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| Topical Solution

solution contains NLT 90.0% and NMT 110.0% of the labeled amount of minoxidil (C;H

i IpenmiFicaion Tests (197), Infrared Spectroscopy: 197M 4 (cN 1-Mav-2020)

te 1 mL of the Topical Solution under a stream of nitrogen while heating at 50°.

rria: Meets the requirements

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

1.65 mL of heptafluorobutyric acid to a 1000-mL volumetric flask. Dilute with water to volume.

Jnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 100 0

10.0 60 40
10.1 100 0
15.0 100 0

)l and water (50:50)

y solution: 0.4 mg/mL of USP Minoxidil RS and 0.001 mg/mL of USP Minoxidil Related Compound E RS in Diluent

n: 0.05 mg/mL of USP Minoxidil RS in Diluent
 Nominally 0.05 mg/mL of minoxidil in Diluent
> system

aphy (621), System Suitability.)

80 nm

m x 10-cm; 1.7-pm packing L1

rature: 35°

nL/min

e 1L

y

am suitability solution and Standard solution
lirements

LT 1.5 between minoxidil and minoxidil related compound E, System suitability solution
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2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Minoxidil RS in the Standard solution (mg/mL)

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

ria: 90.0%-110.0%

ion B, Mobile phase, Diluent, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
n: 0.4 pg/mL of USP Minoxidil RS in Diluent

: Nominally 0.4 mg/mL of minoxidil in Diluent. Pass through a suitable filter of 0.2-ym pore size.

y

>m suitability solution and Standard solution

lirements

LT 1.5 between minoxidil and minoxidil related compound E, System suitability solution

dard deviation: NMT 2.8%, Standard solution

dard solution and Sample solution
» percentage of each unspecified impurity in the portion of Topical Solution taken:

Result = (r /r)) x (C/C ) x 100
2ak response of each unspecified impurity from the Sample solution
2ak response of minoxidil from the Standard solution
»ncentration of USP Minoxidil RS in the Standard solution (mg/mL)
>minal concentration of minoxidil in the Sample solution (mg/mL)

ria: See Table 2. Disregard any impurity peaks less than 0.05%.

Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
ited compound A
xide -
0.36
1alogle 0.51 -
1.00 -
ited compound E
idil)ed 1.03
0.2
es - 2.0
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