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2.1 Specification of finished product

Identification
Complied with finished product specification
1 Al UV
Cornplied with finished product specification
B. HPLC
2 | Assay 95 - 105 % of labeled amount
3 | Uniformity of dosage units 85 — 115% of the average content
4 | Dissolution test Cornplied with finished product specification
5 | Related substances Complied with finished product specification
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2.2 Specification of active pharmaceutical ingredient (AP)

1 | Identification (USP)
A. Infrared absorption Complied
B. Chloride Positive =
C. HPLC Complied
Identification (EP) Carry out either tests A,C,D or AB,D
A. Infrared absorption Complied
B. Specific optical rotation - -17.5 to -20.5
C. Enantiomeric purity Complied
D. Chleride Positive
2 Assay 98.0-102.0% 98.5-101.0%
of tamsulosin hydrochloride of tamsulosin hydrochloride
on the dried basis) {on the dried basis)
3 | Heavy metals NMT 20 ppm NMT 20 ppm
4 | Related substances
- Procedure 1: impurities Any individual impurity: Unspecified impurities:
eluting before tamsulosin NMT 0.1% NMT 0.19%
- Procedure 2: Impurities Any individual impurity: Unspecified impurities:
eluting after tamsulosin NMT 0.1% NMT 0.1%
- Total related substances NMT 0.2% NMT 0.2%
5 | Enantiomeric purity S-gnantiomer: NMT 0.3% Impurity G: NMT 0.1%
6 | Loss on drying NMT 0.5% (105 °C, 2 hour)
T | Sulfated ash/ Residue on ignition NMT 0.1%
NUBLYR
1. S-enantiomer Wag Impurity G = 5-[(25)-2-[[21{2-ethoxyphenoxy)ethyllaminolpropyll-2-
methoxybenzenesulfonamide
2. NMT = Not more than
3. NLT = Not lower than
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