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Recommended Terminology for Kampo Products,
Conventional Crude Drug Products and Crude Drugs (Part 1)
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1 | EHLT Kampo formula
BEHOEZFLDEEOMABEDE (LIE) 2ETHAICHND. LK% RTH41L Kampo
formulae £ 7213 formulas % %,
2 | BHGA Kampo prescription
RO RCL I L0 HE N2, =% 2WEN OS54 b b, FEIHOZ A ASEOREY O
Babd D, MOl S Ha 3 BRI T 5.
3 | =% RA|, =% ABHK| | extract
A SR DI R 2 i LT U 7 AR A, #km % A A (viscous extracts) & HZfE % A K| (dry extracts)
D& 25 (IP). EHATO S DL extract preparation, WAL D § DI extract product 72 & &, EDEMED H DT
HoHd, IKEHRLTEI NS TH 5.
4 | EHFTFR Kampo extract
BI7IF O = % 2T, Kampo preparation O—FE. fHHK, TN ERME L72b D, ERTHB LI LD ET
E2TOEREELOT, EORENEFEICEE L-WEAICIE, £ FH concentrated, viscous, dry 7g &
HOIRSEEAMITTRT. L0 LHATB5A1C1T extract based on Kampo formula & 45, #&#H T 5
BEIITERRICT 5. ERIOEES =% 2 2 RKJHE121F, #1213 kakkonto extract & il 2.
5 | BEHRMET XA Kampo concentrated extract
Kampo extract O H1C, itk 2 B L7 b 0 (GRIEORREIMD2RVY) 2R THEICHW D, IO
ZETEA, P THE SN TV DT 20T % X2 ThhiL viscous 2 dry 21T TRET D0, £h
LIS OREAEDOFRE Td4Lid concentrated & V5. #FR Tl 5 355 ITITEHIRICT 5.
6 | BEHFHRTF R Kampo viscous extract
Kampo extract ®HC, K Z iE#E L CKERBROTEE & Lz b D (P) . M > HH TSI
.
7| BAEBRTXR Kampo dry extract
Kampo extract DT, HHKE AR LT, Hi< 2 &N TE LB, KOR TR E L= D (P) . /KT
5 G ITITEERICT 5.
8 | RExF=2 bulk extract
B RAN O JFFITF Y T2 & O A TIE R PHREAOT X 2 TH Y, bulk extract & KILT 2.
9 | HBRAEEKT X R single crude drug extract
H—DAEHR AR E T ITAEAREE TR L2 2 2R T 58I 2.
10 | BEFRA (S Kampo preparation

TH ALY BAEROESRAR L, BEHFRAICES £ TOFMESZ2RTEICH VS, Kampo formulation
(ELEERTOBARRLE) OEWRTH AV D2, — %A Kampo preparation & V5 Z &N E L. /T
9 BB TITERIICT 5.




11 | EFRA] (B# 3v27) | Kampo formulation
RO ERTIHEICH D, BN 02 IR, 1 7B ODizb D& T, MER Tl
TITEEICT D
12 | BEHBA (HHEil) Kampo product
Kampo formulation Z@ZE L7246 DT, HHTRBEL TWD D AR THEITH WD, BT 5 561
BRI T 5. BRI OEGFRA] (BRI 2RIIGEICIE, #1213 kakkonto product & FE#i9~ 5.
13 | BEH =% 2 Al :
(Bt 2) Kampo extract formulation
Kampo formulation 8 =F% A THH Z L 2 LI & ZITHWD S BHTH 5 BAIITEERICT
5.
14 | EhH =3 2 HA|
Kampo extract product
(B )
Kampo product NTHF A TTETCND I LEZBMP LIV E X ITHVW D SE. W CE O HAIITEERIC
T 5.
15 | EEF =% R kL Kampo extract granule
B X 2 §g Kampo extract tablet
et S e Kampo extract capsule
Kampo extract formulation 23JERISCEER, B 7 EAAITH D Z & 2 LI WIFICHA WS, BB 5 5
TIFEBICT S
16 | BA&BLAl finished pharmaceutical product, finished product
BB T T~V ERRE LI RG22 7R3, B RA 085413 finished product THidEH T 5.
17 | ERHE S A Kampo formulation for prescription, ethical Kampo formulation
ERTAML T3 27 8A). — A9 ix Kampo formulation for prescription ¢ J5 ASERCK CIEEE X <230
23, ethical Kampo formulation HIEIERFE TH 5. —J5, BITE, DA EOFEE TR H AN LI TI3Rz
WOT, I Z LD ORBUTIERE TITRV.
18 | ERAEF =% R BA| | Kampo extract formulation for prescription, ethical Kampo extract
formulation
T 2 &2WET 5 ERMESAL ik, ERAETRAIT, =% 2-H TR0 bbb TNCH D
19 | —fix FEE S A OTC Kampo formulation
— i P AN D 42T AY over-the-counter CTHRGE S AL 2 1) Tik7aW s, — B A2 R Dl OTC
Kampo formulation &5 SHEEFHT A Z L Ic@EIIMER 2O EEZX BN D, —F, Kampo
formulation for non-prescription & 9 FHUIRCK TIHEME SN0, s E o SR E IR AL E
HHLEO TETUFEETII RN, FMARBEEIIEARN. UEOZ E2HE L LT, 2hbo
FEERBEZ MWD Z LR EE L.
20 | —fRAE S = 2 8H] | OTC Kampo extract formulation

TXREELAT D A% A T A

— W B RIF T ARAI TRV DL EHH 5.
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A= SRR (A) crude drug product

(B) conventional crude drug product, non-Kampo crude drug product

(A) crude drug product 235 b IAWVEMIZAR YD, BEARA G EALRBUCR D, BEHFREAEZEORWIGEIC
I%, conventional crude drug product & % \ 3 non-Kampo crude drug product Z{E 55 Z L2725,

(B) conventional crude drug product Z FH 5 ZIE (non-Kampo crude drug product) &9 {H LEX % M
W5 & B SH0dTU. Zeds, conventional drug & F 9 A IR AL (B 2 3R] Exbtb LT
AW SN BEE LA, conventional crude drug product D354 “conventional” X85 & b L TRV T
D.

YV URRELFBEROAEDO LN LD Z & B KRBT 5581213, single crude drug product & 3% & B
1272 5. ALREIRLSCTIN 72 &, EZEUSNDIREMN & D Z & 2 RBLT 5%5A 1213 combination crude drug
product & L TXW, ZD#IT with vitamin C D X D12, MR E END0EBMEICT 5. M THE S BEIC
BT .

22

=R A BRI single crude drug for prescription, ethical single crude drug

PRENCEW T, EHEAARRANTE 4RO LR L7229, ethical combination drug containing
crude drug preparation @ X 5 72RKEBLLIH D 2720,

23

— it P A= SR OTC crude drug product, OTC non-Kampo crude drug product

AARTIE, AFRRA ORI —MRATHDL Z Lnd, —MAERRRANT ALK L ITRREL RO
O, A THD Z &2 FITHRF L2V O ThiT, AZEEH L[ CEFERIEZ AW TS L.

24

TR A ERK M drug for dispensing

ZHEMRITIER LOYEE - SRR, BRICBWTEEROFE L LTHOYLAD b .

1. A3

25

SN medicinal plant

WHO guidelines T, herb i3 kAL &Te L EF L TV 2523, herb (X “any seed-bearing plant which does not
have a woody stem and dies down to the ground after flowering” OEMTH Y (The Oxford English Dictionary) ,
AAKROR R ENEG T8 < 725 72 medicinal herb [ IZIZREVTH 5.

26 | A% crude drug
AR LY, B O LT 58y, MIRNEY, S, it X357 £ %274 (JP) .
27 | A HEZK crude drug pieces for decoction

P TITEIEASE L WIS BIEZHWTE Y, AAREFK L ITIEA TR, GIFIEE TRBT 2561 cut,
sliced, powdered, crushed 72 &% 2iF 523, cut & powdered (2B L CIZBIEN P @RI CTHE IS,

28 | HIWrAEZE cut crude drug
B A N E TN EIET E T LT b 0, B D VITHY), FEIEITMEI Lo (P).
29 | My KA powdered crude drug

B E T ITUIMAESR AR, PR, MR EIIMeRE Lizb o (P).
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30 | REHAEZE (A) raw material (for crude drug)
(B) crude drug (for Kampo preparation)
(A) EpEmE L CoOAELZEITEAE1T raw material for crude drug GE#MEEEI O A1 plant raw
material) & EKHLT 5.
(B) EFRAIOFELE L TOAIEEZIET AT crude drug for Kampo preparation 72 & & L, il JFEC
B D E YR
WERTHE S B A IITEERICT 5.
31 | EH place of production, place of collection, place of harvest
origin, source 72 E I IEFSOEIR & RRAR SN D AREMEN H D O THEHTRE TRV, I 2 TRAFRE TR
B& LT\ 52, “collected in Shandong Province, harvested in Shandong Province” 7¢ & & ZRi#ii 42 723000
AR
32 | AR, wild plant, collected plant, wild resource
Y E TEEATRIT 285613 wild resource & 5. AEFEZFET A1, crude drug derived from wild
plant 72 & & KT H A L.
33 | #FHEEam cultivated plant, harvested plant
A 2 4354 1% crude drug from cultivated plant 72 & & 3458 kv,
L EEHRG - ASREG - ASKBLEME
34 | BRI traditional medicines, traditional drugs
{EHEEES: (traditional medicine) T ] &L % 24 DR,
3B | BHFEK Kampo medicines
R ES (Kampo medicing) THWAEAREREAMENITIAS KRB LIZWGEAITHWD SE EHEF L
SN DFTREVEN & D728, B OWE % 535461213 Kampo preparation, Kampo formulation, Kampo
product 72 &, XV BRI CIEMAREREHNDIRETH D, B, BEHFEOFENIHEMIZ T LIRS 2
¥, Japanese herbal medicines &\ 9 FEBRITEY) CTlER V. BT A MRS 2 5811E, £ T AADGRKES
(traditional Japanese medicine) T HEFHEZLIZAN THOLHMBAZMZ D L v, TEFEZ) OELBHO
Ze&
36 | FoEEsk Wakan-yaku
AARATHOOLN TV AEHEBEORKEZ RTHAICHNS, bbb EIFAAR, HETHNLONDASEEEL
TV, BUEIREL RS GO EWERTHN LTV S,
37 | KM% folk medicine, indigenous medicine, indigenous drug

RERRIC R CHEMA SN OISR EY. (KR b Ty, ARTIEIE 7Y RENZDONT Y —
WCEEND. BT O HEICITEEIRICT 5.




38 | 3K traditional Chinese medicine
HEECHWDEEAL BEHEFEOS LI o ol BRI S, TEOH LWL (GREEE & E 720
FTEEUEVELEE RT S, BT S B8 IITEEIVITT 2. traditional Chinese medicine (ZH1E 0
HEHRTHUHWD T, MEE] OEHLBROZ L
39 | HpkZk traditional Chinese medicinal product
% TN A CRANL L7238 & n & IV 5.
40 herbal medicine, herbal drug, botanical medicine, botanical drug, plant
medicine, plant drug
THEMEE ) Lo 7= FBUE, Bk “herbal medicine” & W 7S D HAGER D=6, BEHFHKQR YD HAK
EN ORI ZZHT HET1E72 5 X< HW ROV A LW, herbal medicines 132K EZ TR b IAWE
Bi-C, herb (raw materials) = ®H D25, JFEL (herbal materials) , H#L 5 (herbal preparations) , fic#& M fh
(finished herbal products) & T% & Z¢. herbal materials (ZIFfEHChero D7 Ly v =2 ¥ 2 — X4 Ede. R
% S 9HAIZIX herbal product, £ A X 44541213 herbal drug 7 & &, BINPIZFREL TIIEEV0 1T 2 HLEEAH
b5, FOEWT medicine % 5 BEIIIET LIS RV K S RIEBERLETH D, 7eds, BT
WIERENIED AR Z EZ TN H Y, B IITET A 3 — VIR L 1372 570,
41 | FEHEESE S herbal medicinal product, botanical drug product
B & U TR ED A2 ST ERS (B R) 2775580V 5. SitEAeRe, St
FEGZUHEITITHNRNGT R Z 0. LSO LTS, SRR A>TV D Z &2 KRB LIEWEEITIE,
finished herbal product % fv>2%. BkJH Ci herbal medicinal product, >k[E i botanical drug product % Fv 7= 05
RS TRy g R AN
42 | BREH combination drug
{LRERR TIIANR S % 2 DLW EELEELO Z L 25 5. ERLTINDITA DD ITE £ R0,
43 | B modern medicine
IGHEEDKRTFEIZ 2 2723, ZOBEEFBENREFT LWV BRICHRIN D REELH DO THEENLETH
%. —J7, new drug &9 RBUZ, EIREOHEIEYE CIIHEE T OAGRAEY &V ) BRSE LS, EHEO
$tHEEE L TIEIREY TH D
44 | {LEES chemical drug
H—bFWE, &5 W0IEEN s DR E RS & T 2 EELEZZTHEITHND.
45 | BRREZER synthetic drug
{EFERIZ L0 BE SN D EHEN. 33 EOIEEELITNOBETH v, chemical reagent & RILT 2
46 | LTI prescription drug, prescription medicine
EROZENC ST SN HERLEZRT. bREOEFETIE, QHFEFILEMOLI 7 LICIRE
THILENELLN TV D, ELFRANTERA, —iH & bAFERITITNEHI TR,
47 | IS EEK non-prescription drug, non-prescription medicine

RIS LICHEATE DIEK 28T, DAEOREETIE, FFLTEEK L VO IR <, A5
FRUNDERMLZIETERE LTHVY RS, BEHRANIERMN ThH > THRALERITIIHS AT
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48 | FEMMUNEEZE NHI price listing drug
NHI /% National Health Insurance D4 I&TE.
49 | BB in-house formulation
THEMICRE SN RAOKE FETRTLL0, ERTHTLIL003H5. HETRT L0
in-pharmacy formulation (GE/EEHK) & KRBT 5.
50 | F/PRA in-pharmacy formulation
HZE A O—>. FHpisk)mTHiuE in-hospital formulation & LTH L.
51 | Sk ...ganryo
HAITH HDEFHEGH & L THWZZ L 2R304 O—E, B2, BRI IE, ARRI3AESEE
T2 LR<AANT LI D TH DA, I\NRHEEHFUEHT\ BRH B L O EIEN DAER L2 BHTH S,
B ZARANTNRHIE AL L WO ARTTh - Th, EMICIT/\BEMEIEO = 2 [WHTH Y, extract
based on hachimijiogan formula T& %.
52 | #okk ...sanryo
BAITh DS EEGA & LTHWEZ L 2R3 04 0—. fl2E, HIRmATEEIT, AkiTAEE
HT 2 Z eR<BANC LIS D TH DA, LR~ EHEHI LR T B OM R AEZE D GAER LG TH 5.
BTG 2% ZBENT L [T L WO AR TH > ThH, EMIITLRBTEBE O =3 2-AITH Y, extract
based on tokishakuyakusan formula T& %.
53 | BERAEZK component
Component IFHERKEHR & V) BIET, b EBICHNGNLIEFETHD.
MEEHMLF ) (Kampo formula) 128\ TIE, MRRERIIA G SN D2 DAIETH D Z L vd, “Pueraria
root is a component of a kakkonto formula. ” ™ X 92V 5. “Pueraria root is a crude-drug component of a
kakkonto formula.” &35 &, S HICHfERKRBLL 5.
—J5, = 28HK|] (Kampo preparation, Kampo formulation, Kampo product) O EESR 343 T1%
72<, 1@E, %] (bulk extract) TV, A% NEF =X 2M8HAI| O component & RKELT S Z LI T
X, B, DX ABAITIEAR, AFRERA Lo\ A o L5 25A121% “Rehmannia
root is a component of a hachimijiogan product.” & 595 Z £1XTE 5.
HERRESR & LTy 233581, T (k%) Byl DEZZR
54 | #Ak (k%) B ingredient, constituent

{EZRER LB O R OFR (FM) iy %F 354 active constituent, active ingredient, active pharmaceutical
ingredient (API) (= medicinal substance: JFU) &9 FHEEDSULA S4vd  (ingredient <° constituent 1%, iK%
T DbDODO—D%2KTFHET, ZOHLONRRNE, BENERRLOICRLRNEN) =2 T VA0 D
5). ZOX I REFEEMICE T DFEDOE LN NG, EFRAIAEIKOMA (b5) %R THE4EIC
%, component & VN5 K W ingredient, constituent 2 VN5 528, REMES DI, X0 HERICERRT A EEAIC
1%, chemical ingredient, chemical constituent & L, “L-Ephedrine is an active ingredient of a kakkonto product.” @ X
TN D,

MR SR & L CoA 2 m T Ha1, TR oEE2Z M.
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B ARRT S ERRE
(RAAER)

non-JP crude drug standards

“The Japanese standards for herbal medicines” (ZiZ/RoMAEHID Z & % The Japanese herbal medicine codex
(HMC) & L THEA L TWD 2, %, SMEANIRAER %23 %121 non-JP crude drug standards > 75 23
IS\, RSMAERLCZIT herbal medicine DA OEIMAE L EENTEY, ZHLLOFNERETHD. &
DICEAER R RS EREE O 3k 10) TIE, RSVESLO Z & % Standards for non-pharmacopoeial crude
drugs (non-JP crude drug standards) & HFRL CTW5. 7238, UFHICHRMMAH D & 13 The Japanese herbal
medicine codex (non-JP crude drug standards) & 45 Z & HH#ELES 5.

56

FE LA standard decoction

PR 22 A28 2 F S, IS > TR L 725/ 0 2 & (A0 57~59 R AR 2 e ity R
By % 2B O S EREPR I B D AFJE)

57

BJ5 GMP GMP for Kampo products

7 GMP (21, 1987 420> TEHRHIEE S — % A5k GMP) (ERMIES GMP LIk S415) L 1992 D —
AX BT A - AEFERA GMP (— XS GMP LI S D) DMFETE L7z, H A5 A= K5I Hh 2% Tl 2005
FICYIER RIS S YAE L, NI RG] « A= 4R GH) o SlE 2 # K N8 B B3 2 B 2 HEMEIC SV T
()7 GMP & % 41 5. Self-imposed standards for manufacturing control and quality control of Kampo products and
conventional crude drug products) (Z—AAfk L7z, T O&EA TRV GMP for Kampo products &35 2 & %
HEST .

58

AIEHEME crude drug control manager

B GMP OHIZHE STV D.

59

BEERE self-imposed standards, self-imposed limit

SEFAES B EMICE O T EUE, B ARBE A FERAI 21213 35 GMP (GMP for Kampo products) <> 7%
BRI B % [ B HEYE (self-imposed residual pesticide limits) 72 £ 238 %.

60

FENEHE in-house standards

FAEFED H ERNTED IS,

61

B Kampo

AKIT BADGRHIES T DT EF D D WITRTIEFATHWDAG OFE. W7 &I THOW 56
b5, EOEWRTHWZONEE %, Kampo &\ 5 SZEITHM THV Y, Kampo medicine, Kampo formulation
7R ERERICHE RS EEZ O TR SNV I T2 2 L. ok, BEHEFZOERTHW 2581, 4
HOBIC NEFEY] OHTRT ) RIEREMHT L2 ENHEE L.

62

P2 Rampo

LRI D e EEEE ST, B E X &2 T3 WHORR 2RI T 2551204 Kampo & %HZ
LTHW, ZRLSMTHWAR, SEEOERR E L TIE Western medicine Z V5.

63

JE B original text, original document

£ DWIF 2 DERANTFER S = EY.

64

fantiiih reference text

Z DT DERDELE BEATLHES LTV HEY.
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65 | IBMES traditional medicine
AR, 45T TREBRAVICHEST LT 257 SRRSOHTHR 70 KSR RS O b O b T, WHO/WPRO JFE
Tli& “the sum total of knowledge, skills and practice of holistic care for maintenance of health and treatment of
disease based on indigenous theories, beliefs and experiences handed down from generation to generation” & & #/fi%
STV 2. traditional medicine &) SEEITEHILE W BIRICH 20, AV DERITITER S HLE.
66 | HEES Oriental medicine
FESC AAR, #EZe ST T OEBEREZORR. WHO/WPRO HFES TiE “a general term for traditional
medicine practiced in East Asian countries, e.g. Japan and Korea” & TEFE/MfERL STV 5,
67 | BEHFES Kampo medicine
A ARDEHKEFO—>. WHO/WPRO HFEL TIiX “the medicine traditionally practiced in Japan, based on
ancient Chinese medicine” & EFR/MEIINTE Y, LEIS U TIOEREZ SIS 5. the traditional Japanese
medicine L WO ERLH Y 5 203, RRBUIHE ICTITHA L E L BT O T, EMPEEO AR EIETHEITITE
BRME,
68 | HEZ TEES traditional Chinese medicine
I E DA E 2. WHO/WPRO HFE4E Tl “the traditional medicine that originated in China, and is characterized
by holism and treatment based on pattern identification/syndrome differentiation” & EFH/fEa ST\ 5. TCM &
EHEERH 5.
69 | BEZ traditional Korean medicine
HfREE B CHE R L 72 (B IE 2. WHO/WPRO FFE4E Tl “the medicine traditionally practiced in Korea, based
on ancient Chinese medicine, which focuses principally on constitutional approaches” & E3&/f#it LTV D.
70 | BREZ modern medicine
RIEDET. BREF LM ERTEETH LM, WHEF X E 2T 6O TIHR., B MANIEAES
IZEEND.
71 | EEES Western medicine
FVITEFLZERE T HEFT, KEEFLEAE2R L THWDFH
72 | REER alternative medicine, complementary medicine, complementary and
F5E - REBFER alternative medicine (CAM)
ZOEOEFRFZRTIE, EFOEZLIFFHEHINTORVESY: BFERORDVICHVONDER) | 3
FEFCK TIIARER & 22503, BARTIEREBEER T3, KETIZCAM LW SERIIHVWLND.
73 | REERM health food

MERERL] LT, JA < ERORFHEEICE T2 /800 E L TR - IS 2 b ORREHE L, frRidiae
AL (foods with health claims: FHC) b &Te b, @ TH Y, b HfEERL] LT, TRFERML) 2> Ik
RREMEZRW O THD (TR ITRDIEIEDH Y HICRT SMEta, HIE 46 A 9 H) . 72k, &
fEFEAE & ST E AR ) A& (foods for specified health use: FOSHU) & Sie#Ek%EE A5, (foods with nutrient
function claims: FNFC) 7> 5h8%.
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