on 14-Feb-2025

»f 01-Aug-2021

nographs
\B5E-46BD-A17A-00D6C281A00B_3_en-US
1003/USPNF_M30780_03_01

Valerate
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CHs OJQ/\/
CH,

356.50
ne-3,17-diol(178)-, 17-pentanoate;
te CAS RN®: 979-32-8; UNII: OKG3640896.

contains NLT 98.0% and NMT 102.0% of estradiol valerate (C,,H,,0,).

penTIFicATioN Tests (197), Infrared Spectroscopy: 197A or 197K

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

r

dnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 48 52
1 48 52
10 35 65
17.5 0 100
26 0 100

n: 1.2 mg/mL of USP Estradiol Valerate RS in acetonitrile
1.2 mg/mL of Estradiol Valerate in acetonitrile

> system

20 nm
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= NMT 2.0
dard deviation: NMT 0.73%

dJard solution and Sample solution

» percentage of estradiol valerate (CZ3H3203) in the portion of Estradiol Valerate taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of estradiol valerate from the Sample solution

aak response of estradiol valerate from the Standard solution

sncentration of USP Estradiol Valerate RS in the Standard solution (mg/mL)
»ncentration of Estradiol Valerate in the Sample solution (mg/mL)

ria: 98.0%-102.0%

ion B, Mobile phase, and Chromatographic system: Proceed as directed in the Assay.
y solution: 1.25 mg/mL of USP Estradiol Valerate Identification Mixture RS in acetonitrile
n: 5 pg/mL of USP Estradiol Valerate RS in acetonitrile

: 45000 pg/mL, (USP 1-Aug-2021) Of Estradiol Valerate in acetonitrile

y
>m suitability solution and Standard solution

le 2 for relative retention times.]

lirements

ILT 2.5 between estradiol-9-ene valerate and estradiol valerate, System suitability solution
dard deviation: NMT 10.0%, Standard solution

dard solution and Sample solution
: percentage of each impurity in the portion of Estradiol Valerate taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
2ak response of each impurity from the Sample solution

2ak response of estradiol valerate from the Standard solution

>ncentration of USP Estradiol Valerate RS in the Standard solution 4 (ug/mL) . (USP 1-Aug-2021)

ancentration of Estradiol Valerate in the Sample solution 4(ug/mL) o (USP 1-Aug-2021)

lative response factor (see Table 2)

wia: See Table 2. AThe reporting threshold is 5 (USP 1-Aug-2021) 0.05%.

Table 2
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
0.1 1.0 0.5
1e
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