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3.1 Finished product specification : USP 38
98 Test items | Specification
311 Identification g%\ﬂeet the requiremem&
Bl .2 Assay ‘ 93.0% - 107.0% of the labeled amount of
| Ezetimibe
3.1.5 Uniformity of dosage unit* Meet the requirement
3.1.4 Dissolution* Not less than 80% (Q) of the labeled
| amount of Ezetimibe
215 Impurity |
-Ezetimibe tetrahydropyran analog ’ Not more than 0.2%
-Ezetimibe ketone ‘ Not more than 0.2%
-Any unspecification impurity ‘ Not more than 0.2%
-Total impurities Not more than 0.5%
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3.2 Drug substance specification : USP 38

98 Tast items Specification

3.2.1 | Specification rotation/optical rotation Between - 25° and - 30°

3.2.2 | Impurities
-Residue on ignition Not more than 0.2%
-Organic impurities

Procedure 1

-Desfluoroaniline analog Not more than 0.2%
-0 - Fluorobenzene isomer Not more than 0.2%
- m- Fluoroaniline analog Not more than 0.2%
-Ezetimibe ketone Not more than 0.1%
- Any unspecified impurity Not more than 0.1%
-Total achiral impurities Not more than 0.6%

Procedure 2

-S,S,S = Ezetimibe Not more than 0.2%

-R,R,R = Ezetimibe Not more than 0.1%

-R,R,S — Ezetimibe Not more than 0.4%

-5,S,R — Ezetimibe Not more than 0.1%

-R,S,R — Ezetimibe Not more than 0.1%

-Total chiral impurities Not more than 0.5%

-Total impurities Not more than 0.9%
3.2.3 | Water Not more than 0.6%
LB #9798 Uniformity of dasage units iay Dissolution Tiuuulenansuaniseazidenna
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