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Atorvastatin 40 mg film-coated tablet, 1 tablet
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® Drug substance specification: Atorvastatin Calcium <USP46>

Tests

Specifications

1. Identification

A. Infrared spectroscopy

As approved by the competent authority

B. Calcium The Sample solution exhibits a significant absorption at
the calcium emission line at 422.7 nm
2. Assay 98.0%-102.0% on the anhydrous and solvent-free basis.

If labeled as a propylene glycol solvate, 98.0%-102.0%
on the anhydrous, propylene glycol-free, and solvent-

free basis

3. Content of Propylene Glycol (if labeled as a

propylene glycol solvate)

5.4%-7.3%

4. IMPURITIES

As approved by the competent authority

5. Enantiomeric Purity

NMT 0.3% of atorvastatin related compound E

6. Water determination

3.5%-5.5% for the trihydrate form. If labeled as
amorphous or as semicrystalline, NMT 6.0%. If labeled

as a propylene glycol solvate, NMT 1.0%
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® Drug product specification: Atorvastatin Calcium tablets <USP46>

Tests Specifications

1. Identification

A. UV spectroscopy The UV absorption spectrum of the major peak of
the Sample solution corresponds to that of

the Standard solution, as obtained in the Assay

B. Ligquid chromatography The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution,

as obtained in the Assay

2. Assay 94.5%-105.0%

3. Impurities As approved by the competent authority

4.  Dissolution As approved by the competent authority
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