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m.® Finished product specification : Atorvastatin tablet USP

U Test items Specifications
® | Identification m'ﬁ’)ﬁw\hum’mﬁsxﬂu Finished product
specification
o | Assay 94.5.0%-105.0% of the labeled amount
of Atorvastatin
o [ Uniformity of dosage units msww’#umuﬁszﬂu Finished product
specification
& | Dissolution
- Test 1 - hitfeynn 80% (Q) of the labeled
amount of atorvastatin is dissolved
- Test 2 - litoundn 85% (Q) of the labeled
amount of atorvastatin is dissolved
- Test 3 - liifoundn 80% (Q) of the labeled
amount of atorvastatin is dissolved
- Test 4 - laitfosndn 80% (Q) of the labeled

amount of atorvastatin is dissolved
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Test items

Specifications

Organic impurities

- Atorvastatin pyrrolidone analog

- Atorvastatin related compound H
- Atorvastatin epoxy pyrrolooxazin
Hydroxy analog

- Atorvastatin epoxy pyrrolooxazin
Hydroxy analog

- Atorvastatin epoxy THF analog

- Atorvastatin related compound D
- Any other unspecified degradation
product

- Total degradation products

- laieAiu 0.5%
- laivAiu 1.0%
- laiviiu 0.5%

- laiiAu 0.5%
- laiviu 1%

- laifiu 0.5%
- laisAu 0.2%

- L3y 4.0%

m.lo Drug substance specification : Atorvas

tatin calcium USP

Test items

Specifications

Identification

' l:l
AR WTTEYlY Drug substance

specification

Assay

98.0%-102.0% on the anhydrous and

solvent-free basis

Organic impurities

Procedure 1

- Atorvastatin related compound A

- Atorvastatin related compound B

- Atorvastatin related compound C

- Atorvastatin related compound D

- Any other individual impurity

- Total impurities

Procedure 2

- Atorvastatin diamino

- Atorvastatin related compound A

- Atorvastatin related compound B

- Atorvastatin related compound C

- Atorvastatin 3-deoxy-hept-2-enoic acid
- Atorvastatin related compound H

- Atorvastatin epoxy tetra-hydrofuran
analog

- Atovastatin ethyl ester

- Atorvastatin related compound D

- laiifiu 0.3%
- l3iiAu 0.3%
- aiiAiu 0.3%
- ladvAiu 0.2%
- laiifiu 0.1%
- laiifu 1.0%

- laifiu 0.15%
- sl 0.3%
- aifiu 0.3%
- laitAy 0.3%
- 1aiAu 0.10%
-l 0.15%
- laitfiu 0.15%

- laisfiu 0.15%
- 14y 0.15%
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U0 Test items

Specifications

- Atorvastatin related compound |
- Any other individual impurity
- Total impurities

- 1aivAu 0.15%
- luviiv 0.10%
- v 1.0%

& | Enantiomeric purity

31U 0.0% of a atorvastatin related
compound E

& | Water determination

m.&% - &.&% for the trihydrate form
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