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3.1 Finished product specification: Atorvastatin calcium tablet USP

UD Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 94.5 - 105.0% of the labeled amount of atorvastatin

3 | Dissolution test

- Test 1 Not less than 80% (Q) of the labeled amount of

atorvastatin is dissolved in 15 minutes
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Organic impurities

- Atorvastatin pyrrolidone analog

- Atorvastatin related compound H

- Atorvastatin epoxy pyrrolooxazin 6-
hydroxy analog

- Atorvastatin epoxy pyrrolooxazin 7-
hydroxy analog, if present

- Atorvastatin epoxy THF analog

- Atorvastatin related compound D

- Any other unspecified degradation

product

- Total degradation products

h) Test Items Specifications
- Test 2 Not less than 85% (Q) of the labeled amount of
atorvastatin is dissolved in 30 minutes
- Test 3 Not less than 80% (Q) of the labeled amount of
atorvastatin is dissolved in 30 minutes
4 | Uniformity of dosage unit Meet the requirements
5

Not more than 0.5%
Not more than 1.0%

Not more than 0.5%

Not more than 0.5%

Not more than 0.25%

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

Not more than 0.2%

Not more than 4.0%

3.2 Drug substance specification: Atorvastatin calcium USP

Pr re |

- Atorvastatin related compound A

- Atorvastatin related compound B

UD Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.0 - 102.0% (on anhydrous and solvent-free basis)
3 | Organic impurities

Not more than 0.3%
Not more than 0.3%
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UD Test Items

Specifications

- Atorvastatin related compound C
- Atorvastatin related compound D
- Any other individual impurity
- Total impurities

Procedure ||
- Atorvastatin diamino
- Atorvastatin related compound A
- Atorvastatin related compound B
- Atorvastatin related compound C
- Atorvastatin 3-deoxyhept-2-enoic acid
- Atorvastatin related compound H
- Atorvastatin epoxy tetrahydrofuran analog
- Atorvastatin ethyl ester
- Atorvastatin related compound D
- Atorvastatin related compound |
- Any other individual impurity

- Total impurities

Not more than 0.3%
Not more than 0.2%
Not more than 0.1%

Not more than 1.0%

Not more than 0.15%
Not more than 0.3%

Not more than 0.3%

Not more than 0.3%

Not more than 0.10%
Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.10%

Not more than 1.0%

4 | Other components
- Content of propylene glycol

(For propylene glycol solvate form)

54-73%

5 | Enantiomeric purity

- Atorvastatin related compound E

Not more than 0.3%

6 | Water determination (Method la)

- 3.5 -5.5% (trihydrate form)
- Not more than 6.0% (amorphous or semi-aystalline formn)

- Not more than 1.0% (propylene glycol solvate form)
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