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rtisone Valerate Ointment

alerate Qintment contains NLT 90.0% and NMT 110.0% of the labeled amount of hydrocortisone valerate (C 06) ina

26H38
nt base.

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 Ointment, 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 in a

itil melted (about 30 s), swirl again, and allow to cool to room temperature. Add 2.0 mL of the Internal standard solution.

5 min, and filter the supernatant, if necessary, to obtain a clear solution.

ic system

254 nm

am x 30-cm; packing L1

IL/min

me: 10 pL

ty

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 Ointment taken:

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

"ESTS
3): Meets the requirements

aTion TesTs (61)andTests For SpeciFiep Microoreanisms (62): The total microbial count does not exceed 102 cfu/g. It meets the
1e tests for absence of Staphylococcus aureus and Pseudomonas aeruginosa.

JUIREMENTS
JRAGE: Preserve in tight containers, and store at controlled room temperature.

TANDARDS (11)
/alerate RS

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

lopic/Question Contact Expert Committee

)NE VALERATE OINTMENT Documentary Standards Support SM52020 Small Molecules 5

tabase Information: Chromatographic Database

wred In:
Volume No. PF 27(2)

GUID-87A1EA60-COF8-4A46-9F5B-4941987E1A29_1_en-US
.0rg/10.31003/USPNF_M38475_01_01

Documents

Document Sharing Hub

Full document details: Hydrocortisone Valerate Ointment


https://online.uspnf.com/uspnf/current-document/1_GUID-91E6617A-B2E2-4130-9713-42AA6873E436_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-91E6617A-B2E2-4130-9713-42AA6873E436_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-91E6617A-B2E2-4130-9713-42AA6873E436_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-91E6617A-B2E2-4130-9713-42AA6873E436_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1321004
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20HYDROCORTISONE%20VALERATE%20OINTMENT,%20ID%20:%2038475
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M38475_01_01
https://doi.org/10.31003/USPNF_M38475_01_01
http://www.avadocuments.com/doc/hydrocortisone-valerate-ointment
http://www.avadocuments.com/doc/hydrocortisone-valerate-ointment

