L7z,
FEREOHIWIIZ Yo Tid, FIrE#EE GE1D)
R L. HBEBB X OHEEERN CHED R

N & IHIT L7z, HIEE,
BB B o 7258
Tolze PWAHELWEE

ISUX AN
a2

ZIHH 2%DFIZ
Zid BRIZED
[ RO Hi] TS

ERWEL, PELHATEL LI ITL,

=1

SARJVEHIIC AW EHEEE & 2 O¥IlEE

BENEETEZASHD
ENTWB(EERFEDLIZEN)

2 |EXE 77/!\%73“5”@ ETRHEHIN TV, VT
VA+RBIBREBELTHETS@H:Dan
Shen Pill) . K DZEE S + “combination”
DESBERLETHOET S,

3 | EF4 TS5 RENEFTREINTND,

4 EVER |75V RENPEVBEATEEHINTWS,
(REZED |Dan Shen Pian THhIEEVELETD

&) M T > +3EE (Dan Shen Pill) j i,
PyBRZEELRBW.EY I BER.
BEROBDTH>TH . EVIVELWD
DTHNUEOET D,

5 |DS @R |Dietary Supplemet, herbal supplement,

Dietary herbal supplement DE#EH %3
6 |EEEED | REEFAET D,
ZFREAERR
6-1 85&2 | distributor DB HIFEEEELEZIR
|EBEDEIR. |
6-2 @%Tgéhw‘o)ff&b\mzﬁ@ﬁ@b\aﬂﬁ
SHERED | BEF) KEOMETOLSREEH LI
fEPT WERIE X &78 B,

7 | BMARGE | KETEEEF OANFTTDOBEEX S
BHOAME | T2, KETEEINTVWEHOHRS WIE
fEFT EECRSEEENRCICRIBENGD
7-1 BARR
TEEE DA
7-2 BIRTEDLETOMIWERREESHE
EIAIRTEE | B1EFT) KE DM ETOLSREEH LI
BOREFR |WVESIEX R,

8 | EYMDRE | 2EMICEHINTWBEEDHO. —8
3] DEY LT DB EE X &7 B.Korean

Ginseng D& SHBRTIFEEEEZRLT
WaBDIF TN,

9 |REHR FELQMIEMNSEH I TWB.Made in
(B#&84% |China, Product of China, Made in USA
DERBM|BRERSOFREORIME>TNBZ &
TE) HESHTH>TH.Made in China, IE

iR OEENRTNEOLIF LA,

10|00y hES|OYNESRNH-TH. EENEHEHSN
TWaRFNIE X &F35./\—0—RiEOy k
BEBEBHREIRVAY R BESEVWSEE
PHEZETEIMNMTWIERIEAET S,

OvhBESSLEBDTH->TH. OVIE

SEVWSEENEINTVRITNIE X,
Ny FEBRIAOYNEBSEHBTEER
Oy hESLEHEIEN,

17 |8—=0— R |N\—O—RHMAEERT ZHMEE DR,
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12 | E30HR | BWEREN G > TH HAMNLEENT
WIRTNIE X & T 2. BHERSLEDLD
THoOTHEMHEREVWSEENEI N
TWRFNIEX,

13|GMP @ GMP EWSEERBHNIEO LT 5,CGMP
E-N DI—INE>TH->THOET B,

14|85 Warning EWSEELAHBNIETOET 2,
Attention, Caution OB &G COEBE
9. EREDER &3,

15 | NBE 11y T =Y A>TWRE (B REAE
E)DEHFEN TS,

16|Serving |1 EBl&HD OEHDOEZH Supplement
size Facts(® U < {& Nutrition Facts.Drug

Facts)panel OFRICEEEHEINTWVWD.ER
FROTRAITZ2H0ROT, BOIOXR
RERINTWRLTHEW 3 tablets

17 |Servings |1 BHREAB 2B A > TWB D
per Supplement Facts(® U < {& Nutrition
container |Facts.Drug Facts)panel FERX O

#H I TWB.H:15 servings/bottle,
100 tablets/bottle (& Servings per
container TIF7RLY,

18| Amount |1 Bl 7= @ IR EE £ H', Supplement
per Facts(® U < {& Nutrition Facts.Drug
serving  |Facts)panel FEEROFICEEEESNTWS,

BEEERXRKERKAMEICHOET
HEAVHDODETHEESTHLWA:
1200 mg/3 tab.

19 |Dietary  |&£ZE 2% Supplement Facts(® UL <&
ingredient |Nutrition Facts.Drug Facts)panel #
names HOPCEHINTWDEEAIT EE

DIEYZ B Peony) THLWURED
HEZ (Peony root) EYIDS 7> &
(Paeonia lactiflora) % E DS T > &
(paeoniae radix) DWTNTH KW FE
EOHDEHEIFN

20 |Volume/ | &EZEOEWHIRD Supplement Facts
ratio of (U <& Nutrition Facts,Drug Facts)
each dietary | panel ERX O FICREH I N TS, 1 [E
ingredient | 2.1 HEEMma0,

21 |Dietary  |Supplement Facts(® U < {& Nutrition
ingredient |Facts., Drug Facts) panel f¢sX@Hic. T
extract or | F RDEHN B 2. FHIEE N—-TFr
not E&'N/A & B,

22 |Other Supplement Facts (% U <& Nutrition
ingredients | Facts. Drug Facts)panel X O E /i

l&ZmiE<IZ, other ingredient GiRIN#7:
EVDEZBINEE SN TND, ZDMDELT
MMERINTWEWE S TN/ALETS,

23 | BH 4 “Supplement Facts” (% L <& Nutrition
Facts. Drug Facts)panel FEX OB &I
MO DOST EETORHIHD(FEE
DHDBEIFA)

23-1 EEEZHD, ECMTRHASNTNDAEES

active (& FEEEOHEY R (B Peony) TH LWL,

(main) HEEDHEZESL (Peony root) EYMDOZT

ingredient | > % B (Paeonia lactiflora) EEED S T
> % (paeoniae radix) DWEFNTH LW,
PEBEUAOSHE W RN FLBICES
EEEX T B,

23-2 other ingredientGRIMN# &) DAFIH

inactive | EZMCREINTND.ZDMDETH

ingredient [{EEZXNTWRWEEIE TN/AI1ET 2,

(other

ingredient)




BEZEDBVLED
2o

EThicEEThTw

36 |pEER REBIHDTERNE NS R
(disclaimer) | EDSXEMNEHNNTVNBENESH,

25

Bl GRAl. A7 2L etc) DEHShTW
BABHEREBE B ThNBH0E0OLT
%O

26

BER LT
BE

BESLUVAEBNEHINTWSH:8
pills once, 3 times daily (1 B8 & [@# 0D
HWADNEINTNG) IR EREE®, KT
ﬁﬁ\?{;J Cimgoﬁ%?@&@%gﬂiAo

27

IH LR

ETHTTFRABRPORTEDN S D F
PIEERFN/AIET S,
“High strengh” i@ T2 & Ul

28

EAE LD

Ry
ER

OB BT

28-1 Eim
ENTREE

nursing (BB HET

28-2 Fft
9 2EE

NER=

28-3 EX
B BRE
DA

28-4 [EEh
ANDIBE

practitioner NOEHXTHO, TELMH L
HE B, IHiciEEE Lizn

28-5
Z 0

BEDORIOBICIKIRELU AV, REIBR
BAULABW&E

29

Whole
extract or
not

BEERDPOIFADEEL. TN & HEHAK
SO—FHENCDOWTOBETERTL
%.Proprietary Extract Blend &W5 5
BEREACHSENHBIEZRLTY
BT AEBOHEMRHCEAS RV
e COEENBHINTHTHOIKIF
E5EL,

30

BEREERR
ERET S
£510)

BERABENEELE(FE2NMRES
D) EDULTHERBTZESICO,
Abdominal hermonizer (20, FEEE (41
HEBIARE) BHUFEARELAVND
T AHD 250,

31

BRRE T RE
HRTR

REBLHGS O REBIFASKEHEE
B THI

31-1 &%
EZ2HREE
ELE

FEEEZNRLISTEH I TV S (EMA
BTIERVDYRRERBTZ2H50HEE)

31-2 DS
BEERTR

BR - FROEEHEE- MuOHIS 8¢
(Natural balance.well-being 72 &) h'5E
gahtha,

31-3 RE
e )

HEZNHEANTHINTWS TE).
TELIREDFRERRAERT EENZL.
M OTEEESREANTWNGEE. DS e
NCHET S

32

BDOEWE
DEE

REFFUNADSOTIRA EIERLZE)
ERBRBVWED, TFROFOEIGVERE
IKRETDIDHDF TV,

33

SLEIRFED
ARES

ASHDEFESHENMNMTVNIEOET
5. KE T EZES TN ABEE TIERWL
OTEBEENMM TVWRWFEOEARES
THOLT B,V U—RXBEBSDERIEXE
EERIETRN

34

Good
Agriculture
Practice
(CAP) DR R

35

BEERD
website

A—H—FFBAEZED website TH-
TH0&T 3,

37 | Z2EBR BARTEEOEEESOLROESE
BWURER | (FEFROMHE X)) FEOSERHOBES
WEOB | SDBEREX

Ebts
38|REHE | HEIBL.
mEENOERE

ENE AR R R DN A0 1L B3 F Nk
By N SHEMmB AL 2w,

C. MfER
C—1. ISO/TC49 EE =B U e, HOED

EEITRNORE DO

FED?SDEEOESEBEMEOER{LIEE
W LTid, HERERFORBICEEEZE5 2%
WEIBERBRTH D LW &2 (WG,

BiAEORENL (PERZE) T L T,
FEOHEBIROEE LI VFREPENL TS
X9 REM A RV, BRI
SELI LT LA (WGD.

WEERDOEE (FERZE) LT H
Bipbo TV Y M YEFTHEINEES LT
5 EERNT, BEAMOHBALIL SE/
(WG1),

HEtAZ0REOFENL (FERSE) TEL
T MERFEHOZZICEILIOTHDE
EERFHALT, MERS 2R BEAERH
A AESEHAR I T 2 O H-E ASHME & OlilEE)s
HET 0%V (WG,

H AR ZE D TCM HEly 5] o 838 TR ORFE
22w Tid, New proposal & L T#EH LA
(WG2)o

F7: HEPSH, TCM EHEF D5 XV
ERILOFRIRELITo72 (BR 1,

C—2. [ERtEmaisistt] OREL
FEXRZTU, TN T, B F oY,
b E. I VYA TITOWCHIEIG 7 IR
ZUER L7z (B#2),
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C—3. EYEORE TIEEIERREDER
B GMP #~X— 22, PIC/S Annex 7 3%

#\2 LT, Working Draft D720 DR &R L

C&¥L3). WG2 T ZE BB L7z,

C—4. REMBICHITHhEHFTBERDS

NIV O

Dietary Supplement, herbal supplement,
Dietary herbal supplement 7 & ] 5 2@ [DS
Thb] EORRVPEEINTW 8 mIE, 110
Bk 73 85 (66%) THho7z.

—7. FDA @ DS OFRHAGTH 5. FEFEIZ
X5 [MERE - B AROREERREE - MO OMERF - 18
i (Natural balance. well-being 7 &) | DR
B E3NTWzb i, 5585 (50%) TH-o

o FRD D 50% DG, KENZDS & LTE

FENTWE - ARV b 5T, FDA O
DS DT RNV EHZSTICHRE I N Tw
kil b,

FHEEE Z & O FREmBE R 2 1R L.
EEGICERINTWzd DI, EFICLLHE
B DA TH o7,

%2 KETETEHREINTWLWRHEMETERD
SRIVETRDH

o O |100%| 0% | 0%

1 0

AES < 110110} 80 0 30 0 | 73% | 0% | 27%
3 |EFE 11041104110} O 0 O |100%| 0% | 0%
4 ‘(:F’;Elﬁ?fa)%ﬁ) 110|110 | 69 0 41 O |63% ] 0% | 37%
5 |DS OFR 110|110 73 0 37 O | 66% | 0% | 34%
6 |SERFEQRMEEMN

6-1 85E%EDEH 110|110 | 83 4 23 O | 75% | 4% | 21%

6-2 BLEREHOMERT| 110|170 11 2 97 O | 10% | 2% | 88%

7 |BARFHE QRIS AERT

;}}ﬁ”ﬁﬁ#ﬁa’ nof1io] 6o | 1 | 48 | o |55%| 1% | 45%

g;mwi%#ﬁ"’ 10{110| 59 | 0 | 51 | o |54% | 0% | 46%
8 [EmoRzE 1of110| o | o |110| o | o% | 0% |100%
Egﬁ%zﬁgf&”’ 110|110 79 | o | 31 | o |72% | 0% |28%
0|0y FES 110{110] 50 | 7 | 53 | o |45% | 6% | 48%
N |r—a—k 10110 71 | o | 39 | o |e5%| 0% |35%
12 [ nolto] 52 | 7 | 51| o |47% | e% | a6%
13 [oMP xR 1of1io] 45 | 1 | ea | o |41%| 19 | 58%

14 |BE 1104110} 16

0 | 94| 0 |15%| 0% |85%
15 |REE mof110} 97 | 8 | 5 | o |88%| 7% | 5%
16 [Serving size 1101104 77 o} 33 0O | 70% | 0% | 30%
Servings per
2l peehdisgd o110 76 | o | 34 | o |69%| 0% |31%
18 [Amount per 110{110| 43 | 0 | 67 | O |39% | 0% |61%
serving
Dietary ingredient|
19 | eiey 110110} 66 | 0 | 44 | o |60% | 0% |40%
20 |Volume/ratioofeach| 1101 110 | 42 | o | 68 | 0 |38%| 0% |62%

dietary ingredient

Dietary ingredient|
21 |extract or not 110{108| 8 1 99 | 2 | 7% | 1% | 92%

22 |Other ingredients [ 110{ 107 | 50 0 57 3 | 47% | 0% | 53%

23 |mA%

23-1 active (main)
ingredient 1104110 ¢8 6 6 0 | 89%| 5% | 5%

23-2 inactive ingre-|
dient (other ingredient) 110)106] 54 2 50 4 | 51% | 2% | 47%

24 |EROSER 110|110 66 1 43 O | 60% | 1% | 39%

25 R 110110 88 6 6 0O |89% | 5% | 5%

26 |REs L URERE 1101110 99 8 3 0 | 90% | 7% | 3%

27 |THREH 110|108 | 35 1 62 2 | 32% | 10% | 57%

28 |(EALEDEE 110{110| 56 5 49 O | 51% | 5% | 45%

o) ERICNTB 110 110 a9 | 0 | 61 | 0 |45% | 0% |55%

262 FRHTB 110/ 110| 5 | 1 04| 0 | 5% | 1% |95%

3

28-3 EER. AR
CoBm 1101110} 2 1 107 0 2% | 1% | 97%

28-4 EMAOIEH| 1101110 10 o] 100 0 9% | 0% | 91%

28-5 Zoft moj110| 9 | 4 |97 | o | % | 4% |ss%
2g |Whole extract orl 110|103 2 | o |101| 7 | 2% | 0% |98%
30 ?gﬁ&iﬁ%ﬂﬁ 110|110 32 | o | 78| o [20%| 0% | 71%

26D
BEREEERR [110) 110 72 12 26 0 | 65% | 11% | 24%

3

31-1 ERESA 110110 18 | 21 | 71 | 0 | 16% | 19% | 65%
B

31-2 DSHHERR [110[ 110 | 64 1 45 O |58% | 1% |41%

318 MESHEEE 110110 1 | 60 | 49 | O | 1% |55% | 45%

32 [IMbHFRWEDEE [1701110| 23 1 86 O | 21% | 1% | 78%

33 |BEIRSBORIES| 110110 1 4 95 Q0 10% | 4% | 86%
Good Agriculture

34 Practice(GAP)DER 1101110} © 0 110 9] 0% | 0% |100%

35 |WRHHRO website| 1101110 | 10 1 99 9] 9% 1% | 90%
RART

36 (disclaimer) 1104110 53 0 57 0 48% | 0% | 52%
ZERERRWUIRER

37 HEORWELEE 1101110 3 1 106 0 3% 1% | 96%

38 |REAE 110 110{ 16 3 91 0 15% | 3% | 83%

HEm, FREAVE DD, WFETOBE
g 80 B (73%). BEEZOLH (KRR
83 B (75%). BEOFEE (HFHE) 79 Hm
(72%). W= (FEFH) 97 #a (88%). MR
(H19%) 98 #Lih (89%). HkdB X UHE 99 #im
(90%) THo 7=

FREFPELBOONL o2 HE X, M
WMOBREETH o/ 1TEAEDEFTRRN
AOLNLeho/zEHER, FEEROER 11 #
m (10%). 24 16 85 (15%). Whole extract
ornot (REEEDIF M), AHEELF 2D
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BAMOLrHLLE) 2 85 (2%), BRERO
website 10 BLE: (0%), ZAEEHZz LIEHE
WEOMADERE 3EE (3%), BEHE16
BE (15%). %ETHo7

D. R

WG, WG2 &b, BHRE T, BPSEOESE
THNOBOFEIIEMTE TW5,

WGL IZBWTld, 2011 4F 12 H odb &I
BWT, HE»L, FEAMEY OB HEORSE
L. FEBOKBEERLERBTE2H0THS
ZE,bHoutofscope ETAHZERERL, —
e LTROLNTWD, L L. E4E,
2011 4 12 A O EBICHE L T WiRE
HoNb, ERHMYEEHELED, £ETLE
DREDV L EINDE LI HhoTETVS, H
£ BEEN TS0, BHRTHE Y AW
TWEWAEDRETH 5720, DIE~DE
Bi3dhv, LaL. 4% bAETKEICHE
BT 2HEFIIHETLIREN L SN TE TEAME
WHEHBE LA, BEO [EAMEY O8I
. FEHORBERLE KB 5720, ERE
HEEE T A2 L IIHEE] EOFRZEMNTS
FETOERIERIN VRV, 22T &
B, 9. 6 W% R, WHNLERET-
7oo TORER. ZOFHOXEOERIIL. &
MAEE & 0BRGN, %, BRESBICEN:
BIEVHEPRPE LD DTHD I DD
Molze WEER, ZOMPRRIEREEEL
T, BERMESEREEEFETH 5,

WG2 IZBWTid, BB R . DA E R
53 20DREEITV. FDIH 1D (WP
OEETEMNE) 3. HARBMIZZERE LT
1Z L® T New Proposal & LTED LNz
DTHbB, REBEICHL TR EEED
Working draft D IR EZER L7z TDF
1%, ISO/TC249 REMSEFEITAZ BV T D ATE DS,
BHEERAZEICDEN TS EEZ S,

i, WG212BWT, b EH» S, iysEE

DT RXNVEROBECOREERIT 72 Th
X B, 280, BEEYPER SNLHE
¥ (HEE) POFEICHALTVAERD &
i, HBEN S F—IUPONEEELLE
BCTEZZL2HELZLDTH S,
ZFOBEIZT S0, KREWZBIT 2 PEEL
DIRNVOFEET o720 RETHTEINS
DS %, FDA 23% %7z Supplement Fact X
VEHHZRRLRZTNLEZ O 2w, LA L,
Supplement Fact i, TCM #5750 2 W51
e S T wnizd, EPEIIEART45T
Hbo T, B4E, 3. FDAD DS D
Supplement Fact D F/RIHEH 2 H AR D #HA]
DFERMNLEOHEB 2 EE2SE1Z, TCM #F0
TRNVERHBFEZER T2 TETH 5o

HABGNVFEREZRELTVWENERIE, T
FARH G EOTENHEMTH Y, HAEED
FIRNVEHEBEZBEE SREL TS, TCMOT
EESE, BN S EBRICHiomIhTEY,
HEANDBAD DV E2h, BHRFETRD
KELHHIRETH S

SH, RKEOWH I ) EO TCM #iad 7
XNVESHLI2E 2 A, FDA @ DS FRICHE -
BRI THY, FOFIZL, FDA D
TRVEREHETFLTOWARVWEFRLEDON
720 B0 OF41E. DS EEHEEN TV WET
THhH., InoH0BEGIE, BL TEERL»D
< HBENMEZANEERD oI RES
NTWe o fze FRIZ, BIAIRTEREE DBHD
EPNTVERIE 60 BE (55%). ARG
ELZOETHFELN T8 IE 59 B q
(54%) ZEWEREZV LEBEEEOMW&D
FESEPNTHEHITIHE B%) & 4
Bl BEHENBEBEOHBEOEED
MVEbafrs, PHROBGTRHAETH S H
WRELMETH S,

BIE. DAENE, D XD BERIA TS
% TCMERITIFE LA ERAL TRV, K
HORRNEZ DO LI HDOTHNI wihid,
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KEZALTHOPEICH, 20 &) REHHPHR
AT EENDD B, KEIZBITFSH TCM EFD
TGRVERZIELLTAHZEIE, DWTid, b
AENCBI 2 REEHEL RRCH 120 HE
Wb lEZbIA,

Pk, ISO/TC249 ® WGl B L N WG2 128
W, BHEEA Y Y AH 5, MEOEELIRE
PEIESELEE BT, DUEPL. BARER
BIUTHADO TCM 2 —F—D72012,
REToTWBEEZATH A,

E. BRERER
FELew

F. ifsEsR

F—1. @MER
1) Motoo Y, Arai I, Tsutani K. Use of

Kampo  Diagnosis in  Randomized
Controlled Trials of Kampo Products in
Japan: A Systematic Review. PLoS ONE
2014; 9 (8): e104422. doi:-10. 1371/journal.
pone. 0104422.

2) FH—IR. EHEFORLEE ELBET
A 874> (KCPG). )7L mfinik
2014 ; 23 : 231-6.

3) #FHFIH—HR. ISO 28T 5 FHEUEMEFED
EIRREL EERERKEHEL 27 b
V=% A4 TR 2014 ; 45 : 828-41.

4) EAE—, BIET, REETf, FHF
—B8, IR, IREHEE, BREEE, @
W, JTHERG, IWEERS. ABERIC
L BMBEN R EOER. EH L IaK
2014 ; 42 : 1005-14.

5) BHE—, WIETF, REETf, #t
—H. RBERICET 2 EROMBER LR
H=— X 12014 EEMAE,S. HARE

£ MEER 2015; in press.

F—2. 2R

1) #HE—HEB. ISO/TC249 I BJ HIEHIE
FOEBRREEL —5E 1 E£H Oy
DE)E— 5 31 BAEERELZEMRKE
(2013. 8. 30. #ik).

2) Motoo Y, Arai I, Tsutani K. Use of
Kampo diagnosis in randomized controlled
trials of Kampo products in Japan: a
systematic review. The 17th International
Congress of Oriental Medicine (2014.11.1
Taipei, Taiwan).

3) Arai I Industry of Kampo Medicines
and Regulation on Herbal Drug
Development in Japan. At symposium
“Recent trends of new herbal medicine
development, commercialization and

regulation” (hosted by BK21plus Korean

Medicine Science Center, Institute of
Oriental Medicine Kyung Hee University),
(2015. 2. 25 Seoul, Korea).

4) B3, MHEFET, HHF—M SE—H.
KEIZ BT B dietary supplement & LT
OHFEELG —B 5RO T NIV FRR O FH

—. HAREZA%E 135 F4 (2015, 3. 28.
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« &1 1 General requirement for labelling of finished manufacturing
products used in and as Traditional Chinese Medicine
(Provisional) ES:&E&ER

ER2 BEREE [EEEYHISiE:t]
«EBR3 AWI 19617 General requirement for labelling of finished

manufacturing products used in and as Traditional Chinese
Medicine (Provisional) ES&E&H



BH

8th meeting of ISO/TC 249/WG 2 2015-02-12, Berlin

Short status report

General requirements for labelling of
finished manufacturing products used in
and as Traditional Chinese Medicine
(provisional)*

* At such time as ISO/TC 249 adopts a permanent title, the terms “traditional Chinese
medicine (TCM)” and “TCM” should be replaced with whatever permanent title or
appropriate abbreviation is adopted for ISO/TC 249.

Ichiro Arai, PhD

Nihon Pharmaceutical University
JISC

Results
Webconference of ISO/TC 249/WG 2
“Quality and safety of manufactured TCM products”
on 2014-11-26

NP General requirements for labelling of finished
manufacturing products used in and as Traditional Chinese
Medicine (provisional)

— preparing the new item
— will contact WG 5 regarding the coding system
— proposer will give a short status report by 2015-01-23
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Resolution 101 (Kyoto 2014:18)[WG2-R29]

ISO/TC 249 resolves to accept the recommendation of
WG2 that N167 General requirements for labelling of
finished manufacturing products used in and as
Traditional Chinese Medicine (provisional)

— to delete the word ‘provisional’ after approval

— to form close cooperation with WG 5 regarding the
coding system

— to take European, American, Australian and other
countries labelling requirements into consideration

— to accept the recommendation that the project
remains with WG 2 as a PWI for further
development.

If the title of the committee will be determined officially,
we will delete the word “provisional” and change the title
to the official one.
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We have not cooperated with WGS5 up to the present, because the
coding system has not been made yet as IS.

At first, we have to discuss the elements for the labelling.

Terms and phrases used in the labelling elements should be
consistent with those described in the corresponding IS in WGS.

Code Numbers could be an optional element for the labeling,
since consumers may not be understanding the meaning of
numbers at shops.

Please send the following items of your country;

the requirements and regulations for finished
manufacturing products containing ingredients of
herbs/botanicals.
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Requirements for labelling of finished manufacturing products

Basic rules

Language:
Use the official language of the country that the products will
be sold.

Letter size:
Legible size and color

Location:
Outside of the package
(Information can be read without opening the package)

Requirements for labelling of finished manufacturing products

Essential/mandatory elements
Product name

Category of the product in the country that the products will be
sold (pharmaceutical agent, dietary supplement, food, etc.)

Name and address of the distributer/manufacturer/importer in
the country that the product will be sold.

Contact name and address/telephone number in the marketing
country to inquire about the product or to inform adverse
reaction by/with taking the product.
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Requirements for labelling of finished manufacturing products

Essential/mandatory elements

* Product classification according to ingredients and
manufacturing process
# simultaneous extract of multiple herbs
# mixture of extracts from single herbs
# Non-extract product

 Latin names and parts of the material herbs, and their amount
/content ratio in the product
(Herbal name such as licorice or Glycyrrhizae Radix does not
identify the raw material)

» Solvent name, if the ingredient is extracted

Requirements for labelling of finished manufacturing products
Essential/mandatory elements

» All active and inactive ingredients names

* Daily dosage and administration method

* Indication/functionality, if it is permitted to claim them in the
country that the product will be sold

¢ Warning, if any

»  Expiration date

+ Storage method (before opening the package)

e Lot number

*  Country of origin

— 146 -



Requirements for labelling of finished manufacturing products

Optional elements

* Translation of the information written in the language other
than the official language of consumption country.
Information contents of the translations must be the same as
the ones written in the original official language.

* IS code of TC249.
* Information on quality management such as GMP

* Notice and warning messages important for consumers to
avoid misuse of the product.

For

the internationally harmonized labelling of the finished products
with medicinal herbs/botanicals for giving better and appropriate

choice to consumers and practitioners, and for their safe use.
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Thank you

Please give your opinion
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1. Plant name Panax Ginseng

Crude drug name Ginseng
Scientific name Panax ginseng C.A. Meyer
2. Part used Root

3. Plant description
Perennial herb native to northeastern China, Korea, and Primorsky Kr hizomes of the

plant are short, with the main roots enlarged and branching. Mongg tems grow

membranous, and petiolule 1 to 2 cm Jong. Shoot apidi
yellow green, umbelliform flowers. Bearing berties 5 — 9 bright red when matured, with

2 semicircle seeds. Flower season is April to

4. Crude drug characteristics an
1) Characteristics
Ginseng is the root of anax schinseng Nees) (Araliaceae), from

which rootlets have en quickly passed through hot water. Thin

and long cylinds g 2 to 5 lateral roots from the middle; 5 - 20

cm in length, er; externally light yellow-brown to light grayish

s of rootlets; sometimes crown somewhat constricted

fractured surface practically flat, light yellow-brown in color,

of production
Japan: Nagano, Fukushima, and Shimane prefectures

China: China (Jilin, Heilongjiang, Liaoning Yes), South Korea, and North Korea

5. Variety characteristics

Japanese varieties have similar aerial stems and leaves

1) Morphological characteristics

CREE



The varieties currently available are derived from mixed lines with close examination of their Native varieties and “Mimaki,” a variety developed in Nagano prefecture, are cultivated.
stems and leaves. However, Ginseng has characteristic root with long primary root and rootiets,
expressing branching habit. Direct-seeded plants shows similar characteristics. 2) Propagation

Uses seeds.

cRkE
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2) Biological characteristics

Ginseng is mainly cultivated in Nagano and Fukushima prefectures. In D a island,

Shimane prefecture, some ginseng is produced. Although suitable altitude has been
thought as 400 to 800 m, the altitude of Daikonshima island is 20 #
cultivated in an environment with higher temperature and much ginseng is
considered to have good adaptability despite of some limited s sandy

to clay loams, and mild acidity with pH of 4.5 to 5.8.

3) Ingredients
Saponins such as ginsenoside Rbl, acetylene derivative: xynol, and sesquiterpenes
4) Regional adaptability and growth ¢

Prefers a somewhat cold climate

a) Climate classifica

Tto IV
75 to 120
MtV

(1) Temperature

Hto Il

nd water retention condition suitability
Suitable for locations with good permeability and moisture retention
properties and texture
Suitable for sandy to clay loams
(iii) Suitability to fertile soil
Suitable for fertile soil
(3) Need for light shielding Needed

6 Cultivation

1) Varieties

3) Cultivation

a) Suitability

Prefers a dry and cold climate. Has good adaptability to climate and be cultivated
anywhere in the temperate zone. However, long-term cycle fro ing (4 to 6
years) and necessity of building artificial shade are economi : in arcas

vulnerable to typhoon and snow zone, requiring much ¢ intenance.

b) Seed production and hastening of germination
Select well-grown seeds in the fourth and fifth years. secd production, in late May,
thin out the buds by around half to pro e July, harvest the mature
fruits in red, and remove the fruits
Wash the seeds thoroughly under r 2 or 3 days. Mix the seed
with river sand in a ratio of 4:6, pl panels installed in well-drained
seedbed. This proce: i is maintained to November. Watering is

performed to ke

¢) Soil cond
Allow the soil s one year to cultivate ginseng. In the fallow period,

for several times with manure (such as soilage and compost)

1 layers by solar heat and improve physical propertics of soil.

(width, 90 cmy; depth, 24 cm) and perform the stripe seeding with seeds under
the hasteniing of germination for 900 grains (0.9 dL) per frontage (90 cm x 180 cm) on
November to December. Seed 25 to 30 grains per line up to 10 lines (18 cm of intervals),
covering them with soil of 3 cm and dry straw. Since direct daylight is not favorable for ginseng,
build a pitched roof with raised in the northward to cut off direct sunlight and obtain
appropriate light intensity (3000 to 4000 [x). Perform the shading by germination period on mid

to late April of the next year.
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¢) Shading

Since ginseng prefers shaded arca, artificial shade is needed to avoid direct sunlight and
raindrops after germination. Sunset glow should be highly inhibited, and thus install the
seedbed s0 as to keep out the sunlight from the west. The artificial shade works with a pitched
roof raised in the northward, which is constituted of various materials with different size based

on the condition of the plantation area.

In Nagano prefecture, chestnut (8 cm in diameter) has been used for pile
straw for roof. The straw is compressed using a bamboo to preve
prefecture, the roof permits to transmit 25% of water. Recentl
wood materials and front and rear pillars are jointed,

weathering.

f) Planting
Carefully dig out selected seedlings avoiding damag on late October, and perform
planting in furrows (dug at a 45 degree bed in the field. In general,
planting density is 32 (8 lines x 4 rontage, however, more

seedlings can be planted for four-ye

g) Fertilizer
Organic fertilizer j i ) (4000 to 12,000 kg per 10 a) and chemical
fertilizer is seldl equired for ginseng arc nitrogen of 28.5 kg,

phosphoric at 31.5 kg per 10a. Chemical fertilizer, in particular

g by germination period on mid to late April in the next year of planting.
he furrows immediately after leafing, with ridging for prevention of lodging and

general management, weeding (5 to 6 times per year), and discase and pest control

are encouraged.

Regularly thin out the seedling with appropriate frequency according to the year. The standard
volume of remained seedling after thinning out for a frontage (90 x 180 ecm) with approximately
300 seedling is: 150 at the germination, 60 at the second year, 40 at third year, 20 at the fourth
year, At the sixth year, gather crops of ginseng.

After the third year, buds appear every year and pull off the buds leaving those for seed

production.

i) Pest and discase damage
Disease damage of ginseng is categorized into that in aerial part (stems and leaf) and in
subterrancan part (roots). Some diseases, such as leaf spots and gray mold, involve both acrial

and subterranean part.

Wilt disease: Stem of [-year-old plant turns soft and narrowed at the gro
in fall with the upper part remaining green. Occurs twice ate May and
mid-Scptember. One of the most terrifying disease in onc-year-
seeding, the more invasion and damage.

Gray mold: Occurs mainly in plants four-year-old or m
immediately after germination, when progressed in’
and possibly causes the entire root to rot. Gr:
thereafter forms bard small-sized sclerotia. Rarel ves accompanied with large
irregular light-brown lesions.

Leaf spots: Frequently occurs in fap
plants. Affects peduncles, rhizomes tems and leaves. Brown oblong
lesions appear in stem in May, of wi
n Jun to July, brown irregular elliptical

Ily make the leaf margin brown, leading to

r harvesting often causes lower quality of crop due to formation of air holes and
lower selling price, later harvesting as possible is recommended. The formation of air holes is
commonly associated with early defoliation, suggesting lack of nutrient accumulation in the
roots. For prevention of air-hole formation, control of pest, a cause of carly defoliation, is
considered effective.

Perform harvesting in a sunny day when scedbed soil is dry. Dig the soil carefully from one side

of the field, brush away soil, and gather the crops in container with caution not to be exposed to

CHE
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sunlight. Ginseng that is not processed is called soiled ginseng (1:2) or water ginseng (K%).
Ginseng is categorized based on the process underwent into Red Ginseng (fL#) and White
Ginseng (F1%).

Red Ginseng: Rinsed roots are steamed with vapor (90°C to 93°C) for 2 to 3 hours, lower
temperature to around 80°C, and then pick them out to take the heat. Next, dry them in drying

room at a temperature of 75°C to 80°C. The time for drying depends on thic] of the roots,

ranging 7 day for thin roots to 12 days for thick ones. ,
Red ginseng is grouped into Red Ginseng without root hair (F&IRAL seng with root
hair (FEAHTZ). The former is got rid of thin branched roofs an
roots. Arrange the shape by cutting to fit the length of the maj
thin fibrous roots. .
White Ginseng: Peeled with a bamboo spatula, a ¢ color.
When boiled, skin is not peeled, and only the y removing fibrous and
branched roots. Dip the roots in the hot water of 80° inutes, and when well boiled,

pick them out to dry by heating or in ths

k) Yield A
The yield is 300 to 600 kg per 10a as fr

ore than 4.2%

Dilute ethanol-soluble extract: not less than 14.0%

8. Characteristic Classification

Ginseng ¢ Characteristic Classification

Characteristic Variety or strain name
Category Form or quality Mimaki
Plant Plant length
(Fourth year, from ground to top of umbelliform at
fruiting period)
Stem Stem thickness
Leaf Leaflet form (apex)
Leaflet form (leaf foot)
Leaflet length Medinm
(19 to 22 cm)
Leaflet width Medium
(6 to 9 cm)
Number of leaflet 25 #
Leaf color Green
Medium
(10 to 12 cm)
Flower Medium
at flowering period) (5.3t0 6.0 cm)
Medium
(53 t0 62)
None
Medium
(28t032cm)
ansverse rhizome section None
Main root thickness Medium
(2.3t0 2.6 cm)
Main root length Medium
(6to 9 cm)
Main root color Yellowish white
Fruit Fruit color Red
Seed Seed form Flattened

CTHE
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Time of

9. Cultivation Calendar

Ginseng Cultivation Calendar (in Nagano)
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10. Background Materials

1) Propagation material origins

Original plant of ginseng did not grow naturally in the fields and mountains in Japan. In Kyoho
era (Edo period), Edo-Bakufu directly tried domestication of ginseng, and started cultivation at
villages in Nikko. Thereafter, up to the present, it was spread to Fukushima, Yamagata, Shimane,

and bred at

and Nagano prefectures. The sole variety in Japan, “Mimaki,” was selec!
Kitamimaki Ginseng Experiment Site, Nagano Chushin Agricultural Experi tion) during
1950 and 1954, originating from 308 mother plants gathered from f3 seng ficlds in

Nagano, Shimane, and Fukushima.

2) Trial cultivation
a) Plot area 3.3 m® (width, 91 cm x 2; frg
(8 lines x 4 to 5 seedlin,

b} No. trial plants At least 40
¢) No. repetitions At Jeast 2

3) Usage

Stomachics and digestives, antidiarrheal, ticonvulsant, and tonic

4) Kampo formulae ¢

Ninjinto, shosai! shikunshito, ifuto, orento, etc.

Ginseng, first vear (distant view)

Ginseng sced

Ginsene. first vear (closed view)

ar (closed view)

. second vear (distant view}
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Ginseng. third vear (closed view)

A T e

Ginseng, fourth yea

Ginseng. third year (distant view)

Ginseng flower (closed view)

Tuit (distant view)
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