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ol Propionate Topical Solution

nate Topical Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of clobetasol propionate (C CIFOS).

25H32

20MATOGRAPHIC IDENTIFICATION TEST (201)
n: 0.75 mg/mL of USP _Clobetasol Propionate RS in chloroform
ominally 0.75 mg/mL of clobetasol propionate. Transfer a portion of Topical Solution equivalent to 1.5 mg of clobetasol to a

tory funnel. Add 5 mL of water, and extract with 5 mL of chloroform. Collect the lower layer through a cotton wool plug, and
1 the aid of a stream of nitrogen to dryness. Dissolve the residue in 2 mL of chloroform.

ent system: Chloroform, acetone, and alcohol (100:10:5)

eria: The R_value of the principal spot obtained from the Test solution corresponds to that from the Standard solution.

nonobasic sodium phosphate. Adjust with 85% phosphoric acid to a pH of 2.5.

.cetonitrile, methanol, and Buffer (95:20:85)

d solution: 0.2 mg/mL of beclomethasone dipropionate in methanol

ity solution: 0.001 mg/mL of USP Clobetasol Propionate Related Compound A RS and 0.1 mg/mL of USP. Clobetasol

1 in Mobile phase

n: 0.04 mg/mL of USP Clobetasol Propionate RS and 0.08 mg/mL of beclomethasone dipropionate prepared as follows.

1g of USP Clobetasol Propionate RS to a 25-mL volumetric flask, add 10.0 mL of the Internal standard solution, and dilute with

olume.

12 Nominally 0.04 mg/mL of clobetasol propionate. Transfer a portion of Topical Solution equivalent to 1.0 mg of clobetasol
a 25-mL volumetric flask, add 10.0 mL of the Internal standard solution, and dilute with Mobile phase to volume.

ic system

raphy (621), System Suitability.)

240 nm
am x 15-cm; packing L1
IL/min
10 pL
ity
'm suitability solution
itive retention times for clobetasol propionate and clobetasol propionate related compound A are 1.0 and 1.1, respectively.]
uirements
NLT 1.5 between clobetasol propionate and clobetasol propionate related compound A
siency: NLT 5000 theoretical plates for the clobetasol propionate peak
r: NMT 2.0 for the clobetasol propionate peak

adard daviatinn: NINMT 2 N% far tha ~lahatacnl nraninnata naal
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atio of the clobetasol propionate peak area to the internal standard peak area from the Sample solution
atio of the clobetasol propionate peak area to the Internal standard peak area from the Standard solution

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

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

eria: 90.0%-110.0%

"ESTS
3): Meets the requirements

aTion Tests (61)andTests For SpeciFiep Microoreanisms (62): The total aerobic microbial count does not exceed 102 cfu/g. It
ments of the tests for absence of Staphylococcus aureus, Pseudomonas aeruginosa, Escherichia coli, and Salmonella species.
0

IUIREMENTS
JrAGE: Preserve in tight containers. Store at controlled room temperature. Do not refrigerate.
TANDARDS (11)

onate RS
onate Related Compound A RS

iydroxy-16B-methyl 3-oxo-androsta-1,4-diene-17(R)-spiro-2'-[4'-chloro-5"-ethylfuran-3'(2'H)-one].
448.96

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