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ne Propionate Lotion

onate Lotion is fluticasone propionate in a suitable lotion base. It contains NLT 90.0% and NMT 110.0% of the labeled amount

ropionate (C,.H,,F.0.S).

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

of monobasic ammonium phosphate in water. Adjust with phosphoric acid to a pH of 3.5. Pass the solution through a

>f 0.45-um pore size.

.cetonitrile, methanol, and Buffer (13:50:37)

solution: 0.8 mg/mL of USP Fluticasone Propionate RS, prepared as follows. Transfer 40 mg of USP Fluticasone Propionate
volumetric flask. Add 10 mL of tetrahydrofuran and sonicate to dissolve. Dilute with methanol to volume.

n: 0.04 mg/mL of USP Fluticasone Propionate RS in methanol from Standard stock solution

12 Nominally 0.04 mg/mL of fluticasone propionate from Lotion, prepared as follows. Transfer a portion of Lotion to a suitable
sk. Add tetrahydrofuran equivalent to about 20% of the flask volume and vortex until the Lotion is dispersed. Add methanol
50% of the flask volume and sonicate for 10 min to dissolve. Dilute with methanol to volume. Pass a portion of the solution
able filter of 0.45-um pore size.

ic system

nm. For Identification B, use a diode array detector in the range of 200-400 nm.
am x 25-cm; 5-pum packing L1

srature: 45°

IL/min

me: 20 pL

"1.25 times the retention time of fluticasone propionate
ity

lard solution

uirements

r: NMT 2.0

siency: NLT 5000 theoretical plates

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of fluticasone propionate (C F3OSS) in the portion of Lotion taken:

25H31
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iominal concentration of fluticasone propionate in the Sample solution (mg/mL)

eria: 90.0%-110.0%

"ESTS
3): Meets the requirements

1anol, phosphoric acid, and water (30:0.5:970)
‘onitrile, methanol, and phosphoric acid (950:50:0.5)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 56 44
45 56 44
49 10 90
70 10 90
71 56 44
80 56 44

ity solution: 0.13 mg/mL of USP Fluticasone Propionate RS and 0.38 ug/mL of USP Fluticasone Propionate Related
RS in methanol

solution: 0.25 mg/mL of USP Fluticasone Propionate RS, prepared as follows. Transfer 25 mg of USP Fluticasone Propionate
L volumetric flask. Add 25 mL of tetrahydrofuran and sonicate to dissolve. Dilute with methanol to volume.

in: 0.63 pg/mL of USP Fluticasone Propionate RS in methanol from Standard stock solution

12 Nominally 0.13 mg/mL of fluticasone propionate from Lotion, prepared as follows. Transfer a portion of Lotion, equivalent
fluticasone propionate, to a suitable volumetric flask. Add tetrahydrofuran equivalent to 20% of the flask volume and vortex

n is dispersed. Add methanol equivalent to 40% of the flask volume and sonicate for 10 min to dissolve. Dilute with methanol
ss a portion of the solution through a suitable filter of 0.45-um pore size.

ic system

raphy (621), System Suitability.)

nm

im x 25-cm; 5-um packing L1

arature: 40°

mL/min

me: 40 pL

ity

‘em suitability solution and Standard solution

)le 2 for the relative retention times.]

uirements

NLT 1.5 between fluticasone propionate related compound D and fluticasone propionate, System suitability solution
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