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. AENUANIMATA

lo.@ Drug Substance specification

- |dentification test AIIANIUATN Drug Substance specification

- USunaudnendifgy ®&.0 - @olb.0% label amount of Rivaroxaban
- Total impurities Not more than o.e%

- Any unspecified impurities Not more than 0.9%

- Water Not more than o0.&%

lo.lo Finish product specification

- Identification test ATIVUNIN Finish product specification

- YFunadsnendingy ®&.0 - @o&.0% label amount of Rivaroxaban
- Uniformity of Dosage Unit ATINIUAIN Finish product specification

- Dissolution Not less than &% in mo minutes

- Sum of all Degradation Product Not more than o.&%
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substance in the Biopharmaceutics Clssification System (low solubility, high permeability)
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