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System suitability—

Test for required detection: Confirm that the peak height
of acetone obtained from 4 uL. of the standard solution is
equivalent to about the full scale.

System performance: When the procedure is run with 4
uL of the standard solution under the above operating con-
ditions, methanol and acetone are eluted in this order with
the resolution between these peaks being not less than 2.0.

System repeatability: When the test is repeated 3 times
with 4 uL of the standard solution under the above operat-
ing conditions, the relative standard deviation of the peak
areas of acetone is not more than 3%.

Water Not more than 15.0% (0.2 g, volumetric titration,
direct titration).

Bacterial endotoxins Less than 0.73 EU/mg (potency).
Blood pressure depressant Being specified separately.

Assay Perform the test according to the Cylinder-plate
method as directed under the Microbial Assay for Antibiot-
ics according to the following conditions.

(1) Test organism—Bacillus subtilis ATCC 6633

(2) Culture medium—Use the medium i in 1) Medium
for test organism [5] under (1) Agar media for seed and base
layer.

(3) Standard solution—Weigh accurately an amount of
Teicoplanin Reference Standard equivalent to about 0.05 g
(potency), dissolve in phosphate buffer solution, pH 6.0 to
make exactly 50 mL, and use this solution as the standard
stock solution. Keep the standard stock solution at not ex-
ceeding 5°C and use within 14 days. Take exactly a suitable
amount of this solution before use, add phosphate buffer so-
lution, pH 6.0 to make solutions so that each mL contains
160 ug (potency) and 40 ug (potency), and use these solu-
tions as the high concentration standard solution and the
low concentration standard solution, respectively.

(4) Sample solution—Weigh accurately an amount of
Teicoplanin equivalent to about 0.05 g (potency), dissolve in
phosphate buffer solution, pH 6.0 to make exactly 50 mL.
Take exactly a suitable amount of this solution, add phos-
phate buffer solution, pH 6.0 to make solutions so that each
mL contains 160 ug (potency) and 40 ug (potency), and use
these solutions as the high concentration sample solution
and the low concentration sample solution, respectively.

Containers and storage Containers—Tight containers.
Storage—Light-resistant, and not exceeding 5°C.
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Terbutaline Sulfate contains not less than 98.5% of
(C12H19NO3)2. HoSOy, calculated on the anhydrous ba-
sis.

Description Terbutaline Sulfate is white to slightly
brownish white crystals or crystalline powder It is odorless
or has a faint odor of acetic acid.

It is freely soluble in water, and practically insoluble in
acetonitrile, in ethanol (95), in acetic acid (100), in chlo-
roform, and in diethyl ether.

It is gradually colored by light and by air.

Melting point: about 255°C (with decomposition).

Identification (1) Dissolve 1 mg of Terbutaline Sulfate in
1 mL of water, and add 5 mL of Tris buffer solution, pH
9.5, 0.5 mL of 4-aminoantipyrine solution (1 in 50) and 2
drops of potassium hexacyanoferrate (III) solution (2 in 25):
a reddish purple color is produced.

(2) Determine the absorption spectrum of a solution of
Terbutaline Sulfate in 0.01 mol/L hydrochloric acid TS (1
in 10,000) as directed under the Ultraviolet-visible Spec-
trophotometry, and compare the spectrum with the Refer-
ence Spectrum: both spectra exhibit similar intensities of ab-
sorption at the same wavelengths. This maximum can be
biphasic.

(3) A solution of Terbutaline Sulfate (1 in 50) responds
to the Qualitative Tests for sulfate.

pH Dissolve Terbutaline Sulfate in 10 mL of water: the
pH of this solution is between 4.0 and 4.8.

Purity (1) Clarity and color of solution—Dissolve 0.10 g
of Terbutaline Sulfate in 10 mL of water: the solution is
clear and colorless or slightly yellow.

(2) Chloride—Perform the test with 2.0 g of Terbutaline
Sulfate. Prepare the control solution with 0.25 mL of 0.01
mol/L hydrochloric acid VS (not more than 0.004%).

(3) Acetic acid—Dissolve 0.50 g of Terbutaline Sulfate
in a solution of phosphoric acid (59 in 1000) to make exactly
10 mL, and use this solution as the sample solution.
Separately, dissolve 1.50 g of acetic acid (100) in a solution
of phosphoric acid (59 in 1000) to make exactly 100 mL. Di-
lute 2 mL of this solution, accurately measured, with a solu-
tion of phosphoric acid (59 in 1000) to make exactly 200
mL, and use this solution as the standard solution. Perform
the test with 2 uL. each of the sample solution and the stan-
dard solution as directed under the Gas Chromatography ac-
cording to the following operating conditions. Measure the
peak areas, At and Ag, of acetic acid for the two solutions:
Ar is not larger than As.

Operating conditions—

Detector: A hydrogen flame-ionization detector.

Column: A glass column 3 mm in inside diameter and 1 m
in length, packed with 10% of macrogol 6000 on 180- to
250-um terephthalic acid for gas chromatography.

Column temperature: A constant temperature at about
120°C.

Carrier gas: Nitrogen.

Flow rate: Adjust the flow rate so that the retention time
of acetic acid is about 5 minutes.

System suitability—

System performance: Mix 0.05 g each of acetic acid (100)
and propionic acid in 100 mL of diluted phosphoric acid (59
in 1000). When the procedure is run with 2 uL of this solu-
tion under the above conditions, acetic acid and propionic
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acid are eluted in this order with the resolution between
these peaks being not less than 2.0.

System repeatability: When the test is repeated 6 times
with 2 uL of the standard solution under the above operat-
ing conditions, the relative standard deviation of the peak
areas of acetic acid is not more than 3.0%.

(4) 3,5-Dihydroxy-w-tert-butylaminoacetophenone sul-
fate—Dissolve 0.50 g of Terbutaline Sulfate in 0.01 mol/L
hydrochloric acid TS to make exactly 25 mL, and perform
the test as directed under the Ultraviolet-visible Spec-
trophotometry: the absorbance at a wavelength of 330 nm
does not exceed 0.47.

(5) Heavy metals—Proceed with 2.0 g of Terbutaline
Sulfate as directed under Method 2, and perform the test.
Prepare the control solution with 2.0 mL of Standard Lead
Solution (not more than 10 ppm).

(6) Arsenic—Prepare the test solution with 1.0 g of Ter-
butaline Sulfate according to method 3, and perform the
test using apparatus B (not more than 2 ppm).

Water Not more than 0.5% (1 g, direct titration).
Residue on ignition Not more than 0.20% (1 g).

Assay Weigh accurately about 0.5 g of Terbutaline Sul-
fate, dissolve in 50 mL of a mixture of acetonitrile and acet-
ic acid (100) (1:1) by stirring and warming. Allow to cool,
and titrate with 0.1 mol/L perchloric acid VS (potentiomet-
ric titration, substituting a saturated solution of potassium
chloride in methanol for the internal fluid).

Each mL of 0.1 mol/L perchloric acid VS
= 54.87 mg of (C12H19N03)2.H2304

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

Testosterone Enanthate
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3-Oxoandrost-4-en-178-yl heptanoate [315-37-7]

Testosterone Enanthate, when dried, contains not
less than 95.0% and not more than 105.0% of
CosHy003.

Description Testosterone Enanthate occurs as white to
pale yellow crystals, crystalline powder or a pale yellow-
brown, viscous liquid. It is odorless or has a slight, charac-
teristic odor.

It is very soluble in ethanol (95), in 1,4-dioxane and in
diethyl ether, and practically insoluble in water.

Melting point: about 36°C

Identification Heat 0.025g of Testosterone Enanthate
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with 2 mL of a solution of potassium hydroxide in methanol
(1 in 100) under a reflux condenser on a water bath for 1
hour, cool, and add 10 mL of water. Collect the produced
precipitate by suction, wash with water until the last wash-
ing is neutral, and dry the precipitate in a desiccator (in vacu-
um, phosphorus (V) oxide) for 4 hours: the precipitate melts
between 151°C and 157°C.

Optical rotation [o]%: +77 - +88° (after drying, 0.1g,
1,4-dioxane, 10 mL, 100 mm).

Purity Acid—Dissolve 0.5 g of Testosterone Enanthate in
10 mL of ethanol (95) which has previously been rendered
neutral to bromothymol blue TS, and add 2drops of
bromothymol blue TS and 0.50 mL of 0.01 mol/L sodium
hydroxide VS: the color of the solution is light blue.

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 Testosterone Enan-
thate, previously dried, and dissolve in ethanol (95) to make
exactly 100 mL. Measure exactly 10 mL of this solution, and
dilute with ethanol (95) to make exactly 100 mL. Measure ex-
actly 10 mL of this solution, and dilute with ethanol (95) to
make exactly 100 mL. Perform the test as directed under the
Ultraviolet-visible Spectrophotometry with this solution.
Read the absorbance A of this solution at the wavelength of
maximum absorption at about 241 nm.

Amount (mg) of testosterone enanthate (CysH40O3)
_ A
= 156 x 100,000
Containers and storage Containers—Tight containers.
Storage—Light-resistant, and not exceeding 30°C.

Testosterone Enanthate Injection
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Testosterone Enanthate Injection is an oily solution
for injection. It contains not less than 90% and not
more than 110% of the labeled amount of testoster-
one enanthate (CysHy903: 400.59).

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

Description Testosterone Enanthate Injection is a clear,
colorless or pale yellow oily liquid.

Identification Measure a volume of Testosterone Enan-
thate Injection, equivalent to 0.05 g of Testosterone Enan-
thate according to the labeled amount, add 8 mL of petrole-
um ether, and extract with three 10-mL portions of diluted
acetic acid (31) (7 in 10). Combine the extracts, wash with
10 mL of petroleum ether, add 0.5 mL of diluted sulfuric
acid (7 in 10) to 0.1 mL of the extract, and heat on a water
bath for 5 minutes. Cool, and add 0.5 mL of iron (III) chlo-
ride-acetic acid TS: the color of the solution is blue.

Assay Measure accurately a volume of Testosterone Enan-
thate Injection, equivalent to about 0.025 g of testosterone



