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AMANHTIANE - Indentification NI
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 80% (Q)
aganannglu 30 ui
- Uniformity of Dosage Units AFIANU
- Atorvastatin lactone <0.3%
- Unknown impurities < 0.2%
- Total impurities < 2.0%
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198.0 - 102.0% of Atorvastatin calcium
(Calculated on the anhydrous basis)

2.dentification ATIIUAETD Infrared absorption

3. Heavy metals NMT 20 ppm

4 Individual impurities - Atorvastatin related compound A
(Desﬂuoro"\mpurlty) - NMT 0.3%
- Atorvastatin related compound B
(3S,5R Isomer) : NMT 0.2%
\ - Atorvastatin related compound C
i - (Disfluoroimpurity) : NMT 0.3%
i- Atorvastatin related compound D
‘ - (Epoxideimpurity) : NMT 0.1%
- Other individual impurity : NMT 0.1%
|- Total impuritirs : NMT 1.0%

5 Enantiomeric purity 'NMT 0.3% of Atorvastatin related compound E

(35,55 enantiomer)

16. Water 35% = 5.5%

yunewws NMT = Not more than
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