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42 Test ltems Specifications

@ | Identification Complied with finished product specification

o | Assay ®&.0% - ®@0&.0% of the labeled amount of dienogest
e | Uniformity of dosage units* | Complied with finished product specification

& | Dissolution* Complied with finished product specification

& | Impurities Complied with finished product specification
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&l Drug substance specification : Ph. Eur.

49 Test Items Specifications

® | ldentification Meet the requirement

o | Assay ®z.0 - ®@o.0% of the labeled amount of
dienogest (on the dried basis)

m | Specific optical rotation Complied with drug substance specification

@ | Sulfated ash Not more than o.e%

& | Impurities
- Any unspecified individual impurity Not more than o.@0%
- Total impurities Not more than o0.¢%

o | Loss on drying/Water Not more than o.¢%
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