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81 Atorvastatin €o mg tab
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. AUABINTT 81 Atorvastatin &o mg film-coated tablet, o tablet $1UU beo,000 Lin

weldilusanszauletuluiion (Hypolipidemic agent) viinin
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&.e Finished product specification : Atorvastatin calcium o mg tablet (USP &)

U9 Test items Specifications

.0 | ldentification test mwmum’mﬁizﬂuﬂnished product
specification

ol | USuusedAgy «&.&- @od.0% Labeled amount of
Atorvastatin

&a.en | Dissolution time (Test ) nan1sazanesiienlitieunit <o% Q) Uos
Uinausheoniudaniely ee uni

&.a.& | Organic Impurities

- Atorvastatin pyrrolidone analog
- Atorvastatin related compound H
- Atorvastatin epoxy pyrrolooxazin

© hydroxy analog

- Atorvastatin epoxy pyrrolooxazin .

o hydroxy analog, If present

Not more than o.¢%
Not more than @.0%

Not more than o.¢%

Not more than o.¢%
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VD Test items Specifications
..« | - Atorvastatin epoxy THF analog Not more than ©.loé%
(si0) | - Atorvastatin relatedcompound D Not more than o.m&% or o.&o%
if Atorvastatin epoxy THF analog is
integrated together
- Any other unspecified degradation | Not more than o.0%
product
- Total degradation products Not more than «.0%
.e.¢ | Content uniformity mi’aﬁ]mumuﬁwﬂ’ﬂu finished product

specification

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

UD Test items Specifications
.o | YTuusmedny «&.0 - @ow.0% of Atorvastatin calcium
(calculated on the anhydrous and solvent-
free basis)
.o | Identification ATIHUAEAS Infrared absorption
&o.en | Organic impurities:
- Atorvastatin related compound A | Not more than o.;%
(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.0%
(Epoxide impurity)
- Any other individual impurity Not more than o.%
- Total impuirities Not more than @.0%
&b.« | Enantiomeric purity Not more than o.:% of Atorvastatin
related compound E («S, &S enantiomer)
&b.& | Water:

- Trihydrate form

nd - &&%

o0/MUENA...




-m -

W - o. nedifeazdoundamsiu (Wave) mssaaeuliezvinisla Weuenansdng
fananiilasueysiase

. %29 Dissolution Wag Uniformity of dosage units iluulenasiandseaziden
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’ixiﬂu Finished product specification wag Drug substance specification
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wnasEAmaenIsvaly (8.¢) uandeu finished product specification uax/u3e Drug
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&.a LANENTTUTRIUINTFIUNTHAREY

&0 n3deTERlUUsEMAlY Jranfedidnnmeenidetuseanasgiunsnang
mavdninauTiua3insialumnane) GMP PIC/S (Pharmaceutical Inspection Co-operation
Scheme) yi3aifisuiih vesnsyns s gy Tumnaefiaueny aduaign AuTeuNsATIadey
Inedinan1ssusesdiviulssmeaUsznmnsmadianvseling

&.mlo nadiifugindnanssussne fuandosddiunwieniidedusenunasgu
MsHARETITE NN waE IS ARTuMSHAAEN GMP PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tagmiaeeu PIC/S participating authorities aUduagn AuseUNIsATIEeU lnading
nssusesiviulsznisUsznansimdidnvsedng

&.<. PNETAMATMNVIWILEUDTIAN (Funnwens)
&.&.0 NANIATIVAATIEIRMNN RGN MEELTIFUveNER (Certification of analysis
of finished product) Tugnjuidadusiets

,S 4/ ’ o &/&.&lo HanIIRNINI...
§; VN - R '

S TR

f’\j oD \_J N e YN




- @ -

&.&lo NaMINTIVIATIRIRN I IngAUTeIe1d1AYy (Certification of analysis of drug
substance) Wldlumswansnguiidaiumegnsivvesudnsuaziuaningi

&<a enamienangududumiuduiusseninagunisnanvesingfuresiaendiAry
(Drug substance) 9o &.a.lo fusuMINARVBINEATUIE1E1593U (Finished product) 98 ¢.a.e

¢.a.c lunsdifunnfousnnnnit v ¥ avdesdidiunnmeaionansane Long term
stability sufiuiiadslunsdousunuans uagldsumsamnuiusesenasondiisiuavesuson
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AnswinandufFulsveualideiindedunsanaliemyiaunmn nsdiinuielidulum
Aaudnvaziamy Mhesvmsveanudns lfuinnsanmsiaussimeifana1veaglauesian
uag/vierudnlunfeoly

¢.o.« flavonmazdesiudsusuilontlndvuneiy wisifleiinnsdesaniwie
Usenslaqneurvuslaglidfifeuls

&.o Juauanarduvanlisnidndnyyinauasuimuauansanaisnistugaulienidn
fuey) dioid
&al.o NSHHANTANATIVTATIENE Innsuinemansnsunndudefosufifinngd
leu1nsg1u ISO/EC ool #an13nsiadinsigliiduluauuiasgrudedmunluusznie
Uszningnmn
&.oo n3dindnsusioiadgniFeniiuiuniomaalnedninnuamgnssunsems
uazen Tutaavesdygragiioasans
&aa nsdinudymaunmansdnseifiensazdinaseyssavinauazanutasaivse
Auaeilesue ‘ |
&.c miresunisveariuanshifuinsuindadusiniuseifgniiennvaulasdninau
ANENTTUNITAMITUATE TuszEIeT o Unawiuuseniausznansiandidnnseting
&« WAnfusimiwnausviy azdesliazfiavieagluszninanisdndunisgndaniuad
igafunsaslaundygiuisngranevieanslag Tudnsinyaeady

Sk
< T«

TR S

&/& 0 LONAITUS...

v B et




&.@0 Lanmsi‘iuq
&eo.e Nidleniiausllivenduiuy Original drugs) Fasiienasuansine Bioequivalence
vesniauesASeuiivuiugiunuy tneBmsinwdeadulummaninasiuazuuufoily
M3fnmTrauyavee iy resdinauANENIIUNTOIMITHAZET NITNTNAITI TV
ﬂ.mﬁizu’j’m@ﬂuﬂﬁju Biopharmaceutics Classification System (BCS) Class e
%30 Class €
¥, gfAfuInIs3hwIuAU (Narrow therapeutic index drugs)
A.ETiETNLALENTSUIMIRIMSWaLE UsEmerngawinmsAneg Bioequivalence
i srauiilngnidu Zidovudine (Azidothymidine, AZT) eluguuuusiifauiasnsuanydes
fedAgy (Modified release dosage forms) 1usiu
**’LuﬂsiﬁﬁumLﬁauﬁi"}%’ummmmummﬁaﬂm’ (Iawnzidauen NG) aunsasntiunswuy
LBNANTNITANYITIANYYRILN*
&.oolo nsaTdumeifeararswasMiadennsiould dosinamsfnwmaruasanmn
AINTazaIELaY/Ms0139919 Tudivhazatusieg asudiulazdennassiulonasmiuen
&.eo.m tONASVTonMEeTuandmdninae3inisfimunisfiuinuwen (Good storage
practice for pharmaceuticals, GSP) #18 WHO Guideline woom
&.00.@ lonmIvionmesfuansdmdninaeiisnsfinlunsdasmirewndssust (Good
distribution practice for pharmaceutical products, GDP) #1yd WHO Guideline boo®
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