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Recommended Terminology for Kampo Products,
Conventional Crude Drug Products and Crude Drugs (Part 2) *
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I BB - AIKBHIFE

1 | ZAh acceptance

BEHFRA, ABAR O TENREDE—XFT v 7. T ABREB tests for acceptance 21T\, £, =%
A7 ¥ DZ AHK acceptance-specification 0% AKYE (X AHIEEZE) acceptance criteria [IZEE LTV D H
EOMBHETS. BREETHNIEB BFE~DHESA conformity to JP Z 4§ 5.

2 total amount of crude drugs for extraction

HirA A &

amount of a crude drug for extraction
BHRA, ARBAREOTEHRE LN, =F AHMHICAWDEROKRER total amount of crude
drugs for extraction, & %V IEAEIKOER amount of a crude drug for extraction.

3 | IR extraction (process)

BEHRA, ARRF 2 EOTEMRECERERAOERIIEWT, £ROEKRSH D WVINRAMNLARY
OERBEIZE > TERERDEHERICBITEE 2T, BFRBAITIX decoction ZFNTH LV, #HIZEFK
THHEEL LT, MBS extraction solvent, i HIEE extraction temperature, FiE3EE rate of temperature

increase, FMHFFMH] extraction time, extraction period, fHIHZR extractionrate, 2 & H 5.
4 | HEETR separation (process)

BEHRE, ERBUF 2 EOTEMMECARBAIOERIZIEWT, MR EAEKREL 20T S8E B
W5y solid-liquid separation & H 5 5. BAITIX I OBIEIC L 0V BikBAI L 72 5.
5 | BRIE concentration (process)

BEHEA, ERBAZLEOTENRBICRNT, HHKRORELZRD 2 T8, TENICIE, BERME
vacuum concentration BEICHVOND. HMHEKZBRME L TKBROFEL L bOIIRIFILES.
6 | TR drying (process)

BEHRA, ARBALREOTENREICT VT, MIHBROAFRERZRILSEHRILT I IE HER
% spray drying <CURF5RLSR lyophilization, freeze-drying 72 K433 5.

7 | BRALIR mixing (process) , blending (process)

FMEE2EEADLEITE BEHFEAOTEMRE BT, =% XIZRBHH excipient 72 & O FMA
additive 22X TH—IZ2B L I ICTHILRE. blending E VI EEITEA LV LVAS, BELVHIEKRD
WASEEWY,

8 | ERTR granulation (process)

BERMAORACTRO—>T, BRACMHRAIZ/ES T8, £z, XL T tableting (process), 7
7 Z VAL THR capsulation (process) 72 £ H 5.

9 |l (L) IR sieving (process)

—EDREIDOHLOERRBIZTHIIRE BAERTYHELR A7), BTRAIZR EORACTRE CRELH
RV THIHEBICAVLND.

10 | B¥ETRE packaging (process)

SN BFEBFRCHEICTHEA filling L, F-R labelling / labeling L THEMBBIZTI TR FxE, &
FBIA (A& 3V 7 ) Kampo formulation %825 BA (B8 ) Kampo product 1235 T2,

(14)
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11 | Hfr release

BEHFUA, ARBAARLOTENREDORER AT v 7. HFHRBR tests for release 1TV, HATHEE
release-specification CHFFEME (HFH EFYE) release criteria % b L ITHEEHIE judgement 21TV, S8 L
bOBRHRTENS,
12 | EF=X XD ARHEK | JPstandards for Kampo extracts

BAFxX 20 RFABICITITREORLRERR H 5. (FRH definition), Bi% method of preparation, IR
description, #ER B identification, MEERER purity (HE4 /B heavy metals, &3 arsenic 72 &), FIRIRE loss
ondrying, K%y total ash, FE&{E assay, J7i% containers and storagé.”
13 | (EED) ESk® ratio of crude-drug component

BHRARCARNAZBET IROBREROEROLE. [—RABESFLFOF5 &) THREMOLZN
HETRENTVDY, BEARRHFICNHREINTVWIESFZXFATIR 1 BHEYVOEETRENTWNS,
(D) BEEAEIX amount of crude-drug component(s), (£XK D) B2AZEHIL reason for crude-drug component
(s) EXT.

14 characteristic constituent for quality control -

characteristic marker for quality control

s BUE BB S

marker constituent (compound) for quality control

characteristic marker constituent (compound) for quality control
MERABBESREOBY FITONT] BBFI604F 5 A 31 B, EE_F 120 58%) TERIhiz=x
ARG L EEBA L ORSHEZRRTIEDOHBEL 2K, FERIEOEEZITIHLOTD
n, Bihit c ZEMOBEELIIRL V. EXLBERFTIES O RAFER Ti indicator ingredients ‘& V5 I
2MER EN TV 528, characteristic constituent for quality control % LEEHRBEZ#ER T3, B, FDA DHAZ
v X T, characteristic marker (for quality control) W H EIRMAEFEHA L TWB, £/, —MAIZ, marker
compound for quality control £\»5 & & $ 5 5. (B LEE OHFAITIL, for quality control % fF1F 22\ L, o
® @ marker compound 2245 F, RAREZ W E LTV, E iz, marker constituent (compound) A3 KARPLFRIC
WY RBERICAMT LAY BIRIE B-YM7e-vE) THEIHELHY, TDLIRLOTRVILEE
#% L T, characteristic marker constituent (compound) & WO EWHFHH B, ’
15 | AEOBAEYRERBRIE | microbial limits test for crude drugs .
FTERICTFETIHBEENEZATOIHEOHEDOENE, EERRETHS. ARREITIIEEFERAR
total viable aerobic count (AFEMEMIE & HE) RO EMAEMWRE test for the detection of specified
microorganisms (BNHIE & T OMD T T ARMEE, XKBEHE, YAV EXTRUEAT RUKRE) XE5Eh 3.
RBEZRITT AL 2o T, SO OMEBFBFEIBILRVEIIZ, MLOREEZHLILERDS. £
7o, BERBEEPNEEREATORAEXIFNEERLF OWENERET IR, AR, 518, FRIAR
FEREOFRICIVZORBLYRELRZTAIRL2V. BEHIERICBRR L2 58ER CLUIEK
) MOEBRBLELOEZBRMLAVS. REZEREEMTHRT BT, EPrTBRREITI. £,
ARREIT DX 2o T, NI = FPHEICHSICEET S (P). 2B, JP EIUR T, microbial
limit test for crude dugs & limit 23 EEHIT/2 > T\ 5.
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16 | 7= b7 4 H—=FY b
7 u-= MES

saw bS5 74—V, BRERDEERTIOTIERL, Ju~v b7 74 —F ¥ — hOL2ERZ
—rb, WEOEERHET DI & (HHHEE, GMP - ICH EXMFEER).

chromatographic fingerprint

17 residual agricultural chemicals, residual agrochemicals

RERE

pesticide residues, residual pesticides

BIEEFSHE The Agricultural Chemicals Regulation Law Tid, B¥ agricultural chemicals (=agrochemicals)
¥ (RIS BARCEBAEREZ ST LT TBEME) L)) 2FT5H, A, 2, B4R, hTit
DIOBHESH T T AN A (LT TRER] LRFTS.) OBRICAVORDRER, & AFEOMOEA
(FORFNEZFE I L LTHER LB CHEPRICAVWOLONILDDI LEFTEDD I LDEE
) RUBREHSOABKEOHEE X IIHHICAVWONIEDREAER, RFOHAEOMOEAZ WV
5.0 EBELTWS. BRIZ, ABRIC X > TRBEF insecticides, B EH fungicides, BREH| herbicides, %€
#) rodenticides, MK K FAEH| plant growth regulators 72 KNI D, L L, —BHL2E®RTIL,
agricultural chemicals IZ BN A2 5 TULZIEK} fertilizers bEFTrZ £ 1T72 0, BABEORTEROEK L5
2B LR, £, B<AWVWLN S pesticide FRBFIERINDB\ENBE) OEKIL, “a substance
used for destroying insects or other organisms harmful to cultivated plants” T, HE#REAEAC, A
rejectant RFENRVV2®H, ZTRHERICITIEBR L FETIERYV. —F, WHO guidelines for assign quality of
herbal medicines with references to contaminants and residues T pesticide % “any substance intended for
preventing, destroying, attracting, repelling, or controlling any pest including unwanted species of plants or animals™
LRIRO—BRBHREI VA ERL, BEBIE L LT pesticide residue Z BV T 5.

BARBETIE =Yg bERIC, MERB L LT BHC RU% DDT (2B ¥ 2 BB A% maximum
residue limit (maximum residue level) BZEH LN TW5D, =L, AEPITHFET DI b OWMEIT, HELEs
CELNELOOEE TR, TEFERICBAKTI LD EE L 5N D. %> T, agrochemicals T& 5 23,
WHO D533 TiE, EEBEICIE residue (REW) T2, A#4 impurity & LTEROBEDOND. —F, EHRE
FRUCAEERACEL B AEFERUABLOBEEENEDLNTVHIHERY VREVEL XA FR
B, RBRCEASNEZBEICHAETILOLEX NS D, residual pesticides TH 5.

#oT, REBERELERTHIHAICIE, TOXIRBEHROELRSERLT, BYRERETETHS.

18 | BAl - Al infusions and decoctions
TER%L, @6, BRATEHL TRLAZBRRORBAD] (P). EHFDOMUEI-EOMA THY decoction
LET,
19 | FrxA tinctures
@, £EE2 = ) — A NiF=F /=L L EBKOEBERTRH L TR LZERORBA] (JP).
20 | =X RA fluidextracts

TEROBHIET, @86, FO1m PITAER I gFOTAEERSZ S L OB L -BRORH] 0P)
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II. AFKA%E

21 | AR general rules for crude drugs

AARRBHF BT, TERRALERTIEARRVINLEZEDRS & LTELRRA, =% 2F, Fo%
B, oy 7R, BEREE, V=22 AL LRZORE (2L, BERICHoTE, TnbixERIHEAR
e LTELRANE TEESE) LLTEeH] (P, £BHRAUZEDZ LD,

22 | AKHBRIE tests for crude drugs

BAERDFIRWT, AERANCHET AR CERAT 3 RBRE.

723, 15 MOEER T <5> S FKHRBRIE tests for crude drugs DHIT, <5.01> A FERBRY crude drugs test,
<5.02> £EOMAEWIBERBE microbial limit test for crude drugs 233 5. <5.01> ARKRRE ITixRB O
EX sampling, 5387 B DFRE preparation of the test sample for analysis, $8# microscopic examination, i
FBR purity (%) foreign matter & & BHC KX U%& DDT: total BHC’s and total DDT's 234 %), ¥4 E loss on
drying, JK45> total ash, BRARPEMEIK ST acid-insoluble ash, =% A& & extract content, 5/ & & essential oil
content DIHEMH 5.

23 | £EA crude drug name

ERKOLF. BEAERFE TIEIBEE4L (IEA) title name, 324 English name, 77 >4 Latin name, B A4 5l
4 (54) commonly used name DJE T I 5.

Bl 1: =T (IEA), Ginseng (3:4), GINSENG RADIX (7T »4&), A& (Bl4)

Bl 2: £ 7Y (IEA), Swertia Herb (324 ), SWERTIAE HERBA (7 7 > 4), ¥EK (514)

24 | B - origin, source

EFA) 2arvta—F ETEBRTDIE, BR] (P320VEER) LWOIETERKRREIND., —F, A
ARBHF T, TREIEWOEFTE2ED. aiFEIE, EE BELMbTEI A —YEVWIBERRS DI —F, %
Fi, BEEMRERELERTS. TEE] SWHETIE, %8, HEHoERRREETHD) LWIHIBAKH
W5, o T, BIEED L WD &, MOE(LDORBREEB LHRICAWDS. —F, £ROFMETH 5
MERBTERLEWVERITE, ZFREMEZED. 2B, ARFEOMEZEOMTHREZFORKRT (ER 24
WHABELHD.

AERERFTIE, £ L L2 58S original plants, animals or minerals & % OEAEA & [EH)
EWSEETERL, BHEOHEESREL LT\W5, EFEY L\ 5FE, original plant THEKIZEL 328,
original plant source of crude drug & V™5 RED FHBRMEEZIFIT V.,

25 | #4A scientific name

HERGELZHFABIIR, FTUBBTEDORBICMTONIMRELFOLH. EAITB4SA generic name +FE
/N specific epithet + M1 FH4 author name TR EIND. BB, AT L o> TITHERE subspecies, £ &
variety, AR subvariety, fifE form R EE{FITMIB2L0HB. 28, ?ﬁi%u%ﬁli cultivar L RHET 5.
AAERH T, ZORICHA family name ZFINCTRT. B4, /4, SRR LEZAZ) v 7KTERE
5.

Bl 1: FH R= ¥ Panax ginseng C.AMeyer (7 2 X% Araliaceae)

#l2: 7V A Zizyphus jujuba Miller var. inermis Rehder (7 @ 7 2 & K% 8 Rhamnaceae)

an
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26 | £ OfLFEIBREMEY other species of the same genus

B, BREORSY, BHEETHIERE LTAVWLR RS E LIRS, 226, 15 BicBWVWTR, £X
AN T2 OMEREY] , [ZOHEREIM] LW SEIR-TWVWEH, BETIE, BEIZOHR TZ0M
IRB) LW BFEMEDNTEY, 15 REBRTIE £ OMIERK) 2 allied LWIFETRRALTND
27 | EHWAL medicinal part

ARE LTAVWLNRIBEHOIAL. R UREED, REHEAVIARTH-TH, EABMIZI > T4
BRRRIFANSHD. FIXIE, 7 a0RELWIETF, BREMER LWV D.

BARFHNBERTIITROL I RBMLOLDORHS.

7E flower, B87E capitulum, 7688 spike, #XEH stigma, ¥E leaf, ¥ stem/twig, # root, #BZ rhizome, HE
tuber, 348 tuberous root, Y A-Z bulb, £% whole herb, RXE fruit, R peel, BT seed, KT aril, =
kernel, #f % bark, 04f duramen, #iJ5 resin, HA3 5 shell, B#% sclerotium, H2 EER terrestrial part, ¥t £

terrestrial stem, 72 &

2B, BARERFTRRAEINTVWARWS, =V D7 VR ETHETRORAMEAZINDGZ L L HD.

E#R taproot, ##R ({Al4R) branch root/lateral root, #f#R rootlet, T4 daughter root, 4% mother root, 7% &.
28 | 24K whole crude drug

BHEYOKALTIHOE, N TICRHRBRCHELIMIORZHE L L. KRARLLES. BEX
ERATHEFAER, AR, HRERIISRINTWS.
29 | AEOHER description (of crude drugs)

ZFOEROHBHNRBERELTHR L2 LD, [HEERL WHO O/ V5 7 Tid description & REEH
TEY, AERDRF TH description & BMPNBFANEWV. 2L, —BROCAROERERRTIHAK
I3 characteristics (of a crude drug) ZAW2ER L 5.

ARTIE TEROHR) OEIZHEEIN TS, 128\ odor, B taste, FRFFORBEITET DY EEREL
72505, £ color IR¥IEAEMEL 1T LRV, {LFRHTIT MER) RETOHEEEL ZRL2V

30 | Sk microscopic examination, microscopic identification

AAKRE - £ERBIE <5.01> microscopic examination THRE XN TV 5. FFEME L AV THE DY)
o section ZYERR L, MBFEZNICEETAIZ L. EEHRERIIBVLTLERBED LN TV S, FHiT
[FE % 3838 L 7=V BA 121X microscopic identification Z14# 5.

31 | 2<W acrid
HERETA2H%E2HET. REORAEEEL L TAV T 2B,
32 | ‘ELTWS dense in texture

ARONEDHENPETOESTVDILERTEE. AROBRIZBWT, REDOPRBIAVWLNRDZ L
NeHD. BETRERNAVFEEYy avoERIEDR TV,
33 | 5% (< £ 9) X | herbarium specimen

WhHHEMORLE, MLUIE AWM ORE, REL VI BETHWSEEIL voucher specimen
GERMEAR) &AWV 5.

(18)
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34 | EE identification, authentification, evaluation

&5 discrimination

BER%E AV = RESRER morphological examination, B#1MRZ visual inspection, macroscopic examination
R - B IZB V72 EEEERER sensory test, organoleptictest 12 & ¥, ARDER, EE LR KR HE - FHET S
ze.

—RHIZIXEE LV D EEIXL judgement EWHEEEZAWS. L L, £ERORBEEETHIHAICR
identification 4> %\ 3 authentification, £ DOFEL EZEE T D HSITIL evaluation &V H HEBERHENHEY T

Hb.
BE R EITHRT B Z & & discrimination &3,
35 | EHAR, HUAAEX genuine medicinal herbs produced at the original place

w3k, BB EDOLHOTBEPREICHESLTEETL, BLLTOFMBELE > TWVEHERK,

WHO/WPRO FIFE4 TIX “genuine medicinal herbs produced at the original place” {22V CTEHZEST authentic
medicinal & L CHIJT LTV 323, authentic medicinal Z BHM TR\ LRRMEE 5 T3V T, LEDOESE
% A=, “authentic medicinal” & L THWA Z L 2#i1B4 5,

36 | fadh counterfeit

ERICRERREDLNTEY, TOERICEKLZVWLDOEHLE VWS, 7721, counterfeit & & o7z
BEICRBERNICMAONZBMERT. —F, RRADLOEZRETHHEITIT out of standards & L <
X nonstandard Z AW 5. FIXE, N FHRDTFF v a 7T counterfeit TH HBMEH foreign matter
THLHd. ERKOBHTH D Z L L HF LT, counterfeit crude drug &3 3.

37 | REAEE alternatives to unobtainable crude drugs

RS - BONFHRLIZE Y AFREELBE, EVEDEFOHEMD L ARDOERDOED Y IZAVIER
»hHa. FlxiE, N2 B Aralia cordada Thunberg (Araliaceae) V& b D K 7 # Angelica pubescens
Maximowicz DRELFETH - 7.

38 | #3F (TED),

bud picking, disbudding

WE (TEHWY)
HMTHERAVIERTHTHOERZETZDIL, EFERMOVBRWEY, EERIPERVE I ITEELHA
=+ 5EE.
39 | D (TELA) pinching, topping

XELIHOERPLERREMAMDIEE. FIZIT NV XDROIEX(LDTD, ZOFFE VRS T L
RECHAWLENSD,

40 | MIFAR, FREUmMLT processing

LRETI, MY - B - EHREEZAERLTIEDC-RMNITHIEREFVWTRHVWLOND. HTEIF
washing/cleaning, F2% ¥ peeling, ST cutting, #2482 drying, %878 fumigation 72 2T Z L BE .

i, PX5R2EET MEWE X532, HEHR] RAEROEZDOMN LLRERDIER DD DT
EIETIH A%\, WHO/WPRO AL T, BE, &4, & processing of medicinals % “a general term for
treating of medicinal substances by various means before their medical use” & FE#/f#i% L TV %. WHO's GACP T
1%, IMITFBA processing, #ETE% specific processing & LTV 5.

(19)
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41 | iR AE post-harvest processing
WHO's GACP Ti3, 8l - WH%OBESF P OERETEZELL2EOTREE L THVLNTWS., INH%R
D BEFALE Y post-harvest processing D—FETH 5.

42 | =y sorting, removing foreign matters
L& T sorting 2 AWVWA2R, BRIZEY, &8, A, E=—1 0%, ERR P ORY foreign matter %
DER Z & 283 HAITIX removing foreign matters &SR35,

43 | &9 (E&DIT) classification
BE, BRICEY, A2 7L — RO\ TH L.
44 | 518 contamination

BRROBAREICLY, AROGHABB2ONAD L.

WHO's GACP Tid “The undesired introduction of impurities of a chemical or microbiological nature, or of foreign
matter, into or on to a starting material or intermediate during production, sampling, packaging or repackaging, storage
or transport.” & 3L TV 5. {58% contaminants & AFi% impurity & IXEZEE TRV,

45 | GOl (BIEK) cutting

EWMEREZ/INA, MRCEBT 22 L. IR E VD SHEIZEMT cutting & M cutting 2 DB EET
HHH, ERTIE, G EV ) SEITHP crushing bEHTVB. ‘

AARERFH TIE, K& X HE degree of cutting 12X ¥V, HE0 coarse cutting, F4) medium cutting, #84]
fine cutting 23T b 5. o

46 | BYFRIL pulverization, powdering
LREITOEREHRICT S L. BEAEKRH TIX, MKE fineness of powder & v, K coarse
powder, 1 medium powder, #85K fine powder, #K very fine powder 2/ b 5.
47 | Pv—YEIVT 4 traceability
BRI, ARV TIIREBREL R T 2RBICHD I LEHBTHRANE .

(20)
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1.  BEHRA - AKRA - AKBEEAE

48 | BOBETADOHDH
A BV Y OFE DO FEPEE | Convention on International Trade in Endangered Species of Wild Fauna
511zB83 5% (U ¥ | and Flora (CITES)
¥ b %K)
FABHEYOERRS ORFLBMEELBARLRB AL TERTIZLICLY, BB - HEZIMH LT
MBOBENDOHIBATHDORELIINDIZLEENE LEEREKN. 9B ECV Y Mo TRIREN
ZLPLBRIUIU P ARKNELE D AROF TR, BE, BE, BF, BA REA, ARZEBERE
BFIEELEE 2> TS,
49 | ABHOZEHREIET S
&8 (EHEERERK)
OHIR EDOERREDETDERRE L LHLIRET I L, QEDERERFMAETH S L I FAT
52k, QREREOHANLAETIFRELAENSBERICEATHI L, 2EAE LT 1992 EICHRE
gl 3 )
50 | RS T ethnobotany
BEORKEOWEDIEE, RAMEDICET 2 ¥,

Convention on Biological Diversity (CBD)

51 | R¥ERXSy borderline of pharmaceuticals to non-pharmaceuticals

AARIZREWT, ABBROMICRAT SR EEEIRAET HIERMLITEY T I0ELCOVTHE T3 4
DT L EARAEXS borderline of pharmaceuticals to non-pharmaceuticals & \X5 . BBFf1 4646 A 1 B E%EE
476 SERAAEERREM HAREFTERLOHEHERKED IO\ T) ORHMICERLOREICET 54
EHHY, AEBOELOHKIEZIFR 194 4 A 17 B (BEHEF 1115003 SEAVBEERFHREN [EX
ROBHICETIEEO—HKEIZOWT]) THD. BRERXSEZEDE ERT &, borderline of drugs to foods
7230, BLETHLERGOHBEAICHETIERELROTIOREIL, EMIITIEL 2V, /-, RFEHIC
1%, borderline between pharmaceuticals and non-pharmaceuticals & V>3 REN BRTH D28, THEE L TORE
THdZ b, BRMIT of pharmaceuticals to non-pharmaceuticals 23Eb T 3,

FREXETIE, BERXDIT, BOAE (B8 nature of raw materials 1Z X B3I %, Z8ERHE medical
claims, F44k (dosage) form, L& dosage and administration DAERIZE D HETEN D, ROAEE (FHAEH
T—RBOCEERLARINDI EINETIIHFENTZLOD Y X MY, BELEERL L UERINSEK
SAE (FR4E) U A b the list of raw materials exclusively used as pharmaceuticals & L TAR I TV S,

@n
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B RA - ARRA - EFEFFOEFBRT B1H) OFTE

No. A AR = iE
(EXFZA b) Recommended Terminology gon Kampo | Recommended Terminology for Kampo
Products, Conventional Crude Drug Products | Products, Conventional Crude Drug Products
and Crude Drugs and Crude Drugs
(BEX#E 9) @Y | hitp://www.emea.europa.eu/pdfs’/human/hmp | http:/www.emea.europa.eu/pdfs/human/gwp/
Y77 KL2R) ¢/21486906en.pdf 282000en.pdf
1 | EHELY (R BHOBXFICE2EROMBE | (B BLEOEZXFICLIERDOMARE
¥ (LIE) 2ETHAICAVS. 45 | bE (LIY) 2ETHSICHVD. 4%
2% R4%H 415 Kampo formulae 2 AV | £ % 7R354 12 Kampo formulae E7-
2 12 formulas 2V
3 | =% RA, (3EFE&K L) Extract (GEEEREL) extract
= ¥ X A

15 | EH =% 2N (f2#%) Kampo extract formulation 23R | (BERH) Kampo extract formulation 73 FRAIR°
Gyt b S §EFl, AT ENRTHDZ L EFBRALEY | &), W 7EAFTHD Z 2R LWy
BEHIX 2 W7 | BFICAWVWS. REZAV D
v 23 5.

17 | BERARTRA (FRER) ERIHAS § ST HAL — &R | (D) EMSLLTRITRA. — &8
121X Kampo formulation for prescription @ | iZiZ Kampo formulation for prescription @
FRRATIIEEINLTVS,_BE, b | HARKRKTIIERBENRFT VA, ethical

BEEETIHRVOT, BEICIEIhD

25 | ERHEY (&%) WHO guidelines I, herb iZARAE b
Gt L EHL TWVABA, herb i “any B EHZELTWAD, herb 1T “any
seed-bearing plant which does not have a seed-bearing plant which does not have a
woody stem and dies down to the ground after | woody stem and dies down to the ground after
flowering” MEBKTH Y (Oxford English | flowering” OEBK T Y (The Oxford
dictionary), RADHEEHE £ 72< 72 | English Dictionary), RADH ZENE
% 7z % medicinal herb IXBAE IZIZREVT | #1172 < 72 572 medicinal herb IZBEHE I
»HD. FEWTHD.

(22)
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55 | BAERANEE | (EFEXK) non-JP crude drug standard (¥ 3B EC) non-JP crude drug standards
B (BAER) (#%31) “The Japanese standards for herbal (#%71) “The Japanese standards for herbal
medicines” I[ZIXFBANERDZ & & The medicines” I[ZIZRANERDZ & % The
Japanese herbal medicine codex (JHMC) & Japanese herbal medicine codex (JHMC) &
LTRRITLTWD, 8%, SAEACRS | LTRAL TV, &%, SAEACRS
EREFHBS H121T non-JP crude drug AR EFHBAY 51213 non-JP crude drug
standard DS HEAEIEE V. FHVER | standards O HBBEIEH V. RALER
(21X herbal medicine A DEMHARE L E | (ZIX herbal medicine LS DB AK L F
ENTEY, ZHLLDHFBERTHS. & | ENTBY, THLLOFRERTHD. &
b E AR R RS ERE & O U LICEAL R RERREREEOIR
10) TiX, BAEH D Z & % Standards for | 10) Tik, BAERD Z & % Standards for
non-pharmacopoeial crude drugs (non-JP non-pharmacopoeial crude drugs (non-JP
crude drug standards) & =R LTV 5. 72 | crude drug standards) L EFRLTW5B, 22
B, XFEICRKRB1H D L %X The B, XFRITRBBH D & &3 The
Japanese herbal medicine codex (non-JP crude | Japanese herbal medicine codex (non-JP
drug standard) &35 Z & LHERT S, crude drug standards) &5 Z & b #IE
T5.

59 | BEEE (GEFERFL) self-imposed standard, (GEEE D) self-imposed standards,
self-imposed limit self-imposed limit

60 | tPETE (3%F53 L) in-house standard (3RFEZFK L) in-house standards

62 | M5 (B ILFRERICinb o e BEESET, (F&R) LFBRICED > L BRESRT,
B2 RTER BHOBRLEZRE BEHEAERTER. BFOBEEERE
THERIZDOH Kampo RN LTHY, | T38EE8I1ZDH Kampo &xHZ L THW,
ZRESMZAVRY. BEROFERE LT | hUMIAVWRY, FEOERE LT
1< western medicine & A%, < Western medicine %AV 5.

66 | HEEF (GEEE# D) ariental medicine (XFEFKED) Oriental medicine

71 | BEEES (¥ FEFK ) western medicine (F3EFK L) Western medicine
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