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ol Diacetate and Ethinyl Estradiol Tablets

ate and Ethinyl Estradiol Tablets contain NLT 93.0% and NMT 107.0% of the labeled amount of ethynodiol diacetate
NLT 90.0% and NMT 110.0% of the labeled amount of ethinyl estradiol (C,H,,0.).

3s of the ethynodiol diacetate and ethinyl estradiol peaks from the Sample solution correspond to those from the Standard
ained in the Assay.

fethanol, acetonitrile, and water (3:7:10)
in: Dissolve, with the aid of sonication if necessary, quantities of USP Ethynodiol Diacetate RS and USP Ethinyl Estradiol RS in
Dilute quantitatively, and stepwise if necessary, with Mobile phase to obtain a solution having known concentrations, in

' Reference Standards, corresponding to about 1/25 of the labeled amounts of ethynodiol diacetate and ethinyl estradiol in the

12 Place 10 Tablets in a 250-mL volumetric flask. Add a portion of Mobile phase, and sonicate until the Tablets are completely
Cool to room temperature, dilute with Mobile phase to volume, and filter.

ic system

raphy (621), System Suitability.)

210 nm
am x 25-cm; packing L10
IL/min
50 L
ity
lard solution
uirements
siency: NLT 3000 theoretical plates for ethynodiol diacetate
r: NMT 1.5 for ethynodiol diacetate
1dard deviation: NMT 2.0% for each peak due to ethynodiol diacetate and ethinyl estradiol

1dard solution and Sample solution

e percentage of C, H, O, in each Tablet taken:

Result = (r /r) x (C/C ) x 100
reak response of ethynodiol diacetate from the Sample solution

reak response of ethynodiol diacetate from the Standard solution
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reak response of ethinyl estradiol from the Sample solution
reak response of ethinyl estradiol from the Standard solution

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

jominal concentration of ethinyl estradiol in the Sample solution

eria: 93.0%—107.0% of the labeled amount of C,,H.,0, and 90.0%-110.0% of the labeled amount of C,H,,0,

"ESTS
)1): 15 min, the use of disks being omitted
ace Units (905): Meet the requirements for Content Uniformity with respect to ethynodiol diacetate and to ethinyl estradiol

JUIREMENTS
JRAGE: Preserve in well-closed containers.

TANDARDS (11)
RS
tate RS

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