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81 Atorvastatin bo mg film-coated tablet

®. AUABINT B1 Atorvastatin bo mg film-coated tablet UM blwo,c00 A

. AIANTATIY

b.o JULUU : ainipdeufiau (film coated tablet) wilnfudsznu

b.lo @UUTENBU : @ Win UsEnauriedie Atorvastatin crystalline wo mg

b.n M1YULU5TY ¢ WneusIluunasndaudu (tight container) Wivlukosauaugmngd
(controlled room temperature) Uun1wLEUITIRasTEYdanmialy muuss waiinde Fumunergely
BNy

b.@ 800 : s8yTeshlU diuuszneudnenddiguazanuuss deuddesen dufeuntslden 33
g lauiingn lmsfeuidu SundauasTuminongeliedadaay

a. ArusNTANIuNALla

Wienziuaznanisnsrainsinunmdulunu Finished product specification wag Drug
substance specification fig1e8srnindsuatudisafumuildaavgidoudedinnuaarnssuns
pWNTHAEN NTEMITNESIIAAY Tifeadunduiuiifisunimielmindiunasgruadusi3ulasi3y
wils PUUTENANTENTINENSSIIAY 130358 TIEN WA bEDe ATl b FuAL WAbdbe uaHes
HUNATINRSEIUNYTE

Drug substance specification (USP @a %11 mce-mnad)

m.e Definition White to off-white powder. Soluble to freely
soluble in methanol; slightly soluble in alcohol,
insoluble to very slightly soluble in distilled water,
in pH o.& phosphate buffer, and in acetonitrile;
insoluble in aqueous solutions of pH & and below.

oo |dentification test mmmumuﬁisﬂu Raw material specification
Tumtanisnadau A. Infared absorpsion

B. Calcium
an.an USHUAEd Ay 6.0 ~ ©0.0% U CooHouCaFNDao

v

o.@ Other Components
Content of Propylene glycol &.&-el.n% (ﬂiiﬁ’i%q’j%ﬂu Propylene glycol solvate)
o.& Impurities

on.&.@ Organic Impurities PFIUMY A1 ©
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M13199 @ Organic impurities nstivaaaulng Procedure o

ans Acceptance criteria NMT (%)

Atorvastatin related compound A o.m

Atorvastatin related compound B 0.6

Atorvastatin related compound C o.m

Atorvastatin related compound D ol

Any other individual impurity 0.6

Total impurities ®.0

oo Enantiomeric purity Atorvastatin related compound E TaitAy o.m%
on.e9 Water determination 9EILNIN on.&-&.&% AWMU trihydrate form

Laiiunin @.0% d1iu propylene glycol solvate
o. Additional requirements

a.w.e Packaging and storage Preserve the trihydrate form in well-closed
containers, and store at room temperature.
Possible packaging and storage conditions could
include the following: Preserve in well-closed
containers protected from light and moisture, or in
tight containers; store at room temperature, or at
o-&°; store under nitrogen atmosphere or packed
with an oxygen absorber; and store under nitrogen
atmosphere, packed with silica gel and an oxygen
absorber.

a.c. o Labeling If a test for organic impurities other than procedure
| is used, the labeling states the test with which the
article complies. Label it to indicate the name and

quantity of any added antioxidant.
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Finished prodrug specification (USP &a NN aed-aea)

o.@ ldentification mmmumuﬁssﬁlu finished product specification
(UV, HPLC)

ol Assay *Ra.& — @o&.0%L.A.

an.an Dissolution test Test o: azanglidtosnin @o%L.A. of atorvastatin

(CoaHaeFNGOe) T & 119
Test : asaelitasnin c&%L.A. of atorvastatin
(CaaHaeFNOg) T4 o Ui
Test m: ava1elidasnin Qo%L.A. of atorvastatin
(CaaHaeFNOg) T4 o Ui
an. Uniformity of dosage unitm’a‘-\lci’mm’mﬁisqlu finished product specification
on.& Impurities

.. . 1 =
- Organic impurities ATINTUATUAITNN o
m15747 o Organic impurities

ans Acceptance criteria NMT (%)
Atorvastatin pyrrolidone analog o.&
Atorvastatin related compound H ®.0
Atorvastatin epoxy pyrrolooxazin o- o.&
hydroxy analog
Atorvastatin epoxy pyrrolooxazin eJ- o.&

hydroxy analog (if present)

Atorvastatin epoxy THF analog olb&

Alorvastalin related compound D o.md& or o.&o if atorvastatin epoxy THF

analog is inlegrated together

Any other unspecified degradation ol
product
Total degradation products .0
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.5 Packaging and Storage  Preserve in tight containers, and store at controlled room
temperature

m.e) Labeling When more than one dissolution test is given, the labeling
states the test used, only if test @ is not used.

WUBLR:

0. asuleuiiTszydufiarnundusiiu fosuanmaidusatauiniu lidu Not detected /
Complies / Passed

b, @15UTiidoinenmansdnedannundudiiu 1w Atorvastatin pyrrolidone analog fie
(R, &R)-ei-[&-(«-Fluorophenyl)-a-Isopropyl-e-oxo-e-phenyl-m-(phenyl-carbamoy)-,e-
dihydro-eH-pyrrol-e-yll-a,&-dihydroxyheptanoic acid Jusu
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&lo tiausivangulasumstuneidousn edmheludsemalnevansensnaisisng
sniunsdduiindnnunduiiuiinsgnsansisaguiuse
<lo.0 Wddyn1st uneifouiisuen vineis ne.e, ne. Tunsainidueindsly
Usenalnelaglulusvedunafouondediseasdoniadonsniuguauninowan fasinuiiiu
neileulilu finished product specification wagdafmuanua NIngAU (raw material specification)
yionsdifiogsevinenisdsuulaudly doswuuienarsnsveuntlouagsiasiBoanisudly (8.¢) 1
el
< oo luddgymstunzidousiue nuneds ve.e vie no.am Tunsdifiduindaen
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<o nsiemanluUsznalne deddimildefusonnnsgrunrdanuvdninest uagdsnisuani
7 (GMP) ¥99n3¥M329@15750UaY Uazudninausiismsuanidlunisuanvesanamglsy GMP PIC/S) Tu
mnelaueus vide ndlsnindiandieuszive desdiviideiuses GMP PIC/S vaslssaugning
nUszinag ndnnsenidsdesuseswdnsineien Certificate of Pharmaceutical Products Aisanlag
UsemAgnanvsaUsemeg vy
«.« Hnlidaiuinansnsainsisived seugkan (Certificate of Analysis of finish product)
psafugTiinasEnaunisiansan
<& Tmadotuseaniinsiaiassiuarlunansuna wd nvesansiad i idudaendfyy
(Certification of analysis of drug substance) Vf@‘uaw'%ﬁ’mﬁwﬁmm wazUSTERAnTngau
< oniauodugriuismduguansefunudmielagnse
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«.a Intidedutuiusemsuanivdsuelunsallnduunagliidueniifongnsldnueniu e
Usglewivasgihe

e« Tununengesniidsoudodhitesnin o U tuaniuiideu

<.oo nsallilverdunuy (Original) avdaeiidoyan1sAnerdaanya (Bioequivalence)
Wisuiisusueduuuy deaenndosmuvdninasiuazuuimisUiilugiionsAnundissdniuauas
FrauyavoINaninNge1MINNATTIUNMNUATDINDIAIUANET AIUNTUANNTINNTOIMITUATE T8
Usznalned oo vieiluiuserimansusiondu nanlnednanderiuniolunseioaiu gaseisu
LagNITUIUNSHEARLITUAUEAULUY

<00 WanmEngILIMATIITsTRgAy niounanInTRinsinunwingAuvesieddnyi
Tlumsndnluiuilauesns foveadneuazinaningiu

.ol Tunsditunzidouenuninnnii b ¥ azdeddiuniwaenanis@ne Long term stability
puiBuisAdluns s unuans

<.on Lanona1siuduauduiusszninegunisudnvesingavvesaiendiey (drug
substance) flugun1sanveandniasiend a3y (finished product)
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