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48 Test ltems Specifications

@ | |dentification Complied with finished product specification

b | Assay «¢.0% - @o&.0% of the labeled amount of
Apixaban

o | Uniformity of dosage units* Complied with finished product specification

& | Disintegration or Dissolution® Complied with finished product specification

& | Microbiological test
- Total aerobic microbial count NMT < @o™ CFU
- Total combined yeasts, molds count | NMT < @o® CFU
- Escherichia coli/g Not detectable
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) Test ltems Specifications
@ | Identification Complied with drug substance specification
o | Assay &3.0% - @ob.o% of the labeled amount of
Apixaban (anhydrous substance)
m | Water of content NMT o.¢0%
& | Impurities
- Individual other impurities NMT o.@0%
- Total impurities NMT o.cto%
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