
f Page 1 of 7
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Ctopidogrel 75 mg tabtet

ufl u er r rfi er rnr 6 ouf,l dl (fl l. m coated ta b l.et) r{rv Yu:-u rJ: vvr ru

lu t rfior r-J:vnoufrru clopidogrel. bisulfate uEo clopidogrel hydrogen

sulfate Giofiot) equivalent to cl.opidogrel base 75 mg

uirn"lu[ri{tlorafivr (well.-closed containers) fl otflunru{u
4u4uv^
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r.J n n r i rt i? ai rrt :'r s v{n ila r v'J r{l utl n ril fi n is h ed prod u tion ttav Specification of

Active pharmaceutical. ingredient (APl) fi6rsdqo 16 ur riu fi r16'onvr v rfl uurio

dr fin r r u n ruv fl : : l.J n r : o r 14'r : tta u u r n : u vr :'] { a r D'r
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rvr uu Lvl'tv: 0 114il n?'rxJl F]:fi 1u[fl at Fll:u La 111:!
J.
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u'r v!.fl. ZSO! ariufi 6 o'urrnu fi.fi.256 uilrfi aaruLUnuriufi 1,2 t1urnfru6 2562)
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2.1 Finished product

r.ootd, ........$.r^.,,.......................r.'l:vorunrlr.rnl:

(USP41)

r. ardo .............$' *,,n.,

UV spectrum: corresponds

to standard

The retention time :

corresponds to standard

ldentification

A. UV absorption

B. HPLC

UV spectrum: corresponds

to standard

The retention time ;

corresponds to standard

-.=

I
1

95.0 to 1.05.0o/o of [abeled

amount

2 Assay 90.0 to 110.0 o/o of [abeted

amount

Aleet the requirements tvleet the requirements3 Uniformity of dosage

units

( un.q:na dorqr::ruflo )

z.ar{i0.,...,

(nrg.aiar
......n55!n15

(ary.q151 aLflt'ran)

USP 41 ln house



2.2 Specification of Active

3 ldentification (Ph.Eur.)

A. Specific opticat rotation

(anhydrous substance)

B. lnfrared absorption

spectrophotometry

ntuv

ingredient (APl) (USP, Ph.Eur.)
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Carry out either tests Tests

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

+ 54.0 to + 58.0

lR Spectrum : corresponds to

standard

r.uld.........$*rrt....................il:sorunriilnlr z.audo......

( uvr.q:ua o"nrqr::rufio )

6UAflU6UYrAillv

Not less than B0 7o (Q) of

the labeted amount of

ctopidogrel is dissotved in

30 minutes

Not less than B0 o/o (Q) of

the [abeted amount of

clopidogreI is dissolved in

30 minutes

4 Dissolution test"

NA/T 1

NIV1T 2.0 o/o

.2o/o0

5 lmpurities

- CtopidogreI related

compound A

- CtopidogreI retated

compound C

- Any other singte

impurity (excluding

cl.opidogreI retated

compound B)

- Total impurities

(excl.udin g clopidogret

re[ated compound B)

NlvlT 1.20lo

NIIIT 1.5%o

NIMT 0.20lo

NI\47

white or almost white

powder

1 Appearance

ldentification (USP)

A. -lhfrared absorption

:,=.8. HPLC

C. Reaction of Sutfate

2

(nig.a6ar

.....n::l.ln1l

/Ilt

,o,+u {&
(flfu.qxr1 aLfltlan)

....n::t.]n15

Specification of
finished product

,lh house

Ph.Eur.B.0usP 4tr
Specification of API

lR Spectrum: corresponds to

standard

The retention time:

corresponds to standard

Positive
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, Aq v- u4v

na15va fl fi 1ufl { na1?vl Lot5LJ 0ulJnfl? u
dl

- Drug substance specification fiar:rurotn"Luitn:rvv{tol#zu6n drug substance 14io
6r q q ' bstance tolrTzu6murr{r15o:rJ alil'lnarilrafl.r filfinr:n:rqLU? tn51u14 Orug su ! v
A . - - A.
? LFr t'r v14Fr5UlX nv?1 0Vi n 1UU Fl
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.....,...n55iln1:

3. nrtil:vlfiurirrj:vfiuBnly{rioi1Ft1 (Price Performance)

:tuaurdunrttilroflal: uBor nt:l:vufrurirrl:vfrvrBnrvrrio:rnr (Price Performance)

+. ronar:d"lfftunT :fi or:ru'r

n0tY to uo Iav n 6ua nufuv !41 1v

.....niiiln1i 3. a.rdo ............,

Complied with specification

Positive

c. Enantiomeric purity

D. Reaction of Sutfate

99.0o/o - t01..0 o/o4 Assay (on the dried basis) 97.0o/o - 1.0I.5 o/o

lmpurities

NA/T 0.1%oResidue on ignition (USP)

NIIIT 0.1oloSutfated ash (Ph.Eur.)

Organic impurities

NIvIT 0.20loo Clopidogrel retated

compound A

NA/T 0.27o

NAIT 0.3oloo Ctopidogre[ retated

compound B

NttIT 0.3%o

NlrlT 0.1070 NlvlT 0.10703 Any other impurity

NLIT 0.57o NtMT 0.5olo

5

o Total impuritles

NAIT 0.50lo- Limit of Ctopidogrel retated

compound C (Enantiomeric

purity)

NM1T 0.5olo

NlvlT 20 ppm6 Heavy metats

Ntt/T 0.57o1'.::. :, , r

NA/T 0.50loWater content (Eur.Ph)

7

),
i.ar80 .........f nn......................tJ:volun5:iln'r:

( un.qina o-nrqr:rrufit )

2.a.it0..

(nry.afiar (flru.qt51 atrtlarl,)

USP 41 Ph.Eur.8.0

eriteria
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1 ) rir tur to na r : rir ri! ur fl lultvt u LLa u/vq onller o'.r nqrs
o diao r Y v d v t q Y i 

'uul u [uq: 
-Lun:n]fril 

[tur fluttlJUou mo$r tonar: tta fl{tou{ Ltt0{ulvltirufl'15:u50'i
; --,-----Z'^-ou t 6lY u v v v 61v

01nd'lfn{lunruufl:5ilfl150'1141:llauu'r frrranttruruultoullt floFl?::u?{ 11014'l}]llj

rfiuurvirfr'uur6'urulrlurul0rulfrtEIlunr:Ynrstvirrlu ravfrnrituLrdonrrlufiounr:ldur1{
'[uronar:rirriuur

D druurronar:tran{{on?1:Juuea1flro.if,i'r1,1.ru!::1 (irzurtrrttavnriolur) mrildlfr6fluilurriuul{

3) a'rrurrirroduusufluusirYuur (uru vr.u.t raBo u.1) n:lvlnrarir l^riol:luavtAunqrlJ

a-nrgruyravrruro{urdr16o:lurnvdoriluuFrilrm:qruto{eEn1:itn:rvr{ur (rinished Product
ud

Specification and AnalyticaI Procedures) fiduysrriuuti TnufroldrtdloirYlurfil:vnrrt

4)

-i o v J ,

4. 1.2.n5 6uvlu'lu'l t1J'l Ll\0fl '.l5 ttlj
dJ 6 v

4. 1. 3. n:oifi urrir r{ro r nrir{iliv t

l4rJ','t U rurl : n: sfl fi n'r: rr.if,
t

rrr raufi fl rudzu6 n t#rruurir rurrirtoufflEl

) uBo rir rurrirtouri'Lt lrjf; uurlat:run't:T.U. 9

vu (uu.3)

,i,o
L!AUULT!A{51Un15 L

o d oil i
LuvtutljUualSuullni tLavaarufi tiAm (rnJr-r u.4)

u4u5) artu'114u{ao:!i 1Un',t5 
'.ra 

r} u1n1ilu
u d^d d <q
d'n rn ruvriS n1:fr d"[u n r: ?.lA rr u 1 (Good

A/anufacturi (GI\4P)) /PlCs (PharmaceuticaI lnspection Co-operation Science)

lpruuilrur participati ng authorities afitlritqptrtlil:ounl:n:'laaou finanr:Yl:ol

n
66 

^ 
dq j d e u i , u

?fi:1n1d rdfivl:oilna Luuu'l otI tfl u']lj0{fl u tJ'l?1 tfi u0 u5v fl ouFl'l u

E' u{ f; oYu: orlr a:I1un1:,.r4 n ur n ''riludn rn ruqiiE nr:fifilu nr: zufisrimnfiu fr'r ur

(Certlficate of GlvlP Active PharmaceuticaI lngredient (APl))

rir uurrarir fi oYu:oqlr n:i'1unr:riA a urrtlil14
u dad i<c u q

a n tnruqron15110 Lufl 'l5tJaFl t{afl fl tuvlu'l

cir16o;rl (Certificate of GA/P Finished Product)

n:fifiu{Juurrjrrdrornrir{liyrflfl (zu6mfrorfir{rtulufi{eoY!:0r26nfiruc,1 (Certiflcate of
!6) "Lu

pharmaceutical. products, CPP) ra6orari':fioYu:o{n1:ii1uilru (Certificate of free sates,

' . 
lounr:rri?oaouTnufizuaYu:orfitiurJ:vnrrtrjiufl?nCFS) Luutrnulvttauoljlu auualqfl rllll:

:1n'l

7) il1niS'tullolrioriruustqilfllv'liaqdu6'rurrir6'ry (Active Pharmaceutical lngredient

Specification) unszufr mfiruo{urrir uio grJ (Finished Prod uct Specifi cation)

7.1. druurutFtigtuirrq6rLfr'turrirdf! (Actlve PharmaceuticaI lngredient Specification)

6avil1rrto'tuzufrnflrue{urrirrSo;r.J (Finlshed Product Specification)Tnu:vr1oilr'lu'1
n

,. .,ui, .............#..........nirrn1r,.ooo', .........J:.*......................tJ:co'tuntiiln1:

{ ,r.q\*o o-nrqa::rufio )

2.Ait0......

(nry.a6ar

......n:5}Jn1l
(nnt dt5't aLrt?afl)

n:vvt:?{610'r:fuqriu:olr,16o"lrailn'iril:v nrrt

14 u 1 u [?t el : n : fi fi o u : v 1,1'i r I t o ur-i f; u u rrf a I rrfflti 6i
l!

rirvruorrn:grul#
vo

fi0nna0.irllilrl1:1 Ltnvul
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(Pharmacopoeia) fi'lddrrdrnr:irn:rvrflnurrn:qruoeirs#oEJ6oruflutrJnudorirvuo
adqoq*'

Lrauil1fl:51UtO{nltitF}SrvU"LUOir:rUr"[nsir:rUrUfir fl1l.Jl5un1flniUv]i?{4101:tudt
J.
t:0{ :v!nl:lu'l

1.2. dtut drug monograph tolrfln-?ut6{tdcg (Active Pharmaceutical. lngredient) unv
Audocl

nrfr mri'ruvrurrir t50?l (Fin ished Product)
-i- d

7.3. flzrfifir-rrq6ufr'rutrir6'ry (Active Pharmaceutical lngredient Specification)u5o

" 

to 
.z

zu6mfiruqiur6iru5o;rJ (Finished Product Specification) lrirJ:rngluoir:rur (Non-officiaI

pharmacopoeia) frorlraprlud'n51u'jrurfiil1erio'r1-J1ro{nr:irnr:rvr,{rtiutfmudorafilrjo
o , u .3
LFrmo Llu

z.3.1.firioriryuauauilrerif,'tuto{nliiln:rvlflluai15'ru'rto{livtilflfi[flufiilrEntot The

:aI Requir€ments for

Registration of Pharmaceuti CA [s for Human Use (lCH

7 3.2.{torimu a Lra v }J 1 rl rg r u r o { n r :i rnr : r v r,{{zu fi m ( t n - h )fiaoondo.rrir

ICH Guidel.ines u6o

t .z.z.ilarituua rau:Jrrt:sruri'rtrJtoq nr:i trti't sl"r:rurln sir:rur

uflr mr:rl:v nlnniuvn?{a1D'r:ilqt a1lti1ti1l ttlllJuluu'l
(GeneraI requirement for dosage fo

vov
14XJ1 U [UFl : t0 fl l14Un n iln lfl ? rl3i fiu 6cg (Active Pharmaceutical lngredient

Specifi cation) unvzu fi mfiruq{ur6{r rEt
duudvu

Lnu?nuttavau!Lou?nu unl?uun
d

LQl\lU?rlfl nUfl ?U',lfi',lFrfu y:0'.1
9u a'rr5a:u

Product Specification) nr:6116solnetl:'l
4v ': 1 U 1 il t O fl ',t 14U O UA v ]J 1 r] : fi 'l Ufl 0 i fl 1 : ? tn : 1 v 1,1

B) a{rtu'rvril cate of Analysis (CoA) lprurlolrJ:vnoufrru

8.1. rirrururitf;oYr flq6urt-rurrirdry (Certificate of Analysis of Active

g) rir rur ro nar: uta 0 { tJ ff n 1:fi nul F]?'utn { n'x (Sta bi l.ity d ata)

9.1. a'rrulonaltttaF]{,lan1ifinu'ln?1}ln{6'x:vuvurr (Long term stabil.ity data) druru 3

{unr:2fim
9.2. ri'rrurronfi'l:Lrffa{2an1:finuln?1iln{6"t"[u4fll']ulit (Accel.erated stabil.ity data)

siruru 3 lunr:2frn
9.3. drrurronarituffn.ir,ran']:finBrfiuaa{'i1u1aril1:crfi'nLtil{rfferurtfi 111n /airrur*anl

rJ:vf; vrBzua nl:Ynu1 (n:niur rfi er) (#rfi )

[avnru6nufus tarlY

2.ad0.........
,l

t.alfi o ...........r14rm.................tJ:vsrun::lnr:

( uil.4iila o'orqr::rufio ) (nry.afiar (n6u.41J51 ALvtlan)

..n15!n15

r or frzufr ni'm n fi r fr'r urr{T dru
!q

r or r.iru6 n zufi n riruqiu r6ir r5o:lU!

8.1.

8.
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d d, Au
9.4. n:6urUuulvtno{avaru /16oorlrioutd l*'rilru1Lonal5zuan1:finulnx1x.Jn{r]'xu6'{n1:

aualuLrau/yio u6oox / rad'qutlerld'lufr'rd'ravarurirll nru6i?uttavaonn6'o{riutonals

riifi'uur (ln use stabilitY data)
- a 4 U 4 o d 

--r
10) r{rruryu{aoiu:o{p{ann-suc/iurdrrEo;rJ (Certificate of Pharmaceutical Product) tavlrvor

rirrdur"LurhutufllYU

t 1) r{rrurraa-ngru n?lilAlJlatost'ifinn-ruc,iu't (Bioequiva|.ence)Inul'ranr:fiflu'lFl?1il4]J]'iato{
A v d r^,

,.JAnfl fuvlu'l (uloequlva lence) rflutrjmrudoriruun ASEAN Guidetines for the Conduct of

Bioavail.abi[ity and Bioequivatence Studies r'rto { fi o n r: fi nrcrfi rrJ: vfr vrB zu a ra ufi x alr{a

r o s zu 6 n firu "iii u 1 n i v vl i ?.1 a 1 5'l : rua t 1 n u a n r fiu uB o uil r u I r u fi n rgr fi r a il ilafi16'Yunr:ir:or
I

rr-lfl,ffrnr: (Good
o r n dr rin I ru Ft tu u n 5 5 1.1 n 1 5 0'114 I 5 LLa u u r ari! fl q 

1 fu ( n : fitl'Ld u r fru rrl u )

Laboratory Practices (GLP) Lun:ruvl?lln1:fl nrsrfiraililafiFir
U

IrJ:v
12) rir uurvrfilfi oYr.l : o'lu 1 rr:5run1rlfl rifr mr u ra 6'n rn ruvli6 n r : fi filu#o'1

5.

1 3) rir rururilfi oYl:oIurm:g'lun1: tfi !;nul uauflSualuu'lrlliluan
du

ufl1:Lfl1J5fl19',1

[taufl5va1uur (Good Storage Practice / Good Distri (GSP/GDP))

FI

te of Analysis (CoA))

olfi"Lu0u ua:rYrL rlf; uuur rfi ourlndralfl ol qu6o Lfi o tfi n nr: tfi olanrilrioufi'l14uFIa1ll

siruruoEs

4) urnl:svltrru1ailUfl6Uu'tFl6uf,i1y{alnr.l6mnlruqriuasfr'otnl:dlm:roldoirrr:rsv{nrunru t
druriruzufrorryruqiurorr{Jr6;rfrrorurirlddru"Lunr:irn:rvv{nr6utl'tv{u1 rravr{lurlusi'lu?ufi

q n(ui tnr :r vddu unl: lvl u rura

5) {rauo:rnrtrirr u)0uuollriu n rfi n#ryryr riou6:uriruuot 6'qfi

i.r. r..,nfin.:(lm:roiun:rsvlornn:riyuroramiflritLv!ilritt6'rzuanr:itn:rvrftrir{iutrJnrl
il1fl151U

t\

:. o,cio .,............#.........niiilnri

nilvfl:liln'15

2.aud0.........

LLaYn6UAflVrU9l0Yl',lc

r.u.,d, ............t{*mrF............ ....tJ:vilunl:,rn1l
1",

( uvr.q:tra olorqr::ruilo )
(ncg.aFar

..n55iln11

(nry.46:r f;lvrtrfin)
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s.z. n:fizufimrYruc,lurtfifldnnrEunrfiuHua1nfro{flalnTnuritinrT un6uyn::ilfl'rio'r14'r:Lravul

5.3. n:rfiyrrrJcuurnrunrv!orn,.rArrrirudfiororirzuariorJ:vfrvrBzuauuavnruilaooriuriofrr-hufiut!

tfr:-rur

s.+. n:fidniluniiilnriLna-1Jn::ltttavnr:drfn6'nuroonornfrufiur I:tvrurulatountAn
.t& o Z,

nr:d'rfiourlunYrn'ohj

il

,nt5iln1l

6Lvrt?arl)

e. ardo

(nty.adar
r.u.ldu ............$.Ho.................rJ:cf, 1uniriln1l

( uvr.q:na dorqr::ruflo )
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