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Purity (1) Acidity or alkalinity—To 5 g of Hydrous Lano-
lin add 25 mL of water, boil for 10 minutes, and cool. Add
water to restore the previous mass, and separate the aqueous
layer: the aqueous layer is neutral.

(2) Chloride—To 2.0 g of Hydrous Lanolin add 40 mL
of water, boil for 10 minutes, and cool. Add water to restore
the previous mass, and filter. To 20 mL of the filtrate add 6
mL of dilute nitric acid and water to make 50 mL. Use this so-
lution as the test solution, and perform the test. Prepare the
control solution with 1.0 mL of 0.01 mol/L hydrochloric
acid VS (not more than 0.036%).

(3) Ammonia—To 10 mL of the aqueous layer obtained
in (1) add 1 mL of sodium hydroxide TS, and boil: the gas
evolved does not turn moistened red litmus paper to blue.

(4 Water-soluble organic substances—To 5SmL of the
aqueous layer obtained in (1) add 0.25 mL of 0.002 mol/L
potassium permanganate VS, and allow to stand for 5
minutes: the red color of the solution does not disappear.

(5) Petrolatum—Dissolve 1.0 g of the dried residue ob-
tained in the Residue on evaporation in 10 mL of a mixture
of tetrahydrofuran and isooctane (1:1), and use this solution
as the sample solution. Add dissolve 0.020 g of vaseline in 10
mL of a mixture of tetrahydrofuran and isooctane (1:1), and
use this solution as the standard solution. Perform the test
with these solutions as directed under the Thin-layer Chro-
matography. Spot 25 uL each of the sample solution and the
standard solution on a plate of silica gel for thin-layer chro-
matography. Develop the plate with isooctane to a distance
of about 10 cm, and air-dry the plate. Spray evenly diluted
sulfuric acid (1 in 2) on the plate, heat the plate at 80°C for 5
minutes, cool, and examine under ultraviolet light (main
wavelength: 365 nm): no fluorescent spot is observed in the
same level with the spot of standard solution. For this test
use a thin-layer plate previously developed with isooctane to
the upper end, dried in air, and heated at 110°C for 60
minutes.

Residue on evaporation Weigh accurately about 12.5 g of
Hydrous Lanolin, dissolve in 50 mL of diethyl ether, place it
in a separator, transfer the separated aqueous layer to
another separator, add 10 mL of diethyl ether, shake, and
combine the diethyl ether layer and diethyl ether in the first
separator. Shake the diethyl ether layer with 3 g of anhy-
drous sodium sulfate, and filter through dry filter paper.
Wash the separator and the filter paper with two 20-mL por-
tions of diethyl ether, combine the washings with the filtrate,
evaporate on a water bath until the odor of diethyl ether is
no longer perceptible, and dry in a desiccator (in vacuum, sili-

ca gel) for 24 hours: the content is not less than 70% and not

more than 75%.

Containers and storage Containers—Well-closed contain-
ers.
Storage—Not exceeding 30°C.

Purified Lanolin

Adeps Lanae Rurificatus
wmEZ /U

Purified Lanolin is the purified product of the fat-
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like substance obtained from the wool of Ovis aries
Linné (Bovidae).

Description Purified Lanolin is a light yellow to yellowish
brown, viscous, ointment-like substance, and has a faint,
characteristic but not rancid odor.

It is very soluble in diethyl ether and in cyclohexane, freely
soluble in tetrahydrofuran and in toluene, and very slightly
soluble in ethanol (95). It is practically insoluble in water,
but miscible without separation with about twice its mass of
water, retaining ointment-like viscosity.

Melting point: 37 - 43°C

Identification Superimpose carefully 1 mL of a solution of
Purified Lanolin in cyclohexane (1 in 50) on 2 mL of sulfuric
acid: a red-brown color develops at the zone of contact, and
the sulfuric acid layer shows a green fluorescence.

Acid value Not more than 1.0.

Iodine value 18-36 Weigh accurately about 0.8 g of
Purified Lanolin in a glass-stoppered 500-mL flask, add 20
mL of cyclohexane to dissolve, and add exactly 25 mL of Ha-
nus’ TS, and mix well. If a clear solution is not obtained, add
more cyclohexane to make clear, and allow the mixture to
stand for 1 hour between 20°C and 30°C in light-resistant,
well-closed containers, with occasional shaking. Add 20 mL
of a solution of potassium iodide (1 in 10) and 100 mL of
water, shake, and titrate the liberated iodine with 0.1 mol/L
sodium thiosulfate VS (indicator: 1 mL of starch TS). Per-
form a blank determination.

(@ — b) x 1.269
amount (g) of sample

Iodine value =

a: Volume (mL) of 0.1 mol/L sodium thiosulfate VS used
in the blank determination.

b: Volume (mL) of 0.1 mol/L sodium thiosulfate VS used
in the titration of the sample.

Purity (1) Acid or alkali—To 5 g of Purified Lanolin add
25 mL of water, boil for 10 minutes, and cool. Add water to
restore the previous mass, and separate the aqueous layer:
the aqueous layer is neutral.

(2) Chloride—To 2.0 g of Purified Lanolin add 40 mL of
water, boil for 10 minutes, and cool. Add water to restore
the previous mass, and filter. To 20 mL of the filtrate add 6
mL of dilute nitric acid and water to make 50 mL. Use this so-
lution as the test solution, and perform the test. Prepare the
control solution with 1.0 mL of 0.01 mol/L hydrochloric
acid VS (not more than 0.036%).

(3) Ammonia—To 10 mL of the aqueous layer obtained
in (1) add 1 mL of sodium hydroxide TS, and boil: the gas
evolved does not turn moistened red litmus paper to blue.

(4 Water-soluble organic substances—To 5 mL of the
aqueous layer obtained in (1) add 0.25 mL of 0.002 mol/L
potassium permanganate VS, and allow to stand for 5
minutes: the red color of the solution does not disappear.

(5) Petrolatum—Dissolve 1.0 g of Purified Lanolin in 10
mL of a mixture of tetrahydrofuran and isooctane (1:1), and
use this solution as the sample solution. And dissolve 0.020 g
of vaseline in 10 mL of a mixture of tetrahydrofuran and
isooctane (1:1), and use this solution as the standard solu-
tion. Perform the test with the sample solution as directed un-
der the Thin-layer Chromatography. Spot 25 uL of the stan-
dard solution and 25 uL of the sample solution on a plate of
silica gel for thin-layer chromatography. Develop the plate
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with isooctane to a distance of about 10 cm, and air-dry the
plate. Spray evenly diluted sulfuric acid (1 in 2) on the plate,
heat the plate at 80°C for 5 minutes, cool, and examine un-
der ultraviolet light (main wavelength: 365 nm): no fluores-
cent spot is observable same level of the spot of standard so-
lution. Use a thin-layer plate previously developed with isooc-
tane to the upper end, dried in air, and heated at 110°C for
60 minutes.

Loss on drying Not more than 0.5% (1 g, 105°C, 2 hours).

Total ash Not more than 0.1% (proceed as directed in the
Total ash under the Crude Drugs).

Containers and storage Containers—Well-closed contain-
ers.
Storage—Not exceeding 30°C.

Lard
Adeps Suillus
R

Lard is the fat obtained from Sus scrofa Linné var.
domesticus Gray (Suidae).

Description Lard occurs as a white, soft, unctuous mass,
and has a faint, characteristic odor and a bland taste.

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

Melting point: 36 - 42°C (Method 2)

Congealing point of the fatty acids: 36 - 42°C

Acid value Not more than 2.0.
Saponification value 195 - 203
Iodine value 46 -70

Purity (1) Moisture and coloration—Melt 5 g of Lard by
heating on a water bath: it forms a clear liquid, from which
no water separates. Observe the liquid in a layer 10 mm
thick: the liquid is colorless to slightly yellow.

(2) Alkali—To 2.0 g of Lard add 10 mL of water, melt
by warming on a water bath, and shake vigorously. After
cooling, add 1 drop of phenolphthalein TS to the separated
water layer: the layer is colorless.

(3) Chloride—To 1.5 g of Lard 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 solu-
tion of silver nitrate in ethanol (95) (1 in 50): the opalescence
of the mixture 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, and add 5 drops of
a solution of silver nitrate in ethanol (95) (1 in 50).

(4) Beef tallow—Dissolve 5 g of Lard in 20 mL of diethyl
ether, stopper lightly with absorbent cotton, and allow to
stand at 20°C for 18 hours. Collect the separated crystals,
moisten them with ethanol (95), and examine under a micro-
scope of 200 magnifications: the crystals are in the form of
rhomboidal plates grouped irregularly, and do not contain
prisms or needles grouped in fan-shaped clusters.
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Containers and storage Containers—Well-closed contain-
ers.
Storage—Not exceeding 30°C.

Lauromacrogol
Polyoxyethylene Lauryl Alcohol Ether

SAavsaa—l

Lauromacrogol is a polyoxyethylene ether prepared
by the polymerization of ethylene oxide with laury alco-
hol.

Description Lauromacrogol is a colorless or light yellow,
clear liquid or a white, petrolatum-like or waxy solid. It has a
characteristic odor, and a somewhat bitter and slightly irrita-
tive taste.

It is very soluble in ethanol (95), in diethyl ether and in car-
bon tetrachloride.

It is freely soluble or dispersed as fine oily drops in water.

Identification (1) Shake well 0.5 g of Lauromacrogol with
10 mL of water and 5 mL of ammonium thiocyanate-cobalt
nitrate TS, then shake with 5 mL of chloroform, and allow
to stand: the chloroform layer becomes blue in color.

(2) Dissolve 0.35 g of Lauromacrogol in 10 mL of car-
bon tetrachloride, and perform the test as directed in the So-
lution method under the Infrared Spectrophotometry using a
0.1-mm fixed cell: it exhibits absorption at the wave numbers
of about 1347 cm~1, 1246 cm~! and 1110 cm~1.

Purity (1) Acid—Transfer 10.0 g of Lauromacrogol into
a flask, and add 50 mL of neutralized ethanol. Heat on a
water bath nearly to boil, shaking once or twice while heat-
ing. Cool, and add 5.3 mL of 0.1 mol/L sodium hydroxide
VS and 5 drops of phenolphthalein TS: a red color develops.
(2) Unsaturated compound—Shake 05¢g of
Lauromacrogol with 10 mL of water, and add 5 drops of bro-
mine TS: the color of the solution does not disappear.

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

Containers and storage Containers—Tight containers.

Lithospermum Root
Lithospermi Radix
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Lithospermum Root is the root of Lithospermum
erythrorhizon Siebold et Zuccarini (Boraginaceae).

Description Rather slender conical root, often branched, 6 -
10 cm in length, 0.5 - 1.5 cm in diameter; externally dark pur-
ple, coarse in texture, thin and easily peeled; mostly with
twisted and deep longitudinal furrows, which sometimes
reach to xylem; sometimes remains of stem at the crown; easi-
ly broken; fractured surface granular and with many clefts.
Under a magnifying glass, a transverse section reveals a dark



