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a.e Finished product specification: Atorvastatin calcium @o mg tablet (USP&m)

1) Test items Acceptance criteria
® | ldentification mi'l’\nhumuﬁizq'lu finished product specification
| Assay @& - mod.0% of the L.A. of Atorvastatin
o | Uniformity of dosage units mwdwumuﬁwu‘l‘u finished product specification
9o Test items Acceptance criteria
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« | Dissolution N

R mimaauﬁ 8 Not less than @o% (Q) of the labeled amount of
Atorvastatin (ConHaeFNOg) is dissolved in @& minutes
- NIVNAABUT o Not less than @&d% (Q) of the labeled amount of
Atorvastatin (CoaHaeFN,Og) is dissolved in mo minutes
- ASVRABUT o Not less than @o% (Q) of the labeled amount of
Atorvastatin (CoaHaeFNwOg) is dissolved in mo minutes
- NSVNAADUN & Not less than @o% (Q) of the labeled amount of
Atorvastatin (CanHatFNOe) is dissolved in & minutes
- MIVIAEOUT & Not less than @o% (Q) of the labeled amount of
Atorvastatin (CaaHaeFNuOe) is dissolved in wo minutes
- NIIVAABUT b Not less than @o% (Q) of the labeled amount of
Atorvastatin (CoaHaeFNuOe) is dissolved in wo minutes
- MSVIRABUT o Not less than @o% (Q) of the labeled amount of

Atorvastatin (CoaHaeFNeOe) is dissolved in mo minutes

& | Organic impurities
- Atorvastatin pyrrolidone analog NMT o.&¢%
- Atorvastatin related compound H | NMT .0%

- Atorvastatin epoxy NMT o.¢%
pyrrolooxazin ©-hydroxy analog
- Atorvastatin epoxy NMT @.0%
pyrrolooxazin e-hydroxy analog
- Atorvastatin epoxy THF analog NMT @.0%
- Atorvastatin related compound D | NMT o.&%
- Any other unspecified NMT o.lo%
degradation product
- Total degradation product NMT &.0%
5 | Elemental impurities (81983013 finarerumaseuasiuiousiiuvse
USP General Chapter) Elemental impurities (Risk Assessment Report

for Elemental impurities)

e Drug substance specification: Atorvastatin calcium «o mg (USP&m)

99 Test items Acceptance criteria .
® | Identification finanadaurunutaivuadendWeylu API Specification #
IisuayiRnndinauamgnIINNIoMITHAYEN
o Test items Acceptance criteria
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© | Assay ®@.0 - ®.0% on the anhydrous and solvent free basis.
If labeled as a propylene glycol solvent,
®a.0 - ®.0% on the anhydrous, propylene glycol-free,

and solvent-free basis.

o | Content of propylene glycol d.a - o.an%

(if label as a propylene glycol
solvate) oaatlis A A b

& | Organic impurities

Note Procedure @ or Procedure ©
Jutudsdunsieriuay polymorph w4
AR

Procedure @

- Atorvastatin related compound A | NMT o.m%
(Desfluoro impurity)
- Atorvastatin related compound B | NMT o0.m%
(S, &R isomer)
- Atorvastatin related compound C | NMT o.m%
(Difluoro impurity)
- Atorvastatin related compound D | NMT o.0%
(Epoxide impurity)

- Any other individual impurity NMT o.e#%
- Total impuirities NMT @.0%
Procedure

- Atorvastatin diamino NMT o.e&%

- Atorvastatin related compound A | NMT o.:%
(Desfluoro impurity)
- Atorvastatin related compound B | NMT o.e%
(enS, &R isomer)
- Atorvastatin related compound C | NMT o.e%
(Difluoro impurity) if present
- Atorvastatin e- deoxy-hept-o- NMT o.e%
enoic acid
- Atorvastatin related compound H | NMT o.ed&%
(Lactone impurity)
- Atorvastatin epoxy tetrahydrofuran | NMT o.ed¢%

analog

- Atorvastatin ethyl ester NMT o.e&%
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- Atorvastatin related compound D
(Epoxide impurity)

NMT o.e&%

- Atorvastatin related compound | NMT o.e@d%
(Acetonide impurity)

- Any other individual impurity NMT o.0%

- Total impurities NMT @.0%

& | Enantiomeric purity

NMT o.m% of atorvastatin related compound E (aS, &S

enantiomer)

b | Residual solvents (871989

] J & v o fe . ‘J
finanaasurunutaimunmeddtylu APl Specification

USP General Chapter) IWsueyiRndninnuangnsiumMsemsuase
@ | Water determination - Trihydrate form: m.& - &.&%
- If labeled as amorphous or as semi-crystalline
form: NMT ©.0%
- If labeled as a propylene glycol solvate: NMT
®.0%
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€&.0 HANTATIVNATIBRUAMNNENAuiB1d T 93Uv0ENaAR (certificate of analysis of finished
product) Tugnjuidaiufetns
&alo HAMINTIVIATIRIRUNNIWINgAUYBITIEE1FTY (certificate of analysis of drug substance) l
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€& TDMNUANIN <slod> Quality Attributes of Tablets Labeled as Having a Functionat
Score (United States Pharmacopeia (USP) and the National Formulary (NF)) uaz/w3a European
Pharmacopeia (EP %38 Ph Eur.)

98 | Test items Specifications

® |- mmgné’awaqmmﬁaLﬁﬂm‘/’iﬂiaamn NLT o of mo tablets pass ol — elo&% of
(Splitting tablets with functional scoring) | The expected weigh of the split-tablet portion

%39
- Uniformity of dosage units NMT e&.0%
b | miararevasiedAgaIndnidag HUMUNA finished product specification
(Dissolution test) )
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«.o ndleiauslildeisuuuy (Original drugs) fesilienansmsdnudaauyavessn (Bioequivalence)
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Bioequivalence Studies #sd1inauAmnIIuNITEIMITUasE1liNIsSUTEwNa naIAe Re1saNAIN
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