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&.lb.s Finished product specification

9o Wiada AMANNME
® | ldentification test mﬂi]r-i‘mm:uﬁisﬂﬂu finished product specification
o | YTuneusendidiny do.o-emo.0% LA, of Atorvastatin
e | Uniformity of dosage units* ﬂ'!ﬂli'mwmﬁisql'ﬂu finished product specification
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watle
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AMSNEME

UsunauiendnAgy

oa.o-mole.o % of Atorvastatin calcium (on the

anhydrous and solvent free basis)

identification

Meet the requirernent

Enantiomeric purity

NMT o.am% of Atorvastatin related compound E (:nS,&5

enantiomer)

Water (uify crystallinity 1997

@ o.&-& &% for trihydrate form w38 NMT 9% for
adnAny) amorphous or semicrystalline W38 propylene glycol
solvate NMT &.0%
& | Individual Impurities n3fifiy trihydrate v38 crystalline form ; 1§ Procedure @

Name Acceptance
Criteria , NMT (%)

Atorvastatin related compound A o.en
(Desfluoro) |
Atorvastatin related compound B o.m
(S , &R isomer)
Atorvastatin related compound C o.m
(Difluoro)
Atorvastatin related compound D ol
(Epoxide)
Any Other individual impurity o.@
Total impurities ®.0
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& | Individual Impurities | r Gl
Name Acceptance
Criteria , NMT (%)
Atorvastatin diamina o.ed
Atorvastatin related compound A o.m
(Desfluoro)
Atorvastatin related compound B o.m
(S &R isomer)
Atorvastatin related compound C o.m
(if present Difluoro)
Atorvastatin em-deoxyhept-e-enoci 0.60
acid
Atorvastatin related compound H o.ad
| (Lactone)
Atorvastatin epoxy tetrahydrofuran o.ed
analog
Atorvastatin ethyl ester o.0d&
Atorvastatin related compound D o.ef
(Epoxide)
Atorvastatin related compound | o.af
(Acetonide)
Any other individual impurity 0.00
Total impurities | .0
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