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iwa:!,%’ﬂﬂqmé'ﬂvm:mmzm Alfuzosin Hydrochloride 10 mg Extended-Release Tablet

$1uqu 900,000 iin wae 30,000 ndee naetes 30 e

T5enguNavouliy
1. %awn Alfuzosin Hydrochloride 10 mg Extended-Release Tablet
2. ausiEvalY
2.1 vy Fuendiaviiadulsevnu wuusangvisiiu
2.2 dautseneu Usznauaedaen Atfuzosin Hydrochloride 10 mg Tu 1 e
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Namim’hﬁl,ﬂs'mﬁﬂmﬂ'mLﬂu'l‘dmu finished product specification Wy drug

substance specification fi8138s91nLndssinfuatuideadu # slfaanzidensadrinau
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3.1 Finished product specification: Alfuzosin Hydrochloride Extended-Release
Tablet USP 41

1[5} Test items Specifications

1. | identification test BTN

2. | Assay 90.0 - 110.0% L.A. of Alfuzosin Hydrochloride
2 | Dissolution I uanIn1sUanasusien 4 time points

4 | Uniformity of dosage units | ei5391u

5 | Impurities - Deacylated alfuzosin: NMT 0.40%

- N-Formyl analog: NMT 0.30%

- Any individual unspecified impurity: NMT 0.20%
- Total impurities: NMT 0.80%
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3.2 Drug substance specification: Alfuzosin Hydrochloride USP 41

s Test items Specifications

1 | Identification AN

2 | Assay 98.0 - 102.0% of Alfuzosin Hydrochloride on the
anhydrous and sclvent-free basis

3 | Optical rotation -0.10°- 40.10°

4 | Water NMT 2.0%

5 |pH 40-55

4 | Residue on ignition: NMT 0.1%

7 | Related compounds - Deacylated alfuzosin: NMT 0.20%
- Any other individual, unidentified impurity : NMT 0.10%
- Tatal impurities: NMT 0.30%

3.3 Finished product specification: Prolonged-release Alfuzosin Tablet BP 2016

48 Test items Specifications

1. | Identification AT

2. | Content of Alfuzosin Hydrochloride | 95.0 - 105.0% of the state amount

3 | Dissolution ATITN Y

4 | Uniformity of dosage units ATIMIU

5 | Related compounds - Impurity D: NMT 0.5%

- impurfty E: NMT 0.5%
- the area of any other secondary peak: NMT 0.2%
- the sum of the areas of any other secondary peaks:

NMT 1.0%
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3.4 Drug substance specification: Alfuzosin Hydrochloride BP 2016

4o Test items Specifications

1 | Identification ATINETY

2 | Assay 99.0 - 101.0% of Alfuzosin Hydrochloride
{anhydrous substance}

3 | pH 40 -55

4 | Water NMT 0.5%, determine on 1 ¢

5 1 Sulphated ash NMT C.1%, determine on 1 ¢

6 | Related compounds - Impurity D: NMT 0.2%
- Unspecified impurities: NMT 0.1%
- Total impurities: NMT 0.3%

3.5 NAN1IATIVAAIIEA Elemental impurity w3ail Risk assessment report (Uaf4
nga1sUIzNa)
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