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m.@ Finish product specification : Atorvastatin Calcium tablets (USP NF kolal)

Test items Specifications
®. ldentification m’a%r—humuﬁwﬁmu finished product specifications
b. USanasend gy «a.¢%-0od.0% of the labeled amount of Atorvastatin

. Dissolution time
- Test ® : Dissolution rate in @& | Not less than co%

minutes of Atorvastatin calcium tablet
- Test » : Dissolution rate in amo | Not less than @&%

minutes of Atorvastatin calcium tablet
- Test en : Dissolution rate in emo | Not less than <o%
minutes of Atorvastatin calcium tablet
- Test & : Dissolution rate in @& | Not less than @o%

minutes of Atorvastatin calcium tablet

&. Uniformity of dosage units Meet the requirements
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Test items

Specifications

&. Organic impurities

- Atorvastatin pyrrolidone analog

- Atorvastatin related compound H
- Atorvastatin epoxy pyrrolooxazin
o-hydroxy analog

- Atorvastatin epoxy pyrrolooxazin
w-hydroxy analog, If present

- Atorvastatin epoxy THF analog

- Atorvastatin related compound D
- Any other unspecified degradation
product

- Total degradation products

NMT o.¢%
NMT &.0%
NMT o.&%

NMT o.&%

NMT &.0%

NMT o.€%

NMT o. 0%

NMT &.0%

en.la Drug substance specification : Atorvastatin calcium (USP NF kolol)

Test items Specifications
@. Identification NIVUIYIS Infrared spectroscopy
b. USanumiendidg ®&.0%-e0l.0% of Atorvastatin calcium calculated
on the anhydrous and solvent-free basis
a. Organic impurities
- Atorvastatin diamino NMT o.e&%
- Atorvastatin related compound A NMT o.m%
- Atorvastatin related compound B NMT o.en%
- Atorvastatin related compound C NMT o.m%
(if present)
- Atorvastatin en-deoxyhept- NMT o.@0%
b-enoic acid
- Atorvastatin related compound H NMT o.e&%
- Atorvastatin epoxy tetrahydrofuran NMT o.@&%
analog
- Atorvastatin ethyl ester NMT o.e&%
- Atorvastatin related compound D NMT o.e&%
- Atorvastatin related compound | NMT o.ed%
- Any other individual impurity NMT o.@0%
- Total impurities NMT @.0%
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Test items

Specifications

&. Enantiomeric purity

NMT o.m% of Atorvastatin related compound E

&. Water determination : if label for
- Trihydrate form

- Amorphous or as semi-crystalline
- Propylene glycol solvate

an.&-&.¢%
NMT 5.0%
NMT @.0%
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