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201812: Clopidogrel 75 mg film-coated tablet, 1 tablet

1. quaudAnaly
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1.3 AuusuTey
1.4 a0

Uy
1.2 @mulsgnau

Dueudamdeuiidu (film coated tablet) dmTufuusemu
Tu 1 Wim Uszneume clopidogrel bisulfate %38 clopidogrel hydrogen

sulfate (Fariaq) equivalent to clopidogrel base 75 mg

= = - [7) &
usIPbuunatnatin (well-closed containers) Uaafiuaauiu
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1.5. nMsnageuAmauTmimly

1.5.1. AruanUfves Tablet fIN1SUanINa/N15MS29 Universal test dasalud

L) Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Finished product
(Shelf-life COA only) (2.1)
4. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test (2.1)
90 CRAGEB 00N ) Ea ettt impudties Iy cug (Fossrnunadiefidunnnii Reporting threshold)
products, FDA guidance for industry (August 2018),
USP<2325,<233>,€2232>, BP supplementary chapter v | VIRNEWMR : 191159529 heavy metal 10 ufiviupsurimun
Q, EP genesal text 5.20) amUszmelusiangunw
5 | Dissolution test Complied to finished product specification or
specific test (2.1)
6 | Water content Complied to finished product specification or
“iilosninuBane water Tnavinbiidaufnden specific test
hydrolysis @wanomuAwavee) clopidogrel
7 | Uniformity of dosage forms Complied to finished product specification or
(USP) specific test (2.1)
8 | Uniformity of content (EP2.9.6) Complied to finished product specification

1.5.2. AauaNURves Active Pharmaceutical ingredient finsuanHa/N15MsI9 Universal test
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U9 Test

Acceptance criteria

1. | Description/Appearance

Complied to Active pharmaceutical ingredient
specification

2. | Identification

complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay

complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.2)

4. | Residual solvent qcH qac (rs-6), uspaz
<d467> EP general text 5.4, BP appendix VIl L, JP17
supplement! p.2634-40)

Complied to Active pharmaceutical ingredient
or specific test (2.2)

2. gausndAntamaile

nanInTIvIATIwigunmtluluay finished product specification wag Specification of
Active pharmaceutical ingredient (AP)) fignsBsa1nindasinfuatuidensu Jaldaaneiloude
AINNUANZNIIUNITOMITUALEY NTENTNEITITUGY ﬂzaﬁl.nﬁ'ﬁwfﬁ'uﬁ‘lﬁé'wﬁaﬁmtﬂuaﬂ'pﬁ
Wieuwiielmindanpsprundashiulamiunds aussniansensisansisagy es seyi
61 WA, 2561 293Ul 6 SuaAm WA 2561 (aausenlus1sRTI U 12 quaiug 2562)
uae sEyusTen (@UU2) wel.2562 aviufl 3 nangea 2562 (aeUsznalussissnpunuiuil 26

NINNIAN 2562)

2.1 Finished product specification

¥ | Specification of finished product

Acceptance criteria

USP 2024

In house

1 | Identification
A. UV absorption

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 % of
labeled amount

95.0 to 105.0% of
labeled amount

Uniformity of dosage units

Meet the requirements

Meet the requirements

Dissolution test*

NLT 80 % (Q) of the
labeled amount of
clopidogrel is dissolved in

30 minutes

NLT 80 % (Q) of the
labeled amount of
clopidogrel is dissolved

in 30 minutes

5 | Impuirities

NMT 1.2%

NMT 1.2%

- Clopidogrel related compound A
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¥8 | Specification of finished product

Acceptance criteria

USP 2024 In house
- Clopidogrel related compound C NMT 1.5% NMT 1.2%
- Any other single impurity NMT 0.2% NMT 0.2%
(excluding clopidogrel related
compound B)
- Total impurities (excluding NMT 2.5% NMT 2.0 %
clopidogrel related compound B)
6 | Water content (if test) Meet the requirement Meet the requirement

2.2 Specification of Active pharmaceutical ingredient (API)

L) Specification of API

Acceptance criteria

USP 2024

Ph.Eur.11.0

1 | Appearance

white or almost white

powder

2 | Identification (USP)

A. Infrared absorption

__ standard _

B. HPLC

IR Spectrum: corresponds to

The retention time:

C. Reaction of Sulfate Positive
3 | Identification (Ph.Eur.) Carry out either tests Tests
A, B,DorTestsB,C, D
A. Specific optical rotation + 54.0 to + 58.0
(anhydrous substance)
B. Infrared absorption - IR Spectrum : corresponds to
spectrophotometry standard
c. Enantiomeric purity Complied with specification
D. Reaction of Sulfate Positive
4 | Assay (on the dried basis) 97.0% - 101.5 % 99.0% - 101.0 %
Impurities
- Residue on ignition (USP) NMT 0.1%
NMT 0.1%

- Organic impurities
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L) Specification of API A o Lk
: USP 2024 Ph.Eur.11.0
® Clopidogrel related NMT 0.2% NMT 0.2%
....................... _compoundA
® (lopidogrel related NMT 0.3% NMT 0.3%
compound B
® Any other impurity NMT 0.10% NMT 0.10%
® Total impurities NMT 0.5% NMT 0.5%
- Limit of Clopidogrel related NMT 0.5% NMT 0.5%
compound C (Enantiomeric
purity)
6 | Heavy metals - NMT 20 ppm
7 | Loss on drying (USP) or NMT 0.5%
Water content (Eur.Ph) NMT 0.5%

wnem) - NMT = not more than

* yidi Dissolution Wag Uniformity of dosage units TWiuuulenansuanisnuaziden
HaM3eTIvees mndldudeseandeadiiusiarlilulu coa

- nsdifaanedeuudnisiiu (waive) Msnsaedauitasizisienisla iduuans
lenansndngussnandlasusyli@se

- Drug substance specification Ra1519ntuIASIEMvENER drug substance %38
luiiAs1e% drug substance wosgansdniagu avulaatunis deinisnsae
Ansesiasunnviadenimun

3. M5USLIUAIUSEANSNINADSIAT (Price Performance)
= = ’. i . ' .
S18aLLDUAMINLENATT 1389 MIUTEHUANUSEEANTNINHBIIA (Price Performance)

4. wnEALEIUN1TNIITUN
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foaluil
1) duunenarsiiugn nelng wag/MIen1wangy
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nd1innuALgEnsIINITeMIsLare Tuansinetuiidevald deaassete devuld
disuwhsugdusuilurusenildlunsinvviniy waslinsseydeniuuiaumsldenly
Tulenaxsainnuen
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diunienansuaniten LA YBINITLLLTIY (Weuaznaesen) sudildtunadeuls
durdvedungifoudifue (wuu n.0.1 vl 8.1) AsUNNNEI wieusgazidunnm
dnwauslamzyowdiieguuasdeimusuinsgruresidnsirsevien (Finished Product
Specification and Analytical Procedures) fitunsileuls Tnedosgnadeinfueniisenia
NIENTNAFTUGUTUTDMIBIMinIUsznA
wueing: nsdiitegsyninveadsunvauilyisiinnmeiuasdetmuainsguli
donndasnmissniusemasusemdosendrgasedinauansnITuNTB M TRaTET
Tiuuvdndwsudluasuwlasmenstunsdousfuen (wuu ne. 9) wie duundive
uiluasuwassemslunadowindue (wuu e.5) imdouiude
dunludiynstunsdousiuen (wu ne.2 vie ne.3 vie vie.d wide 0.2 udusnsd)
4.1.1.nsdlflowanluseweing (ne.2)
4.1.2 psdifleminduiensusussqludsundlne (ne.3)
4.1.3.n30uMgninUnessema (ne.4)
vueme: nsdiiinsasuulaudlegiusygrauazaniuiingn uuvdiundveudle
Waguwamenslunsideusiuen (wuu ne. 9) vie duurdveudluwdsuwasenis
lunsifoussunfefugfusygnuasanuingn (wuu o.4)
duumiidesuseminigiunndneimundninaeiisn1sialunisudngn (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
lngmieau PIC/S participating authorities aUua1ganusaUNISASIEEU NAN55UTDY
fefulsemalsemasiadidnnsetind lumneiifeatestueniiaue Uszneudae
5.1. dumadeFUTeuNATEIUANIHAREIMUMANINAIENSRUN TR TR AUFE
dfgy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. A miideFuTmnIIUMINARIIA MM N TR U THARKARFsTEn
@593V (Certificate of GMP Finished Product)
Tunsaidugnindrnsnessne fudsdosddiumisdosusomandias (Certificate of
pharmaceutical products, CPP) #30uied05U509n1591MU"8 (Certificate of free sales,
cFs) lumnnegniliaueme atuanganiuseuntinsrsaoulneiinausesieiulsenmsenin
390
WATFIUvRITRAMUAANA TN AUAI81d1ATY (Active Pharmaceutical Ingredient

Specification) uagnanfusiendniasy (Finished Product Specification)

U
ot

7.1 @wnnsguingiuilend1Agy (Active Pharmaceutical Ingredient Specification)
warunsgIundndneiendiiegu (Finished Product Specification) Ineseysi131en
(Pharmacopoeia) Mld81983m5aiasesilaesnasgiuetraiosdouiiulunuderua
waznnsguvean sl silushneladinemils sulsemeansznsransisuge
309 sEyFhTEn

7.2. d11u1 drug monograph “U@Jwgﬂﬁ"wﬁﬁ’]ﬁ'm (Active Pharmaceutical Ingredient) way
wansinuied@§agu (Finished Product)

73. nsdifTngAudae1d1/ny (Active Pharmaceutical Ingredient Specification) #3 @

#ienduSagu (Finished Product Specification) livsinglusiignen (Non-official
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pharmacopoeia) faauanwdng it finnsguvesnsiinseidulumutenide
Tasieluil
7.3.1 et musuazinmsguresnisiieneilushnevecsemaiifuandnves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %50
7.3.2 forimusuazinnsg UM sieseian (In-house process) faenadaariu
ICH Guidelines %50
7.3.3 dofmusuazinasguiluresmsimseiinmualilusisen fseqla dsen
Wila PUUTENIANTENTIENBITAUGY 1389 SEYsTIEn ET’]‘M%’U;ULLUUH']&U*]
(General requirement for dosage forrn)
nuEng: YanuafuAINingfudland Aty (Active Pharmaceutical Ingredient
Specification) uazndnsiausiedn3a3u (Finished Product Specification) Ansen98ea1nesn
Worfunazatuifeadu onfuudnsdiiidhsenidormunuasuinsgiuvesnisiiases
wwzingauseddn wie nandausienduiagy
8) duummideiusowanisiaTiey (Certificate of Analysis (CoA)) lnusiaausenausng
8.1. dhunmideiusesransinnesiingiumendidny (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngfpausenaumie
8.1.1.dwwmnisesusasmanslasieiingdumendfy vawuaningausied ey
(Supplier)
8.1.2 dwumwiidesusesmansirseiingiufiendfty vewindnnandusieduiagy
(Manufacturer)
8.2. dAnumilideiusenan1siiasinandueiend1i393u (Certificate of Analysis of
Finished Product) vaskiinudnsiausiendiagy (Manufacturer)
8.3. lonansdudunnuduiusszningunsninvesingiuiendifny (drug substance) uay
Junswaevadnsnusiduiagy (finished product) ililuniswane{uiideeu
9) AuenasuanNanIIANYIAINAY (Stability data)
9.1. dUUNBNANTUAAINANITANYIAIUAIFITZEZEN (Long term stability data) §1u7u 3
JUNSHER
9.2. dLUNBNATUAAINANITANWIAIINAIATUAN1ILTY (Accelerated stability data)
I 3 JUNNTHAR
9.3, dAnunenarsuaninan1sinmiiansinerannsainuiadaels 1 gn dwuiuans
Usednsnanssne (nsdleudde) @)
9.4. nsdifiueniidosazane /deansneuld WdwutenarsuanisAnwiauaiiangsnis
sansuay/min a9 / ndalald ludvhazanerieg Asudiulazasnaaafiuienans
ffuen (In use stability data)
10) dumifadeusenanSusiend 53y (Certificate of Pharmaceutical Product) 1aw1se1
dndanlulssnelng
11) dwumdngiuanuauyavesndninien (Bioequivalence) lagnan sfinyinuauyaves
uanAasien Bioequivalence) ulunudariivun ASEAN Guidelines for the Conduct of
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auwazdiauya

Bioavailability and Bioequivalence Studies %38 ?iﬂ’z]mﬁﬁﬂ‘o‘ﬁ"lﬂ; andw
uyaitldFumsiuses

YN fnuaie nsensnassngy Insandunieissnudnunasay
n ddnnuenenssunsesuaze) atulagiu (nsddlildenfulu)

12) dumbadeFusesunsgrunsujiniundninueiisnisialuiesu joRinis (Good
Laboratory Practices (GLP) 'Lunizﬁfﬁﬁ']nﬂiﬁnm%iﬁm‘{aﬁﬁi’mﬂ‘imﬂﬂ

13) dumtidesusesunesgiunafivinwuagnss e mundninusis NSRS
waenseeen (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) dlausTmAesdainegeeeecey 3 mieusiyiu

15) duwiledesusoanasguiesUfiinng ISO/EC 17025 luseniseniliaus (dni)

16) dnwnenanswanstoyan13isun1sussiu Green book veansuinemansnIsuwne (613

17) dwnenasuanideyanisladun1sussqlu Orange book 489 US.FDA. %38 European
Medicines Agency (81)

18) nasflalldendunuusosanimsnsmneadin (Clinical trial) vesenluussnalnefiuanads
HavNeRRTNUIsITEUWiBURug UL UUkaE AN LUSENIININIsWAnE (673)

19) N1BUTUITLFITUNUNUAINUTLAAAENTTUNMSHAILITL UV VTR 1589NMNI3ET5Y
9EMTENATNNITVIBE1URIUTEAINEY WA, 2559 N3DI3UETINDUY NdennaBIny
Usenev (913)

5. Wowludue

1) ewesdiogwdslitesnit 1 ¥ dunniuidweuen

2) swniavnswanfidaeulfunlsmerviassdesduuimbededusemanisiinses
(Certificate of Analysis (CoA))

3) fressdesilluBussuudouedleslndvuneguiedleiamadenanmneutmuani
WU

4) winlsanunanudgmaunmannudadusiuasdeinsdmsinielinseiqanim
Swmiendndusisnsdudiuiaseualdislunslinssiguamen uagdsnludu
gnguiaseviAuLAlsmea

5) mauaswm(wma)uuaau’lwamanazymnaumunmuﬂ el
51, mnumsqumw'smﬁw.mmnmmﬂmmammmwﬂau.a"wanﬁ"‘nﬂsqw“lnju-ﬂu‘lﬂmu

[
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v
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HUIRIgIU
5.2. NSUNANA ﬂ.l‘?’lﬂ'l‘h’uﬂugﬂ L‘iEJﬂLﬂ‘U AUINVIDINANALABAIINITUAMLNTINNITOINTUAZYN

5.3, nadinudymannmanuansusiendsasieyussdnsuauns muvasadsagaei
Tasuen

5.4. nsdifauzassunsndenssutasnsUtadneeenanndylen Tsaweruravesnidn
madedeelundadaly
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