
29142914 Supplement I, JP XVIIICrude Drugs and Related Drugs

The JP Drugs are to be tested according to the provisions given in the pertinent monographs, General Notices, General Rules for Crude Drugs,
General Rules for Preparations, and General Tests for their conformity to the Japanese Pharmacopoeia. (See the General Notices 5.)

Magnolia Bark

コウボク

Change the origin/limits of content as follows:

Magnolia Bark is the bark of the trunk of Magnolia
obovata Thunberg (Magnolia hypoleuca Siebold et
Zuccarini), Magnolia officinalis Rehder et E. H. Wil-
son or Magnolia officinalis Rehder et E. H. Wilson
var. biloba Rehder et E. H. Wilson (Magnoliaceae).

It contains not less than 0.8z of magnolol.

Maoto Extract

麻黄湯エキス

Change the Assay (2) as follows:

Assay

(2) Amygdalin—Weigh accurately about 0.5 g of the

dry extract (or an amount of the viscous extract, equivalent

to about 0.5 g of the dried substance), add exactly 50 mL of

diluted methanol (1 in 2), shake for 15 minutes, and filter.

Pipet 5 mL of the filtrate, flow through in a column packed

with 2 g of polyamide for column chromatography, then

elute with water to make exactly 20 mL, and use this ef-

fluent as the sample solution. Separately, weigh accurately

about 10 mg of amygdalin for assay, dissolve in diluted

methanol (1 in 2) to make exactly 50 mL, and use this solu-

tion as the standard solution. Perform the test with exactly

10 mL each of the sample solution and standard solution as

directed under Liquid Chromatography <2.01> according to

the following conditions, and determine the peak areas, AT

and AS, of amygdalin in each solution.

Amount (mg) of amygdalin ＝ MS × AT/AS × 4

MS: Amount (mg) of amygdalin for assay taken

Operating conditions—
Detector: An ultraviolet absorption photometer (wave-

length: 210 nm).

Column: A stainless steel column 4.6 mm in inside diame-

ter and 15 cm in length, packed with octadecylsilanized

silica gel for liquid chromatography (5 mm in particle diame-

ter).

Column temperature: A constant temperature of about

459C.

Mobile phase: A mixture of 0.05 mol/L sodium dihydro-

gen phosphate TS and methanol (5:1).

Flow rate: 0.8 mL per minute (the retention time of

amygdalin is about 12 minutes).

System suitability—

System performance: When the procedure is run with 10

mL of the standard solution under the above operating con-

ditions, the number of theoretical plates and the symmetry

factor of the peak of amygdalin are not less than 5000 and

not more than 1.5, respectively.

System repeatability: When the test is repeated 6 times

with 10 mL of the standard solution under the above operat-

ing conditions, the relative standard deviation of the peak

area of amygdalin is not more than 1.5z.

Mukoi-Daikenchuto Extract

無コウイ大建中湯エキス

Change the Assay (2) as follows:

Assay

(2) [6]-Shogaol—Weigh accurately about 0.5 g of

Mukoi-Daikenchuto Extract, add exactly 50 mL of diluted

methanol (3 in 4), shake for 15 minutes, centrifuge, and use

the supernatant liquid as the sample solution. Separately,

weigh accurately about 10 mg of [6]-shogaol for assay, dis-

solve in diluted methanol (3 in 4) to make exactly 100 mL.

Pipet 10 mL of this solution, add diluted methanol (3 in 4)

to make exactly 50 mL, and use this solution as the standard

solution. Perform the test with exactly 20 mL each of the

sample solution and standard solution as directed under

Liquid Chromatography <2.01> according to the following

conditions, and determine the peak areas, AT and AS, of

[6]-shogaol in each solution.

Amount (mg) of [6]-shogaol ＝ MS × AT/AS × 1/10

MS: Amount (mg) of [6]-shogaol for assay taken, calcu-

lated on the basis of the content obtained by qNMR

Operating conditions—
Detector: An ultraviolet absorption photometer (wave-

length: 225 nm).

Column: A stainless steel column 4.6 mm in inside diame-

ter and 15 cm in length, packed with octylsilanized silica gel

for liquid chromatography (5 mm in particle diameter).

Column temperature: A constant temperature of about

509C.

Mobile phase: Dissolve 0.1 g of oxalic acid dihydrate in

600 mL of water, and add 400 mL of acetonitrile.

Flow rate: 1.0 mL per minute (the retention time of [6]-

shogaol is about 30 minutes).

System suitability—

System performance: When the procedure is run with 20

mL of the standard solution under the above operating con-

ditions, the number of theoretical plates and the symmetry

factor of the peak of [6]-shogaol are not less than 5000 and

not more than 1.5, respectively.

System repeatability: When the test is repeated 6 times

with 20 mL of the standard solution under the above operat-

ing conditions, the relative standard deviation of the peak

area of [6]-shogaol is not more than 1.5z.


