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3.1 Finished product specification:

¥

Dutasteride

Tamsulosin hydrochloride
- Acid Stage at 2 hours
- Buffer Stage at 3 hours

- Buffer Stage at 7 hours

UD Test Items Specifications
3.1.1 Identification Meet the requirement
3.1.2 Assay
Dutasteride 95.0% - 105.0% of label amount
Tamsulosin hydrochloride 95.0% - 105.0% of label amount
3.13 Uniformity of dosage form unit Meet the requirement
314 Dissolution

80% at 60 minutes

NMT 10%
40% - 70%
> 80%
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