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3.1 Finished product specification: Alfuzosin HCl Extended-Release tablet

%a .
1 | Identification m’mmumuﬁszqﬁlu Finish product specification
2 | Ysuasnendingy 90.0 - 110.0% L.A. of Alfuzosin HCl
Uniformity of dosage units/ mmmummﬁ'sxﬂu Finish product specification
Uniformity of mass
4 | Dissolution m’mmummﬁisﬂu Finish product specification
Organic impurities
- Deacylated alfuzosin NMT 0.40%
- N-Formyl analog NMT 0.30%
- Any individual unspecified NMT 0.20%
impurity -
- Total impurities NMT 0.80%
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3.2 Drug substance specification: Alfuzosin hydrochloride

#2970 4

1 | Identification mﬁmhummﬁiz‘tﬂ,u Drug substance specification
2 | USunausnendify 98.0 - 102.0% on the anhydrous and solvent-
free basis
pH 40-55
4 | Impurities
1. Residue on ignition NMT 0.1%
2. Organic impurities
- Deacylated alfuzosin NMT 0.2%
- Any other individual, unspecified | NMT 0.1%
impurity
- Total impurities NMT 0.3%
5 | Water (Method 1) NMT 2.0%
6 | Optical rotation -0.10° to +0.10°
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