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Iodinated (131I) Human Serum
Albumin Injection
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Iodinated (1311) Human Serum Albumin Injection is
an aqueous solution for injection containing normal
human serum albumin iodinated by iodine-131 (131I).

It conforms to the requirements of Iodinated (131I)
Human Serum Albumin Injection in the Minimum Re-
quirements for Radiopharmaceuticals.

The Insoluble Particulate Matter Test for Injections
is not applied to this injection.

Description Iodinated (131I) Human Serum Albumin Injec-
tion is a clear, colorless or light yellow liquid.

Iodine
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Iodine contains not less than 99.5% of I.

Description Iodine occurs as grayish black plates or heavy,
granular crystals, having a metallic luster and a characteris-
tic odor.

It is freely soluble in diethyl ether, soluble in ethanol (95),
sparingly soluble in chloroform, and very slightly soluble in
water.

It dissolves in potassium iodide TS.

Iodine sublimes at room temperature.

Identification (1) A solution of Iodine in ethanol (95) (1
in 50) shows a red-brown color.

(2) A solution of Iodine in chloroform (1 in 1000) shows
a red-purple to purple color.

(3) Add0.5 mL of starch TS to 10 mL of a saturated so-
lution of Iodine: a dark blue color is produced. When the
mixture is boiled, the color disappears, and it reappears on
cooling.

Purity (1) Non-volatile residue—Sublime 2.0 g of Iodine
on a water bath, and dry the residue at 105°C for 1 hour:
the mass of the residue is not more than 1.0 mg.

(2) Chloride or bromide—Mix 1.0 g of finely powdered
Iodine with 20 mL of water, and filter the mixture. To 10
mL of the filtrate add dropwise diluted sulfurous acid solu-
tion (1 in 5) until the yellow color disappears. Add 1 mL of
ammonia TS, followed by 1 mL of silver nitrate TS in small
portions, and add water to make 20 mL. Shake well, filter,
and after discarding the first 2 mL of the filtrate, take 10 mL
of the subsequent filtrate. To the filtrate add 2.0 mL of
nitric acid and water to make 20 mL: the solution so ob-
tained has no more turbidity than the following control solu-
tion.

Control solution: To 0.20 mL of 0.01 mol/L hydrochlor-
ic acid VS add 5 mL of water, 2.5 mL of ammonia TS, 1 mL
of silver nitrate TS, 2.0 mL of nitric acid and water to make
20 mL.
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Assay Place 1 g of potassium iodide and 1 mL of water in
a glass-stoppered flask, weigh accurately, add about 0.3 g of
Iodine to the flask, and weigh accurately again. Dissolve the
iodine by gentle shaking, add 20 mL of water and 1 mL of di-
lute hydrochloric acid, and titrate with 0.1 mol/L sodium
thiosulfate VS (indicator: 1 mL of starch TS).

Each mL of 0.1 mol/L sodium thiosulfate VS
= 12.690 mg of I

Containers and storage Containers—Tight containers.

Todoform
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CHIjs: 393.73
Triiodomethane [75-47-8]

Iodoform, when dried, contains not less than
99.0% of CHI;.

Description Iodoform occurs as lustrous, yellow crystals
or crystalline powder. It has a characteristic odor.

It is freely soluble in diethyl ether, sparingly soluble in
ethanol (95), and practically insoluble in water.

It is slightly volatile at ordinary temperature.

Melting point: about 120°C (with decomposition).

Identification Heat 0.1 g of Iodoform: a purple gas is
evolved.

Purity (1) Water-soluble colored substances and acidity
or alkalinity—Shake well 2.0 g of lodoform, previously
powdered, with 5 mL of water for 1 minute, allow to stand,
and filter the supernatant liquid: the filtrate is colorless and
neutral.

(2) Chloride—Shake well 3.0 g of Iodoform, previously
powdered, with 75 mL of water for 1 minute, allow to
stand, and filter the supernatant liquid. To 25 mL of the
filtrate add 6 mL of dilute nitric acid and water to make 50
mL, and perform the test using this solution as the test solu-
tion. Prepare the control solution with 0.30 mL of 0.01
mol/L hydrochloric acid VS (not more than 0.011%).

(3) Sulfate—To 25 mL of the filtrate obtained in (2) add
1 mL of dilute hydrochloric acid and water to make 50 mL,
and perform the test using this solution as the test solution.
Prepare the control solution with 0.35 mL of 0.005 mol/L
sulfuric acid VS (not more than 0.017%).

Loss on drying Not more than 0.5% (1 g, silica gel, 24
hours).

Residue on ignition Not more than 0.10% (1 g).

Assay Weigh accurately about 0.2 g of Iodoform, previ-
ously dried, in a 500-mL glass-stoppered flask, and dissolve
it in 20 mL of ethanol (95). Add exactly 30 mL of 0.1 mol/L
silver nitrate VS and 10 mL of nitric acid, stopper the flask,
shake well, and allow to stand in a dark place over 16 hours.
Add 150 mL of water, and titrate the excess silver nitrate



