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7.3.1 Finished product specification:

U8 Test items Specifications

1 | Identification Meet the requirement

Assay 99.8-110.3% LA of doxazosin

2
3 | Uniformity of dosage units Meet the requirement
4

Cumulative released

- 4 hours Q < 30% of labeled claim
- 8 hours Q = 55 + 20% of tabeled claim
- 16 hours Q = 809% of labeled claim
5 | Average released
- 4-8 hours 6-10% of labeled claim per hour
- 8-12 hours 6-10% of labeled claim per hour
6 | Water content Not more than 2%
7 | Acetone content Not more than 200 mcg/tablet

8 Degradation
- UK-28805 Not more than 0.25%
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) Test items Specifications
- Compound A Not more than 0.2%
- Compound B Not more than 0.29%
- Individual Not more than 0.2%
- Total Not more than 1.0%

7.3.2 Drug substance specification: doxazosin mesylate

] Test items

Specifications

1 Identification

Meet the requirermnent

2 Assay

98.,0-102.0% on the anhydrous basis

3 | Residue on ignition/ Sulphated

ash

Not more than 0.1%

4 | Organic Impurities (Waelusl)

- Any unspecified impurity
- Total impurity
vidowdsunasimidy

- Not more than 0.1 %

- Not more than 0.3 %

| o -
mswmummws&q’ﬁu drug substance specification

5 “Water

- Not more than 2.0 %

nnawme:

1. a9 Uniformity of dosage units Was Dissolution IHuuutanansuanssreazifoananis
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3. Drug substance specification #913819101U7 Lﬂi’w‘v'f'uaqrﬁ'uﬁ M drug substance #3plu
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