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&w.e Finished product specification

A Wle AMENYME

® | Identification test m’mchumuﬁizq‘lﬂu finished product specification
o | USunaushandigy wo.0-e0®0.0% L.A. of Atorvastatin

o | Uniformity of dosage units* G\S’Ji}ﬂi’lumuﬁssql’ﬂu finished product specification
@ | Dissolution * Gli’Jﬁwhum’mﬁiquﬁu finished product specification
& | Related substances mmﬁ]mumuﬁiqu*ﬂu finished product specification
NABLNG

- %8 Dissolution wag Uniformity of dosage units TikuULenaNswaRIsIwaZLBEn
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&bl Drug substance specification

18 Wade AMANYY

o | YSunasiendfgy &s.0-@o.0 % of Atorvastatin calcium (on the
anhydrous and solvent free basis)

v | Identification Meet the requirement

e | Enantiomeric purity NMT o.m% of Atorvastatin related compound E (enS,&S
enantiomer)

& | Water (@uiy crystallinity v86 | en.&-&.&% for trihydrate form %38 NMT 2% for

udfigy) amorphous or semicrystalline 38 propylene glycol

solvate NMT @.0%

& | Individual Impurities nsgliu trihydrate %38 crystalline form : 14 Procedure @

Name Acceptance
Criteria , NMT (%)
Atorvastatin related compound A o.m
(Desfluoro)
Atorvastatin related compound B o.m

(S, &R isomer)

Atorvastatin related compound C 0.
(Difluoro)
Atorvastatin related compound D 0.
(Epoxide)
Any Other individual impurity 0.6

Total impurities ®.0
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&b Drug substance specification (#9)

L) Viatie AMENYL
& | Individual Impurities ns@lflu amorphous form; 14 Procedure o
Name Acceptance
Criteria , NMT (%)
Atorvastatin diamino o.0&
Atorvastatin related compound A o.m
(Desfluoro)
Atorvastatin related compound B o.m
(enS &R isomer)
Atorvastatin related compound C o.,
(if present Difluoro)
Atorvastatin e-deoxyhept-lv-enoci 0.60
acid
Atorvastatin related compound H o.0&
(Lactone)
Atorvastatin epoxy tetrahydrofuran o.e0&
analog
Atorvastatin ethyl ester o0.6&
Atorvastatin related compound D o.0&
(Epoxide)
Atorvastatin related compound | o.0&
(Acetonide)
Any other individual impurity 0.60
Total impurities ®.0

- Drug substance specification #9151 nIUAATIEIVBNERER drug substance %38
Tuwsek drug substance vesangndudaguatilaatiunil Tasfimsasademginsuynided
Amun
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o. nsthlu trihydrate form iiulunsuzlnatinuezifiuinuniigungiivies

. niﬁﬁgﬂu‘uu amorphous %38 semi-crystalline %39 propylene glycol solvate
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FBmsietumsnangduiagd (Finished Product ) fAldFun1sFuseImuIMITIL GMP-PIC/s %30
Wiguwin

Y a
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- Official Pharmacopoeia vasuseimaiduaindnues The
International Conference on Harmonisation (ICH) %38

- YarivuALaTIINIgI In-house  process Miaoanapafiu
ICH Guidelines
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&5 AUUHANIATIVNATIIAUNNET (Certificate of Analysis)
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