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cf}iflw pTkfbg s'zn cEof; ;+lxtf, @)&@

g]kfn ;/sf/n] cf}iflw btf{ lgodfjnL @)#* sf] lgod !! sf] k|of]hgsf] nflu b]xfoadf]lhdsf] cf}iflw

pTkfbg s'zn cEof; ;+lxtf nfu" u/]sf]n] ;j{;fw/0fsf] hfgsf/Lsf] nflu of] ;'rgf k|sflzt u/]sf]

5 .

kl/R5]b - !

k|f/lDes

!= ;+lIfKt gfd / k|f/DeM -!_ oL ;+lxtfx?sf] gfd “cf}iflw pTkfbg s'zn cEof; ;+lxtf, @)&@Æ

/x]sf] 5 .

-@_ of] ;+lxtf t'?Gt k|f/De x'g]5 .

@= kl/efiff M ljifo jf k|;+un] csf{] cy{ gnfu]df o; ;+lxtfdf,–

-s_ æP]gÆ eGgfn] cf}iflw P]g, @)#% ;Demg' k5{ .

-v_ æsfo{ l;dfÆ eGgfn] P]g tyf ;f] cGt{ut ag]sf ;+lxtfdf tf]lsPsf] :jLsfo{tf dfkb08

-P;]K6]G; qmfO6]l/of_ sf] ;+j]bgzLn kl/ldltsf] -lqml6sn Kof/fld6/_ sf] dfkg:t/

pkNnf] xbdf k'u]sf] sfo{ l;dfsf] l:ylt ;Demg' k5{ .

-u_ æcf}iflwsf] ;lqmo kbfy{Æ -PlS6e kmdf{:o"l6sn OlGu|8]G6;\_ eGgfn] kmfdf{sf]nf]hLsn

c;/ Nofpgdf jf /f]u lgbfg ug{, lgsf] kfg{, ;fDo kfg{, pkrf/ ug{ jf /f]syfd ug{

jf zf/Ll/s agfa6 jf k|s[ofnfO{ c;/ kfg{ cf}iflw agfa6 pTkfbg ug{df k|of]u x'g] /

x'g ;Sg] s'g} kbfy{ jf kbfy{x?sf] ld>0fnfO{ ;Demg' k5{ .

-3_ æjfo' lgoGq0f -Pc/ ns_ sIfÆ eGgfn] b'O{ jf b'O{eGbf a9L 9f]sf k/:k/ hf]l8P/

ag]sf] aLrsf] jfo' lgolGqt sIf ;Demg' k5{ .

-ª_ æ;ts{tf ;LdfÆ -Pn6{ lnld6_ eGgfn] s'g} kf/fldltsf] sfo{ ;Ldf k'Ug gkfpFb} cfjZos

;'wf/fTds kxn ug{ d2t k'–ofpFg] ;+j]bglzn dfks jf kl/ldlt ;fdfGo sfo{ ;Ldfsf]

dflyNnf] xb gf3]sf] cj:yfnfO{ ;Demg' kb{5 .

-r_ æcflwsfl/s JolQmÆ eGgfn] pTkfbsn] pTkfbg u/]sf] k|To]s Jofrsf] tof/L cf}iflwsf]

dfgs ljj/0f cg';f/ pTkfbg, k/LIf0f / ljt/0f ug{sf nflu o; ;+lxtf adf]lhd

k|dfl0ft ug{ ljefun] dfGotf lbPsf] JolSt ;Demg' k5{ .
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-5_ æJofr jf n6Æ eGgfn] cf}iflw pTkfbgsf ljleGg r/0fdf Ps?ktf Nofpgsf nflu

lgwf{l/t dfqfsf] z'?jftL ;fdfu|L, KoflsË ;fdfu|L jf cf}iflwnfO{ Ps}k6s jf r/0fj4

?kdf PsfDd] -homogeneous_ x'g]u/L k|zf]wg ul/Psf] cf}iflwsf] Jofr jf n6 ;Demg'

k5{ . ;f] zAbn] cfjZostf cg';f/ Pp6f JofrnfO{ ;–;fgf Jofrdf ljefhg u/L kl5

Ps} 7fpFdf NofO{ PsfDd] -homogeneous_ ul/Psf] dfqf ;d]tnfO{ hgfpg]5 . r/0fGt

lgd{nLs/0f -Terminal sterilization_ sf] xsdf Jofr jf n6sf] lgwf{/0f lgd{nLs/0f ug]{

oGq -Autoclave_ sf] Ifdtfn] ug{]5 . Jofrsf] kl/df0f (batch size) lgwf{l/t dfqf jf

lglZrt ;dosf] cGt/fndf pTkfbg ePsf] cf}iflwsf] kl/df0fnfO{ a'emfpg]5 .

-em_ æAofr jf n6 ;+VofÆ -Batch number or lot number) eGgfn] Jofrsf] leGg kl/ro lbO{,

n]jndf Jofrsf] clen]v / tbg'?k ljZn]if0fsf] k|df0fkq cflbdf k|of]u x'g ;Sg] ;+s]t

ug{sf] nflu a]Un} ?kn] ;+of]lht c+s jf cIf/x? ;Demg' k5{ .

-`_ æJofr clen]vÆ (Batch records) eGgfn] k|To]s Jofrsf] cf}iflwsf] ljj/0f -Oltxf;_ tyf

;f] ;+u ;DalGwt tof/L cf}iflwsf] u'0f:t/sf] af/]df hfgsf/L lbg] s'g} klg Jofrsf] cw{

tof/L cj:yfsf] pTkfbg (bulk product) jf tof/L cf}iflw;+u ;DalGwt ;Dk"0f{

sfuhftsf] clen]v ;Demg' k5{ .

-6_ æcw{ tof/L pTkfbgÆ (Bulk Product) eGgfn] cf}iflwsf] ;Dk"0f{ k|zf]lwt sfo{ tyf txx?

k"0f{ eO{ clGtd KoflsË x'g afFsL /x]sf] cj:yfsf] pTkfbg ;Demg' k5{ .

-7_ ægfk tf}n k|df0fLs/0fÆ (Calibration) eGgfn] lgwf{l/t dfkb08 adf]lhd s'g} gfk jf

tf}nsf] ;DalGwt ;Gbe{ :t/ (reference standard) sf] u'0f+fs ;+u bfFhL :yflkt ug{ ul/g]

lqmofsnfk ;Demg' k5{ . o;af6 ;Gbe{ gfk jf tf}nsf] cfwf/df pks/0f jf k|0ffnLsf]

gfk jf tf}n u'0f+fs :jLsfo{tf dfkb08 lgwf{/0f ul/Psf] x'g' kg{]5 .

-8_ æ;kmf If]qÆ (Clean Area) eGgfn] ;–;fgf b'lift s0fx? / ;'Id lhjf0f'sf] dfqf ;'/lIft

jftfj/0fLo lx;fjn] lgwf{l/t ;Ldf leq /xg] u/L b"if0f tTjnfO{ k|j]z ug{, pTkGg x'g

/ /lx/xg glbg] k|aGw ldnfO{Psf] b"lift s0f Pj+ ;'Id lhjf0f'sf] lglZrt jftfj/0fLo

lgoGq0f ePsf] ;kmf sIf ;Demg' k5{ .

-9_ æv]kÆ (Consignment or delivery) eGgfn] pTkfbsn] s;}sf] cg'/f]wdf s'g} Ps} ;dodf

agfPsf] jf cfk"lt{ u/]sf] Ps jf ;f] eGbf al9 Jofrsf] Ps jf ;f] eGbf a9L a6\6f jf

ef8fx? ;dfj]z ul/Psf] cf}iflwsf] kl/df0f ;Demg' k5{ .
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-0f_ æb"if0fÆ -Contamination) eGgfn] cf}iflwsf] Z'f?jftL ;fdfu|L, pTkfbgsf] cw{ k|zf]lwt

kbfy{, gd'gf 5gf}6, KoflsÍ jf k'gM KoflsÍ, e08f/ jf 9'jfgL ubf{ cf}iflwdf x'g] afXo

/;folgs jf ;'Idh}ljs k|j[lt ePsf cgfjZos j:t'x?sf] k|j]z x'g] sfo{ ;Demg' k5{ .

-t_ æ;+j]bglzn lqmofsnfkÆ (Critical Operation) eGgfn] cf}iflwsf] u'0f:t/df leGgtf

Nofpg] s'g}klg pTkfbg;Fu ;DalGwt sf/afxL lqmofsnfk ;Demg' k5{ .

-y_ æk|lt b"if0fÆ (Cross-contamination) eGgfn] cf}iflwsf] pTkfbg ubf{ ;f] sf] ;'?jftL ;fdu|L,

cw{ k|zf]lwt kbfy{ jf tof/L cf}iflwdf x'g] s'g} csf]{ cf}iflwsf] ;'?jftL ;fdfu|L, cw{

k|zf]lwt kbfy{ jf tof/L cf}iflwsf] cjflG5t ld;fj6nfO{ ;Demg' k5{ .

-b_ æDofb ;dflKt ldltÆ (Expiry Date) eGgfn] s'g} Jofrdf pTkflbt cf}iflwn] u'0f:t/ jf

dfgssf nflu cfjZos :t/ k"/f ul//xg] s'/fsf] k|Tofe"lt ug{ Kf|To]s Jofrsf]

cf}iflwsf] n]j'ndf pNn]v ul/Psf] ldlt ;Demg' k5{ . s'g} cf}iflwdf Dofb ;dflKt ldlt

pNn]v gul/ dlxgfdfq pNn]v ul/Psf]df ;f] sf] Dofb ;dflKt ldlt pNn]v ul/Psf]

dlxgfsf] cGTo;Dd /x]sf] dflgg]5 .

-w_ ætof/L cf}iflwÆ (Finished Product) eGgfn] pTkfbgsf ;a} r/0fx? Kff/ u/L afXo a§f

jf efF8fdf Koflsª\u / cfjZos n]jn;d]t nufO{ ;lsPsf] cf}iflw ;Demg' k5{ .

-g_ æpTkfbg/t k|lqmof lgoGq0fÆ (In-process control) eGgfn] pTkfbgsf] qmddf cg'udg

jf cfjZostf cg';f/ k|lqmof ;dfof]hg u/L cf}iflw dfgs adf]lhd g} tof/ ePsf]

olsg x'g ul/g] hfFr a'emnfO{ ;Demg' k5{ / ;f] zJbn] ;fwgx? jf jftfj/0fsf]

lgoGq0fnfO{ ;d]t hgfpg]5 .

-k_ æcw{ k|zf]lwt kbfy{Æ (Intermediate product) eGgfn] cf}iflw cw{tof/L pTkfbg (Bulk

Product) aGg' cufl8 pTkfbgsf s'g} r/0fdf /x]sf pTkfbg ;Demg' k5{ .

-km_ æd'Vo sd{rf/LÆ (Key personnel) eGgfn] cflwsfl/s JolSt, cf}iflw pBf]usf] pTkfbg

ljefusf k|d'v jf u'0f:t/ lgoGq0f ljefusf k|d'v ;Demg' k5{ / ;f] zJbn] u'0f:t/

cfZjf;gsf k|d'vnfO{ ;d]t hgfpg]5 .

-a_ æ7"nf] dfqfsf] OGh]S;gÆ (Large volume parenterals) eGgfn] Ps;o ld=ln= jf ;f] eGbf

a9L cfotg ePsf] OGh]S;gsf] dfWodaf6 k|of]u ug{ tof/ ul/Psf] lhjf0f'/lxt 3f]n

;Demg' k5{ .

-e_ æpTkfbsÆ -Manufacturer) eGgfn] cf}iflw pTkfbgsf] sfo{ ug{sf] nflu k|rlnt sfg"g

adf]lhd cg"dlt jf :jLs[lt k|fKt JolQm ;Demg' k5{ .
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-d_ æahf/ lalqm ljt/0f k|df0f kqÆ (Marketing Authorization)M eGgfn] ljefuaf6 cf}iflw

ljqmLljt/0f ug{ k|rlnt sfg"g adf]lhd k|bfg ul/Psf] cf}iflw ljqmLljt/0f k|df0f kq

;Demg' k5{ .

-o_ æd"n z'q (Master Formula)Æ eGgfn] cf}iflwsf] ;'?jftL ;fdfu|Lsf] dfqf / KoflsËsf

;fwfgsf] af/]df pNn]v u/L cf}iflw agfpg] k|s[of / ckgfpg'kg{] ;fjwfgLsf] af/]df

j0f{g ul/Psf] tyf pTkfbg/t k|lqmof lgoGq0f / k|zf]wg sfo{ljwL (Processing

Instructions) sf] z'qsf] hfgsf/L pNn]v ePsf] clen]v ;Demg' k5{ .

-/_ æd"n clen]v (Master Record)Æ eGgfn] s'g} klg Aofrsf] cfwf/e"t b:tfj]hsf] ?kdf

sfd ug{] Ps jf Ps eGbf a9L b:tfj]h ;Demg' k5{ .

-n_ Kofs]lhË (Packaging)Æ eGgfn] cw{ tof/L pTkfbgnfO{ ;a} sfo{ jf k|s[ofx? k"/f u/L

tof/L cf}iflw agfPkl5 efF8f]df eg{] / n]a'n nufpg] sfo{ ;Demg' k5{ .

t/ ;f] zJbn] lgd{nLs[t cf}iflw -Sterile Product_ nfO{ lhjf0f' /lxt cj:yfdf

(Aseptic Condition) df eg{] jf cf}iflwnfO{ clGtd r/0fsf] lgd{nLs/0f (Terminal
Sterilization) ug{] sfo{nfO{ hgfpg] 5}g .

-j_ æKofs]lhË ;fdu|LÆ (Packaging Material) eGgfn] cf}iflwsf] KoflsË ug{ k|of]u x'g]

5kfO{Psf] ;fdfu|Lx? ;Demg' k5{ . t/ ;f] zJbn] cf}iflw b'jfgL ubf{ k|of]u x'g] aflx/L

KoflsË ;fdu|Lx? hgfpg] 5]}g .

-z_ æu'0f k|df0fLs/0fÆ (Qualification) eGgfn] s'g} klg ejg kl/;/, k4tL / pks/0fx?n]

lgwf{l/t :t/df sfd u/]sf] / To;af6 k|fKt ck]lIft glthf k|df0fLt ug{] k|s[of ;Demg'

k5{ .

-if_ æ;+;u{ lgif]wfj:yfÆ -Quarantine) eGgfn] s'g} z'?jftL jf Kofs]lhË kbfy{ jf cw{

k|zf]lwt kbfy{, cfGtl/s jf tof/L cf}iflwsf] :jLs[lt, cl:js[lt jf k'gM k|zf]wgsf]

lg0f{osf] kvf{Osf] cj:yfdf /x]sf] ef}lts jf cGo k|efjsf/L k|aGw u/L cnUu} /flvPsf]

cj:yf ;Demg' k5{ .

-;_ ældnfgÆ -Reconciliation) eGgfn] ;}¢flGts / oyfy{ kl/df0f larsf] t'ngf ug]{

k|lqmofnfO{ ;Demg' k5{ .

-x_ æk'gM k|fKtLs/0fÆ (Recovery) eGgfn] pTkfbg k|lqmofsf]] lglZrt cj:yfdf cl3Nnf]

Jofrsf] ;a} jf s]lx dfqf ;dfj]z ug{], grflxg] tTjx?af6 cz'4 kbfy{x? x6fO{ z'4
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j:t'sf] dfq k|of]u cyjf klxnf k|of]u eO;s]sf ;fdfu|L 5'6\6} k|of]hgsf nflu pkof]u

ug{ ;lsg] agfpg] sfo{ ;Demg' k5{ .

-If_ æk'gM k|zf]wgÆ (Reprocessing) eGgfn] S'mg} klg JofrnfO{ ljlw;Ddt, k|dfl0ft pTkfbg

k|s[of cg';f/ agfpFbf To; Jofrsf] k"/f jf s]xL efun] lgwf{l/t dfkb08 k"/f ug{

g;s]sf] cj:yfdf To:tf] JofrnfO{ k'gM k|zf]wg ug{] sfo{ ;Demg' k5{ .

-q_ k'gM sfo{Æ (Reworking) eGgfn] S'mg} klg JofrnfO{ ljlw;Ddt pTkfbg k|lqmof cg';f/

agfpbf To; Jofrsf] k"/f cyjf s]lx efun] lgwf{l/t dfkb08 k"/f ug{ g;s]sf]

cj:yfdf To:tf] JofrnfO{ j}slNks pTkfbg k|lsof cg';f/ agfpg ;lsg] sfo{{

;Demg' k5{ . o:tf] sfo{ cgk]lIft x'gfn] pTkfbgsf] ahf/ laqmL ljt/0f k|df0f kq

k|bfgsf qmddf g} k"j{dfGotf k|bfg ul/Psf] dflgg]5}g .

-1_ æ:jM lgolGqt sIfÆ (Self- contained area) eGgfn] JolSt / pks/0fsf] ;+rfngdf

;dfj]z ef}lts 5]saf/sf ;fy} 5'6\6} jfo' lgoGq0f k|0ffnLo'Qm ;Dk"0f{ k|lqmofx? cnu

cnu x'g]u/L ;+rfng ul/Psf] sIf jf :yfg ;Demg' k5{ .

-ss_ ædfgs ljj/0fÆ (Specification) eGgfn] cf}iflwsf] u'0f:t/ bzf{pgsf] nflu cf}iflw

pTkfbgdf k|of]u x'g] jf k|fKt x'g] ;fdu|L jf j:t'sf cfjZos u'0fx?sf] lj:t[t ljj/0f

;Demg' k5{ .

-vv_ æ:t/Lo ;+rfng k|lqmofÆ -Standard operating procedure ) eGgfn] pTkfbgsf] S'mg} klg sfo{

Ps?ktf tyf :tl/o ?kdf ;Dkfbg ug{sf nflu lgb]{zg lbg] cflwsfl/s lnlvt

k|lqmof ;Demg' k5{ / o:tf] k|s[of s'g} tf]lsPsf] cf}iflwsf] nflu dfq 5'6\6} x'g'k5{ eGg]

5}g . s'g} :t/Lo ;+rfng k|s[of k|0ffnLx? Jofrsf] pTkfbg / d'Vo cf}iflwsf]

b:tfj]hsf ;xfossf ?kdf klg k|of]u ug{ ;lsg]5 .

-uu_ æz'?jftL ;fdu|LÆ (Starting material) eGgfn] KoflsÍsf ;fdu|L afx]ssf cf}iflw

pTkfbgdf k|of]u x'g] lgwf{l/t u'0f:t/ ePsf] s'g} klg kbfy{ ;Demg' k5{ .

-33_ æk'i6Ls/0fÆ (Validation) eGgfn] s'zn pTkfbg cEof;sf] l;¢fGtsf] cfwf/df s'g} ljlw,

k|lqmof, pks/0f, ;fdu|L, sfo{ jf k|0ffnLn] ck]lIft kl/0ffd NofpF5 egL k|dfl0ft ug]{

sfo{ ;Demg' k5{ .

-uu_ “ljefu” eGgfn] cf}iflw Aoa:yf ljefu ;+emg'k5{ .
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kl/R5]b –@

;fdfGo l;4fGtx?

#= cf}iflwsf] u'0f:t/ tyf u'0f:t/Lo Joj:yfkg ;DaGwL Joj:yfM -!_ k|To]s cf}iflw hg;'/lIft,

c;/o'Qm / u'0fo'Qm x'g' kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf] u'0f:t/ sfod ul//fVgsf] nflu pBf]udf b]xfo

adf]lhdsf] u'0f:t/Lo Joj:yfkg sfod u/]sf] x'g' kg{]5M–

-s_ Joj:yfklso ;+/rgf, ljlw, k|lqmof tyf ;|f]tx? ;+ldlnt pko'Qm

k"jf{wf/ jf u'0f:tl/o k¢lt,

-v_ pTkflbt cf}iflwsf] u'0f:t/df cfZj:t kfg{ kof{Kt ljZj;lgotf

;'lglZrt ug{ cfjZos k|0fflnut lqmofsnfkx? .

$= u'0f:t/ cfZjf;g u/fpg' kg{]M -!_ pTkfbsn] tof/L cf}iflwdf o; ;+lxtf adf]lhdsf lgwf{l/t

;Dk"0f{ kl/If0fk"/f ug{'sf] ;fy} cf}iflwx? lglb{i6 k|of]usf] nflu pko'Qm 5g\ egL k|Tofe"lt lbg

u'0f:t/ cfZjf;g k4lt :yfkgf ug'{kg]{5 .

-@_ pk;+lxtf -!_ adf]lhdsf] u'0f:t/ cfZjf;g k4lt sfod ug{sf] nflu b]xfosf]

Joj:yf ul/Psf] x'g' kg{]5M–

-s_ s'zn pTkfbg cEof;, o;;+u cGt/;DaGw ePsf s'zn k|of]uzfnf

cEof; tyf s'zn lSnlgsn cEof;sf] n]vfhf]vf /flv cf}iflwsf] ljsf;

jf lgdf{0f ul/Psf],

-v_ pTkfbg Pj+ lgolGqt ;+rfng sfo{sf] lnlvt ?kdf :ki6 ljj/0f tof/

kf/]sf] ;fy} s'zn pTkfbg cEof;x? ;d]l6Psf],

-u_ sfo{ ljj/0fdf Joj:yfksLo bfloTj :ki6?kdf pNn]v ePsf],

-3_ z'?jftL / KoflsË ;fdfu|Lsf] pTkfbg, ljt/0f / k|of]u ubf{ ;xL

tl/sfaf6 ePsf],

-ª_ z'?jftL ;fdfu|L, cw{ k|zf]lwt, / cfGtl/s cj:yfsf] pTkfbgsf] nflu

cfjZos ;a} lgoGq0f sfo{sf ;fy} pTkfbg/t k|lqmof lgoGq0f gfktf}n

k|df0fLs/0f tyf k'li6s/0f -calibration/validation) sfo{ ul/Psf],

-r_ lgwf{l/t sfo{ k4lt cg';f/ tof/L cf}iflwsf] ;xL tl/sfn] k|zf]wg /

hfFra'em ul/Psf],
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-5_ cflwsf/Ls JolStn] pTkflbt Jofrsf] pTkfbg / lgoGq0f ahf/ cg'dlt

k|df0fkq cg';f/ ePsf] / k|rlnt sfg'gdf pNn]v eP adf]lhd

pTkfbg, lgoGq0f / ljt/0f ePsf] 5 egL dfGotf glbP;Dd

cf}iflwsf] las|L ljt/0f ug{ glbg] Joj:yf sfod u/]sf],

-h_ pTkfbs Pj+ ljt/sn] cf}iflw e08f/0f jf 9'jfgL ubf{ ;f] cf}iflwsf]

ljt/0f / k|of]u ug{ ;lsg] ;dofjlw;Dd u'0f:t/Lotf /fVg cfjZos

k|aGw ldnfO{Psf],

-em_ :jM lg/LIf0f u'0f:t/ kl/If0fsf] k|s[of ckgfO{ nuftf/ u'0f:t/

cfZ|jf;gsf] k4ltsf] af/]df ;"lrt u/fO{Psf],

-`_ lgwf{l/t dfkb08 eGbf k|lts"n kfO{Pdf To;sf] k|ltj]bg ug]{,

hfFra'em ug]{ / clen]v /fVg] s'/fsf] ;'lglZrt ul/Psf]],

-6_ cf}iflwsf] u'0f:t/Lotfdf k|efj kg]{ ;+;f]wg jf kl/jt{gsf] k4ltut

:jLs[lt lbg] Joj:yf ePsf],

-7_ pTkfbg k|lqmofsf] ;+ult k|dfl0ft ug]{ / lg/Gt/ ;'wf/ ;'lglZrt ug{

cf}iflwsf] u'0f:t/sf] af/]df lgoldt d'Nofª\sg ug{] Joj:yf ePsf] .

%= u'0f:t/sf] k"0f{ lhDd]jf/L lng' kg{]M -!_ pTkfbsn] cf}iflw k|of]u ug{sf nflu pko'Qm 5 egL

To;sf] u'0f:t/sf] af/]df k"0f{ lhDd]jf/L lng'kg{]5 / To:tf] cf}iflwsf] ;DaGwdf b]xfosf] Joj:yf

sfod ul/Psf] x'g' kg{]5M–

-s_ ahf/ :jLs[tLsf] cfjZostf;Fu d]n vfPsf],

-v_ kof{Kt ;'/Iff, u'0f:t/ Pj+ k|efjsf/Lstf gePsf sf/0f la/fdLnfO{

s'g} hf]lvddf gkfg{] .

-@_ pk;+lxtf -!_ adf]lhdsf] u'0f:t/ nIo k|fKtL ug'{ pRr Joj:yfkgsf] bfloTj x'g]5

/ ;f]sf] nflu pTkfbsn] b]xfosf] Joj:yf sfod u/]sf] x'g' kg{]5M–

-s_ cf}iflw pBf]]usf ljleGg ljefu / dftxtsf sd{rf/Lx?, ljt/s Pj+

cfk"lt{stf{sf] ;xeflutf Pj+ k|lta4tf /x]sf],

-v_ cf}iflw pBf]]usf jl/i7 Joj:yfkgsf ;fy} ljleGg ljefusf ;a} txdf

sfo{/t sd{rf/Lx? tyf pBf]]usf] ljt/sx?n] klg pRr u'0f:t/Lo

cf}iflw agfpg cfKfm\gf] ;xefuLtf / b[9tf b]vfpg],
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-u_ s'zn pTkfbg cEof; / u'0f:t/ lgoGq0f h:tf u'0f:t/ cfZjf;g

k4ltsf] ;xL t/Lsfn] k|of]u ug{ e/kbf{] u'0f:t/Lo p2]Zo k|flKtsf nflu

lj:t[t of]hgf ePsf],

-3_ v08 -s_ -v_ / -u_ adf]lhdsf sfo{sf] clen]lvs/0f tyf

k|efjsf/Ltfsf] cg'udgsf] Joj:yf, /

-ª_ u'0f:t/ cfZjf;g k4ltsf ;a} If]qdf ko{fKt ;+Vofdf bIf hgzlQm

v6fO{Psf] / ;'xfpFbf] ejg kl/;/, ;fwg Pj+ ;'ljwfsf] Joj:yf ePsf] .

kl/R5]b -#

cf}iflw pTkfbg s'zn cEof; ;DaGwL Joj:yf

^= pTkfbg s'zn cEof; sfod ug{' kg{]M -!_ pTkfbsn] cf}iflwsf] pTkfbgdf s'zn cEof;

sfod ug'{ kg{]5 .

:ki6Ls/0fM o; kl/R5]bsf] nflu æs'zn pTkfbg cEof;Æ eGgfn] cf}iflwsf] pTkfbgdf

k|lt b"if0f (Cross Contamination) tyf u~hfuf]n (Mix-Up) h:tf pTkfbghGo hf]lvd

Go'lgs/0f u/L cf}iflw Ps?ktfsf ;fy k|of]u Pj+ ahf/ lalqm ljt/0fsf nflu cfjZos kg]{

u'0f:t/Lo dfkb08 k"/f u/L lgolGqt ?kdf pTkfbg x'G5g\ eGg] u'0f:t/ cfZjf;gsf] k|Tofe"lt

lbg] u/L pTkfbgdf sfod ul/Psf] cEof;nfO{ ;Demg' k5{ .

-@_ pk;+lxtf -!_ adf]lhdsf] s'zn pTkfbg cEof; sfod ug{sf] nflu pTkfbsn]

b]xfosf] Joj:yf u/]sf] x'g' kg{]5M–

-s_ pTkfbgsf ;Dk"0f{ k|s[of k|i6 ?kdf pNn]v ul/Psf],

-v_ pTkfbgsf ;Dk'0f{ k|s[of cg'ejsf cfwf/df Jojl:yt ?kdf

k'g/fjnf]sg ul/Psf],

-u_ cf}iflwsf] cfjZos u'0f:t/sf] ljj/0f ldNg]u/L Ps?ktfsf ;fy pTkfbg

x'g] Aoa:yf ul/Psf],

-3_ b]xfo adf]lhdsf u'0f k|df0fLs/0f, k'li6s/0f / cfjZos >f]tx? :yflkt

ePsf]M–

-c_ of]Uo Pj+ tfnLd k|fKt pko'St hgzlQm,

-cf_ ko{fKt ejg kl/;/ / sfo{ :yn,



9

-O_ pko'Qm pks/0f Pj+ ;/ ;'ljwf,

-O{_ pko'Qm ;fdu|L, efF8f / n]j'nx?

-p_ :jLs[t k|s[of tyf lgb]{zgx?

-pm_ pko'Qm e08f/0f tyf 9'jfgL Joj:yf,

-P_ pTkfbg/t k|lqmofsf] lgoGq0fdf cfjZos kg]{ kof{Kt

hgzlQm, k|of]uzfnf / ;fwgsf] Joj:yf .

-ª_ bf]xf]/]f cy{ gnfUg] :ki6 lnlvt k|s[of tyf lgb]{zgsf] Joj:yf,

-r_ pTkfbg k|s[of ;xL t/Lsfn] ug{ d]lzg/L pks/0f ;+rfng ug{]

JolQmnfO{ cfjZos tfnLdsf] Joj:yf,

-5_ lgwf{l/t sfo{ k|s[of / sfo{ ljwLsf ;a} r/0fx? Kf"/f u/L cf}iflwsf] dfqf

/ u'0f:t/ ck]Iff u/] adf]hLd 7Ls /xg] tyf o:tf] sfo{ ubf{ lgwf{l/t

dfkb08sf] ;LdfeGbf aflx/ ePdf To;sf] k"/f clen]v /fvL 5fgaLg

ug{] u/L pTkfbg ubf{ ;a} s'/fsf] x:tlnlvt jf /]sl8Ë dfWodaf6

clen]v /fVg] Joj:yf,

-h_ pQkfbgsf] Aofrsf] k"/f Oltxf; ;lhn} a'em\g ;lsg] tyf pknAw x'g]

u/L pTkfbg / lat/0fsf] ;a} laj/0f v'nfO clen]v /fVg] Joj:yf,

-em_ cf}iflwsf] plrt e08f/0f / ljt/0fn] To;sf] u'0f:t/df cfpFg]

hf]lvdnfO{ Go"gLs/0f ug{] Joj:yf,

-`_ laqmL ljt/0fsf] nflu ahf/df cfPsf] s'g} klg Aofrsf] cf}iflw laqmL

lat/0f gu/L lkmtf{ ug{' -Recall) kbf{sf] k4lt to ul/Psf] x'g' kg{],

-6_ lalqm ljt/0fsf] nflu ahf/df cfPsf] cf}iflw pk/sf ph'/Lsf] hfFra'em,

u'0f:t/df kfO{Psf q'l6sf] cg';Gwfg / To:tf q'l6sf] k'g/fa[lt x'g glbg

cfjZos pko'Qm pkfo cjnDag ul/Psf] x'g'' kg]{ .

kl/R5]b–$

;/;kmfO{ tyf :jR5tf ;DaGwL Joj:yf

&= ;/;kmfO{ tyf :jR5tf sfod ug'{ kg{]M -!_ pTkfbsn] cf}iflw pTkfbgsf x/]s kIfx?df

pRr:t/sf] ;/;kmfO{ tyf :jR5tf sfod u/]sf] x'g'kg{]5 .
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-@_ pk;+lxtf -!_ adf]lhd ;/;kmfO{ tyf :jR5tf sfod ug{ pTkfbsn] sDtLdf klg

b]xfosf] Joj:yf u/]sf] x'g' kg{]5M–

-s_ pTkfbgdf ;+nUg hgzlQm, ejg kl/;/, pks/0f Pj+ oGq, pTkfbg

;fdfu|L Pj+ efF8f, ;/;kmfO{ Pj+ lg;+qmd0fdf pkof]u x'g] a:t' / cGo

cf}iflwnfO{ b"lift t'Nofpg] s'g} klg kbfy{sf] ;/;kmfO{ tyf :jR5tf

sfod u/]sf],

-v_ jfo'z'Go (Vacuum) jf kfgLsf] k|of]u ug]{ ;kmfO{sf ljlwsf] cjnDag

u/]sf] tyf pTkfbgnfO{ k|b"lift gt'Nofpg] u/L ;fjwfgLsf ;fy bafj

o'Qm (compressed) xfjf / j'|; k|of]u ug]{,

-u_ ;/;kmfO{ / e08f/sf ;fdu|L tyf Ps:yfgaf6 csf{]:yfgdf n}hfg]

rnfodfg (mobile) pks/0fx?nfO{ cf}iflw k|zf]wg sIf eGbf cnUu}

sf]7fdf /fVg] Aoa:yf,

-3_ cf}iflw pTkfbgdf k|of]u x'g] pks/0f / ef8f jf sG6]g/ (Container)

nfO{ :jR5 / ;kmf /fVg] ;DaGwdf ko{fKt dfqfdf lnlvt sfo{ljlwx?

tof/ u/L To:tf sfo{ljlwx?sf] cjnDjg ul/Psf],

-ª_ ;/;kmfO{ ug]{ JolQmnfO{ k|b"if0f ;[hgf ug]{ ;fdfu|L pkof]u ug{ /f]s

nufpg] u/L sfo{ljlw tof/ ul/Psf],

-r_ v08 -ª_ adf]lhdsf] sfo{ljlwdf ;/;kmfO ug]{ lhDd]jf/L, ;/;kmfO{sf]

tflnsf, ;/;kmfO{sf] k4lt, ;/;kmfO{df k|of]u x'g] pks/0f Pj+

;fdfu|LnfO{ plrt tj/n]] ;/;kmfO{ ul/Psf] 5 eGg] s'/fsf] k|Tofe"lt

lbg k[ys ug]{ jf k'gM PsLs/0f ug]{ k4lt / cfjZostfg';f/

lgd{nLs/0f (Sterilization) sf] Joj:yf tyf klxn]sf] Jofr x6fpg], pkof]u

ug{' k"j{ ;kmf pks/0fx?nfO{ k|b"lift x'gaf6 hf]ufpg] h:tf laifox?nfO{

;dfj]z ul/Psf],

-5_ ;/;kmfOsf pks/0fsf] k|of]u ug{' eGbf klxn] ;/;kmfO{, :jR5tf,

lgd{nLs/0f / lg/LIf0fsf] clen]v /flvPsf],

-h_ ;Dkflbt sfd sf/jfxLsf ;DaGwdf k"/f ug{'kg]{ ljifox? k|efjsf/L

?kdf k"/f ePsf 5g\ eGg] s'/f ;'lglZrt ug{sf nflu h'g;'s} cj:yfdf
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klg :jR5tf / ;/;kmfO{ sfo{ljlwnfO{ dfGotf lbO{ ltgLx?sf] cfjlws

d"NofÍg ul/Psf] .

kl/R5]b–%

u'0f k|df0fLs/0f / k'li6s/0f ;DaGwL Joj:yf

*= u'0f k|df0fLs/0f / k'li6s/0f ;DaGwL Joj:yfM -!_ k|To]s pTkfbsn] cf}iflw pwf]usf] lglZrt

k|lqmof jf ;+rfngsf] ;+j]bgzLn cfofdx? lgolGqt 5g\ egL k|df0fLt ug{ cfjZos u'0f

k|df0fLs/0f / k'li6s/0fsf] klxrfg ug'{ kg]{5 / ;f]sf] nflu k'li6s/0f u'? of]hgf tof/ ug'{

kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf] u'0f k|df0fLs/0f / k'li6s/0f sfo{qmdsf d'Vo cjojx?

k|i6?kdf k'li6s/0f u'? of]hgfdf kl/eflift Pj+ clen]lvt ug'{ kg{]5 .

-#_ pk;+lxtf -!_ / -@_ adf]lhdsf] u'0f k|df0fLs/0f / k'li6s/0faf6 b]xfosf] ljifodf

clen]lvt k|df0f pknAw u/fpg' kg{]5M–

-s_ s'zn pTkfbg cEof;sf cfjZostf cg';f/sf] ejg kl/;/, cfjZos kg]{

;fwgx? / pks/0fsf ;fy} sfo{x?sf] 9fFrf tof/ ePsf],

-v_ lgdf{0f cfs[tLsf] dfgs ljj/0f (design specification) cg';f/ ldNg] u/L ejg

kl/;/, cfjZos kg]{ ;fwgx? / pks/0fsf] h8fg u/L :yfkgf ul/Psf],

-u_ lgdf{0f cfs[tLsf] dfgs ljj/0f cg';f/ ejg kl/;/, cfjZos kg]{ ;fwgx? /

pks/0f;+rfng (ck/]zgn Sjflnlkms]zg) ul/Psf],

-3_ lglb{i6 k|lqmof ckgfpFbf k"j{ lgwf{l/t dfkb08 Pj+ u'0f:t/ adf]lhdsf cf}iflw

Ps?ktfsf ;fy pTkfbg x'G5g\ eGg] sfo{;Dkfbg u'0f:t/ -k/km/d]G;

Sjflnlkms]zg) sf] ljifodf ;'lglZrt ul/Psf],

-$_ cf}iflwsf] u'0f:t/df k|ToIf jf ck|ToIf k|efj kfg{] pTkfbg ejg kl/;/, pks/0f,

;'ljwf cyjf k|s[ofdf ul/g] ;f/e"t kl/jt{g nufotsf ;+rfngsf cfofdx?sf] u'0f

k|df0fLs/0f / k'li6s/0f ug{' kg]{5 .

-%_ Ifdtf lgwf{/0f / k|df0fLs/0f cfjZostf adf]lhd ;do ;dodf ug{] Joj:yf ug'{

kg{]5 / jt{dfgdf e}/x]sf] sfo{n] klxn] sfo{fGjog ePsf] k4tLnfO{ cg';/0f ul/Psf] tyf ;f]

sfo{sf] afl{if{s ?kdf ;dLIff ul/g] Joj:yf x'g' kg{]5 .
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-^_ u'0f:t/ lgb]{lzsf jf k'li6s/0f u'? of]hgf (validation master plan) h:tf] lgoldt

k'li6s/0fsf] gLlt adf]lhd sfo{ ug]{ k|lta¢tf ug'{ kg]{5 .

-&_ k'li6s/0f sfo{ axg ug{] lhDd]jf/L k|i6 ?kdf AofVof ul/Psf] x'g'k5{ .

-*_ k'li6s/0f ;DaGwLt cWoog s'zn cf}iflw pTkfbg cEof;sf] cleGg c+u ePsf]n]

To:tf] cWoog lnlvt?kdf / sfo{ ;+rfng lgb]{lzsf (Protocol) cg';f/ ;+rfng ug'{ kg]{5 .

-(_ k'li6s/0f sfo{ ;DkGg eP kZrft ;f] ;DalGw glthf Pj+ lgisif{sf] clen]v

/fVg' kg{]{5 .

-!!_ k'li6s/0f sfo{af6 k|fKt kl/0ffdsf] cfwf/df ;DalGwt k|lqmof Pj+ sfo{ljwL

lgwf{/0f ul/Psf] x'g' kg{]5 .

-!@_ ljZn]if0ffTds k/LIf0f ljlw, :jrflnt k|0ffnL / ;kmfO{ k|lqmofx?sf] ljif]z

dxTjsf ;fy k'li6s/0f sfo{ ug'{ kg{]5 .

kl/R5]b–^

ph'/L ;DaGwL Joj:yf

(= q'l6k"0f{ cf}iflw;+u ;DalGwt ph'/L tyf ;f] pk/ lg0f{oM -!_ k|To]s pTkfbsn] q'l6k"0f{ cf}iflw;+u

;DalGwt s'g} klg u'gf;f], ph'/L jf cGo hfgsf/Lsf] af/]df cg';Gwfg tyf sf/afxL ug{

cfjZos sfo{ljlwsf] ljsf; ug'{ kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf] sfo{ljlwdf Go"g u'0f:t/sf jf q'l6k"0f{ pTkfbg;+u

;DalGwt ph'/Lsf ;DaGwdf ul/g] cg';Gwfg tyf sf/jfxLsf] ;fy} ph'/L lkmtf{ lng] ;DaGwdf

lnOg] lg0f{o k|s[ofsf] af/]df ;d]t Joj:yf ul/Psf] x'g' kg{]5 .

-#_ pk;+lxtf -!_ adf]lhdsf] sfo{ljlw cjnDag u/L q'l6k"0f{ cf}iflw;+u ;DalGwt s'g}

klg u'gf;f], ph'/L jf cGo hfgsf/Lsf] af/]df ;fjwfgLk"j{s k'g/fjnf]sg u/L ;'wf/sf nflu

cfjZos Joj:yf ug'{ kg]{5 .

-$_ pk;+lxtf -!_ adf]lhd u'gf;f] jf ph'/L ;'Gg, ;f] pk/ lg0f{o ug{ k|To]s pTkfbsn]

cflwsfl/s JolQm tf]Sg'kg{]5 / lghnfO{ ;xof]u ug{ kof{Kt sd{rf/Lsf] ;d]t Joj:yf ul/lbg'

kg{]5 .

-%_ gSsnL cf}iflwsf sf/0f ph'/L lbPsf] ePdf ljz]if Wofg lbg' kg{]5 .
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-^_ sd;n pTkfbg;Fu ;DalGwt s'g} klg ph'/Lsf] ;Ssn} clen]v /fVg' kg]{ / To:tf]

ph'/L dfyL ulDe/tfsf ;fy cg';Gwfg ug{' kg]{5 . ;fdfGotofM u'0f:t/ lgoGq0fsf nflu

lhDd]jf/ JolQm g} o; k|sf/sf] cg';Gwfg jf k'g/fjnf]sg sfo{df ;+nUg x'g' kb{5 .

-&_ cf}iflwsf] s'g} pTkfbgsf] ;Dk"0f{ Jofrg} Go'g u'0f:t/sf] jf q'l6k"0f{ ePsf] z+sf

ePdf jf ;f] kQf nfu]df ;f]af6 k|efljt x'g ;Sg] cGo Jofr klg k/LIf0f ug{' kg{]5 . o;/L

k/LIf0f ubf{ Go'g u'0f:t/sf jf q'l6k"0f{ Jofrx?sf] k'gM k|of]u u/L ul/Psf pTkfbgnfO{

k|fyldstfsf ;fy k/LIf0f ug{' kg]{5 .

-*_ pko'Qm cg'udg jf ph'/Lsf] cg';Gwfg Pj+ d"NofÍg kZrft cfjZos b]lvPdf

;DalGwt pTkfbsn] cf}iflw lkmtf{ ug]{ Joj:yf ldnfpg' kg{]5 .

-(_ k|To]s pTkfbsn] q'l6k"0f{ cf}iflw;+u ;DalGwt k|fKt s'g} klg u'gf;f], ph'/L jf cGo

hfgsf/L / ;f]df ul/Psf] kl/If0f, cg';Gwfg tyf ;f] pk/ lnO{Psf ;j} lg0f{o / ul/Psf sfd

sf/jfxLsf] clen]v /fVg] / tbg'?ksf Jofr clen]v;+u lglb{i6 ug{' kg]{5 .

-!)_ ljqmL ljt/0fsf] nflu ahf/df k'uL ;s]sf cf}iflwdf b]vfk/]sf vf; jf bf]xl/g]

k|s[ltsf ;d:ofx?sf nflu cfjZos ;fjwfgL cjnDag ug{' kg]{5 / To:tf cf}iflwnfO{ lkmtf{

ug]{ ;DaGwL ph'/L clen]vx?nfO{ lgoldt ?kdf k'g/fjnf]sg ug{' kg]{5 .

-!!_ s'g} cf}iflw vf]6L, ljs[t / gSsnL ePsf] jf To;sf] u'0f:t/df u+eL/ ;d:of

x'g ;Sg] ;+efjgf eO{ s'g} pTkfbs pk/ sf/jfxL ug{'kg{]] eP ;f] sf] hfgsf/L cf}iflw Joj:yf

ljefunfO{ lbg' kg]{5 .

kl/R5]b– &

cf}iflw lkmtf{

!)= q'l6k"0f{ cf}iflw lkmtf{ ug{] Joj:yf ug{' kg{]M -!_ k|To]s pTkfbsn] q'l6k"0f{ jf vf]6k"0f{ elgPsf] jf

vf]6k"0f{ ePsf] cfz+sf ul/Psf] cf}iflwnfO{ ahf/af6 t'?Gt lkmtf{ Nofpg] k|efjsf/L] k|0ffnLsf]

Joj:yf ug{' kg]{5 .

-@_ ljqmL ljt/0fsf] nflu ahf/df k'uL ;s]sf cf}iflwx? lkmtf{ Nofpg] sfo{ ;DkGg ug{

jf ;f] laifodf ;dGjo ug]{ lhDa]af/L cflwsfl/s JolQmsf] x'g]5 . pTkfbsn] cf}iflw lkmtf{;+u

;DalGwt ;j} kIfx?nfO{ cfjZostfg';f/ Joj:yfkg ug{ kof{Kt sd{rf/Lsf] Joj:yf ug{'

kg]{5 .

!!= cf}iflw lkmtf{ ;DaGwL sfo{ljlw agfpg' kg{]M -!_ ;+lxtf !) adf]lhd cf}iflw lkmtf{ ;DalGw sfo{

ug{sf] nflu k|To]s pTkfbsn] sfo{ljlw tof/ ug{' kg{]5 .
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-@_ pk;+lxtf -!_ adf]lhdsf] sfo{ljlw ;do ;dodf lgoldt ?kdf k'/fjnf]sg u/L

cBfjlws /fVg' kg{]5 . cf}iflw lkmtf{ ug{] sfo{ljlw ljt/0f k|0ffnL;+u ;DjlGwt tNnf] tx ;Dd

hf]l8Psf cfjZos :yfgx?df t'?Gt sfof{Gjog ug{ ;lsg] x'g' kg]{5 .

!@= lkmtf{ ePsf] cf}iflw ;'/lIft ?kdf /fVg' kg{]M k|To]s pTkfbsn] of] ;+lxtfsf] bkmf !) sf]

pk;+lxtf -!_ adf]lhd lkmtf{ ePsf cf}iflwsf ;DaGwdf clGtd lg0f{o geP;Dd To:tf

cf}iflwnfO{ cnUu} :yfgdf ;'/lIft ?kdf /fVg] Joj:yf ug{' kg{]5 .

-@_ s'g} cf}iflw vf]6k"0f{ ePsf] jf x'g ;Sg] dgfl;a cfz+sf ePsf] cfwf/df lkmtf{ ug{

nfluPsf] eP To:tf] cf}iflw ljt/0f ePsf ;a} b]zsf cflwsfl/s lgsfo jf clwsf/Lx?nfO{ ;f]

sf] hfgsf/L t'?Gt lbg' kg]{5 .

-#_ cf}iflw ljt/0f;Fu ;DalGwt cBfjlws clen]v cflwsfl/s JolQmnfO{ pknAw

u/fpg' kg]{5 / cf}iflw lkmtf{ ug]{ sfo{nfO{ k|efjsf/L jgfpgsf nflu To:tf] clen]vdf cf}iflw

cfk"lt{ ug]{ yf]s Jofkf/L, v'b|f Jofkf/L, pkef]Qmf / :jf:Yo ;+:yfx? ;d]tsf] kof{Kt hfgsf/L

;dfj]z ul/Psf] x'g' kg]{5 .

-$_ cf}iflw lkmtf{ ug]{ sf/jfxLsf] ;do ;dodf cg'udg u/L ;f]sf] k|ult ljj/0fsf]

clen]v /fVg' kg]{5 . To:tf] clen]vdf cf}iflw gi6 ug{] ;DaGwL ljj/0fsf] ;fy} ahf/df

k7fO{Psf / ahf/af6 lkmtf{ NofO{Psf cf}iflwsf] kl/df0f ?h' ul/Psf] ljj/0f ;d]t ;+nUg u/L

clGtd k|ltj]bg k|sfzg ug{' kg]{5 .

-%_ ;do ;dodf cf}iflw lkmtf{ ug]{ ;DaGwdf ul/Psf Joj:yfx?sf] k|efjsf/Ltf

k/LIf0f Pj+ d"NofÍg ug{' kg]{5 .

kl/R5]b– *

pTkfbg s/f/ tyf ljZn]if0f ;DaGwL Joj:YffM

!#= pTkfbg s/f/ tyf ljZn]if0f lgoGq0f ug'{kg]{M -!_ s/f/df ul/g] pTkfbg, sfo{ / ljZn]if0f

;Gtf]ifhgs u'0f:t/sf] geO{ pTkGg x'g] c;dembf/L x6fpg pTkfbg s/f/ Pj+ ljZn]if0f

sfo{nfO{ 7Ls tj/n] kl/eflift, dGh'/L / lgoGq0f ug'{ kg]{5 .

-@_ k|fljlws jf cGo k|aGwdf ul/g] k|:tfljt ;+zf]wg nufot pTkfbg s/f/ tyf

ljZn]if0fx? ;DalGwt cf}iflw ljqmL ljt/0f ug{ k|bfg ul/Psf] cg'dlt adf]lhd ug{' kg]{5 .

-#_ pTkfbg s/f/df lng] JolQm (contract acceptor) n] s/f/ lbg] JolQm (contract
giver) nfO{ cfˆgf] pTkfbg jf ljZn]if0fsf] k/LIf0f ug{ kfpg] Joj:yf x'g' kg]{5 .
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-$_ s/f/ ljZn]if0fsf] xsdf pTkfbg k'ms'jf ug]{ clGtd :jLs[tL cflwsf/Ls JolQmaf6

x'g' kg]{5 . s/f/df pTkfbg ul/Psf] ePdf, pTkflbt cf}iflwsf] u'0f:t/ af/]df s/f/sf lng] /

lbg] b'j} lhDd]jf/ x'g]5g\ .

-%_ s/f/ cGtu{tsf ultljlwx? ;~rfng ug{ / o; ;+lxtfdf Joj:yf eP adf]lhdsf

s'zn pTkfbg cEof;sf l;4fGtx? cjnDag ug]{ sfo{ s'zntf k"j{s ;Dkfbg ug{ jf ;f]

;DaGwL k/LIf0f ug{ s/f/ :jLsf/ ug{] JolQm ;Ifd eP jf gePsf] s'/fsf] lgwf{/0f ug{]

lhDj]jf/L s/f/df lbg] JolQmsf] x'g]5 .

-^_ cf}iflw laqmL ljt/0fsf] nflu k|fKt clVtof/L / cGo sfg"gL k|lqmof ;d]tsf]

cfwf/df s/f/ cGtu{tsf sfo{x? ;xL tj/n] ;Dkfbg ug{sf nflu s/f/df lbg]n] cfjZos

;a} ;"rgfx? s/f/df lng]nfO{ k|bfg ug{' kg]{5 . ejg kl/;/, ;/;fdfg, sd{rf/L, cGo

;fdfu|L jf pTkfbgnfO{ xfgL gf]S;fgL k'¥ofpg] vfnsf kbfy{, ultljlw jf k/LIf0fsf jf/]df

s/f/df lng] JolQm ;';'lrt ePsf] Joxf]/f s/f/df lbg] JolQmn] ;'lglZrt ug{' kg]{5 .

-&_ s/f/df lng] JolQmåf/f pknAw u/fO{Psf ;a} k|zf]lwt cf}iflw / ;fdfu|Lx? nfut

ljj/0f cg'?k ePsf] / To:tf] kbfy{ cflwsf/Ls JolQmåf/f g} k'ms'jf ul/Psf x'g eGg] s'/f

s/f/df lbg] JolQmn] ;'lglZrt ug{' kg]{5 .

-*_ s/f/df lbg] JolQmn] cg'/f]w u/]sf sfo{x? ;Gtf]ifhgs ?kdf ;Dkfbg ug{sf nflu

s/f/df lng] JolQm;+u kof{Kt dfqfdf sfof{no ejg kl/;/, ;fdfu|L, 1fg, cg'ej / ;Ifd

sd{rf/L x'g' kg]{5 . cf}iflw ahf/ ljqmL ljt/0f sfo{ ul//x]sf] pTkfbsn] dfq lgdf{0f ;DaGwL

s/f/ pTkfbg ;DkGg ug{ ;Sg]5 .

-(_ s/f/ cGtu{t cfk"mdf /x]sf] lhDd]jf/L cGtu{tsf] s'g} klg sfo{ s/f/sf lng]

JolQmn] t]>f] kIfnfO{ x:tfGt/0f ug{ ;Sg] 5}g .

-!)_ s/f/ lng]n] s/f/ lbg]sf] nflu lgdf{0f ul/Psf] jf ljZn]if0f ul/Psf] s'g}

cf}iflwsf] u'0f:t/df uDeL/ k|lts"n c;/ k'Ug] vfnsf] s'g} klg ultljlw x'g lbg' x'Fb}g .

lghnfO{ pknAw u/fO{Psf ;j} pTkfbg jf ;fdfu|Lx? ck]lIft k|of]hgsf lgldQ pko'Qm 5g\

eGg] s'/fdf s/f/ lng] JolQm ;'lglZrt x'g' kg]{5 .

-!!_ pTkfbg s/f/ ubf{ s/f/ lbg] / lng] b'j}sf] lhDd]jf/LnfO{ :ki6 ?kdf pNn]v u/L

lnlvt ?kdf ;Demf}tf ug{' kg]{5 .

-!@_ ljqmL ul/g] jf ljZn]if0fsf] k|df0fkq hf/L ul/g] k|To]s Jofrsf cf}iflwsf

;DaGwdf cflwsfl/s JolStsf] k"0f{ lhDd]jf/L /xg] ljifo pk;+lxtf -!!_ adf]lhdsf] ;Demf}tfdf
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:ki6 ;+u pNn]v ug{' kg]{5 / x/]s Jofrsf pTkfbg r]s hfFr ul/Psf / laqmL ljt/0fsf nflu

lbOg] cflVtof/Lsf nflu cfjZos kg]{ zt{ adf]lhd ePsf] eGg] ljifodf ;'lglZrt ul/Psf] x'g'

kg]{5 .

-!#_ s/f/sf] k|fljlws kIfsf] d:of}bf tof/ ubf{ kmdf{:o"l6sn k|ljlw, ljZn]if0f / s'zn

pTkfbg cEof;sf] af/]df pko'Qm 1fg ePsf ;dIf JolQmaf6 ug{' kg]{5 .

-!$_ pTkfbg / ljZn]if0f ;DaGwL ;Dk"0f{ Joj:yf ahf/ laqmL lat/0f k|df0fkq

(Marketing authorization) adf]lhd b'j} kIfsf] ;xdlt cg'?k ug{' kg{]5 .

-!%_ dfn;fdfgx? vl/b, k/LIf0f / k'ms'jf ug{ / pTkfbgsf] sf/f]jf/ Pj+ u'0f lgoGq0f

ug]{ nufot pTkfbg/t k|s[ofsf] lgoGq0f ug{sf nflu s;sf] lhDd]jf/L x'g] xf] eGg] ljifo

s/f/df k|i6 pNn]v ug{' kg]{5 . o;sf ;fy} gd"gf ;+sng / ljZn]if0fsf] lhDd]jf/L s;sf] x'g]

xf] eGg] s'/f klg pNn]v ug{' k5{ . s/f/ pTkfbg / ljZn]if0fsf] xsdf s/f/ k|fKt ug{]n]

pTkfbgstf{sf] ejg kl/;/df gd"gf ;+sng ug]{ xf] jf xf]Og eGg] s'/f s/f/df pNn]v ug{'

kg]{5 .

-!^_ cf}iflwsf] pTkfbg, ljZn]if0f, ljt/0fsf] clen]v / ;+slnt gd"gfx? s/f/ lbg];+u

/xg'kg]{ jf lghnfO{ pknAw u/fpg' kg]{5 . ph'/L k/]sf] jf vf]6k"0f{ /x]sf] cfz+sf ePsf]

cf}iflwsf] u'0f d"NofÍg ;+u ;DalGwt s'g} klg clen]v pknAw x'g'kg{]5 / s/f/df vf]6k"0f{

;fdfg / ;fdfg lkmtf{ ug]{ sfo{ljlw :ki6 ?kdf pNn]v ePsf] x'g' kg]{5 .

-!&_ k|f/lDes, cw{ k|zf]lwt, cfGtl/s cj:yfsf] pTkfbg / tof/L cf}iflw OGsf/

ul/Psf eP ;f] jf/]df s/f/df pNn]v ug{' kg]{5 . s/f/sf] ljZn]if0f ubf{ k/LIf0f ul/Psf

kbfy{x? OGsf/ ug{'kg]{ b]lvPdf To; ;DaGwdf cjnDag ug{'kg]{ sfo{lalwsf jf/]df klg

Joj:yf ug{' kg]{5 .

-!*_ pTkfbsn] o; kl/R5]bdf n]lvPsf s'/fsf] cltl/Qm ljefuaf6 ;do;dodf hf/L

x'g] pTkfbg s/f/ ;DalGw lgb]{lzsfsf] kfngf ug'{ kg]{5 .

kl/R5]b–(

:jMlg/LIf0f / u'0f k/LIf0f ;DaGwL Joj:yf

!$= :jM lg/LIf0f ug'{kg]{M k|To]s pTkfbsn] s'zn pTkfbg cEof;sf pTkfbg / u'0f lgoGq0f

;DaGwL ;a} kIfx?sf] kl/kfngf u/] gu/]sf] d"NofÍgsf nflu :jM lg/LIf0fsf] Joj:yf ug{'

kg{]5 .
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-@_ :jMlg/LIf0f sfo{qmd s'zn pTkfbg cEof;sf] sfof{Gjogdf x'g] sdL sdhf]/L kQf

nufpg] / ;'wf/sf]nflu ug{' kg{] sfo{sf] jf/] ;'emfj k|:t't ug]{ u/L to ug{' kg]{5 .

-#_ :jMlg/LIf0f sfo{tfnLsf agfO{ ;f] jdf]lhd lgoldt ?kdf ug{' kg]{5 .

-$_ pk;+lxtf -#_ sf] cltl/Qm cf}iflw lkmtf{ x'g] Pj+ nuftf/ Jofr cl:js[t x'g] cj:yf

cfPdf jf ljefuaf6 lg/LIf0f ug]{ lgb{]zg ePdf :jM lg/LIf0f ug'{kg]{5 .

-%_ :jM lg/LIf0fsf] nflu vl6g] 6f]nLdf s'zn pTkfbg cEof;sf] sfof{Gjog eP jf

gePsf] j:t'lgi6 cfwf/df d"NofÍg ug{ ;Sg] sd{rf/L ;dfj]z ug{[' kg]{5 .

-^_ :jM lg/LIf0fsf] qmddf ;'wf/sf nflu ul/Psf ;a} l;kmfl/; sfof{Gjog ug{' kg]{5 .

!%= :jM lg/LIf0fsf] nflu sfo{ljlw tof/ ug{'kg{]M -!_ k|To]s pTkfbsn] :j–lg/LIf0f ;DaGwL

sfo{ljlw tof/ ul/ nfu"ug{kg]{ / k|efjsf/L cg'udgsf] Joj:yf ug{' kg]{5 .

-@_ pk;+lxtf -!_ adf]lhdsf] sfo{ljlwdf Go"gtd / ;dfg:t/ to ug{sf] nflu s'zn

pTkfbg cEof;sf sDtLdf b]xfPsf ljifox? ;dfj]z ePsf] x'g' kg{]5M–

-s_ hgzlQm,

-v_ sfo{ ug]{ JolQmsf nflu ;'ljwf ;d]t ;dfj]z ePsf ejg kl/;/x?,

-u_ ejg / pks/0fsf] dd{t,

-3_ k|f/lDes / tof/L cf}iflwsf]] e08f/0f,

-ª_ pks/0f,

-r_ pTkfbg/t k|lqmofsf] lgoGq0f (in process control),

-5_ u'0f:t/ lgoGq0f,

-h_ b:tfj]h,

-em_ :jR5tf / ;/;kmfO{,

-~f_ k|df0fLs/0f / k'gM k|df0fLs/0f,

-6_ dfkb08 k'u]sf ;fdfu|Lx?;+usf] t'ngf jf gfktf}n k2lt,

-7_ cf}iflw lkmtf{ ug{] sfo{ljlw,

-8_ n]jn lgoGq0f,

-9_ klxn]sf :j–lg/LIf0fsf] kl/0ffd / ;'wf/sf nflu rflnPsf sbd .
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!^= :jMlg/LIf0fsf] nflu lj1 6f]nL u7g ug{' kg{]M -!_ k|To]s pTkfbsn] cfkm\gf] pBf]u;Fu k|ToIf jf

ck|ToIf ?kdf ;+nUg g/x]sf ;DalGwt If]qsf lj1 / cf}iflw pTkfbg s'zn cEof;sf] af/]df

/fd|f] 1fg ePsf lj1x? ;dfj]z ePsf] Ps :jM lg/LIf0f 6f]nL u7g ug{' kg{]5 .

-@_ :jM lgl/If0fsfo{ jif{sf] sDtLdf Ps k6sdf g36fO{ pBf]usf] cfjZostf adf]lhd

ug'{ kg]{5 . :jMlg/LIf0f ;DaGwL sfo{ljlwdf :jMlg/LIf0fsf] lg/Gt/tfsf af/]df pNn]v x'g'

kg]{5 .

-#_ :jMlg/LIf0fsf] sfo{ ;DkGGg ePkl5 lgl/If0f ug{] 6f]lnn] b]xfosf ljifo v'nfO{

lg/LIf0f k|ltj]bg tof/ ug{' kg]{5M–

-s_ :jMlg/LIf0fsf] glthf,

-v_ d"NofÍg / lgisif{,

-u_ ;'wf/sf nflu ul/Psf l;kmfl/;x? .

!&= :jMlg/LIf0f ;DaGwL cGo Joj:yfM -!_ k|To]s pTkfbsn] :jlgoGq0fsf] nflu k|efjsf/L

cg'udgsf] Joj:yf ug{' kg{]5 .

-@_ k|To]s pTkfbsn] cfjZostfg';f/ :jMlg/LIf0f k|ltj]bg / ;'wf/sf nflu ul/Psf

l;kmfl/;x?sf] d"NofÍg ug{' kg]{5 .

-#_ :jM lg/LIf0f u'0f k4ltsf] ;Dk"0f{ jf cf+lzs hfFr jf n]vfhf]vf ug]{ sfo{ ;dfj]z

u'0f k4ltnfO{ ;'wf/ ug]{ u'0f k/LIf0faf6 kl/k'l/t x'g' kg{]5 .

-$_ :jM lg/LIf0f ;fwf/0ftof pBf]u;Fu c;DalGwt :jtGq lj1åf/f jf o; k|of]hgsf]

nflu Joj:yfksåf/f tf]lsPsf] 6f]nLaf6 ug{' kg{]5 . o:tf] k/LIf0f k|ltj]bg cfk"tL{ stf{ /

s/f/sf kIfx?nfO{ ;d]t pknAw u/fpg' kg{]5 .

-%_ lgwf{l/t dfkb08 adf]lhdsf z'?jftL Pj+ Kofs]lhË ;fdfu|Lx? pknAw u/fpg

;Sg] cfk"lt{stf{ rog ug]{ lhDd]jf/L pBf]usf] ;DalGwt ljefu tyf u'0f:t/ cfZjf;gsf nflu

lhDd]jf/ JolQmsf] x'g]5 .

-^_ k|To]s pTkfbsn] cfk"lt{stf{ :jLs[t ug{' eGbf klxn] cfk"lt{stf{sf] ;"rL tof/ u/L

pgLx?sf] d"NofÍg ug{' kg]{5 .

-&_ pk;+lxtf -^_ adf]lhd cfk"lt{stf{sf] d"NofÍg ubf{ cfk"lt{ stf{sf] Oltxf; / cfk"lt{

ul/g] ;fdfu|Lsf] k|s[ltsf jf/]df Wofg lbg' kg]{5 . d"NofÍg ubf{ k/LIf0f cfjZos kg]{ ePdf

cfk"lt{stf{sf] s'zn pTkfbg cEof;sf dfkb08sf] kfngf Ifdtfsf] k/LIf0f ug'{ kg{]5 .
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kl/R5]b–!)

hgzlQm ;DaGwL Joj:yf

!*= of]Uo tyf ;Ifd sd{rf/Lsf] Joj:yf ug{' kg{]M -!_ k|To]s pTkfbsn] u'0f:t/ cfZjf;gsf]

;Gtf]ifhgs k4lt :yflkt ug]{, To;nfO{ sfod /fVg] tyf cf}iflw oyf]lrt pTkfbg / lgoGq0f

ug{ kof{Kt ;+Vofdf of]Uo / ;Ifd sd{rf/Lsf] Joj:yf ug{' kg{]5 .

-@_ k|To]s sd{rf/Lsf] lnlvt ?kdf sfo{ljj/0f tyf lhDd]jf/Lx?nfO{ k|i6;+u lgwf{/0f

ul/Psf] x'g' kg{]5 .

-#_ pk;+lxtf -@_ adf]lhdsf] sfo{ljj/0fsf] hfgsf/L ;DalGwt sd{rf/LnfO{ lbg' kg{]5

/ sd{rf/Ln] klg ;f] a'em\g' kg{]5 .

-$_ pBf]udf cfjZos of]Uotf xFfl;n u/]sf / Jojxfl/s cg'ej ePsf ko{fKt ;+Vofdf

hgzlQmsf] pknAwtf x'g' kg]{5 . s'g} klg sd{rf/L pk/ a9L sfo{af]em ;'lDkPsf sf/0faf6

u'0f:t/df hf]lvd pTkGg x'g' x'+b}g .

-%_ k|To]s sd{rf/Lsf] lhDd]jf/L tyf st{Jo lnlvt ?kdf lglZrt ul/Psf] x'g'kg]{ /

;f] lhDd]jf/L jxg ug{sf nflu kof{Kt clwsf/ lbg' kg]{5 .

-^_ sd{rf/Ln] cfkm'nfO{ k|fKt lhDj]jf/L ;Gtf]ifhgs of]Uotf xfl;n u/]sf lgwf{l/t

:t/sf ;xfos sd{rf/LnfO{ ;'Dkg ;Sg]5 .

-&_ s'zn pTkfbg cEof;sf] k|efjsf/L k|of]u ug]{ ;Gbe{df ;DalGwt sd{rf/Lsf]

lhDd]jf/Ldf s'g} km/s jf ck|ToIf cltqmd0f ug{ kfO{g] 5}g . o;sf] nflu pBf]usf] Ps ;+u7g

rf6{ tof/ ug{' kg]{5 .

-*_ pTkfbsn] s'zn pTkfbg cEof;sf l;4fGt jf/]df ;a} sd{rf/LnfO{ plrt ?kn]

hfgsf/L u/fpg' kg]{5 .

-(_ pBf]usf sd{rf/Ln] cfjZostfg';f/sf k|f/+les Pj+ lg/Gt/ tfnLd k|fKt u/]sf]

x'g'kg{]5 . ;j} sd{rf/L pRr:t/sf] u'0f:t/ dfkb08 :yflkt ug{ / To;nfO{ sfod /fVg

;xof]u ug{ pTk|]l/t / ;Ifd x'g' kg{]5 .

!(= cgflws[t JolQmsf] k|j]z lgoGq0f ug'{kg]{ M -!_ pTkfbsn] cgflws[t JolQm tyf c;DalGwt

sd{rf/LnfO{ pTkfbg, e08f/0f / u'0f lgoGq0f sIfdf k|j]z ug{ lgif]w ug{] cfjZos Joj:yf

ug{' kg]{5 .
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-@_ pBf]usf] pTkfbg, e08f/0f / u'0f lgoGq0f sIfdf sfo{ ug{ lhDa]jf/L kfPsf afx]s

cGo sd{rf/LnfO{ tL sIfeO{ cfjt hfjt ug{] u/L] af6f] k|of]u ug{ lbg' x'Fb}g .

@)= k|d'v dxTjk"0f{ sd{rf/Lx? Tff]Sg'kg ]{M -!_ k|To]s pTkfbsn] cfkm\gf] pBf]usf bkmf @!

adf]lhdsf] of]Uotf / cg'ej ePsf sd{rf/Lx? dWo]af6 pTkfbg k|d'v, u'0f:t/ lgoGqs k|d'v

/ cflwsfl/s JolQm tf]ls ;f]sf] hfgsf/L ljefunfO{ lbg' kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf pTkfbg k|d'v, u'0f:t/ lgoGqs k|d'v / cflwsfl/s

JolQm k|d'v dxTjk"0f{ sd{rf/L dflgg]5g\ .

-#_ k|d'v dxTjk"0f{ sd{rf/L k"0f{sfnLg sd{rf/Lx? x'g' kg]{5 .

-$_ pTkfbg k|d'v / u'0f:t/ lgoGq0f k|d'v km/s km/s JolQm x'g' kg]{5 .

t/ 7"nf] ;+u7gdf ePsf] pBf]usf] xsdf s]xL sfo{x? k|Tofof]hg ug{ ;lsg]

ePklg lhDd]jf/Lsf] k|Tofof]hg ug{ kfO{g] 5}g .

@!= k|d'v dxTjk"0f{ sd{rf/Lsf] nflu cfjZos kg{] of]Uotf / cg'ejM -!_ cf}iflwsf] pTkfbg sfo{ /

u'0f:t/ lgoGq0fsf] ;'k/Lj]If0f ug{ lhDd]jf/L kfPsf b]xfosf sd{rf/Ln]] b]xfo adf]lhdsf]

of]Uotf tyf cg'ej xfl;n u/]sf] x'g' kg]{5M–

-s_ u'0f:t/ cfZjf;g ug]{ k|d'v jf cflwsf/Ls JolQmM k|rlnt sfg"g adf]lhd

dfGotf k|fKt ljZj ljBfnoaf6 Pd=kmfd]{;L pQL0f eO{ cf}iflw pTkfbgdf

tLg jif{sf] cg'ej ePsf] jf aL= kmfd]{;L pQL0f eO{ cf}iflw pTkfbgdf kfFr

jif{sf] cg'ej ePsf] jf aL=kmfd]{;L jf Pd kmfd]{;L pQL0f{ eO{ u'0f k/LIf0f -

Sjflnl6 cl86_ df kfFr jif{sf] cg'ej ePsf] .

-v_ pTkfbg k|d'vM dfGotf k|fKt ljZj ljBfnoaf6 aL=kmfd]{;L jf Pd=kmfd]{;L

pQL0f{ eO{ cf}iflw pTkfbgdf tLg jif{sf] cg'ej xfl;n u/]sf] .

-u_ u'0f:t/ lgoGq0f k|d'vM dfGotf k|fKt ljZj ljBfnoaf6 aL= kmfd]{;L jf Pd=

kmfd]{;L jf Pd=P;=;L= -s]d]:6«L_ pQL0f{ eO{ cf}iflw ljZn]if0fdf tLg jif{sf]

cg'ej xfl;n u/]sf] .

-@_ k|d'v sd{rf/Ln] ;+u7gsf] cfGtl/s tfnLdsf] cltl/St s'zn pTkfbg cEof;,

s'zn u'0f:t/ lgoGq0f cEof; af/] tflnd lnPsf] x'g'kg]{5 .

-#_ k|d'v dxTjk"0f{ sd{rf/Lsf] of]Uotf EoflS;g (vaccine), jfof]nf]lhsn pTkfbg

(biological product), ODo'gf]nf]lhsn (Immunological), k|f/lDes ;fdu|L (starting
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materials) OToflb pTkfbgx?sf xsdf pNn]v ul/Psf of]Uotf / cg'ejsf cltl/St ljefun]

tf]s]adf]lhdsf] yk of]Uotf / cg'ej x'g' kg{]5 .

-$_ k|d'v dxTjk"0f{ sd{rf/Ldf j}1flgs l;4fGtx?sf] k|of]u / cf}iflwsf] pTkfbg /

u'0f:t/ lgoGq0fdf dxz'; ul/Psf Jojxfl/s ;d:ofsf cfwf/df :jtGqtfk"j{s ljz]if1 lg0f{o

ug{ ;Sg] u/L a}1flgs lzIff / Jojxfl/s cg'ej x'g' kg{]5 .

@@= ;o'Qm ?kddf lhDa]jf/ x'g' kg{]M u'0f:t/sf] ;DaGwdf pTkfbg k|d'v / u'0f:t/ lgoGq0f

k|d'vsf jLrdf ;fe]mbf/L jf ;+o'Qm ?kdf lgjf{x ug{'kg]{ b]xfo jdf]lhdsf lhDd]jf/L x'g]5g\M–

-s_ lnlvt sfo{ljlw / cGo sfuhftx?sf] ;+zf]wg / cg'df]bg ug]{,

-v_ pTkfbg k|aGwsf] cg'udg tyf lgoGq0f ug]{,

-u_ sf/vfgfsf] ;/;kmfO{ sfod /fVg],

-3_ ljlw k|df0fLs/0f / ljZn]if0ffTds k/LIf0f, oGq pks/0fsf] gfktf}n

k|df0fLs/0f ug]{,

-ª_ u'0f:t/ cfZjfzgsf lgod / l;4fGtx? nufotdf tfnLd ;+rfng ug]{,

-r_ dfn;fdfg cfk"lt{stf{nfO{ cg'dlt lbg] / cg'udg ug]{,

-5_ s/f/df pTkfbgsf] :jLs[lt / cg'udg ug]{

-h_ ;fdu|L / cf}iflwx?sf] e08f/0f cj:yfsf] lgwf{/0f ug]{ Pj+ ;f] sf]

cg'udg ug]{,

-em_ pTkfbg/t–k|s[of lgoGq0f Pj+ k|efjsfl/tf d"NofÍg ug]{,

-`_ clen]v /fVg],

-6_ s'zn pTkfbg cEof;sf cfjZostfx?sf]] cg'kfngfsf] d"NofÍg ug]{

-7_ cf}iflwsf] u'0f:t/df c;/ k'¥ofpg] vfnsf tTjx?sf] cg'udg ug{sf

nflu ul/g] hf+ra'em, cg';Gwfg / gd"gf ;+sng sfo{ ug]{ .

@#= k|d'v dxTjk"0f{ sd{rf/Lsf] lhDa]jf/LM -!_ ;fdfGotof pTkfbg k|d'vsf] lhDd]jf/L b]xfo

jdf]lhd x'g]5M–

-s_ cfjZos u'0f sfod /fVgsf nflu pko"Qm b:tfj]h ;lxt cf}iflwx?

pTkfbg ul/Psf / e08f/0f ul/Psf 5g eGg] s'/f ;'lglZrt ug]{,
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-v_ cf}iflw pTkfbgsf qmddf cjnDag ug]{ pTkfbg/t k|lqmof lgoGq0f

nufot pTkfbgsfo{;+u ;DalGwt lgb]{zgx? :jLs[t ug]{ / ltgsf]

clgjfo{ sfof{Gjogsf] ;'lglZrttf ug]{,

-u_ pTkfbg;+u ;DalGwt clen]vsf] d"NofÍg ul/Psf] / tf]lsPsf] JolQmåf/f

x:tfIf/ ul/Psf] 5 eGg] s'/f ;'lglZrt ug]{,

-3_ pBf]usf] s'g} laefu, sfof{no, pTkfbg ejg kl/;/ / pks/0fx?sf]

dd{t ;+ef/ jf/] lg/LIf0f tyf hfFra'em ug]{,

-ª_ pTkfbg lalw k|df0fLs/0f ul/Psf] / pks/0fx? dfkb08 adf]lhd

gfktf}n k|df0fLs/0f ul/Psf 5g\ eGg] s'/f ;'lglZrt ug]{, ;f] sf]

clen]v /fVg] / k|ltj]bgx? pknAw u/fpg],

-r_ pTkfbgdf ;+nUg sd{rf/LnfO{ cg's"n x'g] k|f/+les / cfjZostfg';f/

lg/Gt/ tfnLd k|bfg ul/Psf] 5 eGg] s'/f ;'lglZrt ug]{ .

-@_ ;fdfGotof u'0f lgoGq0f k|d'vsf] lhDd]jf/L b]xfP jdf]lhd x'g]5M–

-s_ dfgs—ljj/0fsf] cfwf/df k|f/lDes / Kofs]lhË ;fdfu|L Pj+ cw{k|zf]lwt

kbfy{ / tof/L cf}iflw :jLs[t jf c:jLs[t ug{],

-v_ Jofr clen]vsf] d"NofÍsg ug]{,

-u_ cfjZos ;j} k/LIf0f ul/Psf] s'/f ;'lrlZrt ug]{,

-3_ gd"gf ;+sng lgb]{zg, dfgs—ljj/0f, k/LIf0f ljlw / cGo u'0f lgoGq0f

sfo{ ljlwx? :jLs[t ug]{,

-ª_ s/f/ cGtu{t ul/Psf] ljZn]if0fnfO{ :jLs[t / cg'udg ug]{,

-r_ pBf]usf] s'g} ljefu, sfof{no ejg kl/;/ / pks/0f dd{t ;+ef/sf]

lg/LIf0f tyf hfFra'em ug]{,

-5_ ljZn]if0fljlw / lgoGq0f pks/0fx?sf] gfktf}n k|df0fLs/0f sfo{ pko"Qm

tj/af6 k'li6s/0f ul/Psf] 5 eGg] s'/f ;'lglZrt ug]{,

-h_ u'0f:t/ lgoGq0fdf ;+nUg sd{rf/LnfO{ cg's'n x'g] k|f/+les / lg/Gt/

ul/g] tfnLdx? cfjZostfg';f/ k|bfg ul/Psf] 5 eGg] s'/f ;'lglZrt

ug]{ .

-#_ ;fdfGotofM cflwsfl/s sd{rf/Lsf] lhDd]jf/L b]xfP jdf]lhd x'g]5M–
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-s_ tof/L pTkfbgsf] k|fljlws / lgodgsf/L cfjZostf cg'kfngfsf]

;'lglZrt ug]{ / ahf/ laqmLsf] nflu k'ms'jf :jLs[t lbg],

-v_ u'0f k4ltsf] sfof{Gjog -cfjZostfg';f/ :yfkgfsf] nflu ;d]t_ ug]{,

-u_ pTkfbs pBf]usf] pBf]u:yn u'? kmfO{n (site master file) ljsf; ug]{

sfo{df ;xefuL x'g],

-3_ cfGtl/s k/LIf0f ;'k/Lj]If0f ug]{ jf :jMlg/LIf0f ug]{,

-ª_ pBf]usf] u'0f:t/ lgoGq0f ljefusf] ;'k/Lj]If0f ug]{,

-r_ cfk"lt{stf{ k/LIf0f -Vendor audit_ df ;xefuL x'g],

-5_ k'li6s/0f sfo{qmddf ;xefuL x'g] .

-$_ tof/L cf}iflw k'ms'jf ug]{ sfo{ cflwsf/Ls JolQmjf6 x'g]5 . tof/L Jofr jf cf}iflw

k'ms'jfsf] ;dy{g ug]{ sfo{ u'0f ;'lrlZrt ug]{ pBf]usf] ljefusf pko"Qm of]Uotf / cg'ej

xfl;n u/]sf lglZrt JolStnfO{ :jLs[t sfo{ljlw adf]lhd cf}iflw k"ms'jf ug{] sfo{sf] clwsf/

k|Tofof]hg ug{ ;lsg]5 .

-%_ cf}iflwsf] Jofr :jLs[t ug{ / ;fdfg k'ms'jf ug{sf nflu lhDd]jf/ JolQmn] ;b}j

b]xfPsf s'/fx? k'/f ePsf 5g\ eGg] s'/fsf] ;'lglZrt ug{' kg]{5M–

-s_ ;DalGwt Jofrsf ;Gbe{df lalqm ljt/0f cg'dlt / pTkfbgsf nflu

k|fKt clVtof/Lsf ljifox? k"/f ul/Psf],

-v_ o; ;+lxtfdf pNn]v ul/Psf s'zn pTkfbg cEof;sf l;4fGt /

lgb]{zgnfO{ cjnDjg ul/Psf],

-u_ k|d'v pTkfbg / k/LIf0f k|s[ofx? km/s km/s ePdf k'li6s/0f ug]{,

-3_ cfjZos kg]{ ;a} hfFr / k/LIf0f k"/f ul/Psf] / pTkfbgsf] cj:yf /

lgdf{0f ;DaGwL clen]vsf] ljj/0f lnOPsf],

-ª_ s''g} pTkfbg k"ms'jf ug{' eGbf klxn] pTkfbg jf u'0f:t/ lgoGq0fdf

ul/Psf] of]hgfj4 k]m/jbn jf kl/jt{gnfO{ kl/eflift ul/Psf] k|ltj]bg

k2lt cg'?k ul/Psf] . o:tf] k]m/jbn pTkfbg ljj/0fsf] Pp6f c+u

ePdf cf}iflw Joj:yf ljefusf] :jLs[lt cfjZos kg]{5 .
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-r_ of]hgfa4 ?kdf ul/Psf] k]m/abn jf kl/jt{gnfO{ ;d]6\g] u/L pko"Qm

9Ëaf6 gd"gf ;+sng, 5fgjLg, k/LIf0f / ?h' ug]{ sfo{ ;Dkfbg ul/Psf]

jf To:tf] sfo{sf] z'?jft ePsf],

-5_ pTkfbg / u'0f lgoGq0f ;+u ;DalGwt cfjZos ;j} sfuhftx? tof/

ul/Psf] / pko"Qm ljifodf tfnLd k|fKt ;'k/Lj]Ifsjf6 cg'df]bg

ul/Psf],

-h_ cg'ejL / tfnLd k|fKt sd{rf/Låf/f pko"Qm k/LIf0f, :j–lg/LIf0f /

sfo{:yndf g} r]shfFr ul/Psf],

-em_ u'0f lgoGq0f k|d'vn] :jLs[lt lbPsf],

-`_ Jofr pTkfbg ;+u ljz]if ?kn] ;DalGwt gePsf / ;f]e}m k'g/fjnf]sg

gx'g] s'/f nufot ;j} ;fGble{s tTj pk/ ljrf/ ljdz{ ul/Psf] -h:t}

;femf pTkfbg af6 ljefhg ul/Psf Jofr pTkfbg, cgj/t pTkfbg

sfo{;+u ;DalGwt tTjx?_

kl/R5]b– !!

tfnLd ;DaGwL Joj:yf

@$= sd{rf/LnfO{ tflndsf] Joj:yf ug{' kg{]M -!_ pTkfbsn] pBf]usf] pTkfbg If]qdf jf

lgoGq0f k|of]uzfnfdf sfd ug{] k|fljlws, dd{t ;+ef/ / ;/;;kmfO{ ug]{ ;j} sd{rf/L /

cfjZostfg';f/ cGo sd{rf/LnfO{ ;d]t lnlvt sfo{qmd agfO{ ;f] adf]lhd tfnLd k|bfg ug{'

kg]{5 .

-@_ pTkfbsn] pBf]udf gofF egf{ x'g] sd{rf/LnfO{ s'zn pTkfbg cEof;sf l;4fGt /

Jojxfl/s cfwf/e"t tfnLd k|bfg ug{'sf cltl/Qm lghx?nfO{ ;'lDkg] sfdsf jf/]df tfnLd

lbg' kg]{5 .

-#_ pTkfbsn] pBf]usf sd{rf/LnfO{ lg/Gt/ ?kdf tfnLd lbg] Joj:yf u/L cfjlws

?kdf To;sf] k|efjsf/Ltf d"NofÍg ug{' kg]{5 .

-$_ pBf]usf sd{rf/LnfO{ tflnd lbgsf] nflu :jLs[t tfnLd sfo{qmd x'g' kg]{5 .

To:tf] tfnLdsf] clen]v /fVg' kg]{5 .

-%_ u'0f:t/ cfZjf;gsf] cjwf/0ff / o; jf/]df a'e\mg] Pj+ o;nfO{ sfof{Gjog ug]{

pkfosf ;DaGwdf tfnLdsf] zqdf k"0f{ ?kdf 5nkmn x'g] Joj:yf ug{' kg]{5 .
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-^_ cfuGt's jf tfnLd glnPsf sd{rf/LnfO{ pTkfbg / u'0f lgoGq0f If]qdf n}hfg'

x'b}g . pgLx?nfO{ nfg' g} kg]{ ePdf klxn] g} To; ;DaGwL hfgsf/L -vf;u/L JolQmut

;/;kmfO{ ;DaGwL ;"rgf_ / lgwf{l/t ;'/lIft sk8f pknAw u/fpg' kg]{5 . glhs}jf6

pgLx?sf] ;'k/Lj]If0f ug{' kg]{5 .

-&_ k/fdz{bftf / s/f/sf sd{rf/Lx? cfk\mgf] ;]jfsf ;DaGwdf of]Uo / ;Ifd x'g'

kg]{5 . o; ;DaGwL k|df0f tfnLdsf] clen]vdf ;dfj]z ug{' kg]{5 .

@%= ljz]if tflnd lbg' kg{]M ;kmf sIf jf pRr ;lqmo, ljiffQm, ;+qmfds jf ;+j]bgzLn kbfy{sf]

Joj:yfkg ug]{ h:tf hf]lvdk"0f{ kmf]x/ x'g] sIfdf sfd ug]{ sd{rf/LnfO{ ljz]if tfnLd lbg'

kg]{5 .

kl/R5]b–!@

j}olQms ;/;kmfO{ ;DaGwL Joj:yf

@^= sd{rf/Lsf] :jf:Yo k/LIf0f ug{' kg{]M -!_ k|To]s pTkfbsn] cf}iflw pBf]usf] ;]jf k|j]z ubf{

lhDj]af/L lng' k"j{ / tt\kZrft ;]jfdf /xbf ;do ;dodf ;a} sd{rf/Lx?sf] ;d'lrt :jf:Yo

k/LIf0f ug'{ kg]{5 .

-@_ cfFvfn] x]/]/] hfFr u/L sfo{ ;Dkfbg ug{' kg{] sd{rf/Lsf] cfjlws ?kdf cfFvf

k/LIf0f ug'{ kg]{5  .

-#_ cf}iflw pTkfbgdf ;+nUg /xg] ;a} sd{rf/Ln] JolQmut ;/;kmfO{sf] ljifodf

tfnLd k|fKt u/]sf] x'g' kg{]5 .

-$_ cf}iflwsf] pTkfbg k|lqmof;+u ;DalGwt ;a} sd{rf/Ln] pRr:t/sf] JolQmut

;/;kmfO{ sfod u/]sf] x'g'{kg]{5 .

-%_ cf}iflw pTkfbg If]qdf k|j]z ubf{ xftw'g] tyf cGo cfjZos ;/;kmfO{ kZrft dfq

k|j]z ug{] ljifodf sd{rf/LnfO{ lgb]{zg jf hfgsf/L lbg] Joj:yf x'g' kg{]5 / Joj:yfksn] ;f]

;DaGwL ;"rgf ;DalGwt ;j}n] b]Vg] u/L 6fF; ug'{kg]{5 .

-^_ sd{rf/Ln] pk;+lxtf -%_ adf]lhdsf] hfgsf/L jf lgb]{zgsf] kfngf tyf cg';/0f

ug'{kg]{5 .

@&= cZj:y sd{rf/LnfO{ sfddf nufpg gx'g]M -!_ s'g} sd{rf/Lsf] s'g} ;dodf k|i6 b]lvg] /f]u jf

v'Nnf 3fp rf]6 ePsf] / To;n] cf}iflwsf] u'0fdf k|lts"n k|efj kfg]{ x'Fbf lghsf] cj:yf
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vt/fk"0f{ 5}g egL lg0f{o geP;Dd lghnfO{ k|f/lDes Kofs]lhª Pj+ k|lqmofdf /x]sf] ;fdfu|L jf

cf}iflw pTkfbg Joj:yfkg ;DaGwL sfo{ ;Dkfbg ug{ nufpg kfO{g] 5}g .

-@_ cf}iflwnfO{ u+eL/ c;/ k'/\ofpg ;Sg] cg'dfg ul/Psf] sf/vfgf, pks/0f jf

sd{rf/Lsf] cj:yfsf] af/]df ;a} sd{rf/LnfO{ cfkm\gf] lgs6td ;'k/Lj]Ifs ;dIf k|ltj]bg k]z

ug{ lgb]{lzt / k|f]T;flxt ul/g' kg{]5 .

@*= lgwf{l/t klx/g dfq nufpg' kg{] M -!_ cf}iflwnfO{ b'lift x'gaf6 /f]Sg] s'/f ;'lglZrt ug{ cf}iflw

pTkfbg;Fu ;DalGwt sd{rf/Ln] skfn 9fSg] pko'Qm j:t' nufot cfkm\gf] st{Jo cg'?ksf]

z/L/ 9fSg] u/L pknAw u/fO{Psf lgwf{l/t ;kmf sk8f nufpg' kg]{5 .

-@_ k|of]u eO{ ;s]sf / k'gM k|of]u ug{ ;lsg] sk8fnfO{ cfjZostf cg';f/ ;+qmd0flxg

t'NofOg] jf hLjf0f' gi6 kfg{] u/L pko'Qm 9+uaf6 gw'bf;Dd e08f/0f ug{ a]Un} :yfgsf] Joj:yf

ug{' kg{]5 .

@(= afXo kbfy{ n}hfg gx'g]M -!_ cf}iflw pTkfbg sIf, k|of]uzfnf jf e08f/0f sIf jf pTkfbgsf]

u'0fdf gsf/fTds c;/ k'/\ofpg] cGo :yfg ;d]tdf w'jfFhGo, vfg], lkpg], rkfpg] j:t' jf

lj?jf, cGo vfg]s'/f, k]okbfy{, w'jfFhGo kbfy{ Pj+ JolQmut k|of]hgsf cGo j:t' jf kbfy{

n}hfg kfOg] 5}g .

-@_ pk;+lxtf -!_ df pNn]v ePsf sIf jf :yfgdf k|j]z ug{' cl3 ;DalGwt sd{rf/L

jf JolQmn] JolQmut ;fdfgx? /fVg] k|of]hgsf] nflu pBf]usf] Joj:yfksn] pko'Qm :yfgsf]

Joj:yf ug{' kg{]5 .

#)= a}olQms ;/;kmfO{ ;DaGwL cGo Joj:yfx? M -!_ pTkfbg sIf, k|of]uzfnf jf e08f/0f sIf

jf pTkfbgsf] u'0fdf gsf/fTds c;/ k'/\ofpg] cGo :yfgdf k|j]z ug]{ h'g;'s} sd{rf/L jf

JolQmn] To:tf] :yfgdf k|j]z ug{' cl3 ;kmf tyf :jR5 eO{ k|j]zsf] nflu lgwf{/0f ul/Psf]

;'/lIft sk8f nufP/ dfq k|j]z ug{] Joj:yf ug{' kg{]5 .

-@_ k|To]s pTkfbsn] d]l;g ;+rfns / z'?jftL ;fdfu|L, k|f/lDes Kofs]lhË ;fdfu|L /

cw{ k|zf]lwt jf cfGtl/s cj:yfsf] pTkfbg aLr l;wf ;Dks{ x'g g;Sg] Joj:yf ug{' kg{]5 .

kl/R5]b–!#

ejg kl/;/

#!= ejg kl/;/ ;DaGwdf ;fdfGo Joj:yfx? M -!_ pTkfbg ejg kl/;/, sfo{ ;~rfng ug{sf

nflu pko'Qm x'g] u/L tf]lsPsf], cjl:yt /x]sf] tyf lgdf{0f ul/Psf] xg' kg{]5 / ejg tyf

kl/;/ ;f] cg's'n t'NofOPsf] jf sfod /flvPsf] x'g kg{]5 .
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-@_ cf}iflw pTkfbgsf] nflu lgwf{/0f ul/Psf] If]qdf sDtLdf klg b]xfoadf]lhdsf]

Joj:yf ug{' kg{]5M–

-s_ ;fdfu|Lx? a'lemlng] :yfg,

-v_ cfofltt ;fdfu|Lx? ;+;u{lgif]wfj:yfdf /fVg],

-u_ z'?jftL ;fdfu|Lsf] e08f/0f, gfktf}n, gd"gf ;+sng, l8:k]lG;Ë /

k|zf]wgsf] :yfg,

-3_ cfGtl/s cj:yfsf] pTkfbgsf] e08f/0f, Kofs]lhË, ;+;u{ lgif]wfj:yf

/x]sf e08f/0f ul/Psf tof/L cf}iflwsf] clGtd lgsf;f,

-ª_ tof/L cf}iflwsf] e08f/0f, k|of]uzfnf / pks/0fsf] w'nfO{ .

-#_ pTkfbg ejg kl/;/sf] 9fFrf jf gS;f tof/ ubf{ b]xfosf] ljifodf Wofg lbg'

kg]{5 M–

-s_ To:tf] ejg jf ;f]:fFu hf]l8Psf] ejg kl/;/df /x]sf] cGo pTkfbg

sfo{x?sf] d]n,

-v_ ejg kl/;/df sf/f]af/sf] l;nl;nf cg';f/ / ck]lIft ;/;kmfO{sf] :t/

cg'?ksf] pTkfbg sfo{ ;~rfng ug]{ kof{Kt :yfg,

-u_ Jojl:yt / ;xh?kdf pks/0f / ;fdfu|L /fVg' sf/f]af/ pko'Qm 9+un]

;+rfng ug{, sfdnfO{ bIftfk"j{s k|jfx ug{, k|efjsf/L ;~rf/ /

;'k/Lj]If0fsf ;fy ;fy} le8ef8 / cJoj:yf cGTo ug{sf nflu kof{Kt

sfo{ If]qsf] Joj:yf,

-3_ pTkfbg If]qdf pTkfbgsf] k|s[ofdf /x]sf ;fdfu|L afx]s cGo ;fduL|

e08f/0f jf cf];f/k;f/ jf sd{rf/Lsf] cfjfudg ;d]t x'g glbg]

Joj:yf .

-$_ ejg kl/;/sf] gS;f jf 9f+rf k|lt—b'if0f, kmf]x/ jf w'nf]d}nf x6fpg / ;fdfGotoM

cf}iflwsf] u'0fdf s'g} gsf/fTds k|efj kg{ glbg, uNtLaf6 x'g ;Sg] vt/f sd ug]{ /

k|efjsf/L ;/;kmfO{ / dd{t ;+ef/ ug{ ;lsg] u/L tof/ ul/Psf] x'g' kg{]5 .

-%_ gd"gf ;+sng ubf{, tf}n ubf{, ld;fp+bf jf k|zf]wg sfo{ rfn' /xFbf, cf}iflwsf]

w'nf]nfO{ Kofs]lhË ubf{ w'nf] k}bf x'g] cj:yfdf k|lt—b"if0f x6fpg] / ;/;kmfO{ sfo{nfO{ ;/n

t'Nofpg] pkfo cjnDag ul/Psf] x'g' kg{]5 .
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-^_ pTkfbg k|s[ofnfO{ ;'/lIft /fVg] pkfox? cjnDag ug{ ;lsg] / dfn;fdfg jf

pTkfbgdf Go"gtd dfqfdf k|b"if0f x'g ;Sg] jftfj/0f ePsf] :yfgdf ejg kl/;/ cjl:yt x'g

kg]{5 .

-&_ tof/L cf}iflw pTkfbgsf] nflu k|of]u ePsf] ejg kl/;/ pko'Qm 9+un] gS;fÍsg

ul/Psf] / /fd|f];Fu ;/;kmfO{ ug{ ;lsg] u/L lgdf{0f ul/Psf] x'g'kg]{5 .

-*_ ejg kl/;/nfO{ ;fjwfgLsf ;fy b'?:t /fVg'kg]{5 / cfjZostf cg';f/ dd{t

;+ef/ u/L cf}iflwsf] u'0fdf s'g} xfgL gf]S;fgL gk'Ug] s'/f ;'lglZrt ul/Psf] x'g'kg]{5 .

-(_ ejg kl/;/nfO{ ;kmf ;'U3/ /fVg' kg]{5 / ;/;kmfO{sf] nflu lnlvt sfo{ljlw

tof/ u/L cfjZostf cg';f/ ;+qmd0f/lxt t'Nofpg'kg]{5 .

-!)_ ejg tyf kl/;/df ljB't cfk"lt{, k|sfz, tfkqmd, cfb|tf / sf]7fleq :jR5

xfjfsf] k|j]z x'g] pko'Qm Joj:yf ug{' kg{]5 ;f] Joj:yf gul/Psf] sf/0faf6 k|ToIf jf ck|ToIf

?kdf cf}iflwsf] pTkfbg / e08f/0f jf pks/0fsf] ;xL pkof]udf u+eL/ c;/ kg'{ x'b}g .

-!!_ ejg kl/;/df ls/f, r/fr'?ËL jf cGo hgfj/ k|j]z ug{ g;Sg] u/L clwstd

;'/lIft /fVg] u/L gS;fªsg tyf pks/0fsf] Joj:yf ug'{kg]{5 . hldg leq Kjfndf a:g]

lhjx? (rodent) / ls6f0f' lgoGq0f ;DaGwL cfjZos Joj:yf ug{' kg{]5 .

-!@_ ejg kl/;/sf] ;/;kmfO{sf] clen]v Jojl:yt ?kdf /fVg] Joj:yf ug{' kg]{5 .

#@= cGo ;]jf If]qsf] k|aGw ldnfpg'kg]{ -!_ cf/fdu[x / zf}rfno pTkfbg / u'0f:t/ lgoGq0f

If]qeGbf cnUu} /xg] k|aGw ug'{ kg]{5 .

-@_ sk8f km]/abn ug]{, e08f/0f ug]{, sk8f w'g] / zf}rfnodf k|of]u ug]{ k|of]hgsf]

nflu pknJw u/fOPsf] ;'ljwf ;lhn};+u kfpg ;Sg] / pkof]u ug]{ ;+Vofsf] cfwf/df kof{Kt

x'g' kg]{5 .

-#_ zf}rfnoaf6 l;w} pTkfbg jf e08f/0f If]qdf k|j]z ug{ g;lsg] Joj:yf ug{' kg{]5 .

-$_ pBf]usf] d]l;g/L kf6{k"hf{ jf cf}hf/ dd{t ug]{ sf/vfgf ;Dej eP;Dd pTkfbg

If]qeGbf cnUu} /xg' kg]{5 . kf6{k"hf{ jf cf}hf/ pTkfbg If]qdf /x+bf ltgLx?nfO{ ;f]xL

k|of]hgsf] nflu Jojl:yt ul/Psf] sf]7f jf 5'6\ofOPsf] :yfgdf dfq /fVg' kg]{5 .

-%_ k|of]uzfnfnfO{ cfjZos kg{] kz'x? /fVg]] sf]7fx? 5'6[} k|j]zåf/ / xfjf k:g] ;'ljwf

-AHU_ ;lxtsf] x'g'kg]{ / cGo If]qeGbf cnu :yfgdf /xg' kg]{5 .
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##= e08f/0fsf nflu cnu If]qsf] Joj:yf ldnfpgkg]{M -!_ z'?jftL Kofs]lhË ;fdu|L, cw{

k|zf]lwt, cfGtl/s cj:yfsf] pTkfbg jf tof/L cf}iflw, ;;+u{ lgif]wfj:yfdf /x]sf kbfy{x?,

km's'jf ul/Psf, cl:js[t jf lkmtf{ ul/Psf cf}iflw h:tf ljleGg ;d"xsf ;fdu|L / pTkfbgx?

pko'Qm ta/af6 cnu u/L 5'6[f 5'6[} e08f/0f ug{sf nflu kof{Kt dfqfdf e08f/0f If]qsf]

Joj:yf ug'{kg]{5 .

-@_ e08f/0f If]q /fd|f];+u e08f/0f ug{ ;lsg] u/L gS;fªsg ul/Psf] jf e08f/0f

cg's"n agfO{Psf] x'g' kg]{5 .

-#_ e08f/0f If]q ljif]zt ;kmf, ;'Vvf, kof{Kt dfqfdf pHofnf] ePsf] / :jLs[t dfqfdf

tfkqmd ePsf] x'g'kg]{5

-$_ lglZrt tfkqmd jf cfb|tf sfod ug{' kg{] h:tf] ljz]if k|sf/sf] e08f/0f Joj:yf

cfjZos ePdf ;f]sf] pko'Qmtfsf] cfwf/df pknJw x'g;Sg], lgoGq0f, cg'udg ug]{ Joj:yf

u/L ;f] sf] cBfjlws clen]v /fVg'kg]{5 .

-%_ ;dfg leqfpg / aflx/ k7fpg] sfo{sf] nflu :yfg lgwf{/0f u/L ;f] :yfgaf6 dfq

To:tf] sfo{ ug{' kg{]5 / To:tf] :yfgdf ;/;fdu|L / cf}iflwnfO{ xfjfkfgLaf6 arfpg pko'Qm

Joj:yf ug{' kg]{5 .

-^_ sG6]g/df NofO{Psf ;fdu|Lx?nfO{ e08f/0f ug'{ k"j{ cfjZostfg';f/ ;kmf t'Nofpg

;lsg]u/L ;fdfg a'lemlng] If]qsf] gS;fªsg ul/Psf] tyf cfjZos pks/0fsf] Joj:yf

ul/Psf] x'g' kg{]5 .

-&_ cnu :yfgdf e08f/0f u/]/ Sjf/]G6fOg ul/Psf] eP o:tf If]qx?df k|i6 lrGx jf

5fk nufpg' kg]{5 . ef}lts ?kdf cf}iflw;+u ;+;u{lgif]w ug{] k4ltsf] ;6[fdf cjnDag ul/Psf]

s'g} klg k4ltnfO{ ;d]t ;dfg ;'/Iff k|bfg ug'{kg]{5 .

-*_ c:jLs[t ul/Psf, lkmtf{ dufOPsf jf NofO{Psf ;fdfu|L jf cf}iflw 5'6[f 5'6[}

e08f/0f ug'{kg]{5 .

-(_ cToGt} ;lqmo jf /]l8of] PlS6e ;fdu|L, nfu" tyf dgf]låks cf}ifwL Pj+ dfgl;s

?kdf nt nufpg] cf}iflw nufotsf cGo vt/gfs cf}iflw jf cfuhgL jf ljikmf]6 x'g;Sg]

kbfy{x?nfO{ ;kmf tyf ;'/lIft :yfgdf e08f/0f ug'{kg]{5 .

-!)_ 5flkPsf Kofs]lhË ;fdu|Lx? cf}iflw;+FUf n]jlnËsf] ;fb[iotf -Conformity_ sf]

b[li6sf]0fdf ;+j]bglzn x'g] ePsf]n] o:tf ;fdu|Lsf] gd"gf ;+sng ubf{ Pj+ ;kmf / ;'/lIft

(secure) e08f/0f ubf{ ljz]if Wofg lbg' kg]{5 .
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-!!_ k|f/lDes Kofs]lhË ;fdfu|Lsf] e08f/0f ;'ljwf sRrf kbfy{ ;/x g} ug{' kg]{5 .

-!@_ ;fdfGotofM z'?jftL ;fdfu|Lx?sf] nflu 5'6[} gd"gf ;+sng sIfsf] Joj:yf

ul/Psf] ug'{kg]{5 . e08f/ sIfdf g} gd"gf ;+sng ug'{kg]{ ePdf ;fdfg k|b"lift jf k|lt b'if0f

gx'g] u/L ;+sng ug'{kg]{5 .

#$= gfk Tff}n ug]{ sfo{sf] nflu cnu If]qsf] k|aGw ldnfpg'kg]{M -!_ z'?jftL ;fdu|Lsf] Tff}n ug{ jf

tf}n]/ pTkflbt kl/df0f olsg ug{sf] nflu cfjZos a]Un} :yfgsf] Joj:yf ug{' kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf] :yn e08f/0f jf pTkfbg If]qsf] Ps efu dflgg]5 .

-#_ xdf]{G; -hormones_, ;fO6f]6f]lS;s -cytotoxic_ kbfy{ / lglZrt k|sf/sf

PlG6jfof]l6S; h:tf ;+a]bgzLn jf cTolws laiffQm ;fdfu|Lsf] nflu ;f] k|of]hgsf nflu dfq

lgld{t ljz]if pks/0f o'Qm :yndf gfktf}n ug{] u/L tf]Sg ;lsg]5 .

#%= pTkfbg If]qM -!_ ejgsf] pTkfbg If]q jf kl/;/sf] ;+/rgf jf ;f]sf] gS;f+sg b]xfo

adf]lhdsf] x'g' kg{]5M–

-s_ k|lt b"if0f, kmf]x/ jf w'nf]d}nf cfpg / ;fdfGotof cf}iflwsf] u'0fdf s'g}

gsf/fTds k|efj kg{ glbg uNtLaf6 x'g ;Sg] vt/f sd ug]{ /

k|efjsf/L ;/;kmfO{ / dd{t ;+ef/ x'g ;Sg] u/L ejgsf] gS;f tyf

;+/rgfsf] ljsf; ug'{kg{]5 .

-v_ ljleGg k|sf/sf cf}iflw jf ltgsf sRrf kbfy{x?sf] ld;fj6af6 x'g;Sg]

vt/f, cGo cf}iflw jf j:t'4f/f x'g ;Sg] k|lt b"if0fsf] ;+efjgf /

pTkfbg;+u ;DalGwt s'g} r/0fsf] kfnfgf gu/]sf] sf/0f x'g ;Sg]

hf]lvdnfO /f]syfd ug'{ kg]{5 .

-u_ v08 -v_ sf] k|of]hgsf] nflu o;sf nflu pko'Qm sIf ljefhg ug]{

kvf{n (wall partition) sf] lgdf{0f u/L cnu ug]{, jfo'sf] rfkdf cGt/

jf cGo pkfox? cjnDag ug{ ;lsg]5 .

-3_ ljif]z k|sf/sf :6]/f]O8\; / xdf]{G;, ;fOsf]6S;Ls kbfy{ / vf;u/L lj6f

NofS6d ;d"x -Beta-lactum group_ sf vf; k|sf/sf PlG6jfof]l6S;

h:tf cToGt} ljiffn' jf ;Da]bgzLn kbfy{sf] k|zf]wgdf ljz]if Wofg lbg'

kg]{5 .
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-ª_ gd"gf ;+sng ubf{, tf}n ubf{, ld;fp+bf jf k|zf]wg sfo{ ubf{, cf}iflwsf]

w'nf]nfO{ Kofs]lhË ubf{ w'nf] k}bf x'g] cj:yf ePdf k|lt b"if0faf6

hf]ufpg / ;/;kmfO{ sfo{nfO{ k|j4{g ug]{ pkfo cjnDag ug'{kg]{5 .

-r_ k]lG;lnG;, ;fOsf]6lS;s kbfy{ / ljz]if k|sf/sf clt ;+j]bgzLn

xfdf]{G; -hormones_ x?sf] pTkfbgsf] nflu ljz]if ?kn] lgdf{0f

ul/Psf] :jM lgolGqt 5'6[} sIfdf pTkfbg ug'{ kg]{5 .

-5_ ;]kmfnf];kf]l/G; -cephalosporins_ ;d"xsf cf}iflwsf] pTkfbg afo"

k|jfxsf] ;'ljwf ePsf], n'uf km]g]{ sf]7f pknJw ePsf] / ;f]sf nflu

ljz]if k|sf/n] lgdf{0f ul/Psf] j]Un} :jM lgolGqt sIf ePsf] cj:yfdf

dfq pTkfbg ul/g]5 .

t/ ;f]sf] nflu lgwf{l/t pks/0f jf 5'6[} If]qdf :jLs[t ;/;kmfO{

sfo{ljlw cjnDag u/]/ ;]kmfnf];kf]l/G; ;d'xsf cf}iflwsf] afXo KoflsË

(secondary packaging) ug{ ;lsg]5 .

-h_ afXo k|of]usf cf}iflwsf] (external preparation) pTkfbg / k'gM

Kofs]lhË sDtLdf @) dfOqmf] ld= lkmN6/ dfkm{t k7fO{Psf] z'¢ xfjf

;lxt 5'§} ;'ljwf o'Qm pTkfbg sIfdf ug{' kg]{5 . k|lt b"if0f /

u+hfuf]n x'g glbO{ ufu{n h:tf cf}iflwx? cf]/n jf afXo k|of]usf

cf}iflw lgdf{0f sIfdf klg pTkfbg ug{ ;lsg]5 .

-@_ lhljt lhjf0f' jf Go'g dfqfdf klg zfl/l/s c;/ k}bf ug]{ lglZrt :6]/f]O8\;

cyjf ;fOsf]6f]S;Ls kbfy{ ldl;Psf] cf}iflwsf] k|lt b"if0f lgoGq0f ljlw b]xfo adf]lhd x'g'

kg{]5M–

-s_ pTkfbg sfo{ 5'§} ejgdf u/]/ jf k|of{Kt dfqfdf 5'§} sfo{ aGb sIfdf

u/]/ jf pxL pks/0fdf nuftf//qmlds Jofr, pko'Qm ;/;kmfO u/L jf

ˆo'ldu]zg (fumigation) u/L pTkfbg sfo{ u/]/Ù

-v_ k|zf]wg If]qdf pko'Qm rfk cGt/ sfod u/L xfjfhGo b'if0fnfO{

lgoGq0f u/]/ jf kof{Kt xfjf kmfNg] k4lt / lkmN6/sf ;fy} k'gM ;+rflnt

jfo'nfO{ lgoGq0f u/]/ Ù

-u_ pTkfbg pks/0fnfO{ l:y/ / cf8 lbg], / hxfF ;lsG5 ToxfF Pp6f

lglZrt cf}iflwsf nflu dfq k|of]u x'g] pks/0fsf] k|of]u u/]/ Ù
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-3_ Jffo' aGb / n'uf km]g]{ dfWodaf6 b'if0f–;f/ lgoGq0f ug]{ / pTkfbgdf

k|of]u ePsf pks/0f / cGo ;fdu|Lsf] b'if0f x6fP/Ù

-ª_ b'lift n'ufsf] 5'§} ;kmfO{ u/]/ Ù

-r_ pTkfbg If]q j/k/sf] jftfj/0fdf k|zf]lwt ;lqmo kbfy{ 5 jf 5}g egL

;do;dosf] cGt/fndf k/LIf0f u/]/Ù

-5_ ;/;kmfO{ ljlwsf] k'li6s/0f u/]/  .

-#_ u}/ cf}iflw pTkfbgx? cf}iflw pTkfbg ejg jf kl/;/ leq pTkfbg ug{ x'Fb}g .

ls6gfzs / emf/gfzs h:tf ljiffn' kbfy{x?nfO{ cf}iflw pTkfbg kl/;/df n}hfg' jf k|of]u

ug'{x'Fb}g .

-$_ rfn' pks/0fsf] ;/;kmfO{ / ;/;kmfO{ ug]{ kbfy{sf] e08f/0f ug{ 5'§} :yfgsf]

Joj:yf ug'{'kb{5 .

-%_ pks/0f dd{t ug]{ sIf ;Dej eP;Dd pTkfbg If]q;+u cnUu x'g'kb{5 . s'g} kf6{

k"hf{ pTkfbg If]qdf e08f/0f ug'{] ePdf To;sf] nflu lgwf{l/t sf]7fsf] Joj:yf u/L ;'/lIft

?kdf /fVg' kb{5 .

-^_ cf}iflw pBf]usf] ejg tyf kl/;/sf] 9fFrf pTkfbg sfo{nfO{ dgfl;j tj/n] qmda4

?kdf / pko'Qm ;/;kmfO{ Joj:yf sfod ug{ ;lsg] u/L lgdf{0f ug'{kb{5 .

-&_ cf}iflw / To;sf tTjx? 5'§fpFbf x'g] hf]lvdnfO{ Go'gtd u/L k|lt b'if0f /f]Sg /

pTkfbg jf lgoGq0fsf txdf x'g;Sg] unt sfo{ jf hf]lvdnfO{ Go'gtd ug{] u/L pks/0f /

;fdfu|Lx?sf] qmda4 / tfls{s ?kn] sfo{/t / pTkfbg/t e08f/0fsf] :ynsf] ;DaGw :yflkt

u/]sf] x'g' kg]{5 .

-*_ejgsf leQf, e'O{+ tNnf / 5fgf nufotsf lelq ;txx? ;dtn, kmf6f]/rsf{Od'Qm /

v'Nnf hf]8fO gePsf], s0fx? gyfDg] jf gemfg]{, ;kmf ug{ ;xh, cfjZos k/]df

lhjf0f'gfzssf] ;xh k|of]u ug{ ;lsg]] vfnsf] x'g'kg{]5 .

-(_ k|zf]wg If]qsf] e'O{+ tNnf kf]lvPsf] kbfy{nfO{ l56f] / ;xh tl/sfn] ;kmf ug{ ;lsg]

u/L ck|efjL tTjn] ag]sf] x'g'k5{ / leQfx? ck|jfxL / ;kmfug { ;xh x'g' kg]{5 .

-!)_ ejgsf leQfx?, e'O{+ tNnfsf / ;+j]bglzn If]qsf 5fgf jf hf]gL{df cfjZostf

cg';f/ sf]leË (coving) ul/Psf] x'g' kg]{5 .
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-!!_ ljw't cfk"lt{, k|sfz, tfkqmd, cfb|tf / xfjf cfjt hfjt ug{sf] nflu pko'Qm

k|0ffnLsf] Joj:yf x'g'kg{]5 / To;n] k|ToIf jf ck|ToIf ?kdf cf}iflwsf] pTkfbg, e08f/0f jf

pks/0fsf] jf:tljs sfo{ IfdtfnfO{ c;/ kfg'{x'Fb}g .

-!@_ ejgdf kof{Kt cfsf/sf] 9n lgsfz / yfDg] vfF]+ro'Qm (trapped gullies) /

pko'Qm xfjf cfjt hfjt x'g;Sg] vfnsf] x'g'k5{ . v'Nnf s'nf] lgdf{0f ug'{ x'Fb}g / 9n lgsf;

cfjZostf cg';f/ ;kmfO{ / lhjf0f'gfzssf] k|of]u ug{ ;xh x'g] ulx/fO{ ;lxtsf] x'g'kg{]5 .

-!#_ ejgdf hl8t kfOk, lah'nL alQ, c? ;'ljwfx?sf] agfj6 / :yfg lgwf{/0f xfjf

cfjt hfjt ug{] / ;kmf ug{ c;lhnf] x'g] vf8nx? gaGg] u/L ug'{k5{ . ;+ej eP;Dd dd{t

sfo{sf nflu To:tf] If]q pTkfbg If]qsf] aflx/af6 ;lhn} k'Ug ;lsg] vfnsf] x'g'kg{]5 .

-!$_ cf}iflwsf] plrt k|aGw ug{, sfo{x? ug{ / afXo jftfj/0f;+u ldNg] u/L pTkfbg

If]qdf xfjf cfjt hfjt ug{] tyf lgwf{l/t xb;Dd b"if0f / k|lt b"if0f x6fpg, xfjf ;'l4s/0f,

tfkqmd lgoGq0f / cfjZos k/] cfb|tfsf] lgoGq0f ug{ jfo' lgoGq0f ;'ljwfx? /fVg' kg{]5 .

-!%_ pTkfbg x'Fbf jf gx'Fbfsf b'j} cj:yfdf ;+lxtf -!$_ adf]lhdsf] If]qsf] agfj6

dfkb08 cg';f/ 5 egL ;'lglZrt ug{ ;do;dodf lg/LIf0f tyf cg'udg ug'{kg{]5 .

-!^_ ejgsf] 5t, kfO{k jf gnL aflx/ b]lvg] ul/ lgdf{0f jf h8fg ug'{ x'Fb}g . hxfF

To:tf hf]gL{ x6fpg ;lsGg To:tf]df ljz]if ;/;kmfO{ k|s[of / sfo{ of]hgf agfO{ To;sf]

kfngf ug'{k5{ . ejgsf] kfO{k jf gnL] leQfnfO{ g5'g] u/L sf]7fleq cf8 lbO{ k|of{Kt ;kmfO{

ug]{ u/L em'08fpg' k5{ .

-!&_ pTkfbg If]qaf6 l;w} aflx/ lg:sg] 9f]sfx? cfsl:ds ?kdf lg:sg] a]nfdf dfq

k|of]u x'g] u/L cUgL lgsf;nfO{ -Fire exit_b"if0faf6 5]Sg' kg{]5 / lelq 9f]sfx? k|lt b"if0f

gx"g] ul/ k|of]u gx'Fbfsf] cj:yfdf aGb /fVg'k5{ .

-!*_ cf}iflw KoflsËsf] ejg kl/;/ ljif]z tj/n] b'ljwf jf k|lt b"if0f x6fpg] u/L

agfpg' kb{5 .

-!(_ ljz]if u/L b[Zo lgoGq0f sfo{ ul/g] pTkfbg If]qdf k|sfzsf] /fd|f] Joj:yf -j]n

ln6_ ug{' kg{]5 .

#^= u'0f:t/ lgoGq0f If]qM -!_ u'0f:t/ lgoGq0f k|of]uzfnf pTkfbg If]qeGbf j]Un} :yfgdf x'g'

kg{]5 .

-@_ jfof]nflhsn, dfOqmf]afofnf]lhsn jf /]l8of] cfO;f]6f]k k/LIf0f ljlwx? ckgfOg]

If]qx? Ps cfk;df 5'§f5'§} x'g' kg{]5 .
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-#_ u'0f:t/ lgoGq0f k|of]uzfnfsf] agfj6 ltgLdf sfo{ ug{ ;lsg] lsl;dn]

agfpg'kb{5 . u+hfuf]n / k|lt b"if0f x'g glbg kof{Kt :yfgsf] Joj:yf ul/g'kb{5 .

-$_ pk;+lxtf -#_ adf]lhdsf] u'0f:t/ lgoGq0f k|of]uzfnfdf gd'gf, :t/Lo ;Gbe{

/;fog -reference standard) cfjZostf cg';f/ lr:ofpg] k|aGw nufot ;f]Ne]G6\; -solvents),

l/oh]G6\; (reagents) / clen]vsf] e08f/0fsf kof{Kt / pko'Qm :yfg x'g'kb{5 .

-%_ k|of]uzfnfsf] agfj6 lgdf{0f ;fdfu|Lsf] pko'Qmtf, w'jfF / xfjf cfjt hfjtsf]

lgjf/0f jf /f]syfd ug]{ vfnsf] x'g'k5{ .

-^_ pTkfbg If]q / k|of]uzfnfdf xfjf cfjt hfjt ug{] j]Unf j]Un} Joj:yf ug'{k5{ .

jfof]nflhsn, dfOqmf]afofnf]lhsn / /]l8of] cfO;f]6f]k k|of]uzfnfx?sf] 5'§} Pc/ XofG8lnË

o"lg6 -Air Handling Unit-AHU) tyf cGo cfjZos k|aGw ug{' kg{]5 .

-&_ cf}iflw pTkfbgsf pks/0fnfO{ ljw'lto cj/f]w, cToflws cfb|tf / c? jfXo

tTjx?sf] ;Dks{df cfpg glbg jf cfjZos k/]sf] a]nfdf pks/0fnfO{ cnUu} /fVg 5'§}

sf]7fsf] Joj:yf x'g'k5{ .

-*_ k|of]uzfnfsf] sfo{ If]qsf] kl/lwdf ;]ˆ6L ;fj/ (safety sower) / cfO{–afy (eye-

bath) pknAw u/fpg'k5{ .

kl/R5]b–!$

pks/0f (EQUIPMENT)

#&= pks/0f pko'Qm tj/n] /fVg' kg{]M -!_ sfo{ ;~rfng ug{sf] nflu pks/0fx? pko'Qm tj/n]

/fVg', lgdf{0f ug'{, cg's'ng t'NofOg' / ;+ef/ ug'{ kg{]5 .

-@_ k|lt b"if0f, kmf]x/ jf w'nf]d}nf x6fpg / ;fdfGotof kbfy{ pTkfbgsf] u'0fdf s'g}

gsf/fTds k|efj kg{ glbg uNtLaf6 x'g] vt/f sdug]{ / k|efjsf/L ;/;kmfO{ / dd{t ;Def/

ug{] u/L pks/0fsf] gS;f jf ;+/rgfsf] lgwf{/0f ug'{ kg{]5 .

#*= pks/0fsf] 9fFrf tyf h8fgsfo{ pTkfbg cfaZoStf cg's"n x'g'kg]{M -!_ pks/0fsf] 9fFrf jf

agfj6n] b]xfo adf]lhdsf cfjZostfx? k'/f ug'{ kg]{5 M–

-s_ s'g} sRrf kbfy{, cw{ k|zf]lwt, cw{ tof/L jf tof/L cf}iflwsf]] ;Dk{sdf

cfpg] pks/0fsf ;Dks{ ;txx? o:tf kbfy{sf] klxrfg, u'0f jf

z'4tfsf] :yflkt ;LdfnfO{ kl/jt{g ug]{ u/L k|ltlqmofTds, of}lus

(additive) jf csf]{ j:t'df ;dflxt x'g] vfnsf] x'g' xF'b}g,
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-v_ 3if{0f sd u/fpg] -lubricants) cyjf lr:ofpg] (coolants_ h:tf sfo{sf]

nflu cfjZos kg]{ ;fdu|Lx?, sRrf kbfy{, cw{ k|zf]lwt, jNs jf tof/L

cf}iflwsf] klxrfg, u'0f jf z'4tfdf kl/jt{g Nofpg] u/L pTkfbg sfo{df

k|of]u eO{ /x]sf s'g} klg ;fdu|Lsf] ;Dks{df cfpg' x'b}g,

-u_ k|HjngzLn kbfy{ jf /;fog;Fu k|of]u ug]{ egL ls6fg ul/Psf pks/0f

jf k|HjngzLn kbfy{ k|of]u x'g' kg]{ sIf ljikmf]6g d'Qm ljB'lto

;fdu|Ln] o'Qm x'g' kg]{5 / pko'Qm ta/af6 hldgd'lg laR5\ofOPsf] x'g'

kg{]{5,

-3_ pTkfbg k|s[ofdf /x]sf emf]n pTkfbg lkmN6/ ug{ k|of]u x'g] lkmN6/af6

To:tf emf]ndf kmfO{j/ lgl:sg' x'Fb}g .

-@_ pks/0fsf] h8fg ubf{ q'l6 jf b"if0f pTkGg x'g ;Sg] hf]lvd sd ug]{ u/L ug'{

kg]{5 .

-#_ :yfoL kfO{k h8fg ePsf]df ;f] kfO{kdf /x]sf a:t' jf kbfy{ / ;Dej eP;Dd ;f]

sf] k|jfx lbzf-Flow Direction_ sf] n]jn nufO{ :ki6 kfl/Psf] x'g'kg{]5 .

-$_ ;a} ;]jf ;DaGwL kfO{k / pks/0fx? kof{Kt lrGx ;lxt hl8t x'g'kg]{5 /

vt/gfs UofF; / /;fog k|of]u ePsf ckl/jt{gzLn hf]8fO{ jf P8]K6/ h:tf k|aGwsf af/]df

ljz]if Wofg lbg'kg]{5 .

-%_ ;a} v'Nnf oflGqs k]l6 / l3gL{x? ;'/Iff k|aGw o'Qm x'g'kg]{5 .

-^_ d'Vo pks/0fsf x/]s cnu v08x?df ;+s]t gDa/sf] n]an nufpg' kg{]5 . ;a}

Jofrsf pTkfbgdf k|of]u ePsf oGq pks/0fx? af/] v'nfpgsf nflu o:tf] gDa/ k|of]u

ul/g]5 . s'g} pks/0f Pp6} k|s[ltsf] cf}iflwdf dfq k|of]u ePsf] cj:yfdf eg] ckafbsf]

?kdf o:tf] gDa/ k|of]u gx'g klg ;Sg]5 .

-&_ pTkfbg / lgoGq0f sfo{sf nflu pko'Qm >]0fL / :t/sf t/fh' / cGo gfktf}nsf

pks/0fx? pknJw x'g'kg]{5 / To:tf ;fdu|Lx?sf] k"j{ lgwf{l/t cjlw leq gfktf}n k|df0fLs/0f

u/]sf] x'g'kg]{5 .

-*_ cf}iflwsf] u'0fdf gsf/fTds c;/ kfg{] u/L ;+rfngdf afwf jf b"if0f x'g glbg

pks/0fx?sf] pko'Qm cGt/fndf dd{t ;+ef/ ug]{ Joj:yf ldnfpg'kg]{5 .
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-(_ pks/0f;DaGwL clen]vdf pks/0fsf] dd{t / pkof]u ;DaGwL ljj/0fsf ;fy ;fy}

k|To]s pTkflbt ;fdu|Lsf] pTkfbg ldlt, ;do, gfd, :6«]Gy (strength) / Jofr jf n6 gDa/

;d]tsf] lnlvt clen]v /fVg'kg]{5 .

t/ Pp6f cf}iflwsf] nflu dfq k|of]u x'g] pks/0fsf] xsdf pTkfbg Jofrsf] clen]vdf

;dfj]z ug{ ;lsg]5 .

-!)_ ;+ej eP;Dd rf/}lt/af6 aGb x'g] pks/0f (closed equipment) k|of]u ug'{ kg]{5

. v'Nnf pks/0f k|of]u ePdf jf pks/0f v'Nnf ul/Pdf k|b'if0f sd ug{ ;fjwfgL ckgfpg'

kg]{5 .

-!!_ pTkfbg pks/0fx?nfO{ tflnsf agfO{ ;f] sf] cfwf/df k"0f{ ?kdf ;kmf ug'{kg]{5 .

-!@_ k|of]uzfnfsf d]lzg, pks/0f jf cf}hf/sf] k/LIf0f ;f]sf] k/LIf0f ljlw cg'?k

x'g'kg]{5 .

-!#_ pks/0fsf] 5gf}6 / k|of]u ubf{ w'g], ;/;kmfO{ ug]{, ;'Vvf /fVg] / pks/0fx?

b"if0fsf] >f]t gx'g] u/L ug'{kg]{5 .

-!$_ Pp6} pks/0fsf] k|of]u ul/ cnu cnu cf}iflw pTkfbg ug'{ k/]df k|lt b"if0f

lgoGq0f ug{ :jLs[t ;/;kmfO{ ljlw ckgfO{ ug{'] kg]{5 .

-!%_ ;+j]bgzLn pks/0f / ;xof]uL k|0ffnLx?sf] rfn' gS;f+sg Jojl:yt u/L

/fVg'kg]{5 .

-!^_ lju|]sf pks/0fnfO{ pTkfbg / u'0f lgoGq0f If]qaf6 x6fpg' kg]{5 . To:tf

pks/0fx? x6fpg ;Dej gePdf k|of]u x'gaf6 /f]Sgsf nflu lju|]sf pks/0f egL k|i6;+u

n]Vg'kg]{5 .

kl/R5]b–!%

;fdu|Lx? (MATERIALS)

#(= ;fdfGo Joj:yfM -!_ cf}iflw sf/vfgfsf] d"Vo p2]Zo ljleGg ;'?jftL / Kofs]lhË ;fdu|Lx?sf]

;+of]hgåf/f la/fdLsf] nflu tof/L cf}iflw pTkfbg ug{' xf] . o:tf ;fdu|Ldf z'?jftL ;fdu|L,

KoflsË ;fdu|L, UofF;, 3f]ns, k|zf]wg ;xfos (Process aids), l/Ph]G6;\ / n]jlnË ;fdu|Lx?

kb{5g\ .

-@_ /f]8]G6L;fO8\;, ls6gfzs ljiffbL, w'jfF agfP/ ls6f0f' gfz ug]{ kbfy{ -

Fumigating agents), 3if{0f sd u/fpg] kbfy{ / ;/;kmfO{sf ;fdu|Ln] pks/0f, z'?jftL ;fdu|L,
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Kofs]lhË ;fdu|L, pTkfbg/t k|s[ofdf /x]sf ;fdu|L jf tof/L cf}iflwnfO{ k|b"lift t'Nofpg lbg'

x'Fb}g .

-#_ :jf:Yo ;DaGwL vt/fnfO{ Go"lgs/0f ug{sf nflu ;+ej eP;Dd pk;+lxtf -@_

adf]lhdsf ;fdu|Lx? pko"Qm :t/ -Go'gtd vfB :t/_ sf] x'g'kg]{5 .

-$_ k|To]s ;fdu|L jf tof/L cf}iflwx? k|fKt x'gf;fy jf pTkfbg sfo{ ;dfKt x'gf;fy

k|of]u jf ljt/0fsf] lgldQ gk7fp+bf ;Dd ;+;u{ lgif]lwt u/L /fVg' kg]{5 .

-%_ { klxnf Dofb ;lsg] ;dfu|L jf cf}iflwnfO klxnf x6fpg]’ k4lt cjnDag u/L

cnu Jofr / df}Hbft x]/k]m/ Jojl:yt tj/af6 ug{ ;lsg] u/L pTkfbsn] :yfkgf u/]sf]

:yfgdf pko"Qm 9Ën] e08f/0f ug{' kg]{5 .

-^_ cf}iflw pTkfbgdf k|of]u ePsf] kfgL pkof]usf] nflu of]Uo x'g' kg]{5 .

$)= z'?jftL ;fdu|LM -!_ z'?jftL ;fdu|Lx? vl/b ug]{ sfo{df ;+nUg x'g] sd{rf/L cf}iflw / cfk"lt{

stf{sf] jf/]df ljz]if / ;Dk"0f{ 1fg ePsf] x'g' kg]{5 .

-@_ z'?jftL ;fdu|Lx? :jLs[lt k|fKt cfk"lt{stf{af6 dfq jf ;+ej eP;Dd pTkfbs;+u

;f]e}m vl/b ug{' kg]{5 .

-#_ ;Gb]xfTds / ;+s6u|:y cj:yfdf /x]sf z'?jftL ;fdu|Lsf] pTkfbg jf lgoGq0f

kIfsf] ;fy ;fy} o:tf ;fdu|Lsf] Joj:yfkg, n]jlnË / Kofs]lhË nufot bfjL lj/f]w ug]{

sfo{ljlwsf jf/]df pTkfbstf{ / cfk"lt{stf{ jLr x'g] s/f/df Joj:yf ug{ kg]{5 .

-$_ ;fdfgdf nfu]sf] Kofh]s jf l;n 5fk ;RrfO{ k"0f{ /x]sf] jf dfu, rnfgL kq /

cfk"lt{stf{sf] n]jn;+u ;+ultk"0f{ /x]sf] s'/f ;'lglZrt ug{sf nfuL sG6]g/sf] r]shfFr ug{'

kg]{5 .

-%_ rnfg ul/Psf dfn;fdfg dfu ul/P cg'?k 5g\ eGg] s'/f ;'lglZrt ug{sf nflu

;a} k|fKt ePsf ;fdu|Lx? r]shfFr ug{' kg]{5 .

-^_ z'?jftL ;fdu|Lsf] sG6]g/df tf]lsPsf] ;"rgf ;dfj]z u/L cfjZostfg';f/ sG6]g/

;kmf ug'{kg]{ jf n]jn nufpg'kg]{5 . sG6]g/df cltl/Qm n]jn nufPsf] cj:yfdf klg df}lns

;"rgfx? d]l6g' jf x/fpg' x'+b}g .

-&_ sG6]g/df ePsf] xfgL gf]S;fgL / ;fdu|Lsf] u'0fdf k|lts"n c;/ kfg{ ;Sg] cGo

s'g} ;d:ofsf] clen]v /fvL pBf]usf] u'0f:t/ lgoGq0f laefudf hfx]/ ug{' kg]{ / pTkfbsn]

;f] pk/ cfjZos cg';Gwfg ug{' kg]{5 .



38

-*_ s'g} rnfg laleGg Jofrx?af6 tof/ u/L k7fO{Psf] eP k|To]s JofrnfO{ gd"gf

;+sng k/LIf0f / k'ms'jfsf] b[li6sf]0fjf6 k[ys /x]sf] dfGg' kg]{5 .

-(_ e08f/0f If]qdf /x]sf z'?jftL ;fdu|Lx?df pko"Qm 9Ëjf6 n]jn nufpg' kg]{5 .

n]jndf sDtLdf klg b]xfPsf ;"rgf ;dfj]z x'g' kg]{5M–

-s_ cf}iflwsf] lglb{i6 gfd / k|f;+lus cfGtl/s ;+s]t sf]8,

-v_ ;fdfg 5'6\ofpgsf] nflu cfk"lt{stf{n] pknAw u/fPsf] Jofr gDa/ /

k|fKtL /l;b, pTkfbsn] pknAw u/fPsf] sG6«f]n Pj+ Jofr gDa/ s]xL eP

;f]sf] clen]v,

-u_ ;fdu|Lsf]] cj:yf -h:tf]M ;+;u{ lgif]wfj:yf, k/LIf0f, k"ms'jf ePsf],

cl:js[t, lkmtf{ ePsf], lkmtf{ ul/Psf]_

-3_ Dofb ;dfKt x'g] ldlt jf k'gMk/LIf0f ldlt k'li6s/0f ePsf],

-!)_ ;+lxtf -(_ df h'g;'s} s'/f n]lvPsf] ePtfklg sDo'6/fOH8 e08f/0f k|0ffnL k|of]u

ul/Psf] cj:yfdf eg] n]a'ndf ;f] ;+lxtfdf pNn]lvt ;j} ;"rgfx? v'nfpg cfjZos kg]{5}g .

-!!_ pBf]usf] u'0f:t/ lgoGq0f ljefuaf6 tf]lsPsf] JolQmn] dfq ljj/0f v'n]sf] n]jn

sDkgLsf] gfd / lrGx -nf]uf]_ z'?jftL ;fdu|Lx?df 6fF:g' kg]{5 . To:tf] n]jn ;fdfg

cfk"lt{stf{n] o:t} k|s[ltsf ;fdfgdf klxn] g} k|of]u ePsf] n]jn;+u e'mlSsg] k|s[lt jf

:jefjsf] x'g' x'+b}g . ;fdu|Lsf] x}l;ot kl/jt{g ePsf] cj:yfdf ljj/0fsf] n]jn klg tbg'?k

kl/jt{g ug{' kg]{5 .

-!@_ k|To]s sG6]g/df /x]sf z'?jftL ;fdu|Lsf] kl/df0f ;'lglZrt ug{sf] nflu pko"Qm

sfo{ljlw jf dfkb08 to ug{' kg]{5 . gd"gf lnOPsf yf]s ;fdu|L /x]sf sG6]g/x? klxrfg

of]Uo x'g' kg]{5 .

-!#_ u'0f lgoGq0f laefuaf6 k'ms'jf ul/Psf jf pkof]u ug{ jf j]r ljvg ug{ of]Uo

7xl/Psf z'?jftL ;fdu|L dfq pko"Qm ;dofjlw leq k|of]u ug{' kg]{5 .

-!$_ z'?jftL ;fdu|Lx? 7Ls t/Lsfn] ;kmf / n]jn nufO{Psf sG6]g/df gfktf}n u/L

/flvPsf 5g eGg] s'/f ;'lglZrt ug{sf] nflu lnlvt sfo{ljlwsf] ljsf; u/L ;f]sf] kfngf ub}{

lglZrt JolQmn] dfq ljt/0f ug{' kg]{5 . df}Hbft ?h' ug{ ;lsg] u/L df}Hbftsf] clen]v /fVg'

kg]{5 .

-!%_ k|To]s l8:k]G; ul/Psf] ;fdu|Lsf] tf}n / cfotg kl/df0f :jtGq k"j{s ?h' u/L

;f] sf] clen]v /fVg' kg]{5 .
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-!^_ k|To]s Jofrsf] tof/L pTkfbgsf] nflu ljtl/t ;fdu|Lx? ;+u} /fVg' kg]{5 / To;df

b]lvg] u/L n]jn nufpg' kg]{5 .

-!&_ tfkqmd / lr;f]kgfjf6 lau|g ;Sg] vfnsf z'?jftL ;fdu|Lx?nfO{ l;kmfl/z

ul/Psf] tfkqmd jf ;'Vvf jf lr;f] :yfgdf dfq e08f/0f ug{' kg]{5 .

$!= Kofs]lhË ;fdu|LM -!_ k|fylds jf d'lb|t Kofs]lhË ;fdu|Lx?nfO{ z'?jftL ;fdu|L h:t} u/L

vl/b, Joj:yfkg / lgoGq0f ug{' kg]{5 .

-@_ d'lb|t Kofs]lhË ;fdu|Lx?df cgflws[t JolQmsf] kxF'r x'g ;Sg] ;+efjgfnfO{

/f]Sgsf nflu To:tf ;fdu|L k|lt ljz]if Wofg lbO ;'/lIft t/Lsfn] e08f/0f ug{' kg]{5 . ;f]sf]

nflu ;+ej eP;Dd /f]n lkm8 n]ansf] k|of]u ug{' kg]{5 .

-#_ ld;fj6 x'gjf6 arfpgsf nflu 6'qmf ul/Psf] n]a'n / cGo v'Nnf d'lb|t ;fdu|Lx?

5'§} aGb sG6]g/x?df e08f/0f / 9'jfgL ug'{ kg]{5 . Kofs]lhË ;fdu|Lx? ;f] sfo{sf nflu

lhDa]jf/L kfPsf sd{rf/Ln] ;f] ;DaGwdf :jLs[t sfo{ljlw cjnDag u/L k|of]u ug]{ u/L hf/L

ug{' kg]{5 .

-$_ bflvnf x'g cfPsf k|To]s d'lb|t jf k|f/lDes Kofs]lhË ;fdu|Lsf] Jofrdf ljz]if

;+s]t gDa/ jf kl/rofTds lrGx nufpg' kg]{5 .

-%_ ldlt ;dfKt ePsf jf sfd gnfUg] k|f/+les Kofs]lhË ;fdu|L jf d'lb|t Kofs]lhË

;fdu|Lx? gi6 ug{' kg]{ / gi6 u/]sf] clen]v /fVg' kg]{5 .

-^_ pTkfbgdf k|of]udf cfpg] ;j} kbfy{ / Kofs]lhË ;fdu|Lx?sf] kl/df0f / klxrfg

Kofs]lhË lgb]{zg cg'?k eP jf gePsf] s'/f pBf]usf] Kofs]lhË laefun] To:tf ;fdu|L rnfgL

ug]{ a]nfdf r]s hfFr ug{' kg{]5 .

$@= cw{ k|zf]lwt / cfGtl/s cj:yfsf] pTkfbgM -!_ cw{ k|zf]lwt jf cfGtl/s cj:yfsf]

pTkfbgnfO{ pko"Qm cj:yfdf /fVg' kg]{5 .

-@_ cw{ k|zf]lwt jf cfGtl/s cj:yfsf] pTkfbg g} vl/b ul/Psf] ePdf z'?jftL

;fdu|L g} dfgL To:tf ;fdu|Lsf] Joj:yfkg ug'{ kg]{5 .

$#= tof/L cf}iflwM -!_ tof/L cf}iflwnfO{ clGtd ?kdf k'ms'jf gu?Gh]n;Dd ;+;u{ lgif]lwt If]qdf

/fVg' kg]{5, tTkZrft pTkfbsn] sfod u/]sf] cj:yfdf pkof]u of]Uo df}Hbftsf] ?kdf

e08f/0f ug{' kg]{5 .

-@_ :yflkt ljj/0f jf u'0f:t/sf cGo ;Da4 dfkb08 k"/f ug{ g;s]sf cf}iflwnfO{

cl:jsf/ ug{' kg]{5 .
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$$= cl:js[t, k'gM k|fKt, k'gM k|zf]wg / k'gM sfo{ ul/Psf ;fdu|LM -!_ cl:js[t ;fdu|L jf

pTkfbgdf ;f] Joxf]/f pNn]v u/L k|i6;+u lrGx nufpg' kg]{5 / lgif]lwt If]qdf cnUu} e08f/0f

ug{' kg]{5 .

-@_ pk;+lxtf -!_ adf]lhdsf ;fdu|L jf pTkfbg cfk"lt{ stf{nfO{ lkmtf{ ug{' kg]{5 jf

pko"Qm eP ;dodf g} k'gM k|zf]wg jf gi6 ug{' kg]{5 . h] h:tf] sf/jfxL ul/Psf] ePtfklg

;f] s'/f cflwsf/Ls sd{rf/Ljf6 k|dfl0ft u/fO{ ;f] sf] clen]v /fVg' kg]{5 .

-#_ cl:js[t kbfy{af6 kl5Nnf] pTkfbgsf] u'0fdf s'g} c;/ gkg]{ ePdf, lglb{i6 ljj/0f

k"/f ePdf / ;+efljt vt/fsf] d"NofÍg kZrft lglb{i6 / cflwsfl/s sfo{ljlw canDag

ul/Psf] ePdf dfq To:tf] kbfy{nfO{ ckjfbsf] ?kdf dfq k'gM sfo{ jf k'gM k|fKtL sfo{ ug{

;lsg]5 . o;/L k'gM sfo{ ul/Psf kbfy{df gofF Jofr gDa/ /fVg' kg]{5 .

-$_ pTkfbg sfo{sf] lglZrt r/0fdf cfjZos of]Uotf k"/f u/]sf] klxn]sf] Jofrsf] ;j}

jf s]xL efunfO{ ;f]xL kbfy{sf] Jofrdf k|rngdf Nofpg' k/]df ;f] ug{' k"j{ g} cflwsfl/stf

k|bfg ug{' kg]{5 .

-%_ u'0f lgoGq0fsf] nflu :jLs[t kl5sf] Jofrdf ;dfj]z ul/g] ;fdu|Lsf] ;Ldf lgwf{/0f

ug{' kg]{5 .

-^_ k|fKtL ug]{ sfo{ kbfy{sf] pkof]u ubf{ x'g ;Sg] vt/f nufotsf ;+efljt vtf/fsf]

d"NofÍg u/L lgwf{l/t sfo{ljlw cg'?k ug{' kg]{5 .

-&_ s'g} vt/f x'g ;Sg] sfo{ jf x]nrq\mofO{ ePsf] kfO{Pdf k'gM k|zf]wgsf] k4ltnfO{

ls6fgLsf ;fy cflwsf/Ltf k|bfg ug{'kg]{ / k"0f{ ?kdf n]va4 ug{' kg]{5 .

-*_ pBf]usf] u'0f lgoGq0f laefuaf6 ;dLIff geO{ jf :jLs[t k|fKt gu/L k'gM k|zf]wg

ug{ ;lsg] 5}g . k'gM ;+rfng ul/Psf / k'gM sfo{ ul/Psf tof/L cf}iflwx?nfO{ yk k/LIf0f ug{'

cfjZos kg]{ jf gkg]{ ;DaGwdf u'0f lgoGq0f ljefun] olsg ug'{ kg]{5 .

$%= lkmtf{ dufO{Psf cf}iflw ;DalGw Joa:yfM -!_ lkmtf{ NofOPsf cf}iflwsf] jf/]df tfls{s lg0f{o

gx'+bf ;Dd ltgLx?sf] klxrfg u/L ;'/lIft ?kn] 5'§} :yfgdf e08f/0f u/L /fVg' kg]{5 .

-@_ pk;+lxtf -!_ adf]lhd cf}iflwsf] kl/0flt jf/]df lg0f{o ubf{ oyf;+ej l56f] ug'{kg{]5 .

$^= lkmtf{ ePsf cf}iflw ;DalGw Joa:yfM -!_ ahf/af6 lkmtf{ ePsf cf}iflwsf] u'0f:t/ ;Gtf]ifhgs

gePdf To:tf cf}iflwnfO{ :jLs[t k|s[of adf]lhd gi6 ug{' kg]{5 .
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-@_ pBf]usf] u'0f:t/ lgoGq0f laefujf6 lnlvt sfo{ljlw cg';f/ ;'Id d"NofÍg u/]

kZrft dfq ahf/af6 lkmtf{ ePsf cf}iflwsf] k'gM laqmL jf k'gM n]jlnË jf a}slNks sf/jfxL

ug]{ ;DaGwdf larf/ ladz{ ug{ ;lsg]5 .

-#_ pk;+lxtf -@_ adf]lhd d"NofÍg ubf{ pTkfbgsf] k|s[lt, To:tf ;fdfgnfO{ e08f/0f

ug{ cfjZos kg]{ ljz]if cj:yf, ;fdfgsf] cj:yf / Oltxf; Pj+ hf/L ePkl5 Joltt ePsf]

;do h:tf kIfdf Wofgdf lbg' kg]{5 . u'0f:t/df s'g} z+sf nfu]df k'gM hf/L / k'gM k|of]usf]

nflu of]Uo dflgg] 5}g .

-$_ ahf/af6 lkmtf{ ePsf cf}iflw ;DaGwdf ul/Psf] s'g} klg sf/jfxLsf] clen]v

pko"Qm 9Ën] /fVg'kg]{5 .

$&= l/Ph]G6;\ / sNr/ ldl8ofM -!_ l/Ph]G6;\ / sNr/ ldl8of k|fKt ePsf] / tof/ u/]sf] clen]v

/fVg'k5{ .

-@_ k|of]uzfnfsf nflu egL tof/ ul/Psf l/h]G6;\ lnlvt k4lt cg';f/ agfO{ pko'Qm

9+un] n]jn ug'{k5{ / To:tf] n]jnn] sG;g6«];g, :6fG88{8fOh];g ˆofS6/, k|of]u cjlw, k'g

:6fG88{8fOh];gsf] ldlt / e08f/0f cj:yfsf] ;+s]t ug'{kg{]5 .

-#_ l/h]G6;\ tof/ ug]{] JolStn] n]jndf x:tfIf/ / ldlt pNn]v ug'{kg]{5 .

-$_ k|To]s k6s sNr/ ldl8ofsf] tof/L / k|of]u ubf{ To;sf] pko'Qmtf k|df0fLt ug{

;s/fTds / gs/fTds lgoGq0fx? k|of]u ug{'k5{ . ;s/fTds lgoGq0f k|of]u x'g] Ogf]s'ndsf]

cfsf/ ;]G;Ll6lel6sf nflu pko'Qm x'g'k5{ .

$*= :t/Lo ;Gbe{ /;fogM -!_ cflwsfl/s :t/Lo ;Gbe{ /;fog pknAw ePsf] cj:yfdf

k|fyldstfsf ;fy k|of]u ug'{] kg]{5 .

-@_ pko"Qm df]gf]u|fkmdf lglZrt ul/Psf] p2]Zosf lglDt dfq cflwsfl/s :t/Lo ;Gbe{

/;fog k|of]u ul/g]5 .

-#_ pTkfbsn] tof/ kf/]sf] ;Gbe{ /;fognfO{ cflwsfl/s :t/Lo ;Gbe{ /;fog cg'?k

g} k/LIf0f, ljt/0f / e08f/0f ug{' kg]{5 . o:tf] ;Gbe{ /;fog tf]lsPsf] JolQmsf] lhDdfdf

;'/lIft :yfgdf /fVg' kg]{5 .

-$_ ;Gbe{ /;fog ;'lglZrt ug{sf nfuL lglZrt ;dosf] cGt/fndf pko"Qm tj/n]

k/LIf0f / r]shfFr u/L rfn' :t/Lo ;Gbe{ /;fog (working standard) tof/ ul/g]5 .

-%_ :t/Lo ;Gbe{ /;fogdf sDtLdf klg b]xfPsf s'/fx? pNn]v u/L pko"Qm tj/n]

n]jn nufpg' kg{]5M–
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-s_ ;fdfu|Lsf] gfd,

-v_ Jofr jf n6 gDa/ / lgoGq0f gDa/,

-u_ tof/ ul/Psf] ldlt,

-3_ ;fdfu|L pkof]u ug{ ;lsg] ;dofjwL,

-ª_ kf]6]G;L,

-r_ e08f/0f cj:yf .

-^_ cfGtl/s ;Gbe{ /;fog (In-house reference standard) nufot ;a} :t/Lo ;Gbe{

/;fogx? pknAw x'Fbfs} avt cflwsfl/s :t/Lo ;Gbe{ /;fog;+u :t/ ldnfg ug'{ kg]{5 /

tTkZrft lglZrt ;dosf] cGt/fndf k'gM:t/ldnfg sfo{ ug{'kg]{5 .

-&_ ;j} :t/Lo ;Gbe{ /;fognfO{ ;fdu|Lsf u'0fdf cGoyf c;/ gkg]{ u/L lglb{i6

t/Lsfn] e08f/0f / k|of]u ug{' kg]{5 .

$(= kmf]x/ d}nfM -!_ lj;h{gsf] qmddf /x]sf ;fdu|LnfO{ pko"Qm / ;'/lIft tj/n] e08f/0f ug]{

aGbf]a:t ldnfpg' kg]{5 . ljiffbL / k|HHjngzLn kbfy{nfO{ pko"Qm t/Lsfn] tof/ ul/Psf] 5'§}

aGb b/fhdf e08f/0f ug{' kg]{5 .

-@_ kmf]x/ ;+sng ug]{ efF8]fdf (receptacles) kmf]x/ d}nf ;+sng u/L lglZrt ;dosf]

cGt/fndf ;'/lIft / ;kmf tj/n] gi6 ug{] Joj:yf ug{' kg{]5 .

kl/R5]b–!^

clen]lvs/0f

%)= ;fdfGo Joj:yfM -!_ pTkfbsn] cf}iflwsf] s'zn pTkfbg cEof;sf ;j} kIfx?sf] oyfy{

clen]v /fVg] pko'Qm Joj:yf ug{' kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf] clen]vaf6 b]xfosf ljifosf] hfgsf/L ;'lglZrt ul/Psf]

x'g' kg{]5M–

-s_ pTkfbg, u'0f:t/ lgoGq0fsf ;fdfu|L tyf ;a} ljlwsf] ljz]if ljj/0f /

k|s[ofx?nfO{ kl/eflift ul/Psf],

-v_ pTkfbg sfo{;+u ;DalGwt ;a} sd{rf/Ln] s] ug]{ / slxn] ug]{ eGg]s'/f

yfxf kfpg] s'/f ;'lglZrt ul/Psf],
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-u_ cflwsfl/s JolQmnfO{ cf}iflwsf Jofr ljlqmsf] lglDt km's'jf ug]{ jf gug]{

eGg] jf/]df cfjZos ;j} hfgsf/L ;xh} pknAwtf,

-3_ cg';Gwfg sfo{ cuf8L j9fpg cg'dlt k|bfg ug]{, k|df0f sfuh,

6]«l;laln6L, clen]v / n]vf k/LIf0f ljj/0f 5 eGg] s'/f,

-ª_ o;n] k|dfl0fs/0f k'g/fjnf]sg / ljZn]if0fsf] nfuL tYofÍ pknAw 5

eGg] s'/f .

-#_ sfuhftx? pTkfbg / ahf/ laqmL ljt/0f cg'dlt kq ;Da4 kIf cg's'n / ;fk]If

x'g] u/L xf]l;of/Lsf;fy tof/L, k'g/fjnf]sg / ljt/0f ug{'kg]{5 .

-$_ sfuhftx? lhDd]jf/ JolQmn] x:tfIf/ u/L ldlt ;d]t /fvL :jLs[t ug'{ kg]{5 .

cflwsfl/stf / :jLs[lt ljgf s'g} klg sfuhft kl/jt{g ul/g] 5}g .

-%_ sfuhftx?df sfuhftsf] lzif{s, k|s[lt / p2]Zo :ki6 pNn]v ePsf] x'g' kg{]5 /

s|da4 ?kdf hfFr ug{ ;xh x'g] u/L /fVg' kg]{5 .

-^_ ;Ssn sfuhftaf6 ljsf; ul/Psf gSsn sfuhft q'6L /lxt ;kmf / k9\g ;lsg]

x'g' kg]{5 .

-&_ sfuhftx?sf] lgoldt ?kdf k'g/fjnf]sg u/L kl5Nnf ljj/0fx? ;d]t cBfjlws

u/L /fVg' kg]{5 .

-*_ k'g/fjnf]sg eO{ gofF ;+:s/0f nfu" ePkl5 cl3Nnf sfuhft Pj+ clen]vx? vf;

;dofjlw ;Ddsf nfuL ;'/lIft /fVg' kg]{5 .

-(_ tYofÍ  k|lji6 u/fpg kg]{ s'g} sfuhft ePdf To:tf] tYofÍ :ki6, k9\g ;lsg] /

gp8\g] ?kdf pNn]v ug{' kg{]5 . o;/L tYofÍ k|lji6 u/fpgsf nflu sfuhftdf kof{Kt 7fpF

x'g' kg]{5 .

-!)_ sfuhftdf s'g} ;+zf]wg u/]sf] eP ;f]df b:tvtu/L ;+zf]wgsf] ldlt ;d]t

pNn]v ug'{ kg]{5 . ;+zf]lwt sfuhdf ;+zf]wg klxn]sf] Joxf]/f ;d]t k9\g ;Sg] u/L /fVg'

kg]{5 . cfjZostfg';f/ ;+zf]wg ug{'kgf{sf] sf/0fsf] clen]v /fVg' kg]{5 .

-!!_ sf/jfxL ubf{ cf}iflwhGo kbfy{sf] pTkfbg;+u ;DalGwt dxTjk"0f{ ls|ofsnfk k9\g

/ a'e\mg ;Sg] u/L k"0f{ ?kdf clen]v tof/ u/L /fVg' kg]{5 . tof/L cf}iflwsf] Dofb ;lsPsf]

sDtLdf Ps jif{ ;Dd clen]vnfO{ ;'/IfLt /fVg' kg]{5 .
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-!@_ tYofÍ tyf e08f/0fsf] clen]vnfO{ ljB'lto tYofÍ k|zf]wg k2lt jf kmf]6f]u|fkmLs

jf cGo e/kbf]{ ;fwgdf /fVg' kg]{5 .

-!#_ k|of]u ul/Psf] k|zf]wg k2lt;+u ;DalGwt d"n ;'q / lj:t[t sfo{ljlwx? pknAw

x'g'kg]{ / clen]vsf] cflwsf/Lstfsf] hfFr ug{' kg]{5 .

-!$_ ljB'lto tYofÍ k|zf]wg ljlwaf6 clen]lvs/0f ul/Psf] ePdf cflwsf/Ls JolQmn]

dfq sDKo"6/df tYofÍ k|lji6 ug{ jf x]/k]m/ ug{ ;Sg] Joj:yf ug{' kg{]5 .

-!%_ pk;+lxtf -!$_ adf]lhd kl/dfh{g ul/Psf] jf x6fO{Psf] s'/fsf] clen]v /fVg'

kg]{5 .

-!%_ ;'/Iff sf]8 jf cGo k|ljlwsf] k|of]u u/L clws[t JolQm afx]s c?n] clen]vdf

kx+'r gkfpg] u/L Joj:yf ug{' kg]{ / dxTjk"0f{ tYofÍsf] k|j]znfO{ :jtGqtfk"j{s hfFr ug'{

kg]{5 .

-!^_ ljB'lto dfWoddf e08f/0f ul/Psf] Jofrsf] clen]vnfO{ r'Dalso 6]ksf] Jofs

ck 6«fG;km/, dfOqmf]lkmNd, sfuhsf] 5kfO{ jf cGo pkfoåf/f ;+/If0f ug{' kg]{5 . ;+u|lxt ;a}

tYofÍ ;lhn};+u pknAw x'g] Joa:yf ldnfpg'kg]{5 .

%!= n]jn ;DaGwL Joj:yfM -!_ sG6]g/, pks/0f jf ejg kl/;/df k|of]u x'g] n]jn pBf]uaf6

lgwf{l/t 9fFrf cg's"n ;kmf / :ki6 x'g' kg]{5 .

-@_ n]jndf k|of]u ePsf zAbsf] cnfjf ;+;u{ lgif]lwt, :jLs[t, cl:js[t, ;kmf h:tf

n]jnsf] x}l;ot hgfpgsf] nflu /+usf] k|of]u ug{ ;d]t ;lsg]5 .

-#_ cf}ifwL btf{ ;+lxtffjnLdf Joj:yf eP jdf]lhd ;j} tof/L cf}iflwx?df n]jn

nufpg' kg]{5 .

-$_ :t/Lo ;Gbe{ /;fogsf] n]j'n jf ;+nUg sfuhftdf ;fdy{ (potency), jf kbfy{df

/x]sf] tTjsf] dfqf (concentration), pTkfbg ldlt, Dofb ;lsg] ldlt, k|yd k6s lasf]{ vf]n]sf]

ldlt, e08f/0f cj:yf / lgoGq0f ;+Vof h:tf cfjZos s'/fx? pNn]v x'g' kg]{5 .

%@= dfgs ljj/0f / k/LIf0f sfo{ljlwM -!_ sfuhftdf pNn]v ul/Psf] k/LIf0f sfo{ljlwnfO{ lgoldt

k/LIf0fsf s|ddf cjnDag ug{' eGbf klxnf pknAw ;'lawf / pks/0fsf] ;Gbe{df k'li6s/0f

ePsf] x'g' kg]{5 .

-@_ z'?jftL jf Kofs]lhÍ ;fdu|L, tof/L cf}iflwsf] klxrfg, z'4tf / u'0f k/LIf0fsf]

nflu cflw/Lstf / ldlt ;d]t pNn]v ePsf] ljj/0f /fVg' kg]{5 .
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-#_ pk;+lxtf -@_ adf]lhdsf s'/fx? cfjZostfg';f/ cw{ k|zf]lwt Pj+ cw{tof/L

pTkfbgdf ;d]t v'nfpg' kg]{5 . pTkfbgdf k|of]u ePsf] kfgL, l/Ph]G6;\/ 3f]ns -cDn / ;f/_

h:tf ljz]if ljj/0f ;d]t ;dfj]z ug{' kg]{5 .

-$_ k|To]s dfgs ljj/0f u'0f:t/ lgoGq0f zfvf, u'0f:t/ cfZjfzg zfvf jf b:tfj]h

s]Gb|jf6 :jLs[t ul/Psf], b:tvt ul/Psf], ldlt pNn]v ePsf] / Jojl:yt u/]sf] x'g'k5{ .

-%_ dfGotf k|fKt u|Gy (Pharmacopoeia) sf] rfn' ;+:s/0f;+u cg's"n t'Nofpgsf nflu

dfgs ljj/0fnfO{ cfjlws kl/dfh{g ug{' kg]{]5 .

-^_ cfjZos u|Gyx?, :t/Lo ;Gbe{ /;fog, ;Gbe{ :k]S6«f -Spectra) / cGo ;Gbe{

;fdfu|Lx? u'0f:t/ lgoGq0f k|of]uzfnfdf pknAw x'g' kg]{5 .

%#= z'?jftL] / Kofs]lhÍ ;fdfu|Lsf] dfgs ljj/0fM -!_ z'?jftL, k|f/lDes / 5kfO{Psf (printed)

Kofs]lhÍ, ;fdu|Ldf b]xfo jdf]lhdsf ljj/0fx? v'nfpg' kg]{5 M–

-s_ ljz]if gfd -pknAw ePdf cfO{=Pg=Pg=_ / cfGtl/s sf]8,

-v_ kmdf{sf]lkPn df]gf]u|fkm ePdf ;f] sf] ;Gbe{,

-u_ :jLs[t ;Ldf leqsf kl/df0ffTds cfjZostf,

-@_ pk;+lxtf -!_ adf]lhdsf] ljj/0fsf] cltl/Qm dfgs ljj/0fdf b]xfosf] ljj/0f

;d]t yk ug{ ;lsg]5M–

-s_ ;fdfu|Lsf cfk"lt{stf{ / pTkfbs,

-v_ 5kfO{Psf ;fdu|Lsf] gd"gf,

-u_ gd"gf ;+sng / k/LIf0fsf nfuL jf pTkfbssf] nflu lgb]{zg,

-3_ e08f/0fsf] cj:yf / ;fjwfgL,

-ª_ k'gMk/LIf0f ug{' clwsf] clwstd ;dfjwL .

-#_ Kofs]lhÍ ;fdfu|Lx? ljz]if ljj/0f cg'?k x'g' kg]{5 / ;fdfu|L / cf}iflwhGo kbfy{df

/x]sf] tTjdf tfnd]n x'g' kg]{5 .

-$_ ;fdu|Lx? dfgs ljj/0f cg'?k /x]sf] jf g/x]sf] jf s'g} vf]6 /x] g/x]sf] eGg]

;DaGwdf / tfbfTdtf (identity marking) /x]sf] jf g/x]sf] eGg] s'/fsf] r]shfFr ug{'kg]{5 .

-%_ z'?jftLsf k|To]s ;fdfu|L l6sfp of]Uo t'Nofpgsf] nflu k'gMk/LIf0f (re-

assaying) sf jf/] j0f{g ug]{ sfuhftx?df o;sf] qmldstfsf jf/] pNn]v ug{' kg]{5 .
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%$= cw{ k|zf]lwt / cw{ tof/L pTkfbgsf] nflu dfgs ljj/0fM -!_ cw{ k|zf]lwt / cw{tof/L

pTkfbg jf tof/L cf}iflwsf] dfgs ljj/0f ;'ne ?kdf pknAw x'g' kg]{5 .

-@_ pk;+lxtf -!_ adf]lhdsf] dfgs ljj/0f z'?jftL ;fdu|L jf tof/L cf}iflw;+u

ldNbf]h'Nbf] x'g' kg]{5 .

%%= tof/L cf}iflwsf] dfgs ljj/0fM tof/L cf}iflwsf] dfgs ljj/0fdf b]xfosf s'/f ;dfj]z x'g'

kg]{5M–

-s_ ;Gbe{ cg';f/ kbfy{sf] k|:tfljt gfd / sf]8 ;+s]t,

-v_ ;lqmo kbfy{ -cjoj_ sf] k|:tfljt gfd -;+ej eP;Dd cfO{=Pg=Pg= df_

-u_ z'q jf z'qsf] ;Gbe{,

-3_ cf}iflw agfj6sf] ljj/0f / Kofs]hsf] lj:t[t ljj/0f,

-ª_ gd"gf ;+sng / k/LIf0fsf] nflu lgb]{zg jf lglb{i6 sfo{ljlw,

-r_ :jLs[t ;Ldf leqsf u'0ffTds / kl/df0ffTds cfjZostf,

-5_ pknAw eP;Dd e08f/0fsf] cj:yf / ;fjwfgL,

-h_ k|of]u ug{ ;lsg] ;dofjwL .

%^= d"n z'qM -!_ pTkfbg x'g] k|To]s cf}iflw / Jofrdf cf}krfl/s ?kdf lglb{i6 ul/Psf] d'n z'q

pknAw x'g' kg]{5M–

-@_ d"n ;'qdf b]xfPsf s'/f ;dfj]z x'g' kg]{5M–

-s_ dfgs ljj/0f;+u ;DalGwt /]km/]G; sf]8 gDa/ ;d]t pNn]v ePsf] cf}iflwsf]

gfd,

-v_ dfqfsf] cg'kftsf] ljj/0f, cf}iflwsf] ;fdYo{ / Jofr ;fOh,

-u_ lgwf{l/t gfd tyf ;fdfu|Ll;t ;DjlGwt vf; :t/ ;Gbe{ -k|zf]wg ubf{ x/fP/

hfg] s'g} tTj eP ;f] sf] pNn]v_ ;lxt j0f{g ul/Psf k|of]u x'g] ;a} z'?jftL

;fdfu|Lx?sf] ln:6 -;+ejeP eP INN gfd ;d]t_,

-3_ :jLs[t ;Ldf leqsf] ck]lIft pTkfbgsf] ljj/0f / pknAw eP;Ddsf ;fGble{s

cw{ k|zf]lwt pTkfbgx?,

-ª_ cf}iflw pTkfbg sfo{ x'g] :yfgsf] ljj/0f / ToxfF k|of]u ul/g] dxTjk"0f{

pks/0fx?,
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-r_ ;/;kmfO{ -vf;u/L csf]{ cf}iflw pTkfbg ug'{kg]{ cj:yfdf_ ug{, P;]lDalnË ug{,

gfk tf}n k|df0fLs/0f ug{, lhjf0f' gi6 ug{ / pkof]u ug{ pTkfbg jf k|of]u

ug{sf nfuL k|of]u ul/g] k4lt jf ;f] ;+u ;fGble{s ljz]if pks/0f,

-5_ ;fdu|Lsf] hfFrj'em, k"j{jlt{ pkrf/ (pretreatment), yk ul/Psf

;fdu|Lsf] l;nl;nf, ld;fpg] ;do, tfkqmd h:tf ;fdfg pTkfbg;+u

;DalGwt r/0fj4 lj:t[t lgb]{zg,

-h_ pTkfbg/t k|lqmof lgoGq0fsf] l;nl;nfdf lbOPsf lgb]{zgx?,

-em_ efF8f, n]jlnË / e08f/0fsf] ljz]if cj:yf nufot cf}iflwsf] e08f/0fsf]

nfuL cfjZos kg]{ s'/fx?,

-`_ ljz]if ;fjwfgL ckgfpg' kg]{ s'g} s'/f eP ;f] Joxf]/f .

%&= Kofs]lhÍsf] nflu lgb]{zgM -!_ k|To]s pTkfbg, Kofs]lhÍsf] cfsf/ / o;sf lsl;dsf] nfuL

cf}krfl/s ?kdf lglb{i6 ul/Psf Kofs]lhÍ lgb]{zgx? ljBdfg x'g' kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf] Kofs]lhÍ lbg]{zgdf ;fdfGotof b]xfPsf s'/fx? v'nfpg'

kg{]5M–

-s_ cf}iflwsf] gfd,

-v_ cf}iflwsf] dfqfsf] ljj/0f, ;fdYo{ / pknAw eP ;Dd ;]jg ug]{ ljlw,

-u_ clGtd sG6]g/df pNn]lvt cf}iflwsf] ;+Vof, tf}n jf cfotgsf] Kofs]lhª ;fOh,

-3_ k|dfl0ft Jofr ;fOhsf] kl/df0f, cfsf/ lsl;d;+u ;DalGwt ;a} ljz]if

ljj/0f, ;+s]t ;+Vof (reference standard) ;lxtsf] k|To]s Kofs]lhª ;fdfu|Lsf]

sf]8 jf ;"rL,

-ª_ cfjZostfg';f/ 5kfO{Psf ;Da4 Kofs]lhª ;fdu|L / gd'gfsf] b[i6fGt jf

k'g{pTkfbgdf Jofr gDa/ / Dofb ;dfKt x'g] ldlt pNn]v ul/Psf],

-r_ Kofs]lhË ug'{ eGbf klxnf / ;f] eGbf kl5sf sfd sf/afxLx? ;kmf 9+uaf6

ul/Psf 5g\ eGg] s'/f ;'lglZrt ug{sf nflu Kofs]lhË If]q / ofs]lhË

pks/0fx?sf] hfFr ubf{ ljz]if ;fjwfgL ckgfpg' kg]{5,

-5_ Kofs]lhËsf] ;fy;fy} k|of]u ul/Psf s'g} dxTjk"0f{ sfd sf/jfxLx? /

pks/0fsf] ljj/0f,
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-h_ pTkfbg/t k|lqmofsf] lgoGq0f ug]{ a]nfdf cjnDag ul/Psf gd"gf ;+sng /

:jLsfo{ ;Ldfsf] bfo/f;+u ;DalGwt ljj/0f .

%*= Jofr k|zf]wgsf] clen]vM -!_ k|zf]wg ul/Psf k|To]s Jofrsf] clen]v /fVg' kg]{5 .

-@_ pk;+lxtf -!_ adf]lhdsf] clen]v tTsfn :jLs[t ePsf] ljj/0fsf k|f;+lus

kIfx?df cfwfl/t x'g' kg]{5 .

-#_ pk;+lxtf -!_ adf]lhdsf] clen]v tof/ ug]{ tl/sf uNtL x'g g;Sg] u/L to ug'{

kg]{5 . o;sf nflu gSsn ptf/ ug]{ jf k|dfl0ft sDKo"6/ sfo{qmdx? k|of]u ug{ ;lsg]5 /

:jLs[t sfuhftaf6 ptf/ ug]{ sfo{nfO{ lgif]w ug'{kg]{5 .

-#_ s'g} klg k|zf]wg z'? ug'{eGbf klxnf pks/0f / sfo{:yn, o; cl3 k|of]u ePsf

cf}iflw, sfuhft jf ;fdu|Lx? ;kmf ;'U3/ eP jf gePsf] af/]df hfFr ug'{kg]{5 .

-$_ pks/0fx? ;kmf / k|of]u ug{ of]Uo x'g' kg{]5 .

-%_ o; ;+lxtf adf]lhd ul/Psf] hfFrsf] clen]v /fVg' kg]{5 .

-^_ k|zf]wgsf] ;dodf ul/Psf x/]s sfd sf/afxLsf] clen]v sf/afxL k"/f ePkl5

k|zf]wgsf] nflu lhDd]jf/ JolQmsf] b:tvtaf6 k|dfl0ft u/fO{ ldlt ;d]t pNn]v u/L b]xfo

adf]lhdsf] ljj/0f v'nfO{ /fVg' kg]{5M–

-s_ cf}iflwsf] gfd,

-v_ pTkfbgsf] Jofr gDa/,

-u_ pTkfbg z'? ePsf], dxTjk"0f{ cw{ k|zf]lwt r/0fx? / pTkfbg sfo{ k"/f

ePsf]  ldlt / ;do,

-3_ pTkfbg sfo{sf x/]s r/0fsf nflu lhDd]jf/ JolQmsf] gfd,

-ª_ pTkfbg sfo{sf dxTjk"0f{ r/0fdf ;+nUg kl/rfns jf To:tf x/]s

lqmofsnfkx?sf] r]s hfFr ug]{ JolQmsf] b:tvt -pbfx/0fsf] nflu gfk

tf}n_,

-r_ jf:tljs ?kdf tf}n ul/Psf] x/]s z'?jftL ;fdfu|Lx?sf] Jofr ;+Vof jf

ljZn]if0ffTds lgoGq0f ;+Vof -Jofr ;+Vof k'gM k|KtL jf k'gM k|zf]wg

u/fOPsf ;fdfu|L yk ul/Psf] dfqf ;d]t_,

-5_ ;Da4 k|s[ofut sfo{ jf kl/36gf / pkof]u ul/Psf] d'Vo pks/0f,
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-h_ pTkfbg/t k|s[of lgoGq0f sfo{ u/]sf], To:tf sfo{x? ug]{ JolQmsf]

5f]6s/L b:tvt / k|fKt glhtf,

-em_ pTkfbg x'g] ;fdfu|Lsf] ck]lIft kl/df0fdf b]lvPsf] dxTjk"0f{ kl/jt{gsf

;DaGwdf ul/Psf] l6Kk0fL jf JofVof ;lxt km/s km/s / k|f;+lus

r/0fx?df pTkfbg ePsf] cf}iflwsf] dfqf,

-`_ d"n ;'qdf s'g} km]/abn ePsf] eP ;f] ;DaGwdf ul/Psf] cflwsf/Ls

b:tvt nufot ljz]if ;d:ofx?sf af/]df lj:t[t l6Kk0fL .

%(= Jofr Kofs]lhËsf] clen]vM -!_ x/]s Jofr / k|zf]lwt cf+lzs Jofrsf] Jofr Kofs]lhË clen]v

/fVg' kg]{5 .

-@_ pk;+lxtf -!_ adf]lhdsf] clen]v :jLs[t Kofs]lhË lgb]{zgsf] ;fGb{les v08df

cfwfl/t x'g' kg]{5 / o:tf] clen]v tof/ ug]{ k4ltsf] tl/sf q'l6 gx'g] u/L to ug'{ kg]{5 .

-#_ gSsn ptf/ ug]{ jf sDKo"6/ sfo{qmdnfO{ k|dfl0fs/0f ug]{ sfo{ ug{ ;lsg]5 t/

:jLs[t sfuhftaf6 ptf/ (transcribing) ug]{ kfO{g] 5}g .

-$_ s'g} klg Kofs]lhË sfo{ z'? ug'{eGbf cuf8L of]hgfa4 Kofs]lhË sfo{sf] nflu

cfjZos gkg]{ klxn]sf pTkfbg, sfuhft jf ;fdfu|Lx? x6fO{ pks/0f / sfo{:yn ;kmf

/flvPsf] 5 jf 5}g eGg] s'/fsf] hfFr ug'{kg]{5 .

-%_ pks/0fx? ;kmf / k|of]u ug{ of]Uo x'g' kg]{5 .

-^_ pk;+lxtf -$_ adf]lhd ul/Psf] hfFrsf] clen]v /fVg' kg]{5 .

-&_ k|To]s sfd sf/afxL;+u ;DalGwt b]xfosf ljj/0f ;lxt clen]v /fVg' kg]{5 /

b:tvt jf ljB'tLo uf]Ko zJb ;+s]tsf dfWodaf6 lhDd]jf/ JolQm / ;dosf] :ki6 klxrfg

ug{ kg]{5M–

-s_ Kofs ul/g] cw{ tof/L cf}iflwsf] gfd, Jofr gDa/ / kl/df0fsf ;fy

;fy} k|fKt x'g] tof/L cf}iflwsf] Jofr gDa/, kl/df0fsf tof/L cf}iflwsf]

lgof]lht Jofr g+a/ / kl/df0f, k|fKt ePsf] vf; kl/df0f / ldnfg
(Reconcilation),

-v_ Kofs]lhË sfo{ ;DkGg ePsf] ldlt / ;do,

-u_ Kofs]lhË sfo{ ;Dkfbg ug]{ lhDd]jf/ JolQmsf] gfd,

-3_ ljleGg dxTjk"0f{ r/0fx?df ;+nUg ePsf kl/rfnssf] ;+lIfKt b:tvt,
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-ª_ Kofs]lhË lgb]{zgsf] klxrfg / k'li6sf] ;fy} ;fdfg pTkfbgsf] qmddf

cjnDag ul/Psf] lgoGq0fsf] kl/df0f -glthf_ hfFr ul/Psf],

-r_ cjnDag ul/Psf Kofs]lhË sfo{sf] lj:t[t ljj/0f nufot ;+rflnt

pks/0f / Kofs]lhË nfO{gx?sf] ;fGb{e ;fy;fy} cfjZostf cg';f/

pTkfbgnfO{ KofslhË ug{ /f]s]sf]df lbO{Psf lgb]{zg jf e08f/0f sIfdf

KoflsË gul/ /flvPsf lkmtf{ NofO{Psf pTkfbgsf] ljj/0f,

-5_ ;+Dej eP;Dd k|of]udf cfPsf 5fk nfu]sf Kofs]lhË ;fdfu|Lsf]

gd"gfsf] ;fy} cfjZostf cg';f/ :jLs[lt k|fKt 5fksf] gd"gf, Jofr

gDa/, Dofb ;dfKtL ldlt / cltl/Qm 5fksf] lgoldt r]shfFr,

-h_ Kofs]lhË lgb]{zg eGbf cnu x'g] u/L km]/abn ePsf]df :ki6 l6Kk0fL

;lxt cflwsf/Ls JolQmsf] :jLs[lt,

-em_ 5fk nfu]sf ;j} Kofs]lhË ;fdfu|L / hf/L ul/Psf, k|of]u ul/Psf, gi6

ul/Psf jf e08f/0f ug{sf nflu lkmtf{ k7fO{Psf / oyf]lrt ?kdf

ldnfg ug{sf nflu cg'dlt k|fKt ePsf ;fdfu|Lsf] kl/df0f / ;+s]t jf

klxrfg gDa/ .

^)= :t/Lo ;+rfng k|lqmof tyf clen]v ;DaGwL Joj:yfM -!_ b]xfosf ljifo ;DaGwL :t/Lo

;+rfng k|lqmof / sfo{sf] jf cfjZos ePdf lgisif{df k'luPsf s'/fx?sf]] clen]v pknJw

x'g'kg]{5M–

-s_ pks/0f h8fg / k'li6s/0f,

-v_ ljZn]if0fsf oGq pks/0f / gfktf}n k|df0fLs/0f,

-u_ dd{t ;Def/, ;/;kmfO{ / :jR5tf,

-3_ of]Uotf, tfnLd, nQfsk8f / ;/;kmfO{ nufotsf JolQmut s'/fx?,

-ª_ jftfj/0fLo cg'udg,

-r_ ls6 (pest) lgoGq0f,

-5_ ph'/L,

-h_ lkmtf{ ul/Psf cf}iflw, -recalls_

-em_ lkmtf{ ePsf] cf}iflw (returns)
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-@_ k|fKt x'g] k|To]s z'?jftL ;fdu|L Pj+ k|f/lDes / 5fkfO{Psf Kofs]lhË ;fdu|L a'em]sf]

e/kfO{df b]xfosf] ljj/0f v'nfO{ clen]v /fVg'kg]{5M–

-s_ k7fPsf] ;fdfg / ;fdfg af]Sg] sG6]g/sf] gfd,

-v_ v08 -s_ eGbf km/s ePdf ;fdfu|Lsf] cfGtl/s gfd (inhouse name) jf sf]8,

-u_ ;fdfg k|fKt ePsf] ldlt,

-3_ cfk"lt{stf{sf] gfd / ;Dej ePdf pTkfbssf] gfd,

-ª_ pTkfbgsf] Jofr gDa/ / ;+s]t gDa/,

-r_ kl/df0fsf] s"n dfqf / k|fKt ul/Psf sG6]/g/sf] ;+Vof,

-5_ ;fdfg k|fKt eP kZrft lbOPsf] Jofr gDa/,

-h_ s'g} ;fGb{les l6Kk0fL -h:tf] M sG6]g/sf] ef}lts cj:yf_

-#_ z'?jftL ;fdfu|L, Kofs]lhË ;fdfu|L / cGo ;fdfu|Lx?nfO{ pko'Qm ta/af6 cfGtl/s

?kdf n]jlnË ug{, ;+;u{ lgif]lwt ug{ / e08f/0f ug{sf nflu :t/Lo ;~rfng k|lqmof tof/ ug'{

kg]{5 .

-$_ oGq / pks/0fsf] k|of]u, gfktf}n k|df0fLs/0f, ;/;kmfO{, dd{t ;+ef/ h:tf x/]s

oGq, pks/0f jf ;f] sf] k"hf{sf] :t/Lo ;~rfng k|lqmof tof/ ug'{kg]{5 / pks/0fx? ;+u

;lGgs6 /xg] u/L /fVg' kg]{5 .

-%_ gd"gf ;+sng ug]{ JolQm ls6fg ug{] u/L gd"gf ;+sngsf nflu :t/Lo ;~rfng

k|0ffnL tof/ ug'{ kg]{5 .

-^_ gd"gf ;+sngdf b]xfosf s'/f ;dfj]z ug'{kg]{5 M–

-s_ gd"gf ;+sng ljlw / of]hgf,

-v_ k|of]u ul/g] pks/0f,

-u_ ;fdfu|Ldf b"if0f x6fpg cjnDag ul/Psf] ;fjwfgL jf o;sf] u'0fdf

cfPsf] x|f;,

-3_ ;+sng ul/Psf] gd"gfsf] kl/df0f,

-ª_ ;+slnt gd"gfsf] v08Ls/0f ug'{ k/]df ;f] sf] nflu cfjZos lgb]{zgx?,

-r_ k|of]u ul/Psf sG6]g/sf] cfsf/ jf lhjf0f' /lxt gd"gf / n]jlnËsf]

lsl;d,
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-5_ vf;u/L lgd{lns[t jf xfgLsf/s ;fdu|Lsf] gd"gf ;Ísngsf] qmddf

cjnDag ul/Psf] ljz]if ;fjwfgL .

-&_ cw{ k|zf]lwt, cw{ tof/L jf tof/L cf}iflwsf k|To]s Jofrx? ljz]if Jofr gDa/sf

dfWodaf6 klxrfg ug]{ p2]Zon] Jofr gDal/ª k|0ffnLnfO{ JofVof ug{sf lgldQ :t/Lo

;~rfng k|0ffnL tof/ ug'{ kg]{5 .

-*_ k|zf]wg / Kofs]lhËsf] r/0fdf cjnDag ul/Psf Jofr gDal/Ë k|0ffnL ;DaGwL

dfgs ;+rfng lgb]{lzsfx? Ps cfk;df ;DalGwt x'g'kg]{5 .

-(_ Jofr gDa/ ;DaGwL :t/Lo ;~rfng k|0fnLn]] Pp6} Jofr gDa/ bf]xf]¥ofP/ k|of]u

gul/g] s'/f ;'lglZrt ug'{kg]{5 / of] Joj:yf k'gM k|zf]wg sfo{sf ;Gb{edf ;d]t nfu" x'g]5 .

-!)_ Jofr gDa/ lbPsf] s'/fsf] clen]v tTsfn} nua'sdf /fVg' kg]{5 / o:tf]

clen]vdf sDtLdf klg Jofr gDa/ afF8kmf8sf] ldlt, pTkfbgsf] klxrfg / Jofrsf] cfsf/

h:tf s'/f ljifo ;dfj]z ug'{ kg]{5 .

-!!_ pTkfbgsf ljleGg r/0fx?df k/LIf0f ul/Psf ;fdfu|Lx? k|of]u ubf{ cjnDag

ul/Psf] k4lt / pks/0fx? af/] a0f{g ul/Psf] lnlvt sfo{ljlw tof/ ug'{ kg]{5 / k/LIf0f

;DkGg ul/Psf] s'/fsf] clen]v /fVg' kg]{5 .

-!@_ ljZn]if0f ul/Psf] clen]vdf sDtLdf klg b]xfosf tYof+sx? ;dfj]z x'g' kg]{5 M–

-s_ ;fdu|L jf cf}iflwsf] gfd / pko'Qmtfg';f/ o;sf] agfj6,

-v_ Jofr gDa/ / pko'Qmtfg';f/ pTkfbs / cfk"lt{stf{sf] gfd,

-u_ :t/ / k/LIf0f sfo{ljlw;+u ;DalGwt ;Gb{ex?,

-3_ k/LIf0fsf] glthf, nufot cjnf]sg (observation) / u0fgf (calculation)

Pj+ :t/sf] ;Gb{ex?,

-ª_ k/LIf0fsf] ldlt / ;Gbe{sf] ;+Vof,

-r_ k/LIf0f sfo{ ;DkGg ug]{ JolQmsf] 5f]6s/L b:tvt,

-5_ k/LIf0f / lx;fa u/]sf] ldlt / ;f] sfo{ k|dfl0ft ug]{ JolQmsf] 5f]6s/L

b:tvt,

-h_ ;fdfg k'ms'jf jf cl:jsf/ -jf cGo s'g} lg0f{o_ ul/Psf] laifosf] :ki6

syg / tf]lsPsf] lhDd]jf/ JolQmsf] x:tfIf/ / ldlt .
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-!#_ ;fdfu|L / pTkfbgx? k'ms'jf jf cl:jsf/ ug]{ ;DaGwL lnlvt sfo{ljlw x'g' kg]{5,

vf;u/L cflwsf/Ls JolQmaf6 tof/L cf}iflwx? ljlqmsf] nflu k'ms'jf ePsf] x'g'kg]{5 .

-!$_ cfjZostfg';f/ Jofr lkmtf{ ug]{ sfo{nfO{ ;/n t'Nofpg] u/L x/]s Jofrsf

pTkfbgx? ljt/0f ubf{ ;f] sf] clen]v /fVg' kg]{5 . ljt/0fsf] clen]vdf pTkfbsaf6 tof/L

cf}iflw ljt/0f ug]{ sfo{ ;dfj]z x'G5 . yf]s ljqm]tf jf :6ls:6 (stockist) af6 x'g] ljt/0f

;d]t klxrfg ug{ ldNg] x'g'k5{ .

-!%_ d'Vo / ljz]if (critical) pks/0fsf] k'li6s/0f, u'0f k|dfl0fs/0f, dd{t ;+ef/,

;/;kmfO{ jf dd{t sfo{sf] clen]v /fVg' kg]{5 .

-!^_ d'Vo / ljz]if pks/0fsf] k|of]u / pTkflbt ;fdfu|Lx? k|zf]wg ul/Psf] If]qsf]

clen]v qmdfg';f/ pko'Qm ta/af6 /fVg' kg]{5 .

-!&_ pTkfbsn] ;/;kmfO{ / ;'4tfsf] lhDd]jf/L tf]Sg], ;/;kmfO{sf] tfnLsf, k4lt /

;/;kmfO{df k|of]u x'g] pks/0f / ;fdfu|L tyf ;/;kmfO{ ul/g] pks/0f / ;/;'ljwf ;DaGwdf

lj:t[t / kof{Kt ?kdf k|sfz kfl/Psf] lnlvt sfo{ljlw tof/ ug'{ kg]{5 . o:tf] lnlvt

sfo{ljlwsf] cg';/0f ug'{kg]{5 .

-!*_ pTkfbsn] ls6 lgoGq0f (pest control) ug]{ sfo{ljlw tof/ ug'{kg]{5 . o:tf]

sfo{ljlwdf ls6 lgoGq0fsf] If]q / lj:t[t ljj/0f, lgoGq0fsf] k4lt, pks/0f / k|of]u ul/g]

ls6gfzs, ls6 lgoGq0fsf nflu cjnDag ul/Psf ;fjwfgLsf pkfox? / o; sfo{df ;+nUg

JolQm jf lgsfosf af/]df pNn]v x'g' kg]{5 . ls6 lgoGq0f sfo{sf] clen]v /fVg' kg]{5 .

-!(_ s'g} vf; If]qsf xfjfhGo s0fx? -Airborne particles) / ;'Idlhjf0f'sf] cg'udg

ug{sf nflu sfo{ljlw tof/ ug'{kg]{5 . o:tf] sfo{ljlwdf cg'udg k4lt, cg'udg ul/g] If]q,

;ts{tf / sf/afxLsf] :t/sf] dfqf h:tf laifox? ;dfj]z ug'{ kg]{5 . cg'udgaf6 k|fKt

glhtfsf] clen]v /fVg' kg]{5 .

-@)_ pTkfbg;+u ;DalGwt ph'/Lsf] Joj:yfkg ug{ / cf}iflwsf] gsf/fTds k|efj

(ADR) af/]df a0f{g ug{ sfo{ljlw tof/ ug'{ kg]{5 . To:tf] sfo{ljlwdf pTkfbs;+u ;DalGwt

ph'/L / gsf/fTds k|efjsf] kl/efiff, ph'/L jf k|lta]bgsf] lsl;d, ph'/L Joj:yfkgsf] k4lt

/ ph'/L jf k|lta]bgsf] d"Nof+sg h:tf laifo ;dfj]z ug'{ kg]{5 .

-@!_ pTkfbg;+u ;DalGwt ph'/L / cjflG5t cf}iflwhlgt k|lts[of ;DaGwL k|lta]bgdf

b]xfosf tYofÍ ;dfj]z ug'{kg]{5 M–

-s_ pTkfbgsf] gfd / Jofr gDa/,
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-v_ ph'/L jf k|lta]bgsf] lsl;d,

-u_ ph'/L jf k|lta]bgsf] >f]t,

-3_ ph'/Lsf] gd"gf jf k|ltj]bg ul/Psf] pTkfbg,

-ª_ ph'/L jf k|lta]bgsf] ;f/f+z,

-r_ cg';Gwfgsf] glthf,

-5_ ph'/L jf k|lta]bgsf] d"Nof+sg,

-h_ ph'/L jf k|lta]bg k|ltsf] k|ltlqmof / To; pk/ ul/Psf] k[i7kf]if0f .

-@@_ pTkfbsn] lkmtf{ ul/Psf cf}iflwx?sf] Joj:yfkg ug]{ sfo{ljlw tof/ ug'{kg]{5 .

o:tf] sfo{ljlwdf lkmtf{ ul/Psf cf}iflwnfO{ hf]ufpg] jf k'g{pTkfbg ug]{ jf gi6 ug]{ ;DaGwdf

ul/g] lg0f{osf nflu dfu{bz{g ug]{ s'/fx? ;dfj]z ug'{kg]{5 . lkmtf{ ul/Psf cf}iflwsf]

Joj:yfkg jf gi6 ug]{ s'/fsf] clen]v /fVg' kg]{5 .

-@#_ pTkfbsn] cl:jsf/ ul/Psf ;fdu|L jf pTkfbgnfO{ gi6 ug]{ sfo{ljlw tof/

ug'{kg]{5 . o:tf] sfo{ljlwdf jftfj/0f k|b'if0f x'gaf6 hf]ufpg ckgfOPsf ;fjwfgL /

cgflws[t JolQmaf6 ;fdu|L jf pTkfbgsf] b'?kof]u /f]Sg] s'/f ;dfj]z ug'{ kg]{5 .

-@$_ pTkfbsn] cl:js[t ul/Psf ;fdu|L jf gi6 ul/Psf pTkfbgsf] clen]v tof/

ug'{kg]{5 . o:tf] clen]vdf b]xfosf tYof+s ;dfj]z x'g'kg]{5 M

-s_ pTkfbgsf] gfd, Jofr gDa/ / cl:js[t ul/Psf] kl/df0f,

-v_ cl:js[t ul/Psf ;fdu|L jf pTkfbgsf] >f]t,

-u_ gi6 ubf{ ckgfO{Psf] ljlw,

-3_ gi6 ug]{ / b]Vg] JolQmx? -;FfIfL_ .

kl/R5]b–!&

pTkfbgsf s'zn cEof;x?

^!= pTkfbgsf] s'zn cEof; ;DaGwL ;dfGo Joj:yfM -!_ cf}iflw pTkfbg ubf{ ck]lIft u'0f xfl;n

ug{ pTkfbg / ahf/ lalqm ljt/0f cg'dltkqsf nflu lbOPsf] clVtof/L cg'?k kl/eflift

ul/Psf sfo{ljlwx?sf] canDag ug{' kg]{5 .

-@_ ;fdu|L / cf}iflwsf] k|fKtL / ;/;kmfO{, ;+;u{ lgif]w, gd"gf ;+sng, e08f/0f,

n]jlnË, l8:k]lG;Ë, k|zf]wg, KoflsË / ljt/0f ug]{ h:tf ;fdfu|L / cf}iflwsf] Joj:yfkg
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;DaGwL sfo{x? lnlvt sfo{ljlw jf lgb]{zg adf]lhd ug{' kg]{5 / cfjZostf cg';f/

;f] sf] clen]v /fVg' kg]{5 .

-#_ ;+ej eP;Dd sfo{ljlw jf lgb]{lzsf ljkl/tsf sfo{x? x'g lbg' x'+b}g . k]m/jbn ug{'kbf{

klg :jLs[t k|s[of cg'?k ug{' kg]{5 . cfjZostfg';f/ k]m/ jbnsf] clVtof/L ;DalGwt

JolQmn] u'0f lgoGq0f laefusf] ;+nUgtfdf lnlvt ?kdf lng' kg]{5 .

-$_ pTkflbt ;fdfgsf] kl/df0f :jLs[t ;Ldf leq ePsf] s'/f ;'lglZrt ug{sf nflu

cfjZostfg';f/ pTkflbt kl/df0fsf] dfqf ldnfg eP gePsf] hfFr ug{' kg{]5 .

-%_ u+hfuf]n jf k|ltb"if0fsf] hf]lvd /x];Dd Ps} ;dodf jf nuft/ Pp6} sf]7f jf

:yfgdf km/s km/s kbfy{ pTkfbg ug]{ sfo{ ug{' x'+b}g .

-^_ k|zf]wg eO{ /x]sf] cj:yfdf ;a} ;dodf ;a} ;fdu|L yf]s sG6]g/, pks/0fsf d'Vo

d'Vo efu / pko"Qm ePdf k|of]u ePsf sf]7f / Kofs]lhËsf nfOgx?df n]j'n nufpg] jf

pTkfbg jf k|zf]wg ePsf ;fdfu|Lsf] ;+s]t, ;f] sf] zlQm -strength_ / Jofr gDa/ pNn]v ug{'

kg]{5 . cfjZos ePdf o:tf] ;+s]tdf pTkfbgsf r/0fx?sf af/]df ;d]t pNn]v x'g' kg]{5 .

-&_ pTkfbg sIf ;Ddsf] kx'+r cflwsfl/s JolQmx?nfO{ dfq lbg' kg{]5 .

-*_ cf}iflwhGo kbfy{ pTkfbg ug{ k|of]u x'g] pks/0f jf If]qdf u}/ cf}iflwhGo kbfy{x?

pTkfbg ul/g' x'b}g .

-(_ ;fdfGotof pTkfbgsf s|ddf cjnDag ul/g] pTkfbg/t k|s[of lgoGq0f sfo{x? pTkfbg

sIfdf g} k"/f ug{' kg]{5 . o;/L ul/g] lgoGq0faf6 pTkflbt kbfy{sf] u'0f jf cGo pTkfbg -

h:t} k|lt b"if0f jf ld;fj6_ df s'g} gsf/fTds k|efj kg{' x'+b}g .

-!)_ P;]K6Ls k|aGwdf pTkfbg x'g] cf}iflwx? /f]uf0f' h:t} Salmonella, Escherichia Coli,

Pseudomonas cflb /lxt x'g' kb{5 . sRrf kbfy{, tof/L cf}iflw / jftfj/0fsf] cfjlws

k/LIf0fsf dfWodaf6 o;sf] ;'lglZrttf ug{' kg]{5 .

-!!_ Tffkqmd, ;fk]lIfs cfb|tf / xfjf cf]xf]/ bf]xf]/ ug{] pko"Qm Joj:yf x'g' kg]{5  /

o;af6 cf}iflwhGo kbfy{sf] pTkfbg, e08f/0f / pks/0fsf] pko"Qm k|of]udf gsf/fTds c;/

kg{' x'+b}g .

-!@_ tfkqmd / ;fk]l+Ifs cfb|tf, ;fdfu|L / pTkfbg;+u ;+ultk"0f{ /x]sf] s'/f ;'lglZrt ug{ /

cfjZostfg';f/ ;+rfnsnfO{ ;xh jftfj/0f pknAw u/fpgsf nflu ltgLx?sf] lgoGq0f /

cg'udg u/L ;f] sf] clen]v /fVg' kg]{5 .
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^@= k|lt b"if0f tyf ;'Idh}ljs b"if0fsf] /f]syfdM -!_ pTkfbgsf] qmddf ;'Vvf ;fdfu|L jf kbfy{x?

k|of]u ePsf] eP w'nf] ;[hgf ug{] jf k}mng] s'/fnfO{ /f]Sg ljz]if ;ts{tf ckgfpg' kg]{5 .

-@_ u'0f:t/Lo xfjfsf] k|j]z / lgsf;sf] pko"Qm Joj:yf u/L xfjfnfO{ pko'Qm tj/af6

lgoGq0f ug]{ Joj:yf ug{' kg{]5 .

-#_ xfjfsf] k|j]z / jxfj kl/jt{gsf] b/jf6 :yfg ;kmf ;'U3/ /fVg lgwf{/0f ul/Psf

dfkb08x? k"/f ePsf 5g\ eGg] s'/f ;'lglZrt x'g' kg]{5 .

-$_ ;fdfGotof xfjfsf] jxfj kl/jt{g b/ ^ b]lv @) k|lt 306f k|lt sf]7f x'g' kg{]5 /

;fdfGotof b]xfo adf]lhd lgwf{/0f x'g' kg{]5M–

-s_ cfjZos kg]{ ;'/Iffsf] :t/,

-v_ xfjfsf] ;'l¢s/0f / u'0f:t/,

-u_ ;fdfg pTkfbg k|s[ofaf6 pT;h{g x'g] s0fx?,

-3_ pks/0f ;+rfnsaf6 pT;h{g x'g] s0fx?,

-ª_ sf]7fsf] slGkmu'/];g, xfjfsf] k|jfx / :yfg 5gf}6,

-r_ lgolGqt k|jfx sfod ug{ kof{Kt x'g] xfjf,

-5_ sf]7fdf pTkGg x'g] tfkqmdaf6 pGd'lQm lbnfpg kof{Kt xfjfsf] Joj:yf,

-h_ sf]7fsf] rfk 7Ls /fVg kof{Kt xfjfsf] Joj:yf .

-%_ O Pg ;ft;o pgf;L -EN 779) lkmN6/ dfkb08 cg';f/ pTkfbg sfo{ ;t k|ltzt

aflx/L xfjfdf ul/g] ePdf sDtLdf klg hL rf/ (G4) k|fylds lkmN6/ / hL cf7 -G8)

;xfos lkmN6/ /fVg'kg{]5 . k'gM ;+rflnt xfjfdf pTkfbg ;+rfng ubf{ k|lt b"if0f x'g glbgsf]

nflu O Pg ;ft;o pgfGg;o -EN 799) lkmN6/ dfkb08 cg';f/ -G4) / (F8) k|fylds

lkmN6/ / O Pg c7f/ ;o jfO; -EN1822) lkmN6/ dfkb08 cg';f/ Pr t]x| -H13) ;xfos

lkmN6/ /fVg'kg{]5{ .

-^_ cfk;df hf]l8Psf b'O{ pTkfbg sIfdf lgolGqt jfo' k|jfx sfod ug{ Go'gtd kGw|

kf:sn rfk cGt/ sfod ug'{ kg{]{5 .

t/ kfFr b]lv jL; kf:sn ;Ddsf] rfk–cGt/ :jLsfo{ dflgg]5 .
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-&_ afXo b"if0f k|j]z /f]Sg afXo rfksf] ;fk]Iftfdf pTkfbg sIfdf ;sf/fTds rfk

sfod /fVg' kg]{5 . sf]l/8f]/nfO{ pTkfbg sIf -Cubicles) eGbf j9\tf rfkdf sfod /fVg' kg]{5

/ sIfdf jfo'd08lno eGbf a9L rfk sfod ug{' kg]{5 .

-*_ pRr zlQmsf pTkfbgx?, (highly potent products) jfo"d08nLo rfk;+u ;fk]lIfs

?kdf gsf/fTds x'g] u/L k|];/ Sof;s]8 /]lhd (pressure cascade regime) cGtu{t pTkfbg ug{'

kg]{5 . xfgLsf/s pTkfbg -h:t} k]lg;Llng / xdf]{G;_ nfO{ aflx/ hfgaf6 /f]Sgsf lglDt afXo

rfk -Ambient pressure) sf] t'ngfdf pTkfbg If]qdf gsf/fTds rfk sfod /fVbf ljz]if

zts{tf ckgfpg' kg]{5 .

-(_ kfp8/ clt k|efjL (potent) gx'g] :yfgdf w'nf] lg:sg] k2ltdf clGtd lkmN6/x?

EN 799 lkmN6/sf] dfkb08 cg';f/ F9 lkmN6/sf] k|of]u ug'{kg{]5 .

-!)_ k]lgl;lng, xdf]{g;\, xflgsf/s kfp8/ (toxic powder) / O{GhfOD; h:tf

xflgsf/s tTjx? pTkfbg ul/g] :yfgdf w'nf] lg:sg] clGtd lkmN6/ HEPA (High Efficacy

Particulate Air) lkmN6/ x'g'k5{ h;df EN1822 lkmN6/sf] dfkb08 sfod eO{ sDtLdf klg H12

lkmN6/ h8fg ul/Psf] x'g'k5{ .

-!!_ xfjfsf] k'gM ;+rfngaf6 b"if0f jf k|b"if0f (fumes / volatile ;d]t) sf] hf]lvd

x'g'x'Fb}g .

-!@_ b"if0f / k|ltb'if0f x6fpg HEPA lkmN6/sf] k|lt:yfkgf ePsf] v08df xfjf lkmtf{

k7fpg] k4ltdf k'gM ;+rflnt xfjf :jLsfo{ x'g]5 . o:tf] sfo{sf nflu EN1822 df ljeflht

H13 cg';f/sf] HEPA lkmN6/x? x'g'kg]{5 . k|lt b'if0f gx'g] egL k|df0fLt ePdf tyf Pp6}

k|sf/sf] pTkfbg ug]{ ;'ljwf ePsf] 7fpFdf HEPA lkmN6/x?sf] cfjZostf kb}{g .

-!#_ clt xflgsf/s k|zf]wgaf6 lg:sg] w'nf] ;dflai6 xfjfnfO{ HVAC (Heat Ventilation

Air Condition ) k2ltdf k'gM ;+rfng ug'{x'Fb}g .

-!$_ z'?jftL ;fdu|L jf pTkfbgdf cGo ;fdu|L jf pTkfbgaf6 x'g] k|b"if0f /f]Sg'k5{ .

pTkfbgsf qmddf k|of]u ePsf ;fdu|L jf kbfy{sf] w'nf], Uof;, s0fx?, jfkm, :k|] jf h}ljs

kbfy{af6 x'g] clgolGqt pT;h{g, pks/0fdf /x]sf] cjz]if, pTkfbg sfo{df ;+nUg /x]sf

JolQmsf] n'uf jf 5fnf cflb dfWodaf6 k|lt b"if0fsf] vt/f pTkGg x'g k'Ub5 . o:tf] hf]lvdsf]

dxTj k|b"if0f jf k|b"lift pTkfbgsf] lsl;dsf cfwf/df km/s km/s x'g]5 . clt xfgLsf/s

k|b"if0fdf pRr ;+Dj]bgzLn ;fdfu|L, lhljt lhjf0f', vf; k|sf/sf xdf]{G;, ;fO6f]6flS;s kbfy{,

/ cGo pRr ;lqmo kbfy{ h:tf h}ljs pTkfbgx? kb{5g\ . O{Gh]S;g jf v'Nnf xfjfdf k|o'Qm

x'g], 7"nf] dfqfdf / nfdf] ;do ;Dd lbOg] kbfy{x?df ;f/e't k|b"if0f x'g ;S5 .
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-!%_ b]xfosf pko"Qm k|fljlws jf ;+of]hgsf/L pkfox? cjnDag u/L k|lt b"if0fnfO{

x6fpg' kg]{5M–

-s_ k]lG;lng, lhljt EoflS;g, lhljt lhjf0f'af6 pTkflbt kbfy{ / c? h}ljs

pTkfbgsf cnUo} ejg / :jMlgolGqt If]qdf pTkfbg sfo{ u/]/,

;]kmfnf]:kf]l/g, ;]S; cdf]{g, ;fO{6f]6lS;s, / :6\/f]O8 ju{sf cf}iflw

:jMlgolGqt pTkfbg sIfdf pTkfbg u/]/,

-v_ pko'Qm jfo'aGb, rfk–cGt/, xfjf k|jfx / lg:sf;g k|0ffnLsf] k|aGw

u/]/,

-u_ cz'¢ jf ckof{Kt tj/n] ;'l¢s/0f xfjfsf] k'gMk|jfx jf k'gM k|j]zaf6 x'g

;Sg] b"if0f hf]lvddf sdL NofP/,

-3_ pTkfbg jf ;fdu|Lsf] kl/rfng ug]{ 7fpFdf ;'/lIft n'uf nufP/,

-ª_ ;kmf / k|efjsf/L l;4 ePsf b"if0f lgjf/0f jf ;kmfO{ sfo{ljlw cg';/0f

u/]/,

-r_ pTkfbg sfo{ aGb ?kdf ug]{ k2lt (closed system) adf]lhd u/]/ ,

-5_ cjz]if (residue) sf] k/LIf0f u/]/ ,

-h_ pks/0fdf ;kmf cj:yf hgfpg] n]jn k|of]u u/]/ .

em_ k|lt b"if0f /f]Sg] pkfo / To;sf] k|efjsfl/tf cfjlws ?kdf :t/Lo

;+rfng k¢lt cg'?k hfFr u/]/ .

-!&_ ;+j]bglzn kbfy{ pTkfbg ug]{ If]qdf cfjZostfg';f/ ;'Id lhjf0f'ut cg'udg,

sl0fo kbfy{sf] cg'udg h:tf pkfoaf6 cfjlws ?kdf jftfj/0fLo cg'udg ug{' kg]{5 .

-!*_ b]xfo jdf]lhdsf lgoGq0f sfo{ lgoldt ?kdf ug{' kg]{5 M

-s_ :o'8f]df]gf; -Pseudomonas_ klxNofpg ;Ifd ljlw adf]lhd k|zf]lwt

kfgLsf] /;fogLs Pj+ ;'Id h}ljs u'0fsf nflu k|of]u laGb' ;d]taf6

lgoldt cg'udg ug'{kg]{5 . k|of]u ul/Psf] gd"gfsf] dfqf / k/LIf0f ljlw

lhjf0f' hgfpg] ;"rssf] tx cg's"n x'g' kg]{5 .

-v_ pTkfbg ug]{ jftfj/0fsf] cfjlws ;'Id lhjut cg'udg,

-u_ pTkfbg k|s[ofdf /x]sf cf}iflwnfO{ k|b"lift ug{] pTkfbg If]q cf;kf;df

/x]sf cGo cf}iflwhGo pTkfbg / jftfj/0fsf] cfjlws cg'udg,
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-3_ jfo'hGo b"if0fsf] cfjlws k/LIf0f .

-!(_ tof/L cf}iflwnfO{ t'?Gt} Kofs gul/Pdf e08f/0f ug]{ clwstd ;do /

e08f/0fsf] cj:yf lglb{i6 ul/ ;f] sf] b[9tfk"j{s cjnDag ug{' kg]{5 .

-@)_ pTkfbgsf qmddf x/]s k6s ld;fO{Psf, An]lG8Ë (blending) ul/Psf jf ;'Vvf

t'Nofpg] clt ;+j]bgzLn k|lqmofsf ;do, ult, tfkqmd h:tf cfjZos lgoGq0f k/fldltsf]

pNn]v ug'{sf ;fy} ;f]sf] k|lqmofut cg'udg Jofr /]s8{df pNn]v ug'{ kg{]5 .

-@!_ ˆNo'8 a]8 8«fP/df ( Fluid Bed Dryer) hl8t lkmN6/ Jofux? pkof]u u/L ;s]kl5

gwf]O{sg leGg k|sf/sf] kbfy{df k|of]u ug{ kfO{g] 5}g / clt zlQm ePsf] ;+j]bgzLn kbfy{sf]

xsdf pTkfbg;+u ;DalGwt ljz]if vfnsf] Jofu k|of]u ug{' kg]{5 .

-@@_ pk;+lxtf -@!_ adf]lhdsf] 8f«P/df k|j]z u/fOg] xfjfnfO{ lkmN6/ ug{' kg]{5 .

8f«P/df k|j]z ug]{ xfjfsf s0faf6 x'g] k|lt b"if0faf6 jrfpgsf nflu cfjZos k|aGw ldnfpg'

kg]{5 .

^#= gfktf}n / ljt/0fM -!_ sRrf kbfy{ Kofs]lhË ;fdfu|L, cw{ k|zf]lwt / cfGtl/s cj:yfsf]

pTkfbgsf] gfktf}n, u0fgf / ljt/0f ug]{ sfo{nfO{ pTkfbg rqmsf] Pp6f c+usf] ?kdf lng'

kg]{5 / o;sf nflu clen]lvs/0f / kl/df0f ldnfg k"0f{ ?kdf cfjZos kg]{5 .

-@_ pk;+lxtf -!_ adf]lhdsf ;fdfu|L pBf]usf] uf]bfd, l8:k]lG;Ë sIf / pTkfbg

laefuaf6 pTkfbgsf] nfuL hf/L ug]{ ljifo;+u ;DalGwt lgoGq0f sfo{nfO{ ljz]if dxTj lbg'

kg{]5 .

-#_ k|of]u ul/Psf sRrf kbfy{x?, Kofs]lhË ;fdfu|L, cw{ k|zf]lwt / cfGtl/s

cj:yfsf] pTkfbg nufot klxNo} pTkfbgsf] nflu l8:k]lG;Ë ul/Psf cltl/Qm ;fdfu|Lsf]

pko'Qm tj/n] clen]v /fVg' kg]{5 .

-$_ u+hfuf]n x'g glbg, k|lt b"if0f /f]Sg, klxrfg ;dfKt x'g / e'mlSsgaf6 hf]ufpg

sRrf kbfy{, cw{ k|zf]lwt / cfGtl/s cj:yfsf pTkfbgnfO{ dfq ljt/0f sIfdf /fVg' kg]{5 .

-%_ gfktf}n ug]{, l8:k]lG;Ë ug]{ / n]j'n nufpg] sfo{ u/]kl5 sRrf kbfy{, cw{ k|zf]lwt

/ cfGtl/s cj:yfsf pTkfbgsf]] u'0fnfO{ k"0f{ ?kn] hf]ufpg] u/L cf];f/ k;f/ / e08f/0f ug{'

kg]{5 .

-^_ u+hfuf]n /f]Sgsf nflu Ps k6sdf Pp6f dfq 5kfO{Psf KoflsË ;fdu|LnfO{ Psn

gDa/ ;+s]lts/0fsf nflu cg'dlt k|bfg ul/g]5 / ;+s]lts/0f a'yx? oyf]lrt 9Ëaf6 k[ys

ug{' kg]{5 .
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-&_ k|To]s sG6]g/df /x]sf sRrf ;fdfu|Lsf] gfktf}n ubf{ / 5'6fpg' eGbf klxnf

To;df u'0f lgoGq0f laefuaf6 :jLs[t ePsf] n]jn pko"Qm 9Ëaf6 nufO{Psf] jf gnufOPsf]

eGg] jf/] hfFr ug{' kg]{5 .

-*_ gfktf}n ;+u ;DalGwt s'g} klg sfo{ ubf{ ;fdfu|Lsf] klxrfg / gfktf}n ul/Psf]

;fdfgsf] tf}nsf] dfqf ;lx eP jf gePsf] ;DaGwdf sDtLdf b'O{ hgf JolQmn] :jtGq ?kdf

?h' u/]sf] x'g' kg]{5 .

^$= k|zf]wg ;DaGwL sfo{M -!_ s'g}klg pTkfbg sfo{ k|f/De ug{' eGbf klxn] sfo{:yn / pks/0fx?

To:tf] pTkfbgsf nflu cfjZos gkg]{ z'?jftL ;fdfu|L, pTkfbg, cf}iflwsf] cjz]if, n]j'n jf

sfuhft /lxt / ;kmf /x]sf] s'/f ;'lglZrt ug{sf] nflu cfjZos sbd rfNg' kg]{5 .

-@_ cfjZostf adf]lhd pTkfbg/t k|lqmof lgoGq0f / jftfj/0fLo lgoGq0f sfo{ ug'{

u/L ;f]sf]] clen]v /fVg' kg]{5 .

-#_ pks/0f jf kfgL, UofF; h:tf ;]jf cj?¢ jf sdhf]/ ePsf] cj:yf ;+s]t ug]{

pko'Qm pkfosf] Joj:yf ug'{ kg]{5 .

-$_ vf]6o'Qm pks/0fsf] cfjZos vf]6 lg/fs/0f lagf k|of]u ug{af6 /f]s nufpg'

kg]{5 .

-%_ pTkfbgdf k|of]u ul/Psf pks/0fnfO{ k|of]u kZrft t'?Gt lnlvt sfo{ljlw cg';f/

;kmf ;'U3/ t'NofO k|b"lift gx'g] u/L cnUu} :yfgdf ;kmf / ;'Vvf agfO{ e08f/0f ug{' kg]{5 .

-^_ pk;+lxtf -%_ adf]lhd ;kmf;'U3/ agfO{ ;s]kl5 / k|of]u ug{' eGbf cuf8L

pks/0fnfO{ e08f/0f ug{ ;lsg] ;dofjlw af/] pNn]v ug{' kg]{5 / of] s'/f tYofÍdf cfwfl/t

x'g' kg]{5 .

-&_ cf}iflw /fVg] efF8f -sG6]g/_ nfO{ cf}iflw /fVg' eGbf klxnf ;kmf ug'{ kg]{5 . l;;fsf

6'qmf / wft'sf s0fjf6 x'g] k|b"if0f x'g /f]Sg / To:tf k|b"if0f x6fpgsf nflu plrt Wofg lbg'

kg]{5 .

-*_ ck]lIft pTkfbg kl/0ffddf s'g} ;f/e't km/s ePdf ;f]sf] clen]v /fvL k/LIf0f

ug{' kg]{5 .

-(_ Ps :yfgaf6 csf]{ :yfgdf pTkfbg hGo kbfy{ 9'jfgL ubf{ k|of]u ul/Psf kfO{k

nfOg / pks/0fsf 6'qmfx?nfO{ pko"Qm tj/0faf6 hf]l8Psf 5g\ eGg] s'/f ;'lglZrt ug{sf

nflu hfFr ug{' kg]{5 .
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-!)_ l8l:6N8 (distilled) / l8cfof]gfOh8 -deionized) kfgL cfk"lt{ ug{ k|of]u ul/Psf

kfO{k / cfjZostfg';f/ cGo kfgLsf kfO{kx?nfO{ lnlvt k|lqmof tof/ u/L ;f] adf]lhd ;kmf

;'U3/ t'Nofpg' kg{]5 / ;f] k|lqmofdf ;'Id lhjf0f'sf] b"if0fsf] sfo{ ;Ldf / ckgfpg' kg]{

pkfosf] ljj/0f pNn]v ePsf] x'g'kg]{5 .

-!!_ gfk tf}n, clen]lvs/0f / lgoGq0f ug]{ pks/0f / cf}hf/x? lgwf{l/t ;dosf]

cGt/fndf dd{t / ;/;kmfO{ u/L / ;f] sf] clen]v /fVg' kg]{5 .

-!@_ k|of]u ug{' eGbf klxn] jf k|To]s lbg pks/0fn] ;Gtf]ifhgs ?kdf sfd ug{

;S5g eGg] s'/f ;'lglZrt ug{sf nflu ltgLx?sf] hF+fr ug{' kg]{5 .

-!#_ pks/0fsf] gfktf}n k|dfl0fs/0f, dd{t ;+ef/;]jf / gfktf}n k'gM k|dfl0fs/0f ug]{

ldlt pks/0fdf 6fl;FPsf] n]jndf g} pNn]v ug{' kg]{5 . dd{t ;+ef/ sfo{af6 cf}iflwsf] u'0fdf

s'g} klg k|sf/sf] xfgL gf]S;fgL k'Ug' x'+b}g .

-!$_ Kofs]lhËsf] sfo{ ubf{ k|lt b"if0f, ld;fj6 jf k|lt:yfkgaf6 x'g] vt/f sd ug{

ljz]if Wofg lbg' kg]{5 .

-!%_ pk;+lxtf -!$_ adf]lhd Kofs]lhª ubf{ ef}lts ?kdf g} k[ys /flvg] jf k[ys

/fVg] j}slNks Joj:yf ePsf] s'/f ;'lglZrt g'x+bf ;Dd km/s km/s cf}iflwnfO{ ;fy} /fv]/

Kofs ug{' x'+b}g .

-!^_ Kofs]lhË sfo{ z'? ug{' eGbf cuf8L sfo{:yn, Kofs]lhË nfOg, lk|lG6Ë d]lzg /

cGo pks/0fx? ;kmf ;'U3/ /fVg' kg]{5 / xfnsf] Kofs]lhË sfo{sf nflu cfjZos gePsf /

klxNo} k|of]u ul/Psf kbfy{, ;fdfu|L / sfuhftjf6 :jtGq x'g' kg]{5 .

-!&_ Kofs]lhË ;fdfu|Lx?nfO{ Kofs]lhË :yndf hDdf ug'{ eGbf klxnf Kofs]lhËsf]

sfddf vl6Psf] sd{rf/Ln] tTsfn b]xfP jdf]lhd ug{' kg]{5 M–

-s_ klxn] Kofs]lhË ul/Psf kbfy{x? Kofs]lhË :ynaf6 x6fO{Psf] jf

gx6fO{Psf] s'/fsf] hfr+,

-v_ ;fdfGo ;/;kmfO{sf nflu Kofs]lhË nfO{g / glhssf] If]qsf] hfFr,

-u_ pks/0fx? pko"Qm tj/af6 ;kmf ;'U3/ /flvPsf] s'/f ?h' .

-!*_ rfn' pTkfbgsf] gfd / Jofr gDa/ x/]s Kofs]lhË nfO{g jf :yndf b]lvg] u/L

/fVg' kg]{5 .
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-!(_ ;fdfGotof eg]{ / 5fk nufpg] sfd ugf{;fy n]jlnË ug'{ kg{]5 . s'g} sf/0faf6

n]jn nufpg] sfo{ l9nf x'g uPdf u+hfuf]n jf unt n]jlnË gx'g] u/L sfo{ljlwsf] cjnDag

ug{' kg]{5 .

-@)_ Kofs]lhË ug]{ s|ddf pko"Qm tj/n] lk|lG6Ë ul/Psf] sf]8 gDj/ jf Dofb ;dfKt

x'g] ldltsf] hfFr u/L a]Unf a]Un}?kdf clen]v /fVg' kg]{5 .

-@!_ pk;+lxtf -@_ adf]lhdsf] lk|lG6Ë xftjf6 ubf{ ljz]if Wofg k'¥ofpg' kg]{ / lgoldt

;dosf] cGt/fndf ;f] sf] hfFr ug{' kg]{5 .

-@@_ n]jnsf] 6'qmf k|of]u ubf{, nfO{g eGbf jflx/ lk|lG6Ë ubf{ jf xft}af6 Kos]lhË sfo{

ubf{ ljz]if ;fjwfgL ckgfpg' kg]{5 . låljwf /f]Sgsf nflu n]j'nsf 6'qmfdf /f]n lkm8 n]jn

(Roll feed label) sf] k|of]unfO{ k|fyldstf lbg' kg]{5 .

-@#_ d]l;;gaf6 arfpgsf nflu ;j} n]jnsf] cflwsfl/stf :jrflnt ljB'lto

d]l;gaf6 k|dfl0ft ul/g' kg{]5 .

t/ ljB'lto sf]8 l/8/, n]jn sfpG6/ / To:t} k|sf/sf pksf/0fx? ;xL

tj/af6 ;Grflnt ePsf 5g eGg] s'/fsf] hf+r tyf lg/LIf0f ug{' kg]{5 .

-@$_ n]jn lgb]{zg jf ;"rgf adf]lhd 6fF; ul/Psf] cj:yfdf kbfy{sf] pTkfbg sfo{

lg/Gt/ r]shf+r ug{' kg]{5 .

-@%_ Kofs]lhË cjoj jf kbfy{x? cfk\mgf] ;fydf g/fVg] tkm{ sd{rf/Lx? ;ts{ /xg'

kg]{5 . To:tf ;fdfu|Lx? xft}df jf pko"Qm tj/af6 klxrfg ul/Psf sG6]g/df Nofpg' kg]{5 .

-@^_ 3if{0f sd u/fpg] n'la|s]G6;, Ps} 7fpFdf hf]8\g] k]i6 jf udhGo kbfy{ (adhesive),

dl;, ;/;kmfO{ ug]{ emf]n cflb h:tf kbfy{nfO{ pTkfbg, Kofs]lhË ug{sf nflu k|of]u ul/g] /

To;df /x]sf] tTjsfaf/] ;kmf;+u n]jn ul/Psf cGo sG6]g/ eGbf km/s vfnsf ;xh}

5'6\ofpg ;lsg] sG6]g/df /fVg' kg]{5 .

-@&_ Kofs]lhË ;fdfu|Ldf 5flkPsf jf l8hfOg ul/Psf ;"rgfx? ;kmf / /Ë gp8\g] jf

gd]l6g] (indelible) k|lt/f]wL x'g' kg]{5 .

-@*_ Kofs]lhËsf] ;dodf sDtLdf klg b]xfosf ljifo lgoldt ?kdf hfFr ug{' kg{]5M–

-s_ Kofs]hsf] ;fdfGo ?k,

-v_ Kofs]h k"0f{ eP jf gePsf],

-u_ ;xL pTkfbg / Kofs]lhË ;fdfu|L k|of]u ePsf] jf gePsf],
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-3_ a9\tf lk|l6Ë ePsf] ;xL 5 jf 5}g,

-ª_ nfOg dlg6/ pko"Qm ?kdf sfd u/]sf] .

-@(_ Kofs]lhË nfO{gaf6 lnOPsf gd"gfx? lkmtf{ ug{' xF'b}g .

-#)_ Kofs]lhËsf] ;dodf cgfjZos 36\gfdf ;dfj]z ul/Psf pTkfbgx? ljz]if

lg/LIf0f, cg';Gwfg u/L / cg'dlt k|fKt sd{rf/Lsf] :jLs[lt lnP/ dfq pTkfbg sfo{df k'gM

k|of]u ug{ ;lsg]5 . t/ o:tf] sfo{sf] lj:t[t clen]v /fVg' kg]{5 .

-#!_ cfGtl/s cj:yfsf] pTkfbg, 5flkPsf Kofs]lhË ;fdfu|L / pTkfbg ul/Psf] OsfO{

;+Vof ?h' ubf{sf jvt b]lvPsf] s'g} dxTjk"0f{ / c;fdfGo lj;Ëltsf] hfFra'em ug{' kg]{5 /

To;sf] lrQ a'e\mbf] tj/af6 n]vf /fvL k'ms'jf ug{' k"j{ clen]v /fVg' kg]{5 .

-#@_ Kofs]lhË sfo{ ;DkGg e} ;s]kl5 Aofr gDa/ 5flkPsf Kofs]lhË ;fdfu|Lx? gi6

u/L ;f]sf] clen]v /fVg' kg]{5 .

-##_ Kofs]lhË sfo{df k|of]u gePsf sf]8 gul/Psf lk|G6]8 ;fdfu|Lx? df}Hbft /fVg

lkmtf{ k7fpg] eP To:tf ;fdfu|Lx? lkmtf{ ug{' eGbf klxnf pko'Qm tj/n] hfFr ug{' kg]{5 .

-#$_ pTkflbt kl/df0fdf b]lvPsf clen]v gePsf lj;+utL Jff ljz]if ljj/0f cg'?k

gePsf pTkfbgx?sf] k"0f{ ?kdf cg';Gwfg ug{' kg]{5 . o;/L cg';Gwfg ubf{ cGo Jofr jf

pTkfbgdf ;d]t o;sf] c;/ 5 jf 5}g eGg] jf/]df ljrf/ k'¥ofpg' kg]{5 .

-#%_ ;Gtf]ifhgs ?kdf ldnfg ul/;s]kl5 tof/L cf}iflwnfO{ u'0f:t/ lgoGq0f laefun]

clGtd ?kdf k'ms'jf gu?Gh]n /fVg] 7fp+df k7fpg' kg]{5 .

^%= tof/L cf}iflwsf] ;+;u{ lgif]w tyf e08f/0fsf] nflu rnfgM -!_ u'0f lgoGq0f OsfO{sf] nfuL to

ul/Psf] gd"gf eGbf jfx]ssf cGo ;fdfu|L pko"Qm tof/L cf}iflw ;+;u{ lgif]lwt If]qsf] s'g}

kbfy{sf] n6 jf Jofr jf6 k'ms'jf ug{' x'Fb}g .

-@_ ;+;u{ lgif]lwt If]qdf cgflws[t JolQmsf] ef}lts pkl:ylt x'gaf6 /f]Sg' kg]{5 /

To; If]qdf sfd ug{' kg]{ JolQm jf If]qdf k|j]z kfpg clVtof/L kfPsf] sd{rf/LnfO{ dfq k|j]z

ug{ cg'dlt lbg' kg]{5 .

-#_ ljz]if tj/af6 e08f/0f ug{'kg]{ s'g} klg tof/L cf}iflwnfO{ e08f/0fsf nflu

cfjZos kg]{ cj:yf ;d]t b]lvg] u/L pko"Qm tj/af6 n]jlnË ug{'kg]{ 5 / ;+;u{ lgif]lwt

If]qdf e08f/0f ug{' kg]{ ;fdfu|LnfO{ ljif]z l:yltdf /fVg' kg]{5 .

kl/R5]b–!*
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u'0f:t/ lgoGq0fsf s'zn cEof;

^^= u'0f:t/ lgoGq0fsf s'zn cEof; ;DaGwL Joj:yfM -!_ cfjZos / ;Da4 k/LIf0fx? pko"Qm

tj/af6 ul/Psf] / ;fdfu|L Pj+ pTkfbgsf] u'0f ;Gtf]ifhgs 5 egL ;fdfu|L Pj+ pTkfbg k|of]u,

ljqmL / ljt/0f ug{' eGbf cufj} k/LIf0f ul/Psf] 5 eGg] s'/f ;'lglZrt ug{sf] nflu gd"gf

;+sng, dfgs ljj/0f / k/LIf0f, ;+u7g, b:tfj]hLs/0f / ;fdfg k'ms'jf ug]{ sfo{ljlw;Ddsf

ljifox?df u'0f:t/ lgoGq0fsf] s'zn cEof; cjnDag ul/g' kg{]5 .

-@_ u'0f:t/ lgoGq0f sfo{ k|of]uzfnfdf ul/g] k/LIf0fdf dfq ;Lldt geO{ pTkfbgsf]

u'0f:t/ ;DalGwt ;a} lg0f{ox?df nfu" ug{' kg{]5 .

-#_ pTkfbg / u'0f:t/ lgoGq0f sfo{x? cfwf/e"t?kdf cfk;df :jtGq /xg' kg{]5 .

-$_ k|To]s pBf]udf u'0f:t/ lgoGq0f ;DaGwL j]Un} laefu x'g' kg]{5 .

-%_ pk;+lxtf -$_ adf]lhdsf] u'0f:t/ lgoGq0f ljefu cGo ljefux?af6 :jtGq x'g'

kg]{5 .

-^_ pk;+lxtf -$_ adf]lhdsf] u'0f:t/ lgoGq0f ljefu pko"Qm of]Uotf / cg'ej xfl;n

u/]sf sd{rf/Lsf] dftxtdf /xg' kg]{5 .

-&_ u'0f:t/ lgoGq0f ljefu cGt{/ut ;f] ljefu k|d'v cGt/ut Ps jf ;f] Ps eGbf

a9L lgoGq0f k|of]uzfnfx? /xg ;Sg]5g\ .

-*_ u'0f:t/ lgoGq0f ;DaGwL ;j} sfo{x? k|efjsf/L / e/kbf]{ ?kdf ;Grfng ePsf

5g eGg] s'/fsf] ;'lglZrttfsf] nflu kof{Kt >f]t / ;fwg pknAw x'g' kg]{5 .

-(_ u'0f:t/ lgoGq0fsf nflu cfjZos kg]{ cfwf/e"t s'/fx?  b]xfo adf]lhd x'g]5g\M–

-s_ z'?jftL ;fdfu|Lx?, Kofs]lhË ;fdfu|L tyf cw{ k|zf]lwt, cw{ tof/L jf

tof/L cf}iflwsf] gd"gf ;+sng, lg/LIf0f / k/LIf0fsf nflu / plrt b]lvPdf

s'zn pTkfbg cEof;sf] jftfj/0fLo kIfsf] cg'udg ug{sf nflu kof{Kt

;'ljwf, tfnLd k|fKt sd{rf/L / :jLs[t sfo{ljlwsf] pknJwtf,

-v_ pBf]usf] u'0f:t/ lgoGq0f ljefun] :jLs[t u/]sf] k4lt / sd{rf/Ljf6

z'?jftL ;fdfu|L, Kofs]lhË, ;dfu|L, cw{ k|zf]lwt, jNs jf tof/L cf}iflwsf

gd"gf ;+sng,

-u_ u'0f k|dfl0fs/0f / k'li6s/0f,
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-3_ gd"gf ;+sng, lg/LIf0f / k/LIf0f sfo{ljlw;+u ;DalGwt cfjZos ;a}

s'/fx? k"/f ePsf / s'g} km]/abn ePsf] eP ltgsf] clen]v /flvPsf] /

5fgjLg ul/Psf] 5 eGg] s'/f k|bz{g x'g] u/L lnlvt ?kdf /flvPsf

clen]v,

-ª_ tof/L cf}iflwdf ahf/ ljlqm ljt/0f cg'dlt kqdf pNn]v eP adf]lhd

kl/df0fTds / u'0ffTds cjoj adf]lhdsf tTj ;dfj]z ePsf], o:tf

tTjx?df cfjZos z'4tf ePsf], pko'Qm sG6]g/df /flvPsf] / ;xL

ta/af6 n]jn nufO{Psf],

-r_ cw{ k|zf]lwt, cfGtl/s cj:yfsf] jf tof/L cf}iflw / ;fdfu|Lx? cg'udg jf

k/LIf0f ubf{ dfgs ljj/0f cg'?k eP jf gePsf] s'/fsf] clen]v tof/ ug'{

kg]{5 . pTkfbgsf] n]vfhf]vf leq ;Da4 sfuhftsf] k'g/fjnf]sg /

d"Nof+sg ug]{ sfo{x? ;dfj]z ug'{sf ;fy} tf]lsPsf] sfo{ljlwdf ePsf]

kl/jt{g ;d]tsf] n]vfhf]vf ePsf],

-5_ pTkfbg ul/Psf Jofr ljqmL ljt/0fsf]] nflu lbO{Psf] cg'dlt cg'?k ePsf]

/ ljqmL jf ljt/0fsf] nflu k'ms'jf ul/Psf] xf] eGg] s'/f cflwsf/Ls

JolQmaf6 k|dfl0ft geP;Dd ljqmL jf ljt/0fsf] nflu k'ms'jf gul/g],

-h_ z'?jftL ;fdfu|L / pTkfbgnfO{ eljiodf k/LIf0f ug{sf lglDt cg'dlt k|bfg

ug{ cfjZos ePdf logLx?sf] gd"gf kof{Kt dfqfdf lng' jf /fVg' kg]{5 .

ckjfbsf] ?kdf 7"nf] Kofs x'g] cf}iflwsf xsdf afx]s tof/L Kofsdf g}

;+sng ug'{kg]{] .

^&= u'0f:t/ lgoGq0f k|s[ofsf] sfo{ljlw agfpg ;Sg]M -!_ u'0f:t/ lgoGq0fsf k|s[of ;dfj]z u/L

o; ;DaGwL 5'§} sfo{ljlw agfpg' kg{]5 .

-@_ pk;+lxtf -!_ adf]lhdsf] sfo{ljlwdf b]xfosf ljifo ;dfj]z ug{' kg{]5M–

-s_ u'0f:t/ lgoGq0f :yflkt ug]{ tyf k|df0fLs/0f u/L nfu" ug]{,

-v_ u'0f:t/ lgoGq0f ;DaGwL k|f;+lus dfkb08x? sfod ug]{,

-u_ d"Nof+sg ug]{ / ;+u|x ug]{,

-3_ bf]>f] k|s[ltsf k|f;+lus dfkb08x?sf] ljsf;sf nflu cGo

k|of]uzfnfx?df ;xefuL x'g],
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-ª_ ;fdfu|L jf pTkfbgx? /flvPsf sG6]g/df pko'Qm ta/af6

n]jlnË u/]sf] s'/f ;'lglZrt ug]{,

-r_ cf}iflwhGo cjoj / pTkfbgx? l6sfp ePsf] s'/f cg'udg

ul/Psf] s'/f ;'lglZrt ug]{,

-5_ pTkfbgsf] u'0f;+u ;DalGwt ph'/Lx?sf] cg';Gwfg ug]{ sfddf

;xefuL x'g], /

-h_ jftfj/0fLo d"Nof+sgsf] sfo{df ;xefuL x'g] s'/f ;'lglZrt ug]{ .

^*= tof/L cf}iflwsf]] d"Nof+sgM tof/L cf}iflwsf]] d"Nof+sg leq pTkfbgsf] cj:yf, ;fdfg pTkfbgsf

qmddf ul/Psf] k/LIf0fsf] kl/0ffd, pTkfbg tyf Kofs]lhË ;d]tsf] clen]lvs/0f, tof/L cf}iflw

/ tof/L ;fdfu|Lsf Kofsx?sf] k/LIf0f h:tf s'/fx?;+u ;+ultk"0f{ ePsf] s'/f :jLsf/ ug]{ laifo

;dfj]z ug'{ kg]{5 .

^(= u'0f:t/ lgoGq0f sd{rf/Lsf] kx'FrM gd"gf ;+sng / cg';Gwfgsf nflu u'0f:t/ lgoGq0f

sd{rf/Lx?sf] pBf]usf] pTkfbg sIf;Dd ;d'lrt kx'Frsf] Joj:yf x'g'kg]{5 .

&)= z'?jftL ;fdfu|L, cw{ k|zf]lwt, cfGtl/s cj:yf jf tof/L cf}iflwsf pk/ lgoGq0fM -!_ k|To]s

;fdu|L / pTkfbg;+u ;DalGwt ;a} k/LIf0fx? ubf{ ;Da4 lnlvt k/LIf0f sfo{ljlwsf] cg';/0f

ug'{ kg]{5 .

-@_ ;fdfu|L jf pTkfbg k'ms'jf jf cl:jsf/ ug'{ cl3 ;'k/Lj]Ifsn] glhtfsf] hfFr ug'{

kg]{5 .

-#_ :jLs[t lnlvt sfo{ljlw cg'?k ;+sng ul/Psf gd"gfx?n] ;DalGwt Jofrsf]

k|ltlglwTj ug{' kg]{5 .

-$_ k|ltlglwd"ns gd"gf tof/Lsf] nflu ;+sng ul/Psf gd"gfx? tYofÍLo cfwf/df /

gd"gf ;+sng of]hgf cg'?k x'g'kg]{5 .

-%_ ;+o'Qm gd"gf agfpgsf nflu ldnfg ul/Psf lghL gd"gfx? ;fdfu|Lsf] k|s[lt,

cfk"lt{stf{sf] k'li6s/0fsf] cj:yf / ;+o'Qm gd"gfx?sf] ;dfgtf ;d]tnfO{ Wofgdf /fVb}

kl/eflift ul/g' kg{]5 .

-^_ gd"gf ;+sng of]hgf / Kofs]lhË ;fdu|Lx?df sDtLdf klg k|fKt kl/0ffd, cfjZos

u'0f, ;fdfu|Lsf] :jefj -h:tf]M k|f/lDes Kofs]lhª ;fdfu|L / lk|G6]8 Kofs]lhª ;fdfu|L_,

pTkfbgsf] k4lt, / pTkfbsn] Kofs]lhª ;fdfu|Lsf] u'0f ;'lglZrt ug{ cjnDag u/]sf] n]vf

k/LIf0f k4lt h:tf ljifox?df Wofg lbg' kg{]5 .
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-&_ u'0fdf ld;fj6 / cGo k|lts"n c;/x? gx'g] u/L gd"gf ;+sng ug'{ kg]{5 .

-*_ gd"gf k/LIf0f ul/Psf sG6]g/x?df tbg';f/ g} lrGx nufpg' kg]{5  / gd"gf

;+sng u/L;s]kl5 ;fjwfgLk"j{s k'ms'jf ug'{kg]{5 .

-(_ gd"gf ;+sng ul/Psf ;fdfu|Lx?nfO{ k|b"lift x'g jf ld;fj6 x'gaf6 arfpgsf

nflu gd"gf ;+sng ubf{ ;fjwfgL ckgfpg' kg]{5 . ;fdfu|Ldf ;Dks{df cfpg] ;a} gd"gf

pks/0fx? ;kmf ;'U3/ x'g' kg]{5 . vf;u/L s]xL hf]lvdk"0f{ / zlQmzfnL ;fdfu|Lsf xsdf

ljz]if ;fjwfgL ckgfpg' kg]{5 .

-!)_ gd"gf pks/0fx? ;kmf x'g' kg]{ / cfjZos eP k|of]u ug'{eGbf klxnf / k|of]u eP

kl5 ltgsf hLjf0f' gi6 ug'{ kg]{5 .

-!!_ gd"gf pks/0fx? k|of]uzfnfsf cGo ;fdfu|L eGbf cnUu} e08f/0f ug'{kg]{5 .

&!= sG6]g/sf] n]jndf v'nfpg' kg{] ljifox?M -!_ x/]s gd"gf /flvPsf sG6]g/sf] n]jndf b]xfos

s'/f b]lvg' k5{ –

-s_ ;+slnt gd"gfsf] gfd,

-v_ Jofr jf n6 gDa/,

-u_ gd"gf ;+sng ul/Psf sG6]g/sf] ;+Vof,

-3_ gd"gfsf] ;+Vof,

-ª_ gd"gf ;+sng ug]{ JolQmsf] b:tvt,

-r_ gd"gf ;+sngsf] ldlt .

-@_ ;fdfu|L / pTkfbg k/LIf0f ubf{ dfgs ljj/0f aflx/ (out-of-specification) kg]{

glhtfx?nfO{ :jLs[t sfo{ljlw cg';f/ 5fgjLg u/L clen]v /fVg' kg]{5 .

&@= z'?jftL / Kofs]lhË ;fdfu|L k/LIf0f ug{' kg{]M -!_ z'?jftL / Kofs]lhË ;fdfu|Lx?sf] k|of]usf]

lglDt k'ms'jf ug'{ cl3 To:tf ;fdfu|Lsf] klxrfg, ;fdYo{, z'4tf / cGo u'0fsf ;Ldfx? ljz]if

ljj/0fdf pNn]v ePsf laifo;+u tfnd]nk"0f{ /x]sf] s'/f k/LIf0f ul/Psf] 5 eGg] s'/fdf u'0f

lgoGq0f ljefusf] k|d'v ;'lglZrt x'g' kg]{5 .

-@_ z'?jftL ;fdu|Lsf x/]s sG6]g/af6 ;+sng ul/Psf gd"gfsf] klxrfg k/LIf0f

(identification test) ug'{kg]{5 .
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-#_ z'?jftL ;fdu|L /flvPsf] Pp6f klg sG6]g/df unt t/Lsfaf6 n]jn nufO{Psf] 5}g

eGg] s'/f ;'lglZrt ug{sf nflu k'li6s/0f k|s[of to ul/Psf] eP klxrfg k/LIf0fsf nflu

s]xL sG6]g/sf] gd"gf lng ;lsg]5 .

-$_ pk;+lxtf -#_ adf]lhd k'li6s/0f ubf{ sDtLdf klg b]xfosf s'/fx?df Wofg lbg'

kg{]5M–

-s_ pTkfbg / cfk"lt{stf{sf] :jefj Pj+ x}l;ot / pgLx?sf] s'zn pTkfbg

cEof; af/]sf] hfgsf/L,

-v_ z'?jftL ;fdu|L pTkfbssf] u'0f:t/ cfZjf;g k|0ffnL,

-u_ z'?jftL ;fdu|L pTkfbg / lgoGq0f ug]{ cj:yf,

-3_ pkof]u ul/g] z'?jftL ;fdu|L / cf}iflwhGo kbfy{sf] :jefj .

-%_ pk;+lxtf -#_ / -$_ df h'g;'s} s'/f n]lvPsf] ePtfklg k'li6s/0fsf] lnlvt k|lqmof

lgwf{/0f eO{ ;f] adf]lhd k'li6s/0f ug]{ k|0ffnL ljBdfg ePdf b]xfosf] cj:yfdf k|fKt z'?jftL

;fdu|Lsf] x/]s sG6]g/af6 lems]sf gd"gfsf] klxrfg k/LIf0f ug{af6 5'6 lbg ;lsg]5M–

-s_ Psn pTkfbs jf sf/vfgfaf6 pTkflbt z'?jftL ;fdfu|Lx?df,

-v_ pTkfbsn] ;f]em} pTkfbg u/]sf z'?jftL ;fdfu|L jf ljZj;lgotfsf]

Oltxf; ePsf pTkfbssf] l;naGbL sG6]g/ / vl/bstf{ jf sfof{noaf6

:jLs[t k|fKt lgsfoaf6 pTkfbssf] u'0f k|0ffnLsf] k/LIf0f lgoldt ?kdf

;Dkfbg ul/Psf]df,

t/ b]xfosf laifodf 5'6 lbg ;lsg] 5}gM–

-s_ pTkfbssf] >f]t gv'n]sf] jf k/LIf0f gul/Psf] larf}lnof JolQm jf ;+:yf

dfkm{t cfk"lt{ ul/Psf z'?jftL ;fdfu|Lx?,

-v_ O{Gh]S;g cf}iflw pTkfbgdf k|of]u ePsf z'?jftL ;fdfu|Lx? .

-^_ 5kfO{Psf Kofs]lhª ;fdu|L k|fKt eP kl5 To:tf ;a} ;fdu|Lsf] k/LIf0f ug'{ kg]{5 .

&#= pTkfbg/t k|lqmof lgoGq0fsf] clen]v /fVg' kg{]M pTkfbg/t k|lqmof lgoGq0fsf] clen]v /fVg'

kg]{5 / of] Jofr clen]vsf] Pp6f cËsf] ?kdf /xg]5 .

&$= tof/L cf}iflwM -!_ cf}iflwsf] k|To]s Jofrn] tof/L cf}iflwx?sf] k|of]uzfnfsf dfkb08x? pko'Qm

9Ën] k"/f u/]sf 5g\ eGg] s'/fsf] ljZjf; ug{] dgfl;j cfwf/ ePdf dfq To:tf] Jofr k'ms'jf

ug{' kg{]5 .
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-@_ :yflkt ljj/0f / ;Da4 cGo u'0f:t/sf dfkb08x? k"/f gu/]sf pTkfbgnfO{

:jLsf/ ug{' x'b}g .

&%= Jofr clen]vsf] k'g/fjnf]sgM -!_ Jofr k'ms'jf ug]{ sfo{ :jLs[t k|s[ofsf] c+usf] ?kdf

pTkfbg / u'0f:t/ lgoGq0fsf clen]vnfO{ k'g/fjnf]sg ug'{ kg]{5 .

-@_ s'g} Jofr pTkfbg ljj/0f cg'?k gePsf] jf ljj/0fsf dfkb08x? k"/f ug{ ;s]sf]

jf g;s]sf] eGg] s'/fnfO{ k"0f{ ?kdf c'g;Gwfg ug'{ kg]{5 .

-#_ dfgs ljj/0f cg'?k gePsf jf dfgs ljj/0f eGbf leGg ePsf To:t} pTkfbgsf

cGo Jofr / cGo pTkfbgx?sf xsdf ;d]t pk;+lxtf -@_+ adf]lhdsf]] cg';Gwfg ug{

;lsg]5 .

-$_ pk;+lxtf -@_ jf -#_ adf]lhd ul/Psf] cg';Gwfgsf] lnlvt?kdf clen]v /fvL

o;sf] lgisif{ / cg'udg sfo{x? ug'{ kg]{5 .

-%_ tof/L cf}iflwsf k|To]s Jofrsf gd"gf (Retention samples) Dofb ;dfKt ePsf]

ldlt eGbf Ps aif{ kl5 ;Dd ;'/lIft /fVg' kg]{5 .

-^_ tof/L cf}iflwnfO{ ;fdfGotof clGtd ?kdf Kofs]lhË ug'{ kg]{5 / l;kmfl/;

ul/Padf]lhd e08f/0f u/L /fVg' kg]{5 .

t/ w]/} pTkfbgnfO{ Kofs]lhË ul/Psf] eP yf]/} gd"gfnfO{ pko"Qm sG6]g/df

e08f/0f ug{ ;lsg]5 .

-&_ z'?jftL ;fdfu|Lsf ;lqmo gd"gfx?nfO{ klg tof/L cf}iflw ;/x Dofb ;dfKt ePsf]

Psaif{;Dd ;'/lIft ?kdf /fVg' kg]{5 .

-*_ t/n kbfy{, UofF;, kfgL afx]ssf cGo z'?jftL ;fdu|Lsf] gd"gf sDtLdf b'O{jif{ ;Dd

;'/lIft /fVg' kg]{5 .

-(_ lgd{lns/0f afx]ssf ;fdu|L jf kbfy{sf] gd"gf sd;]sd b'O{ aif{sf] nflu k'gM

k/LIf0f ug{ kof{Kt x'g] dfqfdf /fVg' kg]{5 .

&^= :yfloTj d"Nof+sgM -!_ pBf]usf] u'0f:t/ lgoGq0f ljefun] tof/L cf}iflw /

cfjZos\tfg';f/ z'?jftL ;fdu|L / cw{k|zf]lwt cf}iflwsf] u'0f:t/ / :yfloTjsf] af/]df

d"Nof+Ísg ug'{ k5{ .
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-@_ u'0f:t/ lgoGq0faf6 e08f/0f cj:yf;+u ;DalGwt :yfloTjsf] k/LIf0fsf] cfwf/df

Dofb ;dfKt x'g] ldlt / cf}iflw ;+ro ;dofjwL (shelf-life) sf] dfgs ljj/0f to ug'{ kg]{5 .

-#_ rfn' :yfloTjsf] lgwf{/0fsf nflu lnlvt sfo{qmdsf] ljsf; Pj+ sfof{Gjog ug{

b]xfosf tTjx?nfO{ ;dfj]z ug'{ kg]{5 M

-s_ cWoogdf ;dfj]z ul/Psf] cf}iflwsf] k"0f{ ljj/0f,

-v_ k/LIf0fsf] bfo/f / k4ltsf] k"0f{ efu :yfloTjsf] af/]df ;+s]t ug]{

;fdYo{, z'4tf / ef}lts rl/q Pj+ clen]vLs/0f ul/Psf k|df0fx? af/]

a0f{g ul/Psf ;a} k/LIf0fx?,

-u_ kof{Kt ;+Vofdf Jofr ;dfj]z ul/Psf] k|fjwfg,

-3_ k|To]s cf}ifwL k/LIf0f ug]{ tfnLsf,

-ª_ ljz]if e08f/0f k|aGw,

-r_ kof{Kt dfqfdf g"dgf ;+ro ug]{ k|aGw,

-5_ pknJw ePsf ;a} tYof+ssf] ;+If]kLs/0fsf ;fy ;fy} cWoogsf]

d"Nof+sg / lgisif{ .

-$_ cf}iflwnfO{ ahf/df ljqmL ljt/0f ug'{eGbf klxnf k|s[of, pks/0f / Kofs]lhË

;fdu|L cflbdf s'g} dxTjk"0f{ kl/jt{g ul/Psf] ePdf :yfloTj lgwf{/0f ug'{ kg]{5 .

kl/R5]b - !(

ljljw

&&= cf}iflw pTkfbg s'zn cEof; sfod u/]sf] k|df0fkq lng'kg]{M -!_ k|To]s pTkfbsn] o; ;+lxtf

adf]lhd cf}iflw pTkfbg s'zn cEof; ;DalGw Aoa:yf sfod u/L ;f] sf] k|df0fLs/0fsf] nflu

cfjZos sfuhft ;+nUg u/L of] ;+lxtf k|/De ePsf] ldltn] k}+lt; lbgleq ljefu ;dIf

lgj]bg lbg' kg]{5 .

-@_ pk;+lxtf -!_ df h'g;'s} s'/f n]lvPsf] ePtf klg of] ;+lxtf k|/De ePkl5 :yfkgf

x'g] cf}iflw pBf]un] o; ;+lxtf adf]lhdsf] cf}iflw pTkfbg s'zn cEof; sfod u/]/dfq

pTkfbg sfo{ k|/De ug'{ kg]{5 .
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-#_ pk;+lxtf -@_ adf]lhdsf cf}iflw pBf]un] o; ;+lxtf adf]lhd cf}iflw pTkfbg

s'zn cEof; sfod u/]sf] k|df0fkq lngsf] nflu pTkfbg sfo{ k|/Se u/]sf] b'Ojif{ k'u]sf]

ldltn] k}+lt; lbgleq pk;+lxtf -!_ adf]lhd ljefu ;dIf lgj]bg lbg' kg]{5 .

-$_ pk;+lxtf -!_ jf -#_ adf]lhd k|fKt lgj]bg pk/ ljefuaf6 cfjZos hfra'em,

:ynut cjnf]sg tyf lg/LIf0f u/L s'zn cf}iflw pTkfbg cEof; k/LIf0f ubf{ of] ;+lxtf

adf]lhdsf] cf}iflw pTkfbg s'zn cEof; sfod u/]sf] kfO{Pdf ljefun] cg';"lr—! adf]lhdsf]

9fFrfdf lgj]bsnfO{ cf}iflw pTkfbg s'zn cEof;sf] k|df0fkq lbg]5 .

&*= cf}iflw pTkfbg s'zn cEof;sf] k|df0fkqsf] dfGo cjlw / gljs/0f M -!_ of] ;+lxtfsf] bkmf

&& sf] pk;+lxtf -$_ adf]lhd k|fKt s'zn cf}iflw pTkfbg cEof;sf] k|df0fkqsf] dfGo cjlw

b'O jif{sf] x'g]5 .

-@_pk;+lxtf -!_ adf]lhd s'zn cf}iflw pTkfbg cEof;sf] k|df0fkqsf] gljs/0f

u/fpgsf] nflu cjlw ;dfKt ePsf] ldltn] ;ft lbgleq ljefu ;dIf lgj]bg lbg' kg]{5 .

-#_ pk;+lxtf -@_ adf]lhd k|fKt lgj]bg pk/ cfjZos hfFra'em, :ynut cjnf]sg,

lg/LIf0f tyf k/LIf0f ubf{ o; ;+lxtf adf]lhdsf] s'zn cf}iflw pTkfbg cEof; sfod

ul//x]sf] kfO{Pdf ljefun] cf}iflw pTkfbg s'zn cEof;sf] k|df0fkq gljs/0f ul/lbg]5 .

&(= vf; k|s[ltsf cf}iflw pTkfbg ubf{ pTkfbsn] yk Joj:yf sfod ug{' kg{]M -!_ lgd{nLs[t

cf}iflw pTkfbgsf] nflu pTkfbsn] cg';"rL–@ adf]lhdsf yk Joj:yfx? sfod ug{' kg{]5 .

-@_ o; ;+lxtfdf n]lvPsf Joj:yfsf] cltl/Qm ljefun] tf]]s]sf] s'g} vf; k|s[ltsf

cf}iflw pTkfbsn] ljefun] tf]]s] adf]lhdsf yk Joj:yfx? sfod ug{' kg{]5 .

*)= cg';"rLdf x]/km]/ ug{ ;Sg]M g]kfn ;/sf/n] g]kfn /fhkqdf ;"rgf k|sfzg u/L cg';"rLdf

cfjZostf cg';f/ x]/km]/ ug{ ;Sg]5 .

*!= vf/]hL M -!_ cf}iflw pTkfbg ;+lxtf, @)$! Vff/]h ul/Psf] 5 .

-@_ cf}iflw pTkfbg ;+lxtf, @)$! adf]lhd eP u/]sf sfd o;} ;+lxtf adf]lhd eP

u/]sf] dflgg] 5 .
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cg';"rL–!
;+lxtf &&-$_=;Fu ;DalGwt

- cf}iflw pTkfbg s'zn cEof; k|df0fkqsf] 9fFrf_
g]kfn ;/sf/

:jf:Yo tyf hg;+Vof dGqfno

cf}iflw Joj:yf ljefu
cf}iflw pTkfbg s'zn cEof; k|df0fkq

k|df0fkq gDa/M ldltM
pTkfbssf] Ohfhtkq gDa/ / k|fKt ldltM

>L =======================
======================== -cf}iflw pTkfbssf] gfd tyf 7]ufgf_

tkfO{÷To; pBf]un] cf}iflw pTkfbg s'zn cEof;sf] k|df0fkq kfpFelg ldlt===== df o; sfof{nodf lgj]bg lbg' ePsf]df o;sfof{noaf6
vl6Psf] lj1af6 ;+lxtf && sf] pk;+lxtf -$_ adf]lhd hfFra'em, cjnf]sg tyf lgl/If0f ubf{ b]xfo adf]lhdsf] pTkfbgdf o; ;+lxtf adf]lhd
cf}iflw pTkfbgsf] s'zn cEof; sfod u/]sf] kfOPsf]n] of] k|df0fkq k|bfg ul/Psf]5M–

Dffqf kmd{ (Dosage Form) k|sf/ (Category) lqmofsnfk -Activity)
6\ofjn]6

SofK;'n

8«fO l;/k

lnlSj8 cf]/n

cf] cf/ P; (ORS)
jfXo emf]n –External Liquid_

afXo cw{ 7f];-External
semisolid_

lgd{nLs[t cf}iflw -Sterile
Pharmaceutical products_

Eye  and Ear

Injecatables
afonf]lhsN;\ -Vaccine seru ++++_

gljs/0f u/fPsf] cj:yfdf afx]s k|df0fkqsf] dfGo cjlw M

k|df0fkq hf/L ug{] clwsf/Lsf],–
b:tvtM

sfof{nosf] 5fk gfd y/M
kbM
ldltM

b|i6JoM
!= o; k|lqmof adf]lhd pTkfbg ul/Psf cf}iflwsf] k|To]s Jofrsf] u'0f:t/ sfod ug{] ;DaGwL lhDa]af/L pTkfbsdf lglxt /xg]5 .
@= cf}iflw pTkfbg ;DaGwdf o; ;+lxtf adf]lhdsf] s'zn cEof; sfod ug{ g;s]df jf o;  k|df0fkqdf pNn]v ul/Psf] lqmofsnfk jf k|sf/df

kl/jt{g u/]df of] k|df0fkq :jtM cdfGo x'g]5 .
#= of] k|df0fkq klxnf]k6s hf/L ePsf] ldltn] b'O jif{sf] nflu dfGo x'g]5 / To; kl5 dfGo cjlw ;dfKt ePsf] ldltn] k}lt; lbg leq k|To]s k6s

b'O÷b'O{ jif{sf] nflu ljefuaf6 gljs/0f u/fpg' kg{]5 .
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k|df0fkqsf] gljs/0f ;DaGwL ljj/0fM -k|df0fkqsf] k5fl8sf] k]hdf_

gljs/0f ldlt dfGo /xg] ldlt (valid until) gljs/0f ug{] clwsf/L
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cg';"rL–@
;+lxtf &( sf] pk;+lxtf -!_ ;Fu ;DalGwt

lgd{nLs[t cf}iflw -Sterile Pharmaceutical products_pTkfbgsf] nflu pTkfbsn] sfod ug{'

kg{ yk Joj:yfx?

!= ;fdfGo dfGotf

!=! lgd{nLs[t cf}iflw pTkfbg ubf{ z'Id lhjf0f', s0f, / kfO/f]h]lgs -Pyrogenic_ k|b'if0fsf]

vt/f sd ug{ yk ;fjwfgL ckgfpg' kg{]5 .

!=@= lgd{nLs[t cf}iflwsf] pTkfbg sd{rf/L jf cGo s'g} JolQm jf nlug] ;fwg jf ;fdfu|Lsf]

k|j]z jfo' lgoGq0f sIf dfkm{t x'g'] u/L ;kmf sIfdf ug{'k5{ .

!=# ;kmf sIfdf pko'Qm :t/sf] ;kmfO{sf] dfkb08 sfod eO/xg' k5{ / To;df hfg]

xfjfnfO{ lgwf{l/t Ifdtfo'Qm lkmN6/ dfkm{t k|j]z u/fpg' kg{]5 .

!=$= cf}iflw aGg rflxg] tTjx?sf] tof/L, pTkfbg tof/L (component preparation), eg{] sfd

/ lgd{nLs/0f h:tf ljleGg sfo{x? ;kmf sIfsf 5'§}] 7fpFdf ul/g' kb{5 .

!=% pTkfbg sfo{ b'O{ tl/sf ckgfP/ ug{ ;lsg]5 M klxnf] r/0fGt lgd{nLs/0f k|q[mof /

bf];|f] s]xL jf ;a} txx? P;]K6Ls cj:yfdf sfo{x? ;+rfng ul/ pTkfbg ug]{ k|q[mof .

@= u'0f:t/ lgoGq0f

@=!= lgd{nLs/0f k/LIf0fsf] nflu lnOg] gd"gfn] k'/} Jofrsf] k|ltlglwTj ug{'kb{5 . gd'gf

ln+bf Jofrsf] h'g txdf j9L k|b'if0f x'g] vt/f x'G5 Tof] efuaf6 gd"gfdf ;+nUg ul/g'

kb{5 . pbfx/0fsf] nfluM—

-s_ P;]K6Ls tj/df lgd{nLs[t (Aseptically sterilized) ] cf}iflwsf] gd"gf lnFbf

cf}iflw eg{ z'? ubf{ / cGTosf] gd"gfsf] ;fy} pTkfbg sfo{ ubf{ pNn]vgLo

jfwf cj/f]w cfPsf] Jofrsf gd"gfx? ;dfj]z ul/g' kb{5 .

-v_ tof/L efF8f jf j§fx?df tfkåf/f lgd{nLs[t ul/Psf cf}iflwx?sf] gd"gf ln+bf

;s];DDf a9L lr;f] efunfO{ k|fyldstf lbg' kb{5 .

@=@= clGtd r/0fsf] lgd{nLs/0f (Terminal Sterilization) ul/g] tof/L cf}iflwx?df

lgd{nLs/0fsf]] ;'lglZrttf ug{ lgd{nLs/0f rqmsf] k'li6s/0f ul/g' kb{5 / P;]K6Ls

tj/n] k|zf]wg ul/Psf cf}iflwx?sf] xsdf To:tf] k'li6s/0f æd]l8of lkmN;æ -Media

Fills) ljlw ckgfO{ ul/g' kb{5 .
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@=# Jofr k|zf]wgsf] clen]v / lhjf0f'/lxt tl/sfn] k|zf]wg ul/Psf cf}iflwsf] ;Gbe{df

jftfj/0fsf] clen]v / lhjf0f'/lxt kl/If0fsf] glthf ;+u;+u} hfFr ug{' kb{5 .

@=$ lgwf{l/t cf}iflwsf] lhjf0f'/lxt kl/If0f k|s[of k|df0fLt ug{' kb{5 . lhjf0f'/lxt kl/If0fsf]

k'li6s/0f / ;Dkfbg u|GyLo ljlw -Pharmacopoeial method) cg';f/ ug{' kg]{5 .

@=% ;'O{hGo cf}iflw, ;'O{df ld;fpg] kfgL (diulent), cw{ k|zf]lwt / tof/L cf}iflwx?df

OG8f]6f]lS;g -Endotoxins) sf] cg'udg ubf{ k|To]s cf}iflwsf] nflu k|dfl0ft :yflkt

u|GyLo ljlw z}nL cg';f/ ug{'kg]{5 .

@=^ 7'nf] cfotgsf] 3f]n -large Volume Solution) df ;+w} kfgL cyjf cw{ k|zf]lwt

cf}iflwx?sf] cg'udg ug{' kb{5 . o;sf ;fy} tof/L cf}iflwsf] s'g} k/LIf0f ug{' k/]df

k|rlnt df]gf]u|fkm -monograph) cg';f/ ul/g' kb{5 . k/LIf0f ubf{ obL s'g} gd"gf km]n

ePdf sf/0fx?nfO{ hFfrj'em u/L pkfosf pko'Qm sfo{ ckgfpg' kb{5 .

#= :jR5tf -Sanitation_

#=! ;kmf sIfx?sf] :jR5tf sfod ug{ To:tf sIfx? dfGotfk|fKt lnlvt sfo{ljlw cg';f/

af/Djf/ / kof{Kt dfqfdf ;kmf ul/g' kb{5 . ;'Id lhjf0f'sf k|lt/f]wfTds :6«]g -Strain)

sf] pTklt x'g glbg k"0f{ ?kdf ;kmf sIfsf] cg'udg ug{' kb{5 . l;ldt k|efjsfl/tfsf

sf/0f k/fj}hgL -UV Light) nfO{ /zfolgs lhjf0f' gfzs j:t' -Chemical disinfection_

sf] ;§fdf k|of]u ug{' x'Fb}g .

#=@ lhjf0f' gfzs / ;kmf ug]{ kbfy{x? -Disinfectant & detergent_ df ;'Id lhjf0'fsf b'if0fsf]

cg'udg ug{' kb{5 . lkmSsf t/n kbfy{ -Dilutions) x? klxn] g} ;kmf ul/Psf ef8fdf

/fVg' kb{5 / ltgLx?nfO{ lgd{nLs[t geP;Dd e08f/0f ug{' kb{5 . s / v ju{sf]

(Grade A and B areas) If]qdf k|of]u x'g] lhjf0f' gfzs / ;kmf ug{] kbfy{x? k|of]u

ug{' eGbf klxn] g} lgd{nLs/0f ul/g' kb{5 .

#=# ;/;kmfO{ sfo{ ubf{ ljleGg If]qdf ;'Id lhjf0'fsf] z'4tfsf] lgoGq0f u/L ;kmf sIfsf]

cg'udg ug{' kb{5 . lhjf0f'/lxt sfo{ ug]{ If]qdf af/Daf/ cg'udg ug{' kb{5 / To:tf]

If]qdf Swabs / Contact plates h:tf ;]6n Kn]6;\ -Settle Plates) / cfotgLo xfjf -

Volumetric Air) / ;txLo gd'gf ;+sng -Surface Sampling) pkfox? ckgfpg' kb{5 .

#=$ gd'gf ;+sngsf] tl/sf jf sfo{n] ubf{ gd"gf lnOg] tl/sfn] ;kmf sIfsf] If]qdf s'g}

k|b'if0f x'g' xF'b}g .



76

#=% tof/L cf}iflwsf] Jofrx? jhf/df hfg' eGbf cuf8L k'glj{rf/ ug{' kb{5 / cg'udgsf]

glthfnfO{ Wofgk"j{s x]g{' kb{5 . ;+j]bglzn lqmofsnfk u/]kl5 To:tf] If]q / JolQm

b'j}sf] cg'udg ug{' kb{5 .

#=^ ;ts{tf ckgfpg' kg]{ / sfo{ ug{ ;lsg] ;Ldfsf] nflu ;'Idlhjf0f'sf] b'if0fsf] lgwf{/0f

ug{ ;lsg] :t/ jf tx to ul/Psf] x'g'kb{5 . ;f] ;Ldf xfjfsf] u'0f:t/ k|j[lt cg'udg

ug{sf nflu b]xfosf] tflnsf ! df lbOP adf]lhd lgwf{/0f ug'{kb{5M–

tflnsf ! M z'Id lhjf0f'sf] k|b'if0fsf] l;dfM*
ju{•
(Grade)

xfjfsf] gd"gf
(Air Sample)
CFU/m3

;]6n Kn]6 (settle
plates () ld=ld=Jof;

) (CFU/4 hrs)!

sG6\ofS6 Kn]6
Contact Plate Jof;
%% ld ld
CFU/Plate

Unf]e KjfOG6 Glove
points (five
fingers)
CFU/glove

s (A) < ! < !) < ! < !
Vf (B) !) % % %

u (C) !)) %) @% --

3 (D) @)) !)) %) --
b|i6JoM -!_ tfflnsfdf pNn]v ul/Psf] gd"gf lng] tl/sf / cf+lss u'0fx?n] s'g} tf]lsPsf]

dfgs ljj/0f (specification) nfO{ k|ltlglwTj ug]{ geO{ s]jn hfgsf/L dfq
lbg] ub{5 .

* logLx? cf}ift dfgf° x'g . oL ju{x? a'Fbf $=# df pNn]v ul/Psf] 5 .

• rf/ ju{sf xfjfdf /x]sf s0fsf] ljefhg tflnsf @ df lbOPsf] 5 .

! k|To]s ;]6n Kn]6nfO{ $ 306f eGbf sd ;do;Dd aflx/L xfjfsf] ;+;u{df cfpg] u/L /fVg
;lsG5 .

$= lgd{nLs[t cf}iflwsf] pTkfbg (Manufacture of sterile Preparations)

$=! lgd{nLs[t cf}iflw pTkfbg ug{] ;kmf sIfnfO{ jftfj/0fLo cfjZos u'0f cg';f/

ljeflht ug{' kg{]5 .

$=@ cf}iflw cyjf ;fdfu|Ldf x'g] s0f cyjf z'Id lhjf0f'sf] b'if0fsf] vt/fnfO{ sd ug{

k|To]s pTkfbg sfo{df pko'Qm jftfj/0fLo z'4tf cfjZos kb{5 . sfo{ eO/x]sf]

cj:yfsf] dfkb08sf] ;Ldf;+u ldNgsf] nflu tyf sIfsf] jgfj6 sfd gePsf]

cj:yfdf lglZrt tyf ;kmfOsf]:t/ tf]lsP adf]lhd x'g' kb{5 . sfo{ gePsf] cj:yfn]

o:tf] cj:yfnfO{ hgfpF5 h;df k|lt:yfkgf -Installation_ sf] sfo{ k"/f x'G5 / pTkfbg

ug{ k|of]u ug{] pks/0fx?nfO{ :yflkt u/L ;+rfng ug{ tof/L cj:yfdf /flvG5 .
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t/ pks/0f ;+rfng ug{] JolQmx? pkl:yt x'Fb}gg . o:t} sfd eO/xs]f]

cj:yfdf k|lt:yfkg u/]sf pks/0fx? tf]lsPsf] sfo{ ljlw cg';f/ tf]lsPsf

JolQmx?4f/f ;+rfng x'G5g\ .

$=# lhjf0f'/lxt cf}iflw pTkfbgsf nflu rf/ j6f leGbf leGb} txx? 5'6\ofO{Psf] x'G5 . h'g

o; k|sf/sf 5g\ M—

s ju { (Grade A)M lhjf0f'/lxt cf}iflw agfpFbf clt hf]lvd sfo{ ug{] If]q h:t} cf}iflw

eg{] / agfpg] If]q (aseptic connection) kb{5 . ;fdfGotof o:tf If]qx?df

Laminar Air Flow (LAF) pknAw u/fOg' k5{ . sfd eO/x]sf] 7fpFdf LAF
sf] k4lt¢/f xfjfsf] ult PsfDd]tf (homogeneous) x'g] u/L cGbfhL )=$(

ld÷;] ± @) % /fVg' kb{5 .

v ju{ (Grade B) M– P;]K6Ls tj/df pTkfbg / eg]{ sfo{ ug]{ ju{ s sf] k[i7e'ld

jftfj/0fsf] ?kdf .

u / 3 ju{ (Grade C and D)M– lgd{nLs[t cf}iflwsf] pTkfbg ubf{ sd hf]lvdk"0f{

sfo{x? ug{ cfjZos ;kmf If]q .

$=$ xfjfdf ePsf s0fx?nfO{ b]xfosf] tflnsf adf]lhd rf/ ju{df ljefhg ul/Psf] 5M–

tflnsf @M lhjf0f'/lxt cf}iflwx?sf] pTkfbgsf nflu xfjfdf ePsf s0fx?sf] ljefhg .

ju{
(Grade)

sfo{ GfePsf] cj:ydf sfo{ eO/x]sf] cj:yfdf

s0fsf] clwStd ;+Vof/ ld=# s0fsf] clwStd ;+Vof/ ld=#

)=%– %=) dfOqmf] ld= >%=) dfOqmf] ld= )=%– %=) dfOqmf] ld= >%=) dfOqmf] ld=

s (A) #%)) ) #%)) )

v (B) #%)) ) #%)))) @)))

Uf (C) #%)))) @))) #%))))) @))))

3 (D) #%))))) @)))) JoSt gePsf] JoSt gePsf]

b|i6JoM o; cGtu{t b]xfosf s'/fdf Wofg lbg'kg{]5M—

 xfjfsf] z'¢tf :t/ v, u / 3 ju{ k'Ug, xfjf kl/jt{gsf] dfqf, sf]7fsf] cfsf/, To;df ePsf

;fdu|Lx? / JolQmx?sf] pkl:ylt;Fu ldNg] u/L lgwf{/0f ug{'k5{ . /fd|f] xfjf k|jfx / pko'Qm lkmN6/

(HEPA) ePsf] s'g} sf]7fdf sDtLdf ! 306fdf @) k6s xfjf kl/jt{g x'g' kb{5 .

 xfjf / ;tx cflbdf z'Id lhjf0f'ut / s0fLo z'¢tfsf] tx olsg ug]{ ljlwsf dfGotf k|fKt u|Gy

(Pharmacopoeia) cyjf ISO n] k|sflzt u/]sf b:tfj]hdf pNn]lvt lgb]{zgx?sf] ;Gbe{ lng'

kb{5 .
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$=% ;kmf If]qsf] nflu xfjfdf ePsf ljleGg s0fx?sf] ljefhg tflnsf # df b]vfOPsf] 5 M

tflnsf #M ;kmf If]qsf] nflu z'¢ xfjfsf] s0fLo ljefhg k4ltsf] t'ngf M

Nepal WHO(GMP) US(209E) US(Customary) ISO/TC(20
9)

EEC(GMP)

Grade A Grade A M 3.5 Class 100 ISO 5 Grade A

Grade B Grade B M 3.5 Class  100 ISO 5 Grade B

Grade C Grade C M 5.5 Class10000 ISO 7 Grade C

Grade D Grade D M 6.5 Class 100000 ISO 8 Grade D

EEC: European commission; ISO/TC: International Organization for
Standardization Technical Committee; US: United States

$=^ pTkfbg sfo{ k"/f ePkl5 sfo{/t JolQm pQm 7fpFaf6 uO{ ;f] 7fpFdf ;kmf u/]sf] !% b]lv @)

ldg]6 k5fl8 pSt 7fpFdf s0fx?sf] cj:yf tflnsf @ df lbOPsf] sfd gePsf] cj:yf;+u ldNg'

kb{5 . hj s'g} cf}iflw cyjf v'Nnf efF8f] jflx/L jftfj/0fsf] ;Dks{df cfpF5 tj tflnsf @ sf]

ju{ s df pNn]v eP cg';f/ sfo{ eO{/x]sf] cj:yfdf x'g'kg{] s0fx?sf] dfqf;+u ldnfpg' kb{5 .

cf}iflw eg{] sfo{ ubf{ s0fx?sf] df0b08sf] ;'lglZrttf b]vfpg ;+w} ;Dej gx'g] s'/f :jLsfo{

x'g]5, lsgsL h'g cf}iflw el/G5 ;f]af6 g} ;–;fgf yf]kf cyjf s0fx? pTkGg x'g ;S5g\ .

$=& sfo{ eO/x]sf] ljleGg ;kmf If]qsf s0fsf] :jR5tfsf] lgoGq0fnfO{ cg'udg ug{'kb{5 .

$=* s0f / z'Id lhjf0f'sf] kl/df0fsf] cg'udg ug{ ;ts{tf / sfo{ l;df tf]lsg' kb{5 . obL oL

;Ldfx? pnª3g ePdf, sfo{ k4ltdf hgfP cg';f/ pko'Qm ;'wf/fTds sf/jfxL ug{kb{5 .

$=( wf/f $=^ / $=!* df tf]lsPsf] If]qsf] ju{nfO{ pTkfbsn] sfo{ ljlw k|s[lt / Eofln8];g /G;\

-Validation runs) (h:t} lgd{nLs[t dfWod eg]{ media fills) sf] cfwf/df 5g}f6 ug{' k5{ .

pko'Qm sfo{ ug{] jftfj/0fLo If]q / ;do ;LdfnfO{ z'Id hLjf0f'sf] b'if0f kfOPsf] cfwf/df

lg0f{o ug{' kb{5 .

r/0fGt lgd{nLs[t cf}iflwx? (Terminally Sterilized Products)

$=!)= w]/} h;f] cf}iflw / To;df k|of]u x'g] tTjx?nfO{ sDtLdf klg ju{ 3 sf] jftfj/0fLo If]qdf

pTkfbg ug{'k5{, h;n] ubf{ z'Id hLjf0f' / s0fx?sf] dfqf sd x'G5 / 5fGg / lgd{nLs/0f ug{

pko'Qm x'G5 . hxfF cf}iflwx? c;fwf/0f z'Id hLjf0f'sf] b'if0fsf] hf]lvddf x'G5g\ -lsgsL o;n]
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z'Id hLjf0f'sf] a[l4df d2t u5{, lgd{nLs/0f ug'{ cufl8 nfdf] ;do ;Dd To;nfO{ yfld/fVg'

k5{ cyjf aGb efF8f]df k|zf]wg ug{ cfjZos b]lvb}g_ To:tf]df ;fdfGot ju{ u sf]

jftfj/0fLo If]q sfod ug{'kg]{5 .

$=!!= clGtd r/0fsf] lgd{nLs/0fsf] nflu cf}iflw ebf{ ;fdfGot sDtLdf klg ju{ u sf] jftfj/0fLo

If]q sfod ul/g'k5{ .

$=!@ hxfF cf}iflwx? Jftfj/0fsf] c;fwf/0f hf]lvddf x'G5g\ -eg]{ sfo{ ;':t cyjf af]tnsf] d'v

km/flsnf] x'G5 jf aGb ug'{ cufl8 nfdf] ;do;Dd v'Nnf ePdf_ ToxfF cf}iflw eg]{ sfo{ ju{ s

cg';f/ x'g'k5{ h;sf] k[i7e"dL sDtLdf ju{ u cg';f/ x'g'k5{ .

$=!# clGtd r/0fsf] lgd{nLs/0f ug{' cufl8 dNxd -ointment), lqmd, ;:k]G;g (suspension) /

OdN;g -emulsion) x?sf] pTkfbg / eg]{ sfo{ ;fdfGot ju{ u jftfj/0fLo If]qdf ug'{k5{ .

P;]K6Ls cTkfbg -Aseptic Preparation)

$=!$= pTkfbgdf pkof]lu cf}hf/ / pks/0f ;kmf u/]kl5 sDtLdf ju{ 3 sf] jftfj/0fLo If]qdf sfo{

ug'{k5{ . lhjf0f' /lxtsf] z'?jftL ;fdfu|L / tTjx? ha;Dd lgd{nLs/0f cyjf ;'Id lhjf0f'

yfDg;Sg] lkmN6/af6 5fGg] sfd ul/b}g , ta;Dd ju{ s jftfj/0fLo If]qdf sfd ul/g'k5{,

h;sf] k[i7e"ld ju{ v x'g'k5{ .

$=!%= lgd{n 5GffO{ -Sterile filtered) k|lqmof ckgfO{g] emf]n cf}iflwsf] pTkfbg ju{ u

jftfj/0fLo If]qdf ug'{k5{ . olb lgd{n 5gfO{ k|lqmof gePdf z'?jftL ;fdfu|L / cf}iflwx?sf]

pTkfbg ju{ s jftfj/0fLo If]q h;sf] k[i7e"ld ju{ v jftfj/0fLo If]q cg';f/ x'g'k5{ .

$=!^= P;]K6Ls tl/sfn] pTkflbt cf}iflwx? / aflx/L jftfj/0fsf] ;Dks{df -exposed) cfPsf

lgd{nLs[t ;fwgx?sf] kl/rfng / eg]{ sfd ju{ s jftfj/0fLo If]qdf ul/g'k5{, h;sf]

k[i7e"ld ju{ v jftfj/0fLo If]q x'g'k5{ .

$=!&= lk|mh 8«fO{Ë (Freeze- drying) df k|of]u x'g] lasf]{ nufpg' eGbf cufl8, cw{ aGb efF8fx?sf]

cf];f/kf];f/ (transfer) ju{ s jftfj/0fLo If]qdf cyjf ju{ v jftfj/0fLo If]qdf aGb afs;

(sealed transfer tray) df ug'{k5{ .

$=!*= lgd{nLs[t dNxd, lqmd, ;:k]G;g / OdN;gsf]] pTkfbg / eg]{ sfo{ ju{ s jftfj/0fLo If]qdf

sfd ul/g'k5{, h;sf] k[i7e"ld ju{ v x'g'k5{ .
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k|zf]wg (Processing)

$=!(= lgd{nLs/0f ug'{ cufl8 ;d]t k|zf]wgsf ;a} txx?df b'if0fsf] dfqf sd ug{ ;fjwfgL

ckgfpg'k5{ .

$=@)= lhljt ;'Id lhjf0f' ;dfj]z ePsf cf}iflwsf] tof/L jf eg]{ sfo{ cGo cf}iflw k|zf]wg ug]{

sIfdf ug{ x'Fb}g . t/ d[t lhjf0f' jf ;'Id h}ljs ;f/ tTj efF8fdf vGofpg] h:tf sfo{ ug'{

k/]df lg:s[otf Pj+ ;kmfO{ k|lqmof k'li6s/0f u/]sf] x'g' kg]{5 .

$=@! lhjf0f'd'Qm k|zf]wgsf] k|df0fLs/0f ubf{ hLjf0f' kf]if0f dfWod -nutrient medium) ;dfj]z u/L

k|s[ofsf] cg';f/ ug{'k5{ . hLjsf]if pTkfbg ug]{ dfWodsf] k|sf/ ;fdfGot cf}iflwsf] agfj6

;dfg x'g'k5{ . k|s[of gSsn kl/If0f (process- simulation test) ] ;Dej eP;Dd lgoldt

P;]K6Ls pTkfbg k|s[of h:t} x'g'k5{ / o;n] pTkfbgsf ;+j]bglzn r/0fnfO{ ;d]6\g' kb{5 .

gSsn kl/If0f (simulation test) ubf{ ck]lIft ;a}eGbf g/fd|f] cj:yfnfO{ dWo]gh/ ug'{k5{ .

pks/0f / k|s[ofdf s]xL dxTjk"0f{ kl/jt{g ePdf k|s[of gSsn kl/If0fnfO{ tf]lsPsf] ;dosf]

cGt/fndf bf]x/\ofpg' k5{ . ædfWod eg]{Æ -Medium fill) k|lqmofdf k|of]u x'g] efF8fx?sf]

;+Vof plrt d"Nofªsg ug{ kof{Kt x'g'k5{ . ;fgf] Aofr  sf] nflu dfWod eg]{ k|lqmofdf k|of]u

x'g] efF8fx?sf] ;+Vof sDtLdf klg Tof] cf}iflwsf] Aofrsf] cfsf/ ;/x x'g'k5{ .

$=@@= k'li6s/0f ubf{ k|zf]wgdf ;Demf}tf gxf];\ eGg] s'/fdf Wofg lbg'k5{ .

$=@#= kfgLsf] ;|f]t, kfgL k|zf]wg ug]{ ;fwg / k|zf]lwt kfgLnfO{ /;fog, h}ljs b'if0f / OG8f]6f]lS;g

sf] b'if0f gxf];\ egL af/Daf/ cg'udg ug'{k5{, h;n] kfgL dfkb08 cg';f/ k|of]u ug{ of]Uo 5

eGg] hgfpF5 . cg'udgsf] kl/0ffd / s'g} sf/jfxL -action_ ul/Pdf To;sf] clen]v

/fVg'k5{ .

$=@$ d'VotoM lhjf0f'd'Qm sfo{ eO/x]sf] cj:yfdf ;kmf If]qdf ul/g] sfo{x? / JolStsf]

cfjthfjtnfO{ lgoGq0f / Jojl:yt ul/g'k5{, h;n] ubf{ a9L sfd eP/ pTkGg x'g;Sg]

lhjf0f' / s0fx?nfO{ x6fpg ;lsG5 . nufPsf] n'ufsf] sf/0fn] ubf{ cg's'lnt tfkqmd Pj+

cfb|tf c;Xo ?kdf a9L x'g'x'Fb}g .

$=@%= /];fhGo kbfy{ lgsfNg ;Sg] efF8f / ;fdfuL|x? ;kmf If]qdf sd dfqfdf /flvg'k5{ / P;]K6Ls

sfo{ eO{/x]sf] cj:yfdf ltlgx?nfO{ k'/f ?kdf x6fOg'k5{ .

$=@^= tTjx?, cfGtl/s cj:yfsf] pTkfbgsf efF8fx? / pks/0fx?nfO{ clGtd ;kmfO{ u/L k'gM b'if0f

gx'g] u/L /fdf]|;+u lgoGq0f ug'{k5{ . tTjx?sf] k|zf]wg ug]{ tx, aNs cf}iflwsf] efF8fx? /

pks/0fx?nfO{ /fdf]|;+u klxrfg ug'{k5{ .
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$=@&= tTjx?sf] aNs pTkfbgsf efF8f / pks/0fsf]] lgd{nLs/0f, ;kmfO{ / ;'sfpg] sfo{ aLrsf]

;dofalw ;Sbf] 5f]6f] x'g'k5{ / of] ;do l;df k'li6s[t e08f/0f ;t{df e/ kb{5 .

$=@*= emf]n cf}iflwsf] pTkfbg ug]{ ;dob]lv o;sf] lgd{nLs/0f cyjf JofS6]/Lof yfDg] lkmN6/af6

5fGg] k|s[of ;Ddsf] ;do hlt;Sbf] 5f]6f] x'g'k5{ . k|To]s cf}iflwsf] nflu To;sf] agfj6 /

e08f/ ug]{ tl/sfnfO{ dWogh/ u/L To;sf] clwstd :jLsfo{ (permissible) ;dofjlw to

ug'{kg]{5 .

$=@(= emf]n cf}iflwdf ld;fpg] jf dflyaf6 9fSg] s'g} klg UofF; -h:t} gfO{6«f]hg_ lgd{nLs/0fsf] ug]{

lkmN6/ dfkm{t ld;fpg'k5{ .

$=#)= lgd{nLs/0f ug'{ cufl8 cf}iflwsf] h}ljs ef/ (bioburden) nfO{ cg'udg ug'{k5{ . o:tf] sfo{

ubf{ cf}iflwsf] b'if0fsf] sfo{ l;df tf]Sg'k5{, h'g k|of]u x'g] pkfosf] Ifdtf / kfO/f]h]g

(pyrogen) sf] hf]lvd;+u ;DalGwt x'G5 . ;a} emf]n cf}iflwx? -ljz]ifu/L 7'nf] cfotgsf

OGh]S;g) nfO{ ;s];Dd eg]{ sfo{ ug'{ cufl8 ;'Id lhjf0f' yfDg ;Sg] lkmN6/af6 5fGg'k5{ .

aGb ul/Psf efF8fx?df /flvPsf kfgLhGo emf]n cf]iflwx?af6 aflx/ lg:sg ;Sg] rfknfO{

kfgLn] c;/ gug]{ ;'Id lhjf0f' 5fGg] lkmN6/ k|of]u u/L lgoGq0f ug'{k5{ .

$=#!= lhjf0f'd'Qm sfo{ eO/x]sf] :yfgsf tTj, yf]s cf}iflwsf efF8fx?, ;fwg / c? ;kmf If]qdf

cfjZos ;fdfgx?nfO{ lgd{nLs/0f u/L ;Dej eP;Dd leQfdf hl8t 8an OG8]8

:6]l/nfO{h;{ -double-ended sterilizers) hl8t leQf ePsf] sf]7fdf k7fpg'k5{ . b'if0fsf] k|j]z

/f]Sg k|of]u x'g] c? tl/sf (h:t} 6«Lkn -oflk° triple wrapping) s'g} a]nf :jLsfo{ x'g;S5 .

$=#@= gofF k|zf]wg k|s[ofsf] k|efjsf/Ltfsf] k'li6s/0f ug'{kg]{5 . To; kl5 klg lgoldt cGt/fndf

k'li6s/0f ug'{ kg]{5 jf k|s[of jf ;fwgdf s'g} ;f/e't kl/jt{g ePdf klg k'li6s/0f ug'{kg]{5 .

%= lgd{nLs/0f (sterilization)

%=!= lgd{nLs[t cf}iflw pTkfbg ubf{ oyf ;Dej tof/L eFf8fdf tfkåf/f clGtd r/0fsf]

lgd{nLs/0f ug'{k5{ . cf}iflwsf] c:yfloTjsf] (instability) sf/0fn] o:tf] ug{ g;lsg]

cj:yfdf P;]K6Ls lgd{nLs/0fsf] j}sNkLs pkfo ckgfpg'k5{ .

%=@= lgd{nLs/0fsf] cj:yf k|fKt ug]{ pkfodf ;'Vvf tfk, ljls/0fsf] k|sfzåf/f -t/

k/fj}hgL ls/0fåf/f ug{ ;lsGg ha;Dd o;sf sfo{ k"/} k|df0fLs/0f  x'Fb}g_, OyfOlng

cS;fO8åf/f -cyjf cGo pko'St UofF; lgd{nLs/0f ;fwg åf/f_ jf 5fg]/, h;sf]

tof/L efF8fdf P;]K6Ls tj/n] eg]{ sfo{ af6 lgd{nLs/0f ug{ ;lsg] ePklg oL k|To]s
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pkfosf cf–cfkm\g} kmfObf / a]kmfObf ePsf]n] ;s];Dd tfkåf/f ul/g] lgd{nLs/0fsf]

pkfonfO{ g} cjnDag ug{ pko'Qm x'G5 .

%=#= z'?jftL ;fdfu|Ldf ;'Idlhjf0f'sf] b'if0f Go"gtd x'g'k5{ / To;sf] ef/nfO{ lgd{nLs/0f

ug'{ cl3 cg'udg ug'{k5{ . ha ;'Idlhjf0f'sf] u'0f:t/sf] cg'udgn] To;sf]

cfjZostfsf] ;+s]t u/]df, pSt cfjZostfnfO{ dfgs ljj/0fdf ;d]6\g'k5{ .

%=$= lgd{nLs/0fsf ;a} k|lqmx?nfO{ k'li6s/0f ug{' kg{]5 . lgd{nLs/0fsf] nflu ckgfOPsf]

tl/sf kmfdf{]sf]lkof jf o; ;DaGwL cGo /fli6«o dfkb08 cg';f/ gePdf jf s'g}

c;fwf/0f kfgLhGo ;f]n';g jf emf]nnfO{ lgd{nLs/0f ul/Pdf To; sfo{df ljz]if Wofg

lbg'k5{ .

%=%= lgd{nLs/0fsf tl/sf ckgfpg' cufl8 To;sf] pko'Sttf / k|efjsfl/tf k|To]s k|sf/sf]

k|zf]wg ug]{ efudf ef}lts, gfk tf}n / h}ljs ;'rssf] cfwf/df rfx]sf] lgd{nLs/0f

k|bz{g ug'{k5{ . k|s[ofsf] :jLsfo{tfnfO{ ;do;dosf] cGt/fndf k'li6s/0f ug'{kb{5 /

o;tf] sfo{ sDtLdf klg aif{sf] Psk6s cyjf ;fwgdf s'g} dxTjk"0f{ kl/jt{g ePdf

ug'{k5{ . o:tf] sfo{sf] kl/0ffdsf] clen]v /fVg'k5{ .

%=^= k|efjsf/L lgd{nLs/0fsf nflu ;Dk"0f{ ;fdu|Lx? tf]lsPsf] dfkb08 adf]lhd lgd{nLs/0f

ug'{ kb{5 / k|s[of klg pSt cj:yf k|fKt x'g]u/L to ul/Psf] x'g'kg]{5 .

%=&= h}ljs ;'rsnfO{ lgd{nLs/0f k|s[ofsf] cg'udgsf] yk tl/sf dfGg'k5{ . logLx?sf]

e08f/0f / k|of]u pTkfbssf] lgb]{zg cg';f/ x'g'k5{ / u'0f:t/ lgoGq0f ug'{k5{ . olb

logLx?sf] k|of]u ePdf s8f ;fjwfgL ckgfO{ ltgLx?af6 x'g] ;'Id lhjf0f'sf] b'if0fnfO{

x6fpg'k5{ .

%=*= lgd{nLs/0f gul/Psf cf}iflwnfO{ 5'6\6} 7fpFdf /fVg'k5{ . ;fdfg cf];fg{ k|of]u ul/g]

k|To]s ;fwg jf 6«]df gfd, Jofr g+ / lgd{nLs/0f eP gePsf] k|i6 a'lemg] u/L n]an

ul/Psf] x'g' kg{]5 . Jofrsf] lgd{nLs/0f eP gePsf] hfgsf/L lbg lgd{nLs/0f ug]{

oGqsf] 6]k -autoclave tape) sf] k|of]u ug{ ;lsg]5 . t/ o;n] lgd{nLs/0f ePsf]

af/] e/kbf]{ ;'rgf lbb}+g .

%=(= k|To]s lgd{nLs/0f sfo{sf] clen]v /fvL rfx]sf] ;dodf lg/LIf0fsf] pknAw x'g'k5{ .

Jofr km's'jf k|lqmofsf] efusf] ?kdf clen]vnfO{ dfGotf lbg'k5{ .
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^= r/0fGt lgd{nLs/0f (Terminal Sterilization)

-s_ tfk¢f/f lgd{nLs/0f (Sterilization by heat)

^=!= tfkå/f ul/g] k|To]s lgd{nLs/0f rqmnfO{ ;'xfpFbf] oyfy{tf (accuracy) / ;'lglZrttf

(precision) ePsf] ;fwg k|of]u u/L To;sf] clen]v /fVg'k5{ . pbfx/0fsf] nfluM–

plrt :s]ndf b]vfOPsf] ;do/tfkqmdsf] tflnsf . tfkqmd hfFr ubf{ o;sf] k|a

(probe) nfO{ ;a}eGbf lr;f] v08 rog ug'{ kb{5 -;fdu|L ;lxt / /lxt cjZyf_ sf]

ePsf] x'g'kb{5 . o:tf laGb'x? k'li6s/0fsf] qmddf lglZrt ug'{ kg]{5 . o;sf] rf6{ jf

k|ltlnkL Jofr clen]vsf] efu x'g' k5{ . o;f] ubf{ /;folgs cyjf h}ljs ;'rsx? klg

k|of]u ug{ ;lsG5 t/ logLx?n] ef}lts lgoGq0fsf ;fwgsf] 7fpF cf]u6\g ;Sb}gg\ .

^=@= lgd{nLs/0fsf] ;do z'? x'g' cufl8 ;a} nf]8 -load) nfO{ tf]lsPsf] tfkqmddf k'Ug

kof{Kt ;do lbg'k5{ . k|zf]wg ug'kg]{ k|To]s k|sf/sf] nf]8sf] pSt ;do lglZrt ug'k5{ .

^=#= tfk lgd{nLs/0f rqmsf] pRr tfkqmd r/0f kl5 lr:ofpg] qmddf lgd{nLs/0f ul/Psf

j:t'nfO{ b'if0faf6 arfpg ;fjwfgL ckgfpg'k5{ . lr:ofpg k|of]u x'g] t/n kbfy{ cyjf

UofF; h'g cf}iflw;Fu l;w} ;Dks{df cfpF5 To;nfO{ lgd{nLs/0f ug'{k5{ .

-v_ cf]l;nf] tfk¢f/f lgd{nLs/0f (Sterilization by moist heat)

^=$= cf]l;nf] tfk¢f/f lgd{nLs/0f (lgd{nLs/0f ug]{ oGqdf ttfpg]) k|s[of d'VotM kfgLn]

leHg] kbfy{ / kfgL k|of]u u/L agfOg] cf}iflwdf ckgfpg' pko'St x'G5 . o; k|s[ofnfO{

cg'udg ug{ b'j} tfkqmd / rfksf] k|of]u ug{'k5{ . tfkqmd dfks ;fdfGot :jtGq

x'g'k5{ / ToxfF :jtGq tfkqmd gfKg] oGq x'g'k5{, h;sf] tYofÍ lgd{nLs/0fsf] ;do

tflnsfsf] clen]vsf cg';f/ x'g'k5{ . lgd{{nLs/0f ug{] oGqsf lgsf;;+u hf]l8Psf] 9nsf]

klg lgdnLs/0fsf] ;do cjlwe/ tfkqmdsf] clen]v /fVg' kg{]5 . olb Eofs'd -

vacuum) cj:yf lgd{nLs/0f rqmsf] c+u ePdf lgd{nLs/0f RofDa/df t/n kbfy{sf]

r'jfj6sf] kl/If0f ug'{k5{ .

^=%= efF8f jf j§fdf KoflsÍ ul/Psf] cf}iflw afx]s c? j:t'nfO{ lgd{nLs/0f ug'{ k/]df

ltgLx?nfO{ xfjf Kfm\ofFSg jf lgsfNg ;xof]u ug{] / jfkm l5g{ ;Sg] t/ lgd{nLs/0f kl5

k'gM b'if0f x'g glbg] vfnsf] ;fdfu|Ldf a]g'{k5{ . nf]8sf ;a} efux? kfgL cyjf ;Gt[Kt

(saturated) jfkm;+u cfjZos tfkqmd / ;do;Dd ;Dks{df /xL/g' k5{ .

^=^= cf}iflw / ;fwgsf] b'if0f x'g glbgsf] nflu lgd{nLs/0f ubf{ k|of]u x'g] jfkm pko'St

u'0f:t/ / s'g} ylkPsf] kbfy{ eP gePsf]df Wofg lbg'k5{ .
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-u_ ;'Vvf tfk¢f/f lgd{nLs/0f (Sterilization by  dry heat)

^=&= ;'Vvf tfk¢f/f lgd{nLs/0f ug]{ k|s[of ;'Vvf w'nf] (dry powder) cyjf kfgL k|of]u

gePsf (non-aqueous) emf]nnfO{ pko'St x'G5 . b'lift xfjf k|j]z ug{ glbgsf] nflu of]

k|lqmofdf pks/0fleq jfo'sf] ;+rf/ / 3gfTds rfk (positive pressure) agfpg' k5{ .

pks/0fleq xfjf k7fpg' k/]df To;nfO{ ;'Id lhjf0f' yfDg ;Sg] lkmN6/ -h:t} HEPA
lkmN6/) dfkm{t k7fpg' k5{ . hxfF kfO/f]h]g x6fpg ;'Vvf tfk¢f/f ul/g]] lgd{nLs/0fsf]

cfjZostf k5{, ToxfF O{G8f]6f]lS;gsf] k|of]u u/L r'gf}lt kl/If0f (challenge test) ug{

cfjZos x'g]5 .

-3_ ljls/0f¢f/f lgd{nLs/0f (Sterilization by  radiation)

^=*= ljls/0f¢f/f lgd{nLs/0f ug{] k|lqmof d'VotM tfk ;+j]bglzn ;fdfu|L / cf}iflwsf]

lgd{nLs/0fdf k|of]u ul/G5 . w]/}h;f] cf}iflw / KoflsÍ ;fdfu|Lx? ljls/0f ;+j]bglzn

x'g] ePsf]n] cf}iflwdf s'g} gsf/fTds c;/ gkg{] ;'lglZrttf ePdf dfq of] tl/sfsf]

k|of]u ug'{k5{ . r/0fGt lgd{nLs/0fsf] nflu k/fj}hgL ljls/0f k|lqmof pko'St

dflgb}g .

^=(= ljls/0f¢f/f lgd{nLs/0f ug{] sfo{ s/f/ (contractor) u/L cGo JolQmnfO{ lbPsf]] ePdf

klg k|s/0f ^=* df eP adf]lhd lgd{lns/0f ul/Psf] s'/fsf] lhDd]jf/L pTkfbs :j+on]

lng'k5{ / Tof] k|lqmof k'li6s/0f x'g'kg{]5 . o:tf] sfo{df ljls/0f (radiation) e§L

(plant) ;xL dfqfdf k|of]u ug{ ;+rfnssf] bfloTj tf]lsPsf] x'g'k5{ .

^=!)= lgd{nLs/0fsf] k|lqmofsf ljls/0fsf] dfqf 8f]l;ld6/ -dosimeter) dfqfsf] b/af6 :jtGq

?kdf gflkg' kg{]5 / o;n] cf}iflwsf] ;+;u{df cfpg] dfqfsf] ;+VofTds gfk hgfpF5 .

nf]8sf] nflu sIfsf] glhs glhs kof{Kt ;+Vofdf 8f]l;ld6/x? /fVg' kg{]5  . Knfl:6s

8f]l;ld6/x? k|of]u ePsf] ePdf To:tf 8f]l;ld6/ Ifdtfdfkgsf] ;dol;dfleq

x'g'k5{ . ljls/0fsf] ;Dks{df cfPsf] s]xL ;dod} 8f]l;ld6/sf] PAhf]/\JofG; (absorbance)

x]g{'k5{ . yk lgoGq0fsf nflu dfq h}ljs ;'rssf] k|of]u ug{'k5{ . ljsL/0f ;+j]bgzLn

/+uLg rSsf (radiation sensitive coloured discs) sf] k|of]un] ljsL/0f ;Fu ;Dks{ ePsf] jf

gePsf] 5'6\ofpF5, t/ oLgLx? ;kmn lgd{nLs/0fsf ;'rs x]fO{gg\ . k|fKt hfgsf/Ln]

Aofrsf] clen]vsf] efunfO{ ;d]6\g' k5{ .

^=!!= k'li6s/0fsf] k|lqmofn] Kofs]hsf] 3gTjsf] leGgtfsf] c;/ larf/ u/LPsf] 5 eGg]

;'lglZrttf u5{ .
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^=!@= ljsL/0f k/]sf / gk/]sf ;fdfu|Lx?sf] unt klxrfgnfO{ /f]Sg prLt Joj:yfkg k|qmLof

ckgfpg'k5{ . k|To]s Kofs]hdf ljsL/0f4f/f k|efjLt eP gePsf] hfgsf/L u/fpg

ljls/0f ;+j]bglzn ;'rs x'g' kb{5 .

^=!#= ljsL/0fsf] ;a} dfqf klxn]g} tf]sLPsf] ;doleq k|of]u ug{'k5{ .

-ª_ UofF; / w'jfF4f/f lgd{nLs/0f (Sterilization by Gases and Fumigants)

^=!$= pTkfbg ;'xfpFbf] lgd{nLs/0fsf] ljsNk gePsf] :yfgdf UofF; / w'jfF4f/f lgd{nLs/0f

ug{ ;lsg]5 .

^=!%= lgd{nLs/0fsf nflu OyfOlng cS;fO8, xfO8 «f]hg k]/f]S;fO8sf] afkm h:tf w]/} k|sf/sf

UofF; / w'jfFx? k|of]u ug{ ;lsG5 . t/ c? pkfo Jojxf/Ls gePdfdfq OyfOlng

cS;fO8sf] k|of]u ug{'k5{ . k|lqmof k'li6s/0fsf] qmddf UoFf;n] cf}iflwdf s'g} xfgLsf/s

c;/ ub{}g egL k|i6 kfg{'k5{ . k|To]s cf}iflw / cfjfZos ;fdfu|Ldf afFsL /x]sf] UofF; /

l/PS;g k|f]8S6sf] UofF; x6fpg] sfo{ ubf{ To;sf] cj:yf / ;dosf] :jLsfo{ ;Ldf

tf]Sg' k5{ . oL ;Ldfx? Tf]fsLPsf] dfgs ljj/0f adf]lhd x'g' k5{ .

^=!^= UofF; / z'IdhLjf0f'sf] aLrdf ;Lwf ;Dks{ x'g cfjZos ePklg hLjf0f' slxn]sfxL

qmL:6n cyjf ;'Vvf k|f]6Lgsf ?kdf /xg;Sg] x'bfF o:tf] x'g glbg ;fjwfgL ckgfpg'

k5{ . KofsL‹ ;fdfu|Lsf] k|s[tL / ;+Vofn] k|zf]wg sfo{nfO{ pNn]vgLo c;/ kfg{ ;S5 .

^=!&= ;fdfu|LnfO{ UofF;sf] ;Dks{df cfpg' eGbf cuf8L k|;f]wgdf cfjZos kg{] tfkqmd /

cfb|tf;Fu ;dfgtf agfpg' k5{ . Tof] cfjZostf / lgd{nLs/0f ug'{ cufl8sf] kvf{Osf]

;donfO{ ;Gt'ng u/L sd ug'{k5{ .

^=!*= k|To]s lgd{nLs/0fsf] rqmnfO{ ;'xfpFbf] h}jLs ;'rssf] k|of]u u/L cg'udg ug{'k5{

h;df ;'xfpbf] ;+Vofdf k/LIf0f ;fdfu|L ;Dk'0f{ nf]8df kg{] u/L k|of]u u/Lg'k5{ .

o;af6 k|fKt ;'rgf Aofrsf] clen]vsf] Pp6f efu x'G5 .

^=!(= pTkfbssf] lgb{]zg cg';f/ h}jLs ;'rsx?sf] e08f/0f / k|of]u ug{'k5{ / ltgLx?sf]

k|efjsfl/tf 3gfTds lgoGq0f /fvL kl/If0f ug{'k5{ .

^=@)= k|To]s lgd{nLs/0f rqmdf Tof] rqm k'/f ug{ nfUg] ;do, k|;f]wg sIfsf] rfk, tfkqmd /

cfb|tf / Uof;sf] dfqfsf] clen]v /fVg'k5{ . pQm rqm e/Lsf] tfkqmd / rfksf]

clen]v /fVg'k5{ . o:tf] clen]v Aofrsf] clen]vsf] Pp6f efu x'G5 .
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^=@!= lgd{nLs/0f u/]k5L afFsL /x]sf] UoFf; / reaction product sf] dfqf tf]sLPsf] ;Ldf leq

/xL/xg] u/L nf]8nfO{ xfjf cfjfthfjt x'g] 7fpFdf lgoGq0f u/L e08f/0f ug'{k5{ . o;

k|lqmofsf] k|df0fLs/0f ug'{k5{ .

&= P;]K6Ls k|zf]wg / lkmN6«];g4f/f lgd{nLs/0f (Aseptic Processing and sterilization by filtration)

&=!= P;]K6Ls cf}iflw k|zf]wgsf] p4]Zo v08 ^ df plNnlvt s'g} Ps k|s[of ckgfO{

lgd{nLs/0f ul/Psf] tTjx?sf] lgd{nLs/0fsf] cj:yf sfod /fvL pTkfbg ug'{ xf] .

&=@= sfo{ eO{/x]sf] cj:yfx? ;'Idlhjf0f'sf] b'if0f /f]Sg ;Sg] vfnsf] x'g'k5{ .

&=#= P;]K6Ls k|zf]wg sfo{ ubf{ k|To]s lgd{nLs/0fsf] rqmnfO{ ;'xfpFbf] h}jLs ;'rssf] k|of]u

u/L cg'udg ug{'k5{ h;df ;'xfpFbf] ;+Vofdf k/LIf0f ;fdfu|L ;Dk'0f{ nf]8df kg{] u/L

k|of]u u/Lg'k5{ . o;af6 k|fKt ;'rgf Aofrsf] clen]vsf] Pp6f efu x'G5 . o:tf]

k|zf]wg sfo{ ubf{ tTjx? / cf}iflwsf] lgd{ntf sfod ug{ b]xfosf s'/fdf Wofg

lbg'kg{]5 –

-s_ jftfj/0f,

-v_ JolSt,

-u_ gfh's ;tx

-3_ efF8fx? / aGb ug]{ ;fdfu|Lsf] lgd{nLs/0f / cf];f/ kf];f/ ug]{ k|s[of

-ª_ cf}iflwnfO{ tof/L a§fx?df eg{ cufl8sf] clwStd yfDg] ;do

-r_ lgd{nLs/0f ug]{ lkmN6/ .

&=$ tof/L efF8fdf lgd{nLs[t ug{ g;lsg] s]xL emf]n cf}iflwx?nfO{ klxn] g} lgd{nLs[t

ePsf] ef8f h;df )=@@ dfOqmf] ld6/ jf ;f] eGbf sd cfsf/sf] Kjfn / sDtLdf klg

;'Idlhjf0f' yfDg ;Sg] ljz]iftf ePsf] lhjf0f'/lxt lkmN6/af6 5fGg'k5{ . To:tf

lkmN6/n] JofS6]/Lof / 9';L -moulds_ nfO{ t 5fGg] ePklg ;a} efO/; jf dfOsf]Knf:df

-mycoplasmas_ nfO{ 5fGb}g . s]xL xb;Dd tfksf] k|of]u u/L 5fGg] k|s[ofnfO{ u|fxotf

lbg'k5{ .

&=%= lgd{nLs/0fsf cGo k|lqmofsf] t'ngfdf 5fGg] k|lqmofdf hf]vLdsf] ;DefJotf al9 x'g]

ePsf]n] eg{] sfo{ ug{' cuf8L b'O{j6f lkmN6/ cyjf ;xfos lkmN6/sf] k|of]u ug{ ;lsG5

h;df yk z'Id lhjf0f' yfDg ;Sg] lkmN6/sf] k|of]u ug{ ;sLG5 . clGtd lhjf0f'/lxt

5fGg] sfo{ eg{] 7fpF ;Fu hlt ;Sbf] glhs x'g' k5{ .
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&=^= /];f emfg{] u'0f ePsf lkmN6/x? ;s];Dd sd jf x'g} x'b}g\ . P;j];\6; -Asbestos) af6

ag]sf lkmN6/sf] s'g} klg cj:yfdf jf kl/:yLtL k|of]u ug{' x'Fb}g\ .

&=&= lkmN6/sf] df}lnstf -Integrity_ nfO{ k|of]u ug{] laQLs} aan KjfOG6 (Bubble point),

l8ˆo'l;e ˆnf] (Diffusive Flow) jf rfk vKg] kl/If0f (Pressure hold test_ h:tf pkfo

4f/f hfFra'em ug{'kb{5 -o;f] ug{' cuf8L o:t} pkfoaf6 klg lkmN6/sf] hfFr ubf{

nfebfoL x'g;S5_ . yfxf ePsf] aNs emf]nsf] cfoftg nfO{ lkmN6/ x'g nfUg] ;do /

lkmN6/df nfUg] rfksf] leGgtf k'li6s/0f ug{] a]nfdf tf]Sg'k5{ . olb oL dfgf°df -

values_ s]xL pNn]vgLo kl/jt{g cfPdf To;sf] clen]v /fvL cg';Gwfg ug{'k5{ /

;f]sf] kl/0ffd Aofrs} clen]vdf lnkLa4 x'g'k5{ . ;+j]bglzn UoFf; (Critical Gas) /

xfjf hfg] cfpg] lkmN6/sf] k"0f{tf k|of]u u/L;s]kl5 ;'lglZrt ug{'k5{ . c? lkmN6/sf]

k"0f{tf ;do ;dosf] cGt/fndf ;'lglZrt ug{'k5{ . k|s[of h;df ;Vt jf s7f]/ cj:yf

h:t} pRr tfkqmdsf] xfjf kl/rfngsf] dfu x'G5 ToxfF lkmN6/sf] k"0f{tfnfO{ a9L

cg'udg ug{] u|fx\otf lbg' k5{ .

&=*= ;fdfGotof Pp6} lkmN6/ Ps sfo{ lbg eGbf a9L k|of]u ug{'x'b}g\ . s'g} sf/0faf6 k|of]u

ug{'k/]df ;f]sf] k'li6s/0f ul/g'k5{ .

&=(  lkmN6/n] cf}iflwsf] tTjx? x6fP/ cyjf cf}iflwdf jfXo tTjx? ld;fP/ c;/ kfg{' 'x'Fb}g .

*= sd{rf/L (Personnel)

*=! ;kmf sIfdf P;]K6Ls tj/df sfo{ ubf{ dxTjk'0f{ x'g] cfjZos ;+Vofdfdfq sd{rf/L jf

sfdbf/ pkl:yt x'g'k5{ .;s];Dd afxL/af6 o:tf] sfo{sf] lg/LIf0f / lgoGq0f ug{'k5{ .

*=@= ;kmf ug{] / pks/0fsf] dd{t ug{] ;d]t ;kmf sIfdf vl6Psf ;a} sfdbf/nfO{ ;/;kmfO{

/ ;'Id lhjsf]] cfwf/e't s'/fx? ;d]6\g] u/L plrt lgd{nLs/0f cf}iflwsf] pTkfbgsf

af/]df z'?df / lg/Gt/ tflnd lbg'k5{ . To:tf] tflnd glnPsf ejg lgdf{0f tyf dd{t

h:tf sfo{df ;+nUg x'g] aflx/L sfdbf/nfO{ sfd nufpg' k/]df ltgLx?nfO{ lbg]

lgb]{zg Pj+ ;'kl/j]If0fdf ljz]if Wofg k'–ofpg' k5{ .

*=#= rln/x]sf] pTkfbgsf] k|lqmofdf k|of]u gx'g] hgfj/sf] tGt' jf ;'IdhLjf0f'sf] lhjsf]if

pTkfbgsf] sfd ul//x]sf sfdbf/nfO{ s8f / :ki6?kdf pNn]v ePsf] b'if0f x6fpg]]

k|lqmof k"/f gu/];Dd lgd{nLs/0f u/Lg] cf}iflw agfpg] If]qdf k|j]z ug{ lbg'x'b}g .

*=$= pRr dfkb08sf] JolQmut ;/;kmfO{ Pj+ :jR5tf sfod /fVg cfjZos kg{]5 .

lhjf0f'd'Qm cf}iflwsf] pTkfbgdf ;+nUg x'g] sd{rf/LnfO{ s'g} cj:yf jf k|sf/df b'if0fx?
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pTkGg x'g] cj:yfsf] hfgsf/L lbg lgb]{zg lbg'k5{ . cgk]lIft ;'IdhLjf0f'ut b'if0f

k}bf ug{] sd{rf/Lsf xsdf s:tf] sf/jfxL ug{] eGg] s'/f tf]lsPsf] bIf JolQmn] lg0f{o

ug{'k5{ .

*=%= aflx/ k|of]u ePsf kf]zfsnfO{ ;kmf If]qdf nfg'x'Fb}g / n'uf km]g]{ sf]7fdf k|j]z ug]{

sd{rf/Ln] nflu klxn] g} pwf]usf] /Iff ug]{ :t/Lo kf]zfs klx/]sf] x'g'k5{ . ;kmf If]qsf]

kf]zfsdf x'g] b'if0fnfO{ sd ug{ km]g]{ / w'g] sfo{ lnlvt k|lqmof4f/f ug'{k5{ .

*=^= ;kmf sIfdf xft] 38L, u/uxgf / s0fx? Efmfg]{ >[Ëf/sf ;fdu|Lsf] k|of]u ug'{x'Fb}g .

*=&= nufPsf] n'uf / To;sf] u'0f:t/ pTkfbg k|lqmof / sfd ug]{ ju{;+u ;'xfFpbf] x'g'k5{ .

n'ufx?n] cf}iflwnfO{ b'if0faf6 arfpg ;sf];\ . k|To]s ju{sf] nflu cfjZos kg]{

kf]zfssf] ljj/0f o; k|sf/ 5 M

-s_ Jfu{ 3M skfn / hxfF pko'St x'G5 ToxfF h'+uf / bfx|LnfO{ 9fSg'k5{ . ;+/If0ffTds

kf]zfs / pko'St h'Qf jf cf]e/ ;'h (overshoes) nufpg'k5{ . ;kmf If]qdf

aflx/af6 x'g] b'if0fnfO{ /f]Sg] cfjZos ;ts{tfx? ckgfpg'k5{ .

-v_ Jfu{ uM skfn tyf hxfF pko'St x'G5 ToxfF h'+uf / bfx|LnfO{ 9fSg'k5{ . gf8Ldf

;fFu'/f] ePsf] / 3fF6L dfly;Dd cfpg] l;ª\uf] jf bfxf]/f] b'O{ v08] 6«fph/ ;'6 /

pko'St h'Qf jf cf]e/ ;'h nufpg'k5{ . n'ufn] s'g} /]zf jf s0fx? pTkGg ug]{

vfnsf] x'g'x'Gg .

-u_ ju{ s jf vMM 6fpsf] dfly nufOg] kf]zfsn] k'/} skfn / hxfF pko'St x'G5

ToxfF h'+uf / bfx|LnfO{ 9fSg'k5{ . gf8Ldf ;fFu'/f] ePsf] / 3fF6L dfly ;Dd cfpg]

Ps v08] jf b'O{v08] 6«fph/ nufpg'k5{ . 6fpsf] dfly nufOg] kf]zfsnfO{ 3fF6L

dfly ;Dd x'g] ;'6df l6ldSs x'g]u/L afWg'k5{ . ;–;fgf yf]kf/s0fx? v:g

glbg d'vdf df:s nufpg'k5{ . pko'Qm lgd{nLs/0f ul/Psf kfp8/ gePsf

/a/ jf Knfl:6ssf kGhfx? / lgd{nLs/0f ul/Psf jf c;+qmd0f ul/Psf h'Qf

jf rKkn nufpg'k5{ . 6«fph/sf] tNnf] efunfO{ h'Qfleq /fVg'k5{ / xftsf

afx'nfnfO{ kGhfleq /fVg'k5{ . nufOPsf] n'ufaf6 s'g} klg xfntdf /]zf jf

s0fx? emg{ glbO hLpaf6 pTkGg s0fx?nfO{ klg yfd]/ /fVg'k5{ .

*=*= cfkm'n] nufO/x]sf] aflx/L n'ufx?nfO{ n'uf km]g]{ 7fpFaf6 leq ju{ v / u sf]7fdf n}hfg'

x'Fb}g . ju{ s/v sf]7fdf sfd ug]{ sfdbf/nfO{ sDtLdf lbgsf] Psrf]6L ;kmf /

lgd{nLs/0f ul/Psf] n'uf pknAw u/fOg'k5{ . sfd ubf{ nufPsf kGhfnfO{ lg/Gt/
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?kdf lg;+qmd0f ug'{k5{ . df:s / kGhf sDtLdf klg k|To]s sfo{ ;DkGg ePsf]

;doljlwdf km]l//xg'k5{ . Psk6s dfq k|of]u ug{ ldNg] kf]zfssf] k|of]u dxTjk"0f{

x'g;S5 .

*=(= ;kmf If]qdf k|of]u x'g] n'ufnfO{ ;kmf jf O:qL ubf{ sfo{ If]qdf emg{ ;Sg] yk b'if0fsf

s0fx? hDdf x'g glbg] u/L ;kmf ug'{k5{ . To:tf kf]zfsnfO{ w'g] jf O:qL nufpg] 5'§}

:yfgsf] Joj:yf ug'{k5{ . olb cg'ko'Qm ;kmfO jf lgd{nLs/0fsf sf/0fn] ubf{ /]zf

lau|LPdf /]zf jf s0fx? emg{ ;Sg] hf]lvd a9L x'g;S5 . :t/Lo ;+rfng k|lqmof

cg';/0f u/L w'g] / lgd{nLs/0fsf sfo{ ug'{k5{ .

(= ejg kl/;/ (Premises)

(=!= ;s];Dd ;a} kl/;/x? ;'kl/j]If0f / lgoGq0fdf ;+nUg JolStsf] cgfjZos k|j]z x'g

glbg] vfnsf] agfOg'k5{ . ju{ v If]qsf] agfj6 ToxfF eO/x]sf ;a} sfo{ aflx/af6

cjnf]sg/ko{j]If0f ug{ ;lsg] u/L agfOg'k5{ .

(=@= ;kmf If]qdf ;'Id lhjf0f' jf s0fx? hDg glbg aflx/ b]vfOPsf ;txx? (exposed

surface) lrKnf], kfgLn] c;/ gug]{ / c6'6 x'g'k5{ . To:tf] If]q bf]xf]–ofP/ ;kmf ug]{

;fwg / lhjf0f'gfzsx?sf] k|of]u ;lhn} ug{ ;lsg] vfnsf] x'g'k5{ .

(=#= ;kmf ug{ ufx|f] vf]kfx? / leQfaf6 aflx/ lg:s]sf efu, b/fhx? / ;fwgx? sd

dfqfdf k|of]u ug'{k5{, h;n] w'nf] hDdf x'g glbO{ ;kmfOnfO{ ;xh agfpF5 . ;kmf ug{

uffx|f] x'gfn] 9f]sfx? ljrf/ u/]/ agfpg'k5{ . o;sf] nflu wsfn]/ Ptf ptf ug]{ 9f]sf

(sliding doors) pko'St x'Fb}g .

(=$= kmN; l;lnËnfO{ /fd|f];+u aGb ug'{k5{, h;n] Tof] eGbf dflysf] efuaf6 x'g;Sg]

b'if0fnfO{ /f]Sb5 .

(=%= kfOk, gnL jf cGo pTkfbgsf ;xfos ;]jfx? aflx/ gb]lvg] u/L h8fg ul/g'kb{5,

h;n] vf]kf, g6flnPsf / ;kmf ug{ ufx|f] ;txx? aGg lb+b}g .

(=^= ;Dej eP;Dd kfgL hDdf x'g] efu / 9nx? x6fOg'k5{ / ju{ s/v If]q hxFf P;]K6Ls

tj/df sfo{ ul/G5 To:tf] 7fpFdf To:tf efu / 9nx? x6fOg'k5{ . kfgLsf 9nx?sf]

k|lt:yfkgf ubf{, To;sf] agfj6n] ;'Id lhjf0f'sf] hf]lvd sd x'g] u/L sfod ug'{k5{ .

To:tf] 7fpFdf 9n pN6f] aUg glbgsf nflu ;lhn} ;kmf ug{ ug{ ;lsg] vf8n -traps_
/ jfo' lgoGq0f oGq h8fg ug'{k5{, h;sf] 9n;+u hl8t efu ejgsf] aflx/ x'g'k5{ ,

h;n] ;'Idlhjf0f'sf] b'if0fnfO{ leq k|j]z ug{af6 /f]Sb5 .
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(=&= n'uf km]g]{ sf]7fx?aGb sIf ;/x x'g' kb{5, o:tf] k|aGwn] n'uf kl/jt{gsf ljleGg

txx?nfO{ 5'6\ofpg ;xof]u u5{, h;n] n'ufdf x'g] s0f / ;'Idlhjf0f'sf] b'if0fnfO{ sd

u5{ . 5fgLPsf] xfjf4f/f n'ufnfO{ ;kmf ug'{k5{ . laif]z caZyfdf leq hfg] / aflx/

cfpg] 5'§} n'uf km]g]{ sIfx?sf] Joj:yf ul/g'k5{ . xft w'g] ;'ljwf lhjf0f'/lxt sfo{

ePsf] 7fpFdf geO{ n'uf kl/jt{g ug]{ 7fpFdf x'g'k5{ .

(=*= jfo'aGbdf hl8t 9f]sfx? Ps};fy vf]Ng'x'Fb}g . Ps k6sdf Ps eGbf a9L 9f]sf vf]Ng

glbg O{G6/nlsË k|0ffnL / >Jo b[Zo r]tfjgL k|0ffnL h8fg ug{ ;lsg]5 .

(=(= lkmN6/ ul/Psf] xfjf 3gfTds rfk / xfjfsf] k|jfx tNnf] jftfj/0fLo If]q;Fu t'ngf

x'g]u/L ;a} sfo{ If]qdf sfod ul/g'k5{ / o;n] Tof] If]q /fd|f];Fu ;kmf ug{'kb{5 .

glhsdf /x]sf] cyjf hf]8LPsf leGg} ju{ ePsf sf]7fx?df 3gfTds rfksf] leGgtf

em08} !)—!% kf:sn x'g'k5{ . j9L hf]vLd ePsf] If]q, h:t}M glhssf] jftfj/0f ;Fu

cf}iflw / ;kmf ul/Psf ;fdfu|Lx? ;Dks{df cfPdf, To;sf] ;'/Iffsf] nflu ljz]if

;fjwfgL ckgfpg'k5{ . xfjf k|jfx rfksf] leGgtf sfod ug{ cfjZos kg{] 7fpFdf

dfkb08nfO{ kl/jt{g ug{ ;Nnfx lbg'k5{ . o:tf] ;Nnfx ljleGg ;fdfu|Lx? Hf:t}M /f]u

lgDTofpg], a9L ljifo'Qm, ljsL/0fhGo cyjf efO/; jf JofS6]l/ofsf kbfy{sf] k|of]u

ePsf] cj:yfdf lbg'k5{ . s]xL sfo{sf] nflu cf}iflw agfpg k|of]u ePsf] 7fpF /

;fdfu|Lx?nfO{ ;+qmfds /lxt agfpg'sf] ;fy} ;kmfIf]qaf6 lg:sLPsf] xfjfnfO{ k|zf]wg

ug{ cfjZos x'G5 .

(=!)= xfjf k|jfx k|j[ltdf s'g} klg b'if0fsf] hf]vLd 5}g egL k|b{zg ul/g' kb{5 h:t} M JolQm,

pks/0faf6 pTkGg x'g ;Sg] s0fx? cf}iflw pTkfbgdf a9L hf]lvd ePsf] If]qdf k'Ug

glbg ;fjwfgL ckgfpg'k5{ .

(=!!= xfjf k|jfxdf s'g} c;kmntf ePsf] hfgsf/L u/fpg ;'rgf cyjf ;+s]t ug]{ k4tL

;dfj]z ul/Psf] x'g'k5{ . rfksf] leGgtfsf] dxTj x'g] 7fpFdf rfksf] leGgtf b]vfpg

;Sg] ;'rssf] Joj:yf ul/g'k5{ / o:tf] rfksf] leGgtfsf] ;do ;dodf clen]v

/fVg'k5{ .

(=!@= cgfjZos ef}tLs cj/f]wx?nfO{ cf}iflw efF8fdf eg]{ -filling_ sfo{ ug{] h:tf] dxTjk"0f{

If]qdf /fVg' x'b}g . h:tf]M ju{ ‘ s’ sf] cf}iflw eg{] sIf .
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!)= pks/0f / ;fdu|L ( Equipments )

!)=!= sGe]o/ a]N6 (Conveyor belt) nfO{ lg/Gt/ lgd{nLs/0f ug]{ k|aGw gul/P;Dd ;f]

j]N6nfO{ ;kmf If]qsf] ju{ ‘v’af6 ju{ ‘s’ sf]7f hf]8\g ldNb}g .

!)=@= ;+ejeP;Dd lgd{nLs/0f4f/f cf}iflw agfpg k|of]u ePsf ;fdu|Lx?nfO{ 5gf}6 ubf{

;lhn};Fu tflknf] jfkm cyjf ;'Vvf tfgk jf s'g} tl/sfaf6 lgd{nLs/0f ug{ ;lsg]

u/L 5gf}6 ug{' kg{]5 .

!)=#= ;DejeP;Dd pks/0fsf] h8fg / ;'ljwfx?sf] agfa6 / k|lt:yfkgf ubf{ ;kmf sIfsf]

aflx/af6} ltgLx?sf] ;+rfng / dd{t ug{ ;lsg] x'g'k5{ . dd{t ul/;s]k5L pks/0fnfO{

k'g lgd{nLs/0f u/L km]/L h8fg ug{'k5{ .

!)=$= pks/0fsf] dd{Tf sfo{ ;kmf sIfdf eO/x]sf] eP ;kmf ;fwfgx?sf] k|of]u ul/g'kb{5 /

;f] sIfnfO{ sfd ;DkGg ePkl5 k'gM ;kmf / lhjf0f' /lxt agfpg' k5{ . pko'Qm

eP;Dd k|zf]wgsf sfo{ k'g ;+rfng ug{'k/]]df sfo{ eO{/x]sf] cj:yfdf tf]sLPsf]

;kmfO{sf] dfkb08 sfod ul//xg'k5{ .

!)=%= lgd{nLs/0f ul/Psf xfjf / kfgL k|zf]wgdf k|of]u x'g] ;Dk'0f{ ;fdfu|Lx?nfO{ of]hgfa4

dd{t, k'li6s/0f / cg'udg ug{'k5{ . dd{t kl5 ltgLx?nfO{ s'g k|of]hgsf nflu k|of]u

ul/g] xf] To;sf] cfen]v /fVg'k5{ .

!)=^= kfgL k|zf]wg / ljt/0f k4tLsf] agfa6 / ;+rfngn] kfgLsf] ;|f]t pko'Qm u'0f:t/sf] 5

egL k'li6 ug{'k5{ . logLx? lgld{t Ifdtf eGbf a9L ;+rfng ug{' x'b}g . kfgLsf] u'0f:t/

sfod ug{ o;sf] kl/If0f k|0ffnLnfO{ klg dWogh/ ug{'k5{ . ;'O{df k|of]u x'g] kfgLsf]

pTkfbg, e08f/0f / ljt/0f ubf{ ;'Idlhjf0f'sf] ljsfz x'g lbg' x'Fb}g h:t}M nuftf/

&)0 eGbf dfly jf $0 C eGbf sd tfkqmddf k|jfx u/]/ .

!!= lhjf0f' l/xt cf}iflwsf] clGtd tof/L (Finishing of sterile products)

!!=!= k'li6s/0fsf nflu pko'Qm k|lqmof ckgfPkl5 kl/If0f ug'{kb{5 . cf}iflw el/Psf a§f jf

eFf8fx? k'li6s/0f ePsf ljlw adf]lhd aGb ug'{kb{5 .

!!=@= Eofs'ddf aGb ul/Psf] a§f jf ef8fx?sf] gd'gf tf]lsPsf] pko'St ;dokl5 ;+sng

u/L, Eofs'd sfod eP gePsf] kl/If0f ug'{k5{ .

!!=#= ;'O{hGo cf}iflwsf el/Psf k|To]s efF8fx? Ps Ps u/L hfFr ug'{k5{ . cfFvfn] x]/]/

cg'udg ubf{ pko'St / lgolGqt k|sfz k/]sf] cj:yf / k[i7e"lddf ug'{k5{ . cg'udg
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ug]{ JolStsf] a]nfa]nfdf cfFvf kl/If0f ug'{k5{, / rZdf nufP tfklg cg'udg ubf{

;do ;dodf lj>fd lng'k5{ . hxfF cg'udgsf c? pkfox? ckgfOG5g\, tL k|lqmofsf]

k'li6s/0f ug'{k5{ / pks/0fsf] sfo{ Ifdtf ;do;dosf] cGt/fndf hFfRg'k5{ / To;sf]

kl/0ffdsf] clen]v /fVg'k5{ .


