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Finished product specification: Diacerein &o mg capsule

®. |dentification Test ATITNIY
b. UIaausnanddny wo.0-e90.0 % LA.
en. Uniformity of dosage unit AT
. Dissolution test NLT e0&96(Qu mo w1
&. Impurities
¢.® Monoacetylrhein | NMT @.0 %
&lv Monoacetylrhein |l NMT @.o %
&.en Rhein NMT o.¢ %
o. Water content NMT @.0%
. Microbiological control
Tatal aerobic microbial count NMT @,000 CFU/g
Total combined yeast/mold count NMT eoo CFU/e
Escherichia coli Absence in e g

Drug substance specification Diacerein (BPooan)

®. Identification AU
.  Assay &x.0%-eolb.c% on dried basis

m.  Impurities

Sum of impurities B and H NMT e& ppm
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Drug substance specification Diacerein (BPoos's) (50)

& Related substance

[mpurities D NMT o.&%
impurities C NMT o.0%
Impurities F NMT o.e&%
Unspecified impurities NMT o.@0%
Total NMT lo.0%
&  Chromium Maximum ao ppm
©. Loss on drying Maximum o.¢%
. Sulfated ash Maximum o.ac%
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Storage and stability &o ol
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