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N,5-bis(4-chlorophenyl)-3,5-dihydro-3-[(1-methylethyl)imino]-;

-10-(p-chioropnenyl)-Z,10-ai ro-Z-(Isopropylimino)pnenazine : -03-Y, . .
)-10-(p-chlorophenyl)-2,10-dihydro-2(i ylimino)phenazine CAS RN®: 2030-63-9; UNII: D959AE5USF.

1ins NLT 98.0% and NMT 102.0% of clofazimine (C

CI2N4), calculated on the dried basis.

¢ Ioentirication Tests (197), Infrared Spectroscopy: 197A or 197K, (cN 1-May-2020)

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

nL of sodium dodecyl sulfate, 1.7 mg/mL of tetrabutylammonium hydrogen sulfate, and 1.8 mg/mL of disodium hydrogen

~ater. Adjust with dilute phosphoric acid (about 8.5%) to a pH of 3.0 in 90% of the volume before diluting with water to

.cetonitrile and Buffer (65:35)

n: 0.05 mg/mL of USP Clofazimine RS in Mobile phase

12 0.05 mg/mL of Clofazimine in Mobile phase

ic system
raphy (621), System Suitability.)

280 nm

im x 25-cm; 5-ym packing L7
mL/min

me: 20 pL
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ieak response from the Sample solution
ieak response from the Standard solution

:oncentration of USP _Clofazimine RS in the Standard solution (mg/mL)

:oncentration of Clofazimine in the Sample solution (mg/mL)

eria: 98.0%—102.0% on the dried basis

1(281): NMT 0.1%

hase, and Chromatographic system: Proceed as directed in the Assay.

ity solution: 0.5 mg/mL of USP Clofazimine RS and 1.5 pg/mL of USP Clofazimine Related Compound B RS in Mobile phase
in: 0.5 pg/mL of USP Clofazimine RS and 5.0 ug/mL of USP Clofazimine Related Compound B RS in Mobile phase

12 0.5 mg/mL of Clofazimine in Mobile phase

ity

‘em suitability solution and Standard solution

uirements
NLT 2.0 between the clofazimine and clofazimine related compound B peaks, System suitability solution
1dard deviation: NMT 2.8% for the clofazimine peak and NMT 2.0% for the clofazimine related compound B peak, Standard

1dard solution and Sample solution
e percentage of clofazimine related compound B in the portion of Clofazimine taken:

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

ieak response of clofazimine related compound B from the Sample solution

ieak response of clofazimine related compound B from the Standard solution

:oncentration of USP Clofazimine Related Compound B RS in the Standard solution (mg/mL)

:oncentration of Clofazimine in the Sample solution (mg/mL)

e percentage of any individual unspecified impurity in the portion of Clofazimine taken:
Result = (r,/r;) x (C/C ) x 100

ieak response of any individual unspecified impurity from the Sample solution

ieak response of clofazimine from the Standard solution

:oncentration of USP_Clofazimine RS in the Standard solution (mg/mL)

:oncentration of Clofazimine in the Sample solution (mg/mL)

eria: See Table 1. Disregard any impurity peaks less than 0.05%.

Table 1
Relative Acceptance
Retentinn Criteria
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