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m.e Finished product specification : Atorvastatin calcium eo mg tablet (USP&le)

G) Test items Specifications
a.@.¢ | [dentification Test GI'S'J'%N"mmuﬁisu‘L'ﬂu finished product
specifications
..o | UTsnausiaendndty ce.d-aod.0% of the labeled amount of
Atorvastatin
en.@.en | Dissolution time
- Test @ : Dissolution rate in @& minutes | Not less than @o%
of Atorvastatin calcium tablet
- Test o : Dissolution rate in mo minutes | Not less than &&%
of Atorvastatin calcium tablet
- Test o : Dissolution rate in eno minutes | Not less than go%
of Atorvastatin calcium tablet
m.e.c | Organic impurities :
- Atorvastatin pyrrolidone analog Not more than o.& %
- Atorvastatin related compound H Not more than e.c %
- Atorvastatin epoxy pyrrolooxazin - Not more than o.& %
hydroxy analog
- Atorvastatin epoxy pyrrolooxazin s-
Not more than o.&¢ %
hydroxy analog
- Atorvastatin epoxy THF analog Not more than e.o %
- Atorvastatin related compound D Not more than o.& %
- Any other unspecified degradation Not more than olo % -
product
- Total degradation products Not more than €.o %
m.@.€ | Uniformity of dosage units m'i'aﬁ]l:i'lum'mﬁ'isu‘l"ﬂu finished product
specification
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en.lo Drug substance specification : Atorvastatin calcium (USP «lo)

JiAs183 Drug substance 484

vdngussnanilasueysiage
0. Drug substance specification Ra13m191ntudiasisdvasfudn Drug substancensaly

..

) Test items Specifications
anlo.e | USunumendidgy ®c.0 - @ob.o% of Atorvastatin calcium
(CosHoaCaFuNLO,o) calculated on the
anhydrous and solvent-free basis
oo | Identification Test AFIMTUALTT Infrared absorption
ono.o | Organic impurities :
- Atorvastatin related compound A Not more than o.m %
(Desfluoro impurity)
- Atorvastatin related compound B Not more than o.en %
(S, &R isomer)
- Atorvastatin related compound C Not more than o.;m %
(Difluoro impurity)
- Atorvastatin related compound D Not more than o.lo %
(Epoxide impurity)
- Any other individual impurity Not more than o.e %
- Total impurities Not more than e.0 %
a.€| Enantiomeric purity Not more than o.m % of Atorvastatin
related compound E
m.lo.& | Water determination
- Trihydrate form & - && %
- Amorphous or as semi-crystalline Not more than b.c %
- Propylene glycol solvate Not more than e.o %
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0.0 ludAynistundouhue 6 vels ne.n vo.c vEe tlo ududnsd
.00 Tuwatunsiiioy ve.e vie v.o vewrlaueman wienrasdontatonis
muﬂuﬂmmwwwﬁmﬁmﬁmuﬁﬁw illgu (finished product specn" ication) LLau?Jamwuﬂﬂmmwwm
QAU (drug substance specification) ﬂiﬂJ“ﬂ?JEJS"WJNﬂ'I'iLUaUULLﬂaﬂLLm?JLWNLﬂm]uﬂB\‘]LL‘uULEmﬁ"Ii'
mwauﬁ‘lﬂ (8.€) 138w (finished product specification)uag/v3e drug substance specification lag
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&ln LBNE1T5UTRMATFIURITHANE
¢.b.a nstomdnludssinalng udadodionarsiusesnsgrunisndnsiniy
vdnInURLasSnTRalun1sBng PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ae
wI891U PIC/S participating authorities w38 filena13TuIRIINTIUNISHANS AN MENINMUSILAL
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