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sample solution. Dissolve 0.01 g each of hydrocortisone
acetate and diphenhydramine in 10 mL each of methanol,
and use these solutions as standard solutions (1) and (2). Per-
form the test with the sample solution and standard solutions
(1) and (2) as directed under the Thin-layer Chro-
matography. Spot 5 uL each of these solutions on a plate of
silica gel with a complex fluorescent indicator for thin-layer
chromatography. Develop the plate with a mixture of ethyl
acetate and diethyl ether (4:1) to a distance of about 10 cm,
and air-dry the plate. Examine under ultraviolet light (broad
spectrum wavelength): two spots from the sample solution
show the same Rf value as the corresponding spots from stan-
dard solutions (1) and (2).

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

Hydrogenated Oil
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Hydrogenated Oil is the fat obtained by hydrogena-
tion of fish oil or of other oils originating from animal
or vegetable.

Description Hydrogenated Oil occurs as a white mass or
powder and has a characteristic odor and a mild taste.

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

The oil obtained by hydrogenation of castor oil is slightly
soluble in diethyl ether, very slightly soluble in ethanol (95),
and practically insoluble in water.

Acid value Not more than 2.0.

Purity (1) Moisture and coloration—Hydrogenated Oil
(5.0 g), melied by heating on a water bath, forms a clear liq-
uid, from which no water separates. In a 10-mm thick layer
of the liquid, it is colorless or slightly yellow.

(2) Alkali—To 2.0 g of Hydrogenated Oil add 10 mL of
water, melt by heating on a water bath, and shake vigorous-
ly. After cooling, add 1 drop of phenolphthalein TS to the
separated water layer: no color develops.

(3) Chloride—To 1.5 g of Hydrogenated Oil add 30 mL
of ethanol (95), boil for 10 minutes under a reflux condenser,
and filter after cooling. To 20 mL of the filtrate add 5 drops
of a solution of silver nitrate in ethanol (95) (1 in 50): the tur-
bidity of the solution does not exceed that of the following
control solution.

Control solution: To 1.0 mL of 0.01 mol/L hydrochloric
acid VS add ethanol (95) to make 20 mL, then add 5 drops of
a solution of silver nitrate in ethanol (95) (1 in 50).

(4) Heavy metals—Heat 2.0 g of Hydrogenated Oil with
5 mL of dilute hydrochloric acid and 10 mL of water on a
water bath for 5 minutes with occasional shaking. After cool-
ing, filter, and make 5 mL of the filtrate weakly alkaline with
ammonia TS, then add 3 drops of sodium sulfide TS: the so-
lution remains unchanged.

(5) Nickel—Place 5.0 g of Hydrogenated Oil in a quartz
or porcelain crucible, heat slightly with caution at the begin-
ning, and, after carbonization, incinerate by strong heating
(500 = 20°C). Cool, add 1mL of hydrochloric acid,
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evaporate on a water bath to dryness, dissolve the residue in
3 mL of dilute hydrochloric acid, and add 7 mL of water.
Then add 1 mL of bromine TS and 1 mL of a solution of
citric acid monohydrate (1 in 5), make alkaline with 5 mL of
ammonia TS, and cool in running water. To this solution
add 1 mL of dimethylglyoxime TS, add water to make 20
mL, and use this solution as the test solution. Allow to stand
for 5 minutes: the solution has no more color than the follow-
ing control solution.

Control solution: Evaporate 1 mL of hydrochloric acid on
a water bath to dryness, add 1 mL of Standard Nickel Solu-
tion and 3 mL of dilute hydrochloric acid, and add 6 mL of
water. Then proceed as directed in the test solution, add
water to make 20 mL, and allow to stand for 5 minutes.

Residue on ignition Not more than 0.10% (5 g).

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

Hydrophilic Ointment
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Method of preparation

White Petrolatum 250 g
Stearyl Alcohol 200 g
Propylene Glycol 120 g
Polyoxyethylene hydrogenated

castor oil 60 40¢g
Glycerin Monostearate 10g
Methyl Parahydroxybenzoate lg
Propyl Parahydroxybenzoate 1g

Purified Water a sufficient quantity

To make 1000g

Melt White Petrolatum, Stearyl Alcohol, polyoxyethylene
hydrogenated castor oil 60 and Glycerin Monostearate by
heating on a water bath, stir, and keep temperature of the
mixture at about 75°C. To Propylene Glycol add Methyl
Parahydroxybenzoate and Propyl Parahydroxybenzoate,
melt by warming if necessary, dissolve in Purified Water, and
warm to about 75°C. Add this solution to the above mixture,
stir to form emulsion, cool, and stir thoroughly until it con-
geals.

Description Hydrophilic Ointment is white in color. It has
a slight, characteristic odor.

Containers and storage Containers—Tight containers.

Hydroxypropylcellulose
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Hydroxypropylcellulose is a hydroxypropyl ether of
cellulose.

Hydroxypropylcellulose, when dried, contains not
less than 53.4% and not more than 77.5% of hydrox-



