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81 Rebamipide oo mg film-coated tablet, o tablet

@. ANUABINIS 81 Rebamipide aoo mg film-coated tablet, @ tablet 37U «0,000 LI

. AruaulRnalY
b.o JULUU : sudandnduusen

B dUUTENU : o Win Ussneusefen Rebamipide eoo me
aa ' . . b
lb.on NMUUTUTTY : ineussqluuseeTUauiu (tight container) UuA1YULUTIYHB

A QII A o L 9/ 1 N'g
s5u¥ee U ANALT aninde Sununegeilied1edniau

b.« 2810 : YWYl diulsznauienddguazauuse devdldvesen Aoy

o, AMENUANIGNATLA

v aa LY a a <l o w [y a Lo v ' g
nslden ’JﬁLﬁ‘Uiﬂ‘U'] EUVINGAR LaUNSLUEUNITU ’JUNﬁG\LLﬁ%’JUMQJﬂ@WQUWI’JE]EJ']\‘]‘UG\LQ‘L!

Namim’mami'wﬁﬂmmwLﬂuiﬂmﬁu Finished product specification ttaz Drug substance

Drug substance specification (JPaw)
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m.e Definition mmmumuﬂ"ssq‘tu drug substance specification
m.lo Identification test mﬁmhumuﬁs::qlu drug substance specification
on.on USuausnendrdgy (Assay) &&.0% - ®@o@.0% of rebamipide (CyoH15CIN2O,)
on.& Impurities

o.&.e Chloride not more than o.cwc%

..o Heavy metals not more than @o ppm

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

m.&.@ Related substances

o-chloro isomer not more than o.e¢%

Debenzoylated isomer not more than o.e&%

m.& Loss on drying not more than em.0% (e g, @o& °C, & hours)

m. Residue on ignition not more than o.0% (e g
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Finished Product (JPee)

o.e Descriptions m’mc\i’mmuﬁisq‘lu finished product specification
oo Identification test m’mci’lumuﬁ'iquu finished product specification
an.en UTuNeuddendndy (Assay) ®&.0 - 90&.0%L.A.

on.& Uniformity of dosage units m’m&humu‘ﬁisﬂu finished product specification
on.& Dissolution Not less than «/&% of the labeled amount of

rebamipide is dissolved in oo minutes
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fIf (GMP) ¥83NENTNABITUAY UasuAnNTIBNHaRTRtunmaRvasanamylsy (GMP PIC/S)
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gr9nUssneadrdnusonsdesuseandndusien Certificate of Pharmaceutical Products fiaanlag
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&« InfideTusensnsiaiinseivedlssnugnin (Certificate of Analysis of finish product
) assfugienuseneunsiansan

0

o

a Y} a ¢ i a a o Y
&.& NMUQ%@?U?@QﬂW?Wi?Q?Lﬂi']S‘VILLa&’,L'ULLﬁﬂQLLMaQNaW“anaqiLﬂﬂJWL%um'JU']ﬁqﬂm

(Certification of analysis of drug substance) Vlgwadﬁﬁ'mémamm WasUSEIMERANInnRY
<5 eillausifueivismuduanvodunusmnglnonse
<. MvghafithuUssneunsinsanasifiun g iussg egos e whoussgias
ileusslevtiveagiioe
<= Tuminenguegiidsausiodhifosnin o U fuaniufidaey

ﬂmznssumsﬁwumqmﬁnwm:mwws

ww.anaud) Ainnudesdy aggadml unsiyad g Sygsad dsyanunse

J5857UNTIUNIT AIIUNTT AFTUNITUBLLAVIYNTT




¢.oo nidldlydgrfunuy (Original) vsdesidayanis@nur@rauya (Bioequivalence)
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<ok lunsdtunsidousiunuinnit o 9 ssfosddiuinimaenanisdne Long term
stability aufiguiisdinlungideuennuans

<.om kananarsiudunuduiusseningunisndnvesingfuvesiiendifg (drug
substance) fiugun1swinveandndnsiend3agu (finished product)
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