on 14-Feb-2025

»f 01-Dec-2021

nographs
‘F9B-4B52-A781-564186C32A71_2_en-US
1003/USPNF_M11314_02_01

riene Cream

m contains NLT 90.0% and NMT 110.0% of the labeled amount of calcipotriene (C,_H, 0,).

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

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

:ontaining calcipotriene from light and air. Prepare the solutions containing calcipotriene NMT 1 h before use.

2 g/mL of monobasic ammonium phosphate in water

ethanol and water (70:30)

)l, Solution A, and water (70: 0.3: 29.7)

olution: 0.1 mg/mL of USP. Calcipotriene RS in Diluent. Sonicate if necessary.

n: 2.0 pg/mL of USP Calcipotriene RS prepared as follows. Transfer 5 mL of Standard stock solution into a 250-mL volumetric

L of tetrahydrofuran, and dilute with Diluent to volume.

lution: Nominally equivalent to 0.01 mg/mL of calcipotriene in tetrahydrofuran prepared as follows. Transfer Cream

valent to 0.25 mg of calcipotriene to a 25-mL volumetric flask. Add 10 mL of tetrahydrofuran and sonicate for 20 min with
aking. Cool to room temperature and dilute with tetrahydrofuran to volume.

 Nominally equivalent to 2.0 pg/mL of calcipotriene prepared as follows. Transfer 5 mL of Sample stock solution into a

ner. Add 20 mL of Diluent, mix, and sonicate for 15 min. Pass through a Teflon filter of 0.45-um pore size and discard the first
f the filtrate.

> system

graphy (621), System Suitability.)

64 nm. For Identification B, use a diode array detector in the range of 190-400 nm.
m x 15-cm; 3-um packing L1

nL/min

1e: 50 pL

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of calcipotriene (C27H4003) in the portion of Cream taken:

Result = (r /r)) x (C/C ) x 100
aak response of calcipotriene from the Sample solution

2ak response of calcipotriene from the Standard solution
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sontaining calcipotriene from light and air. Prepare the Standard solution and the Sample solution NMT 1 h before use.
'em suitability solution daily.

2e Table 1.
Table 1

Time Water Methanol
(min) (%) (%)
0 35 65
45 35 65
55 25 75
60 15 85
70 15 85
75 35 65
85 35 65

as directed in the Assay.
y stock solution: 0.125 mg/mL of USP Calcipotriene RS and 2.0 ug/mL of USP Calcipotriene Related Compound C RS in

y solution: 0.0125 mg/mL of USP Calcipotriene RS and 0.2 pg/mL of USP Calcipotriene Related Compound C RS prepared
nsfer 1 mL of System suitability stock solution to a 10-mL volumetric flask. Add 1 mL of tetrahydrofuran and dilute with

ne.
olution: 62.5 pg/mL of USP Calcipotriene RS prepared as follows. Transfer an appropriate amount of USP Calcipotriene RS

rlumetric flask, add Diluent equivalent to 50% of the final volume, and sonicate to dissolve. Further add tetrahydrofuran

5% of the final volume and dilute with Diluent to volume.

n: 0.125 pg/mL of USP _Calcipotriene RS in Diluent, from Standard stock solution

on: 0.0125 pg/mL of USP Calcipotriene RS in Diluent, from Standard solution

- Nominally 0.0125 mg/mL of calcipotriene prepared as follows. Transfer Cream equivalent to 0.25 mg of calcipotriene to a

ric flask and add 5 mL of tetrahydrofuran. Sonicate for 15 min with intermittent shaking. Cool to room temperature and dilute
volume. Place the volumetric flask in a beaker containing ice-cold water for 2-3 min, and pass the solution through a 0.45-

~. Discard the first few milliliters of the filtrate.

> system

graphy (621), System Suitability.)

64 nm

m x 15-cm; 3-ym packing L1

rature: 30°

nL/min

1e: 100 pL

y

>m suitability solution, Standard solution, and Sensitivity solution
lirements

LT 1.2 between calcipotriene related compound C and calcipotriene, System suitability solution
dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution
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