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ol and Hydrocortisone Cream

drocortisone Cream contains NLT 90.0% and NMT 110.0% of the labeled amounts of clioquinol (C,H_CIINO) and

(Cc 0,) in a suitable cream base.

21H30

1 time of the clioquinol peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay for

1 time of the hydrocortisone peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay

2

d solution: 2 mg/mL of pyrene in pyridine
solution: 3 mg/mL of USP Clioquinol RS in a mixture of pyridine and n-hexane (4:1)

n: Transfer 1.0 mL of the Standard stock solution, 1.0 mL of N,0-bis(trimethylsilyl)acetamide, and 1.0 mL of Internal standard
uitable screw-capped glass vial fitted with a polytef-lined septum, and mix. Heat on a water bath at 50° for 15 min, and cool to
iture.

12 Transfer nominally 150 mg of clioquinol from Cream to a 60-mL separator. Place the separator on its side in a vacuum oven
Remove the separator, cool to room temperature, and add 15.0 mL of a mixture of pyridine and hexane (4:1). Insert the
separator, and mix until the specimen is completely dispersed. Transfer the contents of the separator to a 50-mL volumetric
» separator with two 15-mL portions of a mixture of pyridine and hexane (4:1), collecting the rinsings in the volumetric flask,
1the same solvent mixture to volume. Immediately transfer 1 mL of this solution to a dry, screw-capped glass vial, and

1 the aid of gentle heat and a stream of nitrogen to dryness. Dissolve the residue in 1.0 mL of a mixture of pyridine and

1dd 1 mL each of N,0-bis(trimethylsilyl)acetamide and Internal standard solution to the screw-capped glass vial fitted with a
eptum, and mix. Heat on a water bath at 50° for 15 min, and cool to room temperature.
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shromatograms to obtain NLT 40% of maximum recorder response, and measure the peak response of each component.
e percentage of the labeled amount of clioquinol (CQHSCIINO) in the portion of Cream taken:

Result = (R /R,) x (C/C ) x 100
ieak response ratio of clioquinol to the internal standard from the Sample solution
ieak response ratio of clioquinol to the internal standard from the Standard solution

:oncentration of USP Clioquinol RS in the Standard solution (mg/mL)

iominal concentration of clioquinol in the Sample solution (mg/mL)
eria: 90.0%-110.0%
.cetonitrile, methanol, and water (1:1:2.75)

solution: 1 mg/mL of USP Hydrocortisone RS in alcohol
n: 100 pg/mL of USP Hydrocortisone RS in alcohol from the Standard stock solution

1: Transfer nominally 10 mg of hydrocortisone from Cream to a 50-mL centrifuge tube. Add 30 mL of alcohol, and heat on a

st to boiling. Shake for 15 min, and centrifuge. Transfer the supernatant extract to a 100-mL volumetric flask. Repeat the

1 two 20-mL portions of alcohol, combining the extracts in the 100-mL volumetric flask. Add alcohol to volume, mix, and filter.
ity stock solution: 0.5 mg/mL of methylparaben in alcohol

ity solution: Transfer 2 mL of System suitability stock solution and 20 mL of Standard stock solution into a 200-mL volumetric
te with alcohol to volume.
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itive retention times for methylparaben and hydrocortisone are 0.6 and 1.0, respectively.]
uirements

NLT 2.0 between the hydrocortisone and methylparaben peaks

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of hydrocortisone (C 05) in the portion of Cream taken:

21 H30
Result = (r /rg) x (C/C) x 100

ieak response from the Sample solution

ieak response from the Standard solution

:oncentration of USP Hydrocortisone RS in the Standard solution (mg/mL)

iominal concentration of hydrocortisone in the Sample solution (mg/mL)
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