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® | Identtiétion v : mwmumumw‘[u ﬂnlshed product speancatlon
b ' Assay . «&&-oeodo% of the L.A. of Atorvastatin |
m Unlform_fc;/ ;)f dosage umts m’mmumuwi”ﬂl‘u finished product speoﬁcatton |
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U % Test items

U2 | Specifications ;

& | Dissolution (si8) e

- MIAEBUT @ Not less than ®o% (Q) of the labeled amount of,é

, ' Atorvastatin (Cs3HssFN,0s) is dissolved in @& minutes |

- MInadeuil - Not less than @&% (Q) of the labeled amount of§

;  Atorvastatin (C33H35FN,O5) is dissolved in emo minutes

- MIeEeuT @ Not less than @o% (Q) of the labeled amount of |
! Atorvastatin (Cs3HssFN,Os) is dissolved in mo minutes

! - MAARUT & Not less than &o% (Q) of the labeled amount of;
Atorvastatin (Ca3HssFN,Os) is dissolved in @& minutes

‘ - MsVRdeUTl & Not less than @o% (Q) of the labeled amount of;

’ Atorvastatin (C33H35FN,Os) is dissolved in wo minutes |

; - MInAdaYil o Not less than o% (Q) of the labeled amount of |

- Atorvastatin (Cs3H35FN,Os) is dissolved in bo minutes

& | Organic impurities

’ - Atorvastatin pyrrolidone analog NMT o.¢%
| - Atorvastatin related compound H = NMT @.0%
: - Atorvastatin epoxy | NMT 0.&¢% ‘
- pyrrolooxazin o-hydroxy analog f
s Atorvastatin epoxy NMT o.¢% :
| pyrrolooxazin e)-hydroxy analog
- Atorvastatin epoxy THF analog NMT ®.0% |
1 - Atorvastatin related compound D = NMT 0.&% i
‘ - Any other unspecified NMT o.%
: degradation product |
- Total degradation product | NMT &.0% ‘ J
b | Elemental impurities (819890113 finaenunedevansuuiloueiunis '
USP General Chapter) Elemental impurities (Risk Assessment Report |

for Elemental impurities) : §

&l Drug substance specification: Atorvastatin calcium o mg tablet (USPae)
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o | Assay &z.0 - ®@0.0% on the anhydrous and solvent free
 basis. If labeled as a propylene glycol solvent,
: &z.0 - ®@0.o% on the anhydrous, propylene
[ - s | Slycol-free, and solvent-free basis.
o : Content of propylene glycol &.& - ol.an% S
(if label as a propylene |
glycol solvate)

< | Organic impurities

| Note Procedure & or Procedure ©
Fuiuisdaeseviuay polymorph 984
| W90

' - Atorvastatin related compound A NMT o.n%
' (Desfluoro impurity)
- Atorvastatin related compound B NMT o.en%
(S, &R isomer)
| - Atorvastatin related compound C ' NMT o.m%

(Difluoro impurity)
} - Atorvastatin related compound D = NMT o.e%
' (Epoxide impurity)

- Any other individual impurity NMT o.e#%

- Total impurities NMT @.0%

Procedure o

- Atorvastatin diamino - NMT o.0&%
- Atorvastatin related compound A NMT o0.m%

! (Desfluoro impurity)

‘ - Atorvastatin related compound B NMT o.:n%
| (enS, &R isomer)

- Atorvastatin related compound C - NMT 0.n%
(Difluoro impurity) if present
- Atorvastatin en- deoxy-hept-lo- NMT o.0%

enoic acid
| - Atorvastatin related compound H = NMT o.e0&%

' (Lactone impurity)

- Atorvastatin epoxy tetrahydrofuran  NMT o.e&%

| analog

i
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| ’ )
& | Organic impurities (518)

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

' - Atorvastatin related compound | NMT o.e&%
(Acetonide impurity)
- Any other individual impurity NMT o.0%
- Total impurities NMT 0.0%
& Enantiomeric purity NMT o.m% of Atorvastatin related compound E (mS,H
v » - &S enantiomer) =
) ’ Residual solvents (819837 Tnanadaurumudarivuamenddylu AP
USP General Chapter) Specification V'ﬂﬁ'f%’uaqﬁ'ﬁmnﬁﬁﬁmwﬂmsnisums
| ewsuamen
o Water determination (Method la) e - &&% for trihydrate form
: If labeled as amorphous or as semicrystalline, NMT
E 0.0%

z : If labeled as a propylene glycol solvate, NMT

®.0%

EGUIT)
- * 91799 Dissolution, Content uniformity wag Uniformity of dosage units Twuutenans
wamTeEasdunnan1snsIiased mndldudaneandueiidusiailuly coa
- nsdifvaneidoundenisiiu (waive) n1sasavdeuiiasizisienisle Wiuwanaenans
vangudnanildsueyiRsng
- Drug substance specification #313041910lUIATIENVBERER drug substance w3o lu
AAsd drug substance vesfrAnsdNIIgU atulnatunila Fadimsasraiiszviasumn
Wadaiiruue
&. Woulvdue
QLauaﬁmﬁmﬁue’l’ﬂm’]mwdwLanmsw%’auaamaﬁa‘“‘ua%’usamna’lﬂﬂa
.o sravedoudusiiunasinstunsouuianssy Tasgranan
newiuAuandygdoue
&lo nansnslisuoygatunsifoumivsnites i luuszmalng uazduns (declare)

f9UN518azdene Tl
YJuneileusioslidugn

=b.eDe

WWEINER
&lo.o Tudrdymstunzfoushiue 16ud e e.m ne.e e vlo wdausinsdl
&lo.0.0 lunsdidueindalulsemalng (e.o)
&o.0lo Tunsaiidugniihiduiteutussylulsamelng (o.m)
&lo.0.a luns@idueiitvdedadninandesemea me.o)

AMENITUNIIANUAANSNYULLANIZUDIEN
o
o
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&lolo lufwatunsileou ne.o W20 b6 T8ETLAUETIAN NiBNTWwanBuATTEN1SAIVA

ﬂmmwmawamnmmmuw‘uumLUEJu (finished product specification) WaTIDNNUAANAIN

yasingiu (drug substance specification) ﬂ‘smwaqi wiamsasuuaudluiiuda
mmuumana'ﬁmwaufﬂm (8.¢) w3y finished product specification waz/%3e

drug substance specification Iﬂa°uaLLf'ﬂtmamuUi"mﬂUiummwmmaﬂmaunau.av

Lifiu o U o 'Ju"ds.umﬂﬂs.,mm'\mal.anwsauﬂa

& o LONANTTUTDINATFIUNTHAREN

Cae nstemanlulszmAlng NNammamLanmssusaqmmmumimammmwanmmv\

Laviensfialunskanen PIC/S (Pharmaceutical Inspection Co- operation Scheme) g

yiaeau PIC/S  participating  authorities N30 uLanmssuseammmumsmammmu

wanmm«nLLavaﬁmsm'lumwamawaqmuﬂmuﬂmvniiumsmmiLLavan NTENIAN

A5 mmwuﬂ'uuiﬂaummaaﬂﬂaaqLLa::mmauﬂwamnmm LarISNINALUNITHER

g1 PIC/S 1uwmﬂmmaua°m UUAIgARINTBUNITAIIVABY Tauiinan1siusestialu

Usgmeuszmasadidnnseiing

& ao nmmdugindrandrslsemea g A AndoelilonansTUTBININIFIUNTHANEIAY

ASnaeiLariEnisinlun1snanen PIC/S  (Pharmaceutical — Inspection Co-operation

Scheme) Taewvineau PIC/S participating authorities aﬁuei'\qﬂmmaumsmswaau‘lﬂaﬁ

Nams%‘usaaﬁﬁuﬂismﬂﬂizmmwmﬁLﬁnwsaﬁnﬁ vispegmaeadn uiiusinsel

&.& LaﬂmsmmmwueqmmLauaswm

&co Namsms'mLﬂi'\uvxﬂmmwwamnm‘nmmmiﬂmawwam (certificate of analysis of

finished product) Tugnuiidadusogn

&b NamsmﬂmLﬂswmﬂmmwwnﬂweqmmmﬂm (certificate of analysis of drug

substance) V'ﬂ*ﬁ‘lumwam&mu*naaLﬂumammwammammu,a“wwammmu

..o Lanmwiwanmuauﬂummauwuﬁsumwsumwammamnmu*uaammmﬁ’m

o
¥

(drug substance) U9 &.&b ﬂusumsmamamamnm«nmamasﬂ (finished product) U8
dde
& @.@ nan1sAnw long term  stability maawmqmwmmmuw gidpulinudinanu
AMIZNTIUNNTOIMNTUAZEN NTENTIEANTIINGT nseigunzdugmnnnit o U
&e& Namsﬂﬂmmmmmwawnummmﬂ (Functional scored tablets) Togfvun vl
msaneluvidestrnies Faneluil

& &0 ToNMuUANIN <slo&> Quality Attributes of Tablets Labeled as Having a
Functional Score (United States Pharmacopeia (USP) and the National Formulary (NF))
Ltag/wsa European Pharmacopela (EP Mia Ph Eur)

‘ua Test items ) Specuﬁcatlons

® —mmﬂﬂmawmmsuwmmrwmsaumn ' NLT o of emo tablets pass al& - @b&’% of
,M(,SEL,'E?!DS-W I?!bte.,,tsﬂ,, ‘,’,V',tb_ functuonal The expected weugh of the splnt tablet

ﬂmsnisumimwuﬂf]maﬂwmzmmwam
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scoring) " portion
%30 f
_ - Uniformity of dosage units NMT o&.0%
©  N13ay awmaqmmmﬂmmn%mumm mummnm% f‘nlshed product speof‘catlon
| (Dissolution test) B ;
€& TULAIMIANY 8819lae o Sy
&b nsmmmaua‘lu’lwmmuuw (Original  drugs) mamLanmsmsﬂnmmauuawmm
(Bioequivalence) maumﬂsaumaunummuuw \Julumu ASEAN Guidelines for the
Conduct of Bioavailability and Bioequivalence Studies ma'mm’lUﬂmzniiumia’lmi
wazenlinisiusewa nande wmsmmmnnmaamsﬂLLUUmmnwwawmuﬂmauﬂ'ﬁlﬁu
highly vanable drug ABvinsAnwIse3s Replicated design study waznseifi
metabolites 1y umumﬂzy'[unﬁsaanqwm‘uuma'mumma']ﬂzy WADWIINTIATIZY
USuauta parent compound uag active metabolites (ortho- hydroxy atorvastatin wag
para-hydroxy atorvastatin) wazfiasusy Wunaleniy
€. LBNAITLY 18 o 8N TPU code wag GPU code Y9317buLaYD
&.& MMog1een
E&o HaunsIA (v1e) Fovdsiegeeetaros m MuIsysiuet Fadumunuuans
3'1aa%ﬁ'ﬂﬂl&'fﬂs'uz’hummﬁmwum’lummaﬂmauummlﬂmqmu lngliinnuane s ngaany
WnduNITY (UUIMIAGIE ALV ) T,sawmmamaa"wwu
&.&lo AUZNTIUNT ﬁ]uLﬂ‘UGl’JE]EJNEJ’]‘UENNVILHUE]S’IFI'MHS’wh lngliAulilidnnsdla Tny
HUgziSuniosturaermsgeting MNlsmeausas e
&b mws“nuﬂmmwmmamau
&o.e mmamaumaqumal%?‘lé‘lﬁﬁaan'h ol o Yuanfudwey
&bolo mwmmwawau a“maaaqaummwma’lususawamsms'smmﬂwmsuwmuau
&.o.m ﬂiiUV]MiJ’JEJS']‘Uﬂ’]iW]ﬂ’]SﬁMGl’JBEJ'NEJ’M?N&JE]‘ULWQE‘IWI?’J’«J’JLF"IS’]“Mﬂmﬂ’]W Ny
IWMTLYIMUITeSRevaseL19 lnediauosnan (§v18) Sefosdesnivdnausuiuiviiy
YN TANTIVIATIELAY LUuwsUNmaum'l‘umwLﬂawaﬂumwsamLﬂswvwﬂmmw nsed
wwmwmluLUu1Um1uﬂmanwzu~Law1v vimEJwun'ﬁmaaa'suawslusuwmsmm'stauaﬁm
mmnmwaamauaﬁm () LLau/MiaNNaGﬂUﬂSWIEﬂU
& 5.« HlauasIm (Hue) %maas‘uLﬂaaummam'lnawmma mamammmﬂaauamwma
Usznslag neurwuslaglsifideuls
&5.& Jlaunsm () msm“wwa'qmmwé’nmmﬁ%ﬁﬁﬁlums%’nmu,asmsnsumasn
Good Storage Practice/ Good Distribution Practice (GSD/GDP) 1ﬂiUﬂ’liiUia\1mm§’m
Good Storage Practice/Good Distribution Practices (Certificate of GDSP)
& 5.5 Jlaussim (Hve) auaaumﬂwma'swmsfuawuumLma'muumwawmmsv
anuazyzymumauaﬂm (Huw) \WuvTaiaussIA (Hw) Meduderou
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& Msundndygn flauesien (vie) Susenlisnidndyginourmun fail
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