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wrbamazine Citrate Tablets

e Citrate Tablets contain NLT 95.0% and NMT 105.0% of the labeled amount of diethylcarbamazine citrate (C, H,,N,O -

amazine Citrate Tablets labeled solely for veterinary use are exempt from the requirements of the test for Dissolution.]

Jreanic Nitrogenous Bases (181): Meet the requirements

'L of monobasic potassium phosphate in water

I mg/mL of monobasic potassium phosphate in water
ethanol and Solution A (100:900)
n: 0.1 mg/mL of USP Diethylcarbamazine Citrate RS in Solution B

:Nominally 0.1 mg/mL of diethylcarbamazine citrate prepared as follows. Transfer an amount of finely powdered Tablets
ablets) equivalent to 5 mg of diethylcarbamazine citrate to a 50-mL volumetric flask, and dissolve in and dilute with Solution

> system

20 nm

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

1e: 20 yL

b

ard solution

lirements

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of diethylcarbamazine citrate (C10H21N3O : CGH807) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

>ncentration of USP Diethylcarbamazine Citrate RS in the Standard solution (mg/mL)

»minal concentration of diethylcarbamazine citrate in the Sample solution (mg/mL)
wria: 95.0%-105.0%

ESTS
1). (for Tablets labeled solely for veterinary use): 30 min
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rmine the amount of diethylcarbamazine citrate (C, H,,N,0 - C ,H,0.) dissolved as directed in the Assay.

10" 21
T75% (Q) of the labeled amount of diethylcarbamazine citrate (C

6 Units (905): Meet the requirements

0-CH,0,) is dissolved.

ion B, Mobile phase, and Chromatographic system: Proceed as directed in the Assay.

on: 2 mg/mL of citric acid in Solution B

n: 0.003 mg/mL of USP Diethylcarbamazine Citrate RS in Solution B

. Transfer an amount of finely powdered Tablets (from NLT 20 Tablets) nominally equivalent to 300 mg of diethylcarbamazine

)-mL volumetric flask. Dilute with Solution B to volume. Filter or centrifuge, and use the clear filtrate or supernatant.

: acid solution, Standard solution, and Sample solution

: percentage of any individual impurity in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100

2ak response of any individual impurity from the Sample solution. [Note—Disregard any peak having a retention time

orresponding to that of the main peak of the Citric acid solution.]

aak response of diethylcarbamazine citrate from the Standard solution

»ncentration of USP Diethylcarbamazine Citrate RS in the Standard solution (mg/mL)

>minal concentration of diethylcarbamazine citrate in the Sample solution (mg/mL)

wria: NMT 0.1%

UIREMENTS
RAGE: Preserve in tight containers.

ANDARDS (171)
ne Citrate RS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact

Expert Committee

AAZINE CITRATE TABLETS Documentary Standards Support

:abase Information: Chromatographic Database

red In:
volume No. PF 30(1)
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