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ine Fumarate Tablets

rate Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of clemastine fumarate (C CINO-C,H,0).

21H26 4 474

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:rum of the clemastine peak of the Diluted sample solution corresponds to that of the Standard solution, as obtained in the test
ties.

g/L of anhydrous dibasic sodium phosphate in water

g/L of monobasic potassium phosphate in water

tion A and Solution B (612:388)

C and water (25:75)

fethanol and Buffer (83:17)

ol and water (50:50)

n: 0.14 mg/mL of USP Clemastine Fumarate RS in Diluent

12 Transfer a quantity of NLT 20 finely powdered Tablets, equivalent to 14 mg of clemastine fumarate, to a 200-mL conical

10 mL of Diluent into the flask, shake for 30 min, centrifuge, and filter the supernatant.
ic system
raphy (621), System Suitability.)

220 nm

im x 25-cm; 10-uym packing L7
IL/min

me: 100 pL

ity

lard solution

uirements

1dard deviation: NMT 1.5%

1dard solution and Sample solution
e percentage of the labeled amount of clemastine fumarate (C21H260INO : C4H404) in the portion of Tablets taken:

Result=(r /rg) x (C/C) x 100
ieak response from the Sample solution

ieak response from the Standard solution
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'ESTS

20.0 g of citric acid monohydrate in 7000 mL of water, add 22.0 mL of sodium hydroxide solution (3 in 10) and 8.8 mL of
cid, and dilute with water to 2000 mL. Adjust, if necessary, with sodium hydroxide solution (1 in 2) to a pH of 4.0.

500 mL

rpm

: USP Clemastine Fumarate RS in Medium with a similar concentration to the Sample solution
12 Centrifuge 60 mL of the solution under test for 20 min at 4000 rpm.
nditions

relength: About 420 nm
1

1dard solution, Sample solution, and Blank

0 mL of the Samples to individual 125-mL separatory funnels, and treat each of the solutions as follows. Add 10 mL of methyl
lution (2 in 10,000), mix, add 20.0 mL of chloroform, shake simultaneously by mechanical means for 10 min, remove the

n layer, and centrifuge the chloroform layer for 10 min at 4000 rpm. Use the Blank to set the instrument.

,1H,,CINO - C,H,0,) dissolved.

CINO-C,H,0,) is dissolved.

e percentage of the labeled amount of clemastine fumarate (C

'75% (Q) of the labeled amount of clemastine fumarate (C,,H,,

ace Units (905): Meet the requirements

»f monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 4.0.
1anol, acetonitrile, and Buffer (35:35:30)
1anol, acetonitrile, and Buffer (40:37.5:22.5)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
3 100 0
3.1 0 100
18 0 100
18.1 100 0
25 100 0

solution 1: 0.14 mg/mL of USP Clemastine Fumarate RS in Solution A. Sonicate for NLT 5 min or until dissolved.

solution 2: 0.14 mg/mL of USP 4-Chlorobenzophenone RS in methanol. Sonicate for NLT 5 min or until dissolved.
ity solution: 2.8 pg/mL each of USP Clemastine Fumarate RS and USP 4-Chlorobenzophenone RS in Solution A from Standard
1 and Standard stock solution 2
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