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and Norethindrone Acetate Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
ndrone-acetate-tabs-20230331.

thindrone Acetate Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of estradiol (C18H2402) and NLT 90.0%

6 of the labeled amount of norethindrone acetate (C,,H,.0,).

ra of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.
time of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

setonitrile and water (55:45)

ted alcohol and water (50:50)

| stock solution: 0.12 mg/mL of USP Estrone RS in dehydrated alcohol

‘d stock solution: 0.25 mg/mL of USP Estradiol RS in dehydrated alcohol

setate standard stock solution: 0.15 mg/mL of USP Norethindrone Acetate RS in dehydrated alcohol

'y solution: Combine 800 pL of the Estradiol standard stock solution, 600 pL of the Norethindrone acetate standard stock

L of the Estrone standard stock solution, and 10.0 mL of Diluent.

n: 20 pg/mL of USP Estradiol RS from the Estradiol standard stock solution and 10 pg/mL of USP Norethindrone Acetate RS
hindrone acetate standard stock solution in Diluent

: Nominally 20 pg/mL of estradiol and 10 pg/mL of norethindrone acetate from Tablets (NLT 12) in Diluent

> system

aphy (621), System Suitability.)

ual wavelength (254 nm/280 nm) or equivalent. For Identification A, use a diode array detector in the range of 190-400 nm.
orption of estradiol at 280 nm and norethindrone acetate at 254 nm can be included in a single run by altering the

m x 15-cm; 4-ym packing L1

_/min

1e: 50 pL

4 times the retention time of estradiol

y

am suitability solution and Standard solution

lirements

LT 1.8 between estradiol and estrone, System suitability solution
dard deviation: NMT 3%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of estradiol (C 02) in the portion of Tablets taken:

18724
Result = (r,/rg) x (C/C,) x 100

aak resnonse at 280 nm of estradiol from the Samnle solition
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: percentage of labeled amount of norethindrone acetate (022H2803) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
aak response at 254 nm of norethindrone acetate from the Sample solution
2ak response at 254 nm of norethindrone acetate from the Standard solution

»ncentration of USP Norethindrone Acetate RS in the Standard solution (ug/mL)

>minal concentration of norethindrone acetate in the Sample solution (ug/mL)

ria
%—-110.0%
acetate: 90.0%-110.0%

ESTS

sodium lauryl sulfate; 500 mL

0rpm

for Tablets labeled to contain 1 mg of estradiol and 0.5 mg of norethindrone acetate, and 50 min for Tablets labeled to
ng of estradiol and 0.1 mg of norethindrone acetate

Acetonitrile and water (55:45)

tsolution A: 20 pg/mL of USP Estradiol RS in alcohol or in a mixture of alcohol and water

t solution B: 10 pg/mL of USP Norethindrone Acetate RS in alcohol or in a mixture of alcohol and water

ion: Dilute suitable quantities of Standard stock solution A and Standard stock solution B in Medium or a mixture of alcohol
obtain a final concentration of both analytes similar to the expected concentration of the Sample solution.

n: Pass a portion of the solution through a filter of 0.45-ym pore size.

hic system

tography (621), System Suitability.)

241 nm for norethindrone acetate and 280 nm for estradiol
mm x 15-cm; packing L1

nL/min

mme: 150 pL

lity

'dard solution

guirements

tor: NMT 1.5

andard deviation: NMT 2.0%

ndard solution and Sample solution

he percentages of the labeled amounts of estradiol (C, H,,0,) and norethindrone acetate (C,,H,,0,) dissolved:

Result = (r,/ry) x Cox V x (1/L) x 100
peak response of estradiol or norethindrone acetate from the Sample solution
peak response of estradiol or norethindrone acetate from the Standard solution

concentration of USP Estradiol RS or USP Norethindrone Acetate RS in the Standard solution (mg/mL)

volume of Medium, 500 mL

label claim of estradiol or norethindrone acetate (mg/Tablet)

r Tablets labeled to contain 1 mg of estradiol and 0.5 mg of norethindrone acetate: NLT 75% (Q) of the labeled amounts of
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Acetonitrile and water (55:45)
tsolution A: 0.5 mg/mL of USP Estradiol RS in methanol. Sonicate as necessary.

t solution B: 0.5 mg/mL of USP Norethindrone Acetate RS in methanol. Sonicate as necessary.
ion: (L7/500) mg/mL of USP Estradiol RS and (L2/500) mg/mL of USP Norethindrone Acetate RS prepared from Standard

n A and Standard stock solution B in Medium, where L, is the label claim of estradiol and L,is the label claim of norethindrone

g/Tablet

n: Pass a portion of the solution through a filter of 0.45-pym pore size.
hic system

tography (621), System Suitability.)

241 nm for norethindrone acetate and 210 nm for estradiol
mm x 15-cm; 5-um packing L1

s

ler: 20°

0°

nL/min

mme: 100 pL

T 1.3 times the retention time of norethindrone acetate

ity

'dard solution

guirements

tor: NMT 1.5 for estradiol and norethindrone acetate
andard deviation: NMT 2.0% for estradiol and norethindrone acetate

ndard solution and Sample solution

he percentages of the labeled amounts of estradiol (C._H_ 0.) and norethindrone acetate (C

18" 12472 03) dissolved:

22H28
Result = (r,/r)) x C; x Vx (1/L) x 100
peak response of estradiol or norethindrone acetate from the Sample solution

peak response of estradiol or norethindrone acetate from the Standard solution

concentration of USP Estradiol RS or USP Norethindrone Acetate RS in the Standard solution (mg/mL)

volume of Medium, 500 mL

label claim of estradiol or norethindrone acetate (mg/Tablet)

T 80% (Q) of the labeled amounts of estradiol (C,H,,0,) and norethindrone acetate (C,,H,,0,) are dissolved in 20 min.

6t Units (905): Meet the requirements

hydrofuran and water (1:200)
Jnitrile, tetrahydrofuran, and water (160:1:40)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
2 65 35
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