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rtisone Valerate Cream

alerate Cream is Hydrocortisone Valerate in a suitable cream base. It contains NLT 90.0% and NMT 110.0% of the labeled
ocortisone valerate (CZ6H3806).

20MATOGRAPHIC IDENTIFICATION TEST (201),
ard solution and Sample solution from the Assay
eria: Meets the requirements

.cetonitrile and water (45:55)

d solution: 2.0 mg/mL of ethyl benzoate in methanol

solution: 0.5 mg/mL of USP Hydrocortisone Valerate RS in methanol. Prepare immediately before use.

n: 0.1 mg/mL of USP Hydrocortisone Valerate RS in methanol, prepared as follows. Pipet 2 mL of the Standard stock solution

1e Internal standard solution into a 10-mL volumetric flask, and dilute with methanol to volume.

12 Nominally 0.1 mg/mL of hydrocortisone valerate, prepared as follows. Transfer a quantity of Cream, equivalent to 1 mg of

e valerate, to a screw-capped tube. Add 8.0 mL of a mixture of methanol and water (3:1), and swirl to disperse. Heat at 80° for
jain, and allow to cool to room temperature. Add 2.0 mL of the Internal standard solution. Centrifuge for 5 min, and filter, if
obtain a clear supernatant.
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lard solution

ative retention times for ethyl benzoate and hydrocortisone valerate are about 0.8 and 1.0, respectively.]
uirements

NLT 3.0 between ethyl benzoate and hydrocortisone valerate

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of hydrocortisone valerate (026H3806) in the portion of Cream taken:

Result = (R /R,) x (C/C ) x 100
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eria: 90.0%-110.0%

"ESTS
3): Meets the requirements

JUIREMENTS
»RAGE: Preserve in well-closed containers.

TANDARDS (11)
/alerate RS

Please check for your question in the FAQs before contacting USP.

lopic/Question Contact

Expert Committee

INE VALERATE CREAM Documentary Standards Support

tabase Information: Chromatographic Database

wred In:
Volume No. Information currently unavailable
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