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m.@ Finished product specification : Atorvastatin calcium slo me tablet (USP&lo)

UB Test items Specifications
m.e.@ | Identification Test asrarusuitssylilu finished product
specifications
ol Usunuiendry e .&-aod.0% of the labeled amount of
Atorvastatin
en.@.en | Dissolution time
- Test @ : Dissolution rate in @& minutes | Not less than <o%
of Atorvastatin calcium tablet
- Test v : Dissolution rate in mo minutes | Not less than <&%
of Atorvastatin calcium tablet
- Test e : Dissolution rate in mo minutes | Not less than <o%
of Atorvastatin calcium tablet
am.e.& | Organic impurities :
- Atorvastatin pyrrolidone analog Not more than o.¢ %
- Atorvastatin related compound H Not more than e.o %
- Atorvastatin epoxy pyrrolooxazin o- Not more than o.¢ %
hydroxy analog
- Atorvastatin epoxy pyrrolooxazin e-
hydroxy analog Not more than o.& %
- Atorvastatin epoxy THF analog Not more than e.c %
- Atorvastatin related compound D Not more than o.& %
- Any other unspecified degradation Not more than o.lo %
product
- Total degradation products Not more than .o %
a.e.& | Uniformity of dosage units avavsmuiiszylilu finished product

specification
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.o Drug substance specification : Atorvastatin calcium (USP o)

b Test itemns Specifications

| o0 | USunaudendrdy &=.0 - @olw.0% of Atorvastatin calcium
' (CouHuaCaFuNOyo) calculated on the
anhydrous and solvent-free basis

.ot | Identification Test ATITNIUAILIT Infrared absorption

eno.en | Organic impurities :
- Atorvastatin related compound A Not more than o.m %
(Desfluoro impurity)
- Atorvastatin related compound B Not more than o.m %
(enS, &R isomer)

- Atorvastatin related compound C Not more than o.:m %
(Difluoro impurity)
- Atorvastatin related compound D Not more than o.lb %
(Epoxide impurity)
. - Any other individual impurity Not more than o.e %
- Total impurities Not more than e.o0 %
| mlo.€| Enantiomeric purity Not more than o.n % of Atorvastatin

related compound E

m.lo.& | Water determination

- Trihydrate form g =~ &.& %
- Amorphous or as semi-crystalline Not more than b.o %

- Propylene glycol solvate Not more than e.0 %
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®. Drug substance specification #a15M1910TuFiAs18vivegnEn Drug substancen3olu
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AILUAUAIN TRYBINAR At AT unsL Ty (Ainished product specification) wagtaivuAAMATHYE
Jngiu (drug substance specification) nadiflegseninmsdsuulawsludiufvesdocuuienans
nsueUAlY (8.¢) inseu (finished product specification)ugiz/#38 drug substance specification Tne
sauflueuiudsznmadsemasadidanseling uagliifiu b U o udsemeadsznmasadidanseling
@l LNFTIUTBIHINTFIUNM AN
<lo.o nsdlewmdnluuszinalng guandedlionansiusesuiasgrunsndnginim
ndnnusiuazinisialunisuings PIC/S (Pharmaceutical Inspection Co- -operation Scheme) lny
W89 PIC/S participating authorities 38 flona1s3iusawnAsgIuMIHEng Y néninuTLas
TnsirlumsudngvesdinauanynTIINsa I IAYEN NIENTNAFITUGY Farrmuatulnesiaany
aanndasnasinfsuiundninasiuas3inisfialunsudngl PIC/S 'Luummenmauams aduangamu
saunsaTvEaulneiinansfusediiulssmeaUssmasmaidnnseiind
&bo.lo nflleuiInAvUTsma fuadociionarsiusennsgumandneiniy
nininasinas 3n1sinlunisudasn PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
WL PIC/S participating authorities atudnaamuseuansmsavasulneiinanis¥usesiieiuusene
Ussmanmddnvseiind vdeagmaenin wdudnsdl
& LBNEITAMATHYBIENTlEUDTIAN
&m0 KANIATITIAT AU MNERIReTed S e sndn (certificate of analysis
of finished product) 'lumiuwaamumamq
<.alo HaMIATIVIATIBIgUAWIRgRUTeIend Wy (certificate of analysis of drug
substance) 'Fﬁfii’[,um'smﬁmm‘a"uﬁd«.ﬂuﬁqaEi'lwaqﬁmémmw?aﬁmﬁm’a’mﬂﬁu
[***mmﬂumnau biological products #8405 COA of drug substance %mwammtmuu / n3dlen
Hufu sterile water for injection 13fo4il COA of drug substance®**]
<.m.a l@NENTMsEANIuBuSuANUdTUS TN uMsHAnve s TngRuTaIIeddYy
(drug substance) 48 @.m.o Aujuniswinvendnsinsisndusagy (finished product) o €m.e
«.m.e HaN13ANWI long term stability #13 Asian Guideline maaﬂf&qame‘maamﬁ%
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