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v.0 JUIUU : vdinindeuiids (film coated tablet) willaiuusznu

blo duUsENaU : e WA Usenaumiesien Atorvastatin crystalline €o mg
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Drug substance specification (USP &s %N nee-mcd)

an.@ 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 aqueous solutions of pH & and below.

oo Identification test mwshummﬁixﬂu Raw material specification
lutanisvegaau A. Infared absorpsion
B. Calcium
m.on USunaumigndiney &2.0 — ®00.0% U89 CogHuaCaFuNLO4o
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s Other Components
Content of Propylene glycol  &.a-el.en% (n3eiszyiniu Propylene glyco
on.& Impurities
o.&.@ Organic Impurities AFIVIUAN 715297 o
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M5 @ Organic impurities nsaivageulae Procedure @

a13 Acceptance criteria NMT (%)

Atorvastatin related compound A o.m

Atorvastatin related compound B o.m

Atorvastatin related compound C o.a

Atorvastatin related compound D oo

Any other individual impurity 0.®

Total impurities ®.0

o..> Enantiomeric purity Atorvastatin related compound E Ay o.e%
on.e0 Water determination DYIENIN en.&-&.&% A M3V trihydrate form

laiiiuni ©.0% @113 propylene glycol solvate
o Additional requirements

a.@.@ Packaging and storage 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
-°; store under nitrogen atmosphere or packed
with an oxygen absorber; and store under nitrogen
atmosphere, packed with silica gel and an oxygen
absorber.

n.c.lo Labeling If a test for organic impurities other than procedure

I'is used, the labeling states the test with which the
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Finished prodrug specification (USP &o VU meld-mec)

oo |dentification m’)ﬁlﬁhu(ﬂ’mﬁﬁsﬂu finished product specification
(UV, HPLC)

oo Assay ®e.& — mod.o%L.A.

en.en Dissolution test Test o avanulitasnin go%L.A. of atorvastatin

(CasHaeFNeOg) 1 @& 1
Test o avavlitoani <&%L.A. of atorvastatin
(CapHaeFNGOg) T mo Wl
Test a: avaeliitionndt o%L.A. of atorvastatin
(CoroHaeF NGO T o U
en.c Uniformity of dosage unitmﬂﬂ]ﬂhum’mﬁssﬂu finished product specification
o.& Impurities
- Organic impurities ATIHAURIHFNTI o

M15147 lo Organic impurities

a3 Acceptance criteria NMT (%)
Atorvastatin pyrrolidone analog o.&
Atorvastatin related compound H ®.0
Atorvastatin epoxy pyrrolooxazin o- o.&
hydroxy analog
Atorvastatin epoxy pyrrolooxazin - o0.&

hydroxy analog (if present)

Atorvastatin epoxy THF analog o.lbd

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

Any cther unspecified degradation o.ls
product

Total degradation products
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oo Packaging and Storage  Preserve in tight containers, and store at controlled room

temperature

.0l 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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o. aatutouiilssydusieunundyiiu Fewanwailudavviniuy Ty Not detected /

Complies / Passed

b, @TUIiTedvemansd1sBemunduiu 1w Atorvastatin pyrrolidone analog fia
(R, &R)-o)-[&-{&-Fluoropheny)-m-lIsopropyl-b-oxo-e-phenyl-e-(phenyl-carbamoyl)-,,-
dihydro-eH-pyrrol-e-yl]-m,&-dihydroxyheptanoic acid Hudu
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UsunalnelagluluduetunsadousdestiseasiBuniatananiuauamn muowmandusiniud ju
netlpulily finished product specification wazdafivuarunImingay (raw material specification)
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<o nidlomdslulszmalng Fesdivildefuseanasgumandnmuvdninus wagiSmanani
7 (GMP) U94n58M5981515087 Uagvdninmusiisnandnialunisanvasavaimglsy (GMP PIC/S) Tu
vanaenfiauews vio nsdoniudrandiasena desflvifsdeduses GMP PIC/S vaslssaududng
nUszimaudnuiemiedefuseandniueien Certificate of Pharmaceutical Products fieanlag
UssinagndnvioUseimagamieg

& infideiuininingainTgyivedseugnan (Certificate of Analysis of finish product)
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&.oo A5 bty ed unuy (Original) 9zd aad ey an13@nw1dduya (Bioequivalence)
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<ol lunsditunsidononunnni o 3 wseslidumnnmeenan1sfine Long term stability
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substance) fuuntsrdnvawdndmsietdniogy (finished product)
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