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Finished product specification
®. Appearance/Description mwmummﬁ'wﬂu Finished product specification
. |dentification test mwmummﬁigﬂu Finished product specification
o. Assay ®&.0% - @o&.0% of the labeled amount of Rivaroxaban
& Content Uniformity mmmumuﬁszq’{,u Finished product specification
&. Dissolution 2 go% dissolved in mo minutes
o. Impurities/Degradants mmmummﬁisqﬁlu Finished product specification
Drug substance specification
®. Assay ®z.0% - @olb% (anhydrous substance)
. Unspecifield Impurities Not more than c.e%
o. Total Impurities Not more than o.&%
<. Water Not more than o.&%
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Rivaroxaban film-coated Tablets 20 mg
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ninausamnmaly (General quality criteria)

1.) UMIFIUNIIHERSIMIURENNINITNSARIUNTHENE 4

2.) 1955 UIngAURIRE19dARY (Active Pharmaceutical
Ingredient Specification) kagaasgIUNaRsuTEIENSIFU
(Finished Product Specification)

3.) WIRIFIUNSAUSNYILAENTLINLU I UNE NN AT ID NS U 2
msAvsnwLaznsEaeen (Good Storage Practice/ Good

Distribution Practice; GSP/GDP)

U InausiAnImanIy (Specific quality criteria) ; 90
1) wafgadaunmniladesusenan1sine (Certificate of 10
Analysis; CoA)
2.) UoLAEUUAUUAMNIN 5
3.) maﬁﬂﬁ@ﬁumwmﬁﬁﬂwﬁmmmﬁ') (Stability data) '
4) waigalnunmueInwuzUTIITduTae UTTsiuazaan 5
(Package & Labeling)
5.) N3AnN®Y/ ITeveRatn 25
6.) ANuiTBnlunIUITRSNWIAUBEULUY (Therapeutic 15
Equivalence)
7.) MSBUSUITLEITY 5
8) funmunmazauUaonfuduiiduusslovidosunis 5
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