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stosterone Tablets

e Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of methyltestosterone (C,H, 0,).

>TION

te to dryness 25 mL of the Sample stock solution from the Assay.

ria: The IR absorption spectrum of a potassium bromide dispersion of the residue so obtained exhibits maxima at the same
s those of a similar preparation of USP Methyltestosterone RS.

n: 10 pg/mL of USP Methyltestosterone RS in alcohol

lution: Nominally 0.2 mg/mL of methyltestosterone prepared as follows. Transfer the equivalent to 10 mg of

rrone from NLT 20 powdered Tablets to a 125-mL separator with the aid of about 5 mL of water. Extract with four 25-mL
oroform, filtering each through chloroform-washed cotton. Evaporate the combined extracts on a steam bath, with the aid of
, to dryness. Dissolve the residue in alcohol, transfer to a 50-mL volumetric flask, and dilute with alcohol to volume.

: Nominally 10 pg/mL of methyltestosterone in alcohol from the Sample stock solution

iditions

elength: Maximum absorbance at about 241 nm

dard solution and Sample solution

: percentage of the labeled amount of methyltestosterone (Consooz) in the portion of Tablets taken:

Result = (A /A) x (C/C ) x 100
ssorbance of the Sample solution
ssorbance of the Standard solution

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

»minal concentration of methyltestosterone in the Sample solution (ug/mL)
wia: 90.0%-110.0%

ESTS
1

ria: Tablets intended for buccal administration meet the requirements for Buccal Tablets.

«6E Units (905): AMeet the requirements 4 (CN 1-Aug-2023)

ntent uniformity

ion: 0 010 ma/ml of LISP Methvltestasterone RS in methanol
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inol

ndard solution and Sample solution

he percentage of the labeled amount of methyltestosterone (CZDH3002) in the Tablet taken:

Result = (A /A x (C/L) x Vx D x 100

absorbance of methyltestosterone from the Sample solution

absorbance of methyltestosterone from the Standard solution

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

label claim (mg/Tablet)
volume of the Sample solution (mL)

dilution factor of the Sample solution

1-2023)

UIREMENTS
race: Preserve in well-closed containers.

aNDARDS (11)
1eRS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact

Expert Committee

TERONE TABLETS Documentary Standards Support

:abase Information: Chromatographic Database

red In:
volume No. Information currently unavailable
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