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Drug substance specification (Reference USPae)
om.@ Definition White powder. Freely soluble in alcohol; soluble
in acetonitrile; insoluble in aqueous solvents and

nonpolar solvent like hexane

en.lo ldentification test mﬂﬂ&i’mmuﬁisqﬂlu drug substance specification
(IR, HPLCQ)

an.en USunaudaendidgy (Assay) &=.0 — ®0.0%L.A. (anhydrous and solvent-free
basis)

o. Impurities
o.a.® Residual of ignition LAy o.0%
e lo Organic impurities
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doans Acceptance criteria

Not more than (%)
®. Desfluoroaniline analog 0.
. o-Fluorobenzene isomer 0w
o, m-Fluoroaniline analog ol
& Ezetimibe ketone 0.®
&. Any unspecified impurity 0.®
. Total achiral impurities 0.

Organic impurities
(nseinmaaulae Procedure ) AFITHIUAIN AN ©
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Faans Acceptance criteria
Not more than (%)
®. 5,55-Ezetimibe o.lb
. R,R R-Ezetimibe 0.6
. R,R S-Ezetimibe o.&
& S,5R-Ezetimibe 0.®
& R,S,R-Ezetimibe 0.6
. Total achiral impurities o.&
o. Total impurities o.&
on.& Water determination lailAu 0.5%
m.» Optical rotation 9878171199 “b&.0° fiY -no.o°

Finished Product specification

o.e Descriptions mw&humuﬁizﬂu finished product specification
m.lo Identification test maﬁ]mumuﬁizq‘tu finished product specification
anlo USuausaendingy (Assay) ®m.o ~ @osl.o%L.A.

en.on Dissolution laifeenin @o.0% T mo UM

o.@ Uniformity of dosage units mawhumuﬁsa:q‘lu finished produg
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on.& Impurities
P L 1 <
o.&.@ Organic impurities AFTIINTUAIUATITNN an

M152497 e Organic impurities

4 Acceptance criteria
VBT
Not more than (%)
®. Ezetimibe tetrahydropyran o
analog
. Ezetimibe ketone o
Any unspecified impurity o.lb
& Total impurities o.&®
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<.on kansanarstuduaruduiusseningunisudnvesingivvesiiendidey (drug
substance) fugunisndnveandndasiendnsagy (finished product)
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