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Drug substance specification (USP @o 7N axe-nce)

e.@ Definition White to off-white powder. Soluble to freely
soluble in methanol; slightly soluble in alcohol;
insoluble to very slightly soluble in distilled water,
in pH @.& phosphate buffer, and in acetonitrile;

insoluble in agueous solutions of pH & and below.
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Finished prodrug specification (USP €& W aeE-nee)

o.@ ldentification m‘imd'}ummﬁwﬂu finished product specification
(UV, HPLQO)

an.lo Assay . & — @od.0%L.A.

en.en Dissolution test Test o avanalitioenin @o%L.A. of atorvastatin

(CouHaeFNOe) T @& U

Test - azaisliosnin &%l A. of atorvastatin

(C.oHaeFNyO2) T o uni

Test a: azaneliitioend1 go%L.A. of atorvastatin

(CocHeeFNOs) T o wh

s.@ Uniformity of dosage unitm’sﬁ}ﬁhumuﬁisﬂu finished product specification

on.& Impurities

- Organic impurities RSIVIUIUAITNA o

R399 lo Organic impurities

a3 Acceptance criteria NMT (%)

Atorvastatin pyrrolidone analog o.&
Atorvastatin related compound H ®.0
Atorvastatin epoxy pyrrolooxazin o- o.é&

hydroxy analog

Atorvastatin epoxy pyrrolooxazin e- o.&¢

hydroxy analog (if present)

Atorvastatin epoxy THF analog o.lb&

Atorvastatin related compound D

o.m& or o.&o if atorvastatin epoxy THF

analog is integrated together

Any other unspecified degradation
product

Total degradation products
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on.o Packaging and Storage  Preserve in tight containers, and store at controlled room

temperature

m.ed Labeling When more than one dissolution test is given, the labeling

states the test used, only if test @ is not used.
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Complies / Passed
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