0f km]n ePsf]  
  v08df ;Dk"0f{ Aofr km]n ePsf] dflgg] 5 . 

    
----v_ pkv_ pkv_ pkv_ pk––––AAAAofr Mofr Mofr Mofr M ;a} k/LIf0f -k|efjsf/Ltf, ;'/lIfttf, :6]l/ln6L cflb_ sfo{sf]  
    nflu x/]s pk–AofrnfO{ 5'§} Jofr ;/x dflgg] 5 . s'g} pTkfbgsf] pk– 
    Aofrx? Ps} k6s k|fKt ePdf ;j} pk–Aofrsf] glthf k|fKt geP;Dd      
    pTkfbg ljs|Lsf] nflu 5f]l8g] 5}g / s'g} Ps pk–Aofrdf s}lkmot b]lvPdf   
    ;j} pk–Aofr z+sf:kb dflgg] 5g\ . 

 
$= $= $= $= d"nd"nd"nd"n lj lj lj ljp p p p (Master Seed) kl/kl/kl/kl/If0fsf] nflu cfjZos lgIf0fsf] nflu cfjZos lgIf0fsf] nflu cfjZos lgIf0fsf] nflu cfjZos lgttttLLLL / cfjZostfx?M  / cfjZostfx?M  / cfjZostfx?M  / cfjZostfx?M     
    
d"n ljp lhjf0f' d"n ljp lhjf0f' d"n ljp lhjf0f' d"n ljp lhjf0f' (Master seed bacteria) : 

 

-s_ d"n ljp lhjf0f' (Master seed bacteria)  

             (i)  ;a} d"n ljp jf vf]k pTkfbg ug]{ ljpsf] Stock olb vf]k pTkfbg ug]{ Stock sf]    
           ?kdf ul/G5 eg] ;f] sf] kl/If0f ug'{ kg]{{5 .  

 (ii)  a/lkms[t sNr/ (Ice culture) sf] slDtdf b'O{ efPn -Ps Pd=Pn k|lt efPn sNr/   
          ePsf]_ cfjZostf kg]{5 . t/ j+zf0f' kl/jlt{t lhjf0f'sf] (Genetically modified / 

                 engineered)  d"n ljpsf] nflu ltg efPnsf] cfjZostf kg]{5 .  

(iii) lhjf0f', ljiff0f' / 9'+;L/lxt elg 5'§ofpg / d"n ljp lhjf0f'sf] klxrfg ug{sf] nflu  
    Specific Protocol cg';f/ kl/If0f ug'{ kg]{5 .  

-v_   d"n ljp lhjf0f'sf] nflu pTkfbsaf6 pknAw u/fpg' kg]{ ljj/0fx? d"n ljp lhjf0f'  
      k|fKt ug{ cufj} lgDg adf]lhdsf] ljj/0f sfof{nonfO{ pknAw u/fpg' kg]{5M  
 !=hflt (Genus), k|sf/ (Species), cGo jlu{s[t tYofÍ (Taxonomic data), Serotype, olb    
         j+zf0f' kl/jt{g u/]sf] eP ;f] sf] ljj/0f  

 @= pTklQ / O{ltxf; 
 #= e08f/0f ug]{ cj:yfx? h:t}M dfWod, tfkqmd, j/lkms/0f u/L ;'sfpg] -Lyophilised)    
          a/lkms/0f ug]{ cflb  
 $= lhjf0f' x'sf{pg] cj:yfx? h:t}M dfWod, tfkqmd, sfj{g8fO{cS;fO{8 jf xfjf el/g'   
          (aeration) cflb 
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 %= u'0f tyf klxrfg kl/If0fsf] gtLhf -h:t}M agf]6, j[l4sf] nflu cfjZos tfkqmd,  
          h}ljs /;fog kl/If0f -Biochemical Tests), Serotyping cflb ;dfj]z ePsf]_  
-u_ d"n ljp jf vf]k agfpg] ljpsf] sf]if a}Í (Master seed or working seed cell banks): 

      != ;Dk"0f{ d'n ljp jf vf]k agfpg] ljp sf]if a}Í olb vf]k agfpg k|of]u ul/G5 eg]  
         k|To]s sf]if jf k|fylds sf]ifx? (Primary cells) kl/If0f ug'{ kg]{5 .  
      @= sf]ifsf] k;fh pTkfbsn] ug'{ kbf{  d'n ljp jf vf]k agfpg] ljp sf]if a}Íaf6 pTkflbt 

lot x?sf] gd"gf dfly pNn]v u/] adf]hLd kfFr k;fh -Passage_ eGbf dfly clwstd 
k;fh /]vflÍt pTkfbg k|lqmofdf pNn]v u/] adf]lhd gd"gf k/LIf0f ug'{ kg]{5 / ;fy} 
sfof{nosf] k|of]uzfnfn] klg gd"gf k/LIf0f ug{ ;Sg]5 .  

      #= kl/If0f ubf{ pNn]lvt d"n ljp jf vf]k agfpg] ljp / pTkfbg lot x?sf] z'4tfsf]  
  nflu k/LIf0f ug'{ kg]{5 .  

-3_ sf]ifx? (Cells) ;'Vvf a/kmdf /fvL k7fPsf] ePM 
 != pTkfbs ;+u d"n sf]if / vf]k agfpg] sf]ifsf] Stock 5'§} eP sfof{nonfO{ slDtdf b'O{  
          efPn -h;df slDtdf b'O{ Pd=Pn=_ d'n ljp / slDtdf rf/ efPn -h;df slDtdf  
         rf/ Pd=Pn=_ vf]k agfpg] ljpsf] :6ssf] h?/t kg]{5 .  
 @= olb d'n ljp jf vf]k agfpg] sf]ifsf] Stock Pp6} ePdf sfof{nonfO{ slDtdf 5 efPn  
         -h:df slDtdf 5 Pd=Pn=_ sf]if Stock ePsf] d"n ljp jf vf]k k7fpg' kg]{5 .  
-ª_ d'n ljp ;]n nfOg af/] pTkfbsn] sfof{nonfO{ lbg' kg]{ cfjZos hfgsf/Lx?M  
 != O{ltxf!= O{ltxf!= O{ltxf!= O{ltxf;;;;    ----History____ 
 -c_ klxrfg -;]n nfOgsf] gfd / Species) 
 -cf_ ;]n nfOgsf] pTklQ 
 -O_ ;]n nfOgsf] >f]t 
 -O{_ sf]ifsf] k;fh Oltxf; 
       -p_ vf]k pTkfbgsf] nflu ug{ ;lsg] clwstd sf]if k;fh 
           @= @= @= @= jjjj[l4÷x'sf{pg] cj:yfx?[l4÷x'sf{pg] cj:yfx?[l4÷x'sf{pg] cj:yfx?[l4÷x'sf{pg] cj:yfx?    ----Growth conditions____ 
    -c_ ;fwf/0f 6'lqmg] cg'kft 
 -cf_ j[l4 dfWod 
 -O_ cfjZos tfkqmd, sfj{g8fO{cS;fO{8 / cfb{|tf  
 -O{_ oyfl:yltdf /fVg] -Maintenance_ dfWod 
       #= lr:ofg #= lr:ofg #= lr:ofg #= lr:ofg cj:yfcj:yfcj:yfcj:yfx?x?x?x?    ----Freezing conditions____    
 -c_ lr:ofg–dfWod  
 -cf_ l;kmf/L; ul/Psf] sf]ifsf] 3gTj 
 -O_ cj:yfx? -t/n jf jfkm cj:yf_  
       $= olb s'g} u'0f:t/ lgwf{/0f kl/If0f u/]sf] eP ;f] sf] glthf$= olb s'g} u'0f:t/ lgwf{/0f kl/If0f u/]sf] eP ;f] sf] glthf$= olb s'g} u'0f:t/ lgwf{/0f kl/If0f u/]sf] eP ;f] sf] glthf$= olb s'g} u'0f:t/ lgwf{/0f kl/If0f u/]sf] eP ;f] sf] glthf    ----Result of any quality  
                control  testing____    
 

d"n ljp ljiff0f' d"n ljp ljiff0f' d"n ljp ljiff0f' d"n ljp ljiff0f' (Master seed virus) / EoflS;g agfpg] ljiff0f'sf] ljpM/ EoflS;g agfpg] ljiff0f'sf] ljpM/ EoflS;g agfpg] ljiff0f'sf] ljpM/ EoflS;g agfpg] ljiff0f'sf] ljpM    
    
-s_ d"n ljp ljiff0f' (Master seed virus) / EoflS;g agfpg] ljiff0f'sf] ljpsf] kl/If0fM 
 -c_ ;a} d"n ljp jf EoflS;g agfpg] ljpsf] ;~ro olb EoflS;g pTkfbgsf] nflu  

    k|of]udf NofPsf] eP h]g]l6sNnL kl/jlt{t (Genetically Changed) jf OlGhlgo8{  
    ljiff0f' ;lxt ;f]sf] kl/If0f ug'{ kg]{5 .  
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 -cf_ vf]k pTkfbgsf] nflu of]Uo clwstd k;fh ug{ ;lsg] level sf] x/]s ljiff0f'sf] 
           gd"gf pTkfbgsf] 9fFrfdf AofVof u/] adf]lhd hfFr ug'{ kg]{5 . ljiff0f'sf] k;fh  
           pTkfbsn] / sfof{non] ug{ ;Sg]5 .  

-O_ dfly pNNf]lvt ljiff0f'sf] gd"gfsf] :6]l/ln6L (Sterility), dfOsf]KnfHdf, P8e]lG6l6o; 
    Ph]G6 / ljiff0f' k|dfl0ft ug]{ ;d]t cfjZostf cg';f/ h]g]l6s PgfnfO{l;; ;lxt  
    kl/If0f ug'{ kg]{5 .  

-v_ ;'Vvf a/kmdf /fvL k7fPsf] ljiff0f' ePdf lgDg cg';f/ gd"gfx? pknAw u/fpg' kg]{5M 
      != olb pTkfbs;+u 5'§} d"n ljp, ljiff0f' / vf]k agfpg] ljiff0f'sf] ljp ePdf slDtdf  

   b'O{ Pd=Pn= sf] b'O{ efPn d"n ljp / slDtdf rf/ Pd=Pn ePsf] rf/ efPn vf]k  
   agfpg] ljp .  
@= olb d"n ljp, ljiff0f' / vf]k agfpg] ljiff0f' Pp6} eP slDtdf 5 efPn -k|lt efPn 
   sDtLdf Ps Pd=Pn ljiff0f' ePsf]_ cfjZos x'g] .  
#= slDtdf b'O{ Pd=Pn= ePsf] b'O{ efPn d"n ljp ljiff0f'nfO{ Go"6«nfOh ug]{ PlG6l;/d  
   -ljiff0f'nfO{ clwstd !M! cg'kftsf] PlG6l;/dn] k"0f{ ?kdf Go"6«nfOh ug{_ sf]  
   cfjZostf kg]{ .  
    
b|i6JoMb|i6JoMb|i6JoMb|i6JoM ;a} ;dfg ju{sf] h]g]l6sNnL kl/jlt{t (Genetically modified) ljiff0f'x?sf] nflu Ps 

Pd=Pn a9L gd"gfsf] h?/t kb{5 . olb s'g} ;dodf pTkfbsn] gofF d"n ljp jf 
vf]k agfpg] ljp sf]if jf ljiff0f' k|of]udf Nofpg rfx]df ;f] sf] gd"gf sfof{nonfO{ 
kl/If0fsf] nflu a'emfpg' kg]{5 .  

 
-u_ pTkfbsaf6 d"n ljp ljiff0f' (Master seed virus) af/] sfof{nonfO{ pknAw u/fpg' kg]{  
    ljj/0fx?M 
  != Oltxf!= Oltxf!= Oltxf!= Oltxf; ; ; ; (History)     
                            -c_ ljiff0f'sf] gfd - km]ldln, lhg;, l:kl;h ;d]t_ pNn]v ePsf] 
 -cf_ ljiff0f'sf] pTklQ 
 -O_ ljiff0f'sf] >f]t 
 -O{_ ljiff0f'sf] k;fh Oltxf; (Passage history) 

 -p_ vf]k pTkfbgsf] nflu ug{ ;lsg] clwstd ljiff0f'sf] k;fh 
 -pm_ d"n ljp (Master seed) sf] 6fO6/  
       @= j[l4 cj:yfx?@= j[l4 cj:yfx?@= j[l4 cj:yfx?@= j[l4 cj:yfx?    ----Growth conditions____MMMM    
       -c_ ;fdfGotof k|of]udf cfpg] ;]n nfOgx? (Cell lines) 

 -cf_ dfWod, Ogs'a];g tfkqmd  ( Incubation temperature ) 

 -O_ cfb{|tf, zf]if0f ;do, ;fwf/0f aflnlng] ;do ( Usual time of harvest)  

 -O{_ cg'dflgt 6fO6f/sf] kl/lw .  
 #= e08f/0fsf] cj:yfx?#= e08f/0fsf] cj:yfx?#= e08f/0fsf] cj:yfx?#= e08f/0fsf] cj:yfx?    ----Storage conditions____MMMM 
       -c_ tfkqmd 
 -cf_ cj:yf -h:t} t/n jf a/lkms/0faf6 ;'sfPsf] ÷Liquid or lyophilined_ 
 -O_ l:y/tf  
    $= olb u'0f lgoGq0f kl/If0f u/]sf] eP ;f] sf] glthf $= olb u'0f lgoGq0f kl/If0f u/]sf] eP ;f] sf] glthf $= olb u'0f lgoGq0f kl/If0f u/]sf] eP ;f] sf] glthf $= olb u'0f lgoGq0f kl/If0f u/]sf] eP ;f] sf] glthf ----Result of any quality control     
                testing____ 
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cg";"rL cg";"rL cg";"rL cg";"rL - @@@@    

    
            kl/If0fkl/If0fkl/If0fkl/If0fsf]sf]sf]sf]] nflu cfjZos ] nflu cfjZos ] nflu cfjZos ] nflu cfjZos kg]{ kg]{ kg]{ kg]{ gd'gfgd'gfgd'gfgd'gfMMMM    

 
lgoldt kl/If0fsf] nflu lgDg adf]hLd efPn k|lt Serial gd"gf a'emfpFg' kb{5 . 

 
EffPnsf] gfk    

 
!) Pd=Pn= 
eGbf sd 

 
!)–@) 
Pd=Pn 

 
@!–!)) 
Pd=Pn 

 
!)) Pd=Pn= 
eGbf a9L 

 
!= /f]u lgbfgsf ;fdu|Lx?, Colostrol 

whey products, PlG6hg ÷ 6S:jfO8,  
Pasteurelle haemolytica / Haemophilus 

somnus ePsf hLjf0f' jf extract  

-rf}kfof dfq_ afx]s x/]s Hf}ljsL 
pTkfbgx?sf] xsdf 
    

!) * # ! 

 
@= /f]u lgbfgsf ;fdu|Lx? (Diagnostic  

      kits) 

 

 
slDtdf @ ;]6 (Set) ;fdu|Lx? (kits) 

 

 
#= Colostrol whey products  
 

 
slDtdf % dfqf 

 
$= PlG6hg ÷ 6S:jfO8  
 

 
slDtdf # Pd=Pn 

 
%= Pasteurelle haemolytica /  

   Haemophilus somnus  ePsf hLjf0f'  
  jf extract -rf}kfof dfq_ 
 

 
g=! df pNn]lvt efPn ;+Vof afx]s, a/fa/ dfqfdf  
    Pre-adjuvanted material k7fpg' clgjfo{ x'g]5 .  

    
b|i6JoM b|i6JoM b|i6JoM b|i6JoM !    pTkfbs jf sfof{non] slDtdf 5 dlxgf;Dd kl/If0fsf] nflu k|fKt ePsf gd"gfx?  

         dWo] s]lx gd"gfx? ;+ro ug'{ kg]{5 . k'gM kl/If0f ug'{ k/]df o;} gd"gfnfO{ pkof]u ug{'  

         kg]{5 .  

 @= o;df pNn]v gePsf ljifo j:t'sf] xsdf OIE Technical Manual df pNn]v eP  

          adf]lhd x'g]5 .  


