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3.1 Finished product specification : (USP 41)

4D Test ltems Specifications
211 identification test Meet the requirement
3.1.2 Assay 94.5-105.0% of the labeled
amount of Atorvastatin
313 Dissolution time (Test 1) Not less than 80% (Q) of
the labeled amount of
Atorvastatin is dissolved in
15 minutes
314 Organic lmpurities
- Atorvastatin pyrrotidone analog Not more than 0.5%
- Atorvastatin related compound H Not more than 1.0%
-Atorvastatin epoxy pyrrolooxazin 6 Not more than 0.5%

hydroxy analog

- Aforvastatin epo rrotooxazin 7
POXY PY Not more than 0.5%

hydroxy analog, If present
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- Atorvastatin epoxy THF analog
- Atorvastatin related compound D

- Any other unspecified degradation product
- Total degradation products

Not more than 0.25%

Not more than 0.35% or
0.5% if Atorvastatin epoxy
THF analog is integrated
together

Not more than 0.2%

Not more than 4.0%

2.15 Content uniformity amakumuseylily
finished product
specification

3.2 Drug substance specification : (USP 41)
4o Test ltems Specifications

221 Usunausendiagy 98.0-102.0% of the labeled
amount of Atorvastatin
calcium (calculated on the
anhydrous and solvent free
basis)

322 Identification ATIMLTINS Infrared
absorption

323 Organic impurities:

- Atorvastatin related compound A {Desfluoro | Not more than 0.3%
impurity)

- Atorvastatin related compound B Not more than 0.3%
(3s, 5R isomer)

- Atorvastatin related compound C (Diftuoro | Not more than 0.3%
impurity)

- Atorvastatin related compound D (Epoxide | Not more than 0.2%
impurity)

- Any other individual impurity Not more than 0.1%
- Total impurities Not more than 1.0%
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3.24 Enantiomeric purity Not more than 0.3% of
Atorvastatin related
compound E (3S, 55

enantiomer)

325 Water:
- Trihydrate form 3.5%-5.5%
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