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1 A At 28.3 Pass Pass Pass Pass
N19RZR1EA29RE (Dissolution) Not less than 80%(Q) of 2 A M %2 Pase Pass Pase Pase
labeled amount of Ezetimibe is S o8 Pess Poes Pess Fese
dissolve d 4 A At 97.7 Pass Pass Pass Pass
5 A At 96.8 Pass Pass Pass Pass
Organic Impurities 6 A A 977 Pass Pass Pass Pass
® Ezetimibe tetrahydropyran analog Not more than 0.2% e 100 Pass Pass Pass Fase
¢ Ezetimibe ketone Not more than 0.2% B N e - - e -
9 B B1 98.4 Pass Pass Pass Pass
° . . .
Any unspecified impurity Not more than 0.2% T o8 S Css Soss e
® Total impurities Not more than 0.5% n B B %0 Pass Paas Pass Pass
12 B B1 96.8 Pass Pass Pass Pass
13 B B1 97.8 Pass Pass Pass Pass
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| wataUsuuRAEndIAty (Assay) WAL Organic impurities
| 17 B B2 98.3 Pass Pass Pass Pass
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Run time Not less than 2.4 times of retention time of
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