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3.1Fnished product specification:
4o Test ltems Specifications
1 | Identification aedunuisyylu Finished product specification
2 | Assay 90.0 - 110.0% of Diacerein
3 | Uniformity of dosage units mw:i'mmuﬁ‘i:u'lu Finished product specification
Dissolution test wansnanisazasvasiaelitosndn 75% nelu 30 wii

5 | Impurities

-Monoacetylrhein | Not more than 1.0%
-Monoacetylrhein |l Not more than 1.0%
-Rhein Not more than 0.5%

3.2 Drug substance specification: BP

D) Test Items Specifications
1 | Identification Meet the requiements
2 | Assay 98.0 — 102.0% of Diacerein
3 | Impurities B and H
-Sum of impurities B and H Not more than 15 ppm
4 | Chromium Maximum 10 ppm
5 | Loss on drying Maximum 0.5%
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) Test Items Specifications
6 | Related substances
-Impurity D,E Not more than 0.5%
-Impurity C Not more than 0.2%
-Impurity F Not more than 0.15%
-Unspecified impurities Not more than 0.1%
-Total Not more than 2.0%
7 | Sulfated ash Maximum 0.1%
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