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3.1 Finish product specification o

Test Item Japanese Pharmacopoeia 16 edition

1. USinausaendnngy

95.0 - 105.0% of the L.A. of Beraprost sodium

2. Identification

ATV

3. Uniformity of dosage units

ATVNIU

4, Dissolution

sasuaadniIazane Lidaandn 85% nelu 30 wifl

3.2 Drug substance specification : Beraprost sodium “

)

Test Item

Japanese Pharmacopeia 16 edition

1. YSunasndey

98.5 - 101.0% of Beraprost sodium

2. Identification

ATIVHIL

3. Related substances

AN

4. Loss on drying

NMT 3.0% (0.5 g, 60°, 5 hours)

5. Isomer ratio

ATITHH

(89 IVETM . nTTumS

(WHEIWuTEY #3030171)

t&l Qs a€ L
(WIHEIFNG FUTUINTT)

(WIWENIUNUA YIYFTI)

nITuNIT

o 2 P
W15 18n1371 gaf B2/2561




WNEING 1. nydifenadouusamsiu (waive) MIATIFALALATIERTINTIR 1] ﬁuLLﬁmLanmwﬁngmﬁonﬁmﬁvﬁ{uagm“ﬁ@i”’m

2. Drug substance specification ﬁmimwmnlufimi’]xﬁmaag‘?wﬁ@ drug substance #W3alUALATZA drug substance 789
HWRagdniagy atiulaasunils %aﬁmimw%mﬁ:ﬁmumﬁaﬁaﬁﬁwuﬂ

3. nstdiguswiiineinaiinvasswiodagdu lfidredslundudiue 1981989914 Drug specification AUTwn'le
senzdoudadinaunmenssumIa wisuazen NIENTWAITIIUFY

4. nsrﬂqmawﬁamamﬂﬁﬂmmm%%a:ﬁ”@\qﬁu fgebslmngsdnsuen Lw'm'lmswﬁfl,ﬂiw:ﬁmaagl,auaﬂm'lajmaﬁ'u
nFrETueuNlsaneLeUsE e é“waaLn@%@h%’hﬁ‘lmindwﬂszmﬂns:mwmmsmqm 3oy T2y
W.91. 2556 w%aé”w@omuma”w‘iﬁuuaﬂmﬁamnﬂs:mﬂnszmaammsmqm AelAamsutein ‘lﬁifuﬁuqamﬂﬁa
PDIAIENTIVMIUTENIATIONEN

-

Gouluiu g
1. ﬁ%mmm‘wmﬂLanmsmﬂﬁuagtymifmnﬁwﬁﬁumﬁaﬁ’mﬂm’[uﬂszmﬂim uazdLAY (declare)
UWREINAG
1.1 luidymsdunaioudfum me.2 no.3 ne.4 ududnsdl)
111 unsdifiduenfindaluszinelng nansds no2
1.1.2 MnitﬁﬁﬂumﬂnLiﬂLﬁamiLmamsq wanedd 1.3
1.1.3 Tunsd@ifidueniudronansdssing wanofs no4
12 ludwetunzSonen e 1/e.1 vasenfiemeren WiBNTWALLB uAY TN ILANA N BINRA U]
aufdunziios (finished  product  specification) uazTariwuagmNINWIBITANAY (drug  substance
specification) nstﬁﬁayjsz%dwmsmsmmmaauﬂ“’lmﬁwLaw AFDIURVLENITEUWIMNEENTVaUR U (8.5)
VIWTON finished product specification Laz/R30 Drug substance specification I@waLm‘”Lmriaufuﬂs:mﬂ
dszmianandiannyaiing wazlaifiu 2 9 o Sudszmedssniasensiinnsefing
2. 19NATIUTDINIATTIUNIINAAL
24 nsdifizmaalusznalng AnAadadianmssusennaspuwmsnaamasmaninausfuas IS u
MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagninenu PIC/S participating authorities
wie dlonaIiusesnaigunisuaaumunaninu e TN IAlunInEa e e sEinwe MeNTIINNS
DIMIIUAZLT NITENTHIEITITURT Fermuntulasfanuseandouasiafisurunaninmriuazsemsnalu
MIHEALN PIC/S Tunuiaenfliauauis avudgeawteunsaTsreulasinanissusasiisiudszme
tszmaviandidnnsafing
2.2 nsdi dugrsudroneodsana AHAaFIllana1TTUTINAIPIUNINER BRI U TLLAE
3§msﬁ€1umsw§@m PIC/S (Pharmaceutical Inspection Co-operation Science) Tagwianau PIC/S participating
authorities 21U8FA MwTEUNIATIAReLlAsiNaNTSUTo I IuL T MadsznaanEiEnnsading winany
AROATN LRILGNTH
3. Lanmsqmmwwaam’fisauamm (Fnwininane)

3.1 Namsmw?msﬁ:ﬁqmmwwﬁmﬁmwfmﬁﬂﬁr%gﬂmad;jwﬁm (Certification of analysis of Finished product) 114
prywiaadudadng

a o & o
(WpBIAnNd FUSUIANT)

(3958). NIV, NITNANT (89%0) 7@/

................................................ NITUNT
(WHEIuWEeN @36907177) (WIFIUDUA qzyaﬁﬁ)

v o < o
“WIN2/318n19511 #aN B02/2561



3.2 HAMIATINAT AR BN INIADAUVRIGIENEATY (Certification of analysis of Drug substance) 7il%lu
mwammjuﬁﬁuﬂmﬁaﬂwaﬁ'@maa@wﬁmmLLazthaW‘i’mqau

a

3.3 anmnsenangmiuduanudiusizwiiumniavesiagivuesiamndiety (Drug substance)
78 3.2 n”ujumm?anawamﬁwﬁmém%agﬂ (Finished product) 8 3.1
3.4 lunsdidunziSongnanannniy 2 1 azdasdiduuinindisnan1sdnes Long term stability eI
watdnlunsousnanuaes LLaz"Lﬁ%“umsaomw{mamanmsmn;ﬂ’ﬁé'\mwaw?ﬂ'ﬂ
3.5 lunsdidunzdougnantosni 2 3 sxdasfdumnmninonansanenaunsavessanuiin
wadnluns dougnsnuans LL&z"lﬁ%'unwsaauwwé”UiaaLanmsmngﬁéﬁmwaw%ﬁw
4. M098N
4.1 figuasan desseiegvenagiatey 3 wihwusryimed Sadusunuuaasnoazidoeldnudan
@nwﬁﬁmu@lw‘”ﬁﬁaqmawﬂ&ﬁﬂﬂ%aﬁu
5. msﬂs:ﬁ'%qmmwmﬁeiwau (WEAILBNEITNITULIzNW)
5.1 mﬁ'ﬁwauﬁaaﬁmql’ﬁ“"l,@wlsjﬁamdw 1 9 Yiuaniussney
5.2 mnmmﬁ'dwau %ﬁamoﬁmmmwmalu?maawamscﬂsw?mﬂ:ﬁméuﬁawau
5.3 nsz’ﬁﬁ'wmUsﬂ’zjmiﬁwmsajmﬁazmmﬁs&wamﬁaaamaa%mﬁz%mmw WUIUTITNITAYIRIIRD
$99BRR20E19 IG\mﬂ”mm:@”aaﬁ%omtﬁm%‘nmmﬁmmﬁ%mmwnﬁamnﬁ]’il,ﬂﬁ:ﬁl,t,a:Lﬁuﬁﬁ”m‘imau
ﬂ'wlﬂ?ﬁhU‘ﬁﬁm"ﬁaﬂumsm’sﬁmsn:ﬁqmmw nstﬁﬁwud’mﬂmﬂﬂﬁmmma”nwmzmww: WUILTITNTUD
FIMEN D LR TSI ERe T ENeaNE1 TS Qmmm:m‘%a@wﬁmluﬂ%@iavlﬂ
5.4 cgmmzﬁaﬁmﬂE’iwml,ﬁam'l.na”%mmq vx%aLﬁaLﬁ@msL?ammwﬁ’;ﬂﬂs:mﬂ(ﬂs] riauwiwualaslaif
Fowly
6. onansianludu g
6.1 ‘mnmﬁl,auavbﬂﬁmﬁmwu (original  drugs) G oIl nIRBLRAINTNATEL Bioequivalence ‘ﬁmua
Wisuifisunivenduwuy I@UﬁﬁmsﬁnmﬁauﬂﬂﬂmwﬁnmWVTLLa:LLmﬂﬁﬂa‘Lumsﬁnm%qawa"uaam
RN TYIFIRN IO A NTTUMTATRITUAZEN ns:mwmmsmqm(z) Tunsdidunzidoudniu PIANUUERINTY
Tl (Ifiaanzifousn NG) mmmzmL'S”umil,mmanmsmiﬁmﬁ%mwga’uaam
7. fianasian (fo1e) Busanldanidndyginewasuivue aoi
7.1 nsfﬂwamﬁjmnﬁmm:ﬁmﬁmﬂmaﬁ‘nmmam‘mmwwU‘"l,&iLﬂu"lﬂmwmmgmﬂaﬁwm
7.2 mzﬁwﬁmﬁmﬁmmﬁ@ﬁgnL’%‘Unl,ﬁuﬁumnﬁammﬂ@Uﬁ%’]ﬁfmmﬂmnﬁwmsmmmazm luranaves

o A/
FEUTUNICTRISYNY

7.3 mtiwudgmgmnwanniadneifissinadatssininauazanudseanvdedioflesuen
8. Wii? anmwamau?m%ﬁL;ﬁ‘uﬁmsmwﬁ@lﬁwﬁmﬁﬁﬂszi’ﬁgm’%mtﬁuﬁuhUﬁ'}ﬁnmuﬂm:nsmmi

ashazenluszeziian 1 Jrawiutsemealszmeaadilinnsafing

WaNEWa © 91989910
1 = Japanese Pharmacopeia 16 edition
2 = ASEAN Guidelines for the Conduct of Bioavaitability and Bicequivalence Studies %%ag‘iﬁamsﬁnw’]

‘Ti?ﬂi&%ﬂ%ﬂSLLNZ%'JGSJ%IQ’UENN?I@JTM"VTUW naamuqum ﬁwﬁfmmﬂmznﬁumsmmmazm ni:mwmmimq"u

2 o o o
(WBBIANG FUTWIAT)

(89%8)....... NI NITUNNI (89%8) : E NITUMT

(WINRIIUWTEN ﬁ’%é"\amgﬁ) (WIRMIUQUS y{zymsﬂ‘)

2 o < o
WWIN3/T1ani19n1 Zan B02/2561



5’1ﬂa:LSamqmé’num:mmumnﬁlmana'\imsﬁ'ﬂ%anﬁﬁ'wﬁm
Lla2N B02 /2561

T8N0 2 Clopidogrel bisulfate 75 mg tablet
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1. Ba Clopidogrel bisulfate 75 mg tablet
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3.1 Finish product specification @

AMENLTANIIINARA USP 38
1. USanmaisndagy 90.0 - 110.0% of the L.A. of Clopidogrel
2. |dentification ATITEU
3. Dissolution azanelitounin 80%(Q) of the L.A. of Clopidogrel Aelus
30 W
4. Uniformity of dosage units AU

(Weight variation)

5. Related compounds - Clopidogrel related compound A : NMT 1.2%

- Clopidogrel! related compound C : NMT 1.5%

- Any other single impurity (excluding Clopidogrel related
compound B) : NMT 0.2%

- Total impurities (excluding Clopidogrel related compound B)
- NMT 2.5%
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3.2 Drug substance specification o

ABANLANINAKA USP 38
1. YIunmdnendngy 97.0 - 101.5% of Clopidogrel bisulfate (calculated on the dried basis)
2. Identification AN
3. Loss on drying NMT 0.5% (105°C, 2 hours)
4. Residue on ignition NMT 0.1%
5. Related compounds - Clopidogrel related compound A : NMT 0.2%

- First enantiomer of Clopidogrel related compound B : NMT 0.3%
- Clopidogrel related compound C : NMT 1.0%

- Any other impurity : NMT 0.1%

- Total impurities : NMT 0.5%
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