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Finished product specification
@. Appearance/Description m’gﬁ]ﬂi’mmuﬁizﬂu Finished product specification
b. Ildentification test mﬁﬁ)ﬁhummﬁizﬂu Finished product specification
o Uuausnendnfigy ®&.0% - @o&.0% of the labeled amount of Apixaban
. Content Uniformity mdﬁ)&hummﬁizﬂu Finished product specification
&. Disintegration time Not more than @o minutes
o. Dissolution 2 =0%(Q) dissolved in 30 minutes
e. Impurities/Degradants
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< olb%
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Drug Substance specification

®. Appearance , maﬁw\i’mmmﬁ'ixﬂu Drug Substance specification
. Color maﬂ]ﬁi’mmmﬁiwlu Drug Substance specification
o. Identification m'gﬁ]mumuﬁixﬂu Drug Substance specification
< UsunasmendiAgy ®z.0% — ©olb.0%
&. Impurities
Individual Impurities ‘ mammmmﬁssﬂu Drug Substance specification
Total Impurities mﬁ’«aﬂhum’mﬁizﬂu Drug Substance specification
©. Residual Solvents
N,N-Dimethylformamide mnmummﬁisﬂu Drug Substance specification
Formamide m‘nﬁ]ﬁhumm‘ﬁizﬂu Drug Substance specification
Methanol mmﬁi’mmmﬁizﬂu Drug Substance specification
». Heavy metals m’gwimmu‘ﬁlﬁsﬂu Drug Substance specification
«. Particle size m’mﬂhummﬁizqiu Drug Substance specification
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Judndodlienaisiusewnsgrunisuaneiniundninusiuagisnisialunisndnen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taavia891u PIC/S participating authorities
adudganusoumsasiaaey Insiinansiusesiciuduvesauosnen
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n.o mamsmummemcfﬂmmwmmmmmmmﬂm (Certificate of analysis of drug substance)
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0.0 e fedinanisidefiuansan anti-Xa activity Wieuidssiugndunuy
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