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Wugndardeufliay (film coated tablet) dwiusuuseniu
1u 1 im Useneunie clopidogrel bisulfate %39 clopidogrel hydrogen

sulfate (‘?i'aﬁm) equivalent to clopidogrel base 75 mg
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2. AuaudAnanaia

NamimﬁﬁmiwﬁﬂmmwL‘TJ‘iﬂUm’m finished product specification wag Specification of
Active pharmaceutical ingredient (API) #i§193 99 nindesinfuatiuiieaiu Feldanngiloune
N9UAMEATIINITOMITUAYET NS¥NTHAIIUAY Teiindusnuiilisradadonduatud
Weumiwselmindunmsgundusin3uladisunil auusenansemssansnsugy Ses svyii
g1 WA, 2561 aTuil 6 Suem N.A. 2561 (asusgmAluswiaanuawud 12 quanus 2562)
WAL SEYATSEN (@lfufi2) n.2562 asiuil 3 AINHIAN 2562 (awi“mﬂluswmmuwﬂwnw 26

NSNYIAN 2562)

2.1 Finished product specuflcatlon (USP41)

°ua Specrficatlon of
‘,f‘mshed product

Acceptance criteria

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

3 | Uniformity of dosage

Meet the requirements

Meet the requirements

units
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) | Specification of
finished product

Acceptance criteria

. uspat

. ,, | ~ In house
4 | Dissolution test* Not less than 80 % (Q) of | Not less than 80 % (Q) of
the labeled amount of the labeled amount of
clopidogrel is dissolved in | clopidogrel is dissolved in
30 minutes 30 minute

5 | Impurities \ .
- Clopidogrel related : NMT 1.2% NMT 1.2%
compound A
- Clopidogrel related NMT 1.5% NMT 1.0%

compound C
- Any other single NMT 0.2% . NMT 0.2%
impurity (excluding
clopidogrel related
compound B)

- Total impurities NMT 2.5% NMT 2.0 %
(excluding clopidogrel

related compound B)

2.2 Specification of Active pharmaceutical ingredient (API) (USP, Ph.Eur.)

, yﬁglcéptaﬁce;griteria . .

1 | Appearance - - white or almost white

powder

2 | Identification (USP)

A. Infrared absorption IR Spectrum: corresponds to
standard
B. HPLC ' The retention time: )
! corresponds to standard
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
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 Acceptance criteria

Ph.Eur8.0

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) NMTOW ................................
- Sulfated ash (Ph.Eur.) NMT 0.1%
o DT
® Clopidogrel related NMT 0.2% NMT 0.2%
compound A ,
® Clopidogrel related NMT 0.3% NMT 0.3%
compound B
® Any other impurity NMT 0.10% NMT 0.10%
e 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 e NMT 0.5% '
Water content (Eur.Ph). = © | NMT 0.5%

wgug  NMT = not more than
* $f24/ Dissolution Waz Uniformity of dosage units TWiiuulenansuanisiaziden
NaN15AS293AT st ndlldudsseaziBuafidusaulilulu coa
- nedifioang oL anisiiu (waive) nsasaadeuiiasieisianisla Tidunans

wnansvidngufanafilasueysidae

- Drug substance specification ﬂmﬁmmnifamiwﬁ‘umrﬁwﬁm drug substance %30
TuliAs1e% drug substance voagiuinerdniagy avulaatunids efln1snsan
Ansghasunnideiiiimun

3. N15UsELiiuAIUIEaNSANAD51AY (Price Performance)
SaZDYANNULDNETT 1599 N15USEHIUANUTEENSAINMDI1AT (Price Performance)
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4.1.1.nseiflerAsluyssmelng (ne.2)

a.1.2.nseifonidiiensudsusglulsymelng (me.3)

4.1.3. nsdiflenindhansnaUsene (ne.q)

NUGLYR: nmmmimaamwamf’ﬂmmuaummLLauamuwwam Tuwudnunveunty
WavuwUassiemslungidousisusn (uu ne. 9) wie dundveusludsuutassens
IumwaumiumLﬂmﬂmﬁuaqmmLLasamummam (Wuv 8.4)
éhmeﬁ’aﬁa%maammgﬂumsmﬁmmmwé’nmmsﬁ%%ﬂﬁﬁﬁiumiwﬁﬂm (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
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5.1, dnumtisdofusesnnsgIun1sHanY M UNANINUYIITNTARIUASHAR TRgRUAIE

q

@Aty (Certificate of GMP Active Pharmaceutical Ingredient (AP1))

5.2, duumiidedusennnsgiunisnanginundninasiisnsidlunisnannansusion

@393V (Certificate of GMP Finished Product)
Tunsaiidusnindrainsseme fuandosdidnumisdosuseadnsius (Certificate of
pharmaceutical products, CPP) n3entisdasusoanisimune (Certificate of free sales,
CFS) lumnneniliauanes atuarganusoumsnsavaeulaeiinaiusestisiudsymausznin
57R7
unsgruvesdenvuanuainingiudrendifs (Active Pharmaceutical Ingredient

9

Specification) wazkanAuaiedu5asU (Finished Product Specification)
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7.1. & wnnsgrudngaudiendifey (Active Pharmaceutical Ingredient Specification)
warunsgIuNansusiondniagu (Finished Product Specification) Inezys1318
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(Pharmacopoeia) Ml#§118an15 T esilasumsgrusdrstfosdeadulunudesmun
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7.2. @1441 drug monograph R LKL RAL
nansouiendniagy (Finished Product)

73, nsdifiTngAuf1u1d /ey (Active Pharmaceutical Ingredient Specification) #3®

) (Active Pharmaceutical Ingredient) Wae

17

wansTeusiendn3agU (Finished Product Specification) liusinglusiisien (Non-official

- pharmacopoeia) é\’aau,amwé’ﬂgﬂuﬂﬁmﬁmmgmﬂummﬁmeﬁlﬂulﬂmm%wﬁﬁa

Tasielui]

7.3.1 et munuazanasgiuresnisiesgiludhsevesUsemediduaundnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39

7.3.2 o MALazIINTEIUTEINIATIERENAR (In-house process) Tiaenndesfiy
ICH Guidelines #%©

7.33. mam‘wuﬂLLaummmumlU%mmnmswv‘v? itvual s W]‘ﬁ%)’ﬂﬂ A31EN
W9 AUYTENANTENTINEISITUEY 1509 SEYTTIEN mmugmwumuuq
(General requirement for dosage form)

nuenn: TedinuanuniningAudloadadsy (Active Pharmaceutical Ingredient

Specification) waznansiausiendniagy (Finished Product Specification) ATEeB NI
denfunaratuidieaty snfuwinsdifidsonddedmunuaziinsgiuvesnisiingezd
e IngAufendidey vise naadusienduiagy

8) duumildedusomanisinsiesi (Certificate of Analysis (CoA)) Tnasiasusznaumy
8.1 dwumtlsdesusemanisinseiingauendfny (Certificate of Analysis of Active

Pharmaceutical Ingredient (AP1) Tnefiaausenausie

8.1.1.&wmihdesusemansassiingiudmendAy veundningaudedey
(Supplier)

8.1.2. dnuwmiidesusesmansiinsgiingaumendify voskdnndndusioduiogy

(Manufacturer)
8.2. dnumeidedusenanisiiasesindndueiondnsagy (Certificate of Analysis of

Finished Product) mawwamwammwmmmsﬂ (Manufacturer)

8.3. nastudumuduiusseninsgunsnanvesingauiiendify (drug substance) wae
Jun1sndnvewdnsiueidniagy (finished product) Aldlunandnersuiidaey
9) @unenEsLanINanIsANYIAINAI (Stability data)
9.1. dNUNBNATTHANINANITANYIAIUAIRITEEZE1 (Long term stability data) 91uu 3

FUANSHER

9.2, ANUMBNAITHANINANITANYIAINUAIAITUANTIZLIY (Accelerated stability data)
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9.3, dnunienalsuaninanIsAnwfinansitenansanuadinenld 1 ga duuiuans
Usgandnanssne (nsiluda) (%)
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0.4 nsdlfuenfigeazans Adeansdeuld WdnuenatsnanisfinyinuniIngens
avanouaz/Mee $e91e / ndaleld Tusviaganerneg asuiunagaenadosiuenas
Aafuen (In use stability data)

10) dunilsdesusena@ndusiendniagu (Certificate of Pharmaceutical Product) lan1gen

Pudunlulsemelne

11) mmeaﬂﬁmmmamuammwammsmm (Bioequivalence) TnBHANTANEIAIINANLAVDS
nan s (Bioequivalence) ) Wulumudeiivua ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies N30 ﬂuamiﬁﬂmmﬂﬁuamwauaumama

YOINANTUNYT NTTNTIANSITUGY Imaamuwiwmmmﬂﬂmmammaﬂmumﬁwﬁm

9N diinaunsznssunsevskaze atullagtu (nsdlldldenfuwuy)

12) mLuwuqaasusaammmumaﬂgwmwaﬂmmmﬁmiwmlwawgumms (Good

Laboratory Practices (GLP) I‘uﬂimwmﬂﬁﬁﬂmmamammwi“mﬁ

13) duunmldesuseanasgiunsiiuinyiay nsumammamanmmmmmwﬁlumimusnm
wa¥Ns¥a1wYn (Good Storage Practice / Good Distribution. Practice (GSP/GDP))

14) wLauaﬁmmmmmamamamma 3 Mg UsTI

15) mLummaaimaqmmmwmﬂgummi ISO/IEC 17025 Tusaeniseiaue (i)

16) dnuenansuansdeyanislasunisussqlu Green book YpansuAnemaEnsnIskINng (Gni)

17) mLu%aﬂmﬁu,aﬂwauamﬂmwmwﬁﬂu Orange book U84 US.FDA. %39 European

Medicines Agency (£13)

18) nsatlallddunuudouananisnyinieaaiin (Clinical trial) ) veserlulszimelnefuansds

Nammauﬂmmml,ﬂiwmamummuuwuaumwuw’imﬁa_ﬁmamiLLW‘V]&J GRY)

19) ﬂ’\'i'e'J'Uillf\]‘SEJﬁiiNWUﬂ\‘I’HMWNU"Suﬂ”Iﬂﬂm“‘ﬂ‘iiuﬂ'ﬁ‘WGlJU’ﬁ YUYV L%@QLﬂm‘V‘lQ%?Jﬁ’i‘m
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U
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5.2. nadindndasiovintgnidsnifiviuaniomaalnsdiinnuanenssunmsemisuaze
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Iasuen
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2) wafigaunmunmnsAneIAINAL (Stability data) 7
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