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(4) Determine the absorption spectrum of a solution of
I-Isoprenaline Hydrochloride in 0.1 mol/L hydrochloric
acid TS (1 in 20,000) as directed under the Ultraviolet-visible
Spectrophotometry, and compare the spectrum with the
Reference Spectrum: both spectra exhibit similar intensities
of absorption at the same wavelengths.

(5) A solution of /-Isoprenaline Hydrochloride (1 in 10)
responds to the Qualitative Tests (2) for chloride.

Optical rotation [«]%: —36 - —41° (after drying, 0.25 g,
water, 25 mL, 100 mm).

pH Dissolve 0.01 g of /Isoprenaline Hydrochloride in 10
mL of water: the pH of the solution is between 4.5 and 5.5.

Purity (1) Clarity and color of solution—Dissolve 1.0 g
of I-Isoprenaline Hydrochloride in 20 mL of 0.1 mol/L
hydrochloric acid TS: the solution is clear and colorless.

(2) Sulfate—Perform the test with 0.10 g of /-Isoprena-
line Hydrochloride. Prepare the control solution with 0.40
mL of 0.005mol/L sulfuric acid VS (not more than
0.192%).

(3) Heavy metals—Proceed with 1.0 g of /-Isoprenaline
Hydrochloride according to Method 1, and perform the
test. Prepare the control solution with 2.0 mL of Standard
Lead Solution (not more than 20 ppm).

(4) Isoproterenone—Dissolve 0.050 g of [-Isoprenaline
Hydrochloride in 0.01 mol/L hydrochloric acid TS to make
exactly 25 mL, and determine the absorbance of the solu-
tion at 310 nm: not more than 0.040.

Loss on drying Not more than 0.5% (1 g, in vacuum, silica
gel, 4 hours). ’

Residue on ignition Not more than 0.20% (1 g).

Assay Weigh accurately about 0.5g of /-Isoprenaline
Hydrochloride, previously dried, dissolve in 100 mL of a
mixture of acetic acid (100) and acetic anhydride (3:2) by
warming, cool, and titrate with 0.1 mol/L perchloric acid
VS (potentiometric titration). Perform a blank determina-
tion.

Each mL of 0.1 mol/L perchloric acid VS
= 24.772 mg of C1;H17NO3.HCI

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

Isopropanol
Isopropyl Alcohol
47818/ —I

HsC”~ “CHg

C3HgO: 60.10
Propan-2-ol [67-63-0]

Description Isopropanol is a clear, colorless liquid. It has
a characteristic odor.

It is miscible with water, with methanol, with ethanol (95),
and with diethyl ether.
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It is flammable and volatile.

Identification (1) To 1 mL of Isopropanol add 2 mL of
iodine TS and 2 mL of sodium hydroxide TS, and shake: a
light yellow precipitate is formed.

(2) To 5mL of Isopropanol add 20 mL of potassium
dichromate and 5 mL of sulfuric acid with caution, and
warm gently on a water bath: the produced gas has the odor
of acetone, and the gas turns the filter paper, previously wet-
ted with a solution of salicylaldehyde in ethanol (95) (1 in
10) and with a solution of sodium hydroxide (3 in 10), to
red-brown.

Specific gravity d2): 0.785 - 0.788

Purity (1) Clarity of solution—To 2.0mL of
Isopropanol add 8 mL of water, and shake: the solution is
clear.

(2) Acid—To 15.0 mL of Isopropanol add 50 mL of
freshly boiled and cooled water and 2drops of
phenolphthalein TS, and add 0.40 mL of 0.01 mol/L sodi- -
um hydroxide VS: a red color develops.

(3) Residue on evaporation—Evaporate 20.0mL of
Isopropanol on a water bath to dryness, and dry at 105°C
for 1 hour: the mass of the residue is not more than 1.0 mg.

Water Not more than 0.75 w/v% (2 mL, direct titration).
Distilling range 81 - 83°C, not less than 94 vol%.

Containers and storage Containers—Tight containers.
Storage—Remote from fire.

Isopropylantipyrine
Propyphenazone

A 7aELTFEY

C14H13N20! 230.31
4-Isopropyl-1,5-dimethyl-2-phenyl-1,2-dihydropyrazol-3-
one [479-92-51 :

Isopropylantipyrine, when dried, contains not less
than 98.0% of C;,H;sN,O.

Description Isopropylantipyrine occurs as white crystals
or crystalline powder. It is odorless, and has a slightly bitter
taste. .

It is very soluble in acetic acid (100), freely soluble in
ethanol (95) and in acetone, soluble in diethyl ether, and
slightly soluble in water.

Identification (1) To 2 mL of a solution of Isopropylan-
tipyrine (1 in 500) add 1 drop of iron (III) chloride TS: a
light red color develops. Further add 3 drops of sulfuric acid
to this solution: the color changes to pale yellow.

(2) Add 5 mL of a solution of Isopropylantipyrine (1 in
500) to a mixture of 5 mL of potassium hexacyanoferrate
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(III) TS and 1 to 2 drops of iron (III) chloride TS: a dark
green color gradually develops.

(3) To 2mL of a solution of isopropylantipyrine (1 in
500) add 2 to 3 drops of tannic acid TS: a white precipitate is
produced.

Melting point 103 - 105°C

Purity (1) Chloride—Dissolve 1.0 g of Isopropylantipy-
rine in 30 mL of dilute ethanol, and add 6 mL of dilute
nitric acid and water to make 50 mL. Perform the test using
this solution as the test solution. Prepare the control solu-
tion as follows: to 0.40 mL of 0.01 mol/L hydrochloric acid
VS add 6 mL of dilute nitric acid, 30 mL of dilute ethanol
and water to make 50 mL (not more than 0.014%).

(2) Sulfate—Dissolve 1.0 g of Isopropylantipyrine in 30
mL of dilute ethanol, and add 1 mL of dilute hydrochloric
acid and water to make 50 mL. Perform the test using this
solution as the test solution. Prepare the control solution as
follows: to 0.40 mL of 0.005 mol/L sulfuric acid VS add 1

-mL of dilute hydrochloric acid and 30 mL of dilute ethanol,
and dilute with water to make 50 mL (not more than
0.019%). '

(3) Heavy metals—Dissolve 1.0 g of Isopropylantipy-
rine in 25 mL of acetone, add 2 mL of dilute acetic acid and
water to make 50 mL, and perform the test using this solu-
tion as the test solution. Prepare the control solution as-fol-
lows: to 2.0 mL of Standard Lead Solution add 2 mL of di-
lute acetic acid, 25 mL of acetone, and dilute with water to
make 50 mL (not more than 20 ppm).

(4) Arsenic—Prepare the test solution with 1.0g of
Isopropylantipyrine according to Method 3, and perform
the test using Apparatus B (not more than 2 ppm).

(5) Antipyrine—Dissolve 1.0 g of isopropylantipyrine in
10 mL of dilute ethanol, and add 1 mL of sodium nitrite TS
and 1 mL of dilute sulfuric acid: no green color develops.

Loss on drying Not more than 0.5% (1'g, in vacuum, silica
gel, 5 hours).

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

Assay Weigh accurately about 0.4 g of Isopropylantipy-
rine, previously dried, dissolve in 60 mL of a mixture of acet-
ic acid (100) and acetic anhydride (2:1), and titrate with 0.1
mol/L perchloric acid VS (potentiometric titration). Per-
form a blank determination.

Each mL of 0.1 mol/L perchloric acid VS
= 23.031 mg of C14H13N20

Containers and storage Containers—Tight containers.

Isosorbide
LU LE K
OHy
Hall H o
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C5H1004: 146.14
1,4:3,6-Dianhydro-D-glucitol [652-67-5]
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Isosorbide contains not less than 98.5% of CsH;(Oy,
calculated on the anhydrous basis.

Description Isosorbide occurs as white crystals or masses.
It is odorless, or has a faint, characteristic odor, and has a
bitter taste.

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

It is hygroscopic.

Identification (1) To 0.1 g of Isosorbide add 6 mL of
diluted sulfuric acid (1 in 2), and dissolve by heating in a
water bath. After cooling, shake well with 1 mL of a solu-
tion of potassium permanganate (1 in 30), and heat in a
water bath until the color of potassium permanganate disap-
pears. To this solution add 10 mL of 2,4-dinitrophenyl-
hydrazine TS, and heat in a water bath: an orange
precipitate is formed.

(2) To 2g of Isosorbide add 30 mL of pyridine and 4
mL of benzoyl chloride, boil under a reflux condenser for 50
minutes, cool, and pour gradually the solution into 100 mL
of cold water. Filter the formed precipitate by suction
through a glass filter (G3), wash with water, recrystallize
twice from ethanol (95), and dry in a desiccator (in vacuum,
silica gel) for 4 hours: it melts between 102°C and 103°C.

(3) Determine the infrared absorption spectrum of
Isosorbide as directed in the potassium bromide disk
method under the Infrared Spectrophotometry, and com-
pare the spectrum with the Reference Spectrum: both spec-
tra exhibit similar intensities of absorption at the same wave
numbers.

Optical rotation []%: +45.0 - +46.0° (5 g, calculated on
the anhydrous basis, water, 50 mL, 100 mm).

Purity (1) Clarity and color of solution—Take 25 g of
Isosorbide in a Nessler tube, and dissolve in 50 mL of water:
the solution is clear, and has no more color than the follow-
ing control solution.

Control solution: To a mixture of 1.0 mL of Cobaltous
Chloride Stock CS, 3.0 mL of Ferric Chloride Stock CS and
2.0 mL of Cupric Sulfate Stock CS add water to make 10.0
mL. To 3.0 mL of this solution add water to make 50 mL.

(2) Sulfate—Perform the test with 2.0 g of Isosorbide.
Prepare the control solution with 1.0 mL of 0.005 mol/L
sulfuric acid VS (not more than 0.024%).

(3) Heavy metals—Proceed with 5.0 g of Isosorbide ac-
cording to Method 1, and perform the test. Prepare the con- -
trol solution with 2.5 mL of Standard Lead Solution (not
more than 5 ppm).

(4) Arsenic—Prepare the test solution with 1.0g of
Isosorbide according to Method 1, and perform the test us-
ing Apparatus B (not more than 2 ppm).

(5) Related substances—Dissolve 0.10 g of Isosorbide in
10 mL of methanol, and use this solution as the sample solu-
tion. Pipet 2 mL of the sample solution, add methanol to
make exactly 100 mL, and use this solution as the standard
solution. Perform 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 for thin-layer chromatography. Develop the plate
with a mixture of ethanol (95) and cyclohexane (1:1) to a dis-
tance of about 10 cm, and air-dry the plate. Spray evenly a
mixture of ethanol (95) and sulfuric acid (9:1) on the plate,
and heat at 150°C for 30 minutes: the spots other than the



