
innrJ:va.rri

:1 UA v [OU n n 6UA nU6Us [AV{','r Ufl A{ U1

Ctopidogrel Bisul.fate e'ild mg Tabl.et

aJ cp o u u u l A a, u v s ,

rfro"hflunr:rirfflfnurto{anrfiuI:nil:?{onfr{ ttlua0luiurav{'ruilr{6'ruT:nrJopruasri'rlo

fioar Clopidogrel Bisulfate otd mg

voJr.
o. fiflldlJU9lVl?[U

I
d,do.o ufiuu'ttfiqr tfrnfurj:vvr'ru

o.b tJ:vnou6'rupTru'rrirriry Clopidogrel ela mg Tablet lu r ffipr
ol a4 a, a e4 - X

o.en urreLurLzu{oafrtfiultjnafru florriutrar rravn?1ilfru1!
u6vAo.d eCI1fluuu::nni6ue{ 6'or:vrlf,oureirurJ:vnoud'rarrirriryuavn'r'u.rLr:r iuzu6n iu3uorq rarfizu6sr

'rurfrirart{odxriorrou rrasanrn!un1lJuu1.J::ourodrrfiou6'or:vrfiourrirurJ:vnorLrayraflvrvruuu9t't:1JU1L?0u't{ljntau ttasanln!ufl1%u e i
Yt

6'rureiT riry n?11.rLr:.i iuf,uorq uavrarLfi26n

b. q6udildail1{rilnfin

ls.o ldentification test

tq.to rJirrru6'r urrfrdry

Io.en Uniformity of Dosage Unit

lo.d Dissolution test

lo.d Water

lo.b Related substances

- Related compound A

- Related compound C

- Any other single impurity

- Total impurities

n:?ati'tu Finish product specification

c(o.o - ooo.oolo label amount of Clopidogrel

n:?atiru Finish product specification

Not less than doolo (Q) in *o minutes

Not more than o.arJ%

Not more than o.b%o

Not more than o.dolo

Not more than o.lo%

Not more than b.dolo

1'.
(ardo) .Y ...............rJ:v6run::rn1:

(uraqcgnr drinnjidu)

(ur arJ:rTlvr ti r.J:rJ ndrtr )

u'r u ul\ il rirfi u'l lj't fu

(ardo) &s'fl {t .. . .. n:::rnr:
(uxarrr:xnrur iunr,i'prurfr q)

m#tn:rirurcunr:

a/n



-b-
oiri
[{0u t?J0u dl

o. rofld1:nr:ldiuaqqrqrduvrvrfitruoiriutrtfiosir?tilrulurj:vrvrfltilu uavdlrer{ (decl.are) ruvrrilr..rf,st
6ou3

o.o 'heirrirunr:fluvrslriuusirirur trirrri vru.t" yru.en yru.d r,r3o u.to udrrrrin:ni",
o.rs 1r.lrirtofiuuvrriauririuur vu.o ttio u.o nior:ruavrdufly'rdonl:n?!nilnilnlv\flolr.iAmriru,l4nrlrfiflu

9q
4 tn . , v o

vlvtlJ=uu (finished product specification) rrav riorirraunnilfl'11'{?odnq6l (drug substance specification)
ai

n:alfrou:vr.r'jxnr:nJdauularuurilttfrlrfir avfro.iuu!LOflar:n1:roruritri (u.a) ilril;ol finished product
U

specification tuavlilto drug substance specification

Vab. [0nd1::u50{tJ'l9l:61ufl 159{an u1
v^ydv6
rizudnpr'orfrrona1:T1J:o{}.r'rFr:orun1:r,Jan urFnilya n rnruc4uasi6nr:fi6"[un'r:zuanerr PIClS!4

(Pharmaceutical lnspection Co-operation Scheme) lnur,njrarru PIClS participating authorities

aliurir4onril:olJnr:er:'roaotl Tprufizuanr:ir:orfiriurJ:vnrflil:vnrn:rnrOrSnvr:ofrnri (e-bidding)
q

sd
en. [Ofl 6l'1lFlfUAfl UfUstJ0 {U''lyl [dU0T1n'lt

en.o i..iflfl11fii:rt?tn:rvviqiln'tv!tiAnfiru.?4ui6ir15t;rJtorq]2fin (Certificate of anaLysis of finished1U!

prod uct) iu a r!udeir r{Jum-'r o drr

en.ler i'tfifll:Ft:roitn:rvvir']6unt11?-el61fr!"uo16'rurr{r6'ry (Certificate of analysis of drug substance)9t
d6|r4 i ' ci, v , y y 

^ v 4
yr LlJLunl:zuanu't:uyta{tilurt?0u1{ yntol zuzuanur uav zuzuaninnnl

4v4vvvdaq
en.en [oflfiltuSouahoru0utiunttrd'rr,Vuo:vu'jrr!unr:2frn ?JO{?-e}qAuror6'lurrir6'cy (drug substance)

rio *.t riuiunr:zufrnro{ruAnJi6u,}4urcirr5q;l (finished product) {o *.tc ! _ 
, u,

en.d ttorrltfiflul l'ong term stability naonrixo'rulJo{u1fif,uuvrl'uut{rilritTnlrun6usn:;iln'l:0114'r:

tta y u1 n:vv]:?.i410't:ilat
q aiq ,c 

' 
v y d 4 td d

en.d LlJflrfuYtLilLlJU1F]uttuuourt0{ilfl't:r{nur Pharmacokinetic ttnv Pharmacodynamics ltJ5utLtytul
ay
fllJU10tUtLU1.J

d. 9l?0u1{u1

ri'lrufror6irn-rodrrarodxrioa t, vrirur::rfiru'fi firr{Jun-uryruufin{:lunsrdunkin:rfiruU1
i" o '

nufirirvun"lu#rrionruail!?fi'?h{x6'u uavfiiunr:r..JAFrrAurriuriulurio en.ol9

n fu s n : :il n'r : fi''r 14 u 9r :'r U a v [6 U q q 6u #n u6u s [a v'l 1 s tJ o { U 1

l\
, J , "\ r(arilo) ...............r.J:vo'rufl::tJfl1;

(uruqryor 6rirurj?ria)
, ci

ulu Ltl,\lytu LflqJ?fl1fu

/
,J(a.iflo) ...............n:Tun1:

(ururj:r1:rvrti rJ:rJ n&tr)
r!

ur u ttv\?lu tljU?lj'tfu

,tr(a{to) A Mm.-...........nrrun',,

(urrarrr:r{nru.} 6uFr?i'e}rur fr o )

rn#tn:drurrunr:

b/en



-m-

a. nr:rj:criun cun1il eJ'rfi drruou
I

9t

a.o iuduor uror urfi ?ilrror rlor rv6okirio u n'ir ob 16ou riuqr niuds:r or"l
1

d.le urvn{?prfid.lrtou ovrlordrr{rrurnrnrirer"Lrir:orzuanr:n:roitnr:rvr,{uriufiai.lltortotri'2f;n9ts
ai , i ' J d t o o 4

d.en fll{UYl14U?U:1flfl1:il1n1:Ailn'l0U'l.iU1ilA.i}JOUtil0A.in:?A'ltfi:1v14Fl6Utl11\ 14U?UT1tnl:Qvvl'.l14U{40t1

iorron-'roeirqur Tqufr'rruqv6'o.i?isu'rrfi:rdnnr:rdrurufiililru:rtnl:ei{n:roiun:rsv{unv
U

d, vu a t 6, t o a d dai r x r d, x
ruur,r:ur,rerllourir"Ldsirutunr:n:roirn:rvvirrrunrn n:efifinu'irurkirflulilmunrunnu6uvLav'{lvut9 ,
vilru:rsn'r:roamuf,uBkiYrfior:ru'rnr:rauo:rnrrurd'rnrirrto.rfirru uav/utofizufinlunirriotrjgU
vv-.i

d.d {rlruxun'oruanrronar:nr:iuuJf;uuurrfrourtn6'v:rororq raiorfiorflnnr:tAorJanrvrpi':titJ:vnr:"[or1U3
< u raJ

ri ou ritauprln uhifi ui o utr

nrusn::iln'r:fi1ilua:1 uav t6uqqrudnuruvtal"t'tu?,0{ u1

(ntdo) .....1+.r...4..:-...............ti:vD1un::]rfl1:l'"
' (uruqcyor driolrjiriu)

u'rutt?\ildLfiu?t1nJ

/
(ardo) :.. ... .. ... .................n:::lnl:

(urul:rl:rvrti rJ:fl ndtur)

u1 u rrv'lil rirfi u't lJ't 6u

; il M/Vl ......n:iiln1:(arfi o) ............................{

(ursamr:xrrrur iunfiruurfro)

rn#tnirirurrufl'r:

n/m


