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e]6]l/g/L k|of]uzfnf ;+rfng / kl/If0f k|s[ofsf]  

dfkb08, @)^# 

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

 
If]q -Scope_ 
 

 g]kfnn] ljZj kz' :jf:Yo ;+u&gsf] ;b:otf k|fKt u/]sf] / ljZj Jofkf/ ;+u&gsf] 
;b:o ;d]t ePsf] kl/k|]Iodf kz' tyf kz'hGo kbfy{x?df ePsf] ;+s|fds tyf h'gf]l^s /f]ux?sf] 
cGj]if)f jf /f]u lgbfg ;]jf k|bfg ug]{ k|of]uzfnfx?af^ u')f:tl/o ;]jfsf] k|Tofe"lt k|bfg ug{ 
/fli^<o dfkb)* lgwf{/)f ug{ cTofjZos b]lvPsf]n] e] ]̂l/g/L k|of]uzfnf Joj:yfkgsf k|fljlws 
kIfx? ;d]l^g] u/L kz' ;]jf ljefun] of] "e]^]l/g/L k|of]uzfnf ;+rfng / kl/If)F k|s[ofsf] 
dfkb)*, 2063" lgwf{/)F u/]sf] % .  

 
kl/R%]b — 1 
k|f/lDes 

 
1= ;+lIfKt gfd / k|f/De 
 
-1_ o; dfkb)*sf] gfd "e]^]l/g/L k|of]uzfnf ;+rfng / kl/If)f k|s[ofsf] dfkb)*, 2063" 
/x]sf] % / of] dfkb)* kz' ;]jf ljefun] l:js[t u/]sf] ldlt b]lv k|f/De x'g]% . 

-2_ of] dfkb)* g]kfn clw/fHoe/sf ;/sf/L, u}/ ;/sf/L tyf lglh ?kdf ;+rflnt ;Dk")f{ kz' 
/f]u cGj]if)f jf /f]u lgbfg k|of]uzfnfx?df ;dfg ?kdf nfu' x'g]% . 

   
2= kl/efiff  
 
 -1_ "kz'" eGgfn] dflg; afx]s h'g;'s} k|sf/sf] kfNt' jf h+unL hgfj/, k+IfL / df%fnfO{    
       ;d]t ;+emg' kg]{% . 

-2_ "gd"gf" eGgfn] kz' /f]u cGj]if)f÷lgbfgsf nflu cfjZos kg]{ d/]sf] jf /f]lu jf :j:y 
b]lvg] kz'sf] zl//af^ lnO{Psf] h'g;'s} h}ljs kbfy{ jf u')f:t/ kl/If)fsf nflu 
k|of]uzfnfnfO{ cfjZos kg]{ kz', kz'hGo kbfy{, kz'sf] bfgf / bfgfdf k|of]u ul/g] 
;Dk")f{ h}ljs Pjd\ ch}ljs kbfy{ ;d]tnfO{ ;Demg' kg]{% .  

-3_ Ækz' hGo kbfy{Æ  eGgfn] kz'af^ pTkfbg x'g] b"w, c)*f, df;', /ut, af];f], lkQ, 
xf*, %fnf, l;~, v'/, Kjf¤v, pmg, e'Tnf, /f¤}, e|')f ljo{, u|GyL, dn, d'q, dx, vfg] 
df%f / o;sf kl/sf/ tyf ltgaf^ ag]sf pk−kbfy{x? ;d]tnfO{ ;+emg' kg{]% . 
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-4_ "clwsf/ k|fKt clwsf/L" eGgfn] kz' ;]jf ljefu jf e]^]l/g/L u')f:t/ tyf cf}ifwL 
Joj:yfkg sfof{noaf^ lg/LIf)fsf] nflu v^fO{Psf] jf tf]lsPsf] clws[tnfO{ ;Demg' 
kg]{% . 

 
kl/R%]b — 2 

Joj:yfkg -Management _ 
 
3= ;+:yf / Joj:yfkg  
 

-1_ k|of]uzfnf h'g lgsfo jf ;+:yfsf] c+u xf] Tof] lgsfo jf ;+:yf Joj:yfkgsf] nflu 
sfg"gL ?kdf lhDd]jf/ x'g' kg]{% .  

-2_ k|of]uzfnfnfO{ :yfoL, c:yfoL jf #'DtL ;'ljwf sf] ?kdf hxf+;'s} ;+rfng u/] klg  
o; dfkb)* cg'?k ;+rfng ug'{ kg]{% .  

-3_ k|of]uzfnfsf] ;+:yfut k|)ffnL / o;sf] cfk\mgf] ;+u&gfTds ;+/rgf / sfo{ ljj/)f 
:ki^ x'g' kg]{% . k|of]uzfnfsf] d'Vo d'Vo lhDd]jf/ sd{rf/Lx?, o;sf] Joj:yfkg, 
k|fljlws ;+rfng, cfjZos ;]jf / u')f:t/ ;DjGwL s[ofsnfkx? ls^fg ePsf] x'g' 
kg]{% .  

-4_ Joj:yfkgn] k|of]uzfnfdf x'g] kl/If)fsf] lsl;d, kl/df)f tyf kl/lw nufot ;Dk")f{ 
ultljlwx?sf] p@]Zo cg'?k u')f:t/ k|)ffnLsf] :yfkgf u/L ;f] sf] sfof{Gjog ug'{ 
kg]{% .      

 
 4= k|of]uzfnf 
 
   k|of]uzfnfdf b]xfo adf]lhdsf] Joj:yf x'g' kg]{% . 
 

-1_ k|of]uzfnfdf kl/If)f ug{, kl/If)fsf] u')f:t/ sfod /fVg jf cfk\mgf] lhDd]jf/L lgjf{x ug{ 
cfjZos >f]t, ;fwg tyf clwsf/ ;DkGg Joj:yfklso tyf bIf k|fljlws sd{rf/Lx?sf] 
Joj:yf x'g' kg]{% . 

-2_ k|of]uzfnfnfO{ cfkm\gf] glthfsf] u')f:t/df gsf/fTds c;/ kfg{;Sg] s'g} klg lsl;dsf] 
sfo{af^ d'Qm /fVg' kg]{% .  

-3_ k|of]uzfnfn] ;]jfu|fxLsf] ;"rgfsf] uf]klgotf tyf :jfldTjsf] clwsf/ ;'/lIft ;fy /fVg' 
kg]{% .  

-4_ sd{rf/Lx? cfk\mgf] sfo{ Ifdtf, lgZkIf lg)f{o / sfo{ ;+rfngdf P]Soj$tf ;DjlGw 
cfTdljZjf; sfod /fVg] Joj:yf ul/Psf] x'g' kg]{% .  

-5_ k|of]uzfnf kl/If)f tyf diagnostic interpretations sf] u')f:t/df ;+nUg ;a} 
sd{rf/Lx?sf] sfd, st{Jo, clwsf/ / cfk;L cGt/—;DaGw :ki^;fy ls^fg ul/Psf] x'g' 
kg]{% . 

-6_ ;DalGwt sfof{no÷k|of]uzfnfn] lg/LIF)f sfo{sf] nflu ;DalGwt ljifo ljz]if!nfO{ 
k|of]uzfnfsf] lg/LIf)f ug{ v^fpg ;Sg]% . vl^Psf] lg/LIfsn] k|of]uzfnf kl/If)f, 
kl/If)fsf] p@]Zo tyf kl/If)f kl/)ffdsf] laZn]if)f ;DalGw sfo{sf] lg/LIf)f u/L k|ltj]bg 
cfkm\gf] sfof{no÷k|of]uzfnfdf k]z ug'{ kg]{% .  
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-7_ s'g} vf; kl/If)f ug{ k|of]uzfnf ;Ifd % eGg] s'/f ;'lglZrt ug{ k|of]uzfnfdf lj:t[t 
sfo{ lgtL tyf k$lt jf/] lnlvt sfuhft (Protocol) x'g' kg]{% .  

-8_ k|of]uzfnfsf] x/]s OsfO{÷zfvfsf] sfo{x?sf] u')f:t/ ;'lglZrt ug{ / cfjZos >f]t, 
;fwgsf] Joj:yfkgsf] nflu k|of]uzfnfs} s'g} Ps clws[t÷JolQmnfO{ u')f:t/ Joj:yfks 
sf] ?kdf sfd, st{Jo tyf clwsf/ ls^fg u/L ;f]sf] lhDd]jf/L lbg' kg]{% .  

-9_ d'Vo lhDd]jf/ kb axg ug]{ JolQmsf] cg'kl:yltdf lghsf] lhDd]jf/L ;d]t axg ug]{ ul/ 
s'g} AolQmnfO{ ;xfossf] ?kdf tf]Sg' kg]{% .  

-10_ k|of]uzfnfdf ul/g] x/]s kl/If)fsf] :ki^ sfo{ljlw -Protocols_ tof/ u/L k':tLsfsf] 
?kdf ;DalGwt sd{rf/LnfO{ pknAw u/fpg' kg]{% . Protocols df x/]s r/)fdf ul/g] 
sfdx? :ki^ x'g' kg]{%g\ . 

 
5= u')f:t/ k|)ffnL -Quality System_ 
 
-1_ k|of]uzfnfn] lglZrt tl/sfaf^ u')f:tl/o kl/If)f tyf kl/If)f kl/)ffd (Test Results) 

nfO{ cYof{pg ;Sg] u/L -Diagnostic interpretations_] cfkm\gf] lglt, sfo{lglt Pjd\ 
lgb]{zgx? ;/n efiffdf tof/ u/L ;DalGwt sd{rf/Lx?nfO{ pknJw u/fO{ sfof{Gjog 
u/fpg' kg]{% .  

-2_ k|of]uzfnfn] u')f:t/ k|)ffnLsf] sfof{Gjogaf^ pknJw x'g] kIfx?sf] p@]Zo tyf lgltsf] 
lj:t[t ?kdf kl/eflift u/]sf] x'g' kg]{% .  

-3_ k|of]uzfnfn] "u')f:t/ lgb]{lzsf" tof/ ug'{ kg]{% . pQm lgb]{lzsfdf sDtLdf b]xfosf ljifoj:t' 
;dfj]z ul/] clwsf/ k|fKt clwsf/L jf lgsfoaf^ l:js[tL lnO{ k|sflzt ug'{ kg]{% . 
lgb]{lzsfnfO{ cfjZostfg';f/ cWofjlws ug'{ kg]{% .  

 
-s_ Joj:yfkgn] pknJw u/fpg] ;]jf ;DjlGw ljj/)f . 
-v_ u')f:t/ k|)ffnLsf] clek|fo . 
-u_ k|of]uzfnf kl/If)f sfo{df ;+nUg ;DjlGwt ;j} JolQmn] cfk\mgf] sfo{ ubf{ cfjZos kg]{ 

tyf ckgfpg' kg]{ lgltut kIfx? . 
-#_ s[ifs jf pkef]Qmfx?nfO{ u')f:tl/o tyf k]zfut ?kdf lgbfg ;]jf pknJw u/fpg] af/]   
   k|of]uzfnf Joj:yfkgsf] bfloTj ;DjlGw ljj/)f . 

  -~_  k|of]uzfnfdf k|of]u ul/g] lnlvt sfuhftsf] (f¤rf -Format_ .  
  -r_ k|fljlws sfo{ljlw nufot cGo cfjZos ljlwx?af/] /]km/]G; (Reference) 
  -%_ k|fljlws Joj:yfkg tyf u')f:t/ Joj:yfkssf] sfd, st{Jo / lhDd]jf/L . 
     
6=  k|of]uzfnfdf clen]vsf] lgoGq)f -Document Control in Laboratory_ 

 
-1_ s'g} klg lnlvt sfuhftsf] gljgtd ;+:s/)f jf ;f] sf] cg'jfb k|of]uzfnfdf k|of]u x'g] 

lsl;dn]] Joj:yf u/]sf] x'g' kg]{% . k|of]uzfnf kl/If)f sfo{ ;+Dkfbg ug{ cfjZos kg]{ 
lnvt ljlw pNn]v ul/Psf] sfuhftx? pQm sfo{ ul/g] :yfgdf ;lhn} pknJw x'g' kg]{% . 

-2_ k|of]uzfnf ;DjlGw lnvt sfuhftx?n] k|of]uzfnf kl/If)fsf] u')f:t/df k|efj kg{], 
k|of]uzfnf kl/If)f ljlwsf] ;+zf]wg, k'g/fjnf]s+g, cg'df]bg, cWofjlws ug]{ af/] j)f{g 
ul/Psf] lgtL tyf sfo{lgtLsf] lnlvt sfuhft k|of]uzfnfdf /fv]sf] x'g' kg]{% .  
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-3_ lnlvt sfuhftdf ;+zf]wg ubf{ ;+zf]lwt ljifo j:t' k|i^ ?kdf &Dofpg ;lsg] tyf ;f] 
sf] k'g/fjnf]s+g / cg'df]bg ;DjlGwt ljifo af/] !fg ePsf] ljifo ljz]if!af^ u/fO{ 
cflwsfl/s lgsfoaf^ k|dfl)ft u/fpg' kg]{% .  

-4_ sfuhftsf] clen]v ;lhn};+u klxrfg x'g]u/L k+lhs[t ul/Psf] x'g' kg]{% .  
 

 
 
 
 
 
7= cg'/f]w kq, jf]nkq cyjf &]Ssfsf] k'g/fjnf]s+g -Review of Request, Tender 
       or Contract_ 

 
-1_ k|:tflat sfo{sf nflu sfo{ k$ltsf] k'g/fjnf]s+g ug'{ k/]df ;DjlGwt pkef]Qmf tyf 

k|of]uzfnfsf sd{rf/Lsf] ;dembf/L Pj+ ;xdltdf ug'{ kg]{% . ;DjlGwt pkef]Qmfl;t ul/Psf] 
;Demf}tf kq k|of]uzfnfn] clen]vsf] ?kdf /fVg' kg]{% .  

-2_ k|of]uzfnn] s'g} sfo{ pkfg'aGwdf -Sub contract_ s'g} ;+:yf÷JolQmnfO{ ug{ lbPsf] eP 
;f] sf] lg/LIf)f÷cg'udg\÷k'g/fjnf]s+g ub{f pkfg'aGwsf] -Sub contract_ ;t{x? ;d]t 
;dfj]z u/]sf] x'g' kg]{% . 

 
8= kl/If)f ;]jfsf] pkfg'aGwg (Subcontracting of Test Services) 
 
-1_ k|of]uzfnfn] kl/If)f ;]jf ;DalGw s'g} sfo{sf] pkfg'aGwg ug'{kbf{ ;DalGwt ;/f]sf/jfnf jf   
    pkef]Qmfn] ;xdlt lbPsf] x'g' kg]{% . 
-2_ ;]jf tyf ;f] ;]jfsf] nflu ;fdfu|Lx?sf] cfk'lt{ (Purchasing services and 

supplies) ubf{ ^]i^ l/hN^sf] u')f:t/df k|lts'n c;/ gkg]{ u/L k|of]uzfnf kl/If)fnfO{ 
cfjZos kg]{ ;Dk")f{ ;]jf tyf ;fdfu|Lx? k"j{ :yflkt ljj/)f cg';f/ vl/b jf cfk"lt{ ug]{ 
Joj:yf ldnfpg' kg]{% . vl/b ul/g] ;fdfu|Lx?sf] %gf]^ ljlw, d'Nof+°g, k|of]u, kl/rfng 
tyf e)*f/)f ;DalGw k")f{ ljj/)f ;dfj]z ePsf] x'g' kg]{% . 

 
9= olsg gePsf] kl/If)f tyf kl/If)f kl/)ffdsf] lgoGq)f (Control of  

Nonconforming Test and Test Results)    
 
-1_ k|of]uzfnfn] olsg ug{ g;s]sf kl/If)f tyf kl/If)f kl/)ffdx?sf] klxrfg ul/ -kl/If)f 

kl/)ffdsf] ljZj;lgotfdf k|lts'n c;/ kfg{;Sg] kIfx?_ ;do ;fk]If ;'wf/ug{] sfo{lgtL 
cjnDag ug'{ kg]{% . k|of]uzfnfnfO{ kl/If)f kl/)ffddf z+sf nfu]df To;sf] klxrfg ul/ 
;'wf/ ug{sf nflu ;f] kl/)ffd cfkm} l;t /f]ls (with held) ;f]sf] oyfy{tf af/] 
pkef]QmfnfO{ ;d]t hfgsf/L lbg' kg]{% . olsg x'g g;s]sf] kl/If)f tyf kl/If)f kl/)ffdsf] 
lgoGq)f sf nflu k|of]uzfnf k|d'vn] lhDd]jf/ JolQm tf]Sg' kg]{% . 

-2_ kl/If)f kl/)ffddf s'g} ;Da]bg;Ln hf]lvdsf] klxrfg ePdf ;f]sf] t'?Gt ;'wf/ ug{ bkmf 
10 df pNn]v eP adf]lhd sfo{x? ug'{ kg]{% . 
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10= /f]syfd tyf ;'wf/fTds sfo{ (Preventive and corrective action) 

 
-1_ k|of]uzfnfsf] kl/If)f ;DaGwdf u')f:t/ k|)ffnLsf nflu clwsf/ k|fKt clwsf/L jf lghn] 

v^fPsf] JolQmn] k|of]uzfnfsf] lg/LIf)f ubf{ tf]lsPsf] lglt cg'?k sfo{ ;+rfng ePsf] 
gkfPdf ;'wf/fTds sfo{ ug{ u/fpg' kg]{% / ;'wf/fTds sfo{sf nflu tof/ ul/Psf] lgltdf 
lgDg  kIfx? ;'lglZrt ul/Psf] x'g' kg]{%M 

  
s_ ;'wf/fTds sfo{ nfu' u/fpg] lhDd]jf/ JolQm jf kb . 
v_ ;'wf/ ug'{kg]{ ;d:ofsf] d"n sf/)f yfxf kfpg ul/g' kg]{ cfjZos cGj]if)f . 
u_ d"n ;d:of klxrfg ePdf ;d:of ;dfwfgsf nflu ckgfpg' kg]{ ;'wf/fTds sfo{ . 
#_ sfo{ljlwdf s'g} kl/jt{g ul/Pdf ;f]sf] lnlvt ?kdf /fVg' kg]{ clen]v . 
~_ ;'wf/fTds sfo{ sfof{Gjog kZrft ;d:ofdf ;'wf/ eP gePsf] af/] ;do–;dodf ul/g' 

kg]{ cg'udg\ .  
 r_ ;'wf/fTds ultljlw af/] olsg ug{ bkmf 12 df pNn]v eP adf]lhd ul/g' kg]{ cfGtl/s 

k|fljlws kl/If)f (Internal Technical Auditing) .   
-2_ k|of]uzfnfn] k|fljlws jf u')f:tl/o k|)ffnLdf k|efj kfg{;Sg] ;DefJo >f]tx?sf] lgoGq)f 

tyf cfjZos ;'wf/sf pkfox? af/] klxrfg ug{ lgDgfg';f/sf] ljlw ckgfpg' kg]{%M 
 

s_ olsgtfdf k|efj kfg{ ;Sg] Nonconformance ;DefAo >f]tx? tyf To:tf >f]tx?sf] 
klxrfg u/L cfjZos ;'wf/fTds kIfx?sf] d'Nof+°g . 

 v_ ;'wf/fTds sfo{ of]hgf lgdf{)f tyf lgolGqt (+uaf^ ul/g] sfof{Gjog ljlw . 
u_ olsgtfdf ;'wf/ eP gePsf] / ;'wf/sf nflu ckgfOPsf] kIfx?af/] d'Nof+°g k|)ffnLsf] 

k|of]u . 
b|i^JoM kl/If)f kl/)ffdsf] u')f:t/ jf u')f:tl/o k|)ffnL kfng ;DalGw ljjfb p&]df

 lg/fs/)fsf] nflu cfGtl/s k|fljws kl/If)f ug{' u/fpg' kg]{% . 
 
11= k|fljlws clen]v (Technical Records) 

  
       k|of]uzfnfn] clen]v Joa:yfkgsf nflu lgDg lnlvt Joa:yfkg k|)ffnL 

ckgfpg' kg]{% . 
 
-1_ u')f:tl/o k|fljlws clen]vx?sf] klxrfg, ;+sng, k+lhs/)f, e)*f/)f, ;Def/ tyf 

clen]v /fVg] jf x^fpg] ;DalGw sfo{ljlw tof/ ul/ nfu' ug'{ kg]{% . 
-2_ u')f:tl/o cGo clen]vx?df cfGtl/s k|fljlws kl/If)f, Joa:yfkg, k'g/fjnf]s+g tyf 

;f]sf] ;'wf/ Pjd\ lgoGq)fsf nflu ckgfO{Psf sfo{x?sf] clen]v /fVg' kg]{% . 
-3_ ;Dk")f{ clen]vx? k|i^;+u a'lemg] ul/ n]lvPsf], cfjZos k/]sf avt ;lhn};+u pknAw 

x'g]ul/, glalu|g] lsl;dsf] jftfj/)fdf ;'/lIft;fy /fVg' kg]{% . s'g clen]v slt 
;dosf nflu clgjfo{ ?kn] /flvg' kg]{ xf] ;f] af/] :ki^;+u tf]lsPsf] x'g' kg]{% . 

 
-4_ ;Dk')f{ /]s*{x? uf]Ko tyf ;'/lIft;fy /fVg' kg]{%g\ . 
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-5_ cgflws[t JolQmsf] kx'+r gx'g] ul/ ;Dk')f{ clen]v d'n k|ltsf] ?kdf / sDKo"^/df ;d]t 
/fVg' kg]{% . 

-6_ k|of]uzfnfsf] /]s*{÷l/kf] {̂nfO{ ;f]xL k|of]uzfnf÷sfof{no jf kz' ;]jf ljefun] afx]s 
cGo s;}n] klg lj!fkg jf k|rf/ k|;f/sf] ?kdf %fKg kfpg] %}g . 

-7_ k|of]uzfnfn] tof/ kf/]sf] k|f/lDes tyf cg'dflgt tYof+°x?, Soflna|]zgsf] /]s*{, 
sd{rf/Lsf] /]s*{, k|To]s kl/If)f kl/)ffdsf] Ps k|lt / k|of]uzfnf ;DalGw s[ofsnfk 
k'gM;+rfng ug{ cfjZos ;+/rgfx? lglZrt ;do;Ddsf nflu ;'/lIft /fVg] Joa:yf 
ldnfpg' kg]{% .  

-8_ kl/If)f sfo{nfO{ bf]xCofpg' k/]df k|f/lDes kl/If)f ul/bfsf] cj:yfdf pknAw ePsf] 
kl/If)f kl/)ffdsf] xf/fxf/Ldf Nofpg dbt k'Ug] vfnsf ;"rgfx?sf] /]s*{ /flvPsf] x'g' 
kg]{% .  

-9_ tYof°, Soflna]|zg tyf lg/LIf)f cf+s*fx? (observations) tof/ ubf{ s'g tYof+°, 
s'g kl/If)f laz]if sf] xf] elg klxrfg x'g;Sg] ul/ k|i^ Pjd\ :yfoL ?kn] /]s*{ ug{' 
kg]{% .   

-10_ /]s*{ ubf{ s'g} ulNt ePdf To;nfO{ l^k]S;sf] k|of]u gu/L ;f]em} /]vf+°g ul/ s]g]{ / 
;RofO{Psf] s'/f To;}sf] %]pdf n]vL ;Rofpg] JolQmn] %f]^f] b:tvt ul/ ldlt ;d]t 
/fVg' kg]{% . o;} k|sf/n] sDKo"^/sf] ;xfotfaf^ ;+slnt tYof+°x?sf nflu klg 
k|f/lDes tYof° gi^ gx'g] ul/ ;Rofpg' kg]{% . 

 
b|i^JoM clen]vx? h'g;'s} dfWodsf] ?kdf klg /fVg ;lsg] %g\ . h:t}— d"nk|lt (hard 

copy)   
    jf O{n]S <̂f]lgs ldl*of .     
 
12= cfGtl/s k|fljlws kl/If)f (Internal Technical Audits)  
 
-1_ u')f:t/ k|)ffnL tyf dfkb)* cg'?k k|of]uzfnfsf s[ofsnfkx? ;'rf? ?kn] ;+rfng 

eP gePsf] s'/f k|dfl)ft ug{ k"j{ lgwf{l/t ;do tflnsf tyf sfo{ljlw cg';f/ 
k|of]uzfnfdf cfGtl/s k|fljlws kl/If)f ug]{ Joa:yf x'g' kg]{% .  

-2_ k|of]uzfnf Joj:yfkg kIfn]] ;DalGwt ljifo ljz]if!$f/f k|of]uzfnfsf] u')f:t/ k|)ffnL 
af/] ;DalGwt ;Dk")f{ kIfx? / kl/If)f sfo{x?sf] cfGtl/s k|fljlws kl/If)f u/fpg' 
kg]{% .   

-3_ cfGtl/s k|fljlws kl/If)faf^ k|of]uzfnfsf] s'g} sfo{ jf k|of]uzfnf kl/If)f kl/)ffdsf] 
k|efjsfl/tfsf] af/]df z+sf ePsf] cf}NofO{Pdf k|of]uzfnfn] ;dod} ;'wf/ ug{' kg]{% / 
cf}NofO{Psf] kl/If)f kl/)ffdaf^ k|lts'n c;/ kg]{ b]lvPdf k|of]uzfnfn] ;f]sf] ;"rgf 
;DalGwt ;/f]sf/jfnfnfO{ lbg' kg]{% . 

-4_ cfGtl/s kl/If)f ul/Psf] sfo{ tyf kl/If)f$f/f cf}NofO{Psf ;'wf/fTds kIfx?sf] 
clen]v k|of]uzfnfn] /fVg' kg]{% . 

 
b|i^JoM yf]/} dfq sd{rf/L ePsf] k|of]uzfnfdf k|efjsf/L ?kdf cfGtl/s k|fljlws kl/If)f ug{ 

;Dej gx'g ;Sb% . o:tf] kl/l:yltdf b'O{ jf b'O{ eGbf a(L k|of]uzfnfx? cfk;df ;xdt 
eO{ Ps csf{sf] k|of]uzfnf kl/If)f u/fpg ;Sg]%g\ .  
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13= Joj:yfkg k'g/fjnf]sg (Management Reviews) 
 
-1_ Joj:yfksn] u')f:tl/o k|)ffnL tyf k|of]uzfnf kl/If)f;+u ;DalGwt s[ofsnfkx?sf] 

slDtdf jif{sf] Ps k^s lgDg s'/fx?nfO{ cfwf/ dfgL k'g/fjnf]s+g jf ;+zf]wg u/L 
sfuhft cWofjlws u/L /fVg' kg]{%M 

  
  s_ gLlt tyf sfo{gLltx?sf] pko'Qmtf (Suitability) 

  v_ Joj:yfklso tyf ;'kl/j]Ifsx?sf] lnlvt l/kf] {̂x?  
 u_ cfGtl/s k|fljlws kl/If)fsf] l/kf] {̂x?  
 #_ /f]syfd tyf ;'wf/sf nflu ckgfO{Psf ljifox?  
 ~_ afXo JolQm jf ;+:yfn] u/]sf] d'Nof+°gsf] cfwf/  
 r_ cGt/—k|of]uzfnf kl/If)fsf] glthf÷kl/)ffd;+u bflhPsf] t'ngfTds cfwf/  
 %_ pkef]Qmfx?af^ k|fKt k|ltls|ofx?  
 h_ k/]sf ph'/Lx? / ph'/L pk/ ul/Psf sfd sf/jfxLx? 
 
-2_ Joj:yfkg k'g/fjnf]s+gaf^ cf}NofO{Psf ;d:of Pjd\ ;dfwfgsf nflu lbOPsf] 

;'emfjx?sf] cfwf/df ;DaGwLt kIfn] tf]lsPsf] ;doleq sfof{Gjog ug'{ kg]{% . 
kl/R%]b — 3 

k|fljlws cfjZostfx? (Technical Requirements) 
 
14=  k|of]uzfnfn] ;tstf{ ckgfpg'kg]{ -Laboratory Awareness_ 
 
 k|of]uzfnf kl/If)f jf hf¤rsf] kl/)ffdsf] ljZj;lgotfdf k|efj (effects on the 

reliability of laboratory results) kfg]{ w]/} sf/)fx? x'g;Sg] x'bf k|of]uzfnfdf 
kl/If)f jf s'g} hf¤rsf nflu k|ljlwx? k|of]udf Nofp+bf÷ckgfp+bf jf k|ljlwx?sf] ljsf; 
ubf{, s'g} k|ljlw af/] k|of]uzfnfdf sfdug]{ k|fljlwsx? nfO{ tflnd k|bfg ubf{, k|ljlwsf 
nflu cfjZos kg]{ d]l;g/L cf}hf/sf] %gf]^ ubf{ tyf ;f] k|ljlwsf nflu cfjZos kg]{ 
/;fog (Reagents) tof/ ubf{ k|of]uzfnfn] laz]if Wofg lbg' kg]{% . 

 
15= hgzlQm (Personnel) 
 
-1_ k|of]uzfnfdf sfo{/t k|fljlwsx? cf–cfkm\gf] lhDdfdf /x]sf sfo{x? ;DkGg ug{ bIf 

(Skilled) x'g' kg]{% . 
-2_ k|of]uzfnfdf Joj:yfklso, k|fljlws / k|of]uzfnf kl/If)f tyf k|of]uzfnf lgbfgsf] glthf 

cYof{pg] (Interpretation) sfo{df ;+nUg sd{rf/Lx?sf] sfo{ ljj/)f cWofjlws /fVg' 
kg]{% .  

-3_ k|of]uzfnfsf sd{rf/Lx?nfO{ cfjZostf cg';f/ bIftf a(fpg] tflnd sfo{s|dsf] Joj:yf 
ldnfpg' kg]{% . 

 
16= k|of]uzfnfsf] jftfj/)f -Accommodation and Environmental Conditions_ 
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-1_ k|of]uzfnfdf phf{sf] >f]t, k|sfzsf] Joa:yf, jl/kl/sf] jftfj/)f nufotsf ;Dk")f{ 
;'ljwfx? k|of]uzfnf kl/If)faf^ ;lx kl/)ffd k|fKt ug{ zfGt, :jR% / ;sf/fTds c;/ 
kfg]{ vfnsf] x'g' kg]{% . 

-2_ k|of]uzfnf leq / jl/kl/sf jftfj/l)fo cj:yfsf] ;Dk")f{ ljj/)f / To;af^ kl/If)fsf] 
glthfsf] ljZj;gLotfdf kfg{ ;Sg] c;/ ;DalGw cg'udg\, lgoGq)f tyf clen]v /fVg] 
Joj:yf ePsf] x'g' kg]{% .  

 -pbfx/)fsf] nflu h}ljs lgM;+s|d)f -biological sterility), w'nf], laB'tr'Dalso k|efj 
(electromagnetic interference), lals/)f (radiation), cfb|tf, xfjfsf] jxfj, 
tfks|d, laB't cfk'lt{, cfjfh tyf sDkgsf] lta|tf cflb s'/fx?df laif]z Wofg lbg' kg]{% 
._ 

-3_ jftfj/l)fo cj:yfn] k|of]uzfnf kl/If)fsf] glthfnfO{ k|efj kfg]{ l:ylt b]lvPdf pQm 
kl/If)f sfo{ t'/Gt} /f]Sg' kg]{% .     

-4_ k|of]uzfnfsf] sf]&f leq k|of]uzfnf ;DaGwL sfo{ afx]s cGo sfo{ ug'{ u/fpg' x'b}g .   
 
17= kl/If)f ljlwx? (Test Methods) 

 
-1_ k|of]uzfnf kl/If)f jf /f]u lgbfgsf] sfo{ljlw ckgfpbf jf :yflkt ubf{ k|of]uzfnfsf] 

ef}lts k"jf{wf/n] v]Kg ;Sg], a}!flgs ?kdf k|dfl)ft ePsf] tyf pkef]Qmfx?nfO{ :jLsfo{ 
x'g'sf ;fy} ;f] k|ljlw ckgfpbf k|of]uzfnf kl/If)fsf] glthf, glthfsf] AofVof / 
kl/If)fsf] tl/sfnfO{ ;d]t k|efj kfg{ g;Sg] x'g' kg]{% .  

-2_ k|of]uzfnf kl/If)f ubf{ ;DaGwLt ljifosf] bIf k|fljlwsn] ljZj kz' :jf:Yo ;+u&g$f/f 
l;kmfl/; ul/Psf] / a}!flgs ?kn] :yflkt sfo{ljlw cg';f/ ug'{ kg]{% . 

-3_ /fli^<o÷cGt{/fli^<o dfkb)* cg';f/ tof/ ul/ ckgfO{Psf k|of]uzfnf kl/If)f ljlwx?nfO{ 
lglZrt ;dodf cWofjlws -updates) ug]{ Joj:yf k|of]uzfnfdf ldnfpg' kg]{% . 

-4_ k|of]uzfnfdf lgoldt ?kdf ;Grfng x'g] kl/If)f ljlwx? tyf j}slNks cGo sfo{ljlwx? 
af/] :ki^ lnlvt k|f]^f]sn, lgoldt k|of]udf cfpg] d]l;gx?sf] Sofn]a|]zg Pjd\ ;Grfng 
ljlw, ljleGg kl/If)f laz]ifsf nflu cfjZos kg]{ gd"gf ;+sng, ;+/If)f tyf ;Dk|]if)f 
ljlw / kl/If)fsf nflu cfjZos kg]{ gd"gf tyf cGo ;fdflu| tof/ kfg]{ ljlwx? af/] 
lnlvt sfuhft pknAw x'g' kg]{% . 

 
18= k|of]uzfnf kl/If)f ljlw÷k|ljlwx?sf] %gf]^ (Selection of Test  Methods) 

 
-1_ k|of]uzfnf kl/If)fsf nflu %gf]^ ul/Psf] kl/If)f ljlw (test method) af/] 

;/f]sf/jfnfx?nfO{ hfgsf/L x'g' kg]{% . 
-2_ ;/f]sf/jfnfn] kl/If)f ljlwsf] ;DaGwdf lnlvt hfgsf/L dfu u/]df sfof{non] cfjZos 

k|s[of k'CofO{ dfu adf]lhd lbg ;Sg]% . 
-3_ k|of]uzfnf ljZn]ifs (analyst) n] k|of]uzfnfdf k|of]ux'g] ljlwsf] ljz]iftf 

(proficiency) sf] ;Dkfbg (performance) af/] ;do—;dodf ljZn]if)f ul/ 
k|ltj]bgsf] ?kdf /fVg] Joj:yf ldnfpg' kg]{% .   

  -4_ k|of]uzfnfn] ckgfPsf] kl/If)f k|s[of k")f{ ?kn] kf/blz{ / lgoGq)f ug{ ;lsg] lsl;dsf] 
     x'g' kg]{% . 
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  -5_ kl/If)f ljlw (test method or test protocol) df lj:t[t ?kn] AofVofTds 
(descriptive) /  ;dj]bglzn (critical) ;"rgfx? k|i^ ?kn] ;dfj]z ePsf] x'g' 
kg]{% . pQm ljlwsf] ;xfotfn] s'g} klg cg'elj k|fljlwsn] cGo reference jf >f]t 
JolQm lagf kl/If)f sfo{ ;xL (+un] ;DkGg ug{ ;lsg] x'g' kg]{% .  

  -6_ kl/If)f ljlwdf lgDg s'/fx? ;d]t k|i^ ?kn] ;dfj]z u/]sf] x'g' kg]{%M  
 
   s_ kl/If)f ljlw s'g >f]taf^ lnO{Psf] xf] ;f]sf] k|df)f / kl/If)fdf k|efj kfg]{ ljs[ltx?     
     (configurations) sf] lgoGq)f . 
  v_ kl/If)f ljlwaf/] plrt /]km/]G; (relevant reference) . 
  u_ k|of]udf cfpg] /;fog (Reagents), ltgsf] k|of]u x'g] lglZrt dfqf (quantity) / 

l;df  (ranges) . 
#_ k|of]u ul/g] cfjZos ;fdfu|Lsf] /]km/]G; -reference) tyf dfkb)* h:t}M 
reference strain,  
       reference standards for antibody . 
~_ kl/If)fsf nflu cfjZos plrt gd"gfsf] kl/df)f, k|sf/ / ;+Vof . 
r_ gd"gfsf] cfjZos u')f:t/ / h}ljs b"lifttfsf] :t/ (level of bio-contamination) 
. 
%_ kl/If)fsf nflu cfjZos kg]{ /;fog (Reagents), cGo cfjZos ;fdflu|x?sf] ;"lr 
. 
h_ k|of]uzfnfn] kl/If)fsf nflu k|fKt gd"gf :jLsf/ ug]{ cfwf/ tyf zt{x? .  
em_ gd"gf klxrfg, ;+sng, ;Daw{g, ;Dk|]if)f Pjd\ e)*f/)f ;DalGw cfjZos ljj/)f tyf   

zt{x? . 
`f_ kl/If)fsf nflu gd"gf tof/ ug{ cfjZos kg]{ ljj/)f / zt{x? . 
^_ kl/If)f z'? ug'{ k"j{ hf¤r ug'{kg]{ s'/fx? h:t}M equipment checks, calibration 
etc .  
&_ kl/If)fsf] glthf :jLsfo{ x'g] cfwf/x? (Acceptance criteria for test 
results) . 
*_ kl/If)faf^ /]s*{ ug'{kg]{ tYof° / To;sf] ?kfGt/)f, AofVof (Interpretation) tyf 
k|:t'lt   
  (presentation) . 
  -pbfx/)fsf] nflu M Ps obsorbance sf] reading nfO{ s'g lsl;dn] ?kfGt/)f 
ul/ kl/If)f  
  ul/Psf] ljlwsf] glthfnfO{ kf]lhl^e jf lgu]l^e eGg] jf dfGg] hlgg' kg]{ ._   
 

-7_ s'g} klg kl/If)f ljlwnfO{ lgoldt k|of]uzfnf kl/If)fsf nflu pkof]u ug'{ k"j{ To;   
   ljlwsf] k|dfl)fs/)f (validation) ul/Psf] x'g' kg]{% .  
-8_ s'g} kl/If)f ljlwdf ;+zf]wg ug'{ kbf{ To;sf] rfl/lqs ;Dkfbgdf (performance    
        characteristics) s'g} c;/ gkf/L ul/g' kg]{% . 

 
19= kl/If)f ljlwx?sf] k|dfl)fs/)f (Validation of Test Methods) 
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-1_ k|of]uzfnfn] /fli^<o jf cGt/{fli^<o dfkb)* cg'';f/ jf cfkm\gf] k|of]uzfnf leq k/LIf)f ug{ 
dfkb)* ljsl;t u/LPsf] eP klg k/LIf)f ljlwsf] k|dfl)fs/)f ljZj kz' :jf:Yo ;+u&gn] 
OIE Manual of Standards for Diagnostic Tests, Vaccines and other 
related OIE references df pNn]v u/LPsf] l;$fGt cg';f/ ug'{ kg]{% .  

  s'g} k|ltli&t k|fljlws ;+:yfaf^ ;+slnt tyf k"j{ k|dfl)ft e} ;s]sf kl/If)f 
ljlwx?nfO{ k|of]uzfnf cfkm}n] plrt ;+Vofdf gd"gfx? hf¤r ul/ k|dfl)fs/)f (in-house 
validation) ug{ ;Sg]% .  

  pNn]lvt ljlwx?sf] /fli^<o, cGt/f{li^<o dfkb)* cg';f/ k'gM k|dfl)fs/)f  (re-
validation) ug{ cfjZos kg]{ %}g . t/ lnlvt ?kdf k|of]uzfnfn] kl/eflift ug{ ;Sg] 
x'g' kg]{% .  

 kl/If)f ljlwaf^ pTkflbt glthfsf] cGt/–k|of]uzfnfsf] glthf÷tYof° (statistically 
compared with inter laboratory results/data) jf To:t} cGo k|dfl)fs/)f 
ul/Psf] ljlwaf^ pTkflbt glthf;+u j}!flgs lx;fjn] d]n vfg] k|df)f sfuhft x'g' kg]{% . 

 
-2_ k|dfl)fs/)fdf kl/If)fsf] tYof° cyjf glthf k|dfl)fs/)fdf ;a} lsl;dsf k|f/lDes 

cjnf]s+gx? (Original observations), Sofns'n]zg;\, d]l;gx?sf] cg'udg\ tyf 
Soflna|]zg /]s*{x? kb{%g . k|of]uzfnfn] k|dfl)fs/)fsf nflu cfjZos kg]{ ;a} tYof°x? 
tyf kl/If)f ljlwx? cWofjlws ul/ k|of]zfnfdf k|of]u eO{ /x¤bf;Dd / pQm kl/If)f ljlw 
k|of]uzfnfaf^ x^fO{ ;s]kl% klg kf+r aif{;Dd clen]vsf] ?kdf /fvL /fVg' kg]{% .  

 
20= kl/If)f tYof°sf] lgoGq)f (Control of Test Data) 

 
  k|of]uzfnfsf k|d'vn] kl/If)fsf] k|dfl)fs/)f Pjd\\ glthf;+u ;DalGwt ;a} lsl;dsf 

tYof°x? cfjZos k/]sf avt ;lhn};+u pknAw x'g] u/L s'g} tf]lsPsf] JolQmsf] lhDdf 
nufO{ ;'/lIft;fy /fVg] Joa:yf ldnfpg' kg]{% . 

 
21= sDKo"̂ / tyf ;km\̂ j]o/ nufot cGo d];g/L pks/)fx? (Equipments including    
       Computer and Soft wares) 

 
 -1_ k|of]uzfnfn] pkfh{g (acquisition), k|zf]wg, /]sl*{é, tYof° e)*f/)f tyf k'gMpknAwtf  
   (retrieval) sf nflu sDKo"^/ tyf cGo :jrflnt d]l;gx?sf] k|of]u ul/Psf] eP lgDg  
   adf]lhd x'g' kg]{%M 

 
s_ k|of]uzfnf :jo+n] ljsf; u/]sf] jf ;+zf]wg ul/ tof/ u/]sf] ;km\^j]o/ (software) 

sf] kl/)ffd k|dfl)fs/)f ul/Psf] / k/Dk/fut ?kdf k|of]u ul/g] ljlwsf] kl/)ffd;+u 
d]n vfg] ul/ lgwf{/)f ul/Psf] k|dfl)ft sfuhftx? k|of]uzfnfl;t x'g' kg]{% . o:tf 
:jrflnt d]l;g jf ;km\^j]o/x? k'glg{df{)f ug{ ;lsg] tl/sfaf^ tof/ ul/Psf] x'g' 
kg]{% . 

 v_ :jrflnt d]l;g tyf sDKo"^/x?nfO{ ;'lglZrt ?kn] ls|oflzn cj:yfdf /fVg'kg]{ % .      
      kl/If)faf^ k|fKt x'g] tYof°sf] u')f sfod /fVg jftfj/l)fo cj:yf ;f]xL cg';f/    
      ldnfOPsf] x'g' kg]{% . 

 u_ k|of]uzfnf kl/If)f ;Dkfbg ug{ cfjZos kg]{ ;Dk")f{ d];g/L pks/)fx? nufot cGo     
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       ;fdflu|x? k|of]uzfnfdf x'g' kg]{% . k|of]uzfnfdf s'g} d]l;g jf pks/)fx?   
       (equipments) pknAw ge} cGo k|of]uzfnfdf e/ kg'{ k/]df To:tf k|of]uzfnfsf]   
       d]l;gsf] u')f:t/ ;d]t k|dfl)ft ePsf] x'g' kg]{% . 
 
 -2_ /f]u lgbfg tyf kl/If)f sfo{df k|of]u x'g] d];g/L pks/)f tyf To;nfO{ cfjZos kg]{ 

pks/)fx?sf] Ifdtf glthf lgsfNg ;Sg] ePsf] tyf ;DalGwt kl/If)f ljlw;+u d]n vfg] 
(comply with) lsl;dsf] x'g' kg]{% . k|of]uzfnfn] d'Vo d'Vo d]l;gx? (key 
equipments) sf] Sofn]a|]zg clgjfo{ ?kn] ug{' kg]{% .  

 -3_ clwsf/ k|fKt clwsf/Ln] dfq SofnLa|]^]* d]l;gx? ;+rfng ug{ kfpg] % . d]l;gx?sf] 
;+rfng tyf :ofxf/ ;Def/sf nflu ;DalGwt d]l;gsf] pTkfbs$f/f tof/ ul/Psf] ck/]l^~ 
(Operating) Dofg'on d]l;g ;+rfns;+u clgjfo{ ?kdf /x]sf] x'g' kg]{% . 

 -4_ kl/If)f sfo{df k|of]u x'g] d]l;gsf] k|To]s efusf]  (item) /fd|f] klxrfg ul/ ltgsf] 
sDtLdf lgDgfg';f/sf] /]s*{ /fVg' kg]{%M 

 
s_ d]l;gsf] k|To]s efusf] klxrfg (identification) . 
v_ pTkfbssf] gfd, d]l;gsf] lsl;d, k/n d'No tyf l;l/on gDa/ .  
u_ tf]lsP cg';f/ k|dfl)ft ePsf] clen]v . 
#_ Sofn]a|zg u/]sf] ldlt / l/kf]^{ tyf k'gMSofn]a|zg ug'{kg]{ ldlt .      
 

22= c+sgLotfsf] gfk -Measurement of Traceability_ 
  

-1_ d]l;gx?sf] Sofn]a|]zg nufot k|of]udf cfpg] ;a} lsl;dsf gfk tf}nx? tyf gfk tf}ndf 
  k|of]ux'g] ;fdflu|x?sf] ;Dej eP;Dd cGt{/fli^<o dfkb)* (P;=cfO{=) o"lg^df c+lst ug'{ kg]{% 

. 
-2_ P;=cfO{= o"lg^df c+lst ug{ ;Dej gePdf k|of]uzfnfdf pknAw pkfox? dWo] pQd / 

ljZjfl;nf] OsfO{ -o"lg^_ k|of]u ug{' kg]{% / o;sf nflu lgDg adf]lhd sfo{ ug{ ;lsg] %M 
 

s_ e/kbf]{ /]km]/]G;sf] cfwf/df ;DalGwt ;/f]sf/jfnf lar ;xdt eO{ lgwf{/)f ug]{ . 
v_ cGt/—k|of]uzfnf kl/If)f sfo{s|ddf ;xeflu x'g] (participation in  

interlaboratory proficiency testing program) . 
 

-3_ kl/If)f sfo{sf nflu k|of]udf cfpg] ;Gbe{ ;fdu|L÷l/Ph]G^; tyf d]l;g/L cf}hf/x?sf] 
kl/rfng, ;Def/ / e)*f/)f ubf{ ltgsf] Ifdtf tyf u')f glalu|g] ul/ ul/g' kg]{% . 

-4_ h}ljsL ;Gbe{ ;fdu|L jf l/Ph]G^;\x? ;Dej eP;Dd cGt//{fli^<o dfkb)* jf ljZj kz' 
:jf:Yo ;+u&g (OIE) sf] dfkb)* cg';f/sf] x'g' kg]{% (e.g. International 
standard sera) . 

-5_ e)*f/)f ul/Psf ;Gbe{ ;fdu|L jf l/Ph]G^;\x?sf] u')f cGt/{fli^<o dfkb)* cg';f/ %g\ eGg] 
s'/fdf ljZj:t x'g lglZrt tflnsf cg';f/ ltgsf] ;do ;dodf kl/If)f ug]{ Joa:yf x'g' 
kg]{% . 

-6_ ;Gbe{ ;fdu|L jf l/Ph]G^;\x?sf] kl/rfng, ;Dk|]if)f tyf e)*f/)f ubf{ ltgdf s'g} lsl;dsf] 
;+s|d)f jf u')fdf s'g} kl/jt{g gx'g] lsl;dn] ul/g' kg]{% . 
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23= gd"gf (Specimens/Samples) 
 

-1_ k|of]uzfnfdf k|ljlw ljz]if jf kl/If)f ljz]ifsf nflu pko'Qm dflgg] gd"gf ;+sng, k|zf]wg, 
;+/If)f / ;Dk|]if)f ug]{ sfo{ljlwsf] Aoj:yf ePsf] x'g' kg]{% . ;f] sfo{ljlw gd"gf ;+sng ug]{ 
;DalGwt lgsfo / OsfO{df pknAw u/fpg' kg]{% . 

-2_ gd"gf ;+sng ubf{ ;f];+u ;DalGwt cfjZos ;"rgfx? h:t}M ;+sngst{f, k|of]uzfnfsf] 
sd{rf/L jf ;/f]sf/jfnf÷s[ifs, gd"gf ;+sng ljlw, klxrfg, gd"gf ;+sng ul/Psf] :yfgsf] 
jftfj/l)fo cj:yf, gd"gf lnO{Psf] efu jf c+u, kf]i^df^{d ul/ gd"gf ;+sng ul/Psf]eP 
s'g lx;fan] slt gd"gf ;+sng ul/Psf] xf] ©, -The statistics that sampling 
procedures are based upon)  ;f] ;d]t :ki^ ?kdf pNn]v ug'{ kg]{% .     

-3_ ;DalGwt lgsfonfO{ gd"gf ;+sng ug]{ lhDd]jf/L lbg'kg]{ eP k|of]uzfnfn] cGj]if)fsf nflu 
%gf]^ ul/Psf] :yfgsf] kz' ;+Vofsf] cfwf/df tYof° zf:qsf] lx;fjn] pko'Qm x'g] u/L 
;+sng ug{'kg]{ cfjZos gd"gf ;+Vof ;DjlGw of]hgf (statistically defined and 
documented plan for the specimen collection) sf] lnlvt ljj/)f tof/ ul/ Ps 
k|lt ;DjlGwt gd"gf ;+sng ug{ tf]lsPsf] lgsfonfO{{ pknAw u/fpg' kg]{% . 
  

24= gd"gfsf] kl/rfng (Handling of Specimens) 
 
-1_ k|of]uzfnfn] gd"gfsf] ('jfgL, k|flKt, ;'/Iff tyf gd"gf /fVg] jf gi^ ug]{af/] :ki^ sfo{ljlw 

tof/ ug'{ kg]{% / ;f] ljlwaf/] gd"gf ;+sng tyf ('jfgLstf{nfO{ gd"gf ;+sng ug'{ cufl* 
g} hfgsf/L u/fpg' kg]{% . 

-2_ ;f]em} lkmN*af^ k|fKt ePsf jf tof/ kfl/Psf gd"gfx? (specimens or derived 
samples) lar uf]ndfn gx'g] ul/ k|i^ ?kn] n]a'n ug'{ kg]{% .  

-3_ k|of]uzfnfdf a'emfpg NofO{Psf gd"gfx? ;DalGwt kl/If)fsf nflu pko'Qm gePdf jf tf]lsPsf] 
;+Vofdf gePdf jf To:tf] cj:yfsf] hf¤r ul/ sfd} gnfUg] b]lvPdf " kl/If)fsf nflu &Ls 
gePsf]" elg /]s*{ /fVg' kg]{% / ;f] gd"gf k|of]uzfnfdf Nofpg] JolQm÷;+:yfnfO{ g} lkmtf{ 
u/Llbg' kg]{% . 

-4_ gd"gfsf] u')f:t/df s'g} z+sf nfu]df jf pQm gd"gf;+u cfjZos kg]{ ;Dk")f{ ljj/)fx? 
;dfj]z gePsf] v)*df To:tf] gd"gfsf] laifodf ;DalGwt s[ifs jf ;/f]sf/jfnf;+u k/fdz{ 
ul/ tfhf gd"gf jf %'^ ePsf ljj/)fx? k|fKt x'g cfPkl% dfq kl/If)f ug'{ kg]{% . 

-5_ k|of]uzfnfn] kl/If)fsf] nflu k|fKt ePsf gd"gfx? j'lemlnP kl% ;DalGwt ;/f]sf/jfnfnfO{ 
;f]sf] glthf slxn] lbg ;lsG% egL ldlt ls^fg ul/lbg' kg]{% . 

 
 
25= u')f:tl/o kl/If)f glthfsf] ;'lglZrttf (Ensuring the Quality of Test 

Results)  
  

  k/LIf)f glthfsf] ljZj;gLotf sfod /fVg k|of]uzfnfn] lgDgfg';f/ ^]i^ l/hN^sf] 
of]hgfa$ ?kdf cg'udg tyf k'g/fjnf]s+g ug'{ kg]{%M 
 
s_ k|of]uzfnfn] a}!flgs tl/sfaf^ (statistical technique) cfGtl/s u')f:t/ 

lgoGq)f ug]{ of]hgf (internal quality control scheme) ;DalGw ljj/)f . 
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v_ cg's'n eP;Dd cGt/f{li^<o :t/sf] /;fogx? -chemicals/reagents_ k|of]u ul/ 
cfGtl/s u')f:t/ lgoGq)fsf nflu k|of]u ug]{ .  

u_ Jojxfl/s eP;Dd, kl/If)fnfO{ Tolx jf s'g} csf]{ ljlwsf] k|of]u ul/ bf]xCofpg' 
(replicate the test  using the same or different methods) kg]{] .  

#_ klxnf] kl/If)fsf] glthf z+sf:kb ePdf Tolx gd"gfsf] k'gM hf¤r jf kl/If)f ug]{ (re-
testing of the same specimen) . 

~_ cGt/—k|of]uzfnf kl/If)f u/fpg]] Joj:yf ldnfpg] . 
 

26= kl/If)fsf] glthf ;DalGw k|ltj]bg (Reporting of Test Results) 
 

-1_ k|of]uzfnfn] ;DkGg u/sf] k|To]s kl/If)fsf] glthf ;DaGwL k|ltj]bg tof/ ubf{ k|of]u ePsf] 
kl/If)f ljlwdf pNn]v eP cg';f/ k|i^, bf]xf]/f] cy{ gnfUg] lsl;dsf] -unambiguous) / 
p@]Zo cg'?k ePsf] x'g' kg]{% .  

-2_ s'g} ljz]if cj:yfdf afx]s k|of]uzfnfn]] ^]i^ l/hN^sf] k|ltj]bg tof/ ubf{ sDtLdf lgDg 
      s'/fx? ;dfj]z ug'{ kg]{%M 
 

s_ kl/If)fsf] glthf -test results_ / ;f]sf] AofVof . 
v_ k|of]uzfnfsf] gfd / &]ufgf . -olb gd"gf kl/If)f cGo k|of]uzfnfaf^ u/fOPsf] eP 

;f] sf] &]ufgf_ 
u_ l/kf]^{sf] ;a} kGgfx?sf] -pages_] df k]h gDa/ v'nfO{Psf] x'g' kg]{% . 
#_ ;/f]sf/jfnf jf kz' wgLsf] gfd / &]ufgf . 
~_ kl/If)f ul/Psf] gd"gfsf] ljj/)f . 
r_ kl/If)fsf nflu ckgfOPsf] kl/If)f ljlw tyf To;sf] ;Gbe{ ;fdu|L -/]km/]G;_ . 
%_ gd"gf k|fKQ ePsf] / kl/If)f u/]sf] ldlt . 
h_ s;n] -k|of]uzfnf cfkm}n] jf ls;fg÷;/]sf/jfnfn]_, s'g ljlw jf tl/sfaf^ gd"gf   
  ;+sng u/]sf] xf] ;f]sf] ljj/)f . 
em_ glthfsf] JofVof -Interpretation_, /fo -opinion_ / /fodf x'g'kg]{ cfwf/ . 
`f_ ^]i^ l/kf]^{ tof/ ug]{ cflwsfl/s JolQmsf] gfd, y/, kb / b:tvt . 
^_ ^]i^ l/kf] {̂ :jLs[t ug]{ clws[tsf] gfd, y/, kb / b:tvt . 

 
-3_ cfjZos k/]sf] cj:yfdf ^]i^ glthfsf] l/kf]^{df lgDg—s'/fx? ;d]t ;dfj]z ug{   
   ;lsg]%M  
 

s_ gd"gf ;+sng u/]sf] ldlt . 
v_ gd"gf ;+sng u/]sf] >f]tsf] klxrfg . 
u_ gd"gf ;+sng ul/Psf] &fp¤ tyf To;sf] gSzf :s]r jf kmf]^f] . 
#_ gd"gf ;+sngsf nflu k|of]u ul/Psf] sfo{of]hgf -Sampling Plan_ . 
~_ gd"gf ;+sng ubf{ ;f] gd"gfn]] kl/If)f glthfnfO{ c;/ kfg{;Sg] ;DefJo 
  jftfj/l)ft cj:yfx? . 

 
-4_ tof/ ul/Psf] kl/If)f l/kf]^{ oyf;So l%^f] ;/f]sf/jfnf sxf¤ k&fpg' kg]{% . 
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-5_ ]̂i^ l/kf]^{ ;DalGwt lgsfodf k&fpbf k\mofS;, ^]lnkmf]g jf On]S <̂f]lgs jf On]S <̂f]DofUg]l^s 
dfWodsf] k|of]u ug{ ;lsg]% .  

-6_ k|of]uzfnfsf] k|ltj]bgsf nflu kmd]{^ tof/ ubf{ k|ltj]bgdf cfjZos kg]{ ljifoj:t' ;d]l^g]        
   / To;sf] hyfefla k|of]u gx'g] lsl;dn] tof/ ug'{ kg]{% . pQm kmd]{^x? ljefluo  
    k|d'vaf^ :jLs[t ePsf] x'g' kg]{% . 
-7_ Ps} k^sdf w]/} gd"gfx? k|fKt eO{ Pp^} p@]Zosf nflu kl/If)f ug'{ kg]{ ePdf k|fKt 

gd"gfx? dWo] s]lx gd"gf kl/If)f eO{ ;s]kl% ;DalGwt ;/f]sf/jfnfnfO{ kl/If)f kl/)ffdsf] 
"cGtl/d l/kf]^{" pknAw u/fpg ;lsg]% . o;/L l/kf]^{ pknAw u/fpbf ;f] cGtl/d l/kf]^{ g} 
xf] elg plrt klxrfg x'g;Sg] ul/ k|of]uzfnfn] /]km/]G; v'nfO{ /fVg' kg]{% . k/LIf)fsf 
nfuL k|fKt ePsf ;Dk")f{ gd"gfx?sf] kl/If)f eO{ ;s]kl% ;/f]sf/jfnfnfO{ "clGtd l/kf]^{" 
pknAw u/fpg' kg]{% / ;f] l/kf]^{ lb+bf -cGtl/d l/kf]^{sf] ;^\^f pknAw u/fO{Psf] eP_ 
To:df cGtl/d l/kf]^{df /flvPs} /]km/]G; gDa/ /fVg' kg]{% . 

-8_ ;/f]sf/jfnn] s'g} kl/If)fsf] k|ltj]bg k'gMdfu u/]df / dfu ug]{ kIfnfO{ ;f] k|ltj]bg lbg'kg]{ 
ePdf gof¤ k|ltj]bg tof/ ubf{ k"/fg} /]km/]G; cg';f/ b'?:t tof/ ul/ pknAw u/fpg' kg]{% 
t/ To; k|ltj]bgsf] bfof¤tkm{ dflyNnf] efudf "k|ltlnlk" elg pNn]v ul/Psf] x'g' kg]{% .   

 
27= k|of]uzfnfsf] cg'udg\÷d"Nof°g (Monitoring / Evaluation of the 

Laboratory) 
 
-1_ sfof{no k|d'vn] cfkm\gf] dftxtsf k|To]s OsfO{÷zfvfsf] cg'udg\ jif{sf] Ps k^s clgjfo{ 

?kdf ul/ ;f] sf] cg'udg\ d"Nof°g k|ltj]bg Ps tx dflyNnf] sfof{nodf k&fpg' kg]{% . 
-2_ cg'udg ubf{ ;DalGwt dfkb)*x? tyf sfof{nosf] sfo{ljlwdf pNn]v eP adf]lhd ug'{ kg]{% .  
 
28= dfGotf k|bfg gx'g] (Invalidity) 
  
   of] dfkb)*sf] kfngf ug{' ;DalGwt ;/f]sf/jfnfsf] st{Ao x'g]% . dfkb)* cg'?k 

u/]sf] gkfO{Pdf To:tf k|of]uzfnfsf] glthfnfO{ dfGotf k|bfg ul/g] %}g\ . 
 

29=  ;+;f]wg (Amendment)  
 
   ljefun] o; dfkb)*df pNn]lvt s'/fx?nfO{ cfjZostf cg';f/ yk#^, x]/km]/ jf 

;+;f]wg ug{ ;Sg]% . of] k|s[of slDtdf b'O{ jif{df Ps k^s x'g' kg]{% . 
 
30= ph'/L (Complaints) 

 
 Joj:yfkg kIfn] k|of]uzfnfaf^ pknAw u/fO{Psf] ;]jf ;DalGw ph'/L ;'Gg] Joj:yf 

ug'{ kg]{% . k/]sf ph'/Lx?sf] ;dfwfgsf nflu k|of]uzfnfaf^ ul/Psf] ;'wf/fTds sfo{sf] 
ljj/)f ;fKtflxs ?kdf ;DalGwt ;/f]sf/jfnfnfO{ hfgsf/L u/fpg' kg]{% .   


