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1zole

531.43
1I-4-[4-[[2-(2,4-dichlorophenyl)-2-(1H-imidazol-1-ylmethyl)-1,3-dioxolan-4-yllmethoxylphenyl]-, cis-;
o-[[2-(2,4-dichlorophenyl)-2-(imidazol-1- yimethyl)-1,3-dioxolan-4-yllmethoxylphenyl)piperazine  CAS RN®: 65277-42-1; UNII:

:ains NLT 98.0% and NMT 102.0% of ketoconazole (CzestC|zN4o4)' calculated on the dried basis.

DENTIFICATION TEsTs (197), Infrared Spectroscopy: 197K

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

1L of Atetrabutylammonium (ERR 1-0ct-2024) hydrogen sulfate in water

onitrile and Buffer (5:95)
Jnitrile and Buffer (50:50)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
20 0 100
25 0 100
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0.1 mg/mL of Ketoconazole in Diluent
3 system

25nm

m x 10-cm; 3-um packing L1
nL/min

1e: 10 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of ketoconazole (CZSHZBCI2N4O4) in the portion of Ketoconazole taken:

aak response from the Sample solution

2ak response from the Standard solution

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

sncentration of Ketoconazole in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the dried basis

£281)

wia: NMT 0.1%

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

A, Solution B, Mobile phase, Diluent, and Chromatographic system: Proceed as directed in the Assay.

n: 0.01 mg/mL each of USP Ketoconazole RS and USP Terconazole RS in Diluent

10.0 mg/mL of Ketoconazole in Diluent
y
ard solution
lirements

LT 2.0 between ketoconazole and terconazole peaks
dard deviation: NMT 5.0% for the ketoconazole peak

dard solution and Sample solution

: percentage of any impurities in the portion of Ketoconazole taken:

aak response of any impurities from the Sample solution
2ak response of Ketoconazole from the Standard solution

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

»ncentration of Ketoconazole in the Sample solution (mg/mL)

ria: Disregard any peak less than 0.05%.
unspecified impurity: NMT 0.10%
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