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1. ¥o81 Ezetimibe 10 mg tablet
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2.1 Jupudewilnudsenu

2.2 T 1 dinUszneumedien Ezetimibe 10 me
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3. augudAnIumatia

Finished product specification : Ezetimibe 10 mg tablets

U9 Test items Specifications

1 | Identification Meet the requirement

2 | Assay 93.0 - 107.0 % LA of
Ezetimibe

3 | Dissolution Test Not less than 80 % (Q) of the

labeled amount of ezetimibe

is dissolved in 30 minutes

4 | Uniformity of dosage unit Meet the requirement

5 | Impurities

5.1 Total impurities - Not more than 0.5%
5.2 Ezetimibe tetrahydropyran analog - Not more than 0.2%
5.3 Ezetimibe ketone - Not more than 0.2%

. . o - Not th 2%
5.4 Any unspecified impurities ot more than 0.2%

o o
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4.2.1 nsdgwdnlulssnelve dudndediionarsSusownnsgiunsudnginiy
wdninausiuasdBnsiaunsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
w89 PIC/S participating authorities %38 1ond1353useansgIunsnanemmvdninasiuag
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nsdhduengu biological products f8sn1s COA of drug substance maqﬁmammmﬁu / nsdieniiy
«Ju Sterile water for injection lisiosdl COA of drug substance**¥]
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