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3.t Finished product specification : USP 38

vto Test items Specification

3.1..1 ldentification Meet the requirement

3.r.2 Assay 93.0o/o - tA7.0o/o of the labeled amount of

Ezetimibe

3.1.3 Uniformity of dosage unit* Meet the requirement

3.1.4 DissoIution* Not less than B0olo (Q) of the Labeled

amount of Ezetimibe

3.1.5 lmpurity

-Ezetimibe tetra hydropyran analog

-Ezetimibe ketone

-Any unspecification i,'npurity

-Total impurities

Not more than 0.2o/o

Not more than 0.2o/o

Not more than 0.2o/o

Not more than 0.5olo
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tta Test items Specification
3.2.r Specification rotation,/opticaI rotation Between-25'and-30"
3.2.2 j lmpurities

I

| -Residue on ignitior
t^
| 
-urganrc rmpu|tres

Procedure 1

-Desf[uoroaniIine anaIog

-0 - Fluorobenzene isomer

- m- Fluoroaniline analog

-Ezetimibe ketone

- Any unspecified impurity

-TotaI achiraI impurities

Procedure 2

-5,S,S - Ezetimibe

-R,R,R - Ezetimibe

-R,R,S - Ezetimibe

-S,5,R - Ezetimibe

-R,S,R * Ezetimibe

-TotaI chiraI impurities

-TotaI impurities

more than 0.2%

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

than 0.2o/o

than 0.2o/o

than 0.2o/o

than 0.1%

than 0.170

than 0.60lo

than 0.2o/o

than O.1olo

than 0.4%

than 0.1%

than O.1olo

than 0.5%

than 0.9%

J.Z.J Water Not more than 0.67o
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