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isol Propionate

484.96
3,20-dione, 21-chloro-6,9-difluoro-11-hydroxy-16-methyl-17-(1-oxopropoxy)-, (6a,118,168)-;
luoro-11B,17-dihydroxy-16B-methylpregna-1,4-diene-3,20-dione 17-propionate CAS RN®: 66852-54-8; UNII: 9TAOK1TY3Z.

ionate contains NLT 98.0% and NMT 102.0% of halobetasol propionate (C

¢ loenTiFication Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

CIF,0,), calculated on the dried basis.

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

:onitrile and water (90:110)

onitrile
ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
2 64.5 355
22 64.5 35.5
23 100 0
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240 nm

im x 25-cm; 5-um packing L1
srature: 40°

mL/min

me: 20 pL

ity

lard solution

0.9-1.1

uirements

1dard deviation: NMT 0.73%

1dard solution and Sample solution

e percentage of halobetasol propionate (C CIFZOS) in the portion of Halobetasol Propionate taken:

25H31
Result = (r /r) x (C/C,) x 100
ieak response of halobetasol propionate from the Sample solution

ieak response of halobetasol propionate from the Standard solution

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

:oncentration of Halobetasol Propionate in the Sample solution (mg/mL)

eria: 98.0%—102.0% on the dried basis

1(281): NMT 0.1%
tandard solution, and Sample solution: Prepare as directed in the Assay.
ic system

240 nm

am x 25-cm; 5-pum packing L1
srature: 40°

mL/min

me: 20 pL

ity

lard solution

uirements

siency: NLT 15,000 theoretical plates
r: 0.9-1.1

1dard deviation: NMT 0.73%

)le solution
e percentage of any impurity in the portion of Halobetasol Propionate taken:

Result = (r,/r.) x 100

aalr raecnnanca Af anv individual imnnritv fram tha Qamnla enliitinn
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