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tianr:Fl:?aTtn:rvvinrunrnr{JuhJpru finished product specificationrrav drug substance specification
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3.1 ldentification test

3.2 Assay

3.3 Dissolution

3.4 Degradation Product

: 9t:?a ti1l.tFt1x.lfi :vu fin is hed prod uct specificatio n

:93.0 - 1.07.0o/o L.A. of Fzetimibe (HPLC)

:NLT B07o (Q) in 30 Min

<0.2o/o

<0.20/o

<0.2o/o

<0.5o/o

:Ezetimibe Tetrahydropyran

:Ezetimibe Ketone

:Any unspecified impurity
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n. urfr:vl'jroqjiun{rL Biopharmaceutics Classification System (BCS) Class 3 yia 4

ia- at. ulfr ilFr'fl ilnl:iftlg'r ttrrll (narrow therapeutic index dru gs)
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