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) Hydrochloride Extended-Release Tablets

loride Extended-Release Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of alfuzosin hydrochloride

).

penTiFicATioN Tests (197), Infrared Spectroscopy: 197A or 197K.
Tablets, and add 20 mL of water. [Nore—When analyzing multi-layer Tablets, isolate the layer containing alfuzosin

1sing a suitable tool.] Add 20 mL of strong ammonia solution. Extract with 20 mL of methylene chloride, and separate the
epeat the extraction successively with 20 mL, then with 10 mL of methylene chloride. Wash the combined organic layers

nater. Dry the organic solution using a phase separation filter. Take 2.0 mL of the dried organic solution, and mix with 200 mg
1 potassium bromide. Evaporate the methylene chloride at 60°, then at 105° for 30 min. Make a disk. Alternatively, evaporate
yride from the dried organic solution at 60°, then at 105° for 30 min. Perform the IR spectrum.

ria: The maxima of the spectrum obtained from the Sample correspond in position and relative intensity to those obtained
zosin Hydrochloride RS, treated in the same manner as the Sample, beginning with “add 20 mL of water.”

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

1L of perchloric acid in 900 mL of water. Adjust with 2 M sodium hydroxide to a pH of 3.5, and dilute with water to 1000 mL.
setonitrile, tetrahydrofuran, and Solution A (20:1:80)

ydrochloric acid

olution: 0.15 mg/mL of USP Alfuzosin Hydrochloride RS in methanol

n: 0.03 mg/mL of USP Alfuzosin Hydrochloride RS in Diluent from the Standard stock solution

lution: Place a suitable number of Tablets into a suitable volumetric flask to obtain a solution having a concentration of 0.16
zosin hydrochloride. Add 80% of the flask volume of methanol, and stir for at least 1 h using a magnetic stirrer. Add 10% of

1e of Diluent, mix, and allow it to cool to room temperature. Dilute the resulting suspension with methanol to volume, stir, and
for 30 min.

:0.03 mg/mL of alfuzosin hydrochloride in Diluent from the Sample stock solution supernatant. Pass through a suitable filter.
> system

aphy (621), System Suitability.)

54 nm

m x 15-cm; 5-pm packing L1
nL/min

1e: 20 L

b

ard solution

lirements

2 0.8-1.5 for alfuzosin

dard deviation: NMT 2.0%

dard solution and Sample solution

s percentage of the labeled amount of alfuzosin hydrochloride (C,;H,,N 0, - HCI) in the portion of Tablets taken:
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>minal concentration of the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

N hydrochloric acid; 500 mL
00 rpm, with Tablet holder (see Figure 1)

17.5-mm (1) x 20-mm (d) stainless steel cylinders are used as sample holders. The cylinders contain screw caps drilled with
5-mm holes. Seven 4.5-mm holes are drilled in the bottom, and 12 longitudinal series of five 5-mm holes are drilled on the
cylinders, alternatively starting and ending with one 1.7-mm hole.

,and 20 h
n: Pass a portion of the solution under test through a suitable filter.
ion: (L/500) mg/mL of USP Alfuzosin Hydrochloride RS in Medium, where L is the Tablet label claim in mg

30 nm
cm
e Table 1.
Table 1
Time Amount Dissolved
Level (h) (%)
Each Tablet:
1 10-20
6 40-55
12 65-85
L1 20 NLT 85
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Time Amount Dissolved

Level (h) (%)
12 59-94
20 NLT 77

Average of 24 Tablets complies with L1,
NMT 2 Tablets outside L2, and all Tablets

within:
1 8-24
6 32-66
12 52-102
L3 20 NLT 68

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

N hydrochloric acid; 900 mL

00 rpm

,and 24 h

3.0 mL of perchloric acid in 900 mL of water, adjust with diluted sodium hydroxide (0.1 g/mL) to a pH of 3.5 £ 0.5, and dilute
1L

Acetonitrile and Buffer (25:75)

t solution: 0.28 mg/mL of USP Alfuzosin Hydrochloride RS, prepared as follows. In a 200-mL volumetric flask dissolve 55.5

Ifuzosin Hydrochloride RS in 5 mL of methanol, sonicate to dissolve, and dilute with Medium to volume.

ion: 0.011 mg/mL of USP Alfuzosin Hydrochloride RS in Medium from the Standard stock solution

n: Pass a portion of the solution under test through a suitable filter. Replace the portion of solution withdrawn with an equal
edium.

hic system

tography (621), System Suitability.)

244 nm

mm x 15-cm; 5-um packing L7
)erature: 30°

2 mL/min

mme: 20 pL

lity

'dard solution

guirements

tor: NMT 2.0

ficiency: NLT 3000 theoretical plates
andard deviation: NMT 2.0%

ndard solution and Sample solution

he concentration (C) of alfuzosin hydrochloride (C, H,,N.O, - HCI) in the sample withdrawn from the vessel at each time

Result, = (r /rg) x C
peak response from the Sample solution

peak response from the Standard solution
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