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blo @UUTENOU : o Lin Uszneumiemien Rebamipide @oo mg
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szyBeshly mnuuse lavdindn Juvunoigeliognsdiaau
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Han13m IR TR dUlURNY Finished product specification wag Drug substance
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Drug substance specification (JPasv)

a.@ Definition m’mshum’mﬁazqiu drug substance specification
oo ldentification test G\iwvhum'mﬁisqlu drug substance specification
en.en Usuneudaenddgy (Assay) «®.0% - ®@0e.0% of rebamipide (C39H15CIN2Oq)
on.@ Impurities

a.@.® Chloride not more than o.ob@%

oo Heavy metals not more than @o ppm

on.a.en m-chloro isomer not more than o.e&%

a.<.& Related substances
o-chloro isomer not more than o.e&%
Debenzoylated isomer not more than o.e&%
o.& Loss on drying not more than m.o% (e g, @o& °C, o hours)
.o Residue on ignition not more than 0.6% (e ¢
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Finished Product (JPea)

o.® Descriptions Gl‘i’;ﬁlﬂiﬂumuﬁswﬂlu finished product specification
oo Identification test m’;‘\whumuﬁiquu finished product specification
on.en USueudaendnagy (Assay) ®&.0 — @od.0%L.A,

o.& Uniformity of dosage units mmﬁ]mumuﬁwﬂu finished product specification
an.& Dissolution Not less than e¥&% of the labeled amount of

rebamipide is dissolved in bo minutes
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<o vwsIglunvusloain - Fusiedimnusiunsudause

<o nilaueiivdnguldsunmstungifoues wesmingluussmelnevesnsensansisnay
s iunsalfugnfindnmunduiiuiinssvssansisuguiuses

<lo.6 WA yMsTunsidoumuen mineis ne.e, oo lunsdniduendindaly
Uszinalnelaglulusvetunsdousdesiveasdunitensmuaununmuoimanssinmitu
neidouldlu finished product specification LLaS%'aﬁ’mummmW"fmqau (raw material specification)
vionsdifiegszinmaasuudaudly Feauuuienansmsvendlunazsisasideanisudly (8.¢) i
Mg
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<o n3flemAnluUszmAle AosiniladeiusoaunnsgIunsHanauraninae Lag3ISnIsHan
75 (GMP) 289N5ENTNANTITUAY UATVANINAIIENIHARTRLUNIHARYDIaAMELTU (GMP PIC/S)
Tumneeniiiaueus vie nadlenindraniadseina dosdmidosuses GMP PIC/S veslsasuiuan
g19nUssnAdnaavIontisdeusosudndusien Certificate of Pharmaceutical Products fioanlag
UsgwAgHanvsaUseimagaving

<.« Imivdasusein1sniradnsieviveclseauludn (Certificate of Analysis of finish
product) asefugnThiinuUseneunsiansan

«.& inidedusesnisnsatinsivrivarlunansunamdnvesarsiad i idudendidey
(Certification of analysis of drug substance) WawasuTEvguaneN waruIEnHanTngAv
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<.o0 nsf g e1duLuy (Original) aedasditeyanisAnundianya (Bioequivalence)
Wisuisuiusduuuy feaonndesnumdninusivazuuimejialugilion1sdnudasvansnauas
Frauyarerdndusienn s sgIUAMUATeINasMIUALYY d1NIUANENTINNNTOIMSWAZEUSET
UsznAlned boow vipillufusesimandasioniu wanlneduaniorfuvielueiefionu grsiiy
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fldlumananluiuilauens evesirdneuasianingiu
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. dd a4 a ~
stability munguindslunziisuenLans
<.om hansona1sduduainuduiusseniesunindnvesingfuvesdaendne (drug
substance) flugunsuanvesudndusiendnsagy (finished product)
<o Haudldluonasmiveniisumindugsuwuuyniiite
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