AANYZIANIZYDIYT Ezetimibe 10 mg Tab
1. Foe Ezetimibe 10 meg Tab
2. AnusudAnalY

1.1 \Jugndevdinsudsenu

1.2 Usgnausigfiendeey Ezetimibe 10 mg

1.3 ussqluuna Blister Pack tasifuniuiy

1.4 fisrwazidentuiindn Tununene auasaiinga wynzilgugimivuun ULy
3. aauduUAnanaiia

Namimi%ﬁma’]zﬁ@mmwL‘th“ui‘Usz finished product specificationuay drug substance specification
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3.1 Identification test :m’mﬂmmmﬁsxu finished product specification

3.2 Assay :93.0 - 107.0% L.A. of Ezetimibe (HPLC)

3.3 Dissolution :NLT 80% (Q) in 30 Min

3.4 Degradation Product :Ezetimibe Tetrahydropyran <0.2%
:Ezetimibe Ketone <0.2%
Any unspecified impurity <0.2%
Total <0.5%
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611 Tuddynistunsdeusuen e ne. 2 8.3 ne.4 W30 8.2 UAAngal
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mawammmmmmuwvmau (finished product specification) LLaw%mmmmmwmaq
W9AU (drug substance specification) ﬂimwaqizmwmsmaammamﬁlmLﬂ'mamzéﬁ’m
wuuenasN1svauila (8.5) wwsey finished product specification ay/#38 drug

substance specification
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4.2 NATFUTRWINTFIUNINERYT

4.2.1 nsdlpmdnlulszivelng guandealionansiusewnnsgunsBReauvianin g uay
FBnsialunisudne PIC/S (Pharmaceutical Inspection Co-operation Scheme) Lag
wilaeau PIC/S participating authorities vi3eflionanssuseswnnsgiumsndnga
vaANNATLAY IS NS TR TUN AR 8Id TN UABENTTUNNSOIMNTUALEN NSENST
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4.3 l9NanIAMN YR AlAUDTIAN

4.3.1 NaMINTIVLATIERRUNNNERSeie1d15gUeRER (certificate of analysis of finished
product) lugnjuiidadusegng

4.3.2 uamInsIalAgiganmingRuvesiienddy (certificate of analysis of drue substance)
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(*nuneLne ﬂiﬂjmumﬂﬁjm biological products §94n115 COA of drug SJbSioﬁC@%’ﬁ]\iﬁgwam
EJ’]L‘}/hﬁ%u/ﬂi?ﬁmﬁ?uﬂu Sterile water for injection i@l COA of drug substance***)
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4.3.5 n3eiJugngu biological products #iu vaccines , blood products fesilienansiusessu
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4.4 fegneen
1.4.1 flaussian Fosdsfiesneiegnale... 2. mieussiuel Suduiunulanisivazidenld
muﬁ’gummﬁﬁmuﬂuﬁaﬁﬁa@mamﬁaﬁ’ﬂﬂ%’wmu
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n. e1915¥yI10glungu Biopharmaceutics Classification System (BCS) Class 3 v3e 4
2. RATIN1I N ILAU (narrow therapeutic index drugs)

o  w

A. 8191E1UNIUANEATTUAITOIMITLAZEIUTENIATIABININTSANY bioequivalence 14U

°

geunLinanidy zidovudine (azidothymidine ,AZT) enlugunuuenfidaudainsuaniassda

o T

#1d1P7y (modified release dosage forms) Dusu
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