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Finished product specification: Diacerein &o mg capsule

®. Identification Test ATIINIUY
b. YTunusendifgy ®0.0-060.0 % L.A.
en. Uniformity of dosage unit RTIINIY
. Dissolution test NLT s9&%(Q)b sno w1
&. Impurities
&.e Monoacetylrein | NMT @.0 %
& Monoacetylrein |I NMT ®.0 %
&.en Rhein NMT o.& %
o. Water content NMT o.0%
. Microbiological control
Total aerobic microbial count NMT &,000 CFU/g
Total combined yeast/mold count NMT e@oco CFU/g
Drug substance specification Diacerein (BPboe®)
@. Identification ATIU
. Assay ®z.0%-e0b.0% on dried basis

. Impurities

Sum of impurities B and H A NMT @& ppm
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Jrug substance specification Diacerein (BPooeb) (518)

@ Related substance

Impurities D 0.€%
Impurities C 0.0%
Impurities F 0.0&%
Unspecified impurities 0.90%
Total ©.0%
& Chromium Maximum eo ppm
. Loss on drying Maximum o.&%
. Sulfated ash Maximum o.0%
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