AMANBLIANIZ VDI
Clopidogrel 75 mg Tablet

'
|

1. 981 Clopidogrel 75 mg Tablet
2. gruadAaly
2.1 \Jugdle winsulsenu
2.2 Tu 1 uln Uszneumedien Clopidogrel 75 mg Tablet
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3. AnuaNUANanaila

3.1 Identification test Clopidogrel Bisulfate ; Positive

3.2 YsunausnendiAgy 90.0 - 110.0% LA of Clopidogrel

3.3 Dissolution test wanaransazanulitosndi 80% lunian 30 ui
3.4 Uniformity of Dosage Unit MIIINTY

3.5 Related substances Related compound A: l3iifiu 1.2%

Related compound C: laiiAiu 1.5%
Any other single impurity : LAy 0.2%
Total impurities : 14iAiu 2.5%
3.6 Water Not more than 1.7%
U8R - * ¥1¥@ Dissolution wag Uniformity of dosage units liiuuionansuaniansazifanua
minsdened yndldudmeazdeeiduiianilulu coa

- nsANINEdeuLINISIL (waive) AMSATIEOUILATIENTI8NTLA TFBULEnONaTS
wanguaanaIntasueyifme
- Drug substance specification 915019 NlUAATIERVRILREN drug substance

vi3elullA1evt drug substance vasnAnadnTagU adulaatunils Falimsnsiadimsieh
AsUNNTITeTi A

ﬂmznimmiﬁ’wumwazLﬁaﬂﬂ;gﬁnumz ERWISVBIYT

p
(.~
o o Y
(GRRI)I— k’{/ ...................... U3z51UNITUAIT Ry} S— R e NS N3IUNT
(Wenseslng Leasadl) (e PrEUaSeY)
UYUNNENTIAU WIBUNNIT YN T
GEET) 1 n35UAS (GIEIT) N ,&\,\/ .......... NIUNT
(weeun  nundad) (WYY U9
UBLNNELT 8y UBLWNELTEY
(@3%0)......... 9{4\/\/\) ............. NIIUNIT (GREIE) B e, NIIUNNT
(efisia 1npA1ang) (Wggal uIsesng)

UNSUNNETIUNEYNITRLAY WNEYNITUIYNITRLAY



-2~
4. Raulvdy
fauommiesiudiunnmieionans wieuammetiofesusonenasiasliisiunn seavBendsl
4.1 wnensmsldsuounntunadeusiuenitedminglulsemalveuasduns (declare)uwdn
.11 luddnstunsdousmiue Tiud ne.2 ve.3 ne.d vie 0.2 wdausnsdl
112 Tudwetunslou vl vie 8.1 eseniiiauesan niewneazdeaiidomsnuauannin
yesuAnAnsinuitunziden (finished product specification) agdaMVUARMAINYBI
FnqAu (drug substance specification) nsdifiegszmitemsivasundasudluiisinazseg
WUULENENTNSUBUNALY (8.5) 1IW5au finished product specification ay/%38 drug
substance specification
4.2 1ONANITUTONINTTINNTHERET
4.2.1 nsdlowdslulszielng fudndesdionanssusomnnsgiunisuanmumdninasinagisnisia
Tun1swdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiagsiu PIC/S
participating authorities vﬁaﬁLaﬂmi%’mmmmgmmimﬁmmmwé’ﬂmm%uaﬁ%miﬁﬁiu
13 HANEITDIFITNLANYNTINNTOIMTUALE NTENITNEITEY Farmuntulaediaiy
aenAdosuazinlioufundninaeiuazisnsidlunsndnen PIC/S  Tuvaieenfiausuy
2UUAgARNTBUNITNTIERY
4.2.2 nsflgniid1anislseme Jrandediona135uTemInIgIuNISHAReIMUNENN MY AL IENS
fiFlunisudnen PIC/S participating authorities atfudgamuseuntsasraaaulasiinants
FusestiviuusemadszminsinBidnnselind viieognaendn wiiusnsel
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4.3.1 HamInTIvlinTzvinaanEdniusied1agureaindn (certificate of analysis of finished
product) lugnguiidaiusegng
4.3.2 HaMINTIVIATITVIAUNININGRUTEIFIBEATY (certificate of analysis of drug substance)
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pviiu/nsdenthad Sterile water for injection laifiasil COA of drug substance***)
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4.3.5 natiUuengu biological products i vaccines , blood products fesdlionanssusadiu
NIWaR (lot release) INNTUINIAERTNITUNNG NINTWANTVIUGY
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