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stosterone

4302.46, (s 1-May-2024)
3, 17-hydroxy-17-methyl,(17)-;
ethylandrost-4-en-3-one CAS RN®: 58-18-4; UNII: VOEFU16ZIF.

e contains NLT 97.0% and NMT 103.0% of methyltestosterone (CZOH3002), calculated on the dried basis.

penTiFicaTion Tests (197), Infrared Spectroscopy: 4197A or A (USP 1-May-2024) 197K

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

lutions containing methyltestosterone from light.] 4 (USP 1-Mav-2024)

setonitrile and water (55:45)
olution: 0.25 mg/mL of USP Methyltestosterone RS in methanol

n: 0.02 mg/mL of USP Methyltestosterone RS from the Standard stock solution in Mobile phase
y stock solution: 0.25 mg/mL of USP Testosterone RS in methanol

'y solution: 40.02 mg/mL each of USP Methyltestosterone RS and USP Testosterone RS in Mobile phase prepared as

1-May-2024) Dilute 4 mL of the System suitability stock solution with the Standard solution to 50 mL.

lution: 0.50 mg/mL of Methyltestosterone in methanol

:0.02 mg/mL of Methyltestosterone from the Sample stock solution in Mobile phase
> system

aphy (621), System Suitability.)

41 nm
x 25-cm; 45-um, (usp 1-May-2024) Packing L1
_/min
1e: 50 uL
y
dJard solution and System suitability solution
tive retention times for testosterone and methyltestosterone are about 0.8 and 1.0, respectively.]
lirements
ILT 2.0 between testosterone and methyltestosterone, System suitability solution
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» percentage of methyltestosterone (C 02) in the portion of Methyltestosterone taken:

20H30
Result = (r,/r)) x (C/C ) x 100
aak response of methyltestosterone from the Sample solution

2ak response of methyltestosterone from the Standard solution

>ncentration of USP Methyltestosterone RS in the Standard solution (mg/mL)

»ncentration of Methyltestosterone in the Sample solution (mg/mL)

ria: 97.0%-103.0% on the dried basis

lutions containing methyltestosterone from light.]4 usp 1-Mav-2024)
anol and water (55:45)

anol
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
20 60 40
40 0 100
45 0 100
60 100 0

'y solution: 40.5 mg/mL of USP Methyltestosterone RS and 0.005 mg/mL of USP Testosterone RS in methanol
on: 0.25 pg/mL of USP Methyltestosterone RS in methanol
n: 0.5 ug/mL of USP Methyltestosterone RS in methanol, (uysp 1-May-2024)

: 0.5 mg/mL of Methyltestosterone in methanol
> system
aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-ym packing L1

s

:5°

A (USP 1-May-2024)

_/min

1e: 410 pl, usp 1-May-2024)

y

JSP 1-May-2024) System suitability solution, ASensitivity solution, and Standard solution

tive retention times in Table 2 are provided as information that could aid in peak assignment.]

Table 2
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