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@. Identification MTIVY
o. USunudiendifigy «&.0-e0&.0% LA of Atorvastatin
en. Uniformity of Dosage Unit MV
. Related substances MY
&. Dissolution AT
AuauUAmManaie (Drug substance) : Atorvastatin calcium (USPeney)
. ldentification ATIWIU
. USinausigddny ®a.0-00lb.0% of atorvastatin calcium
_ (on the anhydrous and solvent free basis)
o. Propylene glycol &.&-0l.en%

(if label as a propylene slycol solvent)
<. Heavy metals NMT oo ppm
&. Organic impurities
(Fon Procedure @ %38 Procedure b JufUIFAAsIzsiuas polymorph ¥83n3e1)

Pr r

- Atorvastatin related compound A NMT o.en%
(Desfluoro impurity)

- Atorvastatin related compound B NMT o.:m%
(:nS,&R isomer)

- Atorvastatin related compound C NMT o.n%
(Difluoro impurity)

- Atorvastatin related compound D NMT o.©%
(Epoxide impurity)

- Any other individual impurity NMT o.e%

- Total impurities NMT @.0%
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- Atorvastatin diamino . NMT o.@&%

- Atorvastatin related compound A NMT o.en%
(Desfluoro impurity)

- Atorvastatin related compound B(aS,&R isomer) NMT o.a%

- Atorvastatin related compound C NMT o.a%
(Difluoro impurity) if present

- Atorvastatin e-deoxyhept-v-enoic acid NMT o.@0%

- Atorvastatin related compound H (Lactone impurity)  NMT o.e&%

- Atorvastatin epoxy tetrahydrofuran analog NMT o.e@&%

- Atorvastatin ethyl ester NMT o.e&%

- Atorvastatin related compound D NMT o.e&%

(Epoxide impurity)
- Atorvastatin related compound | (Acetonide impurity) NMT o.e&%

- Any other individual impurity NMT o.e%
- Total impurities NMT @.0%
©. Enantiomeric purity NMTo.e% of atorvastatin related

compound E (nS,&S enantiomer)

@t

o. Water (ufiu crystallinity v092e1d1A%)

o

- Trihydrate form n.&-&& %
- Amorphous form or semicrystalline form NMT ©.0%
- Propylene glycol solvate NMT @.0%
anauUAn1unAlie (Drug substance) : Atorvastatin calcium trihydrate (BPooele)
®. Identification AT
. Usunusendfgy «o.0-eolb.0% of atorvastatin calcium
(anhydrous substance)
en. Enantiomeric purity : impurity E NMT o.:%
«. Related substances
- Impurity A,B (for each) NMT o.:m%
- Impurity C,D (for each) NMT o.e&%
- Unspecified impurities (for each) NMT o.e0%
- Total impurities NMT @.¢%
&. Sodium Maximum o.&% (anhydrous substance)
©. Heavy metals Maximum o ppm
o. Water on.&-&.&%
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