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;one Furoate Topical Solution

ate Topical Solution is Mometasone Furoate in a suitable aqueous vehicle. It contains NLT 90.0% and NMT 110.0% of the

of mometasone furoate (C,,H, CL0O,).

time of the major peak of the Sample solution corresponds to that of the Standard solution® , (ERR 1-Dec-2022) - @S obtained in

OMATOGRAPHIC IDENTIFICATION TEST (201)
n: 1 mg/mL of USP Mometasone Furoate RS in a mixture of chloroform and methanol (4:1)

. Transfer the equivalent of 2 mg of mometasone furoate from Topical Solution to a 50-mL centrifuge tube. Add 10 mL of
‘he aqueous solution with 20 mL of chloroform. Remove the chloroform layer, dry over anhydrous sodium sulfate, and filter
»n pledget. Repeat the chloroform extraction, and combine the dried extracts. Evaporate the chloroform solution to dryness
‘h under a stream of nitrogen. Allow the sample specimen to cool to room temperature. Dissolve the residue in a mixture of
1 methanol (4:1) to obtain 1 mg/mL of Sample solution.

ne: 20 pL

nt system: Chloroform and ethyl acetate (3:1)

wia: The R_value of the principal spot of the Sample solution corresponds to the that of the Standard solution.

n light.]
rile, water, and glacial acetic acid (50:50:1)
r

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 70 30
2 70 30
45 45 55
46 70 30
50 70 30

n: 0.1 mg/mL of USP Mometasone Furoate RS in Solution B
. Transfer a portion of Topical Solution, equivalent to about 2.5 mg of mometasone furoate, to a 25-mL flask. Dilute with
ne, and mix. Pass a portion of the solution through a polypropylene filter of 0.2-um pore size, discarding the first 1-2 mL of
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_/min

50 yL

y

ard solution

lirements:

'* NMT 1.5 for the mometasone furoate peak
dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of mometasone furoate (C Cl,0,) in the portion of Topical Solution taken:

27H30
Result = (r,/r)) x (C/C ) x 100

2ak response from the Sample solution

2ak response from the Standard solution

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

>minal concentration of mometasone furoate in the Sample solution (mg/mL)

ria: 90.0%-110.0%

n light]
A, Solution B, Mobile phase, Standard solution, and Sample solution: Prepare as directed in the Assay.

'y solution: 0.1 ug/mL of USP Mometasone Furoate RS from Standard solution in Diluent
> system
aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-um packing L60
rature: 25 + 5°

_/min

50 L

y

n suitability solution
lirements

dard deviation: NMT 10%

nt, System suitability solution, and Sample solution
any peak areas less than that of the System suitability solution. Also, exclude any peaks with the same retention times as
1in the Diluent. Any peaks having a relative retention time of 1.04 or 1.13 are controlled in the Mometasone Furoate

d therefore are not included in the total specified and unspecified impurities limit.]
: percentage of each impurity in the portion of Topical Solution taken:

Result = (r /r,) x 100
ak response of each impurity from the Sample solution
1m of all the peak responses from the Sample solution

ria: See Table 2.

Table 2
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