228 Aldioxa / Official Monographs for Part I

Loss on drying Not more than 6.0% (1 g, 105°C, 3 hours).
Residue on ignition Not more than 1.0% (0.5 g).

Digestion test To 1.00 g of Albumin Tannate add 0.25 g of
saccharated pepsin and 100 mL of water, shake well, and al-
low to stand for 20 minutes at 40 + 1°C in a water bath.
Add 1.0 mL of dilute hydrochloric acid, shake, and allow to
stand for 3 hours at 40 = 1°C. Cool rapidly to ordinary tem-
perature, and filter. Wash the residue with three 10-mL por-
tions of water, dry in a desiccator (silica gel) for 18 hours,
and dry at 105°C for S hours: the mass of the residue is 0.50
to 0.58 g.

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

Aldioxa

Dihydroxyaluminum Allantoinate
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Dihydroxo(4,5-dihydro-5-0xo-4-ureido-1H-imidazol-2-yl)-
oxoaluminium [5579-81-7]

Aldioxa is a condensation product of allantoin and
aluminum hydroxide.

When dried, it contains not less than 65.3% and not
more than 74.3% of allantoin (C4HgN,O3: 158.12),
and not less than 11.1% and not more than 13.0% of
aluminum (Al: 26.98).

Description Aldioxa occurs as a white powder. It is odor-
less and tasteless.

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

It dissolves in dilute hydrochloric acid and in dilute nitric
acid.

Melting point: about 230°C (with decomposition).

Identification (1) To 0.2 g of Aldioxa add 10 mL of di-
lute hydrochloric acid, boil for 5 minutes, and add 10 mL of
a solution of phenylhydrazinium chloride (1 in 100). After
cooling, mix well with 0.5 mL of potassium hexacyanofer-
rate (II) TS, and shake with 1 mL of hydrochloric acid: a
red color develops.

(2) To0.2 g of Aldioxa add 10 mL of dilute hydrochlor-
ic acid, dissolve by warming, and cool: the solution
responds to the Qualitative Tests for aluminum salt.

Purity (1) Chloride—To 0.10 g of Aldioxa add 6 mL of
dilute nitric acid, boil to dissolve with shaking for 5
minutes, cool, and add water to make 50 mL. Perform the
test using this solution as the test solution. Prepare the con-
trol solution with 0.40 mL of 0.01 mol/L hydrochloric acid
VS (not more than 0.142%).
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(2) Sulfate—To 0.20 g of Aldioxa add 6 mL of dilute
hydrochloric acid, boil to dissolve with shaking for 5
minutes, cool, and add water to make 50 mL. Perform the
test using this solution as the test solution. Prepare the con-
trol solution with 1.0 mL of 0.005 mol/L sulfuric acid VS
(not more than 0.240%).

(3) Nitrate—To 0.10 g of Aldioxa add carefully 5 mL of
water and 5 mL of sulfuric acid, dissolve by shaking, cool,
and superimpose 2 mL of iron (II) sulfate TS: no brown ring
is produced at the zone of contact.

(4) Heavy metals—To 1.0g of Aldioxa add 3 mL of
hydrochloric acid and 3 mL of water, heat gently to boil
with shaking, and evaporate on a water bath to dryness. To
the residue add 30 mL of water, shake under warming, cool,
filter, and to the filtrate add 2 mL of dilute acetic acid (31)
and water to make 50 mL. Perform the test using this solu-
tion as the test solution. Prepare the control solution as fol-
lows: to 3 mL of hydrochloric acid add 3 mL of water,
evaporate on a water bath to dryness, and add 2.0 mL of
Standard Lead Solution, 2 mL of dilute acetic acid (31) and
water to make 50 mL (not more than 20 ppm).

(5) Arsenic—Prepare the test solution with 1.0 g of Al-
dioxa according to Method 2, and perform the test using Ap-
paratus B (not more than 2 ppm).

Loss on drying Not more than 4.0% (1 g, 105°C, 2 hours).

Assay (1) Allantoin—Weigh accurately about 0.1 g of Al-
dioxa, previously dried, dissolve in 50 mL of dilute sulfuric
acid by heating, cool, and add water to make exactly 100
mL. Pipet 10 mL of this solution, and perform the test as
directed under the Nitrogen Determination.

Each mL of 0.005 mol/L sulfuric acid VS
= 0.39529 mg of C4;HgN4O3

(2) Aluminum—Weigh accurately about 0.2 g of Al-
dioxa, previously dried, dissolve carefully in 50 mL of dilute
hydrochloric acid by heating, cool, and add dilute
hydrochioric acid to make exactly 100 mL. Pipet 4 mL of
this solution, add water to make exactly 25 mL, and use this
solution as the sample solution. Separately, pipet a suitable
quantity of Standard Aluminum Stock Solution, dilute with
water so that each mL of the solution contains not less than
16.0 ug and not more than 64.0 ug of aluminum (Al: 26.98),
and use this solution as the standard solution. Perform the
test with the sample solution and the standard solution as
directed under the Atomic Absorption Spectrophotometry
according to the following conditions, and calculate the alu-
minum content of the sample solution from the calibration
curve obtained from the absorbance of the standard solu-
tion.

Gas: Combustible gas—Acetylene

Supporting gas—Nitrous oxide

Lamp: An aluminum hollow cathode lamp

Wavelength: 309.2 nm

Containers and storage Containers—Well-closed contain-
ers.



