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ethyl-2-(1-methylethyl)- CAS RN®: 1490-04-6.

hol obtained from oils derived from a variety of mints or prepared synthetically. Menthol may be levorotatory (I-menthol) from

stic sources, or racemic (d-menthol). It contains NLT 98.0% and NMT 102.0% of menthol (

time of the major peak from the Sample solution corresponds to that of the menthol peak from the Standard solution, as

say.

aquirements in the test for Optical Rotation.

rd solution: 10 mg/mL of 1-butanol in hexanes, (ysp 1-Dec-2022)

n: 10 mg/mL of USP Menthol RS in Athe Internal standard solution (USP 1-Dec-2022)

1 10 mg/mL of Menthol in Athe Internal standard solution 5 (USP 1-Dec-2022)

> system
aphy (621), System Suitability.)

e ionization

nm x 20-m fused silica; coated with a 0.18-pum film of stationary phase G16

t: 250°
1
Table 1.
Table 1
Hold Time
Initial Temperature Final at Final

Femperature Ramp Temperature Temperature

) (*/min) ) (min)

60 20 110 10
rdrogen
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lirements

dard deviation: NMT 2.0% for Athe ratio of menthol to internal standard peak responses 4 (USP 1-Dec-2022) in replicate

dJard solution and Sample solution

» percentage of menthol (CmHzoO) in the portion of Menthol taken:

Result = (r,/rg) x (C/C ) x 100
2ak Aresponse ratio (USP 1-Dec-2022) Of menthol Ato the internal standard , (USP 1-Dec-2022) from the Sample solution

zak Aresponse ratio, (USP 1-Dec-2022) ©f menthol Ato the internal standard , (USP 1-Dec-2022) from the Standard solution
»ncentration of USP Menthol RS in the Standard solution (mg/mL)

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

ria: 98.0%—-102.0%

.E REsIDUE
ate 2 g, accurately weighed, in a tared open porcelain dish on a steam bath, and dry the residue at 105° for 1 h.
ria: NMT 0.05%

5
rd solution, 4 (usp 1-Dec-2022) Standard solution, Sample solution, Chromatographic system, and System

iceed as directed in the Assay.

le solution
: percentage of each individual impurity in the portion of Menthol taken:

Result = (r,/r,) x 100
sak area of each impurity from the Sample solution

1m of the peak areas from the Sample solution

ria

Jrities: NMT 0.5% for isomenthol (relative retention time is 1.08) from synthetic racemic menthol and 0.3% for all other
»m natural and synthetic menthol

s: NMT 2.0%

SuBsTANCEs IN d/-MEenTHOL

. Place 500 mg of dl-menthol in a clean, dry test tube. Add 10 mL of a solution of potassium permanganate, prepared by

f 0.1 N potassium permanganate with water to 100 mL.
he test tube in a beaker with water at a temperature between 45° and 50°. Remove the tube from the bath at intervals of 30 s,

y by shaking.
rria: The purple color of potassium permanganate is still apparent after 5 min.

oF dI-MenTHOL

:mperature (651).)

s test preferably in a room with a temperature below 30° and a relative humidity below 50%.]

dl-menthol, previously dried in a desiccator over silica gel for 24 h

he Sample in a dry test tube with an internal diameter of 18—20 mm, and melt the contents at a temperature of about 40°.
'st tube in water at a temperature of 23°-25°, and stir the contents of the tube continually with a thermometer, keeping the
rmometer immersed in the liquid.

wia: dl-Menthol conaeals at a temneratiire hetween 27° and 28° Shartlv after the temneratiire has stahilized at the
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