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Drug substance specification (Reference EP @o.0)

om.e Definition White, almost white or slightly yellow, crystalline
powder.
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Name Acceptance Criteria
NMT (%)
Unspecified impurities 0.®
Total impurities o.&

Finished Product specification

o.® Descriptions mww"mmmﬁszqiu finished product specification
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NMT (%)
Any other impurity o.a
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