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3.1 Finished product specification:
49 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0 — 110.0% of the label amount

3.1.3 | Individual, Specified & Unspecified Degradants (HPLC)

3.1.3.1 | Individual, Specified, Degradants

- AP24600 NMT 0.4% w/w
- AP24592 NMT 0.4% w/w
3.1.3.2 | Individual, Unspecified, Degradants NMT 0.2% w/w
3.1.3.3 | Total Degradants NMT 1.0% w/w
3.1.4 | Uniformity of dosage units Meet the requirement
3.1.5 | Disolution 80% (Q) of label claim at 45 minutes

3.1.6 | Water content NMT 6.0% w/w
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