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Atorvastatin 40 mg (crystalline form) film-coated tablet
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Finished product specification: Atorvastatin calcium Tablets (USP43 - NF38)

1 | Identification Meet the requirement
2 | Assay 94.5 - 105.0% of the L.A. of Atorvastatin
3 | Uniformity of dosage units Meet the reguirement
4 | Dissolution Meet the requirement
5 | Organic impurities
- Atorvastatin pyrrolidone anatog NMT 0.5%
- Atorvastatin related compound H NMT 1.0%
- Atorvastatin epoxy pyrrolooxazin 6-hydroxy analog | NMT 0.5%
- Atorvastatin epoxy pyrrolooxazin 7-hydroxy analog | NMT 0.5%
- Atorvastatin epoxy THF analog NMT 1.0%
- Atorvastatin related compound D NMT 0.5%
- Any other unspecified degradation product NMT 0.2%
- Total degradation product NMT 4.0%
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ﬂmﬁﬂwmzmwwwaqm Atorvastatin 40 mg (crystalline form) film-coated tablet
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ANANYZIAWZYDILT Atorvastatin 40 mg (crystatline form) film-coated tablet
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ﬂmﬁﬂwmmaww%dm Atorvastatin 40 mg (crystalline form) film-coated tablet




