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(9) Identification Meet the requirement

le Assay cim.0% - ®oml.0% of the labeled amount of Raloxifene

hydrochloride

i;n Uniformity of dosage units* Meet the requirement
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« Dissolution*
- Test Cs) 'vffo Not less than ~0% (Q) of the labeled amount of

Raloxifene hydrochloride is dissolved in GT'lo minutes
- Test ki 'Vl1eJ Not less than ~0% (Q) of the labeled amount of

Raloxifene hydrochloride is dissolved in ~ct minutes
- Test liT'I Not less than ~0% (Q) of the labeled amount of

Raloxifene hydrochloride is dissolved in kio minutes
ct Impurities

- Raloxifene related Not more than o.n%
compound C

- Any unspecified Not more than o.ki%
individual impurity

- Total impurities Not more than Csl.0%
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