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Tamsulosin tablet 0.4 mg
1. Y81 Tamsulosin tablet 0.4 mg
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3.1 Finished product specification : EU 8.0

4o | Test items Specifications
1 | Identification mswmumuﬁ'szu’tu finished product specification
2 Ysunsiendiegy 95.0 - 105.0% of labeled amount of Tamsulosin HCl
3 | Uniformity of dosage units mswmumuﬁwﬂu finished product specification
4 | Dissolution * m’aﬁwhum’mﬁ'wq'lu finished product specification
5 | Related substances * o | |
- Impurity H Not more than 0.5%
- Any other impurity Not more than 0.2%
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U8 | Test items Specifications

- Sum of impurity Not more than 1.5%

3.2 Drug substance specification

(A) Tamsulosin EU/BP

b4

Ya | Test items Specifications

1 [dentification

- IR ATIWY
- Specific optical -20.5 to -17.5
Rotation

2 | Related véubstance
- Unspecified impurities | Not more than 0.1%
(each impurity)

- Sum of impurities Not more than 0.2%

3 | Enantiomeric purity (Specified | Not more than 0.1%

impurity G)
4 | Heavy metals Maximum 20 ppm
5 | Loss on drying Maximum 0.5%
6 | Sulfated ash Maximum 0.1%
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