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

vo Test items Acceptance criteria
@ | Identification mehumuﬁisq'lu finished product specification
o | Assay «&.& - @od.0% of the L.A. of Atorvastatin
o | Uniformity of dosage units mi’)’\]ﬁ'lum'mﬁizq'lu finished product specification
L) Test items Acceptance criteria
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« | Dissolution

- MIAAOUT & Not less than @o% (Q) of the labeled amount of
Atorvastatin (CasHeeFNeOe) is dissolved in ed minutes
- MIeABUT Not less than @d% (Q) of the labeled amount of
Atorvastatin (CoeHaeFNeOe) is dissolved in mo minutes
- AIMAABUT @ Not less than go% (Q) of the (abeled amount of
Atorvastatin (CaaHaeFNeOg) is dissolved in mo minutes
- VIAABUT Not less than @o% (Q) of the labeled amount of
Atorvastatin (CoaHeeFNeQe) is dissolved in a& minutes
- PISVINABUT & Not less than do% (Q) of the labeled amount of
Atorvastatin (CaaHaeFNeOe) is dissolved in oo minutes
- AISVIRABUT b Not less than @o% (Q) of the labeled amount of
Atorvastatin (CoeHaeFNWOe) is dissolved in oo minutes
- MTAABUT o Not less than @o% (Q) of the labeled amount of

Atorvastatin (CoeHeeFNeOe) is dissolved in smo 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.0%
degradation product
- Total degradation product NMT &.0%
5 | Elemental impurities (819890 finarsnunagauansUuousiiunid
USP General Chapter) Elemental impurities (Risk Assessment Report

for Elemental impurities)

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

%o Test items Acceptance criteria
@ | Identification finanaasurumutefmuafeddigglu APl Specification i
TaFuayiRanndninauANENTINNITEIMNIUALEN
L) Test items Acceptance criteria
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b | Assay «&d.0 - ®ob.0% on the anhydrous and solvent free basis.

If labeled as a propylene glycol solvent,
«d.0 - ®ob.0% on the anhydrous, propylene glycol-free,
and solvent-free basis.

o | Content of propylene glycol d.a - ol.m%
(if label as a propylene glycol
solvate)

& | Organic impurities

Note Procedure & or Procedure o
FuiudsAanseviuas polymorph 184
WEN

Procedure @

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

- Any other individual impurity NMT o.e%

- Total impurities NMT @.0%
Procedure v

- Atorvastatin diamino NMT o.e&%

- Atorvastatin related compound A | NMT o.e%
(Desfluoro impurity)
- Atorvastatin related compound B | NMT o.a%
(nS, &R isomer)
- Atorvastatin related compound C | NMT o.m%
(Difluoro impurity) if present
- Atorvastatin e- deoxy-hept-lo- NMT o.0%
enoic acid
- Atorvastatin related compound H | NMT o.e&%
(Lactone impurity)
- Atorvastatin epoxy tetrahydrofuran | NMT o.a&%

analog

- Atorvastatin ethyl ester NMT o.ed%
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- Atorvastatin related compound D | NMT o.e¢%
(Epoxide impurity)
- Atorvastatin related compound | | NMT o.ed%
(Acetonide impurity)

- Any other individual impurity NMT o.0%
- Total impurities NMT &.0%
& | Enantiomeric purity NMT o.a% of atorvastatin related compound E (S, &5
enantiomer)
b | Residual solvents (91983 Sinanaasurtumutarimuamendiftlu APl Specification 7
USP General Chapter) 19FuayiRIndninAUANZNITUNTBMTUALEN
o | Water determination - Trihydrate form: ev.& - &.&%

- If labeled as amorphous or as semi-crystalline
form: NMT ©.0%

- If labeled as a propylene glycol solvate: NMT
®.0%
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oo NIl manluysEAlng rdnammawLanmswsaammspumwammmwanmnm wagIsMnaly
NTSWANYN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taavuasau PIC/S participating
authorities n3p manmswsaammgwmwammmwanmmma"aﬁm‘mﬁ'lumwamm'uaadwunmu
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€& BNANTANNTNYDITLAUDTIAN
€0 wamsmswimﬂ"ﬁqmmwuﬁmﬁmﬁmﬁwL%ﬂ;ﬂ'vaa@'uﬁm (certificate of analysis of finished
product) Tugnuitdadusesn
c&b Namsmsw'Jmsw"v«ﬂmmmmqmwaqmmﬁﬂﬂt‘g (certificate of analysis of drug substance) V'ﬂ'u
'lumsuammiuwauf]umamawwaaguammLtasgwammqﬂu
€.cm Lanmw?ané'nswuﬁué’ummé’uﬁ’us’svwdwiumwﬁmaﬁmqﬁwaaﬁamﬁwﬁm (drug substance)
9o &.«lo fuqumMnanvendnisisrdnsagy (finished product) 10 &.&.0
«.&.& NamM3Anw long term stability maammmqvaamwnuw“Luuu‘l'mumumwuﬂmvnssumsmms
WATH NTINTNATITUAY nsditunsfouemnni o U
cad mamsinwAuAandinuaiingt (Functional scored tablets) lasrwunliiinsAnwly
vadpathalioy dereluil
C.a.d.e TanMuUAnIN <slod> Quality Attributes of Tablets Labeled as Having a Functionat

Score (United States Pharmacopeia (USP) and the National Formulary (NF)) waz/vse European
Pharmacopeia (EP %58 Ph Eur.)

98 | Test items Specifications

® |- mmgnv’m’awaqmsuﬁeLﬁmmﬁﬁsaamn NLT o of mo tablets pass oi& - elo&% of
(Splitting tablets with functional scoring) | The expected weigh of the split-tablet portion

VED) !
- Uniformity of dosage units NMT o&.0%
o | myararevesnedrgyndnidae HUANLNEUN finished product specification

(Dissolution test) i
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«.@ nitieiauslilyerdiunuu (Original drugs) siesiitenansnisnydrauyavesn (Bioequivalence)
Mavawssuiisufusdunuy uluau ASEAN Guidelines for the Conduct of Bioavailability and
Bioequivalence Studies Fedinauanenssunisemsuazenlinisiusewa nannfe R1sIAIN
Qnﬁaaﬁa;ﬂuu'umsﬁnwwmmﬁﬁﬂmauﬁﬁtﬂu highly variable drug feavihn13AnwMedd Replicated
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RIGER P ITRTE BN & parent compound WAt active metabolites (ortho-hydroxy atorvastatin uay
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Practice/Good Distribution Practices (Certificate of GDSP)
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