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m.e. Finished product specification: Atorvastatin calcium «o mg tablet (USP «e)

L) Test Specifications

@ | Identification Complied with finished product specification

o | Assay @& - @o&.0% of labeled amount of Atorvastatin
o | Uniformity of dosage unit Complied with finished product specification

& | Dissolution time (test @) Not less than =o% (Q) of the labeled amount of

Atorvastatin is dissolved in @& minutes

& | Organic impurities

- Atorvastatin pyrrolidone analog Not more than o.¢%
- Atorvastatin related compound H Not more than @.0%
= A
aste T’V/ USEEISRINTE  BIRE T i TSEITTS B0 i issusasrissscas TREEBIALTS
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- Atorvastatin epoxy pyrrolooxazin o-hydroxy
analog Not more than o.&%

- Atorvastatin epoxy pyrrolooxazin s-hydroxy
analog, if present Not more than o.&%

- Atorvastatin epoxy THF analog

- Atorvastatin related compound D Not more than o.oé%

Not more than o.md% or o&o% if Atorvastatin epoxy

- Any other unspecified degradation product THF analog is integrated together

- Total degradation products Not more than o.lb%

Not more than &.0%

a.lo. Drug substance specification: Atorvastatin calcium (USP &)

U0 Test Specifications

@ | ldentification Complied with finished product
specification

o | Assay .0 — @ow.a% of labeled amount of

Atorvastatin calcium (calculated on the
anhydrous and solvent free basis)

o | Organic impurities

- Atorvastatin related compound A (Desfluoro impurity) Not more than o.:%
- Atorvastatin related compound B (S, &R isomer) Not more than o.m%
- Atorvastatin related compound C (Difluoro impurity) Not more than o.m%
- Atorvastatin related compound D (Epoxide impurity) Not more than o.bw%
- Any other individual impurity Not more than o.e%
- Total impurities Not more than @.e%
& | Enantiomeric purity Not more than o.:% of Atorvastatin

related compound E (:S, &S enantiomer)

& | Water (Trihydrate form) md - &&%

NUBLNA

- ¥aie Dissolution wag uniformity of dosage unit THLUUIBNEITUARITIEALBUANANIINTITIATIEY
winfilaudasvazideaiiiiusarlilulu Certificate of analysis (COA)
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- Drug substance specification #9151 NTUIATIENVEHER drug substance viFaluTiasiesd drug
substance wosrAndSazU atiulnatiunis Fsfimsnsviinsinsunnifdediivmue

- @'Lauaiwmﬁmﬂue‘hmn'mchmanmsmﬁ’ﬁﬁﬂ%’umﬁéﬁa’aa (Drug monograph) aits¥yly Finished

product specification Wag Drug substance specification
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