608 Metenolone Enanthate Injection / Official Monographs for Part I

ether and in toluene, soluble in sesame oil, and practically in-
soluble in water.

Identification (1) Heat 1 mg of Metenolone Enanthate
with S mL of a mixture of ethanol (95) and sulfuric acid
(1:1) on a water bath for 30 minutes: a red-brown color de-
velops.

(2) Dissolve 0.05 g of Metenolone Enanthate in 3 mL of
methanol, add 0.3 mL of a solution of potassium carbonate
(1 in 6), boil under a reflux condenser for 2 hours, cool, add
slowly this solution to 50 mL of cold water, and stir for 15
minutes. Filter the produced precipitate by suction through
a glass filter (G4), wash with water until the washings
become neutral, and dry at 105°C for 1 hour: it melts be-
tween 156°C and 162°C.

Optical rotation [«]¥: +39 - +43° (after drying, 0.2 g,
chloroform, 10 mL, 100 mm).

Melting point 67 - 72°C

Purity (1) Clarity and color of solution—Dissolve 0.5 g
of Metenolone Enanthate in 10 mL of 1,4-dioxane: the solu-
tion is clear and colorless.

(2) Heavy metals—Proceed with 2.0 g of Metenolone
Enanthate according to Method 2, and perform the test. Pre-
pare the control solution with 2.0 mL of Standard Lead So-
lution (not more than 10 ppm).

(3) Other steroids—Dissolve 0.020g of Metenolone
Enanthate in exactly 10 mL of chloroform, and use this solu-
tion as the sample solution. Perform the test with the sam-
ple solution as directed under the Thin-layer Chro-
matography. Spot 10 uL of the sample solution on a plate of
silica gel with fluorescent indicator for thin-layer chro-
matography. Develop the plate with a mixture of cyclo-
hexane and ethyl acetate (1:1) to a distance of about 15 cm,
and air-dry the plate. Examine under ultraviolet light (main
wavelength: 254 nm): any spot other than the principal spot
does not appear.

Loss on drying Not more than 0.5% (0.5 g, in vacuum,
phosphorus (V) oxide, 4 hours).

Residue on ignition Not more than 0.1% (0.5 g).

Assay Weigh accurately about 0.1 g of Metenolone Enan-
thate, previously dried, and dissolve in methanol to make ex-
actly 100 mL. Pipet 10 mL of this solution, and dilute with
methanol to make exactly 100 mL. Pipet 10 mL of this solu-
tion, and dilute again with methanol to make exactly 100
mL. Determine the absorbance A of this solution at the
wavelength of maximum absorption at about 242 nm as
directed under the Ultraviolet-visible Spectrophotometry.

Amount (mg) of Cy7yHy203 = X 100,000

A

325

Containers and storage Containers—Tight containers.
Storage—Light-resistant.
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Metenolone Enanthate Injection is an oily solution
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for injection. It contains not less than 90% and not
more than 110% of the labeled amount of metenolone
enanthate (Cz7H4203Z 41462)

Method of preparation Prepare as directed under Injec-
tions, with Metenolone Enanthate.

Description Metenolone Enanthate Injection is a clear,
pale yellow, oily liquid.

Identification (1) Measure a volume of Metenolone Enan-
thate Injection, equivalent to 0.1 g of Metenolone Enan-
thate according to the labeled amount, add 20 mL of petrole-
um ether, and extract with three 20-mL portions of diluted
acetic acid (31) (5 in 7). Combine the extracts, wash with 20
mL of petroleum ether, add 300 mL of cold water while cool-
ing in an ice bath, and stir sufficiently. Filter the produced
precipitate by suction through a glass filter (G4), wash with
water until the last washing becomes neutral, and dry in a
desiccator (in vacuum, phosphorus (V) oxide) for 6 hours.
With this sample, proceed as directed in the Identification
(1) under Metenolone Enanthate.

(2) Measure a volume of Metenolone Enanthate Injec-
tion, equivalent to 0.01 g of Metenolone Enanthate accord-
ing to the labeled amount, dissolve in 10 mL of chloroform,
and use this solution as the sample solution. Separately dis-
solve 0.01 g of metenolone enanthate in 10 mL of chlo-
roform, and use this solution as the standard solution. Per-
form the test with these solutions as directed under the
Thin-layer Chromatography. Spot 10 uL each of the sample
solution and the standard solution on a plate of silica gel
with fluorescent indicator for thin-layer chromatography.
Develop the plate with toluene to a distance of about 15 cm,
and air-dry the plate. Again develop this plate with a mix-
ture of cyclohexane and ethyl acetate (1:1) to a distance of
about 15 cm, and air-dry the plate. Examine under ultravio-
let light (main wavelength: 254 nm): the principal spot from
the sample solution and the spot from the standard solution
show the same Rf value.

Assay To an exactly measured volume of Metenolone
Enanthate Injection, equivalent to about 0.1 g of meteno-
lone enanthate (C27H4203), add chloroform to make exactly
100 mL. Pipet 5 mL of this solution, add chloroform to
make exactly 50 mL, and use this solution as the sample solu-
tion. Weigh accurately about 0.1 g of metenolone enanthate
for assay, previously dried in a desiccator (in vacuum, phos-
phorus (V) oxide) for 4 hours, and prepare the standard solu-
tion in the same manner as directed for the preparation of
the sample solution. Pipet 3 mL each of the sample solution
and the standard solution, and treat each solution as fol-
lows: add 10 mL of isoniazid TS, exactly measured, add
methanol to make exactly 20 mL, and allow to stand for 60
minutes. Determine the absorbances, At and As, of the solu-
tions from the sample solution and the standard solution,
respectively, at 384 nm as directed under the Ultraviolet-visi-
ble Spectrophotometry, using a solution obtained by
proceeding with 3 mL of chloroform as the blank.

Amount (mg) of metenolone enanthate (Co7Hy203)
= amount (mg) of metenolone enanthate for assay

Containers and storage Containers—Hermetic containers.
Storage—Light-resistant.



