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Drug substance specification (USP &a %11 acte-acd)

m.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 e.« phosphate buffer, and in acetonitrile;

insoluble in agueous solutions of pH & and below.

o.o Identification test mﬁﬁ]mumuﬁwﬂu Raw material specification
Tuidensnagaeau A. Infared absorpsion
B. Calcium
an.en USUeusiedAgy ®z.0 — ®0©.0% VDI CooHouCaFeNOqo

o« Other Components
Content of Propylene glycol &.-el.n% (ﬂsiﬁisq'i’uﬁu Propylene glycol solvate)
o.& Impurities
on.&.e Organic Impurities ATITHILANN P15 @
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M1319% @ Organic impurities NsEvAdaULAY Procedure

G Acceptance criteria NMT (%)
Atorvastatin related compound A o.m
Atorvastatin related compound B o.m
Atorvastatin related compound C o.m
Atorvastatin related compound D 0.®
Any other individual impurity 0.6
Total impurities ®.0

en.'o Enantiomeric purity

.oy Water determination

;. Additional requirements

m..® Packaging and storage

m.c. o Labeling

Atorvastatin related compound E B3itfiy 0.m%
PYIINMIN an.&-&.&% dm3U trihydrate form

14U @.0% @3V propylene glycol solvate

Preserve the trihydrate form in well-closed
containers, and store at room temperature.
Possible packaging and storage conditions could
include the following: Preserve in well-closed
containers protected from light and moisture, or in
tight containers; store at room temperature, or at
-c°; store under nitrogen atmosphere or packed
with an oxygen absorber; and store under nitrogen
atmosphere, packed with silica gel and an oxygen
absorber.

If a test for organic impurities other than procedure
I is used, the labeling states the test with which the

article complies. Label it to indicate_the name and
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Finished prodrug specification (USP o %11 md-aca)

m.@ Identification mmw'mmuﬁssq‘lu finished product specification
(UV, HPLQ)

oo Assay Re.& - eod.0%L.A,

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

(CanHaeFNuO&) U & Ul
Test lo: avawlitounin @d&%L.A. of atorvastatin
(CanHaeFNoOg) 11 sno wi
Test en: azanelitpanin go%L.A. of atorvastatin
(CanHaeFNuOg) T no undl
m.@ Uniformity of dosage unitmwmummﬁwﬂu finished product specification
. Impurities
- Organic impurities ATITHIANWAITNT

o . .
M15°9% o Organic impurities

as Acceptance criteria NMT (%)
Atorvastatin pyrrolidone analog o.&
Atorvastatin related compound H ®.0
Atorvastatin epoxy pyrrolooxazin o- o.&
hydroxy analog
Atorvastatin epoxy pyrrolooxazin - o.&

hydroxy analog (if present)

Atorvastatin epoxy THF analog o.b&

Atorvastatin retated compound D o.m& or o.&o if atorvastatin epoxy THF
analog is integrated together

Any other unspecified degradation 0.
product

Total degradation products
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m.o Packaging and Storage  Preserve in tight containers, and store at controlled room
temperature
oo Labeling When more than one dissolution test is given, the labeling
states the test used, only if test @ is not used.
VNS
o. asuumouiifrydudiavaundusiiu Fesanmaidusiauviatu Ly Not detected /
Complies / Passed
b, @5V IngmaniSBemundusisu Wi Atorvastatin pyrrolidone analog fie
(R, &R)-ev-[&-(a-Fluorophenyl)-m-Isopropyl-e-oxo-&-phenyl-m-(phenyl-carbamoy)-lo,m-
dihydro-eH-pyrrol-e-yll-e,&-dihydroxyheptanoic acid s
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