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e Nitrate
N Cl
e
Cl
+  HNOy
J 44470

3
{(4-chlorophenyl)methoxy]-2-(2,4-dichlorophenyl)ethyl]-, mononitrate, (t)-;

B-[(p-chlorobenzyl)oxylphenethyll-imidazole mononitrate CAS RN®: 24169-02-6; UNII: H438WYN10E.

contains NLT 98.0% and NMT 102.0% of econazole nitrate (C18H1SCI3N20 : HNOB), 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.

10 mg with 5 mL of water

the Sample solution, and cool the resulting suspension in ice. Keeping the suspension cool, add 0.4 mL of potassium chloride
0), 0.1 mL of diphenylamine TS, and, dropwise with shaking, 5 mL of sulfuric acid.

ria: An intense blue color develops.

g/L of ammonium acetate in water
anol and Solution A (20:80)
dnitrile and methanol (60:40)

e Table 1.
Table 1

Time Solution B Solution C
(min) (%) (%)

0 60 40

25 10 90

27 10 90
27.1 60 40
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25nm

m x 10-cm; 3-um packing L1
rature: 35°

nL/min

1e: 10 L

y

ard solution

lirements

* NMT 1.5

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of econazole nitrate (C18H1SCI3N20 : HN03) in the portion of Econazole Nitrate taken:

Result = (r /r)) x (C/C ) x 100
2ak response of econazole from the Sample solution

2ak response of econazole from the Standard solution

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

>ncentration of Econazole Nitrate in the Sample solution (mg/mL)

wia: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

d Chromatographic system: Proceed as directed in the Assay.

n: 0.02 mg/mL each of USP Econazole Related Compound A RS, USP Econazole Related Compound B RS, and USP
ited Compound C RS, and 0.01 mg/mL of USP Econazole Nitrate RS in methanol

: 10 mg/mL of Econazole Nitrate in methanol

y

ard solution

le 2 for the relative retention times.]

lirements

LT 3.0 between econazole related compound C and econazole

dard deviation: NMT 3% for econazole related compound A, econazole related compound B, econazole related compound C,
zole

dJard solution and Sample solution
» percentage of econazole related compound A, econazole related compound B, or econazole related compound C in the
Econazole Nitrate taken:

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

aak response of econazole related compound A, econazole related compound B, or econazole related compound C from the
ample solution

aak response of econazole related compound A, econazole related compound B, or econazole related compound C from the
tandard solution

»ncentration of USP Econazole Related Compound A RS, USP Econazole Related Compound B RS, or USP Econazole Related
:ompound C RS in the Standard solution (mg/mL)

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