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;ompounded Vaginal Cream

led Vaginal Cream contains NLT 90.0% and NMT 110.0% of the labeled amount of estriol (C 03). Prepare Estriol

18H24
aginal Cream, 0.5 mg/g (0.05%), as follows (see Pharmaceutical Compounding—Nonsterile Preparations (795)).

50 mg
col 5mL
am Base 2 a sufficient quantity to make 100 g

), TX.

vith the Propylene Glycol in a suitable container and mix until smooth and homogenous. Add the Emollient Cream Base by
on until final weight is achieved. Mix after each addition of the Emollient Cream Base.

1M monobasic potassium phosphate
.onitrile and methanol (50:50)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
5 80 20
30 40 60
31 80 20
35 80 20

ol and water (80:20)
solution: Transfer about 20 mg of USP Estriol RS to a 250-mL volumetric flask and dilute with Diluent to final volume.
n: 0.005 mg/mL of estriol prepared from Standard stock solution and Diluent
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arature: 60°

mL/min

me: 20 pL

ity

lard solution

antion time for estriol is about 17.2 min.]
uirements

r: NMT 2.0

1dard deviation: NMT 2.0% for replicate injections

1dard solution and Sample solution

e percentage of the labeled amount of estriol (C 03) in the portion of Vaginal Cream taken:

18H24
Result = (r /rg) x (C/C) x 100

ieak response of estriol from the Sample solution

ieak response of estriol from the Standard solution

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

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

eria: 90.0%-110.0%

JUIREMENTS
»RAGE: Package in a tight, light-resistant suitable calibrated dispenser. Store at controlled room temperature.
NMT 90 days after the date on which it was compounded when stored at controlled room temperature

to indicate that it is for vaginal use only, and to state the Beyond-Use Date.
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Please check for your question in the FAQs before contacting USP.
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