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Lurasidone hydrochloride 40 mg film-coated tablet
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3.1 Finished product specification:

v

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0-110.0% of labeled amount
3.1.3 | Uniformity of dosage units Meet the requirement
3.1.4 | Dissolution Not less than 80 %(Q) is dissolved in 20 minutes

3.1.5 | Impuirities
-Any unspecified degradation Not more than 0.2%
-Total degradation products Not more than 0.4%

3.1.6 | Microbial limit tests Meet the requirement




3.2 Drug substance specification:

4o Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 98.0% - 102.0% of the labeled amount
3.2.3 Residue on ignition Not more than 0.1%
3.24 Water content Not more than 0.5%

3.25 Impurities

-Enantiomer of lurasidone HCL Not more than 0.1%
-Any other impurity Not more than 0.1%
-Total impurities Not more than 0.2%
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