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0. AANTANLY

©.0. WWuguiinviiniuuszmu

.o, UsEnaumesien Atorvastatin €@o mg

b.a.us59eglunmiogiilleamoeduie blister pack ffunauave iy

o.c RANTIUTINGUUATLEUTIIRBTEYToEN dauusvneusetdifguasannunss Tusdn Tumunony
@uiindn wanzileuinuen LLauam'gJLumsmusﬂwﬂwmau LAZRAINULLKIEN a8n3tae sy Tann
dulseneusendifuazanauss Jununey lauinan ety
o AFNTANIIMALA

- HANIIATINATIY ‘ﬁﬂ&lﬂﬁmﬂul‘dmm finished product specification wag drug substance
specification wmaaqmﬂmmmauawmmnumlmmw \JewsedrinanuamenIsunmsemsuazen
NIENTWAGITUEY Imsﬂuﬂsﬂuﬂmmssumsmammumiwmmmﬂsumﬂnsumaammsmam 304 58y
F1978 WA lodbe ATTUT b FuNAL bdbe @IUsEMAlUTTATIYUNIITLR ol uATLS bEol)
A9 USP a0 ,BP woeo,EP boed hay JP e

Fafunstifiauesian Sradeimenatuiimindwiedsedu dadulunudseniensgnsnanssngy
304 53ys578N W@auaswmdaﬁuwLaﬂmiﬁwmmmﬁé’wﬁqLLuumw%famﬁw

vaiflumsfinsan Titufugasidevesnaznssumsiansanna

a.e Finished product specification:

49 Test Items Specifications
@ | ldentification Complied with finished product specification
o | USunasendiagy o — ®90.0 % of Atorvastatin
e | Dissolution test Complied with finished product specification
Related substances Complied with finished product specification
& | Uniformity of Dosage Units Complied with finished product specification
Usesnu NITUNTT NITUNTT
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m.lo Drug substance specification:

U9 Test Items usP BP
@ | Identification Meet the requirements Meet the requirements
o | Assay ®@.0 — ®@0.0% of «e.o — @ow.0% of
atorvastatin calcium Atorvastatin calcium
(anhydrous substance)
o | Content of propylene glycol &% — o.an% -
@ | Water determination NMT @.0% n.&% - &.&%
& | Sodium - Maximum o.&%
o | Heavy metals - Maximum o ppm
¢ | Enantiomeric purity NMT o.:m% of atorvastatin | NMT o.m% of atorvastatin
related compound E related compound E
& | Organic Impurities (Precedure o)
-Atorvastatin related compound A | NMT o.:m% NMT o.n%
-Atorvastatin related compound B | NMT o.e% NMT o.n%
-Atorvastatin related compound C | NMT o.en% NMT o.e&%
-Atorvastatin related compound D | NMT o.0% NMT o.e0&%
-Any other individual impurity NMT o0.% NMT o.0%
-Total impurities NMT ©.0% NMT &.&%
« | Organic Impurities (Precedure o) -
-Atorvastatin diamino NMT o.e&%
-Atorvastatin related compound A | NMT o.n%
-Atorvastatin related compound B | NMT o.m%
-Atorvastatin related compound C | NMT o.:n%
-Atorvastatin e-deoxyhept-o-enoic | NMT o.6%
acid
_Atorvastatin related compound H | NMT o.e&%
-Atorvastatin poxytetrahydrofuran | NMT o.e&%
analog
-Atorvastatin ethylester NMT o.e&%
-Atorvastatin related compound D | NMT o.e@&%
-Atorvastatin related compound | | NMT o.e&%
-Any other individual impurity NMT o.®%
-Total impurities NMT @.0%
Us61U NIIUNTT N3IIUNTT
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- Drug substance specification wmsmmﬂlmLﬂiﬁvw‘uawam Drug substance ma Tvimsney
Drug substance maqmmam&nmmsﬂaw’tmauwuq fmumim'smmwmmwnm‘uawmmm

<. HauladuY

.o dunnmmstenansmslizveygetunsidousinusitesmieludssmalng wasdung
(declare) WWaIHER
0.0 ludFymsTunaouifuen (melo ne.a ne.c uduinad)
c.0.0.0 unsdifugindslulssmelng (e ne.)
«.0.0.6 lunsdifugnindiionisuteussy Mneia ne.a)
c.o.0.m Wnsadugniidransissemea (e ne.e)
€0l lufwatunsifoureefilauasian nieusivarideaiiton1snIunuANAINYEY
WA faumAvunzleu (Finished product spectification) ﬂm’iﬁagswdwﬂwsmﬁauuﬂaaLLr’ﬂmﬁmau
asdouuUIEnasMITeRtle (©.¢) umieudie Tnsveudlunouiudsznnsian 4 waghifu b Yduan
Fulsemauszmasiandiannseting
<lo lunsdiemaniuusamdlng fuandesdidiunnmieviidoiuseunnsgiuninane PUUANLNEN
aamsmm‘tumswammmamiwsaqmﬁ'ﬁmam (GMP-PIC/S) ) lunsnaenfiaueuigativaganuseunts
nsavdey Tnefinamssuseadeiuiiauesmuas uiindnen
lunsdidusnindransadssna guandesdidiunmiendidesusomnigiumsinan
SNSRI nMsAAluASHAREY PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
M9 PIC/S participating authorities aﬁua'wqmmmaumsmia'«aaaﬁﬂﬂaﬁwams%’mmﬁﬁuﬂszmﬂ
Uszmasiadidnnseiind viergmasadnudiudnsdl
<m ammmwmaLaﬂmsﬂmaﬂwmumwwummwLauaswm
&.n.e mamam’;mmswmﬂmmwwammwawwam (Certificate of analysis) ‘lumiuwaq
Jused
<mlo HANNIATINNATIZAANIRGAU (Raw material) voseddnitldlunisuanenjuiids
Fushogaiesuanen uaziudaingiu
< o LonasBusumELTUSsEINTuNsHARTRY IngAVYR e ALY (<o) fUFUNNIHAR
yoamanAuad1593U (€.o.0)
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.on.@ NAMIANYIANUAI LS EZ81IU981 (Long term stability) maammmq‘uaqmﬁ%u
nadeu auenatsiity (Ruds) sunsdousnlunsavsdouguiumnnnii o U
& ﬁLaﬂms%’usaamﬂﬁﬁumLﬁauag’luﬁ’m%ui’mmaﬂm Tnefinani1ssusestiviulsenia
Usgmasadidnnseingd
<& YN
<o fauorniesdiogneeainelies o nass Fudusunuuanieandenldasudu
it musluidennadavaludiwiu
&.¢ Mavszfuannweidsey
<. &0 I idwsusetlifosnit o U Tuaniuduey
«.&lo BMNNATNAWDY wfesddunamesluiusemamslinsionuiidaouveagudn
. &.m ’Lumaﬁﬁmﬁ’;EJswmﬁﬁ'mﬁéuéﬁasjNmﬁa'quauLﬁadﬂmaﬁﬁmiwﬁﬂmmw NUIWTIWNITL
Vulsdesesvesegieen Imamnamvmaqaqmmuanmummuwm&mﬂjmsmmammswmuaumu
quﬁmamﬂ%ma‘lumimamLﬂswvwﬂmmwLLavmimmmu (Reference standard) Tunsaifinuingnlsl
Wulumumadnuaizianey Wheswnsednuans luRIsa MU TIAINA Ve B LaY/
mammamiumqmlﬂ
<& mnamaas‘uLﬂaaumﬂumnsmmaaﬂna‘mmma NUADE wiaifleiRansdenaninteu
ﬁmum‘lmalumaulﬁu
&. N15UsEiuA1UTEaNSAINAB31A1 (Price Performance)
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