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r{iuor rfi o rn6 orflkir (fi [m coated ta bl.et) e{rvYrYrrj: vuru

lu t rf,n l:vnotrpi':u cl.opidoqrel bisulfate vt6o clopidogrel. hydrogen

sutfate (fiovlet) equivalent to clopidogret base 75 mg

!:: lluLLt'r{tlnafr u (we tl.-closed conta i ne rs) rJoI riunr udu
AvJ-

- rrr.r{u'r : :uuflonr:6r f,oarflrgv'r{u't flulnFt?1}.Jtt:l iur'rFn iuvtlolorq
;^

tatvr'.Ja9l

- nriocur : fl ronar:rirn'rurr::llunriolur ttavlunltuuu::o odrrfiou
vAa!wt,j
6'or:v!fi ourvE ofi ov rr nr: 6r eirurl: u no! t[avturo ntlu tt:{fl o{ ur tntvt
^ -x

zu6n iufr uoru uav [atlrv ufl uuoirYrur lirYnrou

2. n6udSJU Frvll { rvl nUn

,..tanriaixaerFtirvt,lnrun'rflr{lutlall finlshed product specification ttav Specification of

Active pharmaceuticaI tngredient (APl) fi6rrdcornlna'trirYrarilrdurriu filteionvrvrfluurio
Y X - o - Aquu ^ Y a' v A

;{r#nrrunruvn::tlflr:or1rr:LLavu'r fl:uu:?.:arfirrfuat vr-rflrn#trirflfr"lttoxdlno{Lihauuvt

rfiuurviryiotrarin'iurn:gruuna'trirYllnsiriur,rfiq n1[.]f:unrfln:v]r:?{flro'r:ilqt t60.i:vLlgir:r

ur v,{.fl. 2561 a{iufi 6 flurrel u.A. 2561, (aqrJ:vnrnlurrrnaarurufllerild n \rfiTfrud 2562)

rtay :u!git:rur (au-!fi2) \.A.2562ariufi 3 n:n6rnrL 2562 (arrJ:vnrolu:rtfroar!t!nuriufi 26

n:nqrnr 2562)

2.1 Finished product specification (USP41)

Acceptance criteria

1 ldentification

A. UV absorptron

B. HPLC

UV spectrum: corresponds

to standard

The retention time :

corresponds to standard

UV spectrum: corresponds

to standard

The retention time :

corresponds to standard

2 Assay 90.0 to 110.0 a/o of l.abe[ed

amount

95.0 to 105.00/o of [abel.ed

amount

3 Uniformity of dosage

units

Meet the requirements Meet the requirements

,,"
,/

/ Frrlsns:!1 l;
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u0 Specification of
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USP 41 ln house
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USP 41

4 Dissotution test* Not less than B0 % (Q) of

the labeled amount of

clopidogrel is dissotved in

30 minutes

Not tess than B0 o/o (Q) of

the [abeled amount of

ctopidogreI is dissotved in

30 minutes

5 lmpurities

- CtopidogreI related

compound A

- Clopidogrel retated

compound C

- Any other singte

impurity (excl.uding

ctopidogreI related

compound B)

- TotaI rmpurities

(exctudin g c[opidoqreI

related compound B)

Nli\,4r 1 ,O./^t\tvlt f.a/u

NMT 1.5olo

NMT 0.20lo

NMT 2.5%

NMT 1.270

NMT 1.2olo

NMT 0.20lo

NMT 2.0 %

2.2 Specification of Active pharmaeeutical, ingredient (APl) (USP, Ph.Eur.)

lsggctrophotometryl lstandard
/

f) / 
nrurr::Ln'5n1vsrj i+0u0t.drqtuRnbtur;Q1\-r 

I
,r.,iu....(4....,.......................!:r511r1r:L,r'r: z.erfro... Ct 

= 4/: ..nr:!rrr r r16r . +r{- . '::,,r'r
q 

. ........!:r5rrrr:1,: zerfro 
-n 

- /t/' nr:,,rrr r 116r #
( ur.fitrjriuri hln:cfiu{ ) (nry,aiar I:"(rqa) (nrp.qf;:r f;}imin)

vt0
USP 41

1 Appearance whrte or aLmost white

powder

2 ldentification (USP)

A. lnfrared absorption

B. HPLC

C. Reaction of Sutfate

lR Spectrum: corresponds to

standard

The retention time:

corresponds to standard

Positive

3 ldentification (Ph.Eur.)

Specific opticaI rotation
(anhydrous substance)

lnfrared absorption

Carry out either tests Tests

A, B, D or Tests B, C, D

+ 54.0 tc + 58.0

lR Spectrum : corresponds to

standard

Ige Specification of
finished product Acceptance criteria

ln house

Specification of API
Acceptance criteria

Ph.Eur.8.0
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l48J']UtYa NMT = not more than

" rX'lrio Dissotution *fiy Uniformity of dosage units l#ttulronal:Ltafl{:luasL6uel

ri a nl: 0r : 1 oi rrr: r uil r,r I nfrkiuu{ r : 1 u a u t6 L Ftfi t{luoir,a"Llffluh COA

- n:nifi a ny v ufl uu u{l nr : r{u (waive) nr : fl :rq a oli un : r sdt r u n r:1o t,,l0u ltaet l_ {lJLlf,ylllyl yltbuuL4bb!\ll dbdE \vvqlvs/ ll !dvr d d!b uu dbrrd rev

ro n fi r r u a-r fi r u d't' a r': frkYYl o u flF 6'r u
4q

- Drug substance specification fror:ruroln"hiun:'rvr,itol#zufrn drug substance uio
q 3 '4 ' a "rr5o:r] ariuloarilvfir filflnr:n:?aLuitn:rvu drug substance lJ0{t'li.Ja91u'la v
A d v u Ao
1 Ln : 1 v 1,{ Ft :U?1 fl 142 fl 0 1T n I vUfl

q

3. nr:d:vrfi uriril:vfi vrBfl 1Y,leio11 n'l (Price Perform a nce)

:tUavt6Unrtltttonfi']: t6ol nr:l:vufrurirr-l:vfrvBnrvlrio:rnr (Price Performance)

Joo
4. rondl:vr [1J tun15Y{4156u'l

0
3 arfio . #-'- n,,,'n.,,

,l,rl
c.

D.

Enantiomeric purity

Reaction of Sutfate

Comp[ied with speciflcation

Positive

4 Assay (on the dried basis) 97.0o/o - 1.0L.5 a/o 99.0o/o - 1.0!.0 o/o

5 lmpurities

Residue on ignition (USP) NMT 0.1olo

- Sutfated ash (Ph.Eur.) NMT 0.10lo

- Organic impurities
:ii,r i- - :,

''i- ,-, , "-:: 4"",. : :

r Cl.opidogrel related

compound A

NMT 0.2olo NMT 0.270

r C[opidogrel related

compound B

NMT 0.30lo NMT 0.3olo

o Any other impurity NMT 0.10olo NMT 0.100/o

r TotaI impurities NMT 0.50lo NMT 0.5olo

Limit of CtopidogreI retated

compound C (Enantiomeric

purity)

NMT 0.5% NMT 0.570

6 Heavy metats NMT 20 ppm

7 Loss on drying (USP) or

Water content (Eur.Ph)

NMT 0.50lo

NMT 0.5olo

rJ: vot!nl:rnr:
( 1111.111jU1.r1.J11 LIJFl:sUUvl ) {.rirdti df,'tiar)

Specification of API
Acceptance criteria

USP 41 Ph.Eur.B.0
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to nat:filffluflr ifr ari tu1n[unrilur"h.lu:- u rrireYl uo na']:v\;o].J: u1J1.ril r u Iar Lo nar: F]r].J6ir d'!
- ' " ,3
o{a0 Llu

1 ) ;ir tur uo nar: rir fii ur a'rur'Iil u rra v/ui o n lerdt nqrv

rrlrlu[fiFr:lun:rflfiltriurFlLrru!avfrorflronar:uarx{or-irhiro{urfihirunr:YLr:o'i

r eu', n : : r n r : o'r y'r : rLa u u'r fi ru a o vi r u r rYu fl rio r-i rld do n r : : v ic do #uki
dl

rvrulnrrnuurfruurulluru'rflurfrkTLunr:Ynrcrrvirriu uuavfinr::srcionrr:ru6ounr:ldur1{
"[utonar:rirriuur

2) rirturtonar:lrao{don?riluuaalnro{nrt!vlJi:e (lrzururrravnriorur) r'.rufi16'flurrufluul{
3 d o u 4 ., v v 49 ririurn"rtofruvrvrfluuair:-lur (rruu vr.s.1r,t60 u.1) niuflnr.rrir l,riou:ruav16uoflru

a-nuruvLel^'r'rsrorurdrrSo:r.Jrrnvriorirv!nlnFr:fi'rutoriBnr:irn:rvdur (rinished Product
"' ,a 

*

Specification and Analytical. Procedures) frfluuvrfluu1i Tnufroldrl6lairYuurfirJ:vnTrt

fl : uvr:?{fi rfi r:ruaril:ouaSo"tyri ni rl :v nrrt

: n : ril fi o d : v v'i r r "u o u.J fi u u Lrl a { rr ffhiEi rn : r v r.i ua v {o rir vu n r r n : o r u"hi'
l!

aoprrr#ornrr rir:r urfirJ: vnr o Y!:o.rliBosir:'r ur drao riorirrinsrun ruv fli:r flr:0114'r: tLau ur

lllriuur{rrurrirrourihuJf;uulular:runr:luyvrfluupirYrur (uur vr,u. 9) r,t€o rirturrirto
q 

'i , q d o u v u v
urilt lrj 6 u u rrr] a t : r u n r : ulu v LU u u fl r Yt- u " ( rru r u . 5 ) r r rrr io r n! 0 ? u

4) rirrurhrirdrpnr:duvrrrfluuririlsr (urr vru.2 y6o yu.3 r.r5o vru.4 ra6o u.2 uufr:rurin:fi)
-.

+. t. t.n:njfr urzufr n"lur]: v u,roh,ru (r u.2)

+. t . z. n : rfl fi u r rir urir rfi o n r : urJw : : olu! : v ryr nlvr u (u u. 3 )

4. t.:.n:nifi urdr r{rornrirrf :v rvrt irt,.+l
14[l1u[um: n:rflfinr:rl6uuuularuufftrfrYroururnuavaorufizuapr "L,i'urulriruurrirc]ottffh

I U 3v

urjdsuuilar:rsnr:"LuuvrfluuoirYrur (uru vr.u. q) v6o rirrurn'rtatuitturl6uurrt]at:runr:
6t d A - v-'Luvr 

v r! u u rir 5r u r rn ur riu {:-r oq ryr or uua s a n rufr n fr n ( rrw u. 4)

r{r rur ufir d o fr : o r r r n i r r u fl r : zu fr rt s r n r u v a-n rn ru q{iB n r : fi filu n r : n fr rr u r (Good

Manufacturing Practice, tCi,lpll/PlCs (Pharmaceuticat lnspection Co-operation Science)

lpruyil':urru PIC/S participating authorities ariudrqnnr:r:o1Jfltin:?qaou flnanr::l:ol
firiur.J:vnrrt|:vnrn:rnr6ufirvr:oflnd"lur.rurofrrflurriorriuurfriauo |:vnou6'ro

5.1. rirrururirfioYu:o.rerFri6runr:nfrnurnrrva-nrnruc.iiBnr:frfi"lunr:zuFnr-nqfru6'rur

rirn'ry (Certificate of GMP Active Pharmaceutical lngredient (APl)) 
s

5.2. rirrurvrrirfioYu:or:rrer:6r1rflr:zu6nurnrilr.ra-nlnrudi6nr:fifitunr:2frsr2frn:iruviur

ciruSo;r.J (Certificate of GMP Finished Product)

lun:fifir{Juurdruirqrnrirril:vlvro rizu6sr6'orfle{rrurr,rrirf;o:-l:oszuann-ru'fi (Certificate of

pharmaceuticaI products, CPP) ,6*,:.,firY:J:olnr:sirvilra (Certiflcate of free sa[es,

cFS)'Luvrrpro',d,arrr'',0 afr:rirannril:ounr:n:')oaor-,InafizunYl:orfiliurl:unrflltvnxa

tlFn

u'tFt:qr!ros{orirtaufln[unrlrinnfrr6'rurrirn-ry (Active PharmaceuticaI lngredlent

Speciiaation) ttas zufr n:irul4ur r{r 15o ;il ( F i n i sh ed Prod u ct Specifi cati on )

7.1. r{rrurlror:orur-noFl6':urr{rfrr! (Actlve PharmaceuticaI Ingredient Specification)

5)

6)

7)

( ur.fiteiriui lln:vu-rri ) ,.+ et:- :i1"11-.ni )
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(Pharmacopoeia) fitddrsOrnr:iun:rvr.ilnurrn:gruodrrrjourlorrilutrJrrurjorirraun

[Laux]1nifi'rulJo{nliita:rvd'Luoir:rurlegir:rurvflr mrrl:vnrrtniv?r:?'iaro1:tuat
!"
t50.i SvlJnrSrur

7.2. dttut drug monograph rLolfrlfr'rurr{rfrcy (Active Pharmaceutical lngredient) Ltnv
dod

zudndruvrsrrir r5o grJ (rln lshed Product)
a.]- 4

7.3. ninlfr in Q 6 ! n'r u r r{r drp (Active Pharmaceutical lngredient Specification) tti o

zufinfirudurr{rr5o;rJ (Finished Product Specification)trirJ:rnXlusir:rsr (Non-officiaI

pharmacopoeia) 6'osuuanlr,r#ngru'jrurfiilrai61uto{nriirrrirvr.ir{luhlnrldovfil{o
" , " ,3
Lfta0 t!u

z.e.t.fidorirltuFrLLavx.Jrat6r!ro{nriiun:rvrftusr'r:rurrlo{l5vtrofii{lualrf,ntos The

lnternationaI Conference on Harmonization of TechnicaI Requirements for

Registration of Pharmaceuticals for Human Use (lCH) r,r5o

7 3.2.{torl:rrnuauunuil1r]:gruro{nriiLn:rvr,ifrnFn (ln-house process) fraonn6otril

ICH Guldelines v6o

z.3.3.rioriry!Fr$avlJtfl:firuri"lh]tornr:iun:rvlifirirr,luerlflusi'riru'l $iriru't'Ln oir:rur

v fi c mr l.r | : v n'',. n i r r, * a 1 o'r : ila I uE or : v 11 air : 1 u1 6ir v Y! : rJ u,'l u u r rfu 1

(GeneraI requirement for dosage form)

fiuluruq: {oriryunnilnrflfrtflAlfr'rurr{rfirp (Active Pharmaceutical lngredient
li3

Specification) *avnnn:Yrudurr{rrSogrJ (Finished Product Specification) nr:dxdtornoi't:'r
d v v d u u ' a.] o d Y o - d

rFtu'tnutLauaUutprgrflu uatL']utLflfl:[u?1rll:lulillJ0nruup]LLau}]'rFr56'tu?0.lnll?LFll'.lu14

uaur r vim q 6 r 6'r u r rir frry rat o zu fi n fieudu r eir ri o gtl

i{rru'rrarirfioYl:orzuanr:irn:rvr.i (Certificate of Anal.ysis (CoA)) Inu6'olrJ:vno!Pi?u

8.1. ri'rrururilfioil:olzuanr:itn:rvlii+rafrlohurrirfrcp (Certificate of AnaLysrs of Active

PharmaceuticaI lngredient (APl)) Io u6'ocl:vnoupi? u

B.l.l.drrurvrrirfioiu:olnanriirFl:'rvliinq6rfrrur;{rn'ry tor{zufrninqdlti':urrirfrry

(Suppl.ier)

8.1.2.r{rruryrirfioYl:orzuanrrirn:rvliierqFlei':srr{rriry tot(zufrsrzufiprfiruq,iur;{rrSogrJqq!

(Manufacturer)
d o d 

' 
,-

8.2. rirrururilfioYl:ol,iaflr:irn:rvvr..rdmfrruqiurdrrSo;tl (Certlflcate of Analysis of

Finished Prod uct) toI rizufr n zufr nfiruciurrir rEo:tl (Ma n ufacturer)

8.3. ronar:6uriunrua'rLrnTud:su'ixiunr:,iAnflo.r?-n0frun-?urdrnry (drug substance) Ltav

iunr:zufrnto{zufrflritu'?ir{ruSogrJ (finisheo proarct) filffiunr:26r0',1rfiriouru

e{r uur ro nar: rra or zu a nr: fi nut nr lxtfl I 6'r (sta bi Iity data)

9.1. rirrurroflfi'tirrao.:rlanr:finrgrnrrilaari?ivuvur': (Long term stabllity data) liruru 3

!unr:26n
9.2. drrutronar:lLfipt.i,.lanr:finBrn'rrrnr6'rluanl'tvt:.t (Accelerated stability data)

uiruru : !unr:2frn
9.3. r{rruruoflfirtLraa{r.tnnr:Anurfirrar'r{'irurar}r:611i'rrttil{rfiourtd 1tn /et'rturuuaor

o\

d, n:,!nl:
(nry.qfi:r Flvrmfin)

// I / nruvn:tlnr:rirvtlolruavt6uq*avqrudntsruvtatrrr

'{/rJ W rr:y:ru,r::rrr: 2a:60 hlU.:ilr,
,1

( ur.ritdului lim:vriw{ ) (nry aiar h('qa)
t.uoii, J. d 1t0
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9.4. n:fir{luurfi6'otavaru /16ooTrriould t#rirrulronfirir.ranr:finurn?rrnrfr'ry#rnr:
avaruuav/vEo u6oorr / valutlntdlun-rriravarurixl pr:ufr'?uuayaoner#orrilronari

rirri!u't (tn use stabitity data)

10) drturvl-.lfioYl:otzufrmn-ruq,i'urr{rtSogrJ (Certificate of Pharmaceuticat product) iaylryur
rildrurlurj:uruatllu

11) druurva-ntluFt!'tl.Jfix.Jlatolzu6rtficuq{ur (Bioequivatence)louzuanr:fiflulFr'nilailHaflo{

zua'nfiruq4ur (Bioequivalence) rfluhJnrtttioriryun ASEAN Guidel.ines for the Conduct of
Bioavailability and Bioequivatence Studies y5o rifionr:finrgrfi':rJ:vfili6zunurayfiralla!v

totzu6nfiru"i{ur n:uvt:?.1aro1Truar ToruanrfuyBouilrulrufinurfi:allafikiYunr:Yu:o.l
o r n ;ir u-n t r u a il v n i 5 tL n I I o'r 1i I i tta y u r aliu fl o o un ( n : rfllr.r[.ri er r rlu rrl u )

-

12) r{rrurvrilfiofl:olrLra:-qlunr:rJfrrifrnrlradnrnru,fiin'nr:fi0'"[uri'olr.Jfrrifrnr: (Good

La boratory P ractices (c r pl lu n: fi fi il', n',, 6n*rfl ralrllafi rirrl :y rurr
,^\ 9 v d u d v 

t 
'

13) rirrurr,trildofl:owrn:trunr:rfruinurunvn:ue'ruu''rrrlilydnrncuq,ii6nr:fi61unt:rfirYnur

ttaufl5v01uur (Good Storaqe Practice / Good Distribution Practice (GSP/GDP))

1 4) {rau o :r n r olo I eil n-r o dr { u r o Ej r l#o u 3 14il? u ! : : E firu,fi

15) drrurvrrilfioiu:ourn:gruri'ouJfrrifrnr: lSo/tEC 170251u:runr:urfirauo (tirfi)

16) r{ruurtonar:ttaordoranr:triiunr:r::o'lu Green book roln::riuurnraninr:unnrud (frrfi)

17) a{rturtonu',r,,orudiranr:teiilnr:!::a'tu orange book rLol uS.FDA. u6o European

Medrcines Rgency (frrfi)

lg) n:Efitilldarfr'u*luploruranrnr:finrcrurrnfifln (CLinicat tria[) rosurlul:yuyflhrufiurarxfi.l
zuavxnfrfrntoluruJEuuufruuriuurfruuurrnvfifildlu?1:ar:1r.tnr:rrr,nrvrd (firfi)

19) nr:ol:uoBuo::rvrfinrtunrrU:vnrflnruuni:ilnr:frerur:vr..r!utrvi{trfr 6olunnr,fioBuu:iil
'jreirunr:ri{La3}.rnr:t'ruurrLorrJ:vunnlvu n.rt.2559 r,liooBuo::u6u1 fiaooodorril

t .V 4!:vnrnr (nril)

s. fiouhdul
-\ y d 4 { I V - ; 

'1) U1no.itJoruryaou.Juoun?l 1 1_l ularfl?uya{!0uul
2) ulunLatnr:zufrsrfiei.:ro11r,luuril:{y\urtlraavfr'orr{rlurrarirfiof!to.:,rafl'l:irn:rvr.i

(Certificate of Analysis (CoA))
v v d6) a - ,d .l C v 4 J - 4' ,3) tutl uQvn0{}] Lu uuu Oil:L L!n uuu'r til0 ur Lrav}l0 0r uuio rrlo rfln nl: [6i0[Jen^il n0L]nryuFtnrL

siruruoBr
-, I q 

^ v 6 v t tr ^ d vq vlnl:tuurtravrlflruurfl[ut]'r1^{ernr.rann[u%LLavno.rr]r:a{n:?o11\ot[Fr:rvyoilnry'r r.]UqqU

,frvilr uzu finfiru.fiurov r{iuriiufrntorrirlddr ulunr:i ln: rvrin run'rlr ur run veir ur"lusiru?!fi

oneiri rnr: rvr.i6u rrnT: rvr urur a!t
qu - X5) fr'rauo : r n r({rr u )0u u orlriu n uF n #rpryr rioun :l riryuer #sfl

5.1, urnflnr:eirn:roiun:rvriornn:riyurnraninr:uyryriru6rzuanr:irn:rvdtili{JuhjnrrL

}]'lFr:6ru

l.a.ita
( uyr.fitduiud ir.ln:vriuri )

n::!r'n 3. elf,o
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s.2. n:rfizu6rtri'cu,?{urtflqfinnrBunrffuduornfiormarnTnu;irrinrrun6uvn:ix.rrr'r:0r14'r:uauur

flruurnrunnl,lo r n nF nfiru,ilfioroiir zua riol:vfrvrB zu a rua verr rrlaoofiu riofr'rjr ufiUqU

s.+. n:rfrfinruvfli:r^rflr:rnaltni:iluavnr:drrion''ouloonarnu'arfiur 1:wrur!laflountan
,

nr56iflou'r LuFr:{nn L!

1....,,,tJ:corun::!nr:
( uv fitdriu{ Llsr:vfuri )

-!0wa n,:unr:J. Aito
t;, F*:' aii"r .ir)
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