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| Tablets

:ontain NLT 90.0% and NMT 110.0% of the labeled amount of minoxidil (CgH15N50).

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

ethanol, glacial acetic acid, and water (70:1:30). Add 3.0 g/L of docusate sodium, and adjust with perchloric acid to a pH of

n: 0.25 mg/mL of USP Minoxidil RS in Mobile phase

: Nominally 0.25 mg/mL of minoxidil in Mobile phase prepared as follows. Dissolve the equivalent to 5 mg of minoxidil, from
wdered Tablets (NLT 10), in 20.0 mL of Mobile phase, and shake for 5 min.

> system

aphy (621), System Suitability.)

54 nm. For Identification B, use a diode array detector in the range of 200—400 nm.
x 25-cm; 5-uym packing L1

_/min

1e: 10 L

2 times the retention time of the minoxidil peak

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

s percentage of the labeled amount of minoxidil (C,H, ;N.O) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
aak response of minoxidil 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)
wria: 90.0%-110.0%
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31 nm for Tablets containing up to 10 mg of minoxidil; UV 287 nm for Tablets containing more than 10 mg of minoxidil

dJard solution and Sample solution

» percentage of the labeled amount of minoxidil (CgHwNSO) dissolved:

Result = (A /A)) x C x D x (V/L) x 100
asorbance of the Sample solution
ysorbance of the Standard solution
»ncentration of USP Minoxidil RS in the Standard solution (mg/mL)

lution factor for the Sample solution
lume of the Medium, 900 mL

bel claim (mg/Tablet)

75% (Q) of the labeled amount of minoxidil (C,H, ,N.O) is dissolved.

«6e Units (905): Meet the requirements

ssolve 2.0 g of sodium lauryl sulfate in a mixture of 600 mL of methanol, 10 mL of glacial acetic acid, and 400 mL of water.

-chloric acid to a pH of 3.0 + 0.1, and pass through a suitable filter of 0.45-ym pore size.

)l and water (50:50)

n: 0.005 mg/mL of USP Minoxidil RS in Diluent

on: 0.25 pg/mL of USP Minoxidil RS in Diluent from Standard solution

 Nominally 0.25 mg/mL of minoxidil in Diluent from NLT 20 powdered Tablets. Transfer a suitable amount of the powdered

ppropriate volumetric flask. Initially add Diluent to about 60% of the flask volume, shake on a mechanical shaker for 20 min,
-with Diluent to volume. Pass through a suitable filter of 0.45-uym pore size.

> system

aphy (621), System Suitability.)

80 nm

m x 15-cm; 3- to 10-um packing L1

nL/min

3 times the retention time of the minoxidil peak
1e: 40 pL

y

dard solution and Sensitivity solution
ltirements

* NMT 2.0, Standard solution

dard deviation: NMT 2.0%, Standard solution
ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of any unspecified impurity in the portion of the Tablets taken:

Result = (r /r) x (*C,/C ,a (RR 1-Jun-2021)) X 100
aak response of any unspecified impurity from the Sample solution

2ak response of minoxidil from the Standard solution
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