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ameter and 15 to 25 cm in length, packed with octadecyl-
silanized silica gel for liquid chromatography (5 to 10 um in
particle diameter).

Column temperature: A constant temperature of about
40°C.

Mobile phase: Dissolve 3.4 g of potassium dihydrogen-
phosphate and 1.7 g of sodium lauryl sulfate in 1000 mL of a
mixture of water and acetonitrile (1:1).

Flow rate: Adjust the flow rate so that the retention time
of berberine is about 10 minutes.

Selection of column: Dissolve 1 mg each of Berberine Chlo-
ride Reference Standard and palmatine chloride in 10 mL of
methanol. Proceed with 20 uL. of this solution under the
above operating conditions. Use a column giving elution of
palmatine and berberine in this order, and clearly dividing
each peak.

System repeatability: When repeat the test 5 times with the
standard solution under the above operating conditions, the
relative standard deviation of the peak area of berberine is
not more than 1.5%.

Compound Phellodendron Powder
for Cataplasm

Ny TREFAINIE

Method of preparation

Powdered Phellodendron Bark 660 g
Powdered Gardenia Fruit 325g
d- or dl-Camphor - 10g
dl- or I-Menthol 5g

To make 1000 g

Prepare as directed under Powders, with the above in-
gredients.

Description Compound Phellodendron Powder for
Cataplasm occurs as a yellow-brown powder, having a
characteristic odor.

Identification Shake thoroughly 0.2 g of Compound Phel-
lodendron Powder for Cataplasm with 5 mL of methanol,
filter, and use the filtrate as the sample solution. Dissolve
0.01 g of berberine chloride in 10 mL of methanol, and use
the solution as the standard solution. Perform the test with
these solutions as directed under the Thin-layer Chro-
matography. Spot 5 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 a mixture of 1-butanol,
water and acetic acid (100) (7:2:1) to a distance of about 10
cm, air-dry the plate, and examine under ultraviolet light
(main wavelength: 365 nm): the spots from the sample solu-
tion and the standard solution reveal a yellow color, and
show the same Rf value (berberine).

Containers and storage Containers—Tight containers.
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Phellodendron, Albumin Tannate
and Bismuth Subnitrate Powder

AINT-ZoFIIE-ERARRE

Phellodendron, Albumin Tannate and Bismuth Sub-
nitrate Powder contains not less than 12.9% and not
more than 16.3% of bismuth (Bi: 208.98).

Method of preparation

Powdered Phellodendron Bark 300¢g
Albumin Tannate 300g
Bismuth Subnitrate 200 g
Scopolia Extract 10g
Starch, Lactose or their mixture a sufficient quantity

To make 1000 g

Prepare as directed under Powders, with the above in-
gredients. Scopolia Extract Powder may be used in place of
Scopolia Extract.

Description Phellodendron, Albumin Tannate and Bis-
muth Subnitrate Powder is brownish yellow in color, and has
a bitter taste.

Identification (1) Shake thoroughly 0.1 g of Phelloden-
dron, Albumin Tannate and Bismuth Subnitrate Powder
with 5 mL of methanol, filter, and use the filtrate as the sam-
ple solution. Dissolve 0.01 g of berberine chloride in 10 mL
of methanol, and use this solution as the standard solution.
Perform the test with these solutions as directed under the
Thin-layer Chromatography. Spot 5 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 1-butanol, water and acetic acid (100) (7:2:1) to a distance
of about 10 cm, air-dry the plate, and examine under ultrav-
iolet light (main wavelength: 365 nm): the spot of berberine
chloride reveals a yellow color, and the spots from the sam-
ple solution and the standard solution show the same Rf
value (berberine).

(2) To 0.3 gof Phellodendron, Albumin Tannate and Bis-
muth Subnitrate Powder add 20 mL of ethanol (95), heatina
water bath for 3 minutes with shaking, cool, and filter. To
10 mL of the filtrate add 1 drop of iron (III) chloride TS: a
blue-green color is produced. Allow to stand: a bluish black
precipitate is produced (albumin tannate).

(3) To0.3 g of Phellodendron, Albumin Tannate and Bis-
muth Subnitrate Powder add 10 mL of diluted pyridine (1 in
5), warm in a water bath for 3 minutes with shaking, cool,
and filter. Add 1 mL of ninhydrin-ascorbic acid TS to the
filtrate, and heat in a water bath: a blue color is produced (al-
bumin tannate).

@ To0.5 gof Phellodendron, Albumin Tannate and Bis-
muth Subnitrate Powder add 5 mL of dilute hydrochloric
acid and 10 mL of water, warm, shake thoroughly, and
filter. The filtrate responds to the Qualitative Tests for bis-
muth salt.

Assay Weigh accurately about 0.7 g of Phellodendron, Al-
bumin Tannate and Bismuth Subnitrate Powder, shake well
with 10 mL of water and 20 mL of diluted nitric acid (1 in 3),
add water to make exactly 100 mL, and filter. Discard the
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first 20 mL of the filtrate, pipet the subsequent 10 mL of the
filtrate, and add water to make exactly 100 mL. Pipet 25 mL
of this solution, add diluted nitric acid (1 in 100) to make ex-
actly 100 mL, and use this solution as the sample solution.
Weigh accurately about 0.23 g of bismuth nitrate pentahy-
drate, add 20 mL of diluted nitric acid (1 in 3) and water to
make exactly 100 mL. Pipet 10 mL of this solution, and add
water to make exactly 100 mL. Pipet 25 mL of this solution,
add diluted nitric acid (1 in 100) to make exactly 100 mL, and
use this solution as the standard solution. Determine the ab-
sorbances, At and A4s, of the sample solution and the stan-
dard solution according to the Atomic Absorption Spec-
trophotometry under the following conditions. On the other
hand, determine the absorbance Ay of the solution prepared
in the same manner using 20 mL of diluted nitric acid (1 in 3)
instead of the standard solution.

Gas: Combustible gas—Acetylene

Supporting gas—Air
Lamp: A bismuth hollow-cathode lamp
Wavelength: 223.1 nm

Amount (mg) of bismuth (Bi)
= amount (mg) of bismuth nitrate pentahydrate
[Bi(NO3)3.5H30]

At — Ay
x GE40 X 0.4308

Containers and storage Containers—Well-closed contain-
€rs.

Phenol
Carbolic Acid

Zz/—L

: OH
CsHgO: 94.11
Phenol [108-95-2]

Phenol contains not less than 98.0% of CgHgO.

Description Phenol occurs as colorless to slightly red crys-
tals or crystalline masses. It has a characteristic odor.

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

Phenol (10 g) is liquefied by addition of 1 mL of water.

The color changes gradually through red to dark red by
light or air.

It cauterizes the skin, turning it white.

Congealing point: about 40°C

Identification (1) Add 1 drop of iron (III) chloride TS to
10 mL of a solution of Phenol (1 in 100): a blue-purple color
develops.

(2) Add bromine TS dropwise to 5 mL of a solution of
Phenol (1 in 10,000): a white precipitate is produced, which
at first dissolves with shaking, but becomes permanent as ex-
cess of the reagent is added.

Purity (1) Clarity and color of solution and acidity or
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alkalinity—Dissolve 1.0 g of Phenol in 15 mL of water: the
solution is clear, and neutral or only faintly acid. Add 2
drops of methyl orange TS: no red color develops.

(2) Residue on evaporation—Weigh accurately about 5 g
of Phenol, evaporate on a water bath, and dry the residue at
105°C for 1 hour: the mass is not more than 0.05% of the
mass of the sample.

Assay Dissolve about 1.5 g of Phenol, accurately weighed,
in water to make exactly 1000 mL. Transfer exactly 25 mL of
this solution to an iodine flask, add exactly 30 mL of 0.05
mol/L bromine VS, then 5 mL of hydrochloric acid, and im-
mediately stopper the flask. Shake the flask repeatedly for 30
minutes, allow to stand for 15 minutes, then add 7 mL of
potassium iodide TS, at once stopper the flask, and shake
well. Add 1 mL of chloroform, stopper the flask, and shake
thoroughly. Titrate the liberated iodine with 0.1 mol/L sodi-
um thiosulfate VS (indicator: 1 mL of starch TS). Perform a
blank determination.

Each mL of 0.05 mol/L bromine VS
= 1.5686 mg of CsHgO

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

Phenol for Disinfection
Carbolic Acid for Disinfection

HEAT /L

Phenol for Disinfection contains not less than
95.0% of phenol (CgHgO: 94.11).

Description Phenol for Disinfection occurs as colorless to
slightly red crystals, crystalline masses, or liquid containing
these crystals. It has a characteristic odor.

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

Phenol for Disinfection (10 g) is liquefied by addition of 1
mL of water.

It cauterizes the skin, turning it white.

Congealing point: about 30°C

Identification (1) To 10 mL of a solution of Phenol for
Disinfection (1 in 100) add 1 drop of iron (III) chloride TS: a
blue-purple color is produced.

(2) To 5mL of a solution of Phenol for Disinfection (1
in 10,000) add bromine TS dropwise: a white precipitate is
formed, and it dissolves at first upon shaking but becomes
permanent as excess of the reagent is added. ’

Purity (1) Clarity of solution—Dissolve 1.0 g of Phenol
for Disinfection in 15 mL of water: the solution is clear.

(2) Residue on evaporation—Weigh accurately about 5 g
of Phenol for Disinfection, evaporate on a water bath, and
dry the residue at 105°C for 1 hour: the mass is not more
than 0.10% of the mass of the sample.

Assay Dissolve about 1 g of Phenol for Disinfection, ac-
curately weighed, in water to make exactly 1000 mL. Pipet
25 mL of the solution into an iodine flask, add exactly 30 mL
of 0.05 mol/L bromine VS and 5 mL of hydrochloric acid,
stopper immediately, shake for 30 minutes and allow to



