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Notice: This English version ofthe Japanese standard for non・pharmacopoeial crude

drugs is published forthe convenience ofusers unfamiliarwith the Japanese language

叉刃hen and if any discrepancy arises between the Japanese original and its English

translation,the fonner is authentic

、



1. The0丘icialnameofthisstandardiS 日本薬局方外生薬規格 2022, andthe

abbreviation iS 局外生規 2022.

2. The English name ofthis standard is The Japanese standardsfor non・

Pharmacopoeialcrude drugS 2022, and may be abbreviated as Non、Jpcrude drug

StandardS 20220r Non・JPS 2022.

3. A1110ng drugs, the non、pharmacopoeialcrude drugs are those specified in the

monographs. The title names and the commonly used names adopted inthe

monographs should be used as officialnames.

4. These standards have been established for determination ofthe nature, method of

Preparation, description, quality and storage of drugs specified in the monographs,

and, unless otherw'ise speci6.ed in Generalprovisions and/or the monographs, the

Provisions of GeneralNotices, GeneralRulesfor crude Drugs, GeneralRules for

Preparations and GeneralTests in the latest version ofthe Japanese

Pharmacopoeia sha11be applied.

5. Drugs are to be tested accordingto the provisionS 8'iven in Generalprovisions and

the mon0宮rapbs, and those in GeneralNotices, GeneralRulesfor crude Drugs,

General Rules for preparations, and GeneralTests in the latest version ofthe

Japanese pharmacopoeia for their c011formity to these standards.

6. when and ifany discrepancy arises between the Japanese pharmacopeia and non・

Jp crude drug standardS 2022 according to the reⅥ.sion ofthe Japanese

Pharmacopoeia, the former is authentic.

フ. The term "JP" or " Non'JPS" stated in the monographs indicates the latest version

Ofthe Japanese pharlnacopoeia or The Japanese standardsfor non、pharmacopoeial

Crude drugs, respectively

GENERALPROVISIONS
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アカメガシワエキス

MaⅡotus B飲k 豆Xヒract

MaⅡotus Bark Extract contains not less than 12.0% and not more than 18.0% of

bergenin.

Metbod of preparation pulverize MaⅡotus Bark in Jp to suitable sizes and extract it

Withwater, purifiedw'aterorpuri6edwaterin conta血er(Jpgrade) as directedunder

Extracts in General Rules for preparations in JR I.0 牙 of lvla110tus Bark Extract is

equivalentto about 8 g ofMa110tus Bark in JP.

De8Ctiption Ma110tus Bark Extract is brown powder; odor and taste, slightly

Characteristic.1t dissolves in water W辻h a slight turbidity

Ident途Cation TO 0.1 g of Ma110tus Bark Extract add lo mL of methan01, shake,負lter,

and use tbe filtrate as the sample solution. Then, proceed as directed in the

Identification under MaⅡotus Bark in JP.

P11rity Hea四 metals <1.07>-prepare the testsolution Mth o.6 g ofMa110tus Bark

Extract as directedin the Extract(4) under GeneralRulesfor preparationsin JR and

Perform the test (not lnore than 50 ppm).
Losson dry血g <g.41> Not more than 8.0%(1g,105゜C,4 hours).

,1btala8b <501> Notmorethanlo.0% ag).

AS8ay weigb accurately about o.1 g ofMa110tus Bark Extract, add loo mL ofa mixture

Of water and acetonitrile (9:1),'hake for 30 minutes, filter, and use the filtrate as the

Sample solution. separately, weigh accurately about lo mg of bergen加 for assay,

disso]ve in a mixture of water and acetonitrile (9:D to make exactly 50 mL, and use

this solution as tbe standard solution. perform the test with exactly l011L each ofthe

Sample solution and standard solution as directed under Liquid C11romatography

くε.ob according to the f0110win号 Cond北ions, and determine the peak areas, AT and、・

AS, ofbergenin in each solution.

8

Amount(m今) ofbergenin

=1WSXAT/ASX2

US: Amount(mg) ofber牙enin for assay taken

Operahhgcondi訂bhs-

Detector: A11Ultraviolet absorption photometer (wavelengしh:272 nm).

Column: Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid chTomat0牙raphy (5 11m in

Particle diameter).

Column temperature: Aconstanttemperature ofabout 30゜C.

Mobile phase: Amixture of w'ater and acetonitrile (9:1).
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Flow rate: Adjust so thatthe retention time ofbergenin is about 9 minutes.

System S御'ta力2力'吃y-

System performance: when the procedure is run W北h l0 11L of the standard

Solution under the above operating conditions, the number oftheoreticalplates

andthe symmetryfactorofthe peakofbergen血 are notlessthan 50oo andnot

more than l.5, respectively

Systemrepeatability: whenthetestisrepeated 6times with l0μLofthestandard

Solution under the above operathlg conditions, the relative standard deviation

Ofthe peak area ofber宮enin is hot more than l.5%.

Conta血eN and storage containers-Tightcontainers.

、

Bergenin for assay C14H1609 Use bergel)in for thin"1ayer C11romatogl'aphy in JP

meetin宮 the foHowing additionalspeciflcations.

Ophと,a/rotaιlbn くg.g4Ξ1男"(275 nm):240 -255 (2 mg, metban01,10o mL). separately
determi11e the water <g.48>(5 mg, coulometric titration), and calculate on the

anbydrous basls.

Purity Related substances-Dissolve 5 mg of ber今enin for assay 血 10 ml, ofthe

mobile phase in the Assay under 八laⅡotus Bark Extract in Non・JPS, and use this

Solution as tbe sample solution. Pゆet l mL of the sample solution, add the mobile

Phase i11theAssayunder Ma110tus Bark Extractin Non・Jps to make exactly loo mL,

and use this solution as the standard solution. perform the test W北h exactly l0 μL

each of the sample solution and standard solution as directed under Liquid

CI)romatogaphy <g.01> according to the f0110wing conditions. Determine each peak

area by the automatic inte宮ration method: the total al'ea of the peaks otber than

bergel)in obtail)ed from the sample solution is not larger than the peak area of

bergenin obtained from the standal'd solution.

Operating conditions

Detector, column, column temperature, mobile phase and flow rate: proceed as

directed in the operating cond北ions in the Assay under Manotus Bark Extract

in Non・JPS.

1三me span of measurement: About 3 times _as long as the retention time of

bergenin.

Systeln suitability

Test for required detectabi1北y: pipet l mL of the standard solution, and add the

mobile phase in the Assay under MaⅡotus Bark Extract 加 Non・Jps to make

exactly 20 mL. C011firln that the peak area of ber今enin obtained from l011L of

this solution is equivalent t0 3.5 t0 6.5% of that obtained 丘・om the standard

Solution.

System performance and system repeatability: proceed as directed in the system

Suitability in theAssay under MaⅡotus Bark Extractin Non・JPS.
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アキョウ

DonkeyGlue

ASIN CORncoLLAS

Donkey Glue is the dry concentrated heat・extract prepared by boiling the hairless hide,

bone,tendon and ligamentof五'quusaslhusLinn6 (五quldae) Mthwater and excluding

fat.

DesC王iption Ye110W'brown to black・brown plates;itis brittle.

Odorless or odor slight; tasteless.

Ident近Cation T05 mLofa solutionofDonkeyGlue(1in 500の add ldrop oftannic acid

TS: a turbidity is formed.

Purity (D Heavy metals q.07>-proceed w'ith o.5 牙 ofDonkey Glue accordin曾 to

Method 2, and peTform the test. prepare the controlsolution with 2.5 mL ofstandard

Lead solution (not more than 50 ppm).

(2) Arsenic q.11>-place 15.o g ofDonkey Glue in a 丑ask, add 60 mL of diluted

hydrochloric acid (1 in 5), and dissolve by heating. Add 15 mL of bromine TS, heat

Until the excess of bromine is expe11ed, neutralize with ammonia TS, add l.5 g of

disodium hydrogen phosphate dodecahydrate, and a110w to co01. To this solution add

30 mL ofma即esiaTS, a110wto standfor l hour, and c011ectthe precipitates. washthe

Precipitates with 6.ve lo・mL portions of diluted amm01)ia TS (1 in 4), and dissolve in

diluted hydrochloric acid (1in 4) to make exactly 50 mL. perform the test with 5 mL

Ofthis solution: the solution has no more c010r than the f0110wing c010r standard.

C010r standard: proceed with 15 mL of standard Arsenic solution, instead of

Donkey Glue,in thesame manner(not morethan lppm).

Lossondty血g <5ω> Notmorethan 15.0%(6hours).

Acid・jpsolubleash <5.01> Notmorethano.5%
Contai11ers and storage containers^W'e11'closed containers.
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アノレニカ

Anlica FIOW'er

ARNICAEFLOS

Alnica Floweristhecapitulum ofArhica mohtanaLil)n6 (compositae),

At11ica Flower is restricted to tbe use f01' the preparations for cutaneous Application

Under GeneralRulesfor preparations in JP.

Description capitulum,15 -30 lnm i11 diameter,15 -20 mm in height; consists of

tubular florets,1igelate aorets, and involucre; sometimes having peduncle 20 -30 mm

in length; tubular florets and ligulate florets ye110W' to vi偵d yeⅡOW; involucre

Consisting of 2 rows of involucral scales; ixlvolucral scale,1anceolate, covered with

Short hairs, grayish 部een to dark brown; achenes with pappus are usua11y mixed;

achenes, narrow obovate,5 -8 mm in heigbt.

Odor, characteristicaⅡy aromatic.

Ident近Ca士ion use the sample solution obtained il) the purity (2) as tbe sample

Solution. separately, dissolve l m牙 ofchl01'ogenic acid for thin、1ayer cbromatography

in lo mL ofmethan01, and use this solution asthe standard solution. perform the test

With these solutions as directed under Thin・1ayer chromatography <Z.03>. spot 20

μL each oftbe sample solution and standard solution on a plate of silica 今elfor thin・

Iayerchromatography Develop tbe plate W辻h a mixture ofethylacetate, water,formic

acid and methan01(8:2:1:D to a distance of about lo cm, and air・dry the plate. spray

evenlyNPTs ontheplate, air・dryandthenspraypEGTS. Exam加e underultraviolet

Iight (main wavelength:365 nm): one spot among several spots obtained from the

Sample solution and a spot obtained 丘om the standard solution show'the same c010r

tone al)d the same 冗fvalue.

Purity (D Foreign ma此er <5.01>-The stem and otherforeign mattercontained in

Alnica Flower do not exceed 5.0%.

(2) capitulum of Heter0ιheca species-To l g of Arnica Flower add 20 mL of

methan01, warm on a boahlg water bath for 3 minutes. After cooling, alter and use

the filtrate as sample solution. perform the test Mth the sample solution as directed

Under Thin・]ayer C11romatograpby <g.03>. spot 2011L ofthe sample solution on a

Plate ofsilica 牙elfor tl)in、1ayer C11romatography Develop the plate Mth a mixture of

ethyl acetate, water, formic acid and methan01(8:2:1:D to a distance of about lo cm,

and air・dry the plate. spray evenly NP Ts on the plate, air"dry and then spray pEG

TS. Examine under ultraviolet light (加ain w'avelen今th:365 nm): a ye110W・oran牙e

auorescent spot at an 究fvalue of about o.4 does not appear (rutin).

1'ossondrying <5.01> Notmorethan 11.0%(2hours).

Ibtalasb <5;01> Notmorethanlo.0%.

EX住'actcontent <50Z> Diluteethan01・solubleextract: notlessthan 15.0%.
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Containers and storage containers-weⅡ、closedcontainers.

2・Ami110ethyl diphenylbor血ate C14H16BNO A white to brow'n crystal, crystaⅡine

Powder or powder. Freely soluble in methan01, soluble in etban01(99.5), andvery slightly

Soluble in water. Melting point: about 193゜C.

Idehι1笠'ca訂bn DeteTmine the i11frared absorption spectrum of 2、aminoethyl

diphenylborinate as directed in the potassium bromide disk lnethod under lnfrared

Spectrophotometry くg.ε易:it exhibits absorptions atthe wave numbers of about 3290

Cm-1 1611Cm-1 1062 Cm-1.

IJPTS Dissolve o.5 g of2・aminoethyl diphenylborinate in methanolto make loo mL.
、

PEGTS Dissolve 5 g oflnacrog0140oo in Jp i11ethan01(99.5)to make loo mL.

12
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イカリソウエキス

Epim.edium.亘erb Extract

Epimedium Herb Extractis used asthe manufactur血g materialforsinglecrude drug

extract preparation.

Epimedium Herb Extract contains not less than l.39'、o oficariin.

Metbod ofpreparation pulverize Epimedium Herb in Jp to suitable sizes and extract

it W北b water, pur遁ed water or purified water in container (Jp gade) as directed

Under Extracts in GeneralRules for preparations in Jp to prepare a dry extract.

De8Ctiption Epimedium Herb Extract is light brown to dark brown powder; odor,

Characteristic; taste, astringent and bitter.

It dissolvesin water with a sHghtt山bidity

Identi丘Cation TO 0.4 g of Epimedium Herb Extract add lo ml. of methan01, shake for

10 minutes, centrifuge, and use the supernatant liquid as the sample solution.

Separately, dissolve o.5 mg ofmagnoaori11e forthin・1ayer chromatography in l mL of

methan01, and use tbis solution as the standard solution. perform the test Mth these

Solutions as directed under TMn・1ayer C11romatography <g.03>. spot 2011L of the

Sample solution and lo pL ofthe standard solution on a plate ofsi]ica gelfor thi11・1aye聖_

Chromatography Develop the plate with a mixture of l"butan01, W'ater and acetic acid

(10の(4:2:D to a distance of about 7 Cm, and air・dry the plate. spray evenly

Dragendorffs Ts on the plate: one spot among severalspots obtained from the salnple

Solution and a spot obtained from the standard solution show the same c010rtone and

the same 究fvalue.

P11てity (1) Heavymetals <1.07>-preparethetestsolutionW北h l.ogofEpimedium

Herb Extract as directed in the Extracts (4) under General Rules for pl'eparations in

JP, and perform the test(not more than 30 ppm).

(2) Arsenic q.11>-preparethetestsolutionMtho.67 今ofEpimedium Herb ExtYact

according to Method 3, and perform the test(not more than 3 Ppm).

1'ossondrying <2.41> Notmore than 11.0%(1g,105゜C,5 hours).

Ibtalash <5.01> Notmorethan23.0%(1g).

Assay wei牙h accurately about o.1g ofEpimedium 亘erb Extract, add 60 mL ofd丑Uted

methan01(7 in lo), treat Mth ultrasonic waves for 30 minutes, and filter. Repeatthe

Procedure W北h tbe residue usin今 30 mL of diluted methan01(7 in 1の, combine the

extracts, add diluted methan01(7 in lo)to make exaC目y loo mL, anduse this solution

as tbe sample solution. separately, weigh accurately about 4 mg of icarihl for assay,

and dissolve in methanolto make exactly 50 mL. pipet lo mL oftMs solution, add

methanol to make exactly 50 mL, and use tl)is solution as the standard solution.

Perform the test Mth exactly l0111' each ofthe sample solution and standard solution

as directed under Liquid cl)romatography <g.01>, and determine tbe peak areas, AT

and AS, of icariin in each solution.
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Amount(mg) oficariin

=1WSXAT/ASX2/5

乃IS: Amount(mg) oficariin for assay taken

Opera訂力gcohdi訂bれS-

Detector: A11Ultraviolet absorptionphotometer (W'avelengしh:270 nm).

Column: Astainless steelcolumn 4.6 mm in 血Side diameter and 15 Cm in lengしh,

Paeked Mth octadecylsilanized silica gel for liquid chromatography (5 μm in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 40゜C.

Mobile phase: Ami父ture ofwater and acetonitrile (73:27).

Flow rate: Adjust so that the retention time oficariin is about 9 minutes.

System suita力立icl,ー

System performance: when the procedure is run Mth l0 11L of the standard

Solution under the above operating cond北ions, the number oftbeoreticalplates

and the syinmetry factor of the peak of icariin are not less than 50oo and not

more than l.5, respectively

Systemrepeatability: whenthe testisrepeated 6 times W北h l0111'ofthe standard

Solution under the above operating cond北ions, the relative standard deviation

Ofthe peak area oficariin is not more than l.5ツ0

ContaineTs and storage containers-Tightcontainers. 、、
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Icar註n for assay. C33H40015 Use ical'iin for thin'1ayer chromat0牙raphy in Jp meeting

the f0ⅡOwing add北ionalspecifications.

Optica/rota訂bh くε.2φ三1男"(270nm):374 -413 (2 m宮, methan01,20o mL). separately
determine the water <248>,(5 mg, coulometric titration), and calculate on the

anhydrous basls.

1)uri立y Related substances^Dissolve l mg oficariin for assay in l mL of methan01,

add the mobile phase to make exactly lo mL, and use this solution as the sample

Solution. Pゆet l mL Qfthe sample solution, add the mobile phase to make exactly loo

mL, and use this solution as tbe standard solution. perform the test with exactly lo

μL each of the sample solution and standard solution as directed under Liquid

Chromatography <Σ.01> accordin今 to the f0ⅡOwing conditions. Determine each peak

areabythe automaticintegration metbod:the totalarea ofthe peaks otherthanicariin

Obtained from the sample solution is notlarger than the peak area oficariin obtained

from the standard solution.

Operating conditions

Detector, column, column temperature, mobile phase and 丑Ow rate: proceed as



directed in the operating conditions in the Assay under Epimedium Herb

Extractin Non・JPS.

11me span ofmeasurement:About 3 times as long as the retention time oficatiin

beginning after the solvent peak.

System suitab丑ity

Test for required detectability: pipet l mL ofthe standard solution, and add the

mobile phase to make exactly 20 mL. C01)flrm that the peak area of icariin

Obtainedfrom lo pLofthis solutionis equivalentt03.5 t06.5% ofthat obtained

from the standard solution.

System performance: when the proced吐e is Nn Mth l0 μL of the standal.d

Solution under the above operating conditions, the number oftheoreticalplates

and the symmetry factor ofthe peak oficariin are notless than 50oo and not

more than l.5, respectively

System repeatability:X入1'henthe testis repeated 6 times with l0 μL ofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area oficariin is not more than l.5%.
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ウバイ

nocessedMum.e

MUMEFRUCTUS

Processed Mume isthe smoked immature fruit ofprunusmumesiebold et zuccarini

(究Osaceae).

Description Globose to semiglobose,1.5 ' 2.5 Cm in diameter; externa11yblackishbrown

to black, Mthoutluster, with dispersed w'rinkles; endocarp extremely hard, wrapping

Up a seed.

Odor, slight and characteristic; taste very acid.

Identi6Cation To l g of{hlely cut processed Mume add 2 mL ofacetic anhydride, shake

for 5 minutes, and filter. To l mL ofthe filtrate add gently o.5 mL of sulfuric acid to

make two layers: a red・brown c010r develops atthe zone ofcontact, and the upper layer

acquires a dark green、brown c010r.

Lossondrying <5.ω> Notmorethan19.0%(6bours).

Ibtala8h <501> Notmorethan5.0%.

Extractcontent <501> Di]uteethan01・solubleextract: notlessthan 25.0%.

Contail)ers and storage containers^工入le11、closed containers.
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ウラジロガシ

Quercus salicina Leaf

QUERCUSSALICINAEFOLIUM

Quercus salicina Leafistheleafof quercussahblha Blume (1agaceae), often W北hthe
Steln.

Descdption Lanceolate or oblon牙'1anceolate,5 -15 Cm in length,1-5 Cm in width, apex

acuminate or tail-1ike acute, broadly cuneate base, W'ith short petiole, somew'hat

Serrated upwards. TMn coriaceus, upper suTface light grayish yeⅡOW、brown to light

部een, witb lustrous,10wer s{1rface wh北e to light grayish green Mth wax secreted.

Stem cylindrical,0.1 -1 Cm in diameter, grayish W11ite t0 宮rayish brown or light red・

brown to li今ht green、purple, nearly glabrous.

Practica11y odorless; tasteless at 丘rst, f0110W'ed by a slight b北terness.

Iden廿.丘Cation (D T013 g ofpulverized Quercus salicina Leafadd 50 mLofwater, and

heat under areauxcondenseron a wateTbatb at 80゜ c for 3 hours."tercoolin今,6.1ter

the liquid by suction, and use the filtrate as the test solution. T0 5 mL of the test

Solution add 5 ml of water, sbake, add lo mL of hexane, shake, and centrifuge.

IYansfer the w'ater layer to a separator, add 5 mL ofethyl acetate, shake, centrifuge if

necessary, then separate ethyl acetate layer, add 5 mL ofwater, and wash by shaking.

Evaporate ethyl acetate under low pressure (in vacuo), dissolve the residue in lo mL

Of ethan01(95), and use this solution as the sample solution,

(D T011nLofthe sample solution add l drop ofiron qlD chloride TS: a green加 blue・

容reen c010r is produced.

6D To l mL ofthe sample solution add 3 drops of a solution ofaluminum cNoride (1

in loo): the solution shows a light yeⅡOW' to ye110W・gYeen c010r. Examine under the

Ultraviolet light (main wavelength:365 nm), and observe under sca桃ered light: the
Solution shows a blue・W11ite auorescence.

(2) T05 mL of the test solution obtained in (D add carefU11y o.5 mL ofsulfuric acid,

and boil under a reaux condenser for 30 minutes. After cooling, centrifuge, take the

Supernatant Hquid, transfer to a separator, add lo ml, of diethyl ether, and shake.

Take the waterlayer, add o.1 gofactivated charcoal, heat under a rea嘘 Condenser on

a watel' bath for lo minutes, and filtel'.1f any c010rs appear on the filtrate, add

activated charcoal again, and repeat the procedure. Take l mL of the 6此rate, add 2

drops of a solution of l・naphth01血 ethan01(95)(3 in 2の and o.51nL ofsulfuric acid: a

dark purple to dark red'purple c010r develops.

1'ossondry血g <501> Notmorethan 11.5%(6hours)

Totalasb <501> Notmorethan6.0%.

Extractcontent <5.01> Diluteethan01・solubleextract: notlesstban14%.

Contahlets a11d storage containers^W'eⅡ・closed contai11ers.
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ウラジロガシエキス

Quercus salicina EXしXact

Quercus salicina Extract contains not less than 2.3 -3.6% ofe11agic acid.

八lethod of preparation pulverize Quercus saHcina Leafin Non'Jps to suitable sizes

and extract 北 With water, purified water or puTifled water in containers (Jp gtade)

as directed under Extractsin GeneralRules for preparations inJR

Description Quercus saHcina Extract is brown to blackish bl'own powder; odor,

Characteristic; taste, astrin今ent andbitter.1t dissolves in water witb a slightturbidity

Identi丘Cation (D To l g of Quercus salicina Extract add 30 mL of water, shake, add

30 mLofhexane, shake, and centrifU宮e. Then, proceed as directed in the ldentification

(1) under Quercus salicina Leafin Non・JPS.

(2) To lgofQuercus saliC血a Extractadd20 mLofdilutesuHuric acid, andboilunder

a reflux condenser for 30 minutes. Then, proceed as directed in the ldentification (2)

Under Quercus salicina Leafin Non'JPS.

P吐ity Heavy metals <1.07>-preparethetestsolutionwith l.o gofQuercus salicina

Extract as directed in the Extracts (4) under GeneralRules for preparationsinJR and

Perform the test (not m01'e than 30 ppm).

刃Ossondryi11g <g.41> Not more than 8.0%(1g,105゜C,3 hours).

Totala8b <501> Notmorethan lo.0%(1g,platinumcrucible).

Assay weigh accurately about o.1 g of Quercus salicina Extract, add 50 mL of dilute

hydrochloric acid, shake we11, and disperse using ultrasonic waves if necessary Heat

Under a reaux condenser on a water bath for 4 hours with occasionalshaking, CO01

quickly, and add methanolto make exactly 20o mL. FⅡter tbis solution t11roU8h a

membrane 61ter W北h a pore size not exceeding o.45 μm, discard the first lo mL ofthe

丘ltrate, and use the subsequent filtrate as tbe sample solution. separately, weigh

accurately about 20 mg of e11agic acid for assay (separately dry at l05゜c for 4 hours,

and determine the loss on drying), and dissolve in methanolto make exactly loo ml,.

Pipet 2 mLofthissolution, adda mixtureofmethanolandwater a8:フ)加 make exactly

20 mL, and use this solution asthe standard solution. perfoTm the test W北h exactly 7

PI' each of the sample solution and standard solution as directed under Liquid

Chromatography <ε.01> accordi11gto thef0110wingconditions, and determine the peak

areas, AT and AS, of eⅡagic acid in eacb solution.

18

Amount (mg) ofe11agic acid

=/W'SXAT/ASX I/5

/11S: knount (mg) ofe11agic acid for assay taken, calculated on the anhydrous basis

Opera訂hgcohdi訂bむS-

」



Detector: A11Ultraviolet absorption photometer (wavelength:270 nln).

Column:Astainless steelcolumn 4.6 mm in hlside diameter and lo cm in length,

Packed w'ith octadecylsilanized silica 今el for liquid chroma加graphy (3 11m in

Particle diameter).

COIU11m temperature:Aconstanttemperature of about 40゜C.

Mobile phaseA: Diluted phosphoric acid (1in lo0の

Mobile phase B: Methan01,

Flowing ofmobile phase: controlthe gradient by lnixing the mobile phasesAand

B as directed in the f0110wing table.

Time after injection of

Sample (min)

Flow rate:1.o mL per minute.

System sUルa力2y2壱ジー

System performance: when the proceduTe is run W北h 711L of the standard

Solution according to the above operatin今 Conditions, the number oftheoretical

Plates and the symmetryfactor ofthe peak ofe11agic acid are notless than 4000

and not more than 2.0, respectively

System repeatability: when the testis repeated 6 times with 7 PI. ofthe standaTd

Solution under the above operatin牙 Condiuons, the relative standard deviation

Ofthe peak area ofe11agic acid is not more than 2.0%.

Containers andstoTage containers-Ti今htcontainers.

E11agicacidforassay C14R608 AlightyeⅡOw orlight gayishye110wtoyeⅡOMsh dark

red crystals or powder. slightly soluble in tetrahydl'ofuran, very slightly soluble in

methan010r ethan01(99.5), and practicaⅡy insoluble in water.

Ideht」笠どation Determine the i11frared absorption spectrum of EⅡagic acid for assay,

Previously dried at l05゜c for 4 bours, as directed i11the potassium bromide disk

methodunder111frared specttophotometry くΣ.g易:ite血ib北S absorptions atthewave

numbers ofabout 1725 Cm-1,1615 Cm-1,1323 Cm-1 1111Cm-1and 760 cm-1.

Puricy Related substances^T0 4 mg of EⅡagic acid for assay add 5 mL of

tetrahydrofuran, dissolve usin今 Ultrasonication if necessary, add diluted methan01(1

in 2) to make lo mL, and use this solution as the sample solution. pipet l mL ofthe

Sample solution, add a mixture oftetrahydrofuran and diluted methanol Q in 2)(1:1)
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to make exactly loo mL, and use this solution as the standard solution. perform the

test Mth 5 μL of the sample solution and standard solution as directed in Liquid

Chromatography <g.01> accordingtothef0ⅡOW'in今Conditions. Detel'mineeachpeak

areabythe automaticintegration method:the totalarea ofthe peaks otherthaneⅡagic

acid andthe solvent obtained丘.om tbe sample solution is notlargerthan the peak area

Ofe11agic acid obtained from the standard solution.

Operating conditions

Detector: AI) ultraviolet absorption photometer (wavelength:255 nm).

Column: Astainless steelcolumn 4.6 mm in inside dialneter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid chromatography (5 μm in

Particle diameter).

Column temperature: Aconstanttemperature ofabout 40゜C.

Mobile phase: Amixture ofdilutedphosphoric acid (1in looo) and methanola7:8).

FIOW' rate: Adjust so thattbe retention time ofeⅡagic acid is about 19 minutes.

Time span ofmeasurement: About 2 times aslong as the retention time ofe11agic

acid, beginning after the solvent peak.

System sw'tablyi之y

System performance: when the procedure is run W北h 5 μL of the standard

Solution under the above operating conditions, the number oftheoreticalplates

and the symmetry factor ofthe peak ofe11agic acid are notless than 50oo and

not more than l.5, respectively
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エンメイソウ

Isodon Herb

ISODONIS HERBA

Isodon Herb istheterrestrialpartofzゞodonノ五P0刀icusH. Hara (P/ectrahthuSノ互Pon1ヒUS

Koidzumi,究abdoS1盆ノhp0むica H. Hara) or Z今odoh tl!1bhoca1アUS Kud6 (1)/ectraむthus

tr血hoca1アUSMaximowicz,究a6dosm tzlbhoca1つaH. Hara)(三ab1互tae)

Description stem with opposite leaves; stem prismatic square,1ight brow'n to greenish

brow'n, pilose;1eaves oblong、ovate to broadly ovoid, acute at apex, sha110wly cordate or

broadly cuneate at base; 6 -15 Cm in length,3.5 -10 cln in widtb, margin serrate,

Petiole 2 -4Cm inlength; uppeY surface ofleaves light yeⅡOW、brown to greenishbrown,

10wer surface light greel)ish ye110W, both S峨faces pilose.

Odor, SHght; taste, extremely bitter.

Ident造Cation To l g of pulverized lsodon Hel.b add 20 lnL of water, heat on a w'ater

bath for 5 minutes, and 丘lter after cooli11g. T02 mL ofthe filtrate add 2 t03 dtops of

2,4、din北rophenylhydrazine TS, and warm on a water batb: a ye110W・red precipitate is

formed.

Ibtalash <5.01> Notmorethan9.0%.

Acid・i11Solubleasb <5.01> Notmorethanl.0%.

EXしractcontent <5.01> Dilute ethan01・soluble extract: notlessthan 9.0%.

ContaineTs and storage containers-W'e11'closed contahlers.
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エンメイソウ末

POW'deTedlsodonHerb

ISODONISHERBAPULVERATA

Powdered lsodon Herb isthe powderoflsodon Herb in Non・JPS.

Description powdered lsodon Herb occurs as a light 部een'brown to brown powder.

Odor and taste are as directedin the Description under lsodon Herb in Non・JPS.

Under amicroscope <501>, powderedlsodon HerbrevealS丘'agmentsoffibers,ring

Vessels, reticulate vessels and pitted vessels; glandular scales, multice11Ular haiYS,

fragments ofepidermalce11S and stone ce11S; numerous fine protrusions on the surface
Of multice11Ular hairs.

Identi6.cation proceed as directed in the ldentification under lsodon Herb in Non・JPS.

Ibtalash <5.01> proceedas directedintheTotalashunderlsodon Herb in Non・JPS.

Acid・i11Solubleasb <5.01> proceedas directedintheAdd・insoluble ashunderlsodon

Herb in Non・JPS.

EXしractcontent <5.OZ> proceedas directedinthe ExtractcontentunderlsodonHerb

in Non・JPS.

Conta血ers andstorage containers-Tightcontainers.

r＼
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オンジエキス

Polygala Root ExtTact

Polygala Root Extract is used as the manufacturing materialfor shlgle crude drug

extract preparation.

Polygala Root Extract contains not less than o.20% of 3,6'・di・0'sinapoylsucrose.

Method of preparation pulverize poly牙ala Root in Jp to sU北able sizes and extract 北

With＼uater,'purifled工入1'ater orpul'ifled w'aterin container (Jp grade) as directedunder

Extracts in GeneralRules for preparations in Jp to prepare a dry extract.0王', PI'epare

a dry extractby adding dextrininJpto the above extractive as directed under Extracts

in GeneralRules for preparations in JP.

Description polygala Root Extractis li今ht yeⅡOW・WI)ite to yeⅡOW'・brown powder; odor,

Characteristic; taste, slightly sweet and acid at 負rst, f0110wed by a slight numbness of

tbe tongaeand residual acridity

It dissolves in water Mth a slightturbidity

Identi丘Ca伍on T0 1.o g of polygala Root ExtTact add lo mL of a solution of sodium

hydroxide (1il) 10), and heat under a rea{1X condenser for 20 minutes. After coolin今,

add lo mL ofdilute hydrocNoric acid and shake. After cooling, add lo mL ofl・butan01,

Shake for lo minutes, centrifuge, and use the l、butan011ayel' as the salnple solution.

Perform the test with the sample solution directed under Thin・1ayeras

C11romatography くε.0今. spot 511L ofthe sample solution on a plate ofsilica gelfor

thin'1ayer C11romatography Develop the plate Mth a mixture of ethyl acetate,

methan01, water and acetic acid aoo)(20:4:2:1) to a distance of about 7 Cm, and aiT・

dly the plate. spray evenly dilute sulfuric acid on the plate, and heat at l05゜c for lo

minutes: a red"brown to light brown spot appears at an πf value of about o.35

(tenuifolin).

Purity (D Heavy metals <1.07>-prepare the testsolution W北h l.o g ofpolygala

Root Extract as directed inthe Extract(4) under GeneralRulesforpreparationsinJR

and perform the test(not m01'e than 30 ppm).

(2) Arsenic <1.11>-prepare the test solution W北h o.67 g ofpolygala Root Extract

according to Method 3, and perform the test(not more than 3 Ppm).

1,0卵ondTying <ε.41> Not morethan 8.0%(1g,105゜C,5 hours).

Totalash <5.01> Not more than 6.0%, calculated onthe driedbasis.

Assay conduct tMs procedure Mthout exposure to light, using li宮ht、resistant vessels.

Weigh accurately about o.5 g ofpoly今ala Root Extract, add 25 mL ofmethan01, shake

for 15 minutes, centrifuge and use the supernatant liquid as the sample solution.

Separately, weigh accurately about 5 mg of 3,6'、di'0'S血apoylsucrose for assay

(separately determ血e the water くg.4今 bycoulometrictitration, using 5 mg), dissolve

in methanolto make exactly 50 mL, and use this solution as the standard solution.

Perform the test Mth exactly l0 μ1' each ofthe sample solution and standard solution
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as directedunderLiquid chromatography <ε.01>, anddeterminethe peak areas,ヨ、T

and AS, of 3,6'・di・()sinapoylsucxose i11 each solution.

Amount (mg) of 3,6'・di・osinapoylsucrose

=/W'SXAT/ASXν2

nls: Amount (mg) of 3,6" di・ひSinapoylsucrose for assay taken, calculated on the

anhydrous basis

Opera訂hgcondi訂bns-

Detector: A11Ultraviolet absorptionphotometer (wavelen目"th:330 nm).

Column: Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid chromatography (5 μm in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 30゜C.

Mobile phase: A mixture ofwater, aceton北rile and phosphoric acid (800:200:D.

Flow rate:1.o mL per minute.

'ミystem suita力立iCチ、ー

System performance: when the procedure is run with l0 11L of the standard

Solution under the above operating conditions, the number oftheoreticalplates

and the symmetry factor of the peak of 3,6'、di、0'sinapoylsucrose are not less

than 50oo and not more than l.5, respectlvely

Systemrepeatab丑ity: whenthetestisrepeated 6timesMth l0111.ofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area of 3,6" di・()sinapoylsucrose is not more than l.5%.

Containers andstorage containers^Tightcontainers.
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3,6'・Di・0・si11apoylsucrosefor assay C34H42019 ・ Aye110W' crysta11ine powder or powder.

FI・eely soluble inmethan01, soluble in ethan01四9.5), andveryslightly soluble in water.
Determine the infrared absorption spectrum of 3,6'、di、()Ideむt塑ba訂bh

Sinapoylsucrose for assay as directed in the potassium bromide disk method under

111frared spectrophotometry <g.Σづ>:it exhibits absorptions atthe w'ave numbers of

about 2940 cm-1,1702 Cm-1,1603 Cm-1,1286 Cm-1.

Puricy Related substances-conductthis procedure without exposure to light, using

Iight・resistant vessels. Dissolve 5 mg of 3,6'、di、0'sinapoylsucrose for assay in 50 mL
Of methanol and use this solution as the sample solution. pipet 5 mL ofthe sample

Solution, add methanolto make exactly loo mL, and use thissolution asthe standard

Solution. perform the test with exactly l0 μL each ofthe sample solution and standard

Solution as directed under Liquid cl)romatography <2.01> according to the f0110wing

Conditions. Determine each peak area by the automatic integration method: the total



area of the peaks other than 3,6'、di・()sinapoylsucrose obtained 丘'oln the sample

Solution is notlargerthan thepeak area of3,6'、di・()sinapoylsucrose obtained丘.om the

Standard solution.

Operating cond北ions

Detector: A11 Ultraviolet absorptionphotometer (wavelength:330 nm).

Column, column temperat吐e, mobile phase and 丑Ow rate: proceed as directed in

the operating conditionsin theAssay under polygala Root Extractin Non・JPS、

Time span ofmeasurement: About 3 times as long as the retention time of3,6'・di・

()sil)apoylsucrose beginning after the solvent peak.

System suitability

Test for required detectability: pipet l mL of the standard solution, and add

methanol to make exactly loo mL. C011flrm that the peak area of 3,6'・di・()

Sinapoylsucrose obtai11ed丑'om l0 μL oftl)is solutionis equivalent to o.7 t01.3%

Ofthat obtained from the standard solution.

System performance: when the procedure is run W北h l0 11L of the standard

Solution under the above operating conditions, the number oftheoreticalplates

and tbe symmetry factor of the peak of 3,6'、di、()sinapoylsucrose are not less

than 50oo and not more than l.5, respectively

Systemrepeatability: whenthetestisrepeated6timesw'北h l0 μLofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area of 3,6'・di・()sinapoylsucrose is not more than l.5%.
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カイカ

SophoraJaponica Flower

SOPHORAEFιOS

Sophora Japonica Floweristhe aower bud of sophoraノ五Ponica linn6 (ιe召'umlhosae).

Description Nearly eⅡipsoidal,3 -10 mm in length; consists ofye110W、geen 加 yeⅡOW"

brown calyx andlight yeⅡOw to lightbl'owncor011a; calyX 3 -4 mm inlength, sha110wly

5・10bed; cor011a with 5 Petals; under a magnifying glass, stamens lo in number and

丘laments combined W北h each other atthe basalparts; pistilsingle and short.

Practica11y odorless and tasteless.

Identi6.cation TO 0.1 g ofpulverized sophora Japonica Flower add 25 mL of methan01,

Shake for 3 minutes, filter, anduse the 61trate asthe sample solution. perform thetest

Withthe sample solution as directedunderThin'1ayer chromatography <g.03>. spot

5 μL of the sample solution on a plate of S丑ica gel for thin、1ayer C11romatography

Develop the plate with a mixture of etbyl acetate, water and formic acid (4:1:D to a

distance of about 7 Cm, and air・dry the plate. spray evenly dilute sulfuric acid on the

Plate, and heat at l05゜c for 5 minutes: a ye110w to ye110W、bTown spotis observed at an

Izfvalue of about o.5 (Rutin).

1.0卵ondry血g <5.OZ> Notmorethan 12.5%(6hours).
Acid・insolubleash く5.OD Notmorethanl.5ツ0.

Containers and storage containers-we11、closedcontainers.
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ガイハク

A1ⅡU血 Chinense Bulb

A上LⅡCHINENSEBU上BUS

Nlium chinense Bulb isthe bulb ofAI/ium chl)2ehseG. Don (ιIZ1後Ceae).

Description slightly aat and oblon宮・ovoid,1 -3 Cm in length,0.3 ・ 1.2 Cm in diameter,

UsuaⅡy cut. externa11y light ye110W、brown to ye110W、brown, usuaⅡy severa11ines of

Vascularbundles longitudhla11y in paraⅡelare seen throU牙h parenchyma; slightly soft

in texture; section is composed of20r 31ayers ofscaly leaf.

Odor, garlic・1ike; taste, characteristic.

Ident遁Cation T04 g of pulverized Nlium chinense Bulb add 20 mL of hexane, treat

With ultras011ic waves for 20 minutes, and 丘lter. Evaporate the filttate to dryness

Under low' pressure (in vacuo). Dissolve the residue in l mL of hexane and use this

Solution as the sample solution. perform the test with the sample solution as directed

UnderTI)in・1ayer chromatography くg.0身. spot l0μLofthesamplesolutionona plat合

Ofsilica gelforthin、1ayerchromatograpby Develop the plate W北h a miXしUre ofhexane

and ethylacetate (10:1) to a distance ofabout 7 Cm, and air・dl'ythe plate. spray evenly

Vani11加・sulf吐ic acid・ethanol Ts for spraying on the plate, and heat at l05゜c for 5

minutes: a purple to blue、purple spotis obseNed at an 究fvalue ofabout o.3 and about

0.フ, respectively

P11rity (D Heavymetals q.07>-proceedwith3.o gofpulverizedAⅡiumchinense

Bulb according to Method 3, and perform the test. prepare the control solution with

3.o mL ofstandard Lead solution (not more than lo ppm).

(2) Arsenic <1.11>-prepare the test solution with o.40 g of pulverized Nlium

CI)inense Bulb accordi11g to Method 4, and perform the test(not more than 5 Ppm).

1'ossondTying <5ω> Notmorethan 13.0%(6hours).

Ibtalasb <5.01> Notmorethan4.0%

Conta血er8 andstorage containers-Tightcontainers.
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カシ

Myrobala11FNit

CHEBULAEFRUCTUS

Myrobalan Fruitisthe fruit of l'br加lhah夏 Chebu/a Retzius (com6retaceae).

Description Nearly long ovoid to ovoid,2.5 -3.5 Cm in lengしh,1.5 -2.5 Cm in diameter;

externa11y ye110W・brown to brown, sligb目y 今10ssy; 5 10ngitudinal ridges; irre部larly

arranged wrh)kles between ridges; sma11 disc'1ike scar offruit stalk on the base; hard

in texture; in transverse section, sarcocarP 2 -5 mm in thickness, dark brown,

endocarp about 5 mm in thickness, ye110W、brown, extremely hard in texture, Mth

brown suture; 1Seed about 5 mm in diameter in the centralpart.

Odor, slight and characteTistic; taste, b北ter, acid and astxingent.

Ident近Cation TO 0.5 g ofpulverized Myrobalan Fruit add lo mL of water, shake we11,

and filter. To the 丘Hrate add l t02 drops ofiron (11D chloride TS: a dark purple c010r

d6Velops.

王Ossondty血g <501> Notmorethan 14.0%(6hours).

Totalash <5.01> Notmorethan5.0%.

豆Xしractcontent <5.01> Dilute ethan01・soluble extract:notlessthan30.0%.

Containers and storage containers-wel]、closed contail)ers.
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ガジュツ末

POW'dered C11rcum.a Rhizome

CURCU入IAERHIZONIAPUI",ERATUM

Powdered curcuma Rhizomeisthe powderofcurcuma Rhizomein JP.

Description powdered curcuma Rhizome occurs as a light grayish ye110w to brown or

a light purple'brow'n to dark purple・brown powder.

Odor and taste are as directed in the DescYiption under curculna RMzome in JP.

Under a microscope < 5.01>, powdered curcuma Rhizome mainly reveals

Parenchyma containin今今elati11ized starch masses and yeⅡOW、brow'n to dark bl'own

Substances; spiral and scalariform vessels; occasiona11y fractures of cork tissues,

epidermis and thick、waⅡed wood parencbyma ce11S;χ紅ely hairs and crystals of

Calclum oxalate are observed.

Identi丘Cation T02.o g ofpowdered curcuma Rbizome add lo mL ofwater, shake, add

5 mL of hexane, shake for lo minutes, centrifuge, and use the hexane layer as the

Sample solution. performthe test with this solution as directedunder TMn・1ayer chro・

matography く2.0今、 spot 5111' ofthe salnple solution on a plate of silica gelfor t11in・

Iayer chrolnatography Develop the plate Mth a mlxture of hexane and ethyl acetate

(4:1) to a distance of about 7 Cm, and air・dry the plate. spray・evenly 4・

methoxybenzaldehyde、sulfuric acid Ts on the plate, and heat at l05゜c for 5 minutes:

a spot of a deep blue to dark brown c010r and a spot of a red・btown to brown c010r

appear at 究f values of about o.3 (zederone and curcumenoD and about o.2

(curcumenone), respectively

PUI'ity (D Heavymetals <1.07>-proceedas directedintbeP瞭ityunder curcuma
RhizomeinJR

(2) Arsenic <1.11>-proceed as directed in the pur北y under curcuma Rhizome in
゛

JP.

Ibtalash <5.01>-proceed as directed in the Totalash under curcuma Rhizome in JP

EXLractcontent <501> Diluteethan01・solubleextract: notlessthan4.0%.

Containers and storage containers^Tightcontainers.
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カミツレ

German cbam0皿ileFIOW'er

C11AMOMILLAEFLOS

German chamomile Flower is the capitulum of lwatZ1乙,azlh chamomu/a Linn6

(compoS允ae).

Description conicalcaP北Ulum,2 ' 8 mm in diameter,2 -8 mm in height; consists of

ye110W'・brown tubular aorets,1ight ye110W'、brow'n ligulate florets, and involucre; often

havin宮 aoral axis; tubular florets bisexual, cor011a 5・toothed at apex; 1igulate florets

female,10 t020 in number, cor0Ⅱa having 4 ribs,3・toothed at apex; achene is W北hout

Pappus;involucralscales oblanceolate, squamose,20 t030 in number, and lmbrlcated;

receptacle h0110W,1igbt in texture, brittle.

Odor, characteristic aroma; taste, sli今htly bitter.

Ident近Cation To lg ofpulverized German chamom丑e Floweradd lo mLofmethan01,

boil gently for 2 minutes, and filter. Evaporate the filtrate to dryness, add lo mL of

Water to the residue, heat on a water bath for 2 minutes, and fiHer after cooling.

Ixansfer the filtrate to a separator, add 20 lnL ofethylacetate, and shake 杁,eⅡ. C011ect

the ethyl acetate layer, and evaporate it to dryness. Dissolve the residue in 5 mL of

methan01, add o.1 g of magnesium in ribbon form and l mf, ofhydrochloric acld, and

a110w to stand: a red、brown c010r develops.

Totalasb <5.01> Notmorethan11.0%.

Acid・血80lubleasb <501> Notmorethan2.5%.

Containers and storage containers-weⅡ、closed containers.
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IYicb08anthes seed

TRICHOSANTISSEMEN

IYicl)osanthes seed istbe seed o{?}.ichosanthesklh70WガM鯉imoMCZ,乃ichosahthes

klh70IV2y Maximowicz var.ノ互Pohica Kitamura or nichosanthes hracteata voig't

(cucurbitaceae).

De8Ctiption compressed ovate to broadly ovate, sometimes oblong; mostly bilateraⅡy

asymmetrical; 9 -20 mm in length,5 -10 mm in Mdth, about 3 mm in thickness,

gayishbxown to darkred・brown orlight brown; narrow side has a hilum andcbalaza,

Slightly rising, truncate or obtuse; a fringe l -3 mm in Mdth along the circumference

in some seeds, and such fr血ge is not distil)ct in otbers; surface smooth; under a

magnifying glass, numerous, sma11 h0ⅡOws on the surface; when peeled 0任 the seed

Coat, usua11y reveals grayish geen lea丑et.

＼πlhen cracked, odor, characteristic; taste, bitter and oily

Ident近Cation TO 0.1 g of6nely cut lYichosanthes seed add 2 mL of acetic anhydride,

Warm on a water bath for 2 mi11Utes Mtb shakihg, and filter. To the 61trate add gen目y

0.5 mL ofsuHuric acid to make two layers: a red、brown to red c010r develops at the

Zone ofcontact.

Totala8b <5ω> Notmorethan4.0%.

Conta加ers andstorage containers-weⅡ'closed contai11ers
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カントウカ

Coltsfoot 玉10W'er

TUSSILAGINIS FLOS

Coltsfoot Flower is the unopened capitulum (且Owel' bud) of ?'hsS27ag011hr'hra l'inn色

(comp0釘tae).

Description lrregular clavate flower bud; solitary or 20r 30fthem are connected at

the base; capitulum,1t02 Cm inlength,0.5 -1Cm in diameter; slightlythickin upper

Part, graduaⅡy slender to the lower part; sometimes W北h l t0 2 Cm long stem;

Capitulum is surrounded by numerousinvolucralscales; externaⅡy red purple to light

ye110w or brow'n; sometimes with cottony hairs inside ofthe involucralscales.

Odor, characteristic; taste, slightly bitter.

Identi6.cation T01.o g ofpulverized coltsfoot Flower add 20 mL ofethan01, treat W北h

Ultrasonic wavesfor 20 minutes andfilter. Evaporate the filtrate to dryness underlow

PresS瞳e (in vacuo), dissolve the residue in l mL ofethyl acetate and use tMs solution

as the sample solution. pel'form the test with the sample solution as directed under

Thin・1ayer chromatogaphy くε.0●. spot 5 μL ofthe sample solution on a plate of

Silica gelfor thin・1ayer chromatography Develop the plate with a mixture of hexane

and ethylacetate (4:D to a distance ofabout 7 Cm, and air・dry the plate. spray evenly

dilute sulfuric acid on the plat偶 and heat at l05゜c for 5 minutes. Examine under

Ultravioletlight (main wavelength:365 nm): a auorescent blue spotis obseNed at an

Iaf value of about o.3.

1)urity Heavy metals <1.07>^Prepare the test solution W北h l.o g of pulverized

Coltsfoot Flower according to Method 3, and perform the test. prepare the contr01

' solution with l.5 mL ofstandard Lead solution (not more than 15 Ppm).

1.ossondrying <5.ω> Notmorethan 18.0%(6hours).

Ibtalash <5.01> Notmorethan11.0%.

Acid・血Solubleash <5.01> Notmorethan4.0ツ0、

EXい・actcontent <501> Dilute ethan01・solubleextract: notlessthan 35.0%.

Contai11ers andstorage contahlers^＼入7e11'closed containers.

f
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キッピ

CitN8 Peel

TACHIBANAPERICARPIUM

C北rus peelisthepericarp ofmaturefruitof ciιrustachi力ahaTanaka, citrus/abca2Pa

Tanaka or citrus graむd1谷 Osbeck (究Utaceae)(citrus peel D, or of citrus UむShiu

Marcowicz or citl'us reたヒ'U/ata Blanco (究Utaceae)(citrus pee12).

Desctipuon D citrus pee11:1rregular pieces ofpericarp, about l mm in thickness;

externa11y ye110W、brown to red、brown, with numerous sma11 dents associated with oil

Sacs;inner surface wMtish to light red・brown;1ight and br北tle in texture.

Odor, characteristic aroma; taste, bitter.

Under a microscope <5.01>, a sectionrevealsround oilsacS 410 -73011m in diameter.

2) C北rus pee1 2:1rregular pieces of pericarp, about 2 mm in thickness; externaⅡy

01'ange、yenow to dark yeⅡOW、btown, Mth numerous smaⅡ dents associated W北h oi】

Sacs; internaⅡy white to light 今rayish ye110W・brown;1ight and brittle in texture.

Odor, characteristic aroma; taste, bitter and slightly pungent.

Under a microscope <5.01>, a section reveals round oil sacS 700 -1350 11m in
diameter

Identi6.cation To l g ofpulverized citrus peel add lo mL of methan01, boilgen目y for 2

minutes, and 丘lter. T05 mL ofthe filtrate add o.1 g of magnesium in ribbon form and

0.3 mL of hydrocNoric acid, and a110w to stand: a red・purple to dark red・brown c010r

develops.

1'ossondty血g <5ω> Notmorethan 15.0%(6h0ⅧS).

Ibtalasb <5.01> Notmorethan6.0%.

Acid・insolublea8b <5;01> Notmorethanl.0ツ0.

豆S8entialoilcontent <501> perform the test Mth 50.o g ofpulverized C北rus peel,

Provided that l mL ofsilicone resin is preⅥ.ously added to the sample in the aask: the

Volume ofessential0丑 is notless than o.3 mL.

Conta血ers and storage contai11ers^W'eⅡ・closed containers.
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キンギンカ

Ionicera 皿Ower

LONICERAE FLOS

Lonicera FIOW'ex isthe aower bud ofz,onicera/aponlba Thunberg (caprif'oh夏Ceae).

Description slightly cul'ved, clavate,1.5 -3.o cm in length; externa11y light ye110w to

ye110W・brown; under a magnifying glass,it reveals light brown hairs,tomentose; often

mixed Mth aowers;且Owerslabiate, having 5 Stamens.

Od0二 Characteristic; taste, slightly astringent and sweet.

Identi6.cation TO 0.5 g ofpulverized Lonicera Flower add lo mL ofmethan01, shake for

5 minutes, centrifuge, and use the supernatantliquid as the sample solution. perform

thetestw'iththe sample solution as directed underThin・1ayer chromat0宮raphyくg.0今

Spot 5 μL ofthe sample solution on a plate ofsilica gelfor thin・1ayer chromatography

Develop the plate with a n)ixture of ethyl acetate, W'ater and formic acid (6:1:D to a

distance of about 7 Cm, and air・dry the plate. Examine under ultraviolet li宮ht (main

Wavelength:365 nm): a丑Uorescentbluishwhitespotisobserved atan冗fvalueofabout

0.5 (chlorogenic acid).

1)urity (1) stem and leaf^工入lhen perform the test offoreign matter <5.OZ>, The

amount ofthe stems and leaves contained in Lonicera Flower does not exceed 5.0%.
1^

(2) Foreign ma此er <5.01>-The amount offoreign ma犹er other than stems and

Ieaves contained in Lonicera FloweY does not exceed l.0%.

1'ossondry血g <5.01> Notmorethan 15.0%(6hours).

Totalash <づ;01> Notmorethan9.0%.

EXしractcontent <5.OZ> Dilute ethan01・soluble extract: notlessthan32.0%.

Contail)ers and storage containers^凡入re11'closed containers.
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クコヨウ

刃yciumLeaf

LYcnFOLIUM

Lycium Leafis the leafofz,ycl'um ch.1henseMi11eT (SO/anaceae).

DescTiption Lanceolate to obovate,3 -10 cm in lengしh,1 ' 2 Cm in width, apex acute or

Obtuse, base cuneate, margin entire; petiole o.5 -1.5 Cm in length, upper surface geen・

brow'n,10wer surface light gee11ish brow'n.

Odor, slight; taste, slight.

Ident近Cation To l g of pulveTized Lycium Leaf add 20 m上 of water, heat on a water

bath for 5 minutes, and 負lter.1Yansfer the fiHrate to a separator, add 20 mL ofdiethyl

ether, shake, andremovethe diethyletherlayer. Tothe waterlayer add 20 mL ofethyl

acetate, sbake we11, C011ect the etbylacetate layer, and evaporate to dryness. Dissolve

the residue in 3 mL ofmethan01, add o.1 g ofina部esium in ribbon form and l mL of

hydrochl01'ic acid, and a110W'to stand: a light red c010r develops.

Acid・insolubleasb <5.ω> Notmorethan3.0%.

EX住'actcontent <501> D丑Uteetban01・soluble extradt: notlessthan 18.0%.

Containers andstorage containers-W'e11'closed containers.
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ケイガイ末

Powdered schizonepeta spike

SCHIZONEPETAE SPICAPULVERATA

Powdered schizonepeta spike isthe powder ofschizonepeta spike in JP.

Description powdered schizonepeta spike occurs as a li宮ht green、brown to darkbrown

Powder.

Odor and taste are as directed in the DescYiption under schizonepeta spike in JP.

Under a microscope <5.01>, powdered schizonepeta spike reveals epidermalce11S

Of a sepal W北h wavy cuNed; polygonalsderenchyma ceⅡS of exocarp, fragments of

Stone ce11S of endocarp with wavy curved and thickehed; glandular scales with head

Composed of 8 CeⅡS and fragments of basal part of glandular scales, shoTt glandular

hairs Mth head composed oflt02 CeⅡS, fragments ofmulticeⅡUlar hairscomposed of

I t06 Ce11S.

Ident近Cation proceed as directedintheldentificationunder schizonepeta spikeinJP.

Totalasb <5.01> proceed as directedinthe Totalashunder schizonepeta spikeinJP.

Acid・h)soluble asb <501> proceed as directed in the Acid'insoluble ash under

Schizonepeta spike in JR

E父しractcontent <5.01> PX'oceedas directedintheExtractcontentunderschizonepeta

Spike in JP.

Conta血ers andstorage containers-Tightcontainers.
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ケイシ

Cinnamon 1切'ig

CINNAMOMIRAMULUS

Cilmamonlxpi今isthetMgof ah刀amomum casS殿J. presl(ιauraceae).

Description cylil)drical,15 -10o cm in length,0.3 -1.5 Cln in diameter, occasiona11y

branched; externa11y dark red・brown to purple・brown, with scars of petiole and

10ngitudinalridge; hard, br辻tle and easilybreakable; under a ma部辻yingglass, xylem

UsuaⅡy round to e11iptical,1ight ye110W・wh辻e to brown.

Odor chaTacteristic aroma; taste, sweet and slightly pungent.

Ident造Cation T02.o g ofpulverized cinnamon lXπ,'ig add lo mL ofdiethylether, shake

for 3 minutes,丘lter, and use the 6.1trate as the sample solution. perform the test W北h

the sample solution as directed under T11in・1ayer C11romatography く20今. spot lo

μL of the sample solution on a plate of silica gel Mth auorescent indicator for tbin・

Iayer cl)romat0宮raphy Develop the plate Mth a mixture ofhexane and ethyl acetate

(2:D to a distance ofabout 7 Cm, and air・dry the plate. Examine under ultravioletlight

(mainwavelength:254nm): a spotis observed at an πfvalue ofabout o.4, WMch shows

a yeⅡOW、orange c010r after spraying evenly 2,4・din北rophenylhydra乞ine TS.

Purity TotalBHC'ゞand totalDDT'S <5.ω>-Not more than o,2 Ppm, respectively

1'ossondTying <5.01> Notmo"ethan 15.0%(6hours).

Ibtalasb <501> Notmorethan4.0%.

Acid・insolublea8b <501> Notmorethanl.0ツ'0.

豆Ssen廿.aloilcontent <501> perform the test witb 50.0 宮ofpulverized cinnamonlX刃ig,

Provided that l mL ofsilicon resin is previously added to the sample in the 丑ask: the
Volume of essentialoilis notless than o.1 mL.

Containers andstorage containers-W'eⅡ・closedcontainers.
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ゲンこブン

ScrophU1紅ia Root

SCROPHULARnERADIX

Scrophularia Root is the root of scrophu/aN会 nlh農PoenS1谷 Hemsley or scrophu/alia

力Uerger1会刀a Miquel(scrophu/ar1互Ceae).

DescTiption lrregularly cuNed,10ng cylindricalto fusiform,4 -15 Cm in length,1 -3

Cm in.diameter; externa11y ye110W、brown to brown, Mth coarse,10ngitudinalwrinkles,

transversely elongated lenticels, sparse rootlet scars; hard i11 texture, but slightly

丑exible and dif丘Cultto break; fractured surface blackish brown.

Odor, SHght and characteristic; taste, sligbtly sweet, f0110wed by a slight bitterness.

Identi丘Cation (1) TO 0.5 g of pulverized scrophularia Root add 20 ml, ofwater, heat

On a water bath for 2 t0 3 minutes, and filter. T04 mL of the filtrate add 2 mL of

Fehling'S TS, and heatin a w'atel' batb: a red precipitate is formed.

(2) TO 0.3 g ofpulverized scrophularia Root add 5 mL of acetic anhydride, warm on

a waterbath for 2 minutes W北hoccasionalshaking, and6.1ter. Tothe61trate add gently

I mL of sulfuric acid to make two layers: a red"brown c010r develops at the zone of

Contact.

LOS80ndryin宮<5.ω> Notmorethan 17.0%(6hours).
Totalasb <5.01> Notmorethan6.0%,

Acid・insolubleash <"5.ω> Notmorethan2.0%.

Conta血er8 andstorage containers-X入1'eⅡ、closed containers.
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コウジン末

POW'deredRed Ginseng

GINSENGRADIXRUBRAPULVERATA

PowderedRed Ginseng isthe powderofRed Ginsengi11JP.

Assay standard ofpowdered Red Ginseng: proceed as directed in the Assay standard

Under Red Ginseng inJP.

Description pow'deredRedGinsen牙Occurs as a lightye110W" brownto red"brown powder.

Od01. and taste are as directed in the Description under Red Ginsen今 in JP.

Under a microscope <5.OZ>, POW'dered Red Ginseng revealS 丘a今ments of nearly

Orbicular to rectangular parenchyma ce11S conta血ing 牙elati11ized starch;丘agments of

reticulate vessels; scalariform vessels and spiral vessels lo -40 11m in diameter;

Secretorycel]s containing ye110W、bri11iant masses; clustel'ed crystals ofcalcium oxalate,

5 -60 μm in diameter; solitary crystals of calcium oxalate,5 -3011m in diameter;

Sometimes observed sclerenchyma ce11S andcork ceⅡS with t11in ce11Wa11; starch grains

gelatlnlzed

Ident近Ca伍on proceed as directed i11the ldent途Cation (2) under Red Ginseng hlJP.

Purity (D Heavy metals く1.07>-proceed as directed il)the purity under Red

Ginseng in JP.

(2) Arsenic <Z.11>-proceed as directedin the purity under Red Ginseng in JR

(3) TotalBHC's and totalDDT'S <501>^Proceed as directed in the purity under
.

Red Ginsengin JP. 、

1'oss on dtying <501> proceed as directedin the l'oss on dx'yi11g under Red Ginseng
inJP

Ibtala8h <501> proceed as directedin the Totalash under Red Ginseng inJP.

EXむractcontent く50D proceedas directedinthe ExtractcontentunderRedGinseng
in JP.

Assay proceed as directed 血 theAssay under Red Ginseng i11JP.

Conta血ers andstorage containers-Tightcontainers.
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コウジンエキス

Red G血Seng Extract

Red Ginseng Extract is used as the manufacturing material for single crude drug

extract preparation.

Red Ginseng Extract contains not less than o.10% of ginsenoside Rgl(C42H72014:

801.01) and notless than o.20% of ginsenoside Rb.(C謎H92023:1109.29).

入lethodofpreparation pulverize Red Ginsen牙inJpto suitablesizes and extractit witb

X入1'ater, purified water or purified water in container (Jp grade) as directed under

Extracts in GeneralRules for preparations in Jp to prepare a dry extract,

Description Red Ginseng Extract is light ye110W'、white to red、brow'n pow'der; odor,

Characteristic; taste, slightly sweet and acid at first, f0110wed by sli今ht bitterness.

It dissolves in water with a slightturbidity

Identi6.cation TO 0.5 gofRed Ginseng Extl'act add lo mlofmethan01, shake, centrifU目e,

and use the supernatant liquid as the sample solution. separately, dissolve l mg of

ginsenoside Rgl for tbin・1ayer C11romatography in l mL of methan01, and use this
Solution as the standard solution. perform the test with these solutions as directed

UnderThin・1ayer chromatography <203>. spot 5 μLofthe sample solution and 211L

Ofthe standard solution on a plate ofsilica 牙elfor thin'1ayer chromatogaphy Develop

the plate w'北h a mixture ofethylacetate, methanol and water a4:5:4) to a distance of

about 7 Cln, and air・dry the plate. spray evenly va11i11in"sulfuric acid、ethanol Ts for

Spraying on the plate, and heat at l05゜c for lo minutes: one of the spot among the

Severalspots obtained 丘'om the sample solution has the same c010r tone and 究f value

With the spot obtained froln the standard solution.

P11rity (D Heavymetals q.07>-preparethetestsolutionMth l.o gofRedGinseng

Extract as directed in the Extract(4) under GeneralRules for preparations in JP, and

Perform the test(not more than 30 ppm).

(2) Arsenic q.11>-prepare the test solution with o.67 g ofRed Ginseng Extract

according to Method 3, and perform the test (not lnore than 3 Ppm).

1,ossondr沌lg <ε.41> Not moTethan 11.0%(1g,105゜C,5 hours).

Totalash <501> Notmorethan9.0%(1g)

Assay(D Ginsenoside R部一weigh accurately about o.15 g ofRed Ginseng Extract, add

15 mL ofdiluted methan01(3 in 5), shake for 15 minutes, centrifuge, and separate the

Supernatant liquid. Repeat the procedure with the residue using 7.5 mL of diluted

methan01(3 in 5), combine the supernatantliquids, and add diluted methan01(3 in 5)

to make exactly 25 ml'. pipet lo mL of this solution, add 3 mL of dilute sodium

hydroxide TS, a110w to stand for 30 minutes, add 3 mL of o.1 movL hydrocNoric acid

Ts and, add diluted methan01(3 in 5)to make exactly 20 mL. use this solution asthe

Sample solution. separately, weigh accurately about lo mg of Ginsenoside Rgl RS

(separately determinethe w'ater くZ.4今 bycoulometrictitration, usin今 10 nlg) dissolve
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in diluted methan01(3 in 5) to make exactly 25 mL. use tl)is solution as the standard

Stock solution. pipet 2 ml, of the standard stock solution, add diluted methan01(3 in

5)to make exactly 50 mL, and use this solution asthe standard solution. perform the

test with exactly 2011L eacb ofthe sample solution and standard solution as directed

Under Liquid chromatography <Σ.01> according to the f0ⅡOMng conditions, and

determine the peak areas, AT and AS, of今insenoside Rgli11eacb solution.

Amount(mg) ofginsenoside Rgl(C42H72014)

=1W'SXAT/ASX2/25

als:Alnount(mg) ofginsehoside Rgl Rs taken, calculated on the anhydrous basis

Opera訂力gc0むdi訂'ohs-

Detector: ATl ultraviolet absorptionphotometer (wavelength:203 nm).

Column:Astainless steelcolumn 4.6 mm in il)side diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid chromatograpby (3 μm in

Particle diameter).

Column temperature: Aconstant temperature ofabout 30゜C.

Mobile phase: diluted acetonitrile (1 in 5).

FIOW' rate:1.o mL per minute.

System sUルabui之ワー

System performance: To l mg of ginsenoside Re add 4 mL ofthe standard stock

Solution and add diluted methan01(3 in 5) t0 血ake exactly loo mL. when the

PI'ocedure is run with 20 11L of this solution under the above operating

Conditions, ginsenoside Rgl and ginsenoside Re are eluted in this order Mth the

resolution between these peaks being notless than l.5.

Systemrepeatability: whenthetestisrepeated 6times W北h2011Lofthe standard

Solution under the above operating conditions, the relative standal'd deviation

Ofthe peak area ofgi11Senoside Rglis not more than l.5%.

(2)Ginsenoside Rbl-weigh accul・ately about o.15 g ofRed Ginseng Extract, add 30 mL

Of diluted methan01(3 in 5), shake for 15 minutes, centrifuge, and sepp.rate the
Supernatant liquid. Repeat the procedure with the residue using 15 mL of diluted

methan01(3 in 5), combine the supernatantliquids, and add d丑Uted methan01(3 in 5)

to make exaC目y 50 mL. pipet lo mL of this solution, add 3 mL of dilute sodium

hydroxide TS, a110w to stand for 30minutes, add 3 mL ofo.1 m01/L hydTochloric acid

TS, and add water to make exactly 20 mL. Apply exactly 5 mL oftMs solution to a

Column (about lo mm in inside diameter and packed with o.36 g ofoctadecylsilanized

Silica gelfor pre・treatment (55 -105 mm in particle size), washedjust before use Mth

methanolandthenwith diluted methan01(3 in lo)), andwashthecolumn insequence

W'ith 2 mL of diluted methan01(3 in 1の,1 mL ofsodium carbonate Ts and lo mL of
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diluted methan01(3 血 10). F血a11y, elute Mth methanolto c011ect exactly 5 mL, and

Use this as tbe sample solution. separately, W'eigh accurately about lo mg of

Ginsenoside RblRS (separately determine the water くg'4今 by coulometric titration,
ノ

Using lo mg), and dissolve in methanolto make exactly 50 mL. pipet 4 mL ofthis

Solution, add methanolto make exactly 20 ml., and use this solution as the standard

Solution. performthetest W北hexactly 20PLeach ofthesample solution and standard

Solution as directed under Liquid C11romatography <2.01> according to the f0110wing

Conditions, and determine the peak areas, AT and AS, of ginsenoside Rblin each

Solution.

Amount(mg) ofginsenoside Rbl(C54H羽023)

=1WSXAT/asX2/5

nls: Alnount(mg) ofginsenoside RblRs taken, calculated on the anhydrous basis

Opera訂力gcondi訂bns-・

Detector: A11Ultraviolet absorptionphotometer (wavelength:203 nm).

Column: Astaidess steelcolumn 4.6 mm in inside diameter and 25 Cm in lengtb,

PackedW北h carbamoy1宮roups bound silica gelforliquidchl'omatography (5 μm

in particle diameter).

Column temperature: Aconstanttemperature ofabout 60゜C.

Mobile phase: Amixture ofacetonitrile, water and phosphoric acid (400:100:1).

Flow rate:1.o mL per minute.

SジStem S破'ta力17i之工ー

System performance: when the procedure is run with 20 μL of the standard

Solution under the above operating conditions, the number oftheoretical plates

and the symmetry factor ofthe peak of ginsenoside Rbl are notless than 5000

and not more than l.5, respectively

Systemrepeatability: whenthe testis repeated 6 times with 2011L ofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area ofginsenoside Rblis not more than l.5%.

Contahlers and 8torage containers^Tightcontainers.
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コウホン

Li留Usticum S血ense Rbizome

工IGUSTICIRHIZ0入仏

Li今Usticum sinense Rhizome is the l'hizome and root ofι1召'ushbum S血e12Se oliver or

ι1言,'ushbumノぞholehseNakaiet1証.tagawa (b'm6euif'erae).

Description R11izome, irregularly kn0此ed to cylindl'ica]; 1.5 ' 9 Cln in length,0.5 -2 Cm

in diameter, having round, dented scars or short remains of stems on the apex;

externa11y grayishbrowntoblackishbrown, Mthprotrudednodules andscarsofroots;

texture,1ight and easily breakable;丘actured surface usuaⅡy slightly fibrous. Root,1

10 cm in length,2 -5 mm h) diameter; externa11y grayish ye110W・bl'own to dark

ye110W'・bl'own, Mth longitudinal wrinkles and scars of rootlets in dot・1ike protrusion;

texture, somewhat 6.brous and di鐙Cultto break.

Odor, characteristic; taste, sli宮htly bitter at {irst, f0110W'ed by a slighey numbi11g

Sensation.

Identi6.cation TO 0.5 g ofpulverized Ligusticum sinense R11izome add 5 mL ofhexane,

aⅡOw to stand for 15 minutes Mth occasionalshaking, fiHer, and use the 丘ltrate as

the sample solution. perform the test with the sample solution as directed under Thh)・

Iayer chromatography <2.03>. spot l011L ofthe sample solution on a plate of silica

gelfor tl)in、1ayer chromatography Develop the plate witb a mixture of hexane and

ethylacetate (4:1)to a distance ofabout lo cm, and air・drythe plate. spray evenly the

Plate W北h dilute suHuric acid, and heat at l05゜c for 5 minutes: a light yeⅡOW'・brown

to ye110W・brown principalspotis observed at an 究fvalue ofabout o.6.

Ibtalasb <5,01> Notmorethan6.0%.

Acid・insolubleasb <5.01> Notmoretbanl.5%.

Containers andstorage conta血ers-we11、closed containers.
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ゴオウ末

Powdered orientalBezoar

BEZOARB0ⅥSPULVERATUM

Powdered orientalBezoar isthe powder oforientalBezoar in JP,

Assay standard of powdered oriental Bezoar: proceed as directed in tbe Assay

Standard under orientalBezoar in JP.

DescHption powdered orientalBezoaroccurs as a yeⅡOW、browntored、brownpowder.

Od01' and taste are as directed in the Description under orientalBezoar in JP.

Undera microscope く50か, powderedorientalBezoarrevealsye110W、browntored、

brown or c010r]ess, neaTly spherical or amorphous masses.

Identi丘Cation proceed as directed h)the ldentification under oriental Bezoar in JR

Purity (D synthetic dye-proceed as directedin the purity under orientalBezoarin

JR

(2) starch-proceed as directed in the purity under oriental Bezoar in JP.

(3) sucrose-proceed as directed in the purity under orientalBe20ar in JP.

Totalash <5.01> proceed as directed in the Totalash under orientalBezoar in JP.

Acid・insolubleash <5.01> Notmorethan2.0%.

Assay proceed as directed in theAssay under orientalBezoarin JP.

Containers andstorage containers^Tightcontainers.
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コツサイホ

Dryn紅iaRbizome

DRINARIAE RHIZ0八IA

Drynaria RI)izome is the rhizome of P2:y22aZ1互 roosiiNakaike (PI:ロ?ar殿血rtuneiJ.

Smithxp0てジP0虚夏Ceae)

De8Cription cul'ved plate・1ike to aattened cylil)drical; 5 ・ 15 Cm in length,0.5 -2 Cm

in diameter,0.2 ・ 0.8 Cm .i11 tbickness, often lon号itudi11a11y cut; extex'na11y brown to

blackish brown; surface of rhizome or sides of lon今itudinal s]ices, covered with hair・

Iike scales or scraped; protrusive scars of sterile leaves and projectin号 Scars with

Centralorbicular h0110w offertile leaves or residues ofpetiole, rarely shortfibrous root

ObseNed; texture,1ight,丘agile and easily breakable.

Odor, weak; practiむaⅡy tasteless.

Ident途Cation T0 1.o g of pulverized Dr沖aria Rhizome add 5 mL of methan01, treat

Mth ultras01)ic waves for lo minutes and centrifuge. use the supernatantliquid asthe

Salnple solution. separately, dissolve l mg of naringin for thin、1ayer C11romatogramphy

in l mL of methan01, and use this solution as tbe standard solution. perform tbe test

With these solutions as directed under Thin・1ayer chromatograpliy く20今. spot 20 μL

each ofthe sample solution and standard solution on a plate ofsilica gelW北b auorescent

indicator for thin、1ayer chromatogaphy Develop the plate with a mixture of ethyl

acetate, water and formic acid (8:1:D to a distance of about 7 Cm, and air・dry the plate.

Examine under ultraviolet ligbt (main wavelength:254 nm): one spot among several

Spots obtained from the sample solution and a spot obta血ed from the standard solution

Show the same c010r tone and the same 究f value. prescribe thatthe moving distance of

the spot corresponding to naringin from the sample solution is l: spots develop at the

Yelative moV血g distance of about o.8 (neoeriocitrin) and l.2 (ca任eic acid 4-0'β・D・

glucoside). The latter spot develops ablue c010r on spraying evenly 2,6・dibromo・入工Chloro・

1,4、benzoquinone monoimh)e and leaving to stand il) ammonia gas.

P11rity (D Heavymetals <Z.07>-preparethetestsolutionwithl.ogofpulverized

Drynaria Rbizome according to Method 3, and perform the test. prepare the contr01

Solution with 2.o mL ofstandard Lead solution (not more than 20 ppm).

(2) Arseliic <1.11>-prepare the test solution with o.40 g ofDr沖aria Rhizome

according to Method 4, and perform the test(not more tban 5 Ppm).

(3) arωbste召7夏 divar2bata M. Kato -under a magnifying glass, nolarge vascular

bundles witb crescent form in a center ofthe transverse section.

1,ossondTy血g <5.01> Notmorethan 16.0%(6hours).

Totala8h <5.01> Notmorethan8.0%.

Acid・insolubleash <5.01> Notmorethanl.5%.

Extractcontent く50D Diluteethan01・solubleextract: notlessthan8.0%.

Containers a11dstorage containers^Tightcontainers.
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サイコエキス

BupleuNm Root EXしract

Bupleurum Root Extl'actis used as the lnanufacturing materialfor single crude drug

extract preparatlon.

Bupleurum Root Extract contains notless than o.10% ofsaikosap011in b2.

Method ofpreparation pulverize Bupleurum RootinJp to suitable sizes and extractit

WithX入later, pur遁ed＼入rater orpurified xN'aterin conta血er (Jp grade) as directedunder

Extracts in General Rules for preparations i11Jp toprepare a dry extract.

De8Cription Bupleurum Root Extract is grayish yeⅡOW、brow'n to dark red、brown

Powder; odor, characteristic; taste, slightly bitter and acid at first, sometimes

astrmgent

It dissolves in water with a sli牙ht turbidity

Ident近Cation T0 1.0 今 of Bupleurum Root Extract add lo mL ofwater, shake, add lo

mL ofl・butan01, centrifuge and use the l、butan011ayer as sample solution. separately,

dissolve l mg of saikosaponin a for thin・1ayer C11romatography in l mL of methan01,

and use this solution as the standard solution. perform the test Mth these solutions

as directed under Thin・1ayer cbromatography <ε.03>. spot 20 μL of the sample

Solution and 5 μL standard solution on a plate of silica gel for thin・1ayer

Chromatography Develop the plate with a mixtux'e ofethylacetate, ethan01(99.5), and

Water (8:2:D to a distance of about lo cm, and air、dry the plate. spray evenly 4・

dimethylaminobenzaldehyde Ts on the plate, and heat at l05゜c for 5 minutes: one of

the spot among theseveralspots obtained丘'om thesample solutionhasthesamec010r

tone and πfvalue Mth the spot obtained from the standard solution (saikosaponin a)

Prescribe that the moving distance ofthe spot corresponding to saikosaponin a from

the sample solution is l: a grayish brown spot develops atthe relative moving distance

Of about o.フ(saikosaponhlc).

P11宝ity (D Heavymetals く1.0分一preparethetestsolutionMth l.o gofBupleurum

Root Extract as directed血 the Extract(4) under GeneralRulesfor preparationsinJR

and perform the test(not more than 30 ppm).

(2) Arsenic 、<1.11>-prepare the testsolution Mtho.67 gofBupleurum Root Extract

according to Method 3, and perform the test(not m01'e than 3 Ppm).

1'ossondrying <Σ.41> Notmore than lo.0%(1g,105゜C,5 hours).

Ibtalash <5.01> Notmorethan14.0%(1g).

Assay weigh accurately about o.1 g of Bupleurum Root Extract, add 50 mL of diluted

methan01(1 in 2), shake for 15 minutes,丘lter, and use the 6.1trate as the sample

Solution. use saikosap01)inb2StandardTs for assay asthe standard solution. perform

the test with exactly l011L each of the sample solution and standard solution as

directedunderLiquid cl)romatography <ε.01>, anddeterminethepeak areas,ATand

上玲, ofsaikosaponin a in each solution.
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Amount(mg) ofsaikosaponin b2

=4XAT/ASX50

4: concentration (mg/ml,) of saikosaponin b2 in saikosaponin b2 Standard Ts for

assay

Opera訂hgcondi訂bhs-

Detector: A11Ultraviolet absorptionphotometer (wavelength:254 nm).

Column: Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in lengしh,

Packed Mth octadecylsilanized silica gel f01' 1iquid chromatography (5 11m in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 40゜C.

Mobile pbase: A mixture of o.05 movL sodium dihydrogen phosphate Ts and

acetonitrile (5:3).

Flow rate:1.o mL per lninute.

System suita力1力'cy-

System performance:＼刃hen the procedure is run with l0 μL of the standard

Solution under the above operating cond辻ions, the number oftheoretical plates

and the symmetry factor ofthe peak ofsaikosaponin b2 are notless than 5000

and not more than l.5, respectively

Systemrepeatability:X入1'henthe testis repeated 6 times W辻h l0 μLofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area ofsaikosaponin b2is not more than l.5%

Conta血el.8 and storage containers^Tightcontaine王'S.
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サンシチニンジン

P如狂Notog血SengRoot

PANACISNOTOGINSENGRADIX

Panax Notoginseng Root is the root of panax 々otoghseng Feng Hwai chen

(弓"1'ah互Ceae), from which xootlets have been removed.

Itcontains notlessthan 2.0% ofginsenoside Rgl(C42H72014:801.OD and notlessthan

1.5% of ginsenoside Rbl(C54H92023:1109.29), calculated on the basis ofdried material.

Descripu.on c01)ical, cylindrical or irregularly massive,1 ' 6 Cm in length,1 4 Cnlin

diameter; externa11y gray to grayish black, or 今rayish yeⅡOw to grayish brown with

interm北tent lon部tudinal wrinkles and latera11y extended lenticel'1ike patterns, also

With nod、1ike sma11PI'otuberances or scales ofro0目ets; sometimes crown Mth remai11S

Ofrhizolne; dense and hard in texture; fractured surface light ye110W'to grayish brown,

ye110W'、green to graylsh green, or blackish brown, glossy and horny

Odor, slight and characteristic; taste, bitter and slightly sw'eet.

王dent途Cation TO 0.5 g ofpulverized panax Notoginsen牙 Root add lo mL ofwater and

10 mL of l、butan01, shake for 15111inutes, centrifuge, and use the l・butan011ayer as

the sample solution. sepal'ately, dissolve l mg of notogi11Senoside Rl for thi11・1ayer

Chromatography 加 l ml, of methan01, and use tMs solution as the standard solution.

Perf01'm the test with these solutions as directed under Th血、1ayer chromatography

<g.03>. spot 2 μL each of the salnple solution and standard solution on a plate of

Si]ica gel for thin'1ayer chromatography Develop the plate W北h a mixture of ethyl
'

acetate, W'ater and formic acid (4:1:D to a distance of about lo cm, and air・dry the

Plate. spray evenly dilute sulfaric acid on the plate, heat at l05゜c for 5 minutes, and

aⅡOw to co01: one spot among severalspots obtained from the sample solution and a

Spot obtained from the standard solution sbow the same c010r tone and the same 究f

Value.

Purity (D Foreignmatter <5.01>-The amountofterrestrialstemsandothel'forei即

ma此erscontainedin panax Not0部nsengRoot does not exceed 2.0%.

(2) Heavymetals <1'07>-preparethetestsolution Mth l.o gofpulverizedpanax

Notoginseng Root accordil)g to Method 4, and perform the test. prepare the contr01

Solution with 2.o mL of standard Lead solution (not more than 20 ppm).

(3) Arsenic <1.11>-prepare the test solution W北h o.40 g of pulverized panax

Notoginseng Root according to Method 4, andperform the test(not more than 5 Ppm).

(4) TotalBHC's and totalDDT'S <501>-Not more than o.2 Ppm, respectively

1'ossondrying <501> Notmorethan 16.0%(6hours).

Totalash <501> Notmorethan4.5%.

Acid'血Solubleasb <5.01> Notmorethano.5%.

Assay (1) Ginsenoside Rgl-weigh accurately about o.5 g of pulverized panax

Notoginsen今 Root, put in a glass、stoppered centrifuge tube, add 30 mL of diluted
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methan01(3 in.5), shake for 15 minutes, centrifuge, and sepatate the supernatant

Iiquid. Repeat the procedure Mth the residue using 15 mL of diluted methan01(3 in

5). combine the supernatantliquids, add diluted methan01(3 in 5) to make exactly 50

mL, and use this solution as the sample solution. separately, weigb accurately about

10 mg of Ginsenoside Rgl RS (separately determine the water), dissolve in 蝕Uted

methan01(3 in 5) to make exactly loo mL, and use this solution as the standard

Solution. perform the test with exactly l0 μL each ofthe salnple solution and standard

Solution as directed under Liquid chromatography <Σ.01> according to the f0ⅡOwing

Conditions, and determine the peak areas, AT and AS, of 牙insenoside Rglin each

Solution.

Amount(mg) ofginsenoside Rgl(C42H72014)taken

=/W'SXAT/ASXν2

/14S: Alnount (mg) ofGinsenoside Rgl Rs taken, calculated on the anbydrous basis

Operahhgcondi訂bns-

Detector: A11Ultraviolet absorption photometer (wavelength:203 nm).

Column: Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid chromatography (5 11m in

Particle diameter).

Column telnperature:Aconstanttemperature ofabout 30゜C.

Mobile phase: Amixture ofwater and acetonitrile (4:1).

Flowrate: Adjustso thatthe retentiontime ofginsenoside Rglis about 25 minutes.

System S磁'tahlyiむジー

System performance: Dissolve l mg each of Ginsenoside Rgl Rs and ginsenoside

Rein diluted methan01(3 in 5)to make lo mL. whenthe procedureisrunMth

1011L oftbis solution according to the above operating conditions, ginsenoside

Rgl and ginsenoside Re are eluted in tMs order w'ith tbe resolution between

these peaks being not less than l,5.

Systemrepeatabi1北y: whenthetestisrepeated6times with l011Lofthestandard

Solution under the above operatin宮 Conditions, the relative standard deviation

Ofthe peak area ofgi11Senoside Rglis not more than l.5%.

(2) Ginsenoside Rbl^Use tbe sample solution obtainedin (D asthe sample solution.

Separately, weigh accurately about lo mg of Ginsenoside Rbl RS (separately

determine the water), dissolve hl diluted methan01(3 in 5) to make exactly loo mL,

and use this solution as the standard solution. perform the test with exactly l0 μL

each of the sample solution and standard solution as directed under Liquid

CI)romatography <ε.01> accordingto the f0ⅡOwin今Conditions, and determine thepeak

areas, AT and AS, ofgi11Senoside Rblil) each solution.
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Anlount(mg) ofg加Senoside Rbl(C54H92023)taken

=/W'SXAT/ASX ν2

111S: A1110unt (mg) ofGinsenoside Rbl Rs taken, calculated on the anhydrous basis

Operahhgcondi訂b刀S-

Detector: A11Ultraviolet absorption pbotometer (W'avelength:203 nm),

Column: Astainless steelcolumn 4.6 mln in i11Side diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gelfor liquid chromatography (5 μm in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 25゜C.

Mobile phase: Amixture ofwater and aceton北rile (フ:3).

Flowrate: Adjustso thatthe retention time ofginsenoside Rblis about 20 minutes.

System S破'ta力ilicl-

System performance: Dissolve 1 1ng each of Ginsenoside Rbl Rs and ginsenoside

Rcin diluted methan01(3 in 5)to make lo mL. whenthe procedureisrunMth

1011L oftMs solution according to the above operating conditions, ginsenoside

Rbl and 宮insenoside Rc aTe eluted in tbis order with the Tesolution between

these peaks being not less than 3.

System repeatability: when the testis repeated 6 times with l011L ofthe sample

Solution, the relative standard deviation ofthe peak area of ginsenoside Rblis

not more than l.5%.

ContaineTs and storage containers-we11、closed containers.
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Notog加Senoside Rlfort五in、1ayer cbl'0血atograpby C47H80018 AWI)ite to ligbt yeⅡOW・

brow'n crysta11ine powder or powder. Freely soluble i11methan010r ethan01(99.5), and

Slightly soluble i11 Water.

Iden址1どaιlbh Determine the i11frared absorption spectrum ofnotogi11Senoside Rlfor

thin'1ayer chromatography as dil'ected in tbe potassium bromide disk method under

111frared spectrophotometry く2.2易:it exhibits absorption at the wave numbers of

about 340o cm-1,2930 cm-1 1385 Cm-1and l043 Cm-1.

Puri立y Related substances-Dissolve l mg of Notoghlsenoside Rl for thin・1ayer

C11romatography in l mL of methan01, and use t11is solution as the sample solution.

Pipet o.5 mL ofthe sample solution, add methanolto make exactly lo mL, and use

tl)is solution as the standard solution. when the test is performed Mth 2 μL of the

Sample solution and standard solution according to the ldenti6.cation under panax

NotoginsengRootin Non・JPS,the spot other than the pri11Ciple spot obtained fromthe

Sample solution is not more i11tense than the spot obtainedfrom the standard solution.
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サンシチニンジン末

Powdered pa11餓 Notog血8engRoot

PANCISNOTOGINSENGRADⅨPULVERATA

Powdered pan餓 Notoginseng Rootisthe pow'der ofpanax Notoginseng Rootin Non・

JPS.

Itcontains notlessthan 2.0% of牙insenoside Rgl(C42H柁014:801.OD and notless than

1.5% of 今insenoside Rbl(C54H92023:1109.29), calculated on the basis of dried material.

DescTiption powdered panax Notoginseng Root occurs as a light yeⅡOW'、brown to

grayish brown powder.

Odor and tastdare as directed in the Description under panax Notoginseng Rooti11

Non・JPS.

Under a microscope <5.01>, powdered panax Notoginseng Root reveals mainly

numerous starch grains; single grains of nearly circular or polygonaliTl shape, or

Compound grains; yeⅡOw masses ofresin, fragments ofreticulate vessels, scalariform

Vessels, parenchyma ce11S contalnhlg starch 宮ralns and cork cens, and rarely cl'ystals

Ofcalcium oxalate are observed.

Identi丘Cation proceed as directed i11the ldent遁Cation under panax Notoginseng Root

in Non・JPS.

Purity (1) Heavy metals <1,07>-proceed as directed in the pur北y under panax

Notoginseng Rootin Non・JPS.

(2) Arsenic <1.11>-proceed as directed in the pur北y under panax Notoginseng
Rootin Non・JPS.

(3) TotalBHC's and totalDDT'S く510の一proceed as directed in the purity under

Panax Notoginseng Rootin Non・JPS.

1'oss on drying <5.01> proceed as directed in the Loss on drying under panax

Not0部nsen今 Rootin Non・JPS.

Ibtalasb <5.01> proceed as directedin the Totalash under panax NotoginsengRoot

in Non・JPS.

Acid・insoluble ash <5.01> proceed as directed in Acid・insoluble ash under panax

Notoginseng Rootin Non'JPS.

AS8ay (D Ginsenoside Rgl-weigh accurately about o.5 g of powdered panax

Notoginsen今 Root, put in a glass・stoppered centrifuge tube, add 30 mL of diluted

methan01(3 in 5), shake for 15 m血Utes, centrifuge, and separate the supernatant

Iiquid. Repeat the procedure Mth the residue using 15 mL of diluted methan01(3 in

5). combine the supernatantliquids, add diluted methan01(3 in 5) to make exactly 50
.

mL, and use this solution as the sample solution. separately, weigh accurately about

10 mg of Ginsenoside Rgl RS (sepal'ately determine the water), dissolve in diluted

methan01(3 in 5) to make exactly loo mL, and use this solution as the standard

SOIRtion. perform the test with exactly lo liL each ofthe sample solution and standard
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Solution as directed under Liquid chromatography <2.01> according to the f0110wing

Conditions, and determine the peak areas,弓.T and AS, of ginsenoside Rglin each

Solution.

Amount(mg) ofginsenoside Rgl(C42H72014)taken

=/WSXAT/ASX ν2

/11S: A1110unt (mg) ofginsenoside R即 taken, calculated on the anhydrous basis

Operahhgcondiたbhs-

Detector: A11Ultraviolet absorption photometer (wavelength:'203 nm).

Column:Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid chromatography (5 μm in

Particle diameteT).

Column temperature: Aconstanttemperature of about 30゜C.

Mobile phase: A mixture ofwatel, and aceton北rile (4:D.

FIOW'rate: Adjustso thatthe retentiontime of部nsenoside Rglis about 25 minutes.

System SωtahuiCジー

System performance: Dissolve l m宮 each of Ginsenoside Rgl Rs and ginsenoside

Rein diluted methan01(3 in 5)to make lo mL. when the procedureisrun Mth

1011L ofthis solution according to the above operating cond北ions, ginsenoside

Rgl and 牙insenoside Re are eluted in this order with the resolution between

these peaks being not less than l.5

System repeatabi1北y:凡刃hen the testis repeated with 6 times with l0 μL ofthe

Stanaard solution, the relative standard deviation of the peak area of

ginsenoside R今lis not more than l.5%.

(2) Ginsenoside Rbl-use the sample solution obtained in (D asthe sample solution.

Separately, weigh accurately about lo m今 of Ginsenoside Rbl RS (separately

determine the water), dissolve in diluted methan01(3 in 5) to make exactly loo mL,

and use this solution as the standard solution. perform the test with exactly l0 μL

each of the sample solution and standard solution as directed under Liquid

Chromatography <ε.01> according to the f0110Mng conditions, and determine the

Peak area, AT and AS, of 牙insenoside Rblin each solution.
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Amount(mg) ofg血Senoside Rbl(C54H92023)taken

=USXA-ASXν2

nls: Anlount(mg) ofGinsenoside RblRs taken, calculated on the anhydrous basis

Opera訂hgcohdi訂bns-



Detector: A11Ultraviolet absorption photometer (wavelength:203 nm).

Column:Astainless steelcolumn 4.6 mm in i11Side diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid C11romatography (5 Pln in

Particle diameter).

Column telnperature: Aconstanttemperature ofabout 25゜C.

Mobile phase: A mixture ofwateT and acetonitrile (フ:3).

Flowrate: Adjustso thatthe retention time ofginsenoside Rblis about 20 minutes.

System sUルa力iliむ1-

System performance: Dissolve l mg each of Ginsenoside Rbl Rs and ginsenoside

Rcin diluted metban01(3 in 5)to make lo mL. when the procedureisrunMth

1011L of this solution according to the above operating conditions, ginsenoside

Rbl and ginsenoside Rc aYe eluted 血 this order with the resolution between

these peaks being notless than 3.

System repeatability: X入lhen the test is repeated W北h 6 times with l011L of the

Standard solution under the above operating conditions, the relative standard

deviation ofthe peak aぞea of ginsenoside Rblis not more than l.5%.

ContaiDets andstora宮e containers^Tightcontainers.
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サンシュユ末

POW'dered cornus Frtlit

CORNIFRUCTUSPULVERATUS

Powdered cornus Fruitisthe powder of cornus Fruitin JP.

Assay standard ofpowdered cornus FI'uit: proceed as directed in theAssay standard

Under cornus FrU北 in JP.

Description powdered cornus Fruit occurs as a reddish brown to reddisb li今ht brown

Powder.

Odor and taste are as directed in the Description under cornus FrU辻 in JP.

Under a microscope <5.01>, powdered cornus Fruit reveals fragments of

Parenchyma ceⅡS containing ye110W、red masses, orbicular to oblong,50 -16011m in

diameter, fragments ofepidermis with thick cuticle and contail)註lg ye110W、red masses,

fragments of spiral vessels, annular vessels and reticulate vessels; vesselS 5 ' 2511m

in diameter, a few stone ce11S, fibers, solitary crystals ofcalcium oxalate,10 -25 μm in

diameter, inulin sphero、crystals, and very rarely uniceⅡUlar bairs.

Ident遁Cation proceed as directed in the ldentification under cornus Fruitin JR

Pur辻y TotalBHC's andtotalDDT'S <5,01>-proceed as directed in the purityunder

Cornus Fruitin JP.

T0ιalash <501> Notmorethan6.0%.

Acid・i11Solubleash <5.01> Notmorethanl.0%.

豆Xヒractcontent <501> proceedas directedinthe Extractcontentunder cornus Fruit

in JP.

'、ssay proceed as directed in theAssay under cornus Fruitin JP.

Containers and stotage contaiT)ers^Tightcontainers.
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り・ンズコン

Sopbora subprostrataRoot

SOPHORAESUBPROSTRATAERADIX

Sophora subprostrata Rootistheroot and therhizomeofsophora sU6Prostrata chun

et T. chen (ιe冒'um血Osae).

Description Root, cy1血drical,5 ' 20 cm in length,0.5 ・ 2.o cm in diameter; externaⅡy

bl'own to blackisb brown; with numerous,10ngitudinal wrinkles and transversely

elon今ated lenticels; under a magnifyin今 glass, a transverse section reveals cortex

about o.1Cm in thickness and brownish; xylem light ye110W・brown; COTtex and xylem

Clearly separatedby the c010r. Rhizome,irregularly nodded; rarely remains ofstem on

the apex.

Odor, slight; taste, extremely bitter and persisting.

Identi丘Cation TO 0.5 g of pulverized sophora subprostrata Root add lo mL of dilute

acetic acid, a110w to standfor 3 minutes with occasionalshaking, and負lter. spot l drop

Ofthe 6.1trate on a filter paper, air、dry, spray evenly Dragendorffs Ts for spraying on

北, and a110w to stand: a ye110W、red c010r develops.

Ibtalasb <5.01> Notmorethan5.5%.

Acid・血80lubleash <5.01> Notmorethanl.0%.

EXむractcontent <5,01> Diluteethan01・solubleextract: notlessthan 11.0%.

Conta血ers andstorage contai11ers^工入le11・closed containers.
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ジオウ末

PowderedRehma1紅丘aRoot

REH八IANNIAERADIXPULVERATA

PowderedRehmannia Rootisthe powderofRehmannia RootinJP.

Description powdered Rehmalmia Rootoccurs as a dark 客rayish brown to dark brown

Powder.

Odor and taste are as directed in the Description under Rehmannia Rootin JP.

Under a microscope <501>, powdered Rehmannia Root reveals fragments of

Parenchylha ce11S containingblackish brown masses; secretory ce11S fi11ed Mtb ye110W、

brown granules; reticulatevessels and scalariform vesselS 30 -50 μm in diameter, with
1

distinct perforations, annular vessels about 15 μm in diameter; blackish brown cork

CeⅡS; fragments of parenchyma ceⅡS; occasiona11y solitary crystals ofcalcium oxalate

Observed.
一邑L

Ident近Cation proceed as directed in the ldent近Cation D Kan・jio or 2) Juku・jio under

Rehmannia Rootin JR

Purity (1) Heavymetals <1.07>-PX'oceedasdirectedinthepurityunderRehmannia

RootinJR

(2) Arsenic q.11>-proceedas directedinthe purityunderRehmanniaRootinJP.

Ibtalash <5.01> proceed as directed in the Totalash under Rehmannia RootinJR

For those applying the ldentification 2) Juku・jio: not more than 7.0%.

Acid・i11Soluble a8b <501> proceed as directed in the Acid・insoluble ash under

Rehmannia RootinJP./
For those applyin牙 the ldentification 2) Juku・jio: not more than 3.0%.

Conta血ers and storage contah)ers^Tightcontainers.
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シオン

Aster Root

ASTERISRADIX

Aster Rootisthe root and the rbizome ofAster tatar北USLinn巨丘lius (compoSルae).

Description AshortrMzome W北h numerouscaesP北Ose roots;the rMzome massive,1

3 Cm in length,1 -2 Cm in diameter, Mth short remains ofstems and petioles atthe

apex, and occasionauy withrunner; the root,6 -15 Cm in length,1-2 mm i11diameter,

externaⅡy li宮bt brown to dark P山Ple・brown, with fine longitudinal wrinkles; slightly

aexible in texture and easy to break.

Odor, characteristic; taste, slightly bitter.

Iden伍丘Cation (D TO 0.2 今 of pulverized Aster Root add lo mL of water, and shake

Vlg01'ously: a lasting 6ne foam is produced.

(2) TO 0.2 g of pulverizedAster Root add 2 mL of acetic anhydride, warm on a water

bath for 2 minutes W北h shaking, andfi此er. To the filtl'ate add gently o.5 mL ofsulfuric

acid: a red、brow'n c010r develops at the zone ofcontact.

1,ossondTy血g <5.01> Notmorethan 18.0%(6hours).

Totalash <501> Notmorethan12,0%.

Acid・insolubleasb <5.OZ> Notmorethan6.0%.
ー、

Extractcontent <5.01> Diluteethan01・solubleextract: notlessthan 30.0%.

Conta血ers and storage containers-W'e11・closed containers.
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シソシ

Peri11a Fruit

PERILLAEFRUCTUS

PeriⅡa Fruitis the fruit ofper2Zla 6Uιesce口SBritton var. cr1谷Paw'. Deane (ιa力iatae).

Description Mericarp, globose to compressed globose,1.0 ' 1.5 mln in diameter;

externany light yeⅡOW・brown to dark brown; under a magnifying glass, slightly

Protruded reticular patterns on the surface.10o seeds w'eigh o.1 -0.35 g.

Practica11y odorless, but a characteristic aroma when chewin今; taste, SHghtly oily

Ident近Cation To l g of pulveYized periⅡa Fruit add lo mL of methan01, warm on a

Water bath for lo minutes, and filter. T0 3 mL of the f11trate add l drop of 2,4、

dildtrophenylhydrazine TS, and shake: an orange c010r develops.

Ibtalash <5.01> Notmorethanlo.0%,

Acid・i11Solubleash <5.01> Notmorethan6.0%.

Conta血ers and storage containers^X入len・closed contai11ers.
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シテイ

Persim.mon calyx

KAKICALYX

Persimmon calyx isthe persistent calyx of mature fruit of piospjTos kakiTbunber今
(召hehaceae).

Descl'iption Nearly square, often devoid of sepals; saucer・shaped; 1.5 -4.o cm in

diameter; sepal almost deltoid, slightly thin; externa11y 部ayish brown to brown;

interna11y dark brown to light ye110W'brown in the central part, and red・brow'n to

brown in the lnarginal part; on the outer surface, orbicular h0110w scar or, rarely

residue, offruit stalk at tbe central part; on the inner surface, orbicular protrusion at

the centralpart andbrown adpressed hairs occur densely atthe marginalpart.

Odorless; taste, slightly astringent.

Identi6Cation T02.o g ofpulverizedpersimmon calyx add lo mL ofw'aterand 5 mL of

ethyl acetate, shake for lo mi11Utes, centrifuge, and use the ethyl acetate layer as the

Sample solution. perform the test with the sample solution as directed under Thi11・

Iayer chrolnatography くg.0身. spot 5 μ1'ofthe sample solution on a plate ofsilica gel
.、

for thin、1ayer chromatography Develop the plate W北h a mixture of ethyl acetate,

hexane, methanoland acetic acid (10の(20:20:1:1) to a distance of about 7 Cm, and air・

dw the plate. spray evenly dilute sulfuric acid on the plate, and heat at l05゜c for 5

minutes: a red、purple spot is observed at an 冗fvalue of about o.5 (ursolic acid).

1'ossondrying <5.01> Notmorethan 15.0%(6hours).

Totala8b <5;01> Notmorethan8.0%.

Acid・insolubleasb <5.01> Notmorethanl.0%.

E工しractcontent <5.01> Diluteethan01・solubleextract: notlessthan 12.0%.

Conta血ers andstorage conta血ers-we11・closedcontai11ers.
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シャクヤク土キス

PeonyRoot EXむτact

Peony Root Extract is used as the manufacturing materialfor single crude dl'ug

extract preparation.

Peony Root Extract contains notless than 4.0% ofpaeoniflorin (C23H28011:480.46).

Methodofpreparation pulverize peony Rootin Jp to suitable si乞es and extract 北 With

凡刃ater, purified X入rater or purified ＼入7ater in container (Jp grade) as directed under

Extracts in GeneralRules for preparations in Jp to prepare a dry extract.

Description peony Root Extract is light ye110W・brown to brown powder; odor,

Characteristic; taste, slightly sw'eet atfirst, f0110wedby an astringency and a bitterness.

It dissolves in water with a slightturbidity

Identi6.cation TO 0.2 g ofpeonyRoot Extract add lo mLofmethan01, warm on a water

bath for 5 minutes, CO01, filter, and use the filtrate as the sample solution. separately,

dissolve l m今 of paeoniaorin Rs or paeon迫otin for tbin、1ayer chromatography in l

ml. of methan01, and use this solution as the standard solution. perform the test with

thesesolutions as directedunderThin"1ayer chromatogaphy くg.0今. spotl011Leach
.

Of the sample solution and standard solution on a plate of silica gel for t11in、1ayer

Chromatography Develop the plate with a mixture ofacetone, ethylacetate and acetic

acid (10の(10:10:D to a distance of about 7 Cm, and air・dry the plate. spray evenly 4、

methoxybenzaldehyde・sulfuric acid Ts on the plate, and heat at l05゜c for 5 minutes:

One of the spot among the several spots obtained from the sample solution bas the

Same c010r tone and 究f value with the spot obtained from the standard solution.

Purity (D Heavymetals q.07>-preparethetestsolutionwith l.o gofpeonyRoot

Extract as directed in the Extract(4) under GeneralRulesfor preparationsin JR and

PerfoTm the test(not more than 30 ppm).

(2) Arsenic q.ZI>-prepare the test solution with o.67 g of peony Root Extract

according to Method 3, and perform the test(not more than 3 Ppm).

上Ossondrying <g.41> Not more than 8.0%(1g,105゜C,5 hours).

Ibtalash <5.01> Notmorethan9.0%(1g).

Assay weigh accurately about o.1 g of peony Root Extract, add 50 mL of diluted

methan01(1 in 2), shake for 15 minutes, filteY, and use the filtrate as the sample

Solution. separately, weigh accurately about lo mg of paeon迅orin RS (separately

determine the w'ater くε.4今 by coulometrictitぞation, using lo mg), dissolvein diluted

methan01(1 in 2) to make exactly loo mL, and use this solution as the standard

Solution. perform the test with exactly l011L each ofthe sample solution and standard

Solution as directed under Liquid C11romatogaphy .<g.01> according to the f0110wing

Conditions. Deter111ine the peak areas, AT and AS, ofpaeon迫orin in each solution.

、
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Amount (m牙) ofpaeon迫orin (C23H28011) taken



=/W、SXAT/ASX I/2

nl'S: Anlount (mg) ofpaeon迅orin Rs taken, calculated on the anhydrous basis

Operaたhgcondi訂、ons-

Detector: klU此raviolet absorption photometer (wavelength:232 nm).

Column: Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liquid chromat0今raphy (5 11m in

Particle diameteY).

Column temperature:Aconstanttemperature ofabout 20゜C.

Mobile phase: A mixture ofwater, acetonitrile and phosphoric acid (850:150:D.

Flow rate:1.o mL per minute.

System suiιa力1力'むチー

System pel,formance: Dissolve l mg eacb of paeon迅orin Rs and albiflorin in

diluted methan01(1in 2)to make lo mL. when theprocedureisrunW北h l011L

Ofthissolutionunderthe aboveoperatingconditions, alb迫orin andpaeon迅orin

are eluted in this order with tbe resolution betw'een these peaks bein今 not less

than 2.5.

System repeatability: when the test is repeated W辻h 6 times Mth l011L ofthe

Standard solution under the above operatil)g cond北ions, the relative standard

deviation ofthe peak area ofpaeon迫orin is not more than l.5%.

Containers and 8torage conta血ers-Tightcontainers.
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シャジン

AdenophoraRoot

ADENOPHORAERADIX

Adenophora Rootis the root ofAdehophora tetraphyl/a Fischer, ade放Ophora stzlbta

八4iquel,円.denophora hUむa力e刀S1谷 Nannfeldt or Ade力Ophora tr1⑳hyノノa A. De cand0Ⅱe

(campanulaceae).

Description Long, C011icalto cylindrical, sometimes branched;フ-20 cm in length; the

Crown,1 -3 Cm in diameter; externa11y light ye110W・white to light grayish brown; the

Crown reveals distinct, crosswise, ring・1ike wrinkles, with cylindrica1 τhizome at the

Upper part; most part ofthe root other than crown, coarse,10ngitudinal wrinkles and

Ienticel'1ike lateral Hnes;1i今ht in texture; cut surface white, often W北h many cracks.

Odor, slight and characteristic; taste, slightly sweet and somewhat mucilaginous.

Ident近Cation TO 0.2 g of pulverized Adenophora Root add 2 mL of acetic anhydride,

Watm on a w'ater bath for 2 minutes, and filter. To l mL ofthe filtrate add gently o.5

mLofsulfuric acidto make twolayers: a red、brownc010r develops atthe zone ofcontact.

Lossondryi11g <5.ω> Notmorethan 14.0%(6hours).

Ibtalash <501> Notmorethan5.5%.

Acid・i11Solubleash <5;ω> Notmoretbanl.5%.

EXヒτactcontent <5;01> Dilute ethan01・solubleextract: notlessthan25.0%.

Contail)ers and storage containers^XN'e11、closed containers.
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ショウキョウエキス

Ginger Extract

Ginger Extract is used as the manufacturing materialfor single crude drug extract

Preparatlon.

Gin今er Extractcontains notlesstban o.06% of [6]・今血ger01.

Metbodofpreparation pulverize gin牙erinJptosuitable sizes andextractitwithwater,

Purified X入rater or puri丘ed w'ater in container (Jp grade) as directed under Extracts

in GeneralRules for preparations in Jp to prepare a dry extract.

De8Chption Ginger Extract is light grayish ye110W・brown to brow'n powder; odor,

Characteristic; taste, bot. R dissolves in water with a slight turbidity

Ident遁Cation shake 1 今. of Ginger Extract W北h lo mL of water, then add 25 mL of

diethylether, and shake. separate the diethylether layer, evaporate the solvent under

10w pressure 6n vacuo), add 2 mL ofdiethylether to the residue, and use this solution

as the sample solution. separately, dissolve l mg of [6]'宮il)gerol for thin・1ayer

Chromatography 血 l mL of methan01, and use this solution as the standard solution.

Perform the test with these solutions as directed under Thin・1ayer chromatography

<g'03>. spot 511L ofthe sample solution and 2 μL ofthe standard solution on a plate

Ofsilica gelfor thin、1ayer chromatogaphy Develop the plate W北h a m途tuxe ofethyl

acetate andhexane (1:D to a distance ofabout 7 Cm, and air・drythe plate. spray evenly

4・dimethylaminobenzaldehyde Ts for sprayh)g on the plate, heat at l05゜c for 5

minutes, and aⅡOw to co01: one spot among severalspots obtained 丘'om the sample

Solution and a spot obtained from the standard solution show the same c010rtone and

the same 究fvalue.

Purity (D Heavy metals <1.07>-prepare the test solution with l.o g of G血ger

Extract as directed in tbe Extract(4) under GeneralRulesfor preparationsin JR and

Perform the test(not 皿ore than 30 ppm).

(2) Arsenic <2.11>^Prepare the testsolutionwith o.67 gofGinger Extract according

to Method 3, and perform the test(not morethan 3 Ppm).

1,oss ondry血g <2.41> Not more than 12.0%(1g,105゜C,5h0ⅧS).

Totalash <5.01> Notmorethan22.0%(1g).

'、ssay xNeigh accurately about o.2 g of Ginger Extract, add 50 mL of diluted methan01

(7 in 1の, shake for 15 minutes, filter, and use the 丘ltrate as the sample solution.

Separately, weigh accurately about lo mg of [田'g血gerolfor assay, and dissolve in

metbanolto make exacuy loo mL. pipet 5 ml'ofthis solution, add methanolto lnake

exactly 50 mL, and use this solution as the standard solution. perform the test with

exactly l0111, each of the sample solution and standard solution as directed under

Liquid chromatography <g.01> accordingtothef0110wingconditions, anddetermine

the peak areas, AT and AS, of [6]・gingerolin each solution.
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Amount(m今)of [6]・ginger01

=USXAT/asx(ν2の

'ん

/1/S: Alnount (mg) of [6]・gingerolfor assay taken

Operah力gc0放di訂bhs-・

Detector: A11UHraviolet absorption photometer (wavelength:282 nm)

Column: Astainless steelcolumn 4.6 mm in i11Side diameter and 15 Cm in length,

Packed Mth octadecylsilanized silica gel for liq11id chromatography (5 11m in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 30゜ C.

Mobile phase: A mixture ofwater, aceton北rile and phosphoric acid (620:380:D.

Flow rate:1.o mL per minute.

System suitahlyiむy-

System performance: when the procedure is run W北h l0 μL of the standard

Solution according to the above operat血g cond北ions, the number oftheoretical

Plates and the symmetry factor ofthe peak of [6]'gin牙erol are notless than

50oo and not more than l.5, respectively

System l.epeatabi1北y: when the testisrepeated 6 times with l011Lofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area of [6]'gingerolis not more than l.5%.

Conta血ers andstorage containers-Tightcontainers.

゛

66



ショウバク

^eat

TRITICIFRUCTUS

圦乃leatis the fruit of l}'i訂乙,um aeSιivum Li蹴16 (6ram血eae).

Description Long ovoid to e11ipsoid,5 -8 mm in lengしh,2 -4 mm 血 Width, solnetimes

Contai11il)gfragments offruit; externaⅡylightye110W・greento lightbrown. ventralside

10ngitudil)a11y and deeply f11rrowed in the center. under a mag11ifying glass, embryo

at the base, occasiona11y covered densely Mth white hairs at the apex. A transverse

Section at central p01'tion nearly round to rel)ぜorm, pericarp in outermost pal't thin,

Iight brown, inner part nearly W11ite, hard in texture.

PracticaⅡy odorless and tasteless.

Identi丘Cau.on T02 gofpulverizedwheat add lo mLofmethan01, shake for lo mil)utes,

Centrifuge, and use the supernatant liquid as the sample solution. perform the test

Withthe sanlple solutionas directed under Thin・1ayer chromatography <g.03>. spot

5 11L of the sample solution on a plate of silica gel for thi11・1ayer chromatograpby

Develop the plate Mth a mixture ofhexane, ethylacetate and acetic acid (10の(14:6:D

to a distance of about 7 Cm, and air、dry the plate. spray evenly vaniⅡin・sulfuric acid・

ethanol Ts for spraying on the plate, and heat at l05゜c for 5 minutes: a red・orange

Spotis observed at an 冗fvalue ofabout o.4 (5"HenicosybesorcinoD.

1.ossondTyi11g <501> Notmorethan 15.0%(6hours).

Ibtalasb <501> Notmorethan2.0%.

Containers andstorage contai11ers-wen・closed containers.
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ショクショウ

Za11tb0珂71Um peel

ZANTHOXYLIPERICARPIUM

Zanthoxylum peelis the pericarps of tbe ripe fruit of zanthoxy/um 力Ungeanum

Maximowiczor zanthoxy/um armatumDe cand0Ⅱe var. SU6tr1ンbh会tumKitamura,from

WMch the seeds separated from the pericarps have been mostly removed.

Description capsules of 20r 3 Sphericalto aa此ened'spheroidal mericarps, which are

dehiscent in 2 Pieces each 4 t06 mm in diameter; the outer surface of pericarp,1ight

red・brown to dark red、brown or brown, Mth numerous warty protrusions originated

from oil sacs, or nearly 丑at with par目y warty protrusions; the inner surface,1ight

yeⅡOW・wh北e to light brown.

Od0τ, characteristicaⅡy aromatic; taste, at 丘rst sligbtly acrid, subsequently which

gives numbing sensation to the tongue.
.、

Ident造Cation T02 g ofpulverized zanthoxylum peeladd lo mL ofwater, shake for 5

mi11Utes, add 5 mL of diethyl ether, shake, centrifuge, and use the diethyl ether layer

as the sample solution. perform the test Mth tbe sample solution as directed under

Thin・1ayer C11romat0宮raphy <ε.03>. spot 5 μL of the sample solution on a plate of

Silica gel for thin・1ayer chromatography Develop the plate with a mixture of ethyl

acetate, hexane, methanoland acetic acid (10の(20:20:1:1) to a distance ofabout 7 Cm,

and air・dry the plate. spray evenly 4、metboxybenzaldehyde、sulfuric acid Ts on the

Plate, andheat atl05゜c for 5 minutes: ablackishbrown spotisobseNedat an究fvalue

Of about o.3 (Hydroxy、α、sansho01, Hydroxy'β'sanshooD.

P11rity (1) seed-whenperformthetestofforei今nmatter <5.01>,theamountofthe

Seeds contained in zanthoxylum peeldoes not exceed 20.0%.

(2) peduncle andtwig-whenperformthetestofforeignmatter <5.01>,theamount

Ofthe peduncles and twi牙S contained in zanthoxylum peeldoes not exceed 5.0%.

(3) Foreign matter <501>-The amount of foreign mattet other than seeds,

Peduncles and tMgscontahled in zanthoxylum peeldoes not exceed l.0%.
Ibtalash <5.01> Notmorethan9.0%.

Acid・血Solubleasb <501> Notmorethanl.0ツ'0.

ES8entialoilcontent <501> when the test is performed W北h 30.o g of pulverized

Zanthoxylum peel, the essentialoilcontentis notless than o.6 mL.

Container8 and 8totage containers^W'e11、closed containers.
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ジョテイシ

IigustNm 重Yait

LIGUSTRIFRUCTUS

Ligustrum FI'uitisthe dried ripe fruit ofι1言,'USιrum /ucidum w.T. Aiton or ι1召'ustrum

ノ夏Pohicum Thunberg (oleaceae).

De8Cription ovoid, eⅡiptical or Mdney・shaped,4 -10 mm in length,3 6 1nn11n

dialneter, externaⅡy blacMsh purple t0 今rayish black, Mth wrirlkles, scars ofa pedicel

Or persistent calyx and a sbort pedicelin the base. Epicarp thin; mesocarp relatively

S0丘, easily stripped off. Endocarp woody, yeⅡOW・brown to red・brown 噸thlongitudinal

Wrinkles, h〕cludes one or two seed(S) oflong ovoid to kidney・shaped.

Odor, slight and characteristic; taste, slightly sweet and slightly bitter.

Identi丘Cation T01牙ofpulverizedLigustNm FrU北 add 5 mLofmethan01,shakefor15

mhlutes, filter, and use the filtrate as the sample solution. perform the test Mth tbe

Sample solution as directed under Thin・1ayer chromatography くg.0●. spot 5 PL of

the sample solution on a plate of silica gel with auorescent indicator for thin・1ayer

Chromatography Develop the plate W北h a mixture of ethyl acetate, metbanol and

Water (フ:2:D to a distance of about 7 Cm, and air・dry the plate. Examine under

UHravioletlight (main w'avelength:254 nm): a spotis observed at an 冗'fvalue of about

0.4. Tbe spotshows red'brown c0101' after spraying evenly l、naphth01、sdfuric acid TS,

heatin牙 at l05゜c for 3 minutes (nuzhenide).

1'ossondrying <501> Notmorethan 12.0%(6hours).

Totala8b <501> Notmorethan6.5%.

EXιractcontent <5.01> Dilute ethan01・soluble extract: notlessthan20.0%.

Contai11ers and 8torage contai11ers-we11、closed contai11ers.
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ジリュウ

E紅bhw'ornl

LUMBRICUS

Earthwormis pherehh?aasper召7ZlumperrieroraⅡied animals(1Wegascolecldae),from

Which internalorgans have been removed.

Description Thin ribbon・form plate,15 -30 cm in length,1-2 Cm in width; dorsalpart

Ofthe outer surface blackish brown to purple brown, ventralpart ofthe outer surface

reveals light ye110W、brown, brocade crest (star spot pattern); almeⅡations coverin宮the

innersurface, seen astransverse wrinklesrunning at about 2、mminteNals; bothends

Cyclic, the one end bears oralsection Mth 血Outh l mm in diameter; flexible, difficult

to break but easy to cut off.

Odor, characteristic; taste,111ild.

Ident近Cation To l g of pulverized Earthworm add lo mL of water, sonicate for 5

minutes, and centrifuge.1Yansfer the supernatant liquid to a separator, add 30 mL of

1'butan01, and shake. Take the l・butan011ayer, and evaporate under low pressure Gn

Vacuo). Dissolvethe residue in l mL of methan01, and use this solution as the sample

Solution. perform the test with the sample solution as directed under Tbin'1ayer

Chromatography くg.0身. spot 311L ofthe sample solution on a plate ofsilica gelfor

thin・1ayer chromatography. Develop the plate W北h a mixture ofethylacetate, acetone,

Water and acetic acid a0の(10:6:3:1) to a distance ofabout 7 Cm, and air・dry the plate.

Sprayevenly 4'methoxybenzaldehyde・sulfuric acid Ts onthe plate, and heat at l05゜C

for 5 minutes: a blue spotis obseNed at an 冗fvalue of about o.4.

P11rity (1) Hea四metals q.07>-preparethetestsolutionMth o.5 今ofpulverized

Earthw'orm according to Metbod 4, and perform the test. prepare the controlsolution

With 2.5 mL ofstandard Lead solution (not more than 50 ppm).

(2) Arsenic <1.11>-prepal'e the testsolution with o.4 g ofpulverized Earthworm

according to Method 3, and perform the test(not more than 5 Ppm).

工Ossondrying <501> Notmorethan 12.0%(6hours).

Ibtalash <5.01> Notmorethan20.0ツ0.

Acid・hlsolubleasb <501> Notmorethan16.0%.

EXしractcontent <501> Diluteethan01・solubleextract: notlessthan9.0%.

Contai11ers and storage containers^X入leⅡ、closed containers.
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ジンギョウ

Gentia11a Macrophy11a Root

GENTIANAE入IACROP1王YL上AERADIX

Gentiana 入lacropby11a Root is the root of Gea訂hna macrophyua paⅡas, den訂互むa

Stramlhea MaximoMCZ, Geむた互ha craS釘bau/1谷 Duthie ex BurkiⅡ, Gehた互刀a dahurルa

Fischer, eeh訂夏刀a 訂力e訂ba King ex Hooker filius, eeh訂夏ha dehdro/ogic. Marquand,

eeh訂夏刀a 0斑Clhah谷Harry sm. ortheirinterspeC近C hybrids(Genι1互naceae).

Description Nearlyconicalto cylindrical, usua11yt11ickinupper part,thi11inlower paYt,

6 -30 cm in length,0.5 -4 Cm in diameter, W'ith longitudi11a] wrinMes, mostly spira11y

twisted, often branched; occasiona11y interna11y rotted; externa}1y grayish yeⅡOW・

brow'n to dark brown, and sometimes with a little relnains ofleafsheath atthe crown;

W北h scaTs of rootlets from the center to the apex; a transverse section reveals xylem

nearly circular, or divided into several parts w'hen periderm developed; C0χ'tex ligbt

brown to dark bl'own; xylem Hght ye110W'・brown to ye110W・brown.

Odor, characteristic; taste, bitter and persisting.

Ident近Cation TO 0.5 gofpulverizedGentianaMacrophyHaRoot add 5 mL ofmethan01,

treat witb ultrasonic waves for 20 minutes, filter, and use the filtTate as the sample

Solution. separately, dissolve 2 mg ofgentiopicroside for thin・1ayer chromatography in

I mL of methan01, and use this solution as the standard solution. perf01'm the test

Mth these solutions as directed under Thin・1ayer C11romat0宮raphy く且0今. spot l

μL each ofthe sample solution and standard solution on a plate of silica gelfor tl)in・

Iayer cl)Tomatogaphy Develop the plate Mth a mixt吐e of ethyl acetate, ethan01,

Water and acetic acid (100×50:10:5:D to a distance of about lo cm, and air・dry the

Plate. spray evenly dilute suHuric acid on the plate, heat at l05゜c for 5 minutes, and

Cooling. Examine under ultravioletli容ht (main wavelengしh:365 nm): one spot among

Severalspots obtained丘omthe salnplesolutionhasthe same1訟Value withthe ye110W・

White auorescent spot from the standard solution, and has yeⅡOW・WMte to brown

auorescence. The spotis more intense thanthat丘'om standard solution. prescribe that

the movin牙 distance of the spot correspondin今 to gentiopicroside from the sample

Solution is l: a blue、purple to purple fluorescentspotis observed atthe relative moving

distance of about o.6 aoganic acid).

P11rity (D Heavy metals <1.07>-proceed with 3.o g of pulverized Gentiana

Macrophy11a Root according to Method 3, and perform the test. prepare the contr01

Solution with 3.o mL ofstandard ιead solution (not more than lo ppm).

(2) Arsenic <1.11>-prepare the test solution W北h o.40 g ofpulverized Gentiana

Macrophy11a Root accordi11g to Method 4, and perform the test(not more than 5 Ppm).

1'ossondryhlg <501> Notmorethan 15.5%(6hours).

Ibtalash <5;01> Notmorethan"8.0%.

Acid・血Solublea8h <5.01> Notmorethan3.5%.
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EXιractcontent <5.01>

Contai11ers and storage

Dilute ethan01・soluble extract: not less than 25.0%.

Containers-we11、closed contai11ers
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ジンコ'ウ

Agarwood

AQUILARIAE RESINATUMLIGNUM

Agarwood is the wood ofAqU27ar2夏 agaノノ0cha Roxburgh, AqU17aZ1後 Crassna pierre ex

Lecomte, Aquilan互 ma/acceむS1谷 Lamarck, AqU17aN後 Slheh釘谷 Gilg or Aqulya上1会 67ar1互

MerriⅡ(rhyme/aeaceae), especia11y splint wood containil)g penetrated black resin.

DescriP材、on lrregular shape ofwood piece, grayish brown to blackish bx.OW'n; holes and

ditches in places;1Ustrous black dots in resin、rich portion; hard and heavy in texture.

Odor, sli今h目y aromatic, aromatic fragrance occurs when smoked; taste, slightly

b北ter and a lit目e pun宮ent.

Identi丘Cation TO 0.3 g of pulverized Agarwood add lo mL of methan01, shake or

Sonicate for lo mi11Utes, centrifuge, and use the supernatant liquid as the sample

Solution. perform the test with the sample solution as directed under Thin・1ayer

C11romatography くg.0今. spot 2011L ofthe salnple solution on a plate ofsilica gelfor

thin、1ayer chromatography. Develop the plate W北h a mixture of ethyl acetate and

hexane (2:D to a distance of about 7 Cm, and air・dry the plate. spray evenly dilute

SUHuric acid on the plate. Examine under ultYavioletlight (nlain wavelength:365 nm):

a auorescent bluish white spotis observed at an 究fvalue ofabout o.25 (6,フ・dimethoxy・

2'(2・phenylethyD chromon).

1'ossondrying <5ω> NotmoTethan Ⅱ.0%(6hours).

Ibtala8h <501> Notmorethan8.0%.

Acid・insolubleasb <5.01> Notmorethanl.0%.

EX住'actcontent <501> Diluteethan01・solubleextract: notlessthan8.0%

Containers and8torage containers^＼入le11・closedcontai11ers.
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ジンコウ末

PowderedAgaTwood

AQUILARIAE RESINATUMLIGNUMPULVERATUM

PowderedAgarw'ood isthe powderofAgarwood in Non・JPS.

DescTiption powderedAgarwood occurs as a grayish brown toblacMsh brown powder.

Odor and taste are as a described in the Description underA客arwood in Non、JPS.

Under a microscope <5.01>, powdered Agarwood reveals light brown to blackish

brow'n agglomerate resin; resin deposited parencbyma ce11S; fragments of pitted

Vessels; fragments of medUⅡary ray tissues, oblong ceⅡS orthogonal to vascular

bundles.

Ident近Cation proceed as directed in the ldentification underAgarwood in Non、JPS.

1'oss on dryi11宮<5.01> proceed as directed in the Loss on drying underAgarwood in

Non・JPS.

Ibtalash <5.01> proceed as directed in the Totalash underAgarwood in Non、JPS

Acid・血80luble ash く5.ob proceed as directed in the Acid・insoluble ash under

Agarwood in Non・JPS.

EXιractcontent <5.01> proceedas directedintheExtractcontentunderAgarwood血

Non・JPS

Contail)ers and storage contait)ers-Tightcontainers.
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スイギュウカク

BU丘'alo Hom

BUBALICORNU

Buffalo Horn isthe horn ofβU6a/ushuhah谷Linn6 (召0佐'dae).

Description sli牙htly aa此ened and cuNed conical horn,30 -75 Cm i111ength; acute in

apex; top part, solid, having longitudina11i11es; middle t010W'er part, h0110W, having

Severalhorizontalwrinkles and cavity in externalside; near triangular to oblongbase,

3 -10 cm in minor axis,5 -15 Cm in major axis; outer and cut surface, black・brow'n to

grayish black; texture hard; under a mag11ifying glass, th血 transvers section reveals

horizontalbrown layers Mth concentrate vahations.

Odor, characteristic; practica11y tasteless.

Ident過Cation To l g ofpulverized BU丘'alo Horn add 20 mL oflnethan01, shake for lo

minutes, centrifuge. Evaporate the supernatant liquid to dryness under low pressure

6n vacuo), dissolve the residue in o.5 mL of methan01, and use tbis solution as the

Sample solution. perform the test with the sample solution as directed under TMn・

Iayer C11romatography くε.0身. spot 5 μL ofthe sample solutionon a plate ofsiHca gel

for thin、1ayer C11romatography Develop the plate Mth a mixture of ethyl acetate,

methanoland acetic acid (100×8:1:D to a distance ofabout 7 Cm, and air・dry the plate.

Spray evenly dilute sulfuric acid onthe plate, heat at l05゜c for 5 minutes: a red・purple

Spotis observed at an 冗fvalue ofabout o.5.

Purity Heavymetals <1.07>-preparethetestsolutionwith l.o gofpulverizedBU丘alo

Horn according to Method 3, and perform the test. prepare the controlsolution witb 2.0

mLofstandardLead solution (not moretban 20 ppm).

1'0卵ondrying <501> Notmorethan 15.0%(6hours).

Totalasb <5.01> Notmorethan2.0%.

Conta血ers and storage containers-W'e11・closedcontaineTS.
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セイヒ

Immature citNs unshiupeel

CITRIUNSHIU PERICARPIUM 1入n仏TURUS

Immature citrus unshiu peelis the pericarp of ilnmature frU北 of citrus U刀Shiu

Marcowicz or ciιrusre訂乙,ulata Blanco (究Utaceae)(shika・seihD, orthe immature 丘'uit of

Citrus unshiuMarcowicz or citrusre訂bu/ata Blanco (究Utaceae)(KO・seihD.

Description D shika・seihi: Tetra・10bed piece of pericarp,1 -3 mm in thickness;

externa11y gtayish green to dark green、brown, with numerous sma11 dents associated

W北h oilsacs;inner surface whitish to ye110W・brown; slightly hard in texture.

Odor, characteristic aroma; taste, b北ter.

2) KO・seihi: Nearly globose,1 -2 Cm in diameter; externa11y grayish green to dark

green・brown, W北h numerous sma11 dents associated with oil sacs; hard il) texture;
41nnlinPeripheral portion of transversely cut surface is exocarp and mesocarp,1

thickness,1ight ye110W・wh北e to ye110W・brown; central portion of the cut surface is

divided radia11y into usua11y 8 -1010cules, each locule light brown and concave.

Odor, characteristic aroma; taste, bitter.

Ident逝Cation TO 0.5 g of pulverized lmmature citrus unshiu peel add lo ml of

methan01, shake orsonicate for 20 minutes, centrifuge, and use the supernatantliquid

as the sample solution. separately, dissolve l mg of hesperidin for th血'1ayer

Chromatography in l mL ofmethan01, and use this solution as the standard solution.

Perform the test with these solutions as directed under Thin、1ayer chromatography

<g.03>、 spot l0 μL each ofthe sample solution and standard solution on a plate of

Silica 今el for thin・1ayer cl)romatography Develop the plate with a mixture of ethyl

acetate, acetone, water and acetic acid (100) ao:6:3:D to a distance ofabout 7 Cm, and

air・dry the plate. spray evenly iron (11D cbloride、methanol Ts on the plate: one spot

among severalspots obtained from the sample solution and a spot obtained 丘'om the

Standard solution show the same c010rtone and the same 究fvalue.

1,ossondtying <づ1ω> Notmorethan 16.0%(6h0吐S).
Totalasb <5.01> Notmorethan6.0%.

豆又tractcontent <501> Dilute ethan01・soluble extract: notlessthan9.0%.

Contahlers andstoTage containers-we11、closed containers.
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セキショウコン

ACONS Grami11eusRbizome

ACORIGRAMINEIRHIZ0入IA

Acorus Gramineus Rhizome isthe r11izome ofAcorus gam血eus solandeT or Acorus

tatar2howh'sh0此(A_raceae).

DescTiption solnewhat compl'essed, string・1ike; 10 -20 cm in leng'h,0.3 -1.o cm in

diameter, sligbtly curved, often branched; externaⅡy light ye110W'・brow'n to yeⅡOW・red,

With many nodes; triangular ]eafscars arranged aHernately right and left, often hait・

Iike residues ofscaly leaves on nodes, and longitudh)al wrinNes on internodes; on the

UnderS11rface, scars of roots, sometimes short roots remaining; hard in texture, and

easily breakable; fractured surface 丘brous,1ight ye110W・brown to grayish white.

Odor,'characteristic aroma; taste, CO01, somewhat acrid and slightly numbing on the

tongue.

Iden伍6.cation TO 0.5 g ofpulverizedAcorus Gramineus Rbizome add lo mL ofdiethyl

ether, shake for 3 mi11Utes, fiHer, and use the 5.1trate as the sample solution. perform

the test Mth the sample solution as directed 山lder T11in・1ayer chromatography

<2.03>. spot l0 μL of the sample solution on a plate of silica gel with flu01・escent

indicator for thin、1ayer chromatography Develop the plate with a mixture of ethyl

acetate and hexane (1:D to a distance of about 7 Cm, and air"dry the plate. Examine

the plate under ultraviolet ligh力(mahl wavelength:254 nm): a dark purple principal

Spotis observed at an πfvalue of about o.5 (Asarone),

Totala8b <501> Notmorethanlo.0%.

kid'血Solubleasb <5ω> Notmorethanl.5%.

Container8 and stora倉e containers-weⅡ、closed containers.

.
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センタイ

Cicada slough

CICADAEPERIOSTRACUM

Cicada slough isthe exuviae oflarvae of C2:yptocympaaa atrata stal, P/a之y/bm1互Piezi

Kato,0むCocympaむa macu/aたヒ0lh谷Distant,1'hむha cheh互hgehS1谷Ouchi,61aptopsa1ιria

訂ぞnta Karsch,ιynすtespeklhenS1谷Haupt,ιyr1谷tesatro'互SC1五tus chou et Lei, uelh2U口a

mohgohヒa Distant,ιeptosem2h sakaガ Matsumura, P/aりア1eura kaemP嵒ri Batler or

Other species ofthose genera (abadidae).

DesC堂iption Long e11ipsoidal, h0110W, consists ofhead, thorax and abdomen,3 4 Cn11n

Iength,1.3 ・ 2 Cm in Mdth; externa11y light ye110W・brow'n, translucent and lustrous;

head in hemisphericalform, having e11iptical C1沖eus and needle、shaped proboscis at

the anterior side, and 丑attened spherical, transparent compound eyes at the lateral

Sides; a paiぞ of filamentous antelmae often fa11en away; th01'ax split vertica11y at the

dorsalside, white fibrous thing visible inside the thorax tl)rough the split, and thorax

having two pairs ofwings on both lateralsides, wings ofthe one pair about l.5 Cm in

Ien牙th, and those ofthe other about o.5 Cm in length; 3 Pairs oflegs a此ached on the

VentTal side of thorax, forelegs enlarged and sickle・shaped, midlegs and hindlegs

Slender; dorsal side of abdomen composed of 9 Segments, central part of the ventTal

Side lon又 triangular and uneven like stairs;1ight and membranaceous in texture, and

easy to smash.

Practica11y odorless and tasteless.

Totalash <5.01> Notmorethanlo.0%.

Acid・血Solubleash <501> Notlnorethan5.0%.

Contahlers and storage conta血ers-W'e11、closedconta血ers.
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センナジツ

Selmapods

SENNAEFRUCTUS

Senna pods are the fruits of cassia an目'ustif'oh夏 Vahl 0王' casS1夏 acU訂lbh互 DeHle

(ιegum2力Osae).

Senna pods contain notless than l.0% oftotalsennosides [sennoside A (C42H38020:

862.74) and sennoside B (C42H38020:862.74)] calculated on the basis ofdried material.,

Description Reniform to oblong, flat leg口mes,3 -6 Cm in lengヒh,1 -2.5 Cm in width;

Outer S11rface margin, green'brown; central part contain血g seeds, brown to blackish

brown; interna11y conta血ing 6 t0 8 Seeds; seeds aat and than今Ular, and Mth a

reticulate pa比ern under a magnifying 今lass.

Practica11y odorless and tasteless.

Identi丘Cation To l g of pulvehzed selma pods add 20 mL of a mixture of

tetrahydrofuran, metbanol and dilute hydrocNoric acid (16:4:1), shake for 5 minutes,

丘lter, and use the f丑trate as the sample solution. separately, dissolve l mg of

SennosideARs orse址10sideAforthin、1ayerchromatography in lmL ofa mixture of

tetrabydrofuran and w'ater (フ:3), and use this solution as the standard solution.

Perform the test with these solutions as directed under Thin・1ayer chromatography

<ε.03>. spot 5 11L eacb of the salnple solution and standard solution on a plate of

Silica gel for thin、1ayer cl)romatography Develop the plate with a mixture of l・

Propan01, ethyl acetate, W'ater and acetic acid (100)(40:40:30:1) to a distance of about

7 Cm, and air、dry the plate. Examine under ultraviolet light (main wavelength:365

nm): one spot among severalspots obtai11ed 丘'oln the sample solution and a spot Mth

red to dark red auorescence obtained 丘'om the standard solution show the same c010r

tone and the same 究fvalue.

Purity Foreign matter <5'01>-The amount ofleaves,丘'uit axes and other foreign

mattercontained in senna Fruit does not exceed l.0%.

1,ossondrying <5ω> Notm伽ethan lo.09、"0 (6hours).

Totalasb <5.01> Notmorethan8.0%.

Acid・insolubleash <5.01> Notmorethan2.0%,

Assay proceed as directed in theAssay under senna in JP.

Conta血ers and storage containers^工入1'e11・closed containers、

、
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センナジツ末

Powdered seNla pods

SENNAEFRUCTUSPUIVERATUS

Powdered senna pods arethe powderofsenna podsin Non'JPS.

Powdered senna pods contain not less l.0% of total sennoside [sennoside A

(C42H38020:862.74) andsennoside B (C42H38020:862.74)], calculatedonthebasis ofdried

material.

Description powdered senna pods occur as a light green、brown to blackish brown

Powder.

Odor and taste are as directed in the Description under senna podsin Non、JPS.

Underamicroscope <501>, powderedsennapodsrevealfragmentsofpalisade、1ike

external seed coat;丘'agments of fiber bundles with, crystal ce11 row of endocal'P;

fragments of spiral vessels and reticulate vessels; 1'arely fragments of sclerenchylna

Ce11S with distinct pit, fragments of epidermis ceⅡS of pericarp W北h stomata, starch

grains, solitary crystals ofcalcium oxalate and warty unice11Ular hairs.

Starch gra血S are simple, below l0 μm in diameter or compound grains.
Identi6.cation proceed as directed in the ldentification under se1血a pods in Non・JPS.

1'oss ondryi11g く5.0つ Proceedas directedinthe Loss on dryingunder senna podsin

Non・JPS.

Ibtalash <5.01> proceed as directed in the Totalash under senna podsin Non・JPS.

Acid・insolubleash <501> proceedas directedintheAcid・insoluble ashunder senna

Podsin Non・JPS.

Assay proceed as directed in theAssay under senna in JP.

Conta血ers and 8torage containers-Tightcontainers.
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センレンシ

Melia 更Yuit

MELnEFRUCTUS

Melia FrU北 is the fruit oflvleHa toosendan siebold et zuccar2hior lw'eh互 azedarach

Lim1巨 Var. SU力trlplh刀ataMiquel(ueh互Ceae).

De8Cription Nearly globose,1 ・ 3 Cm in diameter; one end slightly dented, a sma11 dot,

Corresponding with a scar of style on tbe other end; exteYna11y light yeⅡOW、green to

brown, or light ye110w to red・brown,1Ustl'OUS, sli今htly dented or Mth wrinMes, and

W北h spots ofdark brown, ye110W'bYown or brown.

Odor, characteristic; taste, acid at lirst, f0110wed by a bitterness.

Ident遁Cation To l g of pulverized Melia Fruit add lo mL of methan01, shake for lo

minutes, filter, and use the filtrate as the sample solution. perform the test with the

Sample solution as directed undepThin'1ayer chromat0今raphy くε.0今. spot l0 μL of

the salnple solution on a plate ofsilica gelfor thin、1ayer cl)romatography Develop the

Plate W北h a mixture of ethyl acetate, methanol and water (15:5:4) to a distance of

about 7 Cm, and air・dry the plate. Examine under ultra珂.oletlight (1nain wavelength:

365 nm): a 丑Uorescent blue spotis observed at an 究fvalue ofabout o.5 (Scopolin), and

about o.フ(Scopoletin).

P吐ity Foreign ma此er <5;02>-The amount of peduncle and other forei牙n ma比er

Contained 血 Melia FrU北 does not exceed l.0%.

1'ossondrying <501> Notmorethan 14.0%(6hours).

Totalasb <501> Notmorethan5.5%.

kid・血Solubleasb <5.PI> Notmorethanl.0%.

E又ヒractcontent <501> Diluteethan01'solubleextract: notlessthan15.0%.

Containers andS加rage contail)ers-we11、closed containers
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ソウこ>t/

COCNeb吐Fruit

XANTHnFRUCTUS

Cocklebur Fruitis the pseudocarp of xanιhium strunユarium l,inn6 Subsp. sihhbum

Greuter (xahthium S功lhbum patrin ex widder), xa訂thium strumarium Linn巨,

Xanthium on'eむιa/e Linn6, xaむthium oriehta/e 王,inn6 Subsp. iιahbum Greuter or their

interspeC辻ic hybrids (comp0釘'tae).

Description Achene, covered with involucre baving many thorns; fusiform or ovoid,1

・3 Cm in length,0.4 -2 Cm in width including thorns, externa11y yeⅡOW' brown to brown

Or grayish green, covered by many needle、shaped thorns, two bi11、shaped big splinters

at the apex; interna11y divided int0 2 10culi by septum, each contah)ing l achene;

achene, nearly fusiform, a scar ofthe base ofprominent style; pericarp, grayish black;

Seed,牙rayish yeⅡOw to grayish ye110wish brown, verticalpa此erns on surface.

Practica11y odorless; taste, slightly b北ter.

Identi5.cation TO 0.5 g of pulverized cocklebur FrU北 add 5 mL of acetic anhydride,

Shake thoroU晉hly, a110w to stand for 2 minutes, and filter. To l mL ofthe filtrate add

CarefUⅡy o.5 mL ofsuHuric acid to make two layers: a red、brown c010r develops atthe

Zone ofcontact.

1'ossondrying <501> Notmo"ethan 12.0%(6hours).

Totalash <501> Notmorethan5.5%.

Exbractcontent <501> Dilute ethan01・soluble extract: notlessthan3.0%.

Conta血ers and storage containers^X入1'eⅡ、closedcontainers.
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ソウズク

Npi11ia 王くatsU皿adai seed

AとPINIAEIくATSU入仏DAISEMEN

A]pinia Katsumadai seed isthe seed mass ofA_1Plh1夏 kaιSumadaiHayata

(Z力2g防eraceae).

Description Nearly spherical,1.3 -3 Cm in diameter; externa11y grayish brown to

brown; seed mass divided int0310culiby ye110W'tMn lnembranes, each containS 25 to

110 seeds joil)ing by aril; seed ovate and polygonal,3 -5 mm in lengしb,2.5 3 n11n in

diameter, externaⅡy li目ht brown and covered with membranous arn, roundly concave

hilum at one tbick eild and slightly concave chalaza atthe other end, a longitudinal

groove in each ofventral and dorsalsutface; hard seed, seed section grayish wbite.

Characteristic aroma when cracked, and taste acrid and sli牙htly bitter

Ident途Cation To lg ofpulverizedNpinia Katsumadaiseed add 5 mL ofmethan01,

heat on a water bath for 5 mi11Utes with occasionalshaking, CO01, filter, and use the

丘ltrate as the salnple solution. perform the test Mth the sample solution as directed

Under Thin・1ayer C11romatograpby <g.03>. spot 511L ofthe sample solution on a

Plate ofsilica gelfor thin・1ayer chromatogaphy Develop tbe plate with a mixture of

ethyl acetate and hexane (1:D to a distance of about 7 Cln, and air・dry the plate.

Spray evenly lron (11D CNoride・methanolTs on the plate: a ye110W、brown spotis

Observed at an 究fvalue ofabout o.4 (cardamonin), and a brown spotis observed at

an 冗fvalue of about o.55 (pinocembrin).

Totalash <5ω> Notmorethan5.0%.

kid・insolubleash <5.01> Notmorethanl.5%.

Conta血er8 血d storage conta血ers-we11・closed containers.
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ダイフクヒ

Arecapericarp

ARECAEPERICARPIUM

Areca pericarp is the pericarp ofAreca catechul,inn巨 or Areca d允ksoniiRoxburgb

(palmae).

De8CTiption Fusiform t010ng eⅡipsoidal, usua11y longitudina11y cut,3 ' 6 Cm in length,

2.5 ' 4 Cm in diameter, and o.2 -0.8 Cm in thickness; externa11y light grayish brown

to dark brown, Mth longitudinalwrinkles;internaⅡy yeⅡOW・brown to dark brown,

Somewhat lustrous, usua11y W北h fine,10ngitudinalwrinkles; fractured surface

remarkably fibrous; transverse section light ye110W、brow'n, under a magnifyin宮 glass,

group offibers appears as light brown to dark brown spots.

Odor, slight and characteristic; practicany tasteless.

Ident近Cation T02 g ofpulverizedAreca pericarp add 30 mLofwater and 3 dropsof

hydrochloric acid, warm on a water bath for 5 mi11Utes with occasionalshaking, and

丘lter. TO 0.5 mL ofthe filtrate add 2.5 mL ofcalcium hydroxide TS: a yeⅡOW'red to

Orange、ye110W C010r develops, and, when aⅡOwed to stand, a ye110W、red to oran宮e、

ye110W, flocculent precipitate is produced.

Lossondryi11g <501> Notmorethan 11.0%(6hours).

Totalash <5;01> Notmorethan6.0%.

Contail)ers and storage containers^X入1'e11・closed containers.
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タラコンピ

Aralia Elata Root Bark

ARALIAERADICISCORTEX

Aralia Elata Root Bark is the root bark ofArah夏 e/ata seemalm (/baliaceae).

Description Tubular to semi、tubular bark piece,1.0 ' 2.5 Cm in tl)ickness; externaⅡy

Iight brown; periderm easily separable in fine scales; interna11y ligbt brown; brittle

in texture, and easily breakable.

Odor, slight; taste, slightly astTin今ent.

Identi丘Cation (D TO 0.1 g ofpulverizedAralia Elata Root Bark add lo mL ofw'ater,

and shake vigorously: a lasting fine foam is pl'oduced.

(2) TO 0.2 g of pulverizedAralia Elata Root Bark add 2 mL of acetic anhydride,

Warm on a water bath for 2 minutes, and 負lter. To the filtrate add gently o.5 mL of

Sulfuric acid to make tw'o layers: a red、brown c010r develops atthe zone ofcontact.

1.ossondry血g <5.01> Notmorethan 13.0%(6hours).

Ibtalasb <5.01> Notmorethan9.0%.

kid・insolubleasb <5.01> Notmorethan2.0%.

翻Σ捻'actcontent く50b Diluteethan01・solubleextract: notlessthan 17.0%.

Contai11ers and storage contahlers-we11・closed containers.
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チクジョ

Bamboo cU11n

BAMBUSAECAULIS

Bamboo culm istheil)nerlayeroftheculm of召aむ?husa teXι121谷Mcclure, Bam力Usa

PervaN後6121谷Mcclure, Bam力Usa beecheya口a Munro,召am6Usa tu/doidesMU11ro,

PhyzloSιachyS刀1す'raMU址O var. hen0口isstapfexRendleor phyzlostachysbambusoldes

Siebold et zuccarini(eramlheae).

Description Thin, cord・1ike,0.5 -3 mm in thickness,1ight ye110W・white t0 部ayish

Wbite or light green'brow'n; often formed sphericalor in bundle;1ight in texture,

丘brous and occasiona11y with exodermis.

Odorless; practicaⅡy tasteless.

Ident途Cation (D TO 0.5 g ofpulverized Bamboo culm add lo mL ofacetone, warm

On a water bath for 2 minutes w'ith shaking, and filter. Evap01'ate the f11trate to

dryness, dissolve the residue in o.51nL ofacetic anhydride, and add l drop ofsuHuric

acid: a dal'k green、brown to brown c010r develops.

(2) TO 0.5 gofpulverized Bamboo culm add lo mL ofwater, warm on a water bath

for 2 minutes w'ith shaking, and filter. To l mL ofthe filtrate add l mL ofa solution

Ofphen01(1in 20), shake weⅡ, add 2 mL ofsulfuric acid, and shake: a light brown to

red"brown c010r develops.

Lossondry血g <5.ω> Notmorethan 11.0%(6hours).

Ibtalash <5.01> Notmorethan3.0%.

Acid・血Solubleash <5ω> Notmorethanl.5%.

Contai11ers andstotage containel'S^X入1'e11・closed containers.
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チクヨウ

Bambo01,eaf

P壬{YLLOSTACIWDIS F0工IUM

Bamboo LeafistheleafofphyuostachyS刀2曽TaMU11rovar. heむoh1谷StapfexRendle,

Phyuostachyshambusoldessiebold et zuccaTini,召am力Usa texhZ1谷Mcclureor

Bambusa emaぞaS1谷L.C. chia et H.L. Fung (6ram2heae).

De8Cription Lanceolate, acute at apex, attenuate at base,5 -16 Cm in lengtb,1-2 Cm

in diameter; upper S吐face blue、部een to green;10wer surface light greenish white,

Occasiona11y pubescent; Mth para11elveins, especia11y distinct in lower surface.

OccasionaⅡy with petioles and twigs.

Practica11y odorless and tasteless.

Ident近Ca伍on T02 g ofpulverized Bamboo Leafadd 30 mL ofdilute hydrochloric acid,

Shake, heat in a boiling water batb for 20 minutes, CO01, and filter. To the filtrate add

5 mL of diethyl ether, shake for 5 mi11Utes, centrifuge, and use the diethyl ether layer

as the sample solution. perform the test with the sample solution as directed under

Thin丑ayer chromatography <g.03>、 spot l0 μL ofthe sample solution on a plate of

Silica 宮elfor thin、1ayer cl)romat0部aphy Develop the plate w'ith a mixture ofethyl

acetate, hexane and acetic acid (100)(20:20:D to a distance ofabout 7 Cm, and air・

dry the plate. spray evenly 4、methoxybenzaldehyde、SUHuric acid Ts on the plate,

heat at l05゜c for 5 minutes: a red・purple spotis observed at an πfvalue of about o.4

(4'hydroxycinnamic aci田.

Purity Lophatherum Herb-T02 g ofpulverized Bamboo Leafadd 30 mlofdilute

hydrochloric acid, shake for 5 minutes, heatin a boiling water bath for 20 minutes,

CO01, and filter. To the filtrate add 5 mL of diethyl ether, shake, centrifuge, and use

the diethyl ether layer as the salnple solution. perform the test Mth the sample

Solution as directed 血der Thi11'1ayer chromatography くZ.0今. spot 2011L ofthe

Sample solution on a plate ofsilica gel W北h auorescentindicator for thin'1ayer

Chrolnatogaphy Develop the plate with a lnixture ofethyl acetate, water, and formic

acid (10:1:D to a distance of about 7 Cm, and air・dry the plate. Exam加e under

Ultraviolet light (main W会Velength:254 nm): no U11ified spots are observed at an 究f

Value of o.6 to o.フ((五)'aconitic acid).

1'ossondrying <5、PI> Notmorethan 13.5%(6hours).

Totala8h <501> Notmorethan15.0%.

Acid・insolubleash <5.01> Notmorethan11.5%.

Extractcontent <5.01> Dilute ethan01'solubleextract: notlessthan 9.5%.

Containers and S加rage containers-we11'closed containers.
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チクレキ

Bamboo sap

PHYLLOSTACHYDISSUCCUS

Bamboo sap isthe sap flowing丘'om thecutedge ofphyuostachyS刀2習TaMunro var.

hehoh』:gstapfex Rendle or phyノノ0stachyS 6ambusal'dessiebold et zuccari11i

(Gran?2heae)in roast血今 the culm.

DescriP廿on Bamboo sap is a translucentlight blue・yeⅡOw to ye110W・brown liquid.1t

has a burnt odor and a slighttaste.

Identi6.cation T010 ml' ofBamboo sap add lo mL ofwater and 5 mL ofl・butan01,

Shake, centrifuge, and use the l、butan011ayer as the sample solution. perform the

test with the sample solution as directed under Thin、1ayer chromatography <g.0占>

Spot 5 μL ofthe sample solution on a plate ofsilica gelfor tl)註1・1ayer

CI)romatography Develop the plate Mth a mixt11re ofethyl acetate, acetone, water

and acetic acid (10の(10:6:3:D to a distance of about 7 Cm, and air'dry the plate.

Spray evenly vani11in・SUHuric acid・ethanolTs for spraying on the plate, and heat at

105゜c for 5 minutes: a blue spotis observed at an 究fvalue of about o.3.

Conta血ers and storage contail)ers^Tightcontainers.
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チャヨウ

Green Tea l'eaf

CAME上LIAE SINENSISFOLIUM

ノ

Green Tea Leafistheleafof came/h互 S血eむS1谷Kuntze (rheaceae), oftenMth tMgs.

Description R011ed stick・1ike or contracted a11d wri11kled leaves or its broken ones,

Iight green、brown to dark green inbotb surface. when smoothedbyimmersion iτ1

Water,'the lamina e11iptica11y lanceolate, obtuse at apex,5 ' 9 Cm in length,2 -4 Cm

in width, the margin, sel'1'ate; the base, broadly cuneate; petiole,3 -71nm in length.

Under a ma即廿yhlg glass, appressed hairs occasiona11y observed. stems oftMgs

Cylindrical,0.5 -3.5 Cm h11engヒh,0.4 -1.5 mm in diameter, externa11y ye110W・green

to green, or dark green.

Odor, characteristic; taste, astringent and b北ter.

Iden伍6.cau.on To l g ofpulverized Green Tea Leafadd lo mL ofmethan01, shake for

10 minutes, centrifuge, and use the supernatantliquid as the sample solution.

Separately, dissolve l mg ofca任eine Hydrate in l mL ofmethan01, and use this

Solution as the standard solution. perform the test with these solutions as directed

Under Thin・1ayer cl)romatography くg.0身. spot 511L each ofthe sample solution

and standard solution on a plate ofsilica gel with auorescentindicator for thin・1ayer

Chromatography Develop the plate wlth a mixture ofethylacetate, acetone and

formic acid (10:2:1) to a distance ofabout 7 Cm, and air・dry the plate. Examine under

Ultraviolet light (main wavelength:254 nm): one spot among severalspots obtai11ed

from the sample solution and a spot obtai11ed 丘'om the standard solution show'the

Same c010r tone and the same 昆'value, and spray evenly iron (11D chloride Ts on the

Plate: a blue、purple to dark purple spotis observed at an 究f value ofabout o.6

(EP喰a110catech血 3'0'gaⅡate).

1'ossondry血今<5.01> Notmorethan9.0%(6hours).

Ibtala8b <501> Notmorethan7.0%.

Acid・insolubleasb <501> Notmorethanl.0%.

EXむractcontent <5.01> Diluteethan01・insolubleextract: notlessthan27.0%.

Containers and 8torage contah)ers-we11、closed contaiTlers.
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チョウトウコウエキス

Uncatia Hook 豆Xtract

Uncaria Hook Extractis used asthe lnanufacturing materialfor single crude drug

extract preparation.

Uncaria Hook EX捻actcontains notlessthan o.06% oftotalalkaloids

(Thynchophy11ine and hirsutine).

Metbodofpreparation pulveri乞e uncaria Hook in Jpto suitable sizes and extractit

With water, pur遁ed w'ater or purifiedwaterin container (Jp grade) as directed

Under Extracts in GeneralRules for preparations in Jp to prepare a dry extract.

Description uncaria Hook Extractis yeⅡOwish red・brown to dark red、brown powder;

Odor, charactel'istic; taste, slightly sweet, astringent and slightly bitter.

It dissolves in water with a slightturbid北y

Identi6.cation TO 0.1 g ofuncaria Hook Extract add 20 mL ofmethan01, heat under a

re丑Ux condenser for 5 minutes, and filter. Evaporate the filtrate to dr沖ess, add l mL

Of dilute acetic aヒid to the residue, heat on a water bath for l minute, and 丘lter after

Cooling. spot l drop ofthe 丘ltrate to a filter paper, air・dry, spray Dragendor丘'S Ts for

Spraying on it, and a110W'to stand: a yeⅡOW、red c010r develops.

Purity (D Heavy metals <Z.07>-preparethetestsolutionwith l.o gofuncaria

Hook Extract as directed in tbe Extract(4) under GeneralRulesfor preparations inJR

and perform the test(not more than 30 ppm).

(2) Arsenic q.11>-prepare thetestsolution with o.67 g ofuncaria Hook

Extract according to Method 3, and perform the test(not more than 3 Ppm)

Lossondryi11g <g.41> Not more than lo.0%(1g,105゜C,5 hours).

qbtalAsh <501> Notmorethan20.0%(1g).

Assay weigh accul'ately about o.5 g ofuncaria Hook Extract, add 40 mL ofa mixture

Ofmethanol and dilute acetic acid (フ:3), sonicate for 30 minutes, add a mixture of

methanol and dilute acetic acid (フ:3) to make exactly 50 mL, and use tbis solution as

the standard solution. separately, weigh accurately about 5 mg ofrhynchophy11ine

for assay, previously dried in a desiccator (silica geD for 24 hours, dissolve in a

mixture ofmethanol and dilute acetic acid (フ:3) to make exactly loo mL, and use this

Solution as the standard stock solution (D. separately, weigh accurately about 5 mg

Ofhirsutine for assay, previously dried in a desiccator (silica geD for 24 hours,

dissolve in a mixture ofmethanoland dilute acetic acid (フ:3) to make exactly loo mL,

and use this solution as the standard stock solution (2). pipet lo mL each ofthe

Standard stock solution (D and (2), mix, add a mixture ofmetbanoland dilute acetic

acid (フ:3) to lnake exactly loo mL, and use this solution as the standard solution.

Perform the test with exactly 2011L each ofthe sample solution and standard

Solution as directed under Liquid chromatography <Σ.01> according 加 the

i
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f0110Mng conditions, and determine the peak areas ofrh沖CophyⅡhle and 11irsutine,

ATR and alH, andASR andaS質,in each solution.

Amount (mg) ofthe total alkaloid (rhyncophy11ine and hirsutil)e)

=USRXATVASRX ν20+1U、EXATH/ヨ、SHX ν20

/11SR:Amount (mg) ofrhyncophy11ine for assay taken

/1/SH:Amount (mg) ofhirsutine for assay taken

Opela訂hgc0放di訂b刀S-

Detector: A11 Ultraviolet absorption photometer (wavelength:245 nm).

Column: Astainless steelcolumn 4.6 mm i11inside diameter and 25 Cm in len今th,

Packed Mth octadecylsilani2ed silica gelfor liquid cl)romatography (511m in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 40゜C.

Mobile phase: Dissolve 3.85 g ofammonium acetate in 20o mL ofwater, add lo
」

mL ofacetic acid a0の and waterto make looo mL, and add 350 m上 of

acetonitrile.

Flow rate: Adjust so thatthe retention time ofrhynchophy11ine is about 17

Inlnutes.

System suita61力'之ジー

System performance: T05 ml' ofthe standard stock solution (D add l mL of

amm011ia solution (28), and x'eflux f01' 10 minutes oT warln at about 50゜c for 2

hours. After coolin目, to l mL ofthe solution obtained add a mixture of

methanol and dilute acetic acid (フ:3)to make 5 mL. when the procedure isl・un

With 2011L ofthis solution under the above operating conditions, the peak of

isorhynchophyⅡine appears in addition to the peak ofThynchophyⅡine, and

the resolution betw'een these peaks is not less than l.5.

System repeatability: pipet lo mL ofthe standard stock solution (D, add a

mixtul'e of methanol and dilute acetic acid (フ:3) to make exactly loo mL. when

the testis repeated 6 times with 2011L ofthis solution under the above

Operating conditions, the relative standard deviation ofthe peak areas of

rhynchopbyⅡine is not more tban l.5%.

Container8 andstorage containers-Tightcontainers.
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チンピ末

Powdered citNs unS11iupeel

CITRIUNSHIUPERICARPIUMPULVERATUM

Powdered C北rus unshiu peelisthe powderofcitrus unshiupeelinJP.

Assay standard ofpow'del'ed citrus unshiu peel: proceed as directed in theAssay

Standard under citrus unshiu peelin JP.

Description powdered citrus unsbiu peel occurs as a light grayisb ye110w to ye110W、

brown pow'der.

Odor and taste are as directed in the Description under citrus unshiu peelin JP.

Under a microscope <501>, powdered citrus unshiu peelreveals fzagments of

Iigbt ye110wish parenchyma and c010rless parenchyma; fragments ofepidermis

Composed ofpolygonalepldermalce11S; fragments ofsplralvessels, annular vessels,

Scalariform vessels, reticulate vessels, and P北ted vessels, vessels lo -3011m in

diameter; round and ye110w solid substances; solitary crystals ofcalcium oxalate

Usua11y 5 ' 3011m in diameter, solitary crystals ofcalcium oxalate rarely lined in a

raw forming a crystalce11row.

Ident遁Cation proceed as directed in the ldentification under C北rus unshiu peelin

JP.

P吐ity TotalBHC's andtotalDDT'S <5ω>-proceed as directedin the purity

Under citrus unsMu peelin JP.

Loss on drying <5'01> proceed as directed in the l,oss on dryingunder citrus

Unshiu peelin JP.

Totalasb <づ101> proceed as directed in the Totalashunder citrus unshiu peelin

JP.

翻Xしractcontent <501> proceed as directedinthe Extractcontentunder citrus

Unsbiu peelin JP.

AS8ay proceed as directed in theAssay under citrus unshiu peelin JP.

Containers andstorage containers-Tightcontainers.
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チンピエキス

CitNsunshiupeelEXむract

C北rus unshiu peel Extract is used as the mandacturing materialfor si11gle crude

drU今 extract preparation.

Citrus unshiu peelExtractcontains notless than l.8 ~ 4.6% ofhespehdin.

入厘ethodofpreparation pulverize citrus unS11iu peelinJp to sU北able sizes and extract

it witb XⅣ"ateT, pur途ed X入1'ater or pur途ed w'ater in containerくJp grade) as directed

Under Extracts in GenetalRules for preparations in Jp to prepare a dry extract.

Description citrus unshiu peel Extract is li今ht ye110w to light ye110W・bl'own powder;

Odor, characteristic; taste, sweet f0110W'ed by a sligbt bitterness and mucous,

Sometlmes pungent.

It dissolvesin water W北h a slightturbid北y

Identi丘Cation use the sample solution and the standard solution obtained in the

Assay as the sample solution and the standard solution, respectively perform the test

With exactly l011Leach ofthe sample solution and standard solution as directed under

Liquid C11romatography <g.01> accordingto the same conditions asthose intheAssay:

One of the two main peaks i11the chromatograln obtained 丘om the sample solution

Show's tbe same retention time with the peak of narindin in the C11romatogram

Obtained 丘'om the standard solution. k)other peak shows the relative retention time

Of about o.7 to the peak corresponding to narindin (nar辻Utin).

1)urity (D Heavy metals <1.07>^Prepare the test solution W北h l.o g of C北rus
Unshiu peel Extract as directed in the Extract (4) under General Rules for

Preparationsin JR and peYform the test(not more than 30 ppm).

(2) Arsenic u.11>-prepare the test solution with o.67 g of citrus unshiu peel

Extract accordil)g to Method 3, and perform the test (not more than 3 Ppm).

1'osson dry血g <g.41> Not morethan lo.0%(1g,105゜C,5 hours).

Ibtalash <5.01> Notmorethan62%(1g).

Assay weigh accurately about o.1gofcitrus unshiupeelExtract, add 50 mLofdiluted

tetrahydrofuran (1 i114), shake for 30 minutes, centrifuge, and use the supernatant

Iiquid as the sample solution. separately, weigh、accurately about lo mg ofhesperidhl

for assay, previously driedin a desiccator (silica geD for 24 hours, dissolve in methan01

to make exactly loo ml,. pipet lo mL ofthis solution, add diluted tetrahydrofuran (1

in 4) to make exactly 20 mL, and use this solution as the standard solution. perform

the test with exactly l0 μL each of the sample solution and standard solution as

directed under Liquid cl)romatography <ε.01> according to the f0110wing conditions.

Determine the peak areas, AT andAS, ofhespeTidin in each solution

J
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Amount(mg) ofhesperidin taken
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US: Alnount(mg) ofhesperidin taken

Opera訂hgcondi訂bむg-

Detector: A11Ultraviolet absorption photometer (wavelengしh:285 nm).

Column: Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in lengしh,

Packed with octadecylsilal)ized silica 今el for liquid chromatography (5 11m in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 40゜C;

Mobile phase: Amixture ofwater, aceton北rile and acetic acid (10の(82:18:1).

Flow rate: Adjust so tbattbe retention time ofhesperidin is about 15 minutes.

System S磁'ta力1力'Cチ"ー

System performance: Dissolve 1 1ng each ofhesperidin for assay and naringin for

thin・1ayer chromatography in methanolto make lo mL. pipet 5 mL of this

Solution, add diluted tetrahydrofuran (1in 4) to make exactly lo ml'. when tbe

Procedure is run with l0 11L of this solution under the above operating

Conditions, naringin and hesperidin are eluted in tbis order with the resolution

between these peaks being notless than l.5.
ノ

System repeatability: xuhen the test is repeated with 6 times with l0 μL of the

Standard solution under the above operatil)g conditions, the relative standard

deviation ofthe peak area ofhesperidin is not more than l.5%.

Conta血ers and8t0王'age containers^Tightcontainers.
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テンナンショウ

AlisaemaTuber

ARISAE入仏TIS TUBER

Arisaema TuberisthetuberofAZ'2谷aema heterophyl/um Blume, A_r1谷aema

eruhescehsschott,1L"'1谷aema amurehseMaximoMcz or othel'species ofthesame 宮enus

(Araceae), from wl)ich tbe cork layer is removed.

Description sli宮htly 丑a此ened sphericalto irregular・shaped,0.フ-3.5 Cm in diameter,

0.フ-2 C皿 in beight; externaⅡy wh北ish or Hght grayish brown to light brown;the

Upper end dented, where the steln Temoved, Mth rootscars dented as numerous

Sma11Spots on tbe circU皿ference; hard in texture; cut surface w'hitish and powdery

Practica11y odorless; taste, mild at fil'st, f0110wed by an acrid taste.

Under a microscope <501>, a transverse section reveals mainly parenchyma cens

fi11ed W北h starch 今rains, and mucilage canals and mucilage ceⅡS contai11ing raphides

Ofcalciuln oxalate are observed.

Identi丘Ca材.on (1) TO 0.5 g ofpulverizedArisaema Tuber add lo mL ofwater, and

Shake vi宮orously: a lasting 負.tle foam is produced.

(2) TO 0.2 g ofpulverizedArisaema Taber add 2 mL ofacetic anhydride, W'arm on a

Water bath for 2 minutes, and 負lter. To the f11trate add 宮ent]y o.5 mL ofsuHuric acid

to make two layers: a light brown c010r deve]ops attbe zone ofcontact.

(3) To the cut surface ofArisaema Tuber spot dilute iodine Ts dropwise: a dark

blue'purple c010r develops.

1'ossondrying <づ101> NotmoNthan 13.0%(6bours).

Ibtalasb <5;01> Notmorethan5.0%.

Containers andstorage containers-we11・closed containers、

亀
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トウシンソウ

Comm.onRush

JUNCIHERBA

Common Rush is l)the terrestrialpart or sometimeS 2)the P北h only ofstem of

ゾU12Cus e1子'USUSI,inn6 (Tohsin)(ゾ'U12Caceae).

Deschption l) Terrestrialpart: stem usua11y transverselycut, slender and

Cylindrical,1 -3 mm in diameter; externa11y light yeⅡOW、green to brown, with many

10ng北Udina11ines; under a magnifying glass a transversely cut surface ofstem

reveals almost circular, the center portion spongy like and white, the peripheral

Portion fibrous and light ye110W・green to light brown.

Odor, slight; practica11y tasteless.

Under a microscope <5.01>, a transverse section ofstem reveals epideTmis one'

Ce111ayered and covered with cuticle, fiber bundles ocC11r only beneath epidermis of

Protruded part ofstem, the other portion beneath epidermis is composed of

Parenchyma of 20r 3 Ce11S layered; numerous c011ateralvascular bundles arran宮ed in

20r 3 Wholes, the inner vascular bundles larger than the outer ones, vascular bundle

Sbeath composed offibers occurring outside ofphloem and xylem, sometimes

Vascular bundle sheath surrounds vascular bundles; usua11y only parenchyma ce11S

around vascular bundle sheath persist and form bridges between vascular bundles;

Pith consists ofstaT shaped parenchyma ce11S with 4 -8 Protuberances, star shaped

Parenchyma ceⅡSconnectwith one another andform a network system,ce11WaⅡS of

Connective parts ofce11S t11ickened and look Hke a string ofbeads.

2) pith ofstem (Tohsin): slender and cylindrical,1 ' 3 mm in diameter; externaⅡy

White to yeⅡOW・wh北e, Mth longitudinalfurrows, soft, easily torn 0丘When pU11; cut

Surface W11ite to ye110W、white, spongy.

Practica11y odorless and tasteless.

Under a microscope <5.01>, a transverse section ofpith reveals star shaped

PaTenchyma ce11S with 4 -8 Protuberances, star shaped parenchyma ce11S connect

With one another and form a network system, ceⅡ WaⅡS ofconnective parts ofceⅡS

thickened and look like a string ofbeads.

Ident造Cation To lgofpulverized common Rush add 20 mL ofmethan01,shakefor lo

minutes, and 丘lter. Evaporate the filtrate to dryness under low pressure (in vacuo),

dissolve the tesidue 血 l mL ofmethan01, and use this solution as the sample

Solution. separately, dissolve l mg ofluteolin for thin、1ayer chromatography in l mL

Ofmethan01, and use this solution as the standard solution. perform the test with

these solutions as directed under Thin"1ayer C11romatography くε.0今. spot lo pL

each ofthe sample solution and standard solution on a plate ofsilica 目elfor thin、

Iayer chromatography Develop the plate with a mixture ofethyl acetate,2、butanone,

Water and formic acid (25:3:1:D to a distance of about 7 Cm, and air'dry the plate.
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Examine undeY ultravioletlight (main wavelength:365 nm): a auorescent bluish

Wh北e spotis obseぞVed at an 及Value ofabout o.4 (1,uteolin 3',5・dimethyl ether).

X入lhen spray evenly iron (11D chloride・methanolTs on the plate: one spot amodg

Severalspots obtained 丘om the sample solution and a spot obta血ed from the

Standard solution show'the same c010r tone and the same 元fvalue.

1'ossondry血g <5.01> Notmorethan 13.0%(6hours).

Ibtalash <5.01> Notmorethan7.0%.

Acid・insolubleasb <501> Notmorethanl.5%.

Containets and S加rage contai11ers-we11、closed containers.

r
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トウドクカツ

Angelica pubescens Root

ANGELICAEPUBESCENTISRADIX

Angelica pubescens RootistherootofAI?gehbapU力escehsMaximowicz orAむgehba

力1谷errata shan etYuan (b'mbelh兆rae).

De8Ctiption Ashort main root with branched long roots, nearly fusiform,10 -20 cm in

Iength, externaⅡy brown to dark brown; tbe crown, with ring'nodes closely

Prottuded, and W北b a few remains ofstem and leafsheath;the root, with

10ngitudinalwrinkles, and W北h numerous scars ofrootlets latera11y elongated and

Protruded; somewhat flexible in texture; under a magnifying glass, a transversely cut

Surface light brown to dark brown;the resin canals, dark brown and almost

ConcentrlcaⅡy arranged.

Odor, characteristic; taste, bitter and acrid.

Ident過Cation TO 0.2 g ofpulverizedA11gelica pubescens Root add 5 mL ofethan01

(95), a110w to stand for 5 minutes with occasionalshaking, and filter. Examine tbe

負ltぞate under ultravioletlight (main wavelength:365 nm): the solution shows a blue

to blue、purple fluorescence.

王》UTity under a microscope <5.01>,the transverse section ofk)gelica pubescens

Root reveals no cork stone ce11 and clustered crystal ofcalcium oxalate.

1'ossondryhlg <5.01> Notmorethan 15.0%(6hours).

Ibtalasb <5.01> Notmorethan9.0%.

Acid・i11Solubleasb <501> Notmorethanl.0%.

Contai11ers a11d storage containers^＼入le11、closed contai11ers.
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トウヒ末

POW'deredBitter orange peel

AURANTⅡPERICARPIUMPULVERATUM

Powdered Bitter orange peelisthe powder ofBiter orange peelin JR

Description powdered B北ter orange peeloccurs as a light yeⅡOW・brown to yeⅡOW'・

brown powder.

Odor and taste are as directed in the Description under Biter 01'ange peelin JP.

Under a microscope <5.01>, powdel'ed Bittel' orange peelreveals fragments of

Iight ye110wish parenchyma and c010rless parenchyma; fragments ofepidermis

Composed ofpolygonal epiderlnalce11S; fragments ofspiralvessels, annular vessels,

Scalariform vessels, reticulate vessels, and pitted vessels, vessels lo -3011m in

diameter; solitary crystals ofcalcium oxalate usua11y 5 -30 pm in diameter, S01北ary

Crystals ofcalcium oxalate rarely lined in a raw forming a crystalce]1row.

Identi丘Cauon proceed as directed 血 the ldentification under Bitter orange peelin

JP.

1,oss ondrying <5.01> proceedas directedin the Loss on drying under Bitter

Orange peelin JP.

Totalash く50つ Proceed as directed inthe Totalash under B北ter oran宮e peelin
JP.

Acid・insoluble ash く5'OD proceed as directedin theAcid・insoluble ashunder

Bitter orange peelin JP.

EX住、actcontent <5:01> Diluteethan01・soluble extract: notlessthan25.0%.

Containers and storage contai11ers^Tightcontainers.

99

、



ドベッコウ

Sofし Sbe11T吐tle carapace

AM'YDAETESTUDO

Soft sheⅡ Turtle carapaceisthe back sheⅡ ofA122ydaノ夏Pomba Temmink et schlegel

01・Amyda S2力enS1谷Wiegmann (niohychidae).

Deschption Asymmetrica11y plate・1ike and curved, broadly e11ipticalto orbicular、

Ovate,10 -20 cm in length,フ-15 Cm in width,1.5 -3 mln in thickness; externa11y

blackish brown to blackish green; middle part ofthe she11Slightly sw011en due to

backbone, rib・1ike lh)es and fine wrinMes on both sides;interna11y wh北ish; backbone

Situated at tbe middle position,8 Pairs ofribs projecti捻g towards lateral direction;

Corneous and hard in texture, easy to break.

Odor, characteristic; practica11y tasteless.

Containers andstorage containers^XNe11、closed containers.
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ナンテンジツ

Nandhla FNit

NANDINAEFRUCTUS

Nandina Fruitisthe 丘UitofNand血a domeS訂ba Thunberg forma /eucoca1アa Makino

Or <1'aむdlha domeS訂baThunberg (βer6eridaceae).

De8Ctiption Globose,フ-9 mm in diameter; externa11y light yeⅡOw to light grayish

brow'n or reddish br0訊7n; protrusion ofresidue ofstyle atthe upper part, and dotted

Scars ofpeduncles at the lower part; pericarp thin and easily breakable;internaⅡy

havin今 20r 3 hard seeds.

Practica11y odorless; taste, slightly bitter.

Identi丘Cation To l g ofpulverized Nandina Fruit add lo mL ofdilute acetic acid, heat

On a 訊7ater bath for 5 miTlutes, CO01, and filter. spot l drop ofthe 負ltrate to a 丘lter

Paper, air"dry, SPぞay evenly Dra今endoTffs Ts foT spraying on 北, and a110W' to stand: a

ye110W'・red c010r develops.、

P11rity Forei即 matter <5;01>-The amountofpeduncles and otherforeignmatter

Contained in Nandina Fruit does not exceed l.0%.

Ibtalasb <501> Notmorethan5.0%.

Containets and stoTage containers^X入le11・closedcontai11ers.
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ニクズク末

Powdered Nutmeg

MYRISTICAESEMENPU上VERATUM

Powdered Nutmegisthe powderofNutmeginJR

Description powdered Nutmeg occurs as a light bTown to red、brown powder.

Odor and taste are as directed in the Description under Nutmeg in JP.

Under a microscope <5.01>, powdered Nutmegreveals parenchyma containing

red・brown to darkred、brown masses; simple orcompound starch grains, aleurone

grains, and crystals ofcalcium oxalate; rarely spiralvessels.

Identi丘Cation proceed as directed in the ldentification under Nutmeg in JP.

1'oss on dry血g <501> proceed as directedin the Loss on drying under Nutmeg in

JR

Totalash <づ;01> proceed as directedin the Totalash under Nutmegin JR

Essentialoilcontent <5.01> perform thetest Mth lo.o g ofpowdered Nutmeg:the

Volume ofessentialoilis notless than o.3 mL.

Conta血ers and storage containers^Tightcontainers.

"^
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ニンジンエ.キス

G血Seng Extract

Ginseng Extractis used as the manufacturing materialfor shlgle crude drug extract

Preparation.

Gil)seng Extract contains notless than o,10% of容insenoside R今1(C42H72014:801.OD

and not less than o.20% of g血Senoside Rbl(C54H92023:1109.29).

Metbod of preparation pulverize Ginseng i11 Jp to suitable sizes and extract it with

Water, purified water or pur遁ed w'ater in container (Jp grade) as directed under

ExtractS 血 GeneralRules for preparations i11Jp to prepare a dry extract.

Description Ginseng Extract is li宮ht 部ayish yeⅡOW' to ligbt brown pow'der; odor,

Characteristic; taste, slightly sweet at first, f0110wed by slight bitterness, sometilnes

acld

It dissolves in water W北h a slightturbid北y

Iden稔丘Ca伍on TO 0.5 g of Gi11Seng Extract add lo mL of methan01, shake, centri6.1ge,

and use the supernatant liquid as the sample solution、 separately, dissolve l mg of

ginsenoside Rgl for thhl、1ayer chromatography in l mL of methan01, and use this

Solution as the standard solution. perform the test with these solutions as directed

UnderThin、1ayer chromatography <且03>. spot5 μLofthesamplesolutionand2 μL

Ofthe standard solution on a plate ofsilica gelfor thin・1ayer C11romatography Develop

the plate with a mixture ofethyl acetate, n)ethanol and water (14:5:4) to a distance of

about 7 Cm, and air、dry the plate. spray evenly vani11in・sulfuric acid・ethanol Ts for

Spraying on the plate, and heat at l05゜c for lo minutes: one ofthe spot among the

Severalspots obtained 丘om the sample solution has the same c010r tone and 究f value

With the spot obtai11ed 丘'om the standard solution.

Purity (1) Heavy metals <1.07>-prepare the test solution with l.o g ofGinseng

Extract as directed in the Extract(4)_under GeneralRules for preparations in JP, and

Perform the test (not more than 30 ppm).

(2) Arsel)ic <1.11>^Prepare the test solution with o.67 g of Ginseng Extract

according to Method 3, and peTform the test (not more than 3 Ppm).

Rssondrying <2.41> Notmorethan 11.0%(1g,105゜C,5 hours).

Totala8b <5;01> Notmorethan9.0%(1g)

Assay (1) Ginsenoside Rgl-weigh accurately about o.15 g of Ginseng Extract, add 15

mL of diluted metban01(3 in 5), shake for 15 minutes, centrifU今e, and separate the

Supernatant liquid. Repeat the procedure Mtb the residue using 7.5 mL of diluted

methan01(3 i115), combine the supernatantliquids, and add diluted methan01(3 in 5)

to make exactly 25 mL. pipet lo mL of this solution, add 3 mL of dilute sodium

hydroxide TS, a110w to stand f0χ' 30 minutes, add 3 ml' of o.1 movL hydrochloric acid

TS, and add diluted methan01(3 in 5) to make exactly 20 mL. use tl)is solution as the

Sample solution. separately, W'eigh accurately about lo m牙 of Ginsenoside Rgl RS
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(separatelydetermine the water くε.4今 bycoulolnetrictitration, using lo mg) dissolve

in diluted methan01(3 in 5) to make exactly 25 mL. use this solution as the standard

Stock solution. pipet 2 mLofthe standard stock solution, add methanolto make exactly

50 mL, and use this solution as the standard solution. perform the test with exactly

20 11L each of the sample solution and standard solution as directed under Liquid

Chromatography <g.01> accordingtothef0110wingconditions, and determinethepeak

areas, AT and AS, of ginsenoside Rglin eacb solution.

)

Amount(mg) ofginsenoside R今1(C42H72014)
=/W'SXAT/ASX2/25

.

111S: Ahlount (m今) ofginsenoside Rgl Rs taken, calculated on the anhydrous basis

Operah力gcondiた'ohs-

Detector: A11Ultraviolet absorptionphotometer (wavelength:203 nm).

Column:Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in lengbh,

Packed with octadecylsilanized silica gel for liquid chromatography (3 μm in

Particle diameter).

Column temperature: Aconstanttemperature ofabout 30゜C.

Mobile phase: diluted acetonitrile (1 in 5).

Flow rate:1.o mL per minute.

System suiιab1力'之y-

System performance: To l mg of ginsenoside Re add 4 mL ofthe standard stock

Solution and add diluted methan01(3 in 5) to make exactly loo mL. when the

Procedure is run with 20 μL of this solution under the above operating

Conditions, ginsenoside Rgl and 今insenoside Re are eluted in this order Mth the

resolution between these peaks being notless than l.5.

System repeatab丑ity: whenthetestis repeated 6 times with20111'ofthe standard

Solution under tbe above operating conditions, the relative standard deviation

Ofthe peak area ofginsenoside R宮lis not more than l.5%.

(2) Ginsenoside Rbl-weigh accurately about o.15 g ofRed Ginseng Extract, add 30 mL

Of diluted methan01(3 in 5), shake for 15 minutes, centrifuge, and separate the

Supernatant liquid. Repeat the procedure witb the residue using 15 mL of diluted

methan01(3 in 5), combine the supernatantliquids, and add diluted methan01(3 in 5)

to make exactly 50 mL. pipet lo mL of this solution, add 3 mL of dilute sodium

hydroxide TS, a110w to stand for 30 minutes, add 3 mL ofo.1 movl' hydrochloric acid

TS, and add water to make exactly 20 mL. Apply exactly 5 mL ofthis solution to a

Column (about lo mm ininside diameter and packed Mth o.36 g ofoctadecylsilanized

Silica gelfor pre・treatment(55 -105 mm in particle size), washedjust before use with
methanolandthenwith diluted methan01(3 in lo)), andwashthecolumn in sequence
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With 2 mL of diluted lnethan01(3 in 1の,1 mL ofsodium carbonate Ts and lo mL of

diluted methan01(3 in lo). Fina11y, elute Mth methanolto c011ect exactly 5 ml., and

Use t11is as the sample solution. separately, weigh accurately about lo mg of

Ginsenoside RblRS (separately determine the water く2.4今 by coulometrictitration,

Using lo mg), and dissolve in metbanolto make exactly 50 mL. pipet 4 ml' ofthis

Solution, add methanolto make exactly 20 ml., and use this solution as the standard

Solution. performthetest W北h exactly2011Leachofthe sample solution andstandard

Solution as directed undetLiquid chromat0今raphy <g.01> according to the f0110Mng

Conditions, and determine the peak areas, AT and AS, of gi11Senoside Rblin each
Solution.

Amount (mg) ofginsenoside Rbl(C54H92023)

=1W'SXAT/ASX2/5

/1/S: Alnount (mg) ofginsenoside Rbl Rs taken, calculated on the anhydrous basis

Opera訂hgc0むdi訂'ohs^

Detector: klultraviolet absorptionphotometer (wavelen今'bh:203 nm).

Column: A stainless steelcolulnn 4.6 mm in inside diameter and 25 Cm in length,

Packed W北bcarbamoylgroups bound silica gelforliquidchromatography (5μm

in particle diameter).

Column temperature:Aconstanttemperature ofabout 60゜C.

Mobile phase: A mixture ofacetonitrile, water and phosphoric acid (400:100:D.

Flow rate:1.o mL per minute.

System sul'ta力2yitチー

System performance: when the procedure is run Mth 20 11L of the standard

Solution under the above operating conditions, the number oftheoreticalplates

and the symmetry factor ofthe peak of 部nsenoside Rbl are notless than 5000

and not more than l.5, respectively

Systemrepeatabi1北y: whenthetestisrepeated 6times Mth2011Lofthestandard

Solution under the above operatin今 Cond北ions, the relative standard deviation

Ofthe peak area ofginsenoside Rblis not more than l.5%.

Conta血ers andS加rage containers-Tightcontainers.
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バイモ末

Powdered 雲Yit辺ada Bulb

FRITILLARIAEBULBUSPULVERATUS

Powdered Friti11aria Bulb is the powder ofFriti11aria Bulb in JP.

Descdption powdered FritⅡlaria Bulb occurs as wh北e to light yeⅡOW、brown powder.

Odor and taste are as directed in the Description under FritiⅡaria Bulb in JP.

Under a microscope <5.01>, powdered Friti11aha Bulb reveals parenchyma ceⅡS

Containing starch grains and solitary crystals ofcalcium oxalate and 丘'agments of

them; fragments mainly ofspiral vessels,10 -4011m in diameter; starch gra血S are

mainly simple (rarely 2" t03"compound),5 -60 μm in diameter, narrowly ovate to

Ovate or trian今Ular"obovate, stratiform figU王'e obvious; SOHtary crystals ofcalcium

Oxalate,20r 30 μm ln diameter

Identi丘Cation proceed as directed in the ldentification under FritiⅡaria Bulb in JP.

Purity (D Heavymetals q.07>-proceedas directedinthepurityunder

Friti11aria Bulb in JP

(2) Arsenic <1.11>^Proceed as directedin the pur北yunderFriti11aria Bulb in

JP.

1'oss on drying <5.01> proceed as directedinthe Loss on dryingunder Friti11aria

Bulb in JP.

Ibtalasb く50b proceed as dil・ected in the Totalash under Frit丑laria Bulb inJP.

Acid・血80luble ash <5.01> proceed as directedintheAcid・insoluble ashunder

FritiⅡaria Bulb in JP

EXしractcontent <50Z> proceed as directed in the Extractcontent under Friti11aria

Bulb in JP.

Conta血ers andstorage containers^Tightcontainers.
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ノ＼トムギ

CoixfYuitMtb血Volucre

COICISFRUCTUS CUM11、ⅣOLUCRIS

Coix Fruit with lnvolucre is the C会.ryopsis covered Mth involucre of colx

/ach2:ym司lbhiLinn巨 Var. mayue刀 Stapf(Gramlheae).

De8Ctiption Nearly ovoid・globose,フ-14 mm in length,5 ' 9 mm in width,4 81nn}1n

thickness; externaⅡy blackish brow'n to grayish brown;1Ustrous, Mth fine

10n8itudil)alstripes; the upper end sligbtly pointed Mth l oblique pore nearby; a scar

Ofgynophore atthe other end;血Volucre can be broken with nail;in involucre

Peduncle of male spicu]e, membranaceous scales,2 degenerated spicules, and one

丘U北 Covered with flve,1ight grayish brown to light yeⅡOW,1Ustrous, and

membranaceous envelopes;丘'uit light brown to red、brown, hard in texture.

Practica11y odorless;血Volucre is tasteless, fruit is slightly sweet and sticky on

Chewlng.

Undel' a microscope <5.01>, a transverse section ofinvolucre reveals outermost

Iayer of abaxialside is epidermis, sclerenchyma beneath epidermis; vascular bundle

W北h fiber bundle sca此ered in the ilmer portion ofsclerenchyma; fibers arranged

horizonta11y inside the sclerenchyma; outermostlayer of adaxialside is epidermis; a

transverse section ofcentralpart offruit reveals outermost partis pericarp composed

OfceⅡS with thin ce11Wa11, and seed coat; scuteⅡUln lays along ventralfurrow,

Plumule sheath or hypocotyle obseNedin the centeT; albumen S山rounding

Scute11Um at dorsalside, parenchyma ce11S of albumen contain starcb grains.

P山ity cuttransversely 20 pieces ofcoix FrU辻 Mth lnvolucre, macerate in diluted

iodine TS (1in lo) for 5 Seconds, take outthem, swab the excess test solution, and

ObseNe the cut surface: a dark red、brown c010r develops, ofwhich not more than 6

Pieces develop blue"purple c010r.1f 70r 8 Pieces develop blue・PUX'ple c010r, repeat the

test with further 40 samplesin the same manner, and ofwMcb not morethan 12

Pieces develop blue、purple c010r:北 meets the l'equirement.

1'ossondry血g <501> Notmorethan 14.0%(6hours).

Totalasb <5.01> Notmorethan8.0%.

Container8 al)d storage contai11eTS-we11、closed containers
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ノ＼ンピ

Hampi

GLOYDⅡMUSCULUSETOS

Hampiisthe body of Gloydius h/omh0伍yH. Boie,61yodius hreWヒ'audusorcongeners

({うIperidae)(Hampi D, orof四Cyas dhamhadescantororcongeners(CO/ubridae)

(Hampi2), from which the skin and internalorgan are removed,

Description l) Hampi l: composed ofhead, torso and tail, slimline and nearly semi、

tubular,30 -10o cm in length,1.5 -3 Cm in width; head neaYly ovoid covered with

Scale, brown to black, caⅥ.ng in between eyes and nasalcavity; mouth deeply split,

tooth lined; tw010ng solenoglyphic teeth in front edge of maxi11a; many opposite ribs

in arc arranged in semi、tubular, covered w'ith muscle,1ight yeⅡOW、brown to brown;

tail nearly cy11ndrical, gradua11y tapering.

Odor, cbaracteristic; practica11y tasteless.

2) Hampi 2: composed ofhead, torso and tail, slimline and nearly semi・tubulaT,50

250 cm in leng"th,0.6 -3.5 Cm in w'idth; head nearly ovoid covered W北h scale, brown

to black, no caving in between eyes and nasalcavity; eyes deeply sunken; mouth

deeply split, tooth lined; many opposite ribs in arc and extremely raised backbones

arranged in semi・tubular, covered with muscle,1ight yeⅡOW、brown to brown; tail

nearly cyHndrical, graduaⅡy tapering.

Odor, characteristic; practica11y tasteless.

Ident遁Cation T02 g ofpulverized Hampiadd 20 mL ofmethan01, shakefor 5

minutes, filter, and use the filtrate as the sample solution. perform the test with the

Sample solution as directed under Thin・1ayer chromat0今raphy くε.0●

Spot 20 μL ofthe sample solution on a plate ofsilica 今elfor thin、1ayer

CI)romatography Develop the plate with a mixtul'e ofwater, ethan01(99.5) and ethyl

acetate (1:1:D to a distance of about 7 Cm, and air"dry the plate. spray evenly

ninhydrin Ts on the plate, and heat at l05゜c for 5 minutes: one or two red'purple

Spots are observed at an πfvalue of about o.フ.

1,ossondryhlg <5.01> Notmore、^han13.0%(6hours).、

Totala8h <5.01> Notmorethan40.0%.

EXしractcontent <5;01> Dilute ethan01・soluble extract: notless than 8.0%.

Contahlets a11dstorage containers^＼入le11'closed containers.

108



ヒシノミ

Water chestnut

TRAPAEFRUCTUS

X入7ater chestnutis the 丘'U北 of l}'apaノ互P0むica Flerow', Trapa lhC1谷a siebold et

Zuccarinior napaノ互Ponica Flex'ow var. rU力eo/a ohwi(napaceae).

Descl'iP廿on Aslightly aat, depressed, triangalar drupe,3 -6 Cm in length, Mth 2 t04

Pointed pricMy protuberances; externa11y blackish brown in c010r; hard pericarp;

fruit containing l seed.

Practica11y odorless;inner part has a sli今htly characteristic taste on cheMng.

Identi丘Cation TO 0.5 g ofpulverized water chestnut add 2 mL ofacetic anhydride,

Shake weⅡ, a110w to stand f0町 2 minutes, and filter. To the filtrate add gently l mL of

SUHuhc acid to make two layers: a red、brown c010r develops attbe zone ofcontact,

and a blue、green c010r develops in the upper layer.

1,OSS0五drying <5;01> Notmorethan 15.0%(6hours)、

Ibtala8h <5.01> Notmoretban4.5%.

Containe玲 andstotage containers-we11、closed containers.
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ビャッキョウサン

St造Silkworm

BOMBYXBATRYTICATUS

Stiff silkworm is the stifflarva of Bomhjx' moril,inn6 (βom力ycl'dae),il)fected witb

召eauven互 6assmnavuiⅡemin (cordycepitaceae).

Description cylindrical, narrow in places, and sometimes curved; 2 ' 5 Cm in length,

0.3 ・ 1.o cm in diameter; externa11y covered Mth wb北ish to ye110W"white powder,

easily breakable, ffact11red surface of middle portion lustrous and blackish 宮reen to

blackish brown.

Odor, characteristic; taste, sli目htly saHy

Ident造Cation TO 0.5 g ofpulverized stiff silkworm add lo mL ofmethan01, shake or

Sonicate for lo minutes, centrifuge, and use the supernatantliquid as the sample

Solution. perform the test with the sample solution as directed under TMn"1ayer

Chromatography く2.0今. spot l011L ofthe sample solution on a plate ofsilica gel

for thin・1ayer chromatography Develop the plate with a mixture ofhexane and ethyl

acetate (フ:3) to a distance ofabout 7 Cm, and air、dry the plate. Examine under

Ultravioletlight (main wavelength:365 nm): a auorescent bluish white spotis

ObseNed at an πfvalue ofabout o.45.

1'ossondrying <5.01> Notmo"ethan 13.0%(6h0唖S).

Ibtalash <501> Notmorethan8.5%.

Acid・血Solubleash <501> Notmorethanl.0%.

豆Xしractcontent <5.01> D丑Uteethan01・soluble extract: notlessthan 18.0%.

Contai11ers and stora牙e containers^X入1'e11、closed containers.
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ボウイ末

POW'dered S血0血el)ium stem.andRbizome

Sml'0/W召Ⅳ'1CA乙rιιg召r究alz'011ι4P乙区,レ誓元Ar乙7W

Powdered si110menium stem and Rhizome is the powder of sinomenium stem and

RhizomeinJP.

Description powdered si110menium stem and Rhizome occurs as a light brown to dark

brown powder.

Odor and taste al'e as directed in the Description under sinomenium stem and

RI)izome i11 JP.

Under a microscope <5.01>, powdered sinomenium stem and Rhizome reveals

UsuaⅡyroundto polygonalstonece11S W北hremarkablytbick'wa11ed,starcbgrains and

Sma11 needle crystals of calcium oxalate, parenchyma ce11S and 丘agments of them;

fragments of reticulate vessels and pitted vessels,20 ' 160 μm in diameter; 6.bers or

fiber bundles,5 -40 μm in diameter; starch grains are mainly simple,3 -20 μm in

diameter; sma11needle crystals ofcalcium oxalate,3 -30 μm in length.

Identi6.cation proceed as dil'ected in the ldenti丘Cation under sil)omenium stem and

Rhizome ln JP.

1'ossondry血g <5.ω> Notmorethan 11.0%(6hoU玲).

Totalash <501> proceed as directed in the Totalash under sinomenium stem and

Rhizome ln JP.

Acid、in80luble ash <5.01> proceed as directed in the Acid・insoluble ash under

Sinomenium stem andRhizomeinJP.

Conta血ers andstoTage containers-Tightcontainers.
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ホップ

Hop strobile

LUPULISTROBILUS

Hop strobileisthe mature cone・shaped spike ofaumu/US/UPU/USLinn吾(uoraceae).

Description Broad・ovoid to globose,2 -5 Cm in length,2 -3 Cm in diameter, and ye110W、

gl・een or green・brown; spike consists ofa rachis bearing bract and bracteoles for every

Pedicel; bract and bracteole overlappin牙 to form cone'shape, easily shed from the

rachis; bract ovate,0.8 -3 Cm in length,0.5 -1Cm in width, membranous w'ith distinct

Veins on adaxialside; bracteole inside the bract is ovate, somewhat sma11er than the

bract, thin, and enclosing an achene at the basal part; the basal part of bract and

bracteole and whole achene covered with a number of orange、ye110w to brown

glandular trlchomes.

Odor, characteristic aroma; taste, bitter.
>

Under a microscope <5.01>, the surface view of bract and bracteole reveals that

epidermal ce11S have sinuous anticlinal waHS, attached by glandular trichomes and

Unice11Ular hairs; parenchyma of mesophy11 Contains clustel'ed crystals of calcium

Oxalate, beloW 3011m in diameter;創andulartrichome multice11Ular, Mth a cup'shaped

Or sphericalhead of loo -250 μm in diameter,fi11ed Mth secretions.

Ident過Cation To l g of pulverized Hop strobile add lo mL of methan01, shake for 20

minutes, filter, and use the filtrate as the sample solution. perform the test with the

Sample solution as directed under Thin・1ayer chTomatography <Z.03>. spot l0 μL of

the sample solution on a plate ofS丑ica gelfor thin、1ayer C11romatography Develop the

Plate Mth a mixture ofethyl acetate, hexane and acetic acid (100)(フ:フ:1) to a distance
Ofabout 7 Cm, and air・dry the plate. spray evenly potassium hydroxide'ethanolTs on

the plate: a ye110w spotis observed at an 究f value of about o.4 (xanthohumoD.

Purity Foreign matter く5.0の一The amountofstems,1eaves, andotherforeign ma此er

Contained in Hop strobile does not exceed 2.0%.

1'ossondrying <5.ω> Notmorethan 15.0%(6hours).
Ibtalash <5.01> Notmorethan14.5%.

Acid・血Solublea8h <5.01> Notmorethan5.0%.

Extractcontent <501> Dilute ethan01・solubleextract: notlessthan20.0%.

Conta血ers and storege contai11ers^We11、closed containers.

.
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マオウ末

P0訊rdered Ephedta 夏eTb

EPHEDRAEHERBAPULVERATA

Powdered Ephedra Herb isthe powderofEphedra Herb in JP.

Assay standard ofpow'dered Ephedra Herb: proceed as directedhltheAssaystandard

Under Epbedra Herb in JP.

Description powdered Ephedra Herb occurs as a light gayish 部een to dark brown

Powder.

Odor and taste are as directed in the Description under Ephedra 11erb in JP.

Under a microscope <5.OZ>, powdered Ephedta Herb reveals brown and c010Tless

fragments of parencbyma, epidermis consisting of rectangle epidermal ce11S, fibers,

fiber bundles,丘'agments of spiral vessels, pitted vessels, vessels usua11y 5 -2511m in

diameter, sometimeS 丑'agments of tracheid; solitary and sand crystals of calcium

Oxalate.

Identi丘Cation proceed as directed il)the ldent途Cation under Ephedra Herb in JP.

1'ossondrying <5.01> proceed as directedinthe Loss on dryingunder Ephedra Herb
血JP

Ibtalash く50つ Proceed as directed in the Totalash under Ephedra Herb in JP.

Acid、insolubleasb く5.ob proceedas directedintheAcid・insoluble ashunder Ephedra
Herb inJR

Assay proceed as directed in theAssayunder Ephedra Herb 血JP.

Conta血e玲 andstorage containers-Tightcontainers.
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マンケイシ

S11rub cbaste lYee ,Y{dt

ⅥTICIS FRUCTUS

Shrub chaste lYee Fruitisthe 丘Uit of vftexrotuhd1冷h谷Linn6 丘lius or エタtex tNンbh互

Linn巨(fをrhenaceae).

Desctiption sphericalto obovoid,3 -7 mm in diameter, externaⅡy grayish black to

grayish brown in c010r; usua11y thin, grayish white sepal, sometimes with short fruit

Stalk, covers the lower haH of the fruit; fruit, interna11y divided int0 4 10culi, each

Contalning l seed.

Odor, characteristic; taste, slightly pungent.

Ident遁Cation TO 0.5 g ofpulverized shrub chaste Tt'ee Fruit add lo mL of methan01,

Shake we11, and filter. T05 ml' ofthe altrate add o.1 g of magnesium in ribbon form

and o.3 mL of hydrochloTic acid, and a110W' to stand: a light red to red、purple c010r

develops.

Purity (D peduncle andleaf-when perform thetestofforei即 matter <5.OZ>,the

amount ofthe peduncles and leaves contained in shNb chaste lYee FrU北 does not

exceed 4.0%.

(2) Foreignmatter く5.ob ^Theamountofforeignma比erotherthanpedunclesand

Ieaves contained in shrub chaste lYee Fruit does not exceed l.0%.

1.ossondryhlg <5.01> Notmorethan 12.0%(6hours)
Ibtalash <5.01> Notmorethan9.0%.

Acid・血Solubleasb <5.01> Notmorethan3.5%.

Contai11ers and storage containers^＼刃e11、closed containers.
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メリロート

MeⅡ10t

MEL1ιOTIHERBA

MeHlotis the terrestrialpart of/W'eh70tus 0伍Clhah谷Lamarck (Z,e男'um2)20sae).

Melilot contains not less than 03% of coumarin, calculated on the basis of dried

materlal.

Description Melilotis the steln and the peduncle, usua11y, cut and the leaffa11en away

Practica11y stem, cylindrical,4 -30 cm in length,1-3 mmin diameter, oftenbranched.

externa11y green to ye110W、bぞOwn, W北h slender ridges. Leaf, ternate compound leaf

W'ith petiole,1eaaet margi11Serrate. Raceme about 5 Cm i111ength, butteray'1ike aow'er

2 -7 mm in length, sepal with hair. FI'uit, oblong, ye110W・brown to bl'OW'n, apex

acuminate, externany reticulated wrinkles, containing lseed.

Odor, characteristic; taste, slightly b北ter.

Identi6.cation To l g ofpulverized Melilot add lo mL ofdiluted ethan01(7 h110), shake

for lo minutes,filter, and use the filtrate as the sample solution. perform the test with

the sample solution as directedunderTbin、1ayer cl)romat0今raphy <g.03>. spot l011工

Of the sample solution on a plate of silica gelfor thin、1ayer chromatogl'aphy Develop

the plate W北h a mixture ofethyl acetate and hexane (1:D to a distance ofabout 7 Cm,

andair、drytheplate. sprayevenlypotassiumhydroxide・ethanolTsontheplate, aⅡOW

to stand for lo minutes, and examine under ultraviρlet light (main wavelength:365

nm): ablue、geenauorescence spotisobservedat an冗fvalue ofabout o.55 (coumarin).

Purity Foreign matter <501>-The amount offoreign matter contained in Melilot

does not exceed 2.09"0.

1刃Ssondrying <501> Notmorethan 12.0%(2hours).

Totalasb <50Z> Notmorethanlo.0%.

Assay weigh accurately about 2.0 今 ofpulverized Melilot, add 50 mL ofmethan01, heat

Under a reflux condenser for 30 minutes, CO01, and filter. To the l.esidue add 30 mL of

methan01, andrepeatthe aboveprocedure. combiTlethef11trate, add methanolto make

exactly loo mL, and use tl)is solution as the sample solution. sepatately, weigh

accurately about lo mg of coumarin for assay, and dissolve in methanolto make

exactly loo mL. Pゆet lo mL ofthis solution, add methanolto make exactly 20 mL,

and use this solution as the standard solution. perfoTm the test W北h exactly l0 μL

each of the sample solution and standard solution as directed under Liquid

CI)romatogaphy <ε.01>, and determil)e the peak areas, AT and AS, ofcoumarin in

each solution.
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/11S: Amount(mg) ofcoumarin for assay taken

Opera力hgc0れdihbns-

Detector: A11Ultraviolet absorptionphotometer (wavelength:273 nm),
Column: Astainless steelcolumn 4 t06 mln in inside diameter and 15 t025 Cm in

Ien宮th, packed W北b octadecylsilanized silica gel for liquid chromatography (5

Pm in particle diameter).

Column temperature: Aconstanttemperature ofabout 40 C.

Mobile phase: A mixture ofwater, acetonitrile and acetic acid (10の(750:250:D.

Flow rate: Adjust so that the retention time ofcoumarin is about 12 minutes.

System suita力2力'之1"ー

System perf01.mance: wben the procedure is run with l0 11L of the standard

Solution under the above operating conditions, the number oftheoreticalplates

andthe symmetryfactor ofthe peakofcoumarin are notlessthan 50oo and not

more tban l.5, respectively

System repeatability: whenthe testisrepeated 6 times with l011Lofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area ofcoumarin is not more than l.5%.

Conta血ers and storage containers-weⅡ、closed containers.

Coumarin for assay C9H602 A clear or white to pale brown crystals, having

Characteristic aromatic odor.1t is soluble in methan010r ethan01(99.5), and practica11y

insoluble ln water.

OP訂ba/rotahbh く2.gめ E1ιP (273 nm):735 -760 (5 mg, methan01,10oo m動.
Zden訂Zlcahbむ Determine the idrared absorption spectrum ofcoumaTin for assay as

directed in the potassium bromide disk method under 111frared spectrophotometry

くg.g易:北 exhibits absorption at the'W'ave nulnbers of about 1705 Cn)-1,1604 Cm-1,

1487 Cm-1and 1259 Cm-1.

Puri之y Related substances-Dissolve 5 mg of coumarin for assay in 50 mL of

methan01, and use this solution as the sample solution. pipet l mL of the sample

Solution, add methanolto make exactly loo mL, and use this solution as the standard

Solution. perform the test with exactly l011L each ofthe sample solution and standard

Solution as directedunderLiquid chromatography <g.01> accordingtothef0ⅡOwing

Cond北ions. Determine each peak area by the automatic integration metbod: the total

area ofthe peaks otherthan the peak ofcoumarin and the solvent peak obtained from

the sample solution is not larger than the peak area ofcoumarin obtained from the

Standard solution.

Operating conditions

Detector: A11Ultraviolet absorption photometer (wavelength:273 nm).

Column: Astainless steelcolumn 4.6 mm in inside diameter and 15 Cm in length,
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Packed Mth octadecylsilanized silica gel for liquid chromatography (5 μm in

Particle diameter).

Column temperature:Aconstanttemperature ofabout 40゜ C.

Mobile phase: Amixture ofw'ater, acetonitrile and acetic acid (10の(750:250:D.

Flow rate: Adjust so thatthe retention tilne ofcoumarin is about 12 minutes.

Ixme span of measurement: About 3 times as long as the retention time of

Coumarin, beginl)in牙且fter the solvent peak.

System suitabi1北y

System performance: when the procedul'e is run with l0 11L of the standard

Solution under the above operatin今 Conditions, the number oftheoreticalplates

and the symmetryfactorofthe peak ofcoumarin are notlessthan 50oo and not

more than l.5, respectively
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メリロートエキス

MeⅡ10t Extract

Melilot Extractcontains notless than o.3% and not more than o.9% ofcoumarin.

Metbod of preparation pulverize Me1丑ot in Non・Jps to sU北able sizes and extract it

With 30 V01% ethanolas directed under Extractsin GeneralRulesfor preparationsin

JP.

Description Melilot Extract is brown to dark brown viscous extract; odor,

Characteristica11y aromatic; taste, slightly b北ter.1t dissolves in water with a turbidity

Identi丘Cation TO 0.1 今ofMelilot Extract add 5 mLofdiluted ethan01(7in 1の, stir,丘ltex,

and use the filtrate as the sample solution. Then, proceed as directed in the

Identification under Melilotin Non・JPS.

1)utity Heavy metals <1.07>^Prepare the testsolution with l.o g ofMelilot Extract

as directedin the Extract(4) under GeneralRulesfor PぞeparationsinJR and perform

the test (not more than 30 ppm).

1'ossondty血g <ε.41> Not morethan 28.0%(2 g,105゜C,6 hours).

Totalash <501> Notmorethan 15.0%(2g).

AS8ay weigh accurately about l.o g of Melilot Extract, add a mixture of water and

methan01(1:D to dissolve, and add a mixture of w'ater and methan01(1:1) to make

exactly loo mL. pipet lo mL of this solution, add a mixture of w'ater and lnethan01

(1:D to make exactly loo mL, anduse this solution as the sample solution. separately,

Weigh accurately about 15 mgofcoumarinfor assay, and dissolvein a mixture ofwater

and methan01(1:1)to make exactly loo mL. Pゆet lo mLoftl)issolution, add a mixture

Of water and methan01(1:D to make exactly loo mL, and use tbis solution as the

Standard solution. perform the test w'itb exactly l0 μL each ofthe sample solution and

Standard solution as directed under l,iquid chromatography <201> according to the

f0110wing conditions, and determine the peak areas, AT and AS, of coumarin in each

Solution.
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/11S: Amount(mg) ofcoumarin for assay taken

Opera訂)?gcondi訂'ons-

Detector: A11Ultraviolet absorptionphotometer (wavelength:273 nm).
Column: Astainless steelcolumn 4 t06 mm in inside diameter and 15 t025 Cm in

Iength, packed with octadecylsilanized silica gel for liquid chromatography (5

μm in particle diameter).

Column temperature:Aconstanttemperature ofabout 40゜C.



Mobile phase: Amixture ofw'ater, acetonitrile and acetic acid (10の(750:250:D.

Flow rate: Adjust so that the retention time ofcoumari11is about 12 minutes.

System S破'tah2力'tj,ー

System performance: when the procedure is run with l0 11L of the standard

Solution under tbe above operating conditions, the number oftheoreticalplates

and the symmetTyfactor ofthe peak ofcoumari11are notlessthan 50oo and not

more than l.5, respectively

Systemrepeatability: when the testisrepeated 6 times Mth l0111'ofthe standard

Solution under the above operating conditions, the relative standard deviation

Ofthe peak area ofcoumarin is notlnore than l.5%.

Conta血ers andstorage conta血ers-Tightcontainers.
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モッカ

Chaen0皿eleS 更Yι壮t

C1王AENOMELISFRUCTUS

Chaenomeles FrU北 is the pseudocarp of D chaehomeles S2heむS1谷 Koehne (Kohi、

mokka) or 2) chae刀ome/esspeclbsa Nakai(究Osaceae)(shuhi'mokka).

Description l) Kohi・mokka: EⅡipsoidalto ovoid, usua11y cutlen旦thwise,6.5 -10 cm

in length,3.5 -5.o cm in width; 0丑en cut crosswise; externa11y red、brown to dark

brown; cut surface of sarcocarp, red'brown to yeⅡOwbrown, with granular spots;

Sarcocarp,1-2 Cm in thickness,interna11y has septum W北h many seeds oY sometimes

devoid of septum and h0110W; seed, aat and nearly teardrop、sbaped,0.5 ' 1.o cm in

Iengむh,0.2 -0.5 Cm in Mdth, hard, dark brown.

Odor, sligbt and characteristic; taste, acid and astringent.

Under a microscope <づ;01>, a transverse section reveals epidermis coated with

Cuticle in the outermost layer; pulp reveals numerous stone ce11; stone ce11S

independent or in inde丘n北e 部Oups in outer to middle portion, stone ce11S in rather、

Iarge groups in innermost portion.

2) shuhi・mokka: E11ipsoidalto ovoid, usua11y cutlengthwise,4 -9 Cm in length,2 ' 5

Cm in Mdth; often cut crosswise; externaⅡy red、purple to red、orange, covered w'1th

irregular, dispersed coarse wrinkles; cut surface of sarcocarp, red、brown to

yeⅡOW'brown, wrinkled margin r011ed inside;interna11y has septum with many seeds

Or sometimes devoid of septum and h0110W; seed, aat and triangular,0.5 ' 1.o cm ln

Iength,0.2 -0.5 Cm in width, hard, dark brown.

Odor, slight and characteristic; taste, acid and astringent.

Under a microscope <5.01>, a transverse section reveals epidermis coated W北h

Cuticle in the outermost layer; pulp reveals indefi11ite stone ceⅡ in outer portion,

Usua11y large groups ofstone ce11S in i1Ⅱ)ermost portion, no stone ce11in middle portion.

Ident近Cation To l g ofpulverized chaenomeles FrU北 add lo mL ofwater, warm on a

Waterbathfor lo minutes Mthoccasionalshaking, andfilter. Tothe 丘ltrate add l drop

Ofiron (11D chloride TS: a dirty green c010r develops.

1'0卵ondrying <5.01> Notmorethan 12.0%(6hours).
Totala8b <501> Notmorethan5.0%

Extractcontent <501> Diluteethan01・soluble extract: notlessthan 18.0%.

ContaiDer8 and 8torage containers-weⅡ、closed contai11ers.
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ヤカン

Blackberry'1ily Rhiz0ゆ.e

IRIDISDOMESTICAERHIZ0入仏

Blackberry・1丑y Rhizome is the rhi乞ome of h,1谷 domeSιlba Goldblatt et Mabberley

(召e/amcahda ch力lehS太De cand0Ⅱexlw'J7icaceae).

DescTiption lrregt11arly hlotted rbizome,3 -10 cm in length,1 -2 Cm in diameter;

externaⅡyye110w brownto darkbrown, wrinkled and contracted surface usuaⅡy witb

densely disposed ring crest; scars of stems sbape disk・1ike dents on the upper part,

Sometimes with remains ofstems; nulnetous spot、1ike scars ofroots in the lower part,

Sometimes with remains of(il)e l'00目ets; hard in text吐e; fracture surface,1ight yeⅡOW

to orange ot light ye110w brown to light brown.

Odor, slight; taste, slightly b北ter.

Ident近Cation T0 1.o g of pulverized Blackberry・1ily Rhizome add lo mL of methan01,

treat with ultrasonic waves for 20 minutes, centrifuge, and use the supernatantliquid

as the sample solution. perforln the test with the sample solution as directed under

Thin、1ayer cl)romat0宮raphy くg.0今. spot l0 μL ofthe sample solution on a plate of

Silica gel for thi11、1ayer chromatography Develop the plate Mth a mixture of etbyl

acetate, methanol and water ao:2:D to a distance ofabout 7 Cm, and air・dry the plate.

Spray evenly iodine Ts on the plate: a yeⅡOW、brown spotis observed at an 究fvalue of

about o.フ(irisaorentin).

Purity (D Heavymetals q.07>ー'preparethetestsolutionwith3.ogofpulvel・ized

Blackberry、1ily R11izome accord血g to Method 3, and perform the test. prepare the

Controlsolution with 3.o mL ofstandard Lead solution (not more than lo ppm).

(2) Arsel)ic <1.11>-preparethetestsolutionW北ho.40 gofBlackberry・1ily RMzome

according to Method 4, and perform the test(not more than 5 Ppm).

1,ossondrying <5.ω> Notmorethan 13.5%(6hours).

Ibtalash <501> Notmorethan7.5%.

Acid'insolubleasb <5.01> Notmorethanl.0%.

Extractcontent <5.01> Diluteethan01・soluble extract: notlessthan 18.0%.

Containets andstorage conta血ers^X入le11・closed containers.

121

、



ヨウバイヒ

MyricaRubra B蟹k

MyRICAECORTEX

Myrica Rubl・a Bark isthe bark of/wyNba rU力ra siebold et zuccarini(/1け2'icaceae).

DescTiption Flat, r0Ⅱed tubular or semitubular pieces of bark,1 -5 mm in thickness;

externa11y grayisb brown with verticany striped shanow crack and cascades sma11

Ienticels; interna11y dark brown and smooth; easy to break; fractured surface red、

brown and granulated.

Practica11y odorless; taste, astringent and bitter.

Under a microscope <501>, a transverse section reveals cork layeT consisting of

many layers of cork ce11S W北h u・shaped thick ce11 WaⅡS; fiber bundles scattered in

Secondary cortex; many stone ce11S sca此ered in outer part of secondary cortex;

Parenchyma ceⅡScontain starch grains andblackishbrown もobrown substances; often

ye110W・red tannin・1ike substances in cortex;flberbundles ofben accompaniedw'ith ce11S

Containing a solitaty crystal of calcium oxalate, the crystal ce11S take on crystal cen

rows ln a longitudinalsection.

Ident遁Cation TO 0.1g ofpulverizedMyrica Rubra Bark add lo mL ofmethan01, warm

On a water bath f01.5 minutes with occasionalshaking, CO01,61ter, and use the filtTate

as the sample solution. perform the test with the sample solution as directed under

Thin・1ayer chromatography <且03>. spot 511L ofthe sample solution on a plate of

Si]ica gel with auorescent indicator for thin'1ayer chromatogaphy Develop the plate

Witb a mixture of ethyl acetate, methan01, water and formic acid (12:2:1:D to a

distance of about 7 Cm, and air・dry tbe plate. Examine under U此ra打.olet light (main

Wavelengしh:254 nm): a principal spot is observed at an 究f value of about o.55

(MyriC北rin).

1,ossondrying <501> Notmorethan 13.0%(6bours).
圧btalash <5.01> Notmorethan4.0%.

翻Xしractcontent <5.01> Dilute ethan01'soluble extract: notless than 35.0%.

Contahlers and storage contail)ers-we11、closed containers.
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ヨウバイヒ末

PowdetedMyricaRubra Bark

八IYRICAE CORTEXPUιVERATUS

PowderedMyl'ica Rubra Bark isthe powderofMyrica Rubra Barki11Non・JPS.

Description powdered Myrica Rubra Bark occurs as a grayish red・brown powder;

Practica11y odorless, butirritates the nasalmucous membranes;taste is as a described

inthe Description underpowdered Myrica RubTa Bark in Non・JPS 2015.

'undeT a microscope く5.ob , POW'deredMyrica Rubra Barkreveals stone ceⅡS,fibers,

Parenchyma ce11S, cork ce11S Mth u・shaped tl)ick ce11Wa11S, solitary crystals ofcalcium

Oxalate, and starch grains; stone ce11S irregalarly shaped, polygonalto circular,50 to

200 11m in major axis,3 -25 Pm in ce11 Wa11 thichless, pits and layers disth)ct;

Parenchyma ce11S contai11ing starch grai11S; starch grains consisting of silnple grains

Or 2- or 3、compound grains, Mth 4 -7 μm in dialneter; often yeⅡOW・red tannin・1ike

Substances iTlparenchyma ce11S and stone ce11S; two t沖es of6.bers: one has pits and 5

611m in ce11Wa11thickness, often with crystalce11rows containing solitary crystals of

Calcium oxalate, the other W辻h distinct oblique P北 and about 2 μm in ceⅡ Wan

tl)ickness;solitary crystals lo t030 μm in diameter.

Ident近Cation proceed as directed in the ldentification under Myrica Rubra Bark in
Non・JPS.

1'oss on dryi11g <5.01> proceed as directedin theLoss on drying underMyrica Rubra
Bark i11Non・JPS.

Totalash <5.01> proceed as directed in the Totalash under Myrica Rubra Bark in
Non・JPS.

Acid'insolubleash <5.01> Notmorethanl.0ツ0.

EXしractcontent く5;ob proceedas directedintbe ExtractcontentunderMyricaRubra
Bark in Non・JPS.

Containets andstorage containers-Tightcontainers.
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ヨクイニンエキス

Coix seed Extract

ム11ethod ofpreparation pulverize coix seed in Jp to suitable sizes and extract it W北h

Water, purified w'ater or purified X入7ater in container (Jp grade) as directed under

Extracts in GeneralRules for preparations in Jp to prepare a dry extract.

DesC叉iption coix seed Extract is light yeⅡOW・white to light ye110W、brown powder;

Odor, characteristic; taste, slightly sweet.1t dissolves in water with a turbid北y

Identi6Cation (D TO 0.1 g of coix seed Extract add 50 mL of water, and beatin a

Waterbathfor 5 minutes W北h shaking occasiona11y Aftercooling, add 5 drops of加dine

TS, and shake: a blue、purple c010r develops.

(2) T02 g of coix seed Extract add 40 mL of斑ethan01, treat with ultrasonic waves

for 20 minutes, and filter. Evaporate tbe fiHrate to dr沖ess under low' pressure (in

Vacuo), dissolve the residue in 2 mL of methan01, and use this solution as the sample

Solution. separately, to o.5 今 of coix seed in Jp add 40 n)L of methan01, treat with

UHrasonic waves for 20 minutes, centrifuge, and use the supernatant liquid as the

Standard solution. perforln the test with these solutions as directed under Thin、1ayer

Chromat0部aphy くg.0今. spotlopLeach ofthesamplesolutionandstandardsolution

On a plate ofsilica gelforthiR'1ayer chromatography Develop the plate with a mixture
Ofhexane, ethyl acetate and acetic acid aoo)(80:20:D to a distance ofabout 7 Cm, and

air・dry the plate. spray evenly 4・methoxybenzaldehyde'SUHuric acid Ts on the plate,
heat at l05゜c for 5 minutes and then cooling: two spots amon牙 Severalspots obtained

from the sample solution andblue・prple to blue、green spots (暴Values ofabout o.3 and
0.6) obtained from the standard solution show the same c010r tone and the same πf

Value.

Purity Heavy metals <1.07>-prepare the testsolutionwith l.o gofcoixseed Extract
as directed in the Extract(4) under GeneralRules for preparationsinJR andperform

the test (not more than 30 ppm).
1'ossondrying <Σ.41> Not morethan 8.0%(1今,105゜C,5 hours).
Totalash <5.01> Notmorethan5.0ツ0 (1今).

Contai11ers and stora宮e containers^Tightcontainers.
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ランオウ末

DriedE牙gYolkpowder

ⅥTELLUS

Dried Egg Yolk powder is the powder of yolk from Ga/1Us gaノノUS Brisson subsp.

domeS訂busBI'isson (pha釘夏口idae).

De8Cription YeⅡOw to ye110W、orange powder; odor and taste, characteristic

Ident造Ca廿.on To l g of Dried Egg Yolk powder add 20 mL of methan01, shake for 20

minutes, centrifuge, and use the supernatant liquid as the sample solution. perform

thetestwiththesample solutionas directedunderThin・1ayer chromatographyくg.0今.

Spot 211L ofthe sample solution on a plate ofsilica gelfor thin・1ayer chromatography

Develop the plate with a m捻ture of ethyl acetate and hexane (3:2) to a distance of

about 7 Cm, and air、dTy the plate. spray evenly 4・methoxybenzaldehide・sulfl.ic acidTS

On the plate, and heat at l05゜c for 2 minutes: a dark blue spot is observed at an 泥f

Value of about o.5.

1'ossondrying <5.ω> Notmorethan4.0%(6hours).

Totalash <5.01> Notmorethan7.0%.

Conta註leTs andstorage cohtainers^Tightcontainers.
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リヒ

PlumB紅k

PRUNISALICINAE CORTEX

Plum Bark is the bark orthe root bark ofprunussahヒ,1)ユa Lindley (究Osaceae).

Description Flat or r0Ⅱed tubular pieces of be.rk,2 ' 5 mm in thickness; externaⅡy

rough, grayish brown to blackish brown, solnetimes red"brown W北hout peTiderm;

interna11y smooth,1ight ye110W'W'hite to red・brown; fractul'ed surface fibrous,1ight

ye110W・white to light brown.

Odor, slight; taste, b辻ter and astringent.

Ident近Cation To l g of pulverized plum Bark add lo ml' of dilute hydrochloric acid,

Shake, and heat in a boiling water bath for lo minutes. After cooling, add 5 mL of

diethyl ether, shake for lo minutes, centrifuge, and use the diethyl ether layer as the

Sample solution. perform the test with the sample solution as directed under Thin、

Iayer chromatography <g.0占>. spot l0 μL 6fthe sample solution on a plate ofsilica

gelfor thin・1ayer chromatography Develop the plate with a mixture of ethyl acetate,

hexane and acetic acid (100)(20:20:1) to a distance ofabout 7 Cm, and air、drythe plate

Spray evenly vani11in・sulfuric acid、ethanol Ts for spraying on the plate, and heat at

105゜c for 5 minutes: an.orange spot is obseNed at an 究{ value of about o.5 (2,6、

Dihydroxy・4・methoxyacetophenone).

1'ossond,ying <5ω> Notmorethan 13.0%(6hours).

Ibtalash <5101> Notmorethan9.0%.

Acid・insolubleasb <5.01> Notmorethanl.5%.

Conta血ers and storege containers-X入le11、closedcontainers.
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レンギョウ末

POW'dered Forsyし五ia Fr口it

FORSYTHIAEFRUCTUSPULVERATUS

Powdered Forsythia Fruitisthe powder ofForsy'bia Fruit 加 JP.

Description Light yeⅡOW・brown to dark brown in c010r; odor as dil・ected in the

description under Forsythia Fruitin JP; taste, slightly b北ter and astringent.

Under a microscope <づ;01>, powdeTed Forsythia FrU北 reveals fragments ofbrown

and c010rless parencbyma, stone ce11S, tlbers and flber bundles; fragments of mainly

Spiralandreticulate vessels; fragment ofepidermis; occasiona11y starch grains,15 ・ 35

Pm in diameter, aggregated crystals ofcalcium oxalate,10 ' 30 μm in diameter.

Identi丘Cation proceed as directed in the ldentification under ForsytMa Fruitin JP.

Ibtala8b <5.01> proceed as directedin the Totalash under Forsyιhia FrU北 inJP

EXヒract conteD.t <5.01> proceed as directed in the Extract content under Forsythia
Fruit in JP.

Container8andstorage containers-Tightcontainers.
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ロクジョウ

Antler velvet

CERⅥCORNUPANTOTRICHUM

Antler velvetis the young unosS途ed antler orthe antlercutcrosswise oflnale cervus

刀ippon Temminck, cervus e/aphus l'inn6, cervus canadehS1谷 Erxleben or congeners

(cervidae).

Description Youn牙 antlercovered with fur skin, obtuse at upper end, branched t0 1-4

branches,15 ・ 10o cm in length, densely covered with yeⅡOW、brown to bluish brown

Short hairs, or cutinto fla比ened rotund to oblong slice,1 t0 15 Cm in diameter, about

0.2 Cm in thickness; cortex thin, slightly lustrous; medU11a porous, grayisb yeⅡOw to

dark red・brown; under a magnifying 牙lass, transverse section of red、brown to dark

red・brown slice reveals the same c010r tone masses in pores.

Odor, characteristic; taste, sli宮htly salty

Under a microscope <5.01>,transverse section orpowderrevealguardhair; septum

in hair medU11a usuaⅡy reveals ladder like structures, no scale like structures;ifany,

Very few.

Identi丘Cation TO 0.5 g of pulverized kltler velvet add lo mL of methan01, treat W北h

Ultrasonic w'aves for 15 minutes, and filter. Evaporate the filtrate under low' pressure

6n vacuo) to dryness, add l mL of methanolto the residue, and use this solution as

thesample solution. perform thetest W北hthe sample solution as directedunderThin、

Iayer chromatography くΣ.0●. spot l0 μL ofthe sample solution on a plate ofsilica

gel for t11in・1ayer chromatography Develop the plate W北h a mixture of ethyl acetate

and hexane (1:1)to a distance ofabout 7 Cm, and air、dry the plate. spray evenly dilute

SUHuric acid on tbe plate, and heat at l05゜c for 2 minutes: a red'purple spot is

ObseNed at an 冗fvalue ofabout o.5 (cholesteroD.

P11rity Heavy metals <1.07>-proceedwith 2.o gofpulverizedAI)tlervelvet according

to Method 3, and perform the test. prepare the control solution with 4.o mL of

Standard Lead solution (not more than 20 ppm).

ιOssondryi11g <5.01> Notmorethan 15.0%(6hours).
Totalasb <5.01> Notmorethan50.0%.

豆Xしractcontent <5.01> Diluteethan01・soluble extract: notlessthan2.0%.

Contai11ers and storage containers^WeⅡ、closed containers.

を
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ロクジョウ末

POW'deredAntler velvet

CERⅥCORNUPANTOTRICHUMPULVERATUM

Powderedk1目er velvetisthe powder ofAI)tler velvetin Non・JPS.

DesctiP材.on powderedA11tlervelvetoccurs as a grayishwhiteto grayishbrown orred・

brown to dal'k brown powder.

Odor and taste a王'e as directed in the DescYiption underA11tler velvet in Non・JPS.

Undet a micl'oscope <501>, powderedA11tler velvet revealS 丘agments ofc010rless

bonetissueW辻h manylacunaeofround,triangalar andfusiform;i11red・brownpowder,

many red、brown masses are observed solely or along with bone tissue;丘'agments of

epidermis, dermis and periostea; between orthogonaⅡy oriented polarizing plates or

Prisms, occasiona11・y coruscant granular masses in periostea; fragments of base of

guard hair included in or a比ached to the cortex; septum of hair medU11a usuaⅡy

reveals ladder like structures, no scale like struct山es;if any, very few.

Identi丘Cation proceed as directed in the ldentification under A11tler velvet in Non・

JPS.

P11rity Heavy metals <1.07>-proceed as directedi11the pur北yU11derk)tlervelvet
in Non・JPS.

1'oss on dry血g <5.01> proceed as directedin the Loss on dryingunderA11tler velvet
in Non・JPS.

Ibtalasb <5.01> proceed as directedinthe Totalashunderk)目ervelvetin Non・JPS.

翻又むractcontent <5.01> proceedas directedin ExtractcontentunderA11tlervelvetin

Non・JPS.

Conta血ers andstorage containers-Ti今htcontainers.
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ワキョウカツ

Aralia Root

ARA上IAECORDATAERADIX

Aralia Rootis the root of弓"raノ疲 Cordata Thunber目(A.Z'ah夏Ceae).

Descdption curved, cylindricalt0 10ng conical, often without periderm; 5 -15 Cm in

Iength,0.5 1.5 Cm in diameter; externaⅡy grayish brown, W北h numerous,

10ngitudinalwrinkles,1enticels androotletscars scattered; outersurface grayish w'bite
in the root without periderm; 1ight and slightly flexible in texture, easy to bl'eak;

fractured surface sli今htly 6brous; under a magnifying glass, transversely cut surface

reveals a brown ring near cambium,1ight brow'n in cortex, fine, brown points of oil

Canals in cortex.

Odor, characteristic; taste, sli今htly b北ter.

Ident造Cation To l g of pulverized Aralia Root add lo mL of methan01, shake for 5

minutes, filter, and use the filtrate as the sample solution. perform the test with the

Sample solution as directed under Thin'1ayer C11romatography <2.03>. spot 5 μL of

the sample solution on a plate ofS丑ica gelfor tMn"1ayer cl)romatography Develop the

Plate W北h a mixture of hexane, ethyl acetate and acetic acid (10の(30:10:D to a
distance of about 7 Cm, and air・dry the plate. spray evenly vaniⅡin、sulfuric acid、

ethanolTs for sprayin宮 on the plate, and heat at l05゜c for 5 minutes: a purple spotis

Observed at an πf value ofabout o.5.

Ibtalash <5.01> Notmorethan7.0%.

Acid・insolubleasb <5.01> Notmorethanl.0%.

Contahlers a11d storage containers^凡Ue11'closed containers.

゛
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ワコウホン

OsmorbizaRbiz0血e

OSMORHIZAERHIZONIA

Osmorhiza Rhizome is the rMzome of osmorhたa an谷tata Makino et Yabe

(乙1'm力euif'erae).

De8Cription sympodiaⅡy branching rhizome,2 -8 Cm in length; branchlet cylindTical,

0.5 -1.5 Cm 加 diameter; orbicular h0ⅡOw ofstem scars or short stem residues on the

apex; externa11y 部ayish brown to brown, W'ith ring nodes,10ngitudinal wrinMes,

numerous knob、1ike root residues; sometimes with a few shorし roots,2 5 1nn11n

diameter; 1ight in texture, slightly easy to break.

Odor, characteristic; taste, slightly sweet at 負.rst, f0110wed by a slightly acrid taste.

Iden土i丘Cation TO 0.5 g ofpulverized osmorhiza Rhizome add 5 mL ofhexane, aⅡOW'to

Stand for 15 minutes Mth occasionalshaking, filter, and use the 61trate as the sample

Solution. perform the test with the sample solution as directed under Thi11・1ayer

Chromatograpby くg.0今. spot l011L ofthe sample solution on a plate ofsilica gelfor

thin、1ayer C11romat0今raphy Develop the plate w'北h a mixture of hexane and etbyl

acetate (4:1) to a distance ofabout lo cm, and air・dry the plate. spray evenly the plate

With dilute sulfuric acid, and heat at l05゜c for 5 minutes: a red to red・purple spot is

Observed at an 究fvalue ofabout o.5, andusua11y atthe upper position close to the spot,

another li今ht blue spotis observed.

Ibtalash <5.01> Notmorethan6.5%.

Acid・i鵡olubleasb <5.01> Notmoretbanl.5%.

Containers andstorage contail)ers^We11、closed containers.
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ワニクジュヨウ

Bosch11iakia 王lerb

BOSCHNIA1江AEHERBA

Boschniakia Herb is the entire plant of Boschnj会h互 rosS血a B. Fedtschenko

(orohanchaceae).

Description Flat and cylindrical,3 ' 30 cminlength,2 -8 Cm in diameter; rhizome tMck

massive form, extel.naⅡy ye110W・brow'n to blackish brown, densely covered with

triangular scaly leaves; stems witb ovoid or cylindricalspikes in the upper end; brittle

in texture; a transverse section ye110W、brown to blackish brown; vascular bundle

arranged in a discontinuous circ]e.

Odorless; taste, slightly sweet, f0110wed by a slight bitterness.

Under a microscope <5.01>, a transverse sectionofmiddlepartreveals auni、1ayered

epidermis coated with cuticle in the outermostlayer; cortex composed ofparenchyma

and interceⅡUlar air spaces; beneath cortex, e11ipse to oblong c0Ⅱateral bundles

Surrounded by bundle sheath, arranged in a discontinuous circle; P北h composed of

Parenchyma and interce11Ular ail' spaces.

Ident遁Cation To lg ofpulveri乞ed Boschniakia Herb add 5 mL ofwater and 5 mL ofl・

butan01, shake for 15 minutes, centrifuge, and use the l、butan011ayer as the sample

Solution. perform the test W北h the sample solution as directed under Thil)、1ayer

Chromatography <g.03>. spot 511L ofthe sample solution on a plate ofsilica gelfor

thin・1ayer chromatography Develop the plate w'北h a mⅨture of ethyl acetate,

methanol and water (20:3;2) to a distance of about 7 Cm, and air、dry the plate. spray

evenly 2,6dibromo・Nchloro・1,4・benzoquinone monoimine Ts on the plate, and a110W

to stand in ammonia gas: a grayish green spotis observed at an 究fvalue of about 02

(Rosicaside B), and a blue spotis observed at an 究fvalue ofabout o.3 (Boschnaloside).

1'ossondTyi11g <5.01> Notmorethan23.0%(6hours).

Ibtalasb <501> Notmorethan11.0%.

Acid・血Solubleasb <5;01> Notmorethan2.0%.

Extractcontent <501> Diluteethan01・soluble extract: notlessthan 35.0%.

Contai11ers andstorage containers-wen、closed containers.
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