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zole Lozenges

:nges contain NLT 90.0% and NMT 110.0% of the labeled amount of clotrimazole (szHwCINz) in a suitable molded base.

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

»f anhydrous monobasic sodium phosphate and 0.35 g/L of anhydrous dibasic sodium phosphate in water. The resulting

pH of 6.6-7.0.

.cetonitrile and Buffer (1:1)

trile and water (1:1)

n: 0.2 mg/mL of USP Clotrimazole RS in Diluent

12 Nominally 0.2 mg/mL of clotrimazole in Diluent prepared as follows. Transfer a portion of powdered Lozenges (from NLT 20

Jivalent to 5 mg of clotrimazole to a 25-mL volumetric flask. Dilute with Diluent to volume. Sonicate for about 10 min, and
3500 rpm for about 15 min at ambient temperature to obtain a clear supernatant. Use the clear supernatant for injection.
ic system

raphy (621), System Suitability.)

206 nm. For Identification test B use a diode array detector in the range of 200—-400 nm.
am x 15-cm; 5-pm packing L85

IL/min

me: 8 pL

5 times the retention time of clotrimazole

ity

lard solution

uirements

r: NMT 1.5

1dard deviation: NMT 1.0%

1dard solution and Sample solution
e percentage of the labeled amount of clotrimazole (szHwCINz) in the portion of Lozenges taken:

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

ieak response of clotrimazole from the Standard solution
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'ESTS

wydrochloric acid; 500 mL, deaerated
rpm

amount of clotrimazole (C CINZ) dissolved by using the following method.

22H17
y/mL of dibasic potassium phosphate in water

1g/mL of dibasic potassium phosphate in water

fethanol and Buffer A (4:1)

ol and Buffer B (60:40)

solution: 0.02 mg/mL of USP. Clotrimazole RS in Medium

in: 4 ug/mL from the Standard stock solution in Diluent

12 Withdraw 25 mL of the solution under test from the vessel. Pass through a polyvinylidene difluoride filter of 0.45-um pore
ard the first 10 mL of the filtrate. Transfer 5.0 mL of filtrate to a 25-mL volumetric flask, and dilute with Diluent to volume.

ic system

215 nm

im x 7.5-cm; packing L1
mL/min

me: 20 pL

ity

lard solution

uirements

r: NMT 2.0

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of clotrimazole (C CIN,) dissolved:

22H‘I7
Result = (r /r) x (C/L) x D x Vx 100

eak response from the Sample solution

eak response from the Standard solution

oncentration of the Standard solution (mg/mL)

abel claim of clotrimazole (mg/Lozenge)
ilution factor for the Sample solution, 5

olume of Medium, 500 mL

"80% (Q) of the labeled amount of clotrimazole (C CIN,) is dissolved.

2
Ace Units (905): Meet the requirements

hase, Diluent, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
n: 1 ug/mL each of USP Clotrimazole RS, USP Clotrimazole Related Compound A RS, and USP Imidazole RS in Diluent
ity
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