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. U3 Atorvastatin calcium &o mg film-coated tablets (GPU : oemedlom)
o, AuaNUANIlY

b.o. JULUY Wugdandeuidy viiasuuseniu dwmsuldansesuladuluden

blo. @wlsznay Usznaumeme atorvastatin calcium Tugun@n crystalline form
<o mg U o uin
b AUUEUTSY Ussqluneunain destunutiu uasuas
b.c. 28N
- MurUTIYIEyTeen viieleniamai duszneuedify tunanImLse
o waneloudniuen iaviindn Tuiindnias fuvanene
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Naﬂ’1‘iﬁ‘iiﬁm’i’mﬁﬂmmmﬂu‘lﬂmm finished product specification Wag drug substance
specification #igdsanindusiruatiuiieniu ddldamsousediinauanenssunsemsuaze
nsENs AT Tainduifuiliidsaiuatiuiifisurivdslmininnnsgunduidulashiu
Wikt AuUsEMANIENINEEI LAY (389 STYRTIEN WAlbEDe aTTUTl b FuNAN bewe (AIUsEMA
Tus19Aeaunsiuil oo NUAUS bevl) waziFaszyiiuet RTUT ) N.aoeoe aiuil o
nInIAL besle @symeAlusTRanyunn Uil o nsngeY beo)
witflunsinrsan TiutunaeRisvesnuynssunisiionsana
a.e. Finished product specification: Atorvastatin calcium o mg tablet (USP &)

) Test Specifications

@ | ldentification Complied with finished product specification

& | Assay we.€ — @o&.0% of labeled amount of Atorvastatin
e | Uniformity of dosage unit Complied with finished product specification

& | Dissolution time (test @) Not less than =o% (Q) of the labeled amount of

Atorvastatin is dissolved in @& minutes

& | Organic impurities

- Atorvastatin pyrrolidone analog Not more than c.&%
- Atorvastatin related compound H Not more than e.0%
4 wm 4 7@ o 7
B0 s Wit UI¥51uUNssuNIg 5L I e B 2 T GRS ATINMT
(WsaBRun ansge) (unsEMTINSSEU VAT (unaniviuns Wuduns)
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el o

- Atorvastatin epoxy pyrrolooxazin o-hydroxy
analog Not more than o.&%

- Atorvastatin epoxy pyrrolooxazin e-hydroxy
analog, if present Not more than o.&%

- Atorvastatin epoxy THF analog

- Atorvastatin related compound D Not more than o.lbé¢%

Not more than o.s&% or o&o% if Atorvastatin epoxy

- Any other unspecified degradation product | THF analog is integrated together

- Total degradation products Not more than o.b%

Not more than &.0%

m.lo. Drug substance specification: Atorvastatin calcium (USP &)

U8 Test Specifications

@ | Identification Complied with finished product
specification

b | Assay &=.0 — @olw.0% of labeled amount of

Atorvastatin calcium (calculated on the
anhydrous and solvent free basis)

e | Organic impurities
- Atorvastatin related compound A (Desfluoro impurity) Not more than o.m%

- Atorvastatin related compound B («S, &R isomer) Not more than o.m%

- Atorvastatin related compound C (Difluoro impurity) Not more than o.m%

- Atorvastatin related compound D (Epoxide impurity) Not more than o.%

- Any other individual impurity Not more than o.e%

- Total impurities Not more than @.@%
& | Enantiomeric purity Not more than o.m% of Atorvastatin

related compound E (mS, &S enantiomer)

& | Water (Trihydrate form) m.& — &&%
WU

- via¥fe Dissolution wag uniformity of dosage unit TiuulBNNSUANITIEAUBEANANITATIVUATIEN
mnfldudszandeaiidusiarlilulu Certificate of analysis (COA)

 nsdifmanadouudansiiu (waive) nansinaeviaevissnisla Tiduwanaenasvéngiufing i
Iasuaysimme

- Drug substance specification finnsananluliaszivesgindn drug substance ialuliAs1esi drug
substance vosrAndSagU atileatiunis Fefinsamvinneiasunnihdedidmun

. Q’Lﬂuasﬂmﬁaaﬁuﬁﬂmewrhamnmmné’f‘aﬁﬁ'wﬂ%’é’wﬁq (Drug monograph) Aafiszylu Finished
product specification Waz Drug substance specification
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emsfinlunisnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) o
Wi PIC/S participating authorities %38 fiena35UTeMASEIUNITHENEIAY
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