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1. ISO/TC249 \ZH\TF DT ¥ TAGKIEFED
FEAE DO FLR (2019-20) & F DO xfIS



[S0/TC249 IZH 1T HRT D7 it EF DZRELDIRAK (2019-20) & £ D*tIG

H AR ZE B S A iAE  (AMED) ZEFTHFSE
[1S0/TC249 IZ81F 5 ERHME R EICE T 2R FHIME EAELS LA EEO—HEE L TO
BT« SRR DM BFFENE TERPRFRE LRSS WA Ml

1. #B=E

IS0/TC249 1%, HEOEFIEAER (SAC) OHFEIC LY 2009 42 [EBFE UL (1S0) NICESNT-
HREBRTHY . W7 U7 HIROEHER (TEY - @EY - EHEY) 28IV, BRI
WIEEZ HiY L U CTASRRSORA, Sty (B, 792 8) . BIMMEREFTHW L 2Wir &
Je OV U BT 5 IR IERICE T 2 EERE 2 ED 55 Th 5, 7272 L, EELOXIGITIE, EFIT
HRBE (BIRFSUEA S v 7 DEICHT 282 5T) 25 ER0E 3D,

IS0/TC249 (21 2011 D5 2 [RIR{R 5 TRiE S 72 5 DD FHE Working Group (W6) 230 (5
. ZD5H WL 22D W64 £ TILE OB SR Lo T D, —F, EREEHREZ| D W6d TiX,
$E%®ﬁ@lﬁ_wok%%#%<m5h\F%&%Ti$£%@%zﬁ%$@_bk§ﬁ®m&
SFENEFEAE L 2o THEFEROERIIKRE R BEEL EX 2801 H 5,

x 1

WG 1: Quality and safety of raw materials and traditional processing
U5t Bt il & 2t I L OMBHEAIN TIE)

WG 2 : Quality and safety of manufactured TCM products  (TCM T ZEH S W& & L24aME)

WG 3: Quality and safety of acupuncture needles (B SNE & ZeaM)

WG 4 : Quality and safety of medical devices other than acupuncture needles
(BRLAS D ESRBE R O G E & 2 atE)

WG 5: Terminology and Informatics  (JHEER L OMFHELF)

JWG 1: Joint ISO/TC 249 WGh5— ISO/TC 215 WG: Informatics (IEwEF)

JWG 5: Joint ISO/TC 249 WG3/4- IEC/SC 62D WG: Electromedical equipment  (FEFEREHEET)

2. 1S0/TC249 migxE

ISO/TC 249 Tl EMEMNDH S Participating member (P: F (BW) E) & , A7 — =0
Observer member (0 : ¥ (G ) [H) THERL S i, BHETH L HE EFEMIYIZIEEI T 5 P —member 22
E (TEZERS 2019 4 6 Akaly) T2 & &kd (1),



[Participation

2010 AEOFE R LARE, 2019 4% TIZ 10 BIOSASHK LB (2019 42136 H 2 H-6 HZ A - Nray
7)o 1S0/TC249 1% 2011 4EDH 2 MRS TRRIE S 4L72 5 D D53 B4 Working Group (W6) 238 1) |
ZD D HWGL 225 W64 £ TIEE OB RIG L 7o o T D, —J7, EFREREH D W6 Tk, B
EF=mEY] ORKCHS>TZRENZ HIN, BRRETEIPEFZOZEZ H 2T LI LEEED
EFRCHENE PR & 2o TG RO R R E B2 52 2R3 d 5, L5d W6 LISz, Bl
FETIETC249 &V =Y U BRICH 5. ERIEHR A D 1S0/TC215 & OILF W6 (JWG1) . & 6 ITHER % H
VN R R R DO RS AL A T EERGDE & 975 TEC/SC62D & D ILF WG (JWG6) 1235\ THmf [ 52 B i oo Hi A% 5
EBRED LN TND (D), RETINDBERITRRIEY), TAF ERER. ERERICHEDS,

IS0/TC249 DML, £/ L EFEIEMOEBRERKEEZE L CTRT U7 OIERET 2 HEST (TOM:
Traditional Chinese Medicine) D& L, HEFZMFUTILK LI-WHEE | BEDOGHETF~DE
BPHIEZ 0 72 0iEE - AR, 35 X OV ELELIC K 2 @R E A B < 7o DI HER B 1% L CREMmRm 72
ZOMOE L WS T EIE L o TS, ERROBERZFFOHREIL, ERE2 2T TEELOX R A2 AT &
9L LTWD, BIZIE, 2018 FIEER Y — EARHE (BIRFESHE RS v 7 OEICHT 28k 25T
ICETHERL LD & LS, A% O CIB R (P member OFFETHIN 22 NED 9 LR 8, Bk 7.
FHE T THISNTZ, P member OFUTFIT LY E TS5, (2019 45 AT 23 METH S, 2019 4
LV INT2—=RNP AUNR—EIZER L, S5IC 2019 4 7 A UBRICKENEEN, o7 =70
AV ERF 24 DEICAR 572, 2020 43 AKES) ., UL, 2019 EORESTHRET 2T, FHR%2 LT
WAHHENL RO THE) ICET 2 HREREZ ER(L LW L EEROCAEEE RN TEY ., H
AL LTIE, — (IS0 Directives) (ZHI» 72iE e 2 JHANZ L72kSOEREZ S| ZHtTHZ & T, 7
=7 —CHEAEO S HEE ONENEE E— L35 2 & T, toELx OBRESLBLHIIL TN D,

3. BARORE (JLOM)

1S0/TC249 @ H AT DAGKEIE F DOFEUE(LIL 2005 412 WHO DEHEEZLHFEOEEL T e Y = 7 b~
NIEH Z BT DT DI ENTT BT I T OEEGERTH D BARRFEESY I v a3k (JLOM: The
Japan Liaison of Oriental Medicine) NHLE72 DY LTS, ZDIEMNITERMBIE - FURITEL
L OBBRE LD T D, JLOM RN IT 4 DD (AAESES . AARKREESS, FEERY



&, BARERTR) & 2 DO WHO BF5E /1 > % — QLR KR HRPEE LR AT, & LK FERE
F) MBI SN TV, BUETIZES HIZ, AAREBREEY S, ARGHRIBR TS, TEREFR T
2. BRSNS O 4 HUKR b > T 5,

T, IS0 TOMEDOLITHAROFHICHMNERE L ORAER E LIZEREER TORETIIRL ., 5
MRS & VEPEEZDNNL L2 B AT A D ENLRE I TR Y . BHEEMRILEZ K HKEL
W, — ., BARIEIREZZEHEL L, BREFEOBEREEDO L LICEE TR BORELZ RIS 2
AARF A ERZ R L Tk, BRI L TR PRI IS < Bk, BECEREY: ()7 - Bk
%) BT HZLNROLENTVD, LIRS THIEO L 5 REHIREIN D BUENER AR
SNEBEHUE LT D & ENHR & OEZEPCHEEZ KT O 6 HEETZAMICE AA
DAEMEFRIBICHEL KT L, OV TCTERICEBREEEL GO T RS 5, 207D, AR
TC249 IZB W TR ARIRILA & > THIS R EA FET 5 M0ENH L5, £72. AAREF IR EES
MOEEL, PEFOEET L IXFERTIES 503, 2 ORTHOERER TH L0, AARESG L H
EPRHET L DERY L ARZIAMICT HMAEDLETHY) , SHICENEFFETRETELH LI
TLEMT D ENEETHD,

4. IBREFRETIZ I1S0/TC249 THIIL L F-EfF#R4& (International Standard :IS) 45 F#
(2019 4F 12 H R AL @ FEAE[EIH 32 Z244)
IS : [EBEHAS, TR : Hffi LR — b (T TRER)  FHRIZHARO R
https://www. iso. org/committee/598435
2014
L JRE A HEEE S (IS 17218:2014) WG3
2. FHER=2T O (IS 17217:2014) WG 1

3. ABFOEAFEMK (IS 18664:2015) W62
4. FKpFi#s (IS 18665:2015) WG4
5. REEERO—REM: (IS 18666:2015) WG4

6. HESFTOa—F 17 (Partl:#HK) (IS 18668-1:2016) WG5
7. DRE B EENE R (IS 18746:2016) (H AN S DZA}) W63

8. FB®—Part 1: Chinese Materia Medica (IS 18662-1:2017) WG5
9. WESETOa—F 47 (Part2 : #£) (IS 18668-2:2017) WG5
10. FESRTOa—F 17 (Part3:81K) (IS 18668-3:2017) WG5
1. FESRTOa—F 17 (Partd: 1K) (IS 18668-4:2017) WG5
12. FEFTORKMFESH (IS 19465:2017) WG5

13, A2 R= D O TLEAPERFED AR EAE (IS 19610:2017) W62
14. Wes| v v 7kkds (IS 19611:2017) WG4

15. IREEH R 7 AT 2 —H— (IS 19614 : 2017) WG4

16. FEETL M7 (Schisandra chinensis) OffE (IS 19824:2017) WG 1




17.
18.
19.
20.
21.
22.
23.

2018

24. R
25.
26.
27.
28.
29.
30.
31.

2019

32.
33.
34.

35. [
36.
37.
38.
39.
40.
41.
42.
43.
44,
45.
46.

47.

Ga Sha =+ (IS 20308) WG4

£} (Salvia miltiorrhiza) OFE®E (IS 20311:2017) WG 1

HEEYOYV T I F =—r~F—U A bOa— FHHA (IS 20333:2017) WG 2
H-t =, (Panax notoginseng) Of#fH (IS 20408:2017) WG 1

H-t =, (Panax notoginseng) DR « {3 (IS 20409:2017) WG 1
2V o — S —HEEAEHNT S AT A —Part2: PR (IS 20498:2017) WG4

Y (Artemisia argyi) (1S20759:2017) WG 1

KW OGN T.O 7D O 4% ZEE: (IS 19617:2018) W6 2
Fé R EAARPTI ERES (IS 20495:2018) WG 4
TR : SRR DIRYLE . (ISO/TR 20520:2018) WG 3
A - BRR Al H AL O FR R (IS 21371:2018) WG 2
TR : AP o Fiig HaE & flints = — K (ISO/TR 23022:2018) WG5
TR : HAPE S A O RHAIHEE (1S0/TR23021 : 2018) W65
WD a— K27 4 (IS0 20334:2018) WG 2
TRAMER A A BAR 2R H. (IS0 20493:2018) WG 4

BEARHNE O 7= O HalfE koM (IS 20487:2019) W6 3

TV o — A —EHEGENT S AT —Partl: SfREME (IS0 20498-1:2019) WG 4
a2 — A —H BN S AT S —Parth: H A L FEAORS L FHE (ISO/TR
20498-5:2019) WG 4

JEER AL BT RAAE ZE (TS 20758:2019) WG 4

TR EARSE . (IS 21291 : 2019) W64

HESEMOTZD DT A FEAAE (IS 21300 : 2019) W65

1% (Salvia miltiorrhiza) ORERZ (IS 21314 : 2019) WG 1

227 (Ganoderma lucidum) DFFEMA& (IS 21315 : 2019) WG 1

WBERR Isatis indigotica root (IS 21316 : 2019) WG 1

&481t (Lonicera japonica flower) (IS 21317 : 2019) WG 1
MR 0720 O EN: (IS 21366 : 2019) W64

8kFZ A} Dendrobium officinale stem (IS 21370 : 2019) WG 1

Kk Gastrodia elata tuber (IS 22212 :2019) WG 1

2T (Angelica sinensis) OFE (IS 22584 : 2019) WG 1

BREAI P EE T & VEVEE T O ORSIRHFE O G & SRS 5 72 O OREIR HFER RO 7
=Y — (ISO/TS 22990:2019) JWGI

HABRA SR OFEHE(AERL OB SENENL  (ISO/TR 23975:2019) WG1

o BUEREH ORI

42 BIKS (WEAE 46 JKS, —FEFERIRFHAIE 46 HHS)
1S0/TC249 d W65 M HFEL V. 1S0/TC215 (EHEH) & D Joint W6 ORI/ D F -



1. BEMICTARUENRLZ D (TC215 1X 142 2 [HDORENH H T2
— IEC/SC62D (FERIEEMA) & D W6 bd 50, EXHwEROFEMFZOLNE A7
7o, 1FEAETEENE LTV [BIFEOH A ]

® [\ LT\ 5 IS (TS/TR) MEIL., fkkeH,

2016 4F 2 2, 2017 45 16 BfF 2018 /£ 9 ff 2019 4 16 Fff & EH F7-MEtT
OB LM (RELRSET LIZH D7 2021 4£121% Systematic Review ABDT7=.
JEARRRFH AT 5)
® HARDZEM pAL R RIETS - SRBIH - DR - HEERIR)

O VG =& DEMH DR Y : AEFE - BAIBILR (W61/2) & FFEBIE (W65/JWG1) DZA{F2H,
AFEEE T 47 DR TAFEDOIFEE(LOENEN. ZRD 570 EO TR B MFT STV
D, S, HREBECH ., RMHEOE EALD -0 O 3G am S 4 D #kk
O BHEDHE TS HIZEMFEZRD T, T—~E2ELE LTS, 4% LEE, RN
WL DREDSNDLDOT, BREFOFREL V) ERTIEIHMETE 228, PEICHE
L CAW - BEOEIROZ UNMILE (E2 D ORERIJEOROVARL L) IZ L - Tl
REBRAM LD SR E 72> T 5,

7ol 21, ZOEBORIUL, 2018 FIIFEECY — B RITREZ LT 2B L2
scope DYLIRAENBALTIHA LT-, £ 72,2019 4R i@ in b4t 2 (IS0/TC314) & @ liaison
e DI E TOERBP G LN & HAIRBIBUINE > TS 72, HARE LTIE
HEEELS ASFo TWAONRBRTH 5,

5. 2B IUZ NG DIRK (2019 £F£5 10 BIRETOXIG)

KEEORENTZ A « Nvay 7 TRESHE (P AU A—EH BREEDH 5423 1E)), SEDF
DOE DI, BN Z K eH T 1S0/TC314 (G b fte) & O (Liaison) OB TH o7,
FNEORIREN B - 7= (k1) 23, BINEX e ﬁ%LL.%W@fLVW%’i Bl LA B
H72, FINLTDH T EDEBVVEHIESD regulation OHDHE (H « 5 « 55« K - e L) & &HE
20 regulation OFRFENLDOE (AL« A ZUT « )L T z— 733&) BLOHHE (F : 20K
E) Of<Tik, #mniEExerol, Ll ﬁfif@% %R0 & H e R E T E OTEEINE & Mt
D& ABRAKINIC, 20 TC LOEEELZIRDGE, FIcREBMENZ BfE L LTS Z LR Z
k%%\ﬁ%®tW®ﬁﬁw%@éhéo&k\%l@éﬁﬁiﬁ%uT@lﬁikh&T\E%B#
EDZ, 2HOHMEREER TH D (PE K 50-100 4) - wE (§ 4-50 4) + HA(3-40 £4)), HE
THAEMENRLNE DOFENZ N, TCAERE LT, AW - R AEBEAH R L2 a2 #IcEEE< ., 8l
BT HUMERD D,

*VE Moo TC L oEEIX, WETOER & G ERERICITON D2, SEITEE & F5 R Ol C
DHITz, H 10 BORKRE T, FRAEICHRENIC/R 7o, AARL LTI, BLEEFL RGN
{2, ISO Directives Y OFNE L FINEDOFEALEZT D L 5 Ik 2T,

WG1
Scope 1L, RIREM DLV, ZOWCIZEIT 2R8I, FENSMEDNCIRE I N D ERKOMEUE
BT, BARIZE > TUIABBEIRICZ KA LZ RIF T, BARITIRERFCIRRE O 2 Y %2 5



Tl EHWRO NS T NERMMTAZE WS R X R EZITV., WGRETHLZDE
ZITMNEE LT 2O DRERITH LT HANDREN WL D 1@ X ), RERAEZ2ImIE L
TWD, 72120, BUERAELTWAH W Th D,

WGz FRBEWEDTENEEOHE
iN=] 7 /N =) -1 X YR SER
Scope 1 TCM %uu@ﬁilﬁ\ DDE;ELL H ':Pﬁj@{ﬁﬁ;i ‘F{“)E%Héﬁ
A RLICEE T 2 EBEREZ R E, HAROE T RIFIT B mr e (FHP)
mE-TeMIc
fiE & S L O, = OIS A % T “**“’“i“*’ MY SR

RVE D IEE), RAMHELRORE - REWRECE  (rmecen
T2 GVE R R OV TR B o SR IS BT 5 1L me. WETEOEE
B 2 A UIERE (IS 19617:2018) . FfA Iﬁ

& U CRERIKAE 0 TCM B 5 <00 B O R B 72 TOM B 5 FRE (15021371)
DENTHRERME LTRET 552 P12 56308 FHB - EEREELLE

BHD, BERENZNNG TH D,

WG3

Scope (% [Standardization in the field of quality of acupuncture needle and safe use of
acupuncture, not including clinical treatment or efficacy of acupuncture (FRDIEFR X
AT IR %2 bR < RO 22272 I BR324 ML) 1,

HARRGE X — DY H OIS T, AAROZHENEZ T 5 JF CTEEAEEIIER STV D, $1i
BT LEHEMTHET ORISR (Safe Use) (IO T, BRRFET Safe Use DEHRNIIEAL &
. BRRBIE O RETH DR K Tl Sz, BEPHRS LTE TV W6 Th D,

WG4

Scope 1% THLAS O EFHEER O SE L IRFPIE RN R 2 R < 2 b DEFEMES D227/ 1,
JWG6 : IEC/SC62D (FEAIERFERR) & DIL[FE W6

We4 Tl FETIC2Miss (IRZ - & - Eoids) OEBRFMENZES N TWDH2, BHA
IIERHER O EERBIASZ 14 (TS 20758:2019) B LT, HR2HWAROEFRHMKE S ) — XD 314
D9 B 1OIEANL (IS 20498:2017) . H AFRRE DFR Y 2 SO EZHEAR EBAU (DTS 20498-3 : Color
chart & DTR 20498-4 : Peripheral visual instrument) (fHY : FEEKFL BT “F£FE—)
MBEATH, —HZREREKE L TRERRD LTWDH N TH D,

WGH

Scope IZJH:E & [ (terminology and informatics) DIEUE(L

JWG1 IS0/TC215 (Health Informatics) & dH:[E] WG

PEOAFEO R, £PR, Y OERICET 2 BUECHIR - 2B ICETIHFE kT 52 L
L2 %, o W6 ICREET 5 FEE A EEIL T 5720, Mo W6 & oL b > TEE T 2 LEN H
5o 3B HRDE S EEFLHT20IZ, HRDHE— LI HEEICET 28R E2 T 50BN D,
EHEOMEMIE, DECTIEHAROESFICHEZRITT ZENBEINIRZBUENEFEEOREN



ISO/TC215 76 JWG1 FRH L CEEIREEN TV 5D, 2200 W6 & b RENAH L TV 5D,

SHOBADAE. B

TCM DA DIEREAL S RN L DT D722, FRRETOBERZEGE L, AARET BN EN X

DN WG T EITHHRBOERE THEELZ B BRI L < LTWD 7o, iR T H Tui

WEEZTWD, 7o, BREFOAFV VF I T 42 E£6 57010, S%ITAARLGHFEICET S

FrlteRE 425 (W6h),

A2 =T RERPHEE ONFI TN LI T 2F0RICE i xHET D

FRROMIEEEER COW N EERT 720, ZNETOHBEOHIERING, SHITK - Z0H

4 DEICEF LRSI LTS GEAE), ZOIEFNOFEE 0L o B —iF8 THHD T <

T

1S0/TC249 [EWNEFEMIA L L COIFBEITEAREZ JLOM 2> 53R (B AE G A SRMAIT S - B AR 2RE

s TS A N —EBRHA) (27 b S, JLOMITFRBRE DL E D & LT Z OF#E 4 382

BRIk

A&, B4, R OB RE, BIRE OIRARITRIG T D IRHISLHIEE R LT,
(2020 453 A 15 H)



2.

TR - ARSI O E AR HE(LIZ B9 D ST



PEMRRERRE NELE - EERBOERRELCICET SHZR
PIEBRAIE HE B RASRRRRY  HE

MRFAFKOEME L UVRE

IS0/TC249 IZFB W THER S 40 5 EBEEN TR E OB HE - A SEGEITIC KT TR 4 R/ MRITID 5
7o, 1S0/TC249/WG1 (AZE L ARKHINI TIEDIERE(L) I8 L OW62 (TCM Hih DIEHE(L) 1Z361T 5 [EIFRE
WEERIEENC S L, % O L OSSR RICOWTHFZE 21T\, & 2 T4 U5 K O OxHiRIiz
WTHEEIT 5,

R

1. 1S0/TC249/WG1, WG2 [CH I+ AIREIZHTHIENERDELN

ISO/TC249/WG1, WG2 (Zxt9 HEANEHE (KBS 1) &, b HBHEL T, TC249 (X3 AENOE R %
ERL T, (SR OWEZEIT -T2,

#1ME 20194E5 A 13 H
#2ME 2019458 A 3 H
%53 E 2019 4F 11 A 17 H
Al 202042 A 16 A (FE)

mk, ENSHEEERT 2ANCIE, ZRIT FE. BPEO VX 2 L—3 g v FEERORD - B,
flEDO L X ab—a v MEORNZHRE L7 ETEHEICOEL, BRGNS L d X O %
1To7.

4 BIOENSHEOFERE SURICIRMTT 5 (EEF 1-1~1-3)

2. EREEADHE E X
PLUF @ 1S0/TC249 DFEEAHRICTHF AN— F 2 kE LT, ENSETOREFHEEZEE AT, ¥5%
177,

201946 H 3~6 H 1S0/TC249 % 10 0] £A%iE (XA N ay) [104D=F A3— R & RkiE]
20194F 6 H 3-4 H 1S0/TC249 %5 13 [ W61 &% [10 4 D= F 23— N &2 IRE] (RAHEE 2-1 2HR)
201946 H 5 H ISO/TC249 %5 17 [MIWG2 & (94 D% A 3— R &IRiE] (IAHEE 2-2 &)

20194 12 H 2-3 B ISO/TC249 % 14 FI W61 £ GER) [15 4D A 3— M &2 JRkiB] (RFAEE 2-3
Z )

3. EFRIREADI I

WG1, W62 DIERERICE L T, ENOEEFOEREZEN L, 31 HhOEBERE, 8Oz F A/ X—har
AT —a By a A hy— a2 TYTo72, (201944 A 1 H~12 A 31 HO¥)



FEEOFEA & | WRITIT R 3 22 M

4. BEADLDRE

HIEMN Project Leader (PL) TH DL “Traditional Chinese Medicine—General Requirements of
Manufacturing Procedures and its Quality Assurance for Granules” |ZBH L. co-PL & U CTIERH
#iTo77, 201944 A 10 BHIZ Working Draft (2% 9 5 WG—consultation 2% T L. Yes 31, No 5,
Abstention 6 LEKELIM TR -7z, 2019 45 6 HO a7 THRES D W62 2BV T, PL 28K
JEDT=8, HANS Wo-consultation RRZZHE BN E R A AL T, Working Draft DIEELRAEFFRK L
7M. SLRHEEERNRS Y . B Working Draft ZEEL (RFASIE4) | 2019412 A 12 AN D
2 £ H @ WG-consultation Z i+ Th 5,

F72. W6l lZxt LT, PE% PL, HA% co-PL & LT MMM OFR: &L REUZBIT 2 — K ER] o
RREB 785 720IZ, HAT Working Draft ZfEp L. PEME #rilfi/z, PETE, FEENT 2020
FEOEEZHA~DREZ HGE LT,

5. WG1, WG2 TOHEIE

WG, WG2 TITHOIN TV D EFEREERIZHOWTIE, FliovA vy T L, BUREZHEET S L 512880 T
5. 201941 A 6 BEEDIRIIL, IRFMEES 0l Th D,
6. F14EWGT =& (HRE) B

2019 4F 12 A 2-3 H 1S0/TC249 % 14 [FI WGl =%, HABME L7z, BRICHT- > TiE, A7t
7(//\_‘«(—%{}_‘\ /]’Tl-/fso

UE
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1. BIESEUEROERESIVERER

13:00-17:15

iTER 1-1

Z8=1 2019FE 5% 1[0=&

EH PE. BIR B

f8ER. I

R
L) #¥=A PR (O EBEIVNEN IPIFR-b
RETER)
Quality and Safety of natural materials and
WG i i . FH AR A
2019/2/18 2019/2/16 WG2 | Consult | NP 19609-3 manufacturing products made with natural Approve Y29N3A2 L1, VR, S, S, %
ation materials - Part 3: Testing of the absence B iR, 5
of contaminants
Quality and Safety of natural materials and
WG i i . FH EAR A
2019/2/18 2019/2/16 WG2 | Consult | NP 19609-4 manuf_acturlng products_ made with natural Approve Y27N3A3 L1, VR, SR, Se6, %
ation materials — Part 4: Testing for [T
preservatives and non-wanted compounds
2019/2/19 2019/2/18 WG2 cD CD 22283 Determination of Aflatoxins in natural Approve Y16NOA6
products
WG Quality and Safety of natural materials and . ek
2019/2/23 2019/2/16 WG2 Consult | WD 19609-2 manufacturing products made with natural Approve Y34N6A2 L1, JIVER, e, S, B
ation materials — Part 2: Identity testing R FIR %, 55
2019/2/25 2018/12/31 WG1 DIS DIS 22584 Angelica sinensis root Approve Y14NOA10
2018/12/31 14 Determination of benzopyrene in processed
2019/3/1 WG2 NP NP 23956 Approve Y10N2A10E7
3/ 2019/1/23 {£IE natural products PP
2019/3/1 2018/12/31 WG1 NP NP 23959 Glehnialittoralis root Approve Y10N2A10E5
2019/3/1 2018/12/31 WG1 NP NP 23960 Glycyrrhiza uralensis root and rhizome Disapprove ‘
2019/3/1 2018/12/31 WG1 NP NP 23962 Ilf’(r)'gtcessed Aconitum carmichaelii lateral Disapprove 1/22 FELER
2019/3/1 2018/12/31 WGl NP NP 23964 Saposhnikoviadivaricata root and rhizome Approve
(8 NP)
2019/3/1 2019/2/21 WG1 NP NP 23965 Bupleuru_m phmense and Bupleurum Disapprove | YON3A10ES
scorzonrifolium root
2019/3/1 2019/2/21 WG1 NP NP 23966 Panax quinquefolium root Approve ‘
2019/3/1 2019/2/19 wel NP NP 23968 Grawmetrlc determination of total ginseng bisapprove
saponins
2019/3/1 2019/2/19 WG1 NP(TS) | NP TS 23969 Commercial grades of Lonicera japonica Disapprove
flower
2019/3/1 2019/2/21 WG1 NP NP 23972 Zingiber officinale rhizome Approve Y10N3ASES
NP—TR Microscopic examination on medicinal
2019/3/14 2019/2/19 WG1 iy NP21310 herbs Yes Y13NOA9
2019/4/3 2019/2/21 WG1 NP NP 23194 Crataegus fruit (B NP) Disapprove
WG . . - s
2019/4/9 2019/3/13 WG2 C;){i\ts;;lt CD 21373 Herbal Dispensing Services Approve Y32N3A3 K. O, S, R, 75
Ix
WG R, SEIEF, ik,
2019/4/10 2019/3/14 WG2 Consult WD 23419 Quality Assurance for Granules Yes Y31N5A6 f E‘E{,f ;’; 'f\]m”;;;
ation R 5eH, PR
Determination of selected Aconitum
2019/4/11 2019/2/21 WG1 cD CD23191 . Approve Y13N2A7
4/ 2/ alkaloids by HPLC PP
WG FH R TE, PR
2019/4/30 2019/4/18 WG1 Consult WD 21311 Astragalus root (Astragalus No Y23N19A0 FEE. BRR. 52, .
ation membranaceus)— i NN
WG ) R, SEIEF, iR,
2019/4/30 2019/4/18 WG1 Consult | WD 21313 Platycodon grandiflorum root No Y22N19A1 FHER, BRI SR, SOER,
ation 1, A R

'H
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2.

WG2 Freising &5k

2018 £ 2 A 25~26 BIT/\+A TILINEEMRITHICTITONE 16" WG2 £E0DiRE. Hl(d

[ISO/TC249 16th WG2 Meeting ZEXE| S,

XHE®D Zhou Hua K&LD. 2019 KD WGl =EZBARTHIEL TBRULWEENH DTz, BANS

GACP IZRZH U TVDIRSMET DT EEBPORESNTIFRVWA IR TIEHREREERREND2D
THAREOCESIRMHOBRFRIFHNIZES D, AIDERELT. EEMI(C Plenary =&z BATHIE
TERLDT, BEDWRN WG RESSVEHAREBEGREIZEVWSEREH D, LWINICHEK.
WRFRTE. COMBEZRITDZEEFTERV, MIBEECTOEFECHDIDT, ERNRREBEF LIRS

EETD.

3. INREEDRE

1) CD (WG2): ISO 19609-1 Quality and safety of natural materials and manufacturing products

made with natural materials -- Part 1: General requirements (5/17 ##t])

>

Yes. X2 U,
HAREBHERFIETH D,

2) CD (WG2): 19609-2 Quality and safety of natural materials and manufacturing products

made with natural materials -- Part 2: Identity testing (5/17 ##t]])

>
>

3)

Yes, X2 k&0,

HARE, BEFRE (CHCI3) OFAFEFFELSBRVWEERUGEITTODH. WD NSEXTELVE
W UM U, ITFORIRMNMEMESNZDT., BEZDAHMEIET D, AX 6.2.2.2 Chloroform gradient
grade/HPLC grade (CHCI3)(C NOTE Work with Chloroform may cause critical effects on the
health of staff]

Chloroform &E#R(C Toluene (CDWTCEFIRZEMHEEITDICEAXIAS NT B,
LEDR. Chloroform (SERZF T2 &I U TR DEZIEZ D,

NP (WG2): NP 19609-3 Quality and safety of natural materials and manufacturing products

made with natural materials -- Part 3: Testing of the absence of contaminants (6/19 #%t])

» Yes. OX> k&HBD,

>

WD 7' Out line LNILTH BTz, REDEMIIABETHD. 71T Proposal i’ 35E(E5IHT



>

4)

BDEIDCOAXT T D,
THR)(—= MNIFEHSA LT D,

NP (WG2): NP 19609-4 Quality and safety of natural materials and manufacturing products

made with natural materials -- Part 4: Testing of Preservatives and non wanted compounds

(6/19 #wtl)

>
>

5)

Yes, OX> k&0,

WD M Out line LRNILTHDIz8. RBEDFFMIERATH D, 74T Proposal i’ d5&(EEIHT
BEDOCOAA T D, Fe. AMFETENRRICET D WG2 ORMIEN IEERERSVERED
HUE(E WGL DREHAFICIRDTULND. WG, WG2 TEEZ EDLDIAI KT D,

THR)— MMIFEHSTAETD.

WG Consultation (WG1): N 1046 Andrographis paniculata herb (5/23 #%t])

tz>=>L > (Priority rank 164.5)

>
>

6)

No. OX> kD, (100 7L TFIE No &£ 93B)
TS5AAVFAMMEWNWC EEZDAS bT D, THFR)— MIFFRUN,

NP () (WG1): N 1074 Codonopisis pilosula root (6/26 ##t])

N=> (Priority rank 34)

>
>

/)

Yes. X MU,

Moisture. Total ash. Acid-insoluble ash . Ethanol-soluble extractives L\ 11E should + #74&
B, Annex [CEEDMRHNEN D DFRRLE D, TLC #EEREHER ClE. lobetyolin EWLWS{EEW&(EHD
¥ such as 7RO TRALED,

Annex D (informative) Ethanol-soluble extractives (CDUL\T. 21%TI(372< 25% (IP17) T
DIEZEIA KT D,

TH)— NI RE LT D,

NP () (WG1): N 1077 Paeonia lactiflora root (6/26 ##t])

= +72%7% (Priority rank 19)

>
>

Yes., OX> RAL
Moisture, Total ash. Acid-insoluble ash . Ethanol-soluble extractives L\9'NE should + iR4&

'H
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fB. Annex [CEREDRENEN S DARAIED,

» XHdD Family name (&, Ranunculaceae T(d7&<. Paeoniaceae ([({EIETDEZIA AT
Do

> TH)\—hMIRETAETD,

8) SR (WG1): ISO 17217-1:2014 Ginseng seeds and seedlings Part 1:Panax ginseng C.A.

Meyer (9/2 ##t])

> S THREULORERHGMEZ TV, Question &LT. ERISEALTULD or IR (SEH T B
7zeb] M TYES] HBE /2> TWVWBTEs. IMASNTLSIIRENR T WERRRT(FRL, BARICED
TWEIR IS TIFRWLWA, 2RSSO AZZEREUTHIEIT S, /\>OUKR(CTIHERINET D L.
ZERUCHVWTIHMEERDEEZ IS & THBER L TH <,

4. DISANDOERDEFIUNEE

- DIS 22217 Storage requirements for raw materials and decoction pieces (5/14 &)

> REFFMHCEHNTND [shalll Z lshould] NEEBEUTARUWEEZH UIEA, EIEEn TV
72U\ Zhou Hua KICIE, £7T [Shall] REELBD TLBINTNTRVDNZEFITHRT D,

» Introdaction TIZETHREFEHNERDZH. AXPDEZ modify TEDELTLIN, AX
Tl Shalll i'% <EFENECDOTEEEN SV . KEGHLBRETOEBEAREN—E LN EWNT
RVAY, BIZI(E TN 1077 Paeonia lactiflora root] Tl& [Cool placel. REMHTIE Normal
temperature] &> TLVD. 5.1 T [Normal temperature & Room temperature (&. Cool
temperature (CEEHI 5ND] L& NHDDIEH. CDRISHEER,

> KRPOEFOILHE. FELUSNOE (BA. BEGRE) GEECEDIHE. EZ A > (FHREDH
DIZHATE],

5. Plenary meeting Bangkok /&

5-1. HFRRIBREADIIG

<WG1>

®N1018 Sinomenii stem (WG1)

IR (BFEIRAL 68 £i1) : BEIBMINFEVDTES TV ZE(CRBIZSD,
- Boxed value OERAEZIHULVIL—ILICETIET D (FHULIL—ILAYETE) .

- [3.2 marker compound] (C [sinomenine] &UL\SEElNH D
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- [5.3 marker compound] (C [sinomenine 0.50% k| &5E&HNH S (should E7x> TLBHY,

Such as ([CTRD TLVRLY),

@N1019 Perilla Leaf (WG1)
VAT (BERIERL 254 fi7) : BRIRIMEVWC EZ2BRIT D,
- [Scope] (C food supplement, functional foods &72> TULVBDT NG,
- 3R5CETIE : [Introduction] @ (import) — (important) (C{E1E.
- BIHDY A NUICBEBRZZEHIRN.
- 6.3, 6.4, 6.5 (CFIBMEMNESH =N, [shalll E2>TWLWB,
- [6.8 Contents of marker compound] (C [6.8.1 Scutellarin] (C [shall] T [0.03% k] &7
DTUL\D, Ffz. [6.8.2 Rosmarinic acid] (T [shalll T [0.05%M ] &7@>TULVD,
- [Annex E] (C JP17 M#Rt&fE (Perillaldehyde 0.08%BL L) MRBRENTULVRLY,

®N1020 Myristicae Semen (WG1)
ZOXD (BSEIEL 164.5 £1) : BRIBMIMEVWC E2BRT .
- [5.5 physicochemical indexes| (CARA&MED table 1'%, Annex (informative)(C 3 B(CINIE
B,
- [9. Storage] (C 25CIAF. 36 months MIRHLANEA, [shall]l D& Eix> TULNB,
- [3.3. 7.6 determination of dehydrodiisoeugenol] &18tZRD&sCa L CLVD (CP2015 T(X15
=R T) . FRIBME(L Annex E (informative) (C&ELLEEFRH D,
- Packaging, storage and transportation ([CH-f JDiE&E NS D. JE—RHEV\DAIEESD D

@N1021 Nelumbo nucifera Semen (WG1)

L>Z0 (B5EIEfI 164.5 i) : BEIEMEVWC EZ2BRI D,
- D7 L AN IPL6 &y,
- Inspection Water, Total Ash D& THENEIZ/R0\,

®N1022 Jujubae Fructus (WG1)

AV (BSIBLL 75 A1)
- [Scope] (C food supplement, functional foods &72> TULWBDT NG
- MDORB(FF T/ VIREER
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®N1028 "Panax quinquefolius L. seeds French title" (WG1)
PAURAZ DD EF
- [3.14 viability] (CHWT. EBRETIERUIC Tetrazolium Test EEFENCEE.
- [4.2 Panax quinquefolius seed| MIIBENET [shall] TEEH=NTL\D,
- [8. Storage] (CHULT. 15CUTF. JEE 65%LLF. [should] TiE&k OK

@N1029 Determination of ginseng growth year (WG1)
ABDEBFHDORE : 90V MIFERTHNUEIBHENRNIS, EDSUTERLEIRS TS, TR TIE
ZNKVDTIFRLD,
- [5. Test methods] Micro-CT ZAWBDZLICDWLWTESEZX DN
- [Annex A] #¥informative T(d/R0\,

®N1030 Panax ginseng C.A. Meyer-Root and Rhizome (WG1)
22> (BEIRAIL D). O9>> (BSENEfL 164.5 )
- [4.2 TLCJ. 4.3 HPLC] (C method DN HD.
- [5.1.4, 5.1.5] (C moisture, total ash DFEN [shall] TE&HNTLD,
- [5.2.1 Saponin] (C saponin (total) 2.5%7#" [shall] TE&EH=NTL\D,
- [5.3.1 Saponin] (C total saponin content MFAZMENS [shall] TEEEHNTL D,
- [7.1 test methods] (C gravimetric method Annex A &&3MEMI7R Lo
- [9. Storage] (. 15CIATF. JZE 65%LLF. [should] Tic&k OK
- [Bibliography] JP16 &0\,
- [All ginsengs shall be not less than 5 years] &EE&N DD, 4 FARDERIEEIGEETH DU, 5 &
G EZEMET D EICHEENDD

©@©N1033 Commercial grades of Panax ginseng root (WG1)

—2TMFEM : Commercial grades (XIS (CUTARU LAWY (F2F>HD TR BEFRESNTULD)
- [4.1 Grading of red ginseng] (C Grading (CB§9 3 table '3,

@N1034 Cornus officinalis fruit (WG1)

>33 (BFEIELI 164.5 41) : BEIEENCEZERT D,
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- [5.5 Loganin and morroniside content| (C Loganin. morroniside Mit&kds D (should 52&k)
- [5.7 Pesticide residues content] EEZNEIFSNTLY (should).

- [9. Storage] (C 25CLAF. 36 months &d&p 0D . [shalll TEEH=NTL\D,

- JP Tl loganin DHEELTLD

- CORMICRST [6. Sampling] A [Shalll TEEHE=NTLD,

@N1036 General requirements for primary processing of raw material (WG1)
—IRINT(Z3ReD SN DM IREAT

- [9. Requirements on institutions and | (C personnel (CR 9 5t D,

- —RIIL &9 372 5(1E GACP CRAGRT DERN BB,

- [UNFEEFRD raw material ZmEBRIET D] CEZBEAFEEE L TLD,

- Raw material DFEE(EH. Crude drug (FFEFRER) D&\,

- Primary processing MOEZZAIE(CT DENHD (HARYHED primary processing DEZE &
HIx3d, BRDIBE, 1&/8(d secondary processing). Secondary Processing i'S#&H T 3H]
AeEN D DM

- IS T(378< Technical Report T(E7/&kUL\hHY,

@N1041 Scutellaria baicalensis Georgi root (WG1)
FADT> (BSEEfI 8 £i1)
- [Introduction] (C limit value (CBI 9 BF5Ldp D,
- [Scope] (C food supplement, functional foods &7&> TUWLWBDT NG,
« KXHDOFUEEN [shall T limit valuel (C72D>THD NG,
- [5.3 Moisture. 5.4 Total Ash. 5.5 Ethanol. 5.6 Content of baicalin] MDiRA&(EN' [shalll T5E
B;INTULD,
- [5.8 Pesticide residues] (CERFEZMNEEH N TLD,
- [9. Storage] (C 25°CLLF. 36 months &d&D. [shalll TEREEINTL\D,

<WG2>
@®N1017 Inner Pack of Decoction Pieces (WG2)
- Inner Pack (CDWT. PLICHEERLTZEC 3. MlRF CTHER (BRF) ZU05 9 SBRICERIERUE
BEOZIEMT D EEFRDT,. TOBEEMICEATI DEDZ Scope (CLIEEDT &,
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- BRICEFZERN,

- Global relevance #W:89 3.

@N1032 [TR] Chemical profiling of herbal medicines (WG2)
FEREMOEFETOT 74U  BIFESICESTEVDAR

- BEOHA RSA 2 SERESNIZED

- HPLC. LC/MS. GCFEF(CKDDITEDHA RS>

®Fermented Cordyceps Powder (WG2)

HZERHERATEDORR

- RUSDHRICEFRIFREE : BIHERUS

AR SBRRSEAN (G, BRZFEARRVBEEZRE L TVDHBERISEMRRV, 30 FHa<A]
(C. FAEROHHK (—HRAEFER) CHNT, XREEHEMRS D\ EEOKMET+FXZFERL
TEEERND AR ESNDAEEECDODVWTHAR LIS ENH D, TDERIE. IBERSFERFHIN R <

(B FShBZEZHIZEDERDTUND) . K<KDONSRVDTEHFFPH TIFLWLWEDEIZZZ T

TLd,

- BATERERERE UTERBESNTLRL.

@N408 Simplified “Accelerated stress test” application methods for products made with natural
materials (WG2)
- Date of document 2019/04/21 TIREHAREBX DFEMSF. BWRIEHDH THIUTLU,
- PL : Hans. Co-PL : Zhous.
- B ERERER(CRA T 26D, BARATRESN TVDIEMFICIRWEBREHD. FFROLSICH—DBH
B> ERIRD . RAVSIERR D DH DR THEDEDTIFRLY,
- IS (CIT2EN. wEMZRECT D,

5-2. ZOMMDIREADIRE
®Quality Assurance for Granules (WG2)
- (fEsHtID) DIS: 20208 6 A 11 H. 1S: 2021 & 6 A 11 H (36month)
- WG-consultation @OX> MMIHIGU. I\ OAORBECTHKRI DFE. SEDO/\>OT=FET CD

HED resolution ZEB7=0\,
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- WG2 TREANZEFZREBLINTEELTVDESH. ETOIRY MMIH UTTERMICH W
FIRRTIFRAV, COFEETHIMTLTAMULWE LT, REBEZBDHETIRUYD,

@N0174 [TR] Taxonomic names of medicinal organisms (WGS5)
EREMONFEL (BERR)
- DREFE U TREYRDENRESNTVND ., +RRDIEFOMFICEDVWTIER LRI NIEEIR SR
WED., DFEFMCIELLIBNEZBZVWDMERLU T, B TS RVEBRZILEA D,
- [Quality Assurance for Granules (WG2)] ERZEERREIFENHSRTNE WGS (CSI1T 3.

5-3. Plenary meeting Bangkok Zi1(C DU\ T
10 & (BRFRES : %R, #7H. OtE. FRE. AL SR, )R, B 3l BR) 2.
OHFELDITEE 1 WG2 2FETHICEMTE TR S AR
QBELDITEE 1 HHFLLRAR

6. REIATE

ROlFEME: 20194 8H3H (£) 13:00~17:00

% P BRESEERFIBR

& E: ) UOURRDRE. WEREORES

ME
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(B )
(1% Fhl
(En&E]

(REE]
(& =]

SHMxE8 A3/ (1)
HRZESERRAIGS
(F8) % RE&E. #HH —B6.
R EXR. &R AEF.

ISO/TC249 FTES=1 2019FE %2 [E=EH

YFRk)

(£8) E4K 8%, BF

1. BIEISEUROERS LVIRRER

13:00-17:00
FH ASEE
A SFF. FEE ETR Al =
5eA 8EE. B S8, axX FZ.

Bz, Eify FhXEB

lb\?
nﬁBﬂ B’_-“E\ Hfj\ﬁ

PIEF FRER. I
Bt (i

R
L) #=H PR [CiREYN IPIFR-b
RETER)
WG . R, I, R,
2019/4/30 2019/4/18 WG1 Consult | WD 21313 Platycodon grandiflorum root No Y22N19A1 JHE, BRI SEER. S,
ation L NN
Quality and safety of natural materials and
2019/5/17 2019/5/12 WG2 cp 150 19609-1 | manufacturing products made with natural Approve | Y15N1A6
materials -- Part 1: General requirements
Quality and safety of natural materials and
2019/5/17 2019/5/12 WG2 cp 19609-2 manufacturing products made with natural Approve | Y15N1A6
materials -- Part 2: Identity testing
2019/5/23 2019/5/12 WG1 NP NP 24184 Andrographis paniculata herb Disapprove | Y8N4A11E3
Quality and safety of natural materials and
manufacturing products made with natural
2019/6/19 2019/5/12 wG2 NP NP 19609-3 - h Approve Y10N3A9ES
/8! 7>/ materials -- Part 3: Testing of the absence PP
of contaminants
Quality and safety of natural materials and
manufacturing products made with natural
2019/6/19 2019/5/12 WG2 NP NP 19609-4 . . N Approve Y12N3A7ES
materials -- Part 4: Testing of Preservatives PP
and non wanted compounds
2019/6/26 2019/5/12 WG1 ('fﬁp) NP 22585.2 | Codonopisis pilosula root Approve Y12N3A7E7
2019/6/26 2019/5/12 WG1 (';5") NP 22586.2 | Paeonia lactiflora root Approve Y12N3A7E7
B Changes on deliverable types of 21310
2019/8/2 2019/7/19 WG1 Ballot (Microscopic examination on medicinal Yes
herbs)
2019/8/26 WG2 bis DIS 22256 Detection of irradiated natural products by
photostimulated luminescence
2019/8/26 WG2 oIS DIS 22258 Determination of pesticide residues in
natural products by GC
2019/8/26 we2 bIS DIS 22590 Determination of _Sulfur Dioxide in natural
products by titration
1SO : ; .
2019/9/2 WGl R 172170:201 | GiNseng seeds and seedlings Part 1:Panax
4 ginseng C.A. Meyer
2019/9/26 WG1 FDIS FDIS 22988 | Astragalus mongholicus root
Determination of Aflatoxins in natural
2019/10/15 wWG2 DIS DIS 22283
products by LC-FLD

- 2433 NP(B)ICDWNWT. NP IRET

THRETERETED.

2. \>OO2EBWBE

5. WG1 [CHBULTIE Priority list WD OB AHE
BB IS E R E

EEBI?

29 DuEEENS

B TH Plenary S CIEI B EARE D> TLWNUE. WG D

S5NTLD (100 AN IS FHER).
<. RBDOREBUICKDEE[IHDED. £lc. &



BEZHFPIDZEICKD. 100 1L D TFRADRENADEEEEEH D,

FERIDER & LT, RAAYIICEBNMATZEH LU TES D LD A-ILUIEE. 3 BREICRSEN DDz,
R CEOIEBDZERNZE®D (compactates:
AERISHIRNE) . O L3 THRRAFER U ZBRINLU TEVWWREDIMEN B D o, (RIBTHE
L TWZIEEDZ K DABTI(F2N D) Thomas Friedmann ([CUF 2 mn&RIZE Uz, OKRETER
B SNEEREERMIIFZ Annex ([CREHEFRE LS EWSHERN G2 LICDWNWT, @=&HHEI(C Zhou
SANBLREENEWFIATEDLS(C Powder ZFHI(C L TEWZWT ECDNT, R WAEIDE]
&l ORIFNFARNRED (starch, sucrose, maltose, dextrin fhEKFE) /217 TLULNZ & @Powder
FANTEVWD ISR E S PSS IHEEMNZOFEFTAD EHFF LRV, LOREND Dz, &S
T. OICDWTIE EAFEAISIASNDMAZEIDHZ Note (CELEHT D, @CDULTIE. Note [CFEFA
Z(CRHBNTVDEDEFFARDREE UTED TEULD FBHSNTVRNVWEDICDWNTI(ERAZEL
REDKRFZ U DA TRERBZINES LW O TEAHIRZELHT D, TRIE. RAYRIOEEZED
IAATE WD DEAEZE RAWYI(TED . BIDEENRVMERZE & DTS,

A LS4 (& DISEFRFE T 2020 £ 6 A 18 HMHID, B &E WG2 RAVYEZHEED 2020 FF
2~3 BICCDEEZBRET D,

3. HRRBEDRE
1) DIS (WG2): DIS 22256 Detection of irradiated natural products by photostimulated

luminescence (8/26 ##t])
BIEHSERFOHARDEEE (. Abstention (HAREFIALU TULVRLWZD). R (EA—-XA RS U DH.
= &ZE(J Abstention. OX> MU,

2) DIS (WG2): DIS 22258 Determination of pesticide residues in natural products by GC (8/26
fiwtl)
AIEIISE=RFOBRADEEE (L. Approve (Approval 13, Disapproval 1. Abstention 8). HARMIX
> & Annex % informative 9352 &,
[6 Limits] (body weight) & [TAnnex BJ (residual limits) MDEfIA mg/kg EE U TERE LT
WAY. USP DEEEN mg/kg DIcsHhEDFRFEET Do
= IHE(I Approve. X MRU,

3) DIS (WG2): DIS 22590 Determination of Sulfur Dioxide in natural products by titration (8/26

'H



'

)

FIEIIRZERFOBEADREEE (&, Disapproval (Approval 13. Disapproval 1. Abstention 8).

Method %Z Annex (informative) (C9 3 &EZX> MUTEHN

[ECIEUamorz. BUOXY MM UTEBRUKDICHIGESNDTZH. UTOBED 9D,

= I%ZE(I Disapproval. X k&0,
giblEBUARSZEEH L. CORNBICDWVWTIEE

/JEZ:W’UZ_O %0)1&4 2019 ﬂE 2 H@ WG2 Euﬁ-,(«_EBl/\
T. BIEECDODVWTE NNUF—=2 g > BN TUNIEZOAEZRWNWTELL] &EOX> MYB o

DT, ENUICHEZ (T Test method AXDEZ(C Note EUTEEEH T D EXIRET B,

x1

14 I8(C% 3 [The test methods specified in the Japanese Pharmacopoeia can be replaced by

alternative methods| % Modify U C5IHT D,
%2 WG2 £3&D Recommendation (CEREk (E7R U VA

4) SR (WG1): ISO 17217-1:2014 Ginseng seeds and seedlings Part 1:Panax ginseng C.A.

Meyer (9/2 ##t])
RELDOEZEARFHOBRRHE UZ UICiER. EEEUTDED

[NUF—2 3 > BN TONEZDSEERWNTE XL DX (E, JP17 [General Notices)

1 Recommended action

Revise/Amend

OXA> b See comment file

2 Has this International Standard been adopted or is it intended to be

adopted in the future as a national standard or other publication?

Yes
X > bk : The standard could be

adopted in future as national standard

3 Is the national publication identical to the International Standard or was

it modified?

Modified

X2 b : See comment file

4 If this International Standard has not been nationally adopted, is it
applied or used in your country without national adoption or are

products/processes/services used in your country based on this standard?

Q2 T [YES] DehFE

5 Is this International Standard, or its national adoption, referenced in

regulations in your country?

No

6 If the committee decides to revise or amend, do you propose an expert

and/or project leader for the development of that project?

Yes (name(s) and proposed role(s):

expert or project leader)

OXY RI7AILDOAREE. LLTFDOED,

[5 Requirements] @ [5.2.1, 2, 3,4, 6] 8KV [5.3.5] @ [Shall] & [Should] ANDEIEHN WA

gt“@éo

standard & U TCHRIMNENGD D EME




'H

T, SR DM (CX U TR LIEWC &(E TIS #igZ 5 nEU ETHER LTS/ LTULVRL]
Z Y9I DERME. M 1 HEEE 2 DEBS5TH D,

BADHE—RI A CDWTCESEDEREE T DN, SEIFERCHFDEZENQXWVHIRIDE &,
BIEmZziEfE Uz L THRN(CREL T D2 FEN DD L L TCEET D,

5) FDIS (WG1): FDIS 22988 Astragalus mongholicus root (9/26 ##t]))
BT ERFDOBEARDREE (&, Disapproval (Approval 12, Disapproval 2. Abstention 10). Grading
& Polysaccarides (CDWTC, AIEEIXAT BUTWBABMER E U TEID ANISHITULVRLY,
= 1&Z(d Disapproval &U. Grading (C UL TDHFIA> hT B,
DIS#&ZBF(COX > FUTZABAED ANSN TN E(CDWT, BEREHET 5.

6) DIS(WG2): DIS 22283 Determination of Aflatoxins in natural products by LC-FLD (10/15 ##
t)

AIEISERFOEADREE (. Approval (Approval 16. Disapproval 0. Abstention 6). IX> ~Z&E{d
IRt AIEEDTZSH EVVSEIBFENSERFIRD ANSNIEM oz,

= $&ZE(I Approval, OX> MU,

4. WG1 BARREICDWNT
2019 12 A 2~3H (B~X) [CWG1 =EZBATHIETD. 128548 (0K) FrilGE. BWYALS
KIS - EHESEERET D,
12 B2 HORDD TILVALIN—F« —(F, FHEOIILI7>AD—RE/RTIL, HIRTETELTWLD
(BRaREHEEFZE). SESHE. WYY D0-—R/aRTILSHESFEINOBARBEAF Z T E
LTW3 (BE/RFTIVICEHSD Okamura D 3 —)L—LHIMRER).
HZh (BREER) SRR, SHERDABZHT,

5. 9/16 (A. #l) ISO FHERR (REHFKE) (CONWT
ERREANERE., FHHTELDERN DD,

6. XEIRTE

REFME: 20194 108 198 (£) 13:00~17:00

% P BRESERREIHR=

& HERBEORE. WG 1 BARBEDIRITHRES

Bk
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ISO/TC249 ZEER1 2018£E F2[@FHE BFH

(B K] 3068848 () 13:00-16:00
(1% PRl BXRESERERFGS
(Em&] (£8) HHF —B A FF. WL JEF. 0¥ HEE )IR SR £ AEF. EE )
BB, ik &, &R F2. #HA B BERE B (GCERFER)
(REE] (FRB) XE BE. FiE =T E4K 8% AR Bz, Eif FIXES
(& =]
AIEI=E (2018/05/13) MBEBDIES JUIEFRER

e =R JPIRER P THFR/N—k FER

General Requirement of
Manufacturing Procedure

2018/5/17 2018/5/15 WG2 NP NP 23419 i . Approve b
and its Quality Control for
Granules
A, PR IR, BRER, 5o
WG WD Quality and Safety §
2018/5/27 2018/5/18 WG2 . Approve 2. 1B, A, LK, #H Y27,N4,A2
Consultation 19609-1 Framework
M. A, M. 58,
Ganoderma lucidum fruiting . -
2018/5/31 2018/5/18 WG1 DIS DIS 21315 bod Disapprove i
ody
2018/5/31 2018/5/18 WG1 DIS DIS 21316 Isatis indigotica root Approve pibic
2018/5/31 2018/5/18 WG1 DIS DIS 21370 Dendrobium officinale stem Disapprove HiE
Determination of pesticide
2018/6/21 2018/5/18 WG2 CD CD22258 residues in natural products Approve Y13 N1 A8
by GC
Determination of sulfur .
2018/6/21 2018/5/18 WG2 CcD CD 22590 dioxid Disapprove Y13 N1 A8
ioxide

Guidelines for chinese -
2018/7/6 2018/5/18 WG1 DIS DIS 21300 ) ) L Approve B
materia medica specification

Detection of irradiated .
2018/7/21 2018/7/14 WG2 (eb] CD 22256 ) Abstention Y10 N1 A11
natural products using PSL
Storage requirements for
2018/7/28 2018/7/14 WG2 CD CD 22217 Chinese materia medica and Disapprove Y12 N2 A8

decoction pieces

2018/8/3 2018/7/27 WG1 DIS DIS 22212 Gastrodia elata tuber Approve
Determination of
2018/8/6 WG2 CD CD 22467 microorganism in nature
products
General requirements for
2018/8/16 CIB herbal raw material and
materia medica
2018/9/13 CD CD22584 Angelica sinensis root
2018/10/10 DIS DIS 22988 | Astragalus mongholicus root

DIS 22212 : HETOFERAEEONER. BEADODINEHFTELNHDIZEHS, boiled : #EL] 58
BDESOA MU,
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@®CD 22467 Determination of microorganism in nature products (8/6#t])
HED3|AE3DIELE P16 K5 IP17 DIBIE (IR TS/,
> IGZE(X Approve. IX> b~ [4.05&4.06&5.0.4 DHlIBR] Z=kedB,

@CIB General requirements for herbal raw material and materia medica (8/16xt]])
EBEETERZIRE UTULVEM D f2Tzsd NP ANESDRM DT,

> IWE(X Approve. OIX> MRU

(3CD 22584 Angelica sinensis root (9/131])
> I%ZE( Approve. IX> MBIA IP16 15 P17 (TIEBIE. B K 57 >%% [ ANGELICAE ACUTILOBAE

RADIX| NMEIE] (ABEHEEDED) £T3.

@DIS 22988 Astragalus mongholicus root (10/10#t]))

FINFADFTEFRBOBMNOZIL— R (FRDTF) D p.5 [CEEESNTULD. NP EFENSEE N DD
TENMREE L TULVZ, Scope (CH Tgrading] &EE&EidD.
» I&Z(d Disapprove. A K [JL— RZZBHUCRDFEES(C FETIIE] &N, ISELTIE
AEHULIRV. BU. L —RZEH T B2HS(E [Annex(informative)] EIARE] &£T 3,
XSE, BRETL— ROEHINTUVBIEE. AXADZH(C(E/RF L [Annex(informative)| &332
EEIRET D, (RIRTEETL— ROHDOIMIREZ LT, TS ESNIiFEN D D)

3. EBEASEOIRDIERD &0 SEROGE

@CIB on whether or not to further consider including the education and training of practitioners

within the scope of TC249
» CIB TRMENEMEZ LEI>/= (YES7. NO8. A7),
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.S e
s
g
Rervised tithe & scope
o No
» N
—
o
oz

B = P

2018 £ 6 A LBREICT CIB DRF—LHRESNIZED

BREO : $£HEE
[WG1 Recomendation121 : (2)to add methods to identify toxic species and determine essential oil |

[EDVT, COOAY MOBKRZHDEWEDZ ETH DTN, EEICEZETED ANV DT,

BRIQ : SHEE

[WG1 Recomendation125 : [llateral root] (FHHBRDIERICH WA X —ED, RIBABEYI TRV,
[daughter root] MFRITDFAMNFE UL HIFDBSFBAEBITHD. [root] ERIRELUTIETENEEEZ S
na.

XBAXRIP [F4 ML TIE root. AT tuberous root|. #E KP [daughter root]
» NPIRETI(I [daughter root] (CEFEIT DI EZIERT D,

4. BANSD GACP ZEREDIRZE(C DT

HZEROBFEAEL LT GACP ZESHTLDN, INZ IS (CLUTBRULWEEN B D, FEICHVT ISIED
SN HNEHRA L TEDIEWVWEEZ TOEN, IREFETICBETHDONDR, FOXDEEEHL T, FE
RlDRIGZE R THDAEBIZ LN TUVETZL). Documentation DI A4 —Y v hZREIT D E2FBEME U

Vo SEEDOMIGCDVWTHEKLIZUL,

MHEZE . WHO EDBHMRMAER?
EHEZEE . WHO &k I D& WHO ORFICHI T ULTZFFIZED E712D TS,
FHES: HERZEEVLWOTE. SNMENEFELLDIBI D EERRA. RS T MeH UZEN EARY (ST

DT EILED.
MHEES: FAUNDTEEREEREZHGHDUTGACP HA RSAUHATETED AUBILTWLD EBONS.



(RFHIEBEC) KE AHPA @ GACP 51 hD#BTT. GACP-GMP 1 F > X EZDERHFRI A —N v hENH D,

D GACP (EREDEERT T A REFREUAICL D T 2016 E(TERSNTEHBD,

(http://www.ahpa.org/Resources/GoodAgriculturalandCollectionPractices(GACP).aspx)

FHES

HEHES

BIRES :

A
St
WA
il

\ﬁ'l
H

&
H
H }CHE e

il

=
o

EI&II
H
il

A
$t

\E'/
H
il

il

l\E/ll
ke

H
A I I B |
il

il

\EI/
H

il

il

TCM $F812RENHDDH ? WHO (& herbal medicine. BfEs ISO THRIBLEZNTL VR
CEmRBANXEH?

FANRTZZ EFIRVAN 1RVDTIFe PRAUADHA RSA > TIIEVIERERDF(C GACP £W\D
XEFHDdN. REFIRVET

WHO ZE & (CUTEERBMMER LI, WHO 0T Ov 2 >0 DA RSA > Z/EkT S PJ
oo EESITBNTULIES. REALLBNDTZDOTEL T WHO ([CEHREH Uz, BIERZD
ELCUTWVWNIEREKRIZEER D, BIEBHEARTIHDAUIRI LR,

BIERZESE(C, ISEFICFL>S LTINS,

OIAYMEIE(F, BES 1 RBOPRTEMHTED L. BFEZMNI T TLIFIETESD, PL
ZE(CTDN. BEHZETROLCUTE/RITDDNEKL.

EBROEREC IS £ I2D(CLENDD. HAFTZADKIBREDETDDH,
NRY DAY MIANRBVWARRNWEEZSND,
ERRRI8E L TRDDESSE?
HOFE. EElF. BEOEAAERESTDRDI EZENTHD.
sExGEDTOF 0> 3> ERU
WGl TOREERDIED D,
RL—BEUF o (TANREZEELEB SN, D GACP [CIEFEFENTULVRL,
TA (FE&HL TLVRWN, WG5 TEEZE> TULEEIEN DD,
Crop production ISO 9001 AU 4 ¥R WA > MMIHEIST D ISO 22000 13D,
BABEDEZBEFEENTLVR INIHSETEREM DN, GACP FEFNTLVM D IZh
9D, HEY)ITIH CTHNULISO 22000 (SEAT D EIFTEIESD.

ZREYCRATDEDFRVWEDERETROD,

Bm/ED TR,
ERCHENEBEDOELTEMETE D,

'H
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FHHAZEE :  Collection (Z TCM B TH D,

BEEE . TCM EOEWVW I IBREINEDDT. (FoEDEEVIBDANERL.

FHES: SHELRKHE2019F 1 ATRVLWEEDH?

EFREE: 11 BOWG =5+ >JTHADEZR Z{zX. 1 ACREIBIRNLSRN. BRE. 6 BT
LFU—T#HTITLEUT. NP IEEZITDIZEREED TLBDICAILZ EZE URVLANER
L. NP Ballot £TICHD#ZmUILVDDBERDEREIRD T, SBREXRIRD,

NIREE NEEBHID>TWLWBDT 1 ATERVDTIFRLA,

FHEZEES: 11 BIORRUEEES. 2OEIEMGZE 1 BETICEBURITNERSRBRVNETIRSENRD
HIZHCE LU,

RS . WG =—F4>JTHEERIE. BADEXTRMT DN URWVMNEIRDTLL,

BIFEES . RRINICESATRVLWEBMNZDT. 1BICETHIETETCVIHEFRL. 6 BOTLFU

KEICMATTOMLTRVLWERED,
<FEDH>

11 A2HDWGL =—F+ > (88E) T(E. BARE GACP DEHMZFHATDINE (ppt4-5 KiZE)
EF D BFDHTHMNOREE LR,

- EBHEEEE. BEROGFPEHOMGTEED WGL =—F+ 2T CSITER,

- Co-PL (3B X THE LR,

-1 BICBAX%Z PL £UT Form4 zig 9%, BREMNG>EiHEE. SAFTIKEBELT AD/\>TJ007
L7 —=E(CHED,

- PL (ZERITRD B

XEBE WGl =—F+ > JD7> 1T A DREN 1 M ARICHERZSH. REIDEER 1 REFEDHIC. TLE
S —ZRODDIVBEN DD, BIEHBTHRIFORAEL. RET D,

5. 7/2 ¥B=% (LBsE LE1—=8) ®S
[Education and Training] OFENFEAETH DI,

6. TOAH

REIOEES 123&E. [10/14 (H) 13:00~ B : BRNEALEERRGS] &9 3,
EE I WG1=—Fa>Y (8BEH) oxtic

MUt



ISO/TC249 ZES=1 2019 FE HE3[EO=HE

(B K] S#xfF11H17H (H) 13:00-17:30
(12 PRl BXRESERRAGESSIHT KSFE

(En&] (£8) %[ ZBE&. ¥H —B6 JHH FF. FiE =T/ Al =EF.
AT BER. IR EX. ARk AETF. £FF BBF (GoiRAFRR).

wBix S5, X F2Z. #H E
(REE] (FB) k4K B%. B FRED
(B =]
1. BIESEUEOERESIVEFRGER

2019/8/26 2019/8/8 WG2 DIS DIS 22256 Det(?ctlon of irradiated natural products by photostimulated Abstein Y12NIAL3
luminescence
2019/8/26 2019/8/8 WG2 DIS DIS 22258 |Determination of pesticide residues in natural products by GC Approve  |Y16NOA10
2019/8/26 2019/8/8 WG2 DIS DIS 22590 (Determination of Sulfur Dioxide in natural products by titration Disapprove |[Y15N1A10
Revise/Amend .
Confirm 6
201992 | 2019858 | wor | SR | 'SOY27 \gingeng seeds and seedlings Part 1:Panax ginseng C.A. Meyer | MeNdedt0be | o icerAmen
1:2014 adopted in the X
d3,Withdrawl
future: Yes
2019/9/26 2019/8/8 WG1 FDIS FDIS 22988 |Astragalus mongholicus root Disapprove |Y13N3A10
2019/10/15 2019/8/8 WG2 DIS DIS 22283 |Determination of Aflatoxins in natural products by LC-FLD Approve  |Y16NOA10
WG
2019/10/1 2019/9/23 WG1 |Consultati| CD 23959 |Glehnia littoralis root Yes Y16NOA4
W
2019/10/1 2019/9/23 WG1 |Consultati| CD 23962 |Processed Aconitum carmichaelii lateral root No Y32N16A2
W
2019/10/1 2019/9/23 WG1 |Consultati| CD 23965 [Bupleurum chinense and Bupleurum scorzonrifoliu No Y31N16A3
e
2019/10/1 2019/9/23 WG1 |Consultati| CD 23972 |Zingiber officinale rhizome Yes Y42N4A4
W
2019/10/25 | 2019/10/11 | WGL |Consultati| NP 21311 |ASTRAGALUSROOT (ASTRAGALUS MEMBRANACEUS) | , \vyi?j_ o zl\o’\t‘oﬁlz,
2019/10/25 | 2019/10/11 | WG1 |Consultatii NP 21313 |PLATYCODON GRANDIFLORUM ROOT Yes ~|Y1ONOAL2
[CR SR Il (G e -2g Al
on
2019/11/1 2019/9/21 WG1 FDIS FDIS 22584 |Angelica sinensis root Approve Y14NOA12
2019/11/14 | 2019/9/21 WG1 DIS DIS_23193 [Lycium barbarum and Lycium chinense fruit Disapprove |Y11N3A12
2019/11/18 | 2019/9/21 WG1 DIS DIS 22217 |Storage requirements for raw materials and decoction pieces Disapprove [Y14N2A10
2019/11/25 | 2019/11/11 | WG1 CiB Confirmation on the scope change of 22988 Yes
2019/12/5 2019/10/13 | WG2 CD CD 21373  |Minimum requirements for herbal dispensing services Approve

FBEREOADFEFFITD2HNTALAVIY T I hERDT.

SBEEFPIINBRVLDEHZD. 12 A W1 KRESMEREN DR BRICITA,

TULBIME LINZRLY,

SH 8B, B B2,

cuon

'H
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2. EEBEDRE
1)WG2: CD 23190 Determination of aristolochic acids in natural products by HPLC (12/5 ##t]))

(#2#8] 10 HdD WG Consultation THAIFR N, HPLC R4MNEC EICEDS. BLAREOZESFZRT.
BZEFEEDIRDIMEIETDIIDIFIAS FUEHER. £7T accepted (EIEBF THDIEDD., DITEMFICER
BNE D> TWLD,

(B5E] 6.Test method (CDWT. TEICKDERDDTRHFDOERNRREUEZEIXT /RS Appendix (C
FBKRIC] EOA BLUIEWEZSATHDN. BEIC accepted BIEEHE L TWLWBIEHMIELTESX
TRWVETBEMENTE LY,

(#&5@] 6.1 general £UT. BESNEDHAELAFERVENULOBEDODE. HIZEFHU
WDITE, ZRAVWTERV] WS —XZANDELT, XK,

2)WG2: WG Consultation DTR Chemical profiling methods of herbal medicines using
chromatographic fingerprinting
(1Z48) /\> OOKE TOIRET. NPRID WG  consultation (£BIRENNE) THD. =REH pl6
(D> OUThHiERZE U EREDD.
(#&5R] HEIRL\DT abstain & U TEEMRE,
(OAX> bZEBENCEITDAE No TEHH])

3) WG2: WG Consultation WD 23956 Determination of benzopyrene in processed natural
products

(#¥#8] 2019 F 3 AO NPIRFETHARE Yes OA> D, IR MM LT [GCZ GC/MS LTS
KDIC] HBIEIRU. TAnnex CDA A MLICEmEELSKLDC] >EERL. DPEIILAY — KR
d benzopyrene JAIFEE% Annex(informative)([CHIX DK DIC] >EIETHNZ TH D,

(B5E] EOOLAYV— MMESNTED., 1F(CRIEIRN, KREREmICEHRZET.

(#E5m] Yes OX> BRRAL

4) WG1: DIS 23191 Determination of selected Aconitum alkaloids by HPLC (12/12 #%t])

(#248) FILOBEARDIKEREE (L. Approval with comments. OX> MMIDWT. [Japan DANRILE
X« Tminimum limit AASMNULLY] FHEIEEH THD.

(855¢] Table D.1 HARDERIRSDDEMELBELANENULY (COFRXTIFEKRRL)

(#%:%] Approval with comments



XAk Table D.1 @ Japan MFYENA D TWBEPID I N TDEI % ug/g &9 D,

3. BAED co-PL ZHHIRRDIRIRESHE
1) WG2: NP 23419 General Requirement of Manufacturing Procedure and its Quality Control for

Granules

- BAYNSIERDS D EBIFRELE UTc WD ZHRERINEFFEH. UL, YASHREEREASTZ

R LR, PEAIDBUNSTELRD, PLABREETHIEHERL TS, /I>TUT 2" WG

consultation &> fEfesh. RBIRKBLEDHD LD, & BER FEH=A) MWD ZiRHE I D FE.

BRFEAED Review SAEIEFHET L TH N, 11 A 18 HICIE DIN (C comment file & WD &% 0. 2" WG

consultation DRIGZAKFET D.

<BFELE>

(AR

2) WG1: (IR=4fm+) GACP

- PEHEFERRZEELT. XRFE 6 HOTLFU—Z—F 1 > J%ZBEUERESR EHERN EREEDT

WD, FFFE, ERESMN SAC [IRELUEET S, WHO-GACP i1 RSA > EDEEZIBACA TN

iR B D ShlEEERHRN WHO-GACP 1 RS> EDZEEZAME(C LTz FORM4 KU WD D%

ZllcEaE U UVERBR(ICEM U EC B THD, cNZEEIC 11/21,22 ([CIERTERES
EHEBRMNMIEE T D. BERELTE, PLZHE. Co PLEREEULZL. SAC D Form4 iRt
(12 A) CHEICEDLD(CEmMT D,

<BFLE>

Q : LEI. AZ seed and seedling @ SR DEFIC. BENSHIEE WG1 OXI—-THTHDIDT

withdraw ([CIARE, EVWDIEREN S D= T, Cultivation EWSEBITEFENNET(E?

A:GACP (FEIBDSEICETREDT. A IA—-THNTHD.

C:5- ~LIC Quality Control ZANNIEEIWD T,

4. WG1 EREE
1) BEC EDFER (BUF. agenda @ Item No. TERER)

@Appointment of the resolution draft committee
BA aEFE

®DTS 21310 Microscopic examination 5%
SN

'H
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@FDIS 22584 Angelica sinensis root FEHE

Sl AW
®FDIS22988 Astragalus mongholicus root NEREZS

9 AIC FDIS T IS{LEBEHDIZs. 4FICTR U,
©@AWI 22585 Codonopsis pilosula root &

BHEIKDIEFHLTLDN. NDOROEENEHD (FF3). RST MIFCRIERL,

@AWI 22586 Paeonia lactiflora root *3&

7.7 T paeoniflorin MEEESNTL\BEFIZE  marker compound such as paeoniflorin SAEIET 3.
11. water-soluble extract (CBPBEENERIEE &£72> TLV\DDT should be measured (CIEIET B.
2REIA KT B,

(5.5 water soluble extract (CDWTRIZwEN G DDH (BT TIEH) )

@DIS23193 Lycium barbarum and Lycium chinense furit {2

DIS #ETHAEIRM, OAZ MEUTRUBYRSA R2HT IDERUZ. ZHH. TORRER
THET Do
@WD23727 General requirements for herbal raw material ~ 4 ZED—A%EK

HHR(CHREDEWEDFRE LRV, £EOX KT B,

@®WD23959 Glehnia littoralis root EB5/E

ASRREFIRVNY, 5.7 water-soluble extract &8&KU 5.8 ethanol-soluble extract (C marker
compound ZEIHAIE T DL D (CEEENHDIN. HRETHREDENEDEIANIRNWELDIAS FT B,
@WD23962 Aconitum carmichaelii root FF

4> hO5F0>3>D417H TCM formulas 7' 80 5 EDEEHNH DM, HFHREELVT(F/ARLHN
LT D,
@WD23965 Bupleurum chinense and B. scorzonerifolium root %<4

Annex A DX heavy metals XU pesticides H'ZEH. 5. Requirement DEZH&EMD IS DE
EHERUKDICTAE, 5.2 Physicochemical index d Annex B (C B.falcatum B"A > TWL\B.
EOAAD T B,

@®WD23972 Zingiber officinale rhizome 4%

Annex M- > 5w XD IP #&fE% [6]-gingerol, Not less than 0.3%(CIEIEFTBESIA MT
Do
@PWI23964 Saposhnikovia divaricata root and rhizome B5/&

Box value ZER L TWLWDDT, BDERICTDLDIAT T D,



@PWI23968 Gravimetric determination of total ginseng saponins ASH/RZ>FETFX/(—

RETHRNIZ,

@NWIP N1018 Sinomenii stem B5E2
document MARBADIZE. EDIF T .

@NWIP N1041 Scutellaria baicalensis Georgi root A1~
document MARBADIZE. EDIF T .

@NWIP N1029 Determination of ginseng growth year AS#IEEL
TR &93,

@new project Schisandra chinensis fruit ARF
A > bOF T3> h 0, BSEIEAIE 20 i,
marker compound @ schisandrin %z should &9 3K5IX> 93D,

2) FMEETDREMBICET BFT5a0E
©11/30 13 &S Fr1%MR
FBILEBIRNE<DTEY T4 2033 (BIRIFRDHZ)

- @I DEDEHE PRI TR EIVHAFTTICREITTESD (X : #itdkE)

ARy MRIMLDIK  330~350m1  AEix4+ Fi

Ta—/)\wJ #HFK 100, J>HITTA> (Z> bXEFHEZ—IL) 50, #3100

Ov> A#ix4x?2

MM 14

w1 1078

EF ERQFROCOZHEE A#x4+77)LT7
@12/1 BBREOIBRZHIETD.

BARDOLREEL. JRFTE. BHTE. FEEELE. FIHTED 42,

®12/2 =£=E8:00%4
BB BEHES

BHOFBER BENEEBFET. REENEE. ENLINEITU—.

5. READORFEEIRSBSFME. BFRHECHED ——XHABADOHG
- RBEFRAORE IRMENDNEHFHHELE(DEET D
Mt

'H



'

wTEN 2-1

13™ meeting of ISO TC249 WG1 $h&E
2019.06.12
BiF: 1 HE 2019406 H03H (A) 13:35-17:45
2HE 2019406 H04H (:AX) 09:00-18:30
1BAh : Ambassador Hotel Bangkok, Thailand. 1F Convention Hall A
ZiNE (WG1 ShEHFREH) : 68 BN HFE.
HAR. FE. Ry, BE. 54, BFH. 7AUD A-XSFUTF, TC249 HHFE

BFRADOSHE

s BE (EIEERmEmEEMFTR

Al FEF (EIERRBRREEHATTE)

NER &R (EHEXRERE - 25 - XBWARA XAEVMERAEEZ>Y-)
A B (EEXRRE - 2R - REWFRF EREMERM7TE>5—)
i —EF (BAERAKF)

g =T (REKRF)

MH FF (AFEIEABRERERAEHS

% AE (ARESERREIGS

El E (ARESEREAGS

BR B (ARESERRAIGS

BRTEEERHES

Secretary of WG1: Hua ZHOU (/&%, Macau University of Science and Technology, China)
Secretary assistant: Xiaoting XU

Secretary assistant: Yan-Hong SHI (G#fl, EBHERAFHIEATTAT)

China: Sheng-Yuan XIAO

China: Yali HE

China: Hong Xu

China: Ying Xie

Korea: Ho-young CHOI (Kyung Hee University)

Korea: Rack Seon SEONG

Korea: Sinhee HAN



Korea: Goya CHOI

Korea: Cho Hyunjoo

Korea: Jeonhee CHOI (KIOM)
Canada: Edmund LUI (Western University)
Germany: Hans RAUSCH
Germany: Sven SCHRODER
Germany: Thomas FRIEDEMANN
Australia: Judy JAMES

Australia: Chunyu CAO

USA: Rachel BROOKER

USA: Eric BUCKLEY

SEEE

OWG1 M Secretary T2 Hua ZHOU (CKk3 [1. Opening of the meeting] M3 &. 2. Roll call of
participants] ([CHBWTERERRICLDREDHHERBNMNE D/,

OXRI(C. 3. Adoption of the draft agendal] A 474411, NWIP: N1022 Traditional Chinese Medicine -
Jujubae Fructus (F-1V7J) A PL OESENEMNE D fefedF v >INzt 2RI K7
T>7% (N0294: WG1 13" meeting draft agenda) (. EFBDREED AR NI,

O#tL\T. 4. Appointment of the Resolution draft Committee] AT/, 5 &AITRE L,

KE : Eric BUKLEY
88EF : Jeong-Hee CHOI
HA : Noriaki KAWANO

ISO/TC249 Secretary assistant :  Xiaoting XU

ISO/TC249/WG1 Secretary : Hua ZHOU

OHua ZHOU (C& 3 5. Report and discussion of ISO/TC249/WG1] DR, WG1 ZO> 1 b
BE&E LT, 11" WG1 meeting (Shanghai, China) TERSNIEFIRIRE 14 FF(CDWT, IREFETICS
AN NP $IRZETHGR . 6 40 NP $%Z&(C PWI (Preliminary Work Item) /. 3 4H' NP &=/ &7
D TWB T ENEBAENIZ, /2. 11" WG1 meeting (Shanghai, China) 3 kU 12" WG meeting (Soul,
Korea)® Resolution (CDWTHBEER L.

-Boxed valuel3{#H " ShouldZ A3 (BIA: 12" meeting of ISO TC249 WG13R&5218.11.04)

'H
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boxed valueZfEREY . HEFEIRZEIKICT DshouldzAWND & FEDERDBEMICDOLNT
(FAnnex (informative)[CREMEZFIE TED & ZEaR o, TDIHA. IntroductionDIACH LT,
x x (IHBES) OHOMEFREDREEZ (CRVVBIENBIETHD L. W, ZEDREBEDOHIZ
Annex(TIEE 9D Z & & ER I Dk EN RSN,

+ Priority top 100 herbs(CDUT
WG1TIlE. FEEOBFEIRLIICDOVWTUTOEDER L. ENSLSDIRE(F. EFIREZER LR

NFIRSRVRVMBIVEIRIE 35 Z L =KDz,

1) ISO/TR23975 Priority list(Cdp 2 100AIARNDERES KU, EITHDOTOZ T b (Astragalus
mongholicus root, Angelica sinensis root, Lycium barbarum and Lycium chinense fruit.
Astragalus membranaceus, and Platycodon grandiflorum root) T&dZ &

2) Z2%(CAAIDEIA

3) ERO—REBEHZED. mBZR LSEITHORES SVERO—RINTLICET D —REMRE

CCETD Zhou KT LU, AFH(Ed Lu) KD, FIEEEBZE(CT D EKZEICERREUES

ROBBEELRDEDIA FHD., INICHHU. RAY(Hans)kD IS (& minimum consensus Z#7
EITDEDEDIAAT b, ISO EHF(Geneva)h\S (FRARED TR T EDEEDIFR(IC DV THANG D
7zo Zhou RIFBFEDIRNRFEM TH D WENICEZEHER (CDNWTT —R)\A T =R ICHENBEED
REENRESNTZ,

TC249 BFEB/N S(L. Priority list (CDULT. TR (FIEHRIFEEBNET D EDTHD., BET7YIFT—

NAYEIEETdn D . Priority list DIEALFZEEI T D RIEEMNH D Z EMFRBAENZ, F/z. Zhou KL D, WG1
DL 5L priority (CHBWT. IER 1)~3)ZRIVEBLEE THD EDHRBAH 0.

- Systematic review(CDU\T (ISO 17217-1:2014 Traditional Chinese medicine - Ginseng seeds
and seedlings - Part 1: Panax ginseng C.A. Meyer is scheduled for SR)
ISO BABN'EFTDEDTH D HFRI (CEHEMEN DD EZMIFTDEDICAREBMIRS EE 5T
ElCLEa— (SR) MRETH DT EDHEED.

B, 7T A ICRVRREEDERZRICAD .
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(P2 HRERDESERI. Resolution DRWEMHCEITDEHEROARELERCDNTIE. N342 WGL

13th meeting report £288,)

6. Presentation and discussion on DTR: 21310 Traditional Chinese medicine — Microscopic
examination on medicinal herbs
Goya CHOI

FERFOREDIA> bOMIGICDVWTERN, &iH LD Chloral hydrate (K005 —)L) (FMERAMZELE
SNEEDIAS MG TEH. MICERFR<. DTR ballot(SED Z EMNRESNI.
U EDERDFER. AT T Bresolution(EFEED LD (Cro Tz GFHHIEWGL reportzZ&Eg)

RESOLUTION 382 (BANGKOK 2019: 5) [WG1-R1: WD 21310 TRADITIONAL CHINESE
MEDICINE--MICROSCOPIC EXAMINATION ON MEDICINAL HERBS]
ISO/TC 249 resolves to accept the recommendation of WG1 that WD 21310 Traditional Chinese

medicine--Microscopic examination on medicinal herbs [PL: CHOI Goya] proceed to DTR ballot.

7. Presentation and discussion on WD: 21311 Traditional Chinese Medicine —Astragalus root
(Astragalus membranaceus)
* Sinhee HAN /Youngmin KANG / Yongil KIM

ATIOZ 10 D48 HADdeadlinedSHEDARLE > e BHR/KID. 7O U MMI—ERD 9AE
RTE3ETOACBHD, WDICHITDIRETLFR/\— DA MU, PLOEIENEHERE CTHDIZIE
H. BRICEDCENREETH O LD EDERTASHNAD MSY INSINARRT D E(TIRDTT, 1REB.
PLIZA > —Ry hRBIRETINIIN—TD=—F+ >0 &ITS K SKRDHS NI,
U oiEsmDfER. AT BDresolution(E FEeD KD (C/rd 7z GFHIEIWGT reportzZ&R)

RESOLUTION 383 (BANGKOK 2019: 6) [WG1-R2: WD 21311 TRADITIONAL CHINESE
MEDICINE--ASTRAGALUS ROOT (ASTRAGALUS MEMBRANACEUS)]

ISO/TC 249 resolves to accept the recommendation of WG1 that WD 21311 Traditional Chinese
Medicine--Astragalus root (astragalus membranaceus) [PLs: HAN Sinhee, HUR Mok, KANG
Youngmin] be revised to change the title to “Traditional Chinese Medicine--Astragalus

membranaceus root” and then extend timeline for 9 months for further project development due to
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difficulty in reaching consensus.

8. Presentation and discussion on WD: 21313 Traditional Chinese Medicine —Platycodon
grandiflorum root
* Sinhee HAN /Youngmin KANG / Yongil KIM

ATOZ T U MEEDADF ERAKIC48M A Ddeadline(FSED4A TRREITIN /2> TWLD 28, BIERD
recommendation& 9%, AMFOWDFIRIA, EEECERBERECE I /R ELMICHEBENE . INnE
TICHIZURISZSE(CT Sy aT7VvITIRRICEDOAS R D, 128, PLIEA>HF -2y hRFERE
TINIIW—TD=—F« 2D &ITV, TORERZROWGIRZEDRICIRET DL DORDSNIZ,
Pl EDiEmOFER, AT I Bresolution(E FiED KD (Cro Tz GEMIEWGL reportz&ig)

RESOLUTION 384 (BANGKOK 2019: 7) [WG1-R3: WD 21313 TRADITIONAL CHINESE
MEDICINE--PLATYCODON GRANDIFLORUM ROOT]

ISO/TC 249 resolves to accept the recommendation of WG1 that WD 21313 Traditional Chinese
Medicine--Platycodon grandiflorum root [PLs: HAN Sinhee, KIM Yongil, KANG Youngmin] timeline be

extended by 9 months for project development due to difficulty in reaching consensus.

9. Presentation and discussion on DIS: 22584 Traditional Chinese Medicine —Angelica
sinensis root
* Hong XU / Karl TSIM

R (Hans)&kD. A. gigas & A. sinensis [CDWT TLC Z{T 2 /G =2 (CEFR > le DA
KépD. Zhou M5 TLC (C reference drug DIRIRZEIMZ D RS IA MAYHBD. NI U TIE. ITIC
reference drug ZIIX /= TLC I[BIREFIEBEH EDT ETED Tz, £12 1SO BHEFHS 5.9 DEELE(CDLNTD
s0ik (3 note TIFRALK AXICAND LS IA> b D, LLEZEEET L. FDIS Ballot (CED Z EMRFED T,

10. Presentation and discussion on DIS: 22988 Traditional Chinese Medicine —-Astragalus
mongholicus root

Hua ZHOU
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FTAEDIADF

FUSE(C DU TIE. boxed valuedER M SEFTDshould (recommendation) DR (CEE SN TULVZAN
grading(CBA9 3528(35% > TLVe, ZhouK(ZE. grading(FISICHBWTEEEDRAEERUE, FDISIREA
EDZEMNREDT

11. Presentation and discussion on CD: 23193 Traditional Chinese Medicine —Lycium
barbarum and Lycium chinense fruit

Yan-Hong SHI

033

RERFOZEDI A FOMIGICDWLTIRA, Polysaccharide = marker compound/\OEIE &such as
polysaccharide\{EIE. Clause 9D &3 D ShallZzShould(CIEIE. Scopell s&dD”natural medicine” %
"herbal raw materials" (C{E1E U7z,

Polysaccharide ZEEN—H—&E T D EICDWTIE PLAES LM o /z7zs. WD (C polysaccharide
DEECATIRMNE D, R W(Hans) KD, KBRS DFAZEICDWNT, HEEziToIeH> TILD
KEHEDDFIEN 56.08%. FRERZEN 9.23 TIRERUBMEN 55%(CIx>TzDh. EHEHN'H o1z,
Ffz. #E(Jonhee CHOI) &£M. natural medicine EWSHEEICDWTEEINL I3 EDEHENH D,
herbal medicine 72 EADZEEMNER SNz, DIS HECED I ENREDTZ,

12. DTR: 23975 Traditional Chinese Medicine —Priority list for developing standards for single
herbal medicines in ISOTC249
*Yu-Feng HUANG / Hua ZHOU

IRERFOZEDIAS FOFMIHICDLTIRA, "High prioritized list”/7\5"Priority criteria” (CEE 9 3.
Clause2®normativeZiEN T D, FRORHUFER—Z(CRRSND XS (TEIEELTZ,

TAUABXUVBENS., BRI DT ZITSRHDIEZREO—DE L TVWDIESZERIRCDOVT, FEDIE
ROANMEASTNTWD Z LZ2MERIDIBRNSD Dz, NS LT PL(Huang) 3EEN S DIEHR =
RHOTWVDH, REFTICBERIREDNOVWEDFRAN D DTz, HFF(Ed Lui) HSIFHEREIREDEDHL
[CDWTOXS MYB27zRY. Zhou Kl priority list (CIBE SN TULBBED I N TOELIBLINAEUDIFT
(FRNWEDRFEIZDTz. ATRIFEHR(C publish SNBRIAHTHD.

EHEENSEA TR (CAAEL., TR (FIEHREHZENETDEDTH D BFEVY IT—hIBTENTE,
Priority List DIB{I(ISEZEENI T DRIEEMNH D DRI RENTZ.
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13. Presentation and discussion on WD: 23723 Traditional Chinese Medicine — General
requirements for herbal raw material and materia medica
Heidi HEUBERGER / * Hua ZHOU

AE(CDWT, CIBZITD IZEER(CDWVT . KRRDEEN AILIMDplenary DERRHEAR Z @ TULVZHY
EEHOBVRHTHIZHCIBICLDTOZ T U METEINMRUZ EDFRBAMINZ Sz,
U EDERDFER. AT T Bresolution(EFEED LD (CRo Tz GFHIEWGL reportz=Z&ER)

RESOLUTION 385 (BANGKOK 2019:8) [WG1-R4: WD 23723 TRADITIONAL CHINESE
MEDICINE--GENERAL REQUIREMENTS FOR HERBAL RAW MATERIAL AND MATERIA MEDICA]
ISO/TC 249 resolves to accept the recommendation of WG1 that WD 23723 Traditional Chinese
Medicine--General requirements for herbal raw material and materia medica [PLs: Heidi HEUBERGER,

ZHOU Hua] proceed to CD ballot.

XD DFER-E (Item14-17) (FEH6/4DNPZE-ER(CIFS5HUTT
14. Presentation and discussion on WD: 23959 Traditional Chinese Medicine — Glehnia
littoralis root
Peng-Qun KUANG, Ho-Young CHOI
I\RRDTD

TLEHRENTNB20BDH > TILICDWNT. CNSHEUEICEDH SNTZRICDVT R (Hans)
KODFELCK>TRUE (B2IR) RETHRANEE T Db, BEELCEA > IZHRT > TUIOmEEDT
X> b0, HFH(Ed LUDEREIBRT. CNCH U, PLEEFEFDORMRD GHFEED) HEBNOT—FZMX
DEmEEBLL.
Pl EDERDFER. AMF(CHTT Bresolution(F FE2D KD (CR> Tz GHBIFWGL reportz&g) .

RESOLUTION 389 (BANGKOK 2019: 12) [WG1-R8: WD 23959 TRADITIONAL CHINESE
MEDICINE--GLEHNIA LITTORALIS ROOT]

ISO/TC 249 resolves to accept the recommendation of WG1 that WD 23959 Traditional Chinese
Medicine--Glehnia littoralis root [PLs: KUANG Pengqun, CHOI Hoyoung] proceed to CD ballot after

WG consultation.



15. Presentation and discussion on WD: 23962 Traditional Chinese Medicine — Processed
Aconitum carmichaelii lateral root
Ying XIE, *Yu-Feng HUANG
I\FRURT
NP Ballot approve& /D, IEWDRFT—=(CpD. NP BallotTDI A hEIFTICWDZIELE ULT2HY.
[Grading] (CRAULTIEEAREY . AXPDEEHKEIRD TLVD, BANSIEgrading(CBJ Stablez
informative(C I3 &ZKkDTULEA, CNICRALTIE. grading(FISOEEIRER CHDEZhouRMNER
URITANSNIEM o1z,
U EDERDFER. AT T Bresolution(E FEED LD (Cro Tz GFHMIEWGL reportzZEg)

RESOLUTION 390 (BANGKOK 2019: 13) [WG1-R9: WD 23962 TRADITIONAL CHINESE
MEDICINE--PROCESSED ACONITUM CARMICHAELII LATERAL ROOT]

ISO/TC 249 resolves to accept the recommendation of WG1 that WD 23962 Traditional Chinese
Medicine--Processed Aconitum carmichaelii lateral root [PLs: XIE Ying, HUANG Yufeng] proceed to CD

ballot after WG consultation.

16. Presentation and discussion on WD: 23965 Traditional Chinese Medicine — Bupleurum
chinense and Bupleurum scorzonrifolium root
Mei-Hua YANG
Y1

NP Ballot approve& 7D, IRFEWDRFT—=(Cd5D. NP BallotTD XY hETICWDZEIEIE LTz, 4F5E
IREZFERERVA, A—X rZUF7(Judy)K Dnational standard(Enormative referencelC(3/R5R0\E
DD D, MBICTA MR,
U iEsmDfER. A (X9 Bresolution(E FEEeD KD (C/rd Tz GEHMIEIWGT reportzZ&R)

RESOLUTION 391 (BANGKOK 2019:14) [WG1-R10: WD 23965 TRADITIONAL CHINESE
MEDICINE--BUPLEURUM CHINENSE AND BUPLEURUM SCORZONRIFOLIUM ROOT]

ISO/TC 249 resolves to accept the recommendation of WG1 that WD 23965 Traditional Chinese
Medicine--Bupleurum chinense and Bupleurum scorzonrifolium root [PL: YANG Meihua] proceed to

CD ballot after WG consultation.

'H
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17. Presentation and discussion on WD: 23972 Traditional Chinese Medicine — Zingiber
officinale rhizome
Wei-Wei GAO (5%%% : JIAO Xiao-lin)
>3o+37

NP Ballot approve&7dD. IREWDRAT—=(CdD. NP BallotTDOXA > hETICWDZEEIEUTZ. IP
comment®dBoxed valuedEIE(CDWT. [Shall not] MFEZFERDT [Should not] MEIETDELDIA>
U THERSHNZ, BICRREIARSTIOAS ML,
P EoiEsmDfER. AT Bresolution(E FieD KD (C/ro 7z GFEHIEIWGT reportzZ&ig)
RESOLUTION 392 (BANGKOK 2019:15) [WG1-R11: WD 23972 TRADITIONAL CHINESE
MEDICINE--ZINGIBER OFFICINALE RHIZOME]
ISO/TC 249 resolves to accept the recommendation of WG1 that WD 23972 Traditional Chinese

Medicine--Zingiber officinale rhizome [PL: GAO Weiwei] proceed to CD ballot after WG consultation.

4 June 2019, Bangkok, Thailand Item Title Time Speaker / Coordinator

20. Presentation and discussion on NWIP: N1018 Traditional Chinese Medicine — Sinomenii
stem

Hua ZHOU

ROA

PLSEF. ZPUXBOFTVHEEBEEDYIYRINZFDALDAFLUREDZ E, BEFBANSOH#HMEEHD E
DIFEER. BARNS . RERDpriority list[CHITDIE[ZEE8MI /<. ERMENBNT EZIIAS K T2,
TLE RS RDiREE(normative -> informative)Z18f LTz, 3.20DBIER D (C DV TIEEFHDWDTIE
EIESNTULVE,

BENS(F. test method(CHPLCIC KB DIMERIER I DKL DHEHN DO fE. Fo. REENSTTUX S
OFVEMREESND ZENRVRSEEERFARBELDERNH D, 77UX SOFFEOTEE(ICET Dicuk(d
HIfR SN &I(CIxo Tz, Ffz. Sinomenii stemTIFR <. Sinomenium acutum stemMIELWZ EDI5
wn'Hdo 1.

R-rWY(Hans) A F4(Ed Lui) h'5(d. ISICRESNDDMFESEENDFFNLRFETR TR
57", MS/MSICKBTHe, RAEZE(THREHEsinomenine 4t dDmagnoflorine’ E(FHRE I DHENIRLN
EDTOAY BT,

U iEsmDfER. A (X9 Bresolution(d FEeD KD (C/ro Tz GFEHIIEIWGT reportzZ&Hg)



RESOLUTION 386 (BANGKOK 2019:9) [WG1-R5: N1018 TRADITIONAL CHINESE
MEDICINE--SINOMENII STEM]
ISO/TC 249 resolves to accept the recommendation of WG1 that N1018 Traditional Chinese

Medicine--Sinomenii stem [PL: LIU Liang] be revised and then proceed to NP ballot.

21. Presentation and discussion on NWIP: N1019 Traditional Chinese Medicine - Perilla leaf
Li-Hua GU
v3ao

BHAMS (& AMF(Eperilla leafdpriority listiCHIFDINEAIN 2540 ARV ENVEITRIETH D, X T,
scopeh*Sfood supplementfUfunctional foodsZbr< K5, KIEERARAEDEBESEZRI KD IA MU
Zo RAOYNSEREIEMINAMENEDIERER D,

HFF(Ed Lui)y5(d. BEIBEGLIEIT —R\A T —ATEERZTHE I RS EDOTAS "GO, N
U. ZhouK(Zpriority listESEIBR TH D, EEBMICEHIDIRARIET AW RESNNEZTNSZERT
DEDRBERUIT,

INSDOAY MIH U, PLIIROWGLETICEEMR(CEA T DIFRZIRRI DT LEFAIELEIZ UL,

22. Presentation and discussion on NWIP: N1020 Traditional Chinese Medicine — Myristicae

Semen
Mei-Hua YANG (REXE : &a1AER)
oV

BEIBAIHMEL . 164.5(7, MedicinelCRII 27— TOWRENKETH D, MedicinelcH1Fd70—/
JUISEREME(C DWW TR I DI2HPWHER ES LIgo Tz,

R (Sven) KD, KEZEDpriority list LDESEIEAIAMEWNCENND ST, PLOSHAEDT —FZINE
UERRFBNZEITEL TVNDZ & &EH, priority listHhDED(EH SN UHEHBICEEBMICEAIDIET >
RIRSWNCBEIBALIENNNT O T U bR URVBRZERT CEIL—IUET DREN S D 12,
HFA(Ed Lui). R-Y(Hans)BiREESN/CmBEDOEFERZROEBRNEEMS(C DU\ TplenaryDRIICF T v
MEEORBERUIZ.

HAMNS (FEARRDERENFIOtTHDZEZTIAS MU,

ZhouERHh'5. AH. fICHERBENBMIORNWERE(CBIT DIREN D DN, PLSFERZE L TETLDDTA
HOT L2 EFEBEDITDAHDHBASNI.

'H
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23. Presentation and discussion on NWIP: N1021 Traditional Chinese Medicine — Nelumbo
nucifera Semen
Yaodong QI
L>=o

BRIEIFE<S . 164.5(I. BZECDVWTCEERENBRRABRNMASMNCINRETEDOIXS MHBD,
MedicinelCB 9 27 —F TDIRENNRETEH D, MedicinelCHFB0 00—/ ULRBHEE(CDWTHR T B/
HPWHERBE Lo Tz,

24. Presentation and discussion on NWIP: N1022 Traditional Chinese Medicine - Jujubae
Fructus

Jin-ao DUAN

AU

PLOBEIINEUS TERN D fefzsh. BERMFv > wlaniz,

25. Presentation and discussion on NWIP: N1028 Traditional Chinese Medicine — Panax
quinquefolius seeds (replace N786)
Jia Feng / Edmund LUI / Ming-Tao JIANG / Chun-Guang LI (¥%%#& : Sheng-Yuan XIAO)
TPAIUPDZ2D>

AR, BIEIDWG1REDrecommendationz 321+, 7374 (Ed Lui), A —X b=>UJ7(Changhon Lee).
77 XU 73(Eric Buckley)HPLICHIINS TWL S,

BAMS. [4.2 Panax quinquefolius seed | DFA&ENE T [shall] TEEEH SN TLDZ M5, [Should]
NEIEET D EZERUZ, BE(KGC)KDBEBFOLEEREICDOVWT/\WI—Z(CRHBIRSEDERHD,
R1Y(Hans) KD ERIGDE(CHIFTDT—IZINEIARESEDIA b D, ZNICH L. PL(Xiao)lFFT—4
FBECHDNNUFT—2 3 >IN E LEDEIE, RERNICEROENSY > T aEd7—FD/\UF—>3>
ZITDZ & SMAMARPLEAITAS SA > =5« 2 0TS EMNMUIAT RENTz,

REMFCEHEL. ZhouRKD. Z2 2 FEBNEZRUNSULZD. Z2D D (CATIERS RS I A
ZHIET DRMTHDZ MBI NI,

26. Presentation and discussion on NWIP: N1029 Traditional Chinese Medicine —

Determination of ginseng growth year (replace N807)

Hua ZHOU (%% : Sheng-Yuan XIAO)
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Panax ginseng &P. quinquefoliusDFIERDFIBTERDIFEEBENE LTS,

BE(KGC)KDHETEFAFECL O T ORIBENMEE SN TVDIDONERIN D D THMN(CEhE
HERRFELDORBIRENIZ. R (Hans) K D ARRFEAMHRIL—IL TH D IZHISHSTRADZEE
MEEEN/Z. BAETRADZEE(ICEAREL. BULLI(E N1030DP. ginseng root and rhizome&d 1>/
A2 ZBRUD. TNEBIDRGTHD EOEBRTH TN,

RESOLUTION 387 (BANGKOK 2019: 10) [WG1-R6: N1029 TRADITIONAL CHINESE
MEDICINE--DETERMINATION OF GINSENG GROWTH YEAR]

ISO/TC 249 resolves to accept the recommendation of WG1 that N1029 Traditional Chinese
Medicine--Determination of ginseng growth year (replace N807) [PL: ZHOU Hua] be changed the
type of deliverable from IS to TR and then proceed to DTR ballot.

27. Presentation and discussion on NWIP: N1030 Traditional Chinese Medicine — Panax
ginseng — Root and Rhizome (replaceN808)
Sheng-Yuan XIAO

KRZECDWVWTIEIFERIICRBEICDOVWTITEN DD REAA(CPL(Xiao), ZhouR&FT5EHDE L. BAMA
DRRICDVWTEREH. BR(E. #AZ (Fresh ginseng) [FREDZHEDHIRNT &, ShouldZzRAWND
&. AnnexdnormativeZzinformative(CEE I3 C &L, ZIFANSNI,

PL(Xia0)D T LT (CLDE. rust spot (SMRDBER) (SEVERSDginsenoside SBZ(HMEWNED T
&Eo IFH(Ed Lui) K DUNE L2400 DY > TI)LDEFiR, B+ XEDRERICDWVTERIN D > 1z, EE(KGC)
KD, OF—232ICLKDRDEBEEREFERDDT, TNENDEICENENDLFI1L—23>01HD
DIZEDARA by BFICDVNTIE. RDcommercial grades(CB T B18E & H D Emeeting reportdagitt
ERREIT D E(CRD .

[N1033 Traditional Chinese Medicine — Commercial grades of Panax ginseng root| &MDEEIRETT
DI, PWHERES LI DT EITRFEDT

28. Presentation and discussion on NWIP: N1033 Traditional Chinese Medicine - Commercial
grades of Panax ginseng root
Kyungjin LEE (¥¥%<% : Jiyoug Heo)

3+ (Ed Lui) KD, BEICHEBE T D AESDCommercial grades& /> TH D, EFFIEORET(IA0N,
F/z. RAWY(Hans)& D, ISIEminimum requirement TR < TI>RS5Y, IRE(CERARIEEMEERZ/ERK T
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DRENHDEDIA b~ ZhouK(FIS(FERMIBEIEEZZR I DICHPWHER EEZIRE U,
[N1030 Traditional Chinese Medicine - Panax ginseng - Root and Rhizome] M9 F (Sheng-Yuan
XIAO) LEBWEIUL T, MEDIIHEHZIRET I /e, PWHERES LI DI EITRFDT,
ZiaoKIEIN1030 L EE I DIeDEEMNAIRETH D AR M UEH. BBERIDOPLIZRET TS IHREIF DR
HIBDEEELR. TC249FHRF (32T O U FOARABHEEL TLBDT, KEP(C2ERTERI DX
SRz,

29. Presentation and discussion on NWIP: N1034 Traditional Chinese Medicine — Cornus
officinalis fruit

Kyungjin LEE (F%%# : Jiyoug Heo)

922313

BEIRAIHME L . 164.5(,

BV (Hans)& D, KEREEERE. KEBRER. KDREMEORRZE<ERB L TLVRNEDE LW
X b BADS MESEIEMMEWNC & FeEEMRD &L THARTEloganinDHHRESNTND &%
151, Meeting report(C(FWDDEZE LS EDINESH D EDIAS MHIIZ S5SNIz, MedicinelCBd 27—
S TOWRENKETH D . MedicinelCH 17270~/ ULRBEESICDWTHR T DIcHOPWHERBEZ LD T,

30. Presentation and discussion on NWIP: N1036 Traditional Chinese Medicine — General
requirements for primary processing of raw material (replace N596)
Woong Mo YANG
BEANDEROFH THIZITOSNTE D, FEDKTPOPWHOH A RS> LnEEZ# T, 00—/ VUL
EHECDOWTCHERT DL, ERCEEUCERSFIEZHIFRT D Z N kdSNTZ,
HFF(Ed Lui) KD, KRISTEEL T DEDETENRT —)LIRDH. Fizboiling(Eprimary processing
(CHIEDDNERBD. ZhouRKD ., AMHIERNAHIZEREEZSH. BERDIREFINBVEELEDIAS KT
PWHERESE L/RD T2,

31. Presentation and discussion on NWIP: N1041 Traditional Chinese Medicine — Scutellaria
baicalensis Georgi root
Hang Hubert YIN
i
BRI BEIBME 8 IEEmL<. EERmETHDZEMNS NP ballot (CEDNREEL. W<DHDIOA>
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N X EEESNTZ (Scope (C food supplement, functional foods N 2D TH 9, Limited value (CH D
shall % should & 9%, BECRKIZILTULD IS ZSE(EIETDLOEE) . BENS(HHFIRCEHT DEHRE
MABDROEBELH D, F/z. §&E(Hoyoung Choi)k D KP T(Z baicalein Z3EEKkD ELTED. ZBE5MDA
7Y baicalin KD EBHEFEKD ELTEL TS ENWDTOXY MO,

TDAt. F- ML%Z [Scutellaria baicalensis root] ([C{EIE9%. moisture content®75iE%
Annex(informative)(C# 9 Z &z S/, NP ballot(CED Z EHNRE DT,

RESOLUTION 388 (BANGKOK 2019:11) [WG1-R7: N1041 TRADITIONAL CHINESE
MEDICINE--SCUTELLARIA BAICALENSIS GEORGI ROOT]
ISO/TC 249 resolves to accept the recommendation of WG1 that N1041 Traditional Chinese

Medicine--Scutellaria baicalensis Georgi root [PL: YIN Hang] be revised and then proceed to NP ballot.

Zfth
N1030 ?d Panax ginseng root and rhizome & N1033 Commercial grades of Panax ginseng root MA
BHEET DI, BEBEHNMREZ merge TDLDKRDIEM. BERINES Uz, Meeting report E(3.
“consider the possibility to merge with (each other)” “#EFIIRAFRIF TIRET I D & E L THIDIRITTZ,
SE. CDEFRISED T LT ERHAFICDVTIE. WD Z&ETHER I B2HIC. WG O HILT—23

SE—EITOSZEEIRDT.

OJR[EID WG1 meeting (£ 2019 £ 12 BI(CAATRMEI DT EHRED T,

Mt
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17" meeting of ISO TC249 WG2 $R&E

ISO/TC249 WG2 in Plenary meeting

HEF: 201946 H5H 9:00-18:00

%P © Ambassador Hotel Bangkok, Thailand. 1F Convention Hall A

1 Opening of the meeting
WG2 Convener: Sven Schroder & Di&#,

2 Roll call of experts
Roll call BTN, £BAESBNZ L. BAR. hE. &3, BE. XE. 5.

HFY GEHINE) oSia:RUi.

3 Adoption of the draft agenda
FICIRL

4 WG convenor and secretary report

L=l

Bg, 7212 (CRVMRREIADEZRICA DI,

RMTER 2-2

2019.06.24

RAY, A=A SV,

(T EBDESZRE. Resolution DIRVWEH(CEITDEHBROANEIRICDOVT(E,. ZBEEN

»3 WG2 17th meeting report Z&688,)

5 Development of standards and new proposals

5.1 ISO/CD 19609-1 - ISO/CD 19609-2 ,, Quality and Safety of natural materials and

manufacturing products made with natural materials used in and as traditional Chinese

medicine (TCM)“Part 1: General requirements”, Part 2: Identity testing”

CD#EHE(CHBIFIDEENSDOAAS MTOWTHILDERIBA DD 2.



Part1 : [Quality and Safety of raw materials and manufacturing products made with raw materials -
Partl: General requirements] & [natural materials| 5V5 [raw materials] (C5F 1 ML&E(ELE. [4.2.1
General] : a) “for medicinal teas used”, “classical”, "drug”ZHlB%, b) “Convinient products of”
= "finished products for”(C{&IE. (c.g. capsules, “coated and uncoated tablets, powders” and
granules) “"M7ZiEN. c)“modern” = “non-traditional produced”(C{E1E. DIS I&*ENED Z EN
REDTZ,

Bl EDi#imDfER . A (Cxt 9 Bresolutiond F DK D (IC/RD Tz,

RESOLUTION 395 (BANGKOK 2019:18) [WG2-R1: ISO/CD 19609-1 TRADITIONAL CHINESE
MEDICINE--QUALITY AND SAFETY OF NATURAL MATERIALS AND MANUFACTURING
PRODUCTS MADE WITH NATURAL MATERIALS--PART 1: GENERAL REQUIREMENTS]

ISO/TC 249 resolves to accept the recommendation of WG2 that ISO/CD 19609-1

Traditional Chinese Medicine--Quality and Safety of natural materials and manufacturing products
made with natural materials--Part 1: General requirements [PL: Hans RAUSCH] to change the title to
“Traditional Chinese Medicine--Quality and Safety of raw materials and manufacturing products made

with raw materials--Part 1: General requirements” and proceed to DIS ballot.

Part2 : [Quality and Safety of raw materials and manufacturing products made with raw materials —
Part 2: Identity testing of constituents of herbal originl (C4- NLZIEIE, DIS I&KENED
REDTZ.

AH(CxT B resolution (FTFEEDKDCIRD I,

RESOLUTION 396 (BANGKOK 2019:19) [WG2-R2: ISO/CD 19609-2 TRADITIONAL CHINESE
MEDICINE--QUALITY AND SAFETY OF NATURAL MATERIALS AND MANUFACTURING
PRODUCTS MADE WITH NATURAL MATERIALS--PART 2: IDENTITY TESTING]

ISO/TC 249 resolves to accept the recommendation of WG2 that ISO/CD 19609-2 Traditional Chinese
Medicine--Quality and Safety of natural materials and manufacturing products made with natural
materials--Part 2: Identity testing [PL: Hans RAUSCH] to change the title to “Traditional Chinese
Medicine--Quality and Safety of raw materials and manufacturing products with raw materials--Part

2: Identity testing of constituents of herbal origin” and proceed to DIS ballot.

'H
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ISO/NP 19609-3 (Part3) : SEl#kEEL
ISO/NP 19609-4 (Part4) : SEkRERL

5.2 1S0O/CD 21373 ,, Minimum requirements for herbal preparations services”

SEERERU

5.3 ISO/DIS 22256 , Detection of irradiated Traditional Chinese Medicine using
Photostimulated Luminescence”

DIS #&ZEHDTZHIER Lo

5.4 ISO/DIS 22283 ,, Determination of Aflatoxins in Herbal Medicines Used in Traditional
Chinese Medicine - Method by LC-FLD*

CD#ERE(CHBIFTDEENSDOAAS MTODWTHITDERIBN DD 2.

HICBRRFIR<ET,

5.5 ISO/CD 22467 ,, Determination of microorganism in natural products”

(F%#& : Shao Huihui)
CD#HEHRICHBIFTDEENSDOAAS MMTOWTHITDERIAN G D 2.
HARLD. 4.2 Strains “shall be” ([RX must MSDAEIE) (CDULVT. "Should be" NOAEIEZEK U1z, Scope
(C#H1FD Natural products DEZE(CDVNT. ITFR/\—=MILBEULEWEITVRARIDZIDT., CITDiE
wEEP TR,

5.6 ISO/DIS 22258 ,, Determination of pesticide residues in herbal medicines used in
Traditional Chinese Medicine”

SEEREU.



5.7 ISO/DIS 22590 ,, Determination of Sulfur Dioxide in herbal medicines used in Traditional
Chinese Medicine”

SEERER L.

5.8 ISO/CD 22217 ,, Storage requirements for Chinese materia medica and decoction pieces”

SEERER L.

5.9 ISO/AWI 23190 ,, Determination of aristolochic acids in natural products by HPLC”
CD NEDHBZ E%Z recommend 932 E &SN,

5.10 ISO/CD 23191, Determination of selected Aconitum alkaloids - Method using

high-performance liquid chromatography (HPLC)"

CD FHEICHITDZENSD AR MCOWTHILDERBN G D 1z, Priority list 51 BRXZGIEE

PLOSEEN D> ZH BRELD ZNE WGL DRDETH D WG2 TIEEZEMDOE T ITET hanTu3,

BRIEALCHE D TLVRWLWA, BEMDEEENELVZS) [SO EUTEKULIZETIAS hUTZ, DIS #RICHE
YT ENNRED T,

5.11 ISO/AWI 23419 ,, General Requirement of Manufacturing Procedure and its Quality

Control for Granules”

WD-conslutation TOIOXA > MTDOWTHIGDERAN G D fz.

I\A(RAWV)KD. SARGERYALASHEFETERVDON ? EWDEBRIND >z, RE. BE. HARTHEUD

FETHD. 3HEDOI LI HRIFENTND, &iRlE. FRFTHdEZmELZ, FAMY, A—X

NSUTPDERELUT. EOBE 0K, TH /) —IUIRE) THHEUZON ? EWDSEBRIN G D fz. BAGKH

HTHOD. T/ —)VHHIEREROARC(IMERTNTE ST £ TOVDIEERDH TH B,
EDLSIC equivalency ZFHE T DN, FHEDIESHDT—IMNHDDH ? DER(CH LT, General

method (CHED TR THD. TOERT —INHDIZEZBELE. (WIVEERIET) RENICHE WG2

'H
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TRIZEERDTE.

(DE30) DEAMFEISNTVDIAIRE, BEH. ARl FHMoBIREERDOUR hZEEHD
ENDEIZEZ Impossible TIFRAL . X 3EDDFMZELEHT D& BN DDz, 2D WD DEGESE
N BEIDEA—D—TO—EMNIRIFECTHDINEDIN DB RZEEDINENDD. (DE0L6) (CRAEL
T powder (&, ESUTHIMITDDONEWDSERIN DDz, FENSIE. Z2 2R EDFHDAEMEDESE
(FFRAE U CTRERL[C I NRE TRV EREN D D 2. SEBOFBHRDNY - v hMEZXD L FBHtDOXSRZ
EE(CRDADARETIFRWVEDORR BT, REID WG2 TiHim I dWENDD EDFEmICIED T,

[ Traditional Chinese Medicine — General requirement of manufacturing procedure and its quality
assurance for granules| (CF - MLZIEIET D, T ULIEXEZEZILIU—CEML. 4 BED
WD-consultation ZEM3 5.

B EDZEBOFER. AF(CxF S resolution (FTFERDEKD(CIRDTZ,

RESOLUTION 397 (BANGKOK 2019:20) [WG2-R3: ISO/AWI 23419 TRADITIONAL CHINESE
MEDICINE--GENERAL REQUIREMENT OF MANUFACTURING PROCEDURE AND ITS QUALITY
CONTROL FOR GRANULES]

ISO/TC 249 resolves to accept the recommendation of WG2 that ISO/AWI 23419 Traditional Chinese
medicine--General requirement of manufacturing procedure and its quality control for granules [PLs:
QIAN Zhongzhi, HAKAMATSUKA Takashi, CHO Hyunjoo] to change the title to “General requirement

of manufacturing procedure and its quality assurance for granules”,

5.12 New Proposal — Fermented Cordyceps Powder “

HANSHIEITHR/\— bMRETESLIEH. NP EOBYEL(FKA CBIEERDMNC DV TER LIz EZE
BE5NIAN D7z, HPLC (CK DD RENRE THDZENSE. DNAN—HN—(CKBRAEDHNS>TILT
(FRVNEEDSERNHD DIz, FIBIFEET DI N TOREFRECERASNDINNET, thottis (F—0Ow/ (P
FAYUNRE) (CBITDEHBRAECDOVWTIERZED & MOEERESE S HHER. /A WD ZiIgHEI D
ZE TOBRNPIRECED S ENREDZ, PLALTTI AT MEERD., EIELTWG2 (CBEHI &,
Pl EDFRDEER. AF(CH T D resolution (FTFERDLDICIRD T,

RESOLUTION 398 (BANGKOK 2019:21) [WG2-R4: N796 TRADITIONAL CHINESE
MEDICINE--FERMENTED CORDYCEPS POWDER]
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ISO/TC 249 resolves to accept the recommendation of WG2 that N796 Traditional Chinese
Medicine--Fermented Cordyceps Powder [PL: LI Bangliang] proceed to NP ballot after the revision of

the Form 4 and the working draft.

5.13 New Proposal N406— inner pack of decoction pieces”
NP IKE(TED Z EMNRFED T2,
ALF(CXF T B resolution (ETFEEDKSICIRAD T,

RESOLUTION 399 (BANGKOK 2019:22) [WG2-R5: N1017 TRADITIONAL CHINESE
MEDICINE--INNER PACK OF DECOCTION PIECES]

ISO/TC 249 resolves to accept the recommendation of WG2 that N1017 Traditional Chinese
Medicine--Inner pack of decoction pieces [PLs: Thomas FRIEDEMANN, WU Peikai] proceed to NP

ballot.

5.14 New Proposal N407— Chemical profiling of herbal medicines”

CP TI(& similarity calculate software MBE(CdrD. FHERSFECDWVNT., FEEBPEZEDBES ED/\—FF
AZXPUETHD.

458D WD-Consultation M, DTR #HE(CED T EMRE DT,

RESOLUTION 400 (BANGKOK 2019:23) [WG2-R6: N1032 TRADITIONAL CHINESE
MEDICINE--CHEMICAL PROFILING OF HERBAL MEDICINES]

ISO/TC 249 resolves to accept the recommendation of WG2 that N1032 Traditional Chinese
Medicine--Chemical profiling of herbal medicines [PL: KIM Jung Hoon] proceed to DTR ballot after the

WG consultation and the revision of the document.

5.15 New Proposal N408— Simplified ‘accelerated stress test’ application methods”

TiEOHEEESHD. BEEEFEL). NP ballot (CELZEMNRFEDT.
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5.16 ISO/NP 23956 , Determination of benzopyrene in processed natural products”

XS, REEU.

6 Preparation of the next meeting (date, venue, home work)

18" WG2 £ (3. 2020 £ 2 BtEEEDFEEN B O,

MUt
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wATER 2-3

14" meeting of 1ISO TC249 WG] &=

2019.12.22

BE: 1HE 20194 12HF 28 (A) 9:00-16:50
2B8HE 20194 12A 38 (k) 9:00-12:30
BT MEFEIIL—T BEREERFE REEST v /R 246 K—IL,
BNELSMER : 378, TC29FEHKR/24, dEISL, BEI4L, A—XL5UT 14,
BA 154, 'Zoom Meeting B2 £%#&T, A ITHF—N—8m: BK114, &t 48
%o
BASInA
WA FEH (JLOM, TC249 BAMKK)
FER & (JLOW)
HH —B (BAERKZ)
NR EX (B8 ZREE - @5 - REWRF EAEPERHELU 4 —)
A ERE (A ERE% - @K - XEMRAT ERBEHERAREVS2—)
LE B (EWh ZRER - B - REWRF EREPERHELC 42 —)
Rk ETHR (RHKXH)
#1F 8% (BiXEXRKERBEEHER)
AL =¥ (BiIEXSESEEMRAR)
ME FF (—RHAZABARERLREGS
xME BE (BREFERHFGS
HE B (BREAERLFIHR
%% R¥ (BREFEZRFIRS
TR 2 (AKREHEEHFIHR
1k AXF (BREAERLFIHS
HEOELGHES
Secretary of WG1: Hua ZHOU (B, TC249WG1 £HFE Y HFFIERKE)
Secretary assistant: Yan-Hong SHI (G #E#I, LEiEHEEKXS)
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China: Sheng-Yuan XIAO (BT, EMEEKXZ)

China: Ya-Li HE (fal##], PEHERFRIEERE 52 —)
China: Hong Xu (fR#I, EBHPERX)

China: Ying Xie (%, < hAHEKXE)

Korea: Ho-young CHOI (Kyung Hee University)

Korea: Jeong-Hee CHOI (KIOM)

Korea: Goya CHOI (KIOM)

Korea: Nam-Hui Yim (KIOM)

Australia: Chun-Guang LI

REEB -

OProf. Hua ZHOU [Z & % 1. Opening of the meeting] DD HE, ILOM ZREBLFEHEEK LY
BHUODHRELH Y, 5lEHZ= 2. Roll call of participants] IZ2TSMI FRA/N— D BSRBNHIT
Hhf-, XIZ 3. Adoption of the draft agendal MfThHhh, HFICERRBEILKEFROREREEL YK
FENht=, LT 4. Appointment of the Resolution draft Committee ] AN T4, LLTD 5 &I
RE L=, §&E : CHOIl Jeong-Hee, & : HE Ya-Li, 7/—X 5 ') 7 : LI Chun-Guang, B :
KAWANO Noriaki, [1SO/TC249/WG1 Secretary : ZHOU Hua,

5. Report and discussion by ISO/TC249/WG1

Prof. Hua ZHOUIZ & Y, /A2 3% THESN=FI3EWCIERZEURDEBIKRIZDOVTHRENH
otz Ffz, BARMGESHRREICELT, CAETUDIS IDDTRAFITENF-Z L&, 23975
Traditional Chinese medicine — Priority list of single herbal medicines for developing standards] (& Al 4 %=
[ZBES BISERRIZH (T HEBIEIERLY) X k) (F2019F11A8HIZTRE L Tpublish&nf=Z &, I|WEFDIS
EXBEAN214, DISHALE, CDANLYE, WDASH, E5HoDT0 T ¥ MhlactiveTH S Z &, 17217-1:2014
Ginseng seeds and seedlings -- Part 1: Panax ginseng C.A. Meyer®@systematic review (SR) ballot [XRL T
1« TIifER EH -1-2 &, —A T, ISO/NP21311 Astragalus Root (Astragalus membranaceus),
ISO/NP21313 Platycodon grandiflorum Root @ 2 £ DEEREM BRI TCIBOFERICE D E2019
FI0H29B8IZF v U EILIZIE o1 &, 1521310 Traditional Chinese medicine--Microscopic examination
on medicinal herbsl&, H#TRE T DFETH o1=HY, TC249FE7%F &1S0 Central OfficeTMB & D+
Y & VYT, TRIZIErequirements (5l X [£Clause 6.2 & SN =FiEZDIETR) 2RFTH LI TER
LMz, TS (technical specification) &3 5K FIRESNCIBIZKYURBOH N &L, FALHESL
fzo LR, PO U FITRVEREREDEEICA ST,

6. Presentation and discussion on DTS: 21310 Traditional Chinese medicine — Microscopic
examination on medicinal herbs (N0370)

PL®DProf. Goya CHOI (KIOM) & Y#&E, KEHEEHHMTRET S5 FETH>=AY, I1SOCO TMB
KUTSHABEH LIBEIN, TSELTHEDHDZ EMCIBIZK YERH 5 f=, Prof. Hua ZHOU & ) A1z
ZOMFLMEIL48,r ATHY, KEDIAFTICHILSELRTNIEF vy oL SN 5 -OTRITED
PWENDHDHEDGHANH o=, BHREIY ERRIILDTSREZITI Z EITH 0T,
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AHEICET IRRERIIUTOEESY THD,
RECOMMENDATION 171 (TOKYO 2019: 3): [DTS 21310 TRADITIONAL CHINESE MEDICINE --
MICROSCOPIC EXAMINATION ON MEDICINAL HERBS] WG agreed to recommend to ISO/TC
249 that the DTS 21310 Traditional Chinese medicine -- Microscopic examination on medicinal herbs [PL.:
Goya CHOI] proceed to DTS ballot.

7. Presentation and discussion on FDIS: 22584 Traditional Chinese Medicine —Angelica

sinensis root
PL®DProf. Hong XU (EBHEZEK) &Y, FDIShallot TR T4 THEEREL o= EARES
nit=.

8. Presentation and discussion on FDIS: 22988 Traditional Chinese Medicine — Astragalus
mongholicus root (N0371)

PLOProf. Hua ZHOU (X A4 ®#EKZE) & U, FDISballotTRO T 1 TR EH >z 2 L AR
SNz, KEHIZTDOWTIIDISOEETHARUVEE & Yscope R UBRIDBIEE#f BRI N1z, PL
5IIEEXRIGEIT> TL=A, BALHD I ATFDISICEAN R ST, FDISDscope & URED
RRELEBET H1-OIZCIBZIT o= & DHRALMZ 1 t=,

9. Presentation and discussion on AWI: 22585 Traditional Chinese Medicine — Codonopisis

pilosula root (N0358, N0359, N0360)

Prof. Li YANG (EBHFEEKX) &Y, WDDRENH 1=, BEANSIFTLEYT—Y 3 D DEY
DEEMNED (FFXavNEERE) CLOAZAIERKRICERLIZ, F—X U7 &Y, FHL4EY
NIEHENIEDH LMEEH SN TG, EDERFEAHY, AnnexIZ3FEDEWVZEHT S LIS
Hotz, BENSIFEEL-WDEWGCINTHEC#H L, CDEREMDRIICWG consultationZ 175 N &
EDERMNE SN, WG consultation®f%, CD ballot%#4T5 Z &I/ o1=,

AHEICET IERERIILULTOEESY THD,

RECOMMENDATION 172 (TOKYO 2019: 4): [AWI 22585 TRADITIONAL CHINESE MEDICINE -
CODONOPSIS PILOSULA ROOT] WGL1 agreed to recommend to ISO/TC 249 that the AWI 22585
Traditional Chinese Medicine — Codonopsis pilosula root [PL: YANG Li] be revised by including Codonopsis
pilosula Nannf. VVar. modesta (Nannf.) L. T. Shen and Codonopsis tangshen Oliv. in annex and then proceed
to CD ballot after a WG consultation.

10. Presentation and discussion on AWI: 22586 Traditional Chinese Medicine — Paeonia
lactiflora root (N0361, N362, N363)

FRFFEDYanhong SHIKARED =8, Prof. Li YANG (EBEHEZEK) KUBRENH 1=, BE
&Y, F*%A (red paeony) [EscopelZEFENSMEMNEREAH Y, scopelZlEBEA (white pacony) 2R
ETTH_EFHRET A &I o=, BARM B, Clause 5.5 water soluble extractives [FHETIEAE LN
&, Clause 5.7 marker compound(Z B3~ % 3 &2 % such as paeoniflorin& L TshallZshould|ZZEE TR E
LEEREL, TEATO Shf-, ZHIZEHE L Twater soluble extractives® T &% # 55 L 1=Annex A
HHIBRESNDZ LT o1z, A—R 51 7 h S marker compoundh— D748 5 [Esuch as& L TEEh 9
5 EIFIBEBELRVDTIEGULSDEDERNEINA, BERE LTILEER, SWBEMOERFICK
2 T & Y@t Amarker compoundhRE SNTIFHITIHE X, suchasé LTREMZHL-ETHELIL
[FEREERLI-, BED Smarker compound(ZalbiflorinZ Nz 2L H S =AY, HLAIZmarker
compound(s) &Ik T 5 ETEELz, E€E BRBEE, “EEBEIC DUV Tldgeneral standard
(ISO WD 23723)DFAMEICH D L DEEEHT S L L @BR I N, KHEIXWG consultationZ 1T > =& (2CD
ballotZ 475 — &I2H o 1=,

AEICEHAT IERERIILUTOERY THS,
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RECOMMENDATION 173 (TOKYO 2019: 5): [AWI 22586 TRADITIONAL CHINESE MEDICINE -
PAEONIA LACTIFLORA ROOT] WG1 agreed to recommend to ISO/TC 249 that the AWI 22586
Traditional Chinese Medicine — Paeonia lactiflora root [PL: WANG Rui] be revised and then proceed to CD
ballot after a WG consultation. The suggested revisions are:

1) to specify this standard applicable only for white paeony in Clause 1;

2) remove Clauses 5.5, 7.5 and Annex A, as well as “water soluble extractives” related text;

3) to change “marker compound” to “marker compound(s)” and “shall” to “should” in Clause 5.7;

4) to refer to ISO WD 23723 for the general requirements on contents of heavy metals, pesticide residues, and
sulfur dioxide residue.

11. Presentation and discussion on DIS: 23193 Traditional Chinese Medicine — Lycium
barbarum and Lycium chinense fruit (N0372, N0373, N0374)

PL®Yanhong SHIE MR ED 1= Prof. Hong XU (LBHEZE XA SHBENH 1=, BEM D,
polysaccharide (XIGEDILEMRFZIET LD TH YHEERR T 3H % D Tmaker compound& L TEHN G £
DTIXELHIBFRTREZ EEER LA, PLSIEpolysaccharideldmaker compound TlE#AE <, KRAZE
DEERDTHALIDTHIFRI RETRHEVERK, £ T, shallzshouldlCEE T S5 EZREL, R
E%8B=, £, #—AX 51 7H 5L barbarum& L. chinenseD X B mEBA S MZT HRE L DI
MHY, Annex (informative)[CHEZRX AT HAEICEAT HEHEMA S LT o=, BIEHEFE
BICESRE, BREEE ZEEHREICOUVTIXISOWD 237230REICH S K SRHEIT 5 L1 ER
nt=,

AEICET ARBERIUTOEEY THS,

RECOMMENDATION 174 (TOKYO 2019: 6): [DIS 23193 TRADITIONAL CHINESE MEDICINE -
LYCIUM BARBARUM AND LYCIUM CHINENSE FRUIT] WG1 agreed to recommend to ISO/TC 249
that the DIS 23193 Traditional Chinese Medicine — Lycium barbarum and Lycium chinense fruit [PL: SHI
Yan Hong] be revised and then proceed to FDIS ballot after a WG consultation. The suggested revisions are:
1) to change “shall” to “should” in Clause 5.8;

2) to add references and a method to differentiate the two species as an informative annex;

3) to refer to ISO WD 23723 for the general requirements on the contents of heavy metals, pesticide residues,
and sulfur dioxide residue.

12. Presentation and discussion on WD: 23723 Traditional Chinese Medicine — General
requirements for herbal raw material and materia medica (N0375, N0376)

PLO— AT & %Prof. Hua ZHOU & Y Co-PL®DDr. Heidi HEUBERGER & &2 Eda, £ED—ER
(Table )ZE K UERALOTLVEENG 7+ —LICRELIZEDHRENH 1=, —EF (Tablel) IZ[E
BEORBAIZEEEH S TUL Sherbal namelZHELY, 900#BDherbal nameAWRNEH N TWLNEEDZ ETH
o2t BEDHER, ZDOHRELTWDZISO LivelinklZWG1 experts® =D& ¥} & L Tuploadd % &
EHIZ, ROZELLE plenary meetinglZ & > TEEB I NF-RIZCD ballot#4T5 Z &I2H o 1=,

13. Presentation and discussion on WD: 23959 Traditional Chinese Medicine — Glehnia
littoralis root (N0354, N0355, N0356, N0357, N0377)

Dr. Peng-Qun KUANG (B&iF KZE) K VRENH o1z, BALN L, BFEEOIFEICEVLWTHESINT
LV L Clause 5.7 Water-soluble extract & 185.8 Ethanol-soluble extractiZ3RE T 2 HEMNL N & 15
L, WEBEDHER, Clause 76 RUVT.TDBIEEZLEOTHIBRESND Z L2 o1z, F=, Clause3.1 D
definitionIZEBE SN TSR D UFERFEAD SREH (TR E N L F1BH L=, BEH S £ Clause 3.1
definition[ 2R DINFEREA R O SRAELEMNSTRE SN TS A, THIXISO DirectivesIZiR L TLVS Z &M
BRI NBIBREIND Z &7 o1z, Scopel2 DL TIEHDWGLIDIS E Dffi— Z (I, Y, “This document
specifies the quality and safety requirements of ..” & DEZFH L & T H T EMNEE I (REHDHIIC
BRINE-EHITOVWTHRK) . A—X LS 7HSEREIZ DT, damaged & LS REMNEBR T
HHAEDAAD DB o=, F, IR LEKRICEESRE REEE, —BRIEMAIC DL TIXISOWD
237T23MMEICHS LSEHT S L BRSNS,

AEICET IREERIILUTDOESY TH S,
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RECOMMENDATION 175 (TOKYO 2019: 7): [WD 23959 TRADITIONAL CHINESE MEDICINE -
GLEHNIA LITTORALIS ROOT] WG agreed to recommend to ISO/TC 249 that the WD 23959 Traditional
Chinese Medicine — Glehnia littoralis root [PLs: Peng-Qun KUANG, Ho-Young CHOI] be revised and then
proceed to CD ballot. The suggested revisions are:

1) to remove Clauses 5.7, 5.8, 7.6, 7.7, and Annex B, “water-soluble extract” and “ethanol-soluble extract”
related texts;

2) to rewrite the scope by starting as “This document specifies the quality and safety requirements of ...”;

3) to rewrite the definition of Clause 3.1 in line with the ISO Directives Part Il and remove the description
related to collection and processing methods;

4) to refer to ISO WD 23723 for the general requirements on the contents of heavy metals, pesticide residues,
and sulfur dioxide residue.

14. Presentation and discussion on WD: 23962 Traditional Chinese Medicine — Processed
Aconitum carmichaelii lateral root (N0349, N0350, N0351, N0352, N0378)

Mr. Yu-Feng HUANG (R A A BEKRF) L YERENH -1, BARN S, Introduction 4TEDTCM
formulas#A’805 & MEEHICEA L THFEDRY TIILBEULWANERLI-E 2 5, BiLiRI R T, 85
NEHEDZETH I AR IV T EIUEBHOEVWEEORKEEEICOVWTERMAH Y, Prof.
Hua ZHOU & Y HEZFEHDRKMEIZHKLY, FHEDOEULED 7 )L A A K (mesaconitine, hypaconitine,
aconitine) DEFEITDLTIE F—5JL0.02%D LIREZ, £EEFEHICEELGRVYAMILTILABA R
[CTDWTIE F—%IL0.01%DTRIEZERITTEY, BRICEVWTLRRICHRF SN TSI EMNFEL
Bz BENS, MITUICEISHREMIATEENFEET 5D T, Th b ZEClause 10. Marking and
labeling[CBARE T RNE L DN H o1z AFICET IRBERIUTOEEY LG o1,
RECOMMENDATION 176 (TOKYO 2019: 8): [WD 23962 TRADITIONAL CHINESE MEDICINE -
PROCESSED ACONITUM CARMICHAELII LATERAL ROOT] WG agreed to recommend to ISO/TC
249 that the WD 23962 Traditional Chinese Medicine — Processed Aconitum carmichaelii lateral root [PLs:
Ying XIE, Yu-Feng HUANG] be revised and then proceed to CD ballot. The suggested revision is:

1) to add requirement on providing the information of type of processed Aconitum carmichaelii lateral root in
Clause 10.

15. Presentation and discussion on new project: Traditional Chinese Medicine — Schisandra
chinensis fruit (N0366, N367, N379)

& E MNam-Hui YIM (KIOM) & Y$REMNH o1, BAD SIntroductionh 7LV & 36 L 1245,
ISO derivatives T [XIntroductionld & 78 T 73 < optional T3 % & Jeong-Hee CHOIAEIZ L=, A—RX k
S THLDIEREIZEY, Clause 552DV TILAZ A4 kL % Identification of schisandrin, gomisin A and
gomisin N7\ i Identification of Schisandra chinensis fruitiZZE L, BN SHEICET LB ERE,
Schisandra chinensis&  S. sphenanthera MBI A EZRE T 5 &IZ/E o=, BAM 5.6 Content of
marker compounds M E2iR 28 L T, shallZshouldIZZE®E LsuchasxE AN TR I REZ L #HEiELE
BEARH 5NT=, Prof. Hua ZHOU & Y trade amountt>market relevanceZ (C DWW TEEiR I 2R ELDE
RAfEZEnifth, RICHREREO2EHI/BEUINTEY Yy oILEN-CLE2TF, AT b
MNEFEAREI D MEEN L STz, 51, 18IE L 1=WDIZB L TWG consultationZ 4T > 1=, NP ballot
DCIBZEITHO> & &lioT=,

AT IREBRIIUTOEEY TH S,

RECOMMENDATION 177 (TOKYO 2019: 9): [TRADITIONAL CHINESE MEDICINE -
SCHISANDRA CHINENSIS FRUIT] WGL agreed to recommend to ISO/TC 249 that the Traditional
Chinese Medicine — Schisandra chinensis fruit [PL: Nam-Hui YIM] be revised and start a CIB for NP ballot
after a WG consultation. The suggested revisions are:

1) to modify the title of Clause 5.5 to Identification of Schisandra chinensis fruit; remove the last sentence
about content determination; and add a method to differentiate Schisandra chinensis fruit from Schisandra
sphenanthera fruit;

2) to change “shall” to “should” and “total schisandrin, gomisin A and gomisin N content” to “marker
compounds, such as schisandrin, gomisin A and gomisin N in Clause 5.6;

3) to provide information to justify the market need and relevance.
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18. Presentation and discussion on WD: 23965 Traditional Chinese Medicine — Bupleurum
chinense and Bupleurum scorzonerifolium root (N0380, N0381, N0382, N383)

(Zoom MeetingZ f# > TDr. Jiaoyang Luo &k Y $jis, BERIEEMNTHONT) BRI ZH, WD (text,
Annex) [ZEE&E SN TULVSB. falcatum(ZBE 9 53 R TDECHE Zout of scope & DIEHTHIBRZKRD S F
ETUL=A, EOWDIZx LEEMN S, EE TIEB. falcatumZ £ L T L5 0 Title, scopelZB. falcatum
#MZBHE, F£fz, B.scorzonerifolium& B. chinenseD XA R ZFBHLMIZT HRE, LOERMNHE
n, FhIZHVEHFOWD(N0381) Tltitle, scopelZB. falcatumM Nz 5, HEEREBORBIAIZET S
SRAEBMEN T, £, EEHM S, Scope K UDefinitionMD %18 B MDE & 1&ISO Directives(Z
HOTEZTRDHIRETZ L, Fig. LIFBETHEHLELK Ry Y FREEBHT HIRNEZEZFICOVTIHERN
H o1z, BAM S (IDefinitiondClause 3.1Mreed head (XFEBRAHH 5 LND T, root headlZEBF N
EFILFERLIZ, SE, ROKFOWDICEWTABLHEENAHSDT, BAN2EBEDOWG
consultationZEMET 5 & 5K, 2" WD consultation® #(ZCD ballot|Z#E Z & (24 5 1=, Title, scope
[ZB. falcatumZ 0z %, & ULV5 XE A L #recommendationZEIZERE SN TLV=AY, recommendationfE
BEICEAE LTIIERNTRITILELAH S EER L, recommendation(ZIEERE T LAE V& S HE
L1,

AEIZET IRBERBIUTOEEYTHD,
RECOMMENDATION 178 (TOKYO 2019: 10): [WD 23965 TRADITIONAL CHINESE MEDICINE -
BUPLEURUM CHINENSE AND BUPLEURUM SCORZONRIFOLIUM ROOT] WG1 agreed to
recommend to ISO/TC 249 that the WD 23965 Traditional Chinese Medicine — Bupleurum chinense and
Bupleurum scorzonrifolium root [PL: Mei-Hua YANG] be revised and then proceed to CD ballot after a WG
consultation.  The suggested revisions are:
1) to rewrite the scope by starting as “This document specifies the quality and safety requirements of ...” and
deleting “including the items of macroscopic and microscopic ... ingredients and heavy metal analysis”;
2) to rewrite the definition of Clauses 3.1 to 3.6 in line with the 1SO Directives Part Il;
3) to change “reed” to “root” in Clause 3.1;
4) to prepare the figure keys and figure numbers in line with ISO Directives Part II;
5) to change the Figure 1 and Figure F.1 from color photo to black and white line drawing;
6) to improve the Figure H.1 by increasing the peak height of SSa and SSd, separating the standards mixture
line to two individual standard lines, changing the key “chaihu” to “sample”;
7) to refer to ISO WD 23723 for the general requirements on the contents of heavy metals, pesticide residues,
and sulfur dioxide residue.

19. Presentation and discussion on WD: 23972 Traditional Chinese Medicine — Zingiber
officinale rhizome (N0384, N0385, N0386, N0387, N388)

(Zoom Meeting Z {8 L\Dr. Xiao-Lin JIAO(IMPLAD) & Y &5, BERRICEMNIThHhiz)BAMN S, Water-
soluble extractivesEFRETHAHAZ L #1EHL, BIEELEOTHIRESN S &IThE 1=, BEN L,
ScopeD BEEE AP DX EICDWTIRERHICEAT 2B ZHIBRT 5L S ICERLHY, BEEIhEZ
ElZlgof=e =R LS UTMBIEE, ERR BREBEE —BEFEICDOLNTISOWD 23723011
IS KSR EHETSELIBERNH o1z, ScopelZDWTIFMDISEDERDHE—FRE Z & HLE RS
nit=,

AEICEAT IRBERIILUTOELEY THS,

RECOMMENDATION 179 (TOKYO 2019: 11): [WD 23972 TRADITIONAL CHINESE MEDICINE -
ZINGIBER OFFICINALE RHIZOME] WGL1 agreed to recommend to ISO/TC 249 that the WD 23972
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Traditional Chinese Medicine — Zingiber officinale rhizome [PL: Wei-Wei GAO] be revised and then proceed
to CD ballot. The suggested revisions are:

1) to rewrite the scope by starting as “This document specifies the quality and safety requirements of ...”;

2) to remove Clauses 3.1, 5.2.7, 7.6, and Annex C and “water-soluble extractives” related texts;

3) to refer to ISO WD 23723 for the general requirements on the contents of heavy metals, pesticide residues,
and sulfur dioxide residue.

20. Presentation and discussion on PW1: 23964 Traditional Chinese Medicine — Saposhnikovia
divaricata root and rhizome (N0364, N365)

AEIZDULTIE, PL (Prof. Min-Hui Li) M{SEDDr. Wen-le WANG (NEHHREZMER) LUS
BIBICTEAICWDIZR T 2ERERD SN2, boxvalueZRA L TWSEREZRFTDELDIZE
ETHEIKRDT=,

SETOHRETIE, KNIRZEHFEIEIDONP ballot Texpent A~ E THR S NT=1=8, Dr. Wen-Le WANGAH'
EEICHAZRD=. F—X+FUTHBIE, BEOBROYUTILERETEHE5T4 2 MH
ST fhFHFICRIREIL A <, BUNPballotilZ#d Z &I2i o7z,

AEIZET 2RBERBIUTOEEYTHD,

RECOMMENDATION 180 (TOKYO 2019: 12): [PWI 23964 TRADITIONAL CHINESE MEDICINE
— SAPOSHNIKOVIA DIVARICATA ROOT AND RHIZOME] WG1 agreed to recommend to ISO/TC 249
that the PWI 23964 Traditional Chinese Medicine — Saposhnikovia divaricata root and rhizome [PL: Min-Hui
Li] proceed to NP ballot.

21. Presentation and discussion on PWI: 23968 Traditional Chinese Medicine — Gravimetric
determination of total ginseng saponins (N389)

EMEEKXZFDProf. Sheng-Yuan XIAOK YRENH o1z, A—RX LS 1) 7H 5, total saponin Tl
% < major saponinTIX I L\ E DIEFENH - =H, PLIFHR=ZU2TZERLTWSERZE LT,
BAMNSE, ARMICHERRE L THRENRO o 5N —RNAEFETELZODT, HELTIEK
ISBMBTRIZEEL, FRMICAFENMERMICERLERISEIT NS EERHLI-ET S, Prof. Hua
ZHOUBL AFERFEETEHHMISE LTEFKHRBELDRBETH o=, BEIT, KREFHEREIC
EI2LDTHAIDTIRET B EICFEEMTH>f=. £ T, Prof. Hua ZHOU & Y TRIZIEHR %
BRIt 2L D TH Yrequirements(FEBEH TELLDT, 24 FILZEZEEL, SBBRRNBEZEELTREL
THEDHDRELHY, SHECIBEITVWTRIZEE L THEHDZ LT o1,

DGR, AT IERERIUTOEEY THS,

RECOMMENDATION 181 (TOKYO 2019: 13): [PWI 23968 TRADITIONAL CHINESE MEDICINE
- GRAVIMETRIC DETERMINATION OF TOTAL GINSENG SAPONINS] WG agreed to
recommend to ISO/TC 249 that the PWI 23968 Traditional Chinese Medicine — Gravimetric determination of
total ginseng saponins [PL: Sheng-Yuan XIAQ] be revised and then change the type of deliverable from IS to
TR by CIB. The suggested revision is:

1) to change the title to “Summary on the determination of total ginseng saponins by using gravimetric
method”.

22. Presentation and discussion on NWIP: N1018 Traditional Chinese Medicine — Sinomenii
stem

NOOADEEBEDRFEIZHEDWVTIEE LI-WDZNP ballotiIZ@ IF7SACEE L LEEHEBICIRE L
-2 ATHD I EAProf. Hua ZHOU & Y BRENH o 1=, BIMNIEHRE L,

23. Presentation and discussion on NWIP: N1041 Traditional Chinese Medicine — Scutellaria
baicalensis Georgi root (N390)

NOOADEBOREICHEDWVTEIELWDZ%, NPballotlZHI(+SACZE&E L LBEHBICIRHL
-ECATHAHIE, Ff=-, WDDBIEERIZDUWWT, PLTHDEEKRFEDProf. Hang YINK Y R
NHotze F—REZUTHLDEERSTOHEEICOVWTOEMICH L TIE, BTHRELTITS
SEDREIZETH-T=,
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24. Presentation and discussion on NWIP: N1029 Traditional Chinese Medicine —
Determination of ginseng growth year

NVOAVEKBTTRIZEBRT HRENLGEINTHEY, BEWDEZEZEELTWLWSEZATHY, DTIR
ballotiZ[al 1+, ERSACZEL LBEHERBICIRHI 5 FETH S Z &EHAPLTHSProf. HuaZHOU K Y
wENH o 1=,

OFnith
KEMNTC2AM SRR L= EICEEL, KEICRRALSERZRT EEHIZ, TC249/WG1
CHITHERIZEDEEFOREZHITT 2101, HEBH D DexpertF1EOFTRENDE
ThdEhERINT-, £, WGIEEZFZI—0O y/\THET HAEEICODVTILER
7b§%OT:o

SEIOBERIZE T EWCIRERME - EEICHZY, ILIOMRUBEZE S IL—TIZx L, #HEHLEKH
SNhtz, REIZEEF Brecommendationl U TDEEY TH S,

RECOMMENDATION 182 (TOKYO 2019: 14): [APPRECIATIOIN TO THE HOSTS]

WG1 agreed to express its appreciation to the Japan Liason of Oriental Medicine (JLOM) and
Tsuzuki Education Group for their excellent hosting of the 14 WG1 meeting of ISO/TC249 in
Tokyo, Japan.

REIOWGIEEIZDUIVT, 2020FE6H12BICA S VAN T7—RLTHET A ENREST=, K&
[ZB89 brecommendationlZ L TD EH Y TH S,

RECOMMENDATION 183 (TOKYO 2019: 15): [NEXT MEETING]
WG1 agreed that the next meeting will be held on 1-2 June 2020 in Arnhem, The Netherlands.

Uk
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national
standards bodies (ISO member bodies). The work of preparing International Standards is
normally carried out through ISO technical committees. Each member body interested in a
subject for which a technical committee has been established has the right to be represented on
that committee. International organizations, governmental and non-governmental, in liaison
with ISO, also take part in the work. ISO collaborates closely with the International

Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance
are described in the ISO/IEC Directives, Part 1. In particular the different approval criteria
needed for the different types of [SO documents should be noted. This document was drafted in
accordance with the editorial rules of the ISO/IEC Directives, Part 2 (see

www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the
subject of patent rights. ISO shall not be held responsible for identifying any or all such patent
rights. Details of any patent rights identified during the development of the document will be in
the Introduction and/or on the ISO list of patent declarations received (see

www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and

does not constitute an endorsement.

For an explanation on the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to
the World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see

the following URL: www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 249, Traditional Chinese

Medicine.
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Introduction

Herbal medicines used in traditional Chinese medicine have been used as decoctions for
thousands of years. However, from the aspect of advantage and convenience in preparation,
portability and sanitation, dry extract preparations such as granules or compactates, tablets
and capsules have been developed as alternative dosage forms of decoctions. Decoction is
still most common dosage form in China, Korea, Australia and many other countries.
However, exceptionally in Japan, nearly 100 % of Kampo products’ market is occupied with
dry extract preparations. Application of dry extract preparations in the other countries also
increase in recent years and is expected to increase more in the future. Among dry extract
preparations shown above, granules and compactates are the most cost effective dosage
forms made by simple manufacturing procedure. Whereas granules are listed in many of
pharmacopoeia as major dosage form, there is no standard specialized in granules made
from medicinal plants so far. In the manufacturing procedure of granules of medicinal plants,
there are many critical points to be taken in account. To obtain granules and compactates
having consistent and good quality without major process troubles in manufacturing, these
critical points shall be clarified and optimized prior to commercial production.

This document aims to indicate general requirements of manufacturing procedures and its
quality assurance for granules and compactates made from single and multiple herb(s) to

assure their safety and quality stability and controllability.

© 1SO 2019 — All rights reserved v
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WORKING DRFT
1SO/WD23419:2019(E)

Traditional Chinese Medicine —General Requirements
of Manufacturing Procedures and its Quality Assurance
for Granules

1 Scope

This document specifies general requirements for manufacturing procedures and
quality and safety assurance of granules and similar products, like compactates or
others intends for oral use. This type of products can be made from extracts of
single herbs/decoction pieces and also from extracts of mixtures of
herbs/decoction pieces. This document is also applicable to granules based on
fractionated extracts from medicinal herbs/decoction pieces. This document
excludes granules made from pure compounds (chemically defined) even if they
are isolates as naturally occurring constituents of decoction pieces or crude

herbal and mineral drugs.

2 Normative references

The following documents are referred to the text in such a way that some or all of
their content constitutes requirements of this document. For dated references,
only the edition cited applies. For undated references, the latest edition of the
referenced document (including any amendments) applies.

ISO 18864, Traditional Chinese Medicine (TCM) - Determination of heavy metals in
herbal medicines used in Traditional Chinese Medicine

ISO 19617, Traditional Chinese medicine —General requirements for the
manufacturing process of natural products

ISO 21317, Traditional Chinese medicine — Labelling requirements of products

intended for oral or topical use



ISO/AWI 19609-1 to 4, Traditional Chinese Medicine - Quality and Safety of
natural materials and manufacturing products made with natural materials used in
and as traditional Chinese medicine (TCM) - Part 1:General, Part 2: Identity testing,

Part 3: Contaminants, Part 4: non wanted compounds and preservatives

3 Terms and definitions

For the purpose of this document, the following terms and definitions apply.

ISO and IEC maintain terminological databases for use in standardization at the
following addresses:

— ISO Online browsing platform: available at http:// www .iso .org/obp
— IEC Electropedia: available at http:// www .electropedia .org/

3.1 critical parameter (CP)
parameter whose variability has an impact on quality and productivity of each

product/process

Note 1 to entry: CPs depend largely on type and size of production devices as well
as physical properties of matrices. CPs can be individually verified and optimized

prior to commercial production.

3.2 granules
coated or uncoated preparations consisting of solid, dry aggregates of powder
particles from dry extracts sufficiently resistant to withstand handling, intended

for oral administration produced by any type of granulation

Note 1 to entry: Granules are made from single crude drug as well as multiple
crude drugs. The former are used instead of decoction pieces and the latter are
used instead of traditionally prescribed herbal recipes described in classic
medicine books of ancient China, such as Shanghan lun ({5 %€§%) and

Jinguiyaolue (4[EZIMK) or books related to Kampo and Korean Medicines.
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3.3 compactates

irregular shaped agglomerates of dried extracts prepared by dry compaction

3.4 dry extract
dried solid or powder obtained from water or aqueous ethanol extracts of

medicinal herbs/ decoction pieces including minerals and herbal drugs

3.5 powder
fine particles made through crushing or milling of medicinal herbs/ decoction

pieces including minerals and herbal drugs without solvent extraction

3.6 granulation
process of particle enlargement by agglomeration technique with and without

small amounts of excipients

Note 1 to entry: Granulation involves agglomeration of fine particles into larger
granules, typically of size range between 0.18 and 4.0 mm depending on their
subsequent use. The resulting shape can be like balls, spheroids, small cylinders

or irregular.

3.7 dry granulation
granulation without mixing process of moistening to bind excipients and drug

substances

3.8 dry compaction
compaction of dry extract and excipients without adding liquid with high

pressure agglomeration

Note 1 to entry: Dry compaction uses mechanical compression (slugs) or

compaction (roller compaction) to facilitate the agglomeration of dry powder
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particles

3.9 semi-dry granulation
granulation with slight amount (1-4%) of granulating fluid before the granulation

step

Note 1 to entry: Semi-dry granulation is a variation of conventional wet

granulation technique.

3.10 wet granulation
granulation with mixing process of moistening to bind excipients and drug

substance followed by a drying process

3.11 first pass yield
number of good units produced divided by the number of total units going into

the process

3.12 dosage unit

dosage forms containing a single dose or daily dose

Note 1 to entry: Dosage unit of granules means minimum package unit such as a

sachet or bottle.

3.13 uniformity of dosage unit

degree of uniformity in the amount of the drug substance among dosage units

4 General requirements of manufacturing procedures

4.1 General
All manufacturing procedures, facilities and apparatus shall be managed under

controlled conditions to ensure quality consistency between granules and
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traditional decoction. This document specifies general items of CPs in each
procedure.

CPs shall be individually verified and optimized prior to commercial production. And
they shall be modified according to physical nature of the raw materials.

All CPs shall be determined by experiments in laboratory and test plant, then
modified for commercial production scale. Thereafter, three lots repetitive test
production in practical production scale is required for verification study.

Over all general requirements for manufacturing processes of granules shall apply ISO
16917, Traditional Chinese medicine —General requirements for the
manufacturing process of natural products.

General notice for production and lot selection of crude drugs as starting materials
should refer to Annex A.

Powder made by crushing and milling of crude drugs without extraction shall only be
used in this manufacturing process instead of dry extracts if this pharmaceutical
form is based on traditional usage or permitted by the relevant pharmacopoeia

or other national legal regulations.

4.2 Crushing
a) Crude drug shall be cut/crushed into small pieces by suitable devices.
Appropriate particle size shall be determined according to the result of equivalency
evaluation (5.2).
If national or regional guidance or guideline are available, crude drugs shall be
crushed according to them and shall be documented in the production sheets.
In this process, CP is as follows;
1) Particle size of herbs (mm)
NOTE When needed, mixing usage of multiple lots of single crude drug

shall be considered to avoid batch to batch variation and to obtain constant

quality in final granules. (Annex A)

4.3 Extraction
a) Crushed drugs shall be extracted using purified water or aqueous ethanol (like
white wine etc.) according to traditional method.
Acidic or alkaline solvents shall not be used as extraction solvents.
Supercritical CO2 gas extraction shall not be used.

The amount of solvent to be added is 5 to 20 times the weight of crude drugs.

NOTE 1 It varies among density and water adsorption capacity of

10



crushed drugs.
Extract repetition is set at 1 to 3 times.
Essential oils can be separately collected during the extraction process and mixed
after the extraction with the obtained crude extract.
In this process, CPs are as follows;
Quality of herbs/decoction pieces
Weight of herbs/decoction pieces (kg)
Kind and Amount of solvent (1)
Extract repetition time (1-3 times)
Starting temperature (°C)
Heat-up rising time (h)
Temperature and holding time (°C x h)
Pressure (Pa)
Agitating speed or stirring speed (r/m), if equipped

Extraction time (h)

4.4 Liquid-solid separation
a) Extracted mixture is separated into extraction liquid and solid-phase by
atmospheric or pressure filtration or (continuous) centrifugation.
Centrifuge machine shall be selected according to nature of mixture to separate and

amount as well as manufacturing scale.

The extract yield ratio shall be evaluated by using a part of extraction liquid by drying

and weighing or other appropriate analytical methods and shall be documented.

In this process, CPs are as follows;
1) Filtration process,
— Opening/mesh size of filter (um)

— Pressure (pa), if applied

2) Centrifuge process,
— Centrifuge rotation speed (r/min)/gravity (g)
— Feed temperature (°C)
— Feedrate (1/h)

4.5 Concentration and drying
a) Extracted solution shall be concentrated under reduced or normal pressure at
lower temperature (40-100°C).
NOTE1 Concentrated liquid is dried by spray or freeze dryers, belt dryer

or other drying apparatus appropriate for the liquid nature.

11
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NOTE2 Intermediate (dry extracts) are obtained through concentration
and drying.
NOTE3 For batch to batch consistency of final product, suitable kinds of
quality tests are recommended.
NOTE4 Different lots of dry extracts can be mixed according to the
results when needed.
Out-of-specification lots shall not be blended with other lots for the purpose to meet
specifications.
It shall be stored separately from passed lots to avoid incorrect use, then discarded
appropriately.
In this process, CPs are as follows;
1) Concentration process
— Temperature (40-100 °C)
— Vacuum (Pa)
— Vapor pressure (Pa)
— Solid content of concentrated liquid (%)
2) Drying process by spray dryer
— Feeding liquid temperature (°C)
— Feedrate (I/h or Kg/h)
— Outlet air temperature(°C)
— Atomizer rotation speed (r/min)
— Figure of atomizer disc
3) Drying process by freeze dryer
— Solid content of concentrated liquid (%)
— Vacuum (Pa)
— Shelf temperature (°C, shelf-type freeze-dryer)

— Trap temperature (°C)

4.6 Granulation
a) Intermediate (dry extracts) can be crushed to obtain powdery substance if
necessary.
The extract could be blended to homogenize with diluents, binders, disintegrants, or
other suitable excipients.
Only pharmaceutical excipients described in pharmacopoeias or other official

documents shall be used.
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The powder is granulated by suitable method such as dry granulation, wet

granulation compaction and other appropriate methods.

NOTE Among of many excipients used for pharmaceutical products,
starch, lactose, maltose, and sucrose, dextrin and maltodextrin are
frequently used diluents for granules or compactates made from
medicinal plants. They are cost effective and their binding ability are
generally good.

4.6.1 Dry granulation

a) Granules can be obtained from agglomerated substance prepared by dry
compaction method.

Blend homogeneously extract powder and excipients such as diluents, binders,
disintegrators or other suitable excipients, and then directly compress with a
lubricant into appropriate particles like sheets or slag tablets or others by roller
compactor or tableting machine.

NOTE1 These sheets or tablets are milled into granules by appropriate

mill or crushing apparatus.
Obtained granules are sieved to give desired range of particle size.
Particle size range of granules for herbal medicine shall be 0.18mm to 4.0mm.

NOTEZ2 Specified particle size range varies among pharmacopoeia in

each country. (Annex B)
In this process, CPs are as follows;

1) Dry compaction

1.1) Roller compacter
— Uniformity of mixing (pre-mixing time, post-mixing time, min)
— Screw rotation speed (r/m)
— Roller rotation speed (r/m)
— Roller pressure (kPa)
— Roller temperature (°C)

1.2) Tableting machine
— Uniformity of mixing (pre-mixing time, post-mixing time, min)

— Discrotation speed (r/m)
— Tableting pressure (kPa)

Granulation and sieving
13
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— First pass yield (%)

— Particle size distribution (pm)

4.6.2 Compaction

a) Compactates are obtained directly from the dried extract.
NOTE1 Homogeneously extract powder (could be blended) and excipients
such as diluents, binders, disintegrators or other suitable excipients are
directly compressed with a roller compactor or a comparable technique to
irregular shaped particles.
NOTEZ2 These particles (compactates) are sieved to give desired range of
particle size.

b) Particle size range of compactates for herbal medicine shall be 0.18mm to 4.0mm.
NOTE3 Specified particle size range varies among pharmacopoeias in each

country. (Annex B)
c) Inthis process, CPs are as follows;

1) Uniformity of mixing

2) Kind of excipients added

3) Compactor rotation speed (r/m)

4) Compactor pressure (kPa)

5) Compactor temperature (°C)

6) Particle size distribution (um)

4.6.3 Semi-dry granulation
a) Slight amount of water or other solvents, usually less than 5% (1-4% preferably),
is added to mixture of dry extract powder and excipients such as diluents and
binders, then mixed.
The moistened mixture is granulated by granulator such as a device equipped with 2
shafts extruder and screen for classification.
Residual water or solvents are removed by heating to afford dry granules.
In this process, CPs are as follows;
1) Uniformity of mixing
2) Kind of solvent added and residual solvent content (%)
3) Amount of solvent added (%)
4) Drying temperature (°C)
5) Drying duration (h)

6) Particle size distribution (um)
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4.6.4 Wet granulation
a) Blend homogeneously extract powder and excipients such as diluents and
binders, moisten with a solvent, form into a desired shape and size, and then
dried.
Obtained granules are sieved to give desired range of particle size.
In this process, CPs are as follows;
1) Uniformity of mixing
2) Kind of solvent added
3) Amount of solvent added (%)
4) Drying temperature (°C)
5) Drying duration (h)
6) Particle size distribution (um)
7) Residual solvents content (%)
8) Water content (%)
9) Pressure (Pa)

4.7 Packaging and labelling
a) Granules should be packaged into individual sachets, bags or bottles which can be
tightly sealed or closed to prevent moisture.

Equivalency between decoction pieces and final granules must be indicated clearly.

Equivalency data should be taken according to section 5.2 of this document.
NOTE1 Following indication is one of the good examples for accurate
prescription.
“1g of this product corresponds to 3.5g of decoction pieces/crude drug”.

Extraction solvent and excipients must be correctly labeled.

NOTE2  Other overall labeling requirement specified in ISO 21317 applies.

5 General requirement of quality assurance
5.1 General
a) Alltests are required for crude drugs, decoctions, intermediate (dry extracts) and
final granules and a stable inherent quantity transitive relation is required.
Test items which do not change in manufacturing process can be omitted, such as
pesticides residue and content of heavy metals.
Assay for marker components should be conducted in each stage to obtain consistent
products.

All the testing items and timing shall be determined based on scientific knowledge.
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Overall general requirement for quality and safety evaluation specified in ISO AWI
19609-1 and 2 as well as 19609-3 and 4 applies if applicable

5.2 Equivalency evaluation
a) Equivalency evaluation is important for final products to afford identical clinical
effect and safety with decoction pieces/crude drugs.
Equivalency between dry extracts and crude drugs/decoction shall be evaluated by

appropriate physicochemical parameters according to the method in Annex C.

5.3 Identification
a) One or more specific chemical component(s) in final products shall be set for
identification.
Pattern analysis by TLC or other chromatographic methods are applicable for
identification.
Identification method specified in ISO/AWI 19609-2 applies.

5.4 Assay
a) Content of representative chemical component(s) as quality control marker are
set for quality assurance.
Quantification test shall be conducted in starting raw materials and the final granules.

Additional tests of extract solution, and dry extract powder are recommended

5.5 Particle size and particle size distribution
a) Moderate and consistent range of particle size are set for each product according
to pharmacopoeia or guideline in each country or authority.
The estimation of particle size and distribution shall be done by analytical sieving.
Refer Annex B regarding particle size of granules in CP, KP, JP and EP.
The testing method specified in ISO/AWI 19609-1 applies.

5.6 Dissolution test/Disintegration test
a) Granules should dissolve, disperse or disintegrate quickly in cold or hot water.
Appropriate test should be conducted to evaluate these characteristics according to
pharmacopoeia in each country.
The testing method specified in ISO/AWI 19609-1 applies.

5.7 Determination of water/moisture content
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a) Water/moisture content is evaluated by mechanical method or loss of drying
under appropriate condition.

Water content should be less than 8%.

The testing method specified in ISO/AWI 19609-1 applies.

5.8 Uniformity of dosage units
a) To ensure the consistency of dosage units, each unit in a batch shall have amount
of granules within a narrow range.

The testing method and acceptance criteria specified in [SO/AWI 19609-1 applies.
6 Requirement of safety test

6.1 Pesticides residues
a) Appropriate residue limit of individual pesticides shall be set for granules.
Targets of testing pesticides should be selected according to information relating to
cultivation of medicinal plants.
Determination of pesticide residues specified in ISO/AWI 22258 and ISO/AWI
19609-3 applies.

6.2 Heavy metals
a) The contents of heavy metals such as arsenic, mercury, lead and cadmium shall
be determined.
Test method specified in ISO 18864 and ISO/AWI 19609-3 applies.

6.3 Aflatoxins
a) The contents of aflatoxins shall be determined.
Determination of aflatoxins specified in ISO/AWI 22283 and ISO/AWI 19609-3 applies.

6.4 Microorganism
a) Microbial tests shall be conducted in final granules.
Microbial tests in extract powder are highly recommended to evaluate sanitation level
of manufacturing line.
Heat resistant microorganisms should be tested in crude drugs.
Determination of microorganism specified in ISO/AWI 22467 and ISO/AWI 19609-3
applies.
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Annex A
(informative)
Production and selection of crude drugs

1. Production of crude drugs

For herbs cultivated or collected in new areas (not main production areas), origin
and species of each medicinal plant should be confirmed by not only
morphological and anatomical manner but also genetically and at minimum with
appropriate chromatographic determinations of the minimum amounts of
marker constituents or a typical fingerprint like described in ISO/AWI 19609-2.
Morphological evaluation of the parts other than medicinal parts sometimes
provides important information for identifying species when no reliable genetic
database exists. Therefore, flowering season is good timing for identifying herbs.
Raw herbs are required to be processed after harvest, processing procedures are
managed under the requirement of pharmacopoeia or guideline in each country
or regional authority. Also appropriate ISO standards for seeds and seedlings of

this herbals as well as monographs should be applied.

2. General attentions to select crude drug lots

Crude drugs having no or small lot to lot variation can be used without further
investigation to use as starting materials. However, some herbs have large
variation in lot to lot. In such case, multiple lots should be blended based on the
reliable analytical data to obtain consistent final products. Appropriate sampling
points and amount shall be designed to obtain representative average value of

the lot according to characteristics of each herb.
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Annex B
(informative)

Particle size distribution

Particle size distribution of granules in CP, KP, JP and EP

Sieve mesh size(um) Remain (%)
CP 2000+70 to 180+7.6 > 85
1700 0
KP 1400 to 1700 <5
355 to 1400 >85
JP Not Specified*
EP Not Specified*

*In JP and harmonized EP, formulation having granulation process is defined as

granules and no particle size distribution range is specified.
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Annex C
(Informative)
Equivalency evaluation

Equivalency should be evaluated by comparison of extract from standard
decoction and semi- or full scale of practical manufacturing apparatuses. Whole
dry extract yield and extract rate of marker components are main parameters for
evaluation. In addition, whole chromatographic patter comparison by HPLC-UV
(PDA) or LC-MS technique provide information of qualitative equivalency. Since
nature of medicinal plants may change gradually, periodical quality reevaluation

is highly recommended.

1. Samples

Prepare 3 lots of sufficient amount of theoretically necessary crude drugs which
meet pharmacopoeia or regional requirements shall be prepared for this
evaluation. All the crude drug lots should be obtained from district which will be

used as future cultivation/collection area(s) for commercial manufacturing.

2. Example of lot combination for multiple medicinal plants formulation (in
case of 5 crude drugs)

Select 1 lot of each crude drug from 3 lots randomly. Thereafter, make 3
combined lots consisted of each 1 lot of crude drug as follows for example.
Same corresponding combination lots shall be used in preparation of both

standard decoction and dry extract.

Crude Crude Crude Crude Crude
Drug A Drug B Drug C Drug D DrugE
lot1 lot1 lot1 lot1 lot1
lot 2 lot 2 lot 2 lot 2 lot 2
lot 3 lot 3 lot 3 lot 3 lot 3

Combined lot 1: A-1, B-2, C-3, D-1, E-2
Combined lot 2 : A-2, B-3, C-1, D-2, E-3
Combined lot 3 : A-3, B-1, C-2, D-3, E-1

2. Standard decoction

Prepare standard decoctions with 3 lots of 100 to 200g of crude drug by
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traditional ware such as clay pot according to traditional manner such as
particle size of herbs, solvent amount and temperature, extraction times and
repetition times. Extracted fluid is filtered by paper or cloth, or decanted
according to traditional method. Whole or part of filtrate is lyophilized directly

or after concentrated. Experiments shall repeat 3 times for each lot.

3. Dry extract made by manufacturing apparatuses

Prepare dry extract from 3 lots of 5 to 10kg of crude drugs by 1/20 to 1/1 scale
of practical manufacturing apparatuses. Since procedures of concentration and
drying sometimes may cause loss, extract yield should be evaluated after
liquid-solid separation such as centrifugation. Movement ratio of marker
components and whole chromatographic pattern are taken from dry extract.

Experiments shall repeat 3 times for each lot.

4. Granules
If dry granulation method is applied, chemical equivalency evaluation can be
omitted. If wet or semi-dry granulation method is applied, 1 to 2kg of granules

shall be prepared for chemical equivalency evaluation.

5. Parameters and acceptable criteria
a) Extraction rate of marker components variation: =30%

b) Solid extract ratio variation : =30%

6. Chromatographic pattern analyses
HPLC Fingerprint testing method is recommended for whole chromatographic
pattern evaluation. Detail of this technique and assessment are specified in ISO

19609-2.
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I1SO 22584:2019 Angelica sinensis root BERE/ T WG1 60.60 2017-03-22 - 2018-07-18 2018-10-01 2019-07-02
ISO/PWI 22585 Codonopisis pilosula root REEI/TFT WG1 0.60 2017-03-22
ISO/PWI 22586 Paeonia lactiflora root HEE/TFT WG1 0.60 2017-03-22
ISO/DIS 22590 Determination of Sulfur Dioxide in natural products by |, .~ _ . 02 - . 0a. Y
{wation RO BILRERE wG2| 3099 2017-03-22 2018-04-25 | 2019-04-01
ISO/PWI 22905 Coix lacryma-jobi var. ma-yuen seed VA= /T WG1 0.60 2017-06-29
ISO/PWI 22906 Corydalis yanhusuo tuber EHRE/ T T WG1 0.60 2017-06-29

93

'H



Y WG | Current
ISO/TC 249 #X35 (2020.1.63R7) Sats S
AXFOBFIE 2019.4 A URITEHLI=ETES 10.00 20.00 30.00 40.00 50.00 60.60 90.93
Current Status 0.60(&HIEF—<
Final text
Proposal for ”:e:[s:zéeicl: recig‘es " | International | International
new project 9 CD registered [DIS registered Standard Standard
N TCISC work registered for N
registered published confirmed
programme formal
approval
ISO/PWI 22907 Uncaria rhynchophylla stem with hook PEME/ T WG1 0.60 2017-06-29
1SO 22988 Astragalus mongholicus root NREEE/T57 WG1 60.00 2017-07-20 - 2018-02-02 | 2018-05-16 | 2019-06-19 | 2019-09-27
:ioéli\[l;ll 23189 Determination of Ochratoxin A in natural products by SRR WG2 0.60 2017-10-25
E/(JF:SECZQMQO Determination of aristolochic acids in natural products RO TEAESE wG2 30,60 2017-10-25 2018:01-19 | 2019-10-09
E}]C)J([z)ls 23191 Determination of selected Aconitum alkaloids by 7::?‘4%7“«7:1:14”5”% wG2 4099 2017.10-25 | 2018.01-10 | 2010.02-13 |W201007498
ISO/DIS 23193 Lycium barbarum and Lycium chinense fruit MIRFE/TTT WG1 40.60 2017-10-25 | 2018-02-28 2018-12-18 2019-06-20
ISO/PWI 23194 Crataegus fruit WEFE/ISD WG1 0.60 2017-10-25
Irig(/PWI 23197 Specification and grade of Saposhnikovia divaricata BRSL—F WG1 0.60 2017-10-26
ISO/PWI 23311 Dimocarpus longan aril ERE/ TS5 WG1 0.60 2017-12-21
ISO/AWI 23419 General of manufacturing procedure and Iix!éﬁfﬁ(ﬁﬂiiilﬁpx we2 20.00 2018-02-22 | 2018-06-11
its quality control for granules FH)
1SO/PWI 24184 Andrographis paniculata herb BLEE/TFT WG1 0.60 2019-02-28
Ij;g:fsws Priority list of single herbal medicines for developing f&ﬁ{%i?é@ii%'}z WGl 60.60 _ _ 2018-12-10 _ _ 2019-11-08
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BMI 0.59 0.57 0.56 0.53 - -
(ENIEfIES 0.45 0.50 0.51 0.53 0.54 0.58
TR T e 0.45 0.50 0.50 0.54 0.59 0.63
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ARTICLE INFO ABSTRACT

Keywords: Introduction: Moxibustion, along with acupuncture, is an important therapeutic approach in traditional East
Moxafloss mugwort Asian medicine. As such, the burning of moxa floss on the skin to thermally stimulate body surfaces.

Japan Presently, moxa floss is manufactured from mugwort leaves mainly in Japan, China, and South Korea. The
China genus Artemisia, to which the mugwort belongs, reportedly includes more than 250 wild species in the world and
South Korea .

DNA more than 30 in Japan.

This study was conducted to characterize Japanese moxa floss by identifying various varieties of moxa floss
mugwort (MFM) material collected from leading places of moxa floss production in the world by DNA-based
phylogenetic analysis.

Methods: DNA was extracted from Japanese mugwort (9 families), South Korean dry mugwort (1 family), and
Chinese dry moxa floss (4 types), and the nuclear DNA ITS and chloroplast DNArpl32-trnL, trnQ-5rps16, and
trnH-psbA regions were sequenced.

Results: All Japanese mugwort samples were found to have the same DNA sequence in the ITS region; there were
no location-specific sequences. Chinese and South Korean mugwort samples were found to have species-specific
mutations, and their mutated sequence was found to be identical to the sequence ofA. argyi, a species remote
from Japanese Artemisia.

Discussion/conclusions: By identifying the various MFM varieties in Japan as the same species, this study showed
that Japanese moxa floss can be characterized not only by manufacturing process, but also by raw material. The
identification is also believed to provide basic information to understand the historical changes of places of MFM
production.

1. Introduction

Being East Asian traditional medicine, oriental medicine includes
acupuncture and moxibustion, the latter of which is a type of thermo-
therapy. The heat generated by burning moxa floss* has long been used
as the heat source for moxibustion, with mugwort leaves serving as the
raw material for moxa floss. Since they are also used as a material for
Kampo medicines, mugwort leaves are indispensable for Oriental
medicine. The members of the genus Artemisia are perennials of the
family Asteraceae. More than 250 species [1] are distributed throughout
the world, and there are more than 30 species in Japan [2]. The

Abbreviations:MFM, moxa floss mugwort

Japanese mugwort (Artemisia princeps Pamp, hereinafter referred to as
“A. princeps”) has long been popular in Japanese culture. The mugwort
used as the raw material for moxa floss for moxibustion treatment is
collected at only a few places in Japan. In addition, the method of moxa
floss production [3] and the purity ranking system differ among China,
South Korea, and Japan, depending on natural features and therapeutic
approaches.

Descriptions of moxibustion are available in the Chinese classical
literature. Mention that the mugwort was used as a heat source of
moxibustion is made in ‘Prescriptions for Fifty-two Diseases,’” unearthed
from the ancient Mawangdui tombs in current Changsha City, Hunan

* Corresponding author at: Chiba University Hospital, 1-8-1 Inohana, Chuo-ku, Chiba-shi, Chiba, 260-8677, Japan.

E-mail address: t.matsumoto@faculty.chiba-u.jp (T. Matsumoto).
! All research was conducted by the authors.
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Province, China, which were built in the early period of the Western
Han dynasty in the 2nd Century BC [4]. Also, in ‘Miscellaneous Records
of Famous Physicians,” published in the 5th Century [5], “gaiyo (Arte-
misia Leaf)” is described as a material of moxibustion. Published later,
in 1596, ‘Compendium of Materia Medica’ by Li Shizhen [6] describes
the mugwort from current Qichun County, Hubei Province, as a suitable
material. As such, the mugwort produced in that location is even now
highly valued, itself a brand product in China. In addition, Nanyang
City, Henan Province, China, a place noted in connection with the
Chinese physician Zhang Zhong-jing, is known for large production of
moxa floss [7]. These two locations are representative of moxa floss
production in China.

In South Korea in recent years, large amounts of moxa floss have
been imported from China; Ganghwa Island is the only place in South
Korea where mugwort is cultivated and produced in large scale. Two
mugwort cultivars “Sajabal and Sajual” are grown there. Several studies
reported that their components differ from those of mugwort grown in
other locations [8-13]. These cultivars are cultivated under the gui-
dance of the national government.

A historical view of moxa floss production in Japan shows that the
collection and the production were prevalent in and around Mt. Ibuki in
Shiga Prefecture roughly by the Late-Edo period (1830) [14], with the
moxa floss produced there being popular, with the brand name “Ibuki
Moxa.” The brand name is still used commercially, even after the pro-
duction site moved near to current Itoigawa City in Niigata Prefecture.

Japanese moxa floss mugwort** (MFM) is characterized by high
operating efficiency, because it has a mild odor, is soft to the touch, and
is easy milled, and is advantageous compared with other varieties as
larger yields are expected with its large leaves (Fig. 1). Another reason
for their high evaluation is their richness in trichomes (white hairs on
the backs of leaves).

Artemisia montana Pamp, a large-leaved mugwort species, also oc-
curs in Japan, and is commonly distributed in Hokkaido. Having hard,
deeply lobed leaves, it is said to be unsuitable for moxa floss production
because of its hardness.

Oriental medicine, which originated in ancient China and was
transmitted to Japan via the Korean Peninsula, has been established as
a part of Japanese traditional culture while influencing and being in-
fluenced by the Japanese culture and history in various eras. In addi-
tion, moxa floss manufacturing processes and modes of use have
changed, apparently depending on the climate and other natural fea-
tures of the places of collection of the mugwort as the raw material for
the moxibustion tool, moxa floss.

Varieties of MFM have so far been distinguished merely based on
morphological differences. The objective of this study was to char-
acterize Japanese moxa floss in terms of not only manufacturing pro-
cess, but also raw material, by identifying species of mugwort for moxa
floss from three countries under different circumstances, i.e., China,
South Korea, and Japan, by DNA analysis. With this aim, we attempted
to characterize families of mugwort for moxa floss in and outside Japan

R

Fig. 1. Japanese large-leaved mugwort as the raw material for moxa.
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by phylogenetic analysis.

*The term “moxa floss” as used in this paper is defined as “a cotton-
like material for moxibustion made from mugwort leaves” in the WHO
International Standard Terminologies on Traditional Medicine in the
Western Pacific Region (WHO IST) [15].

In addition, “mugwort” refers to the Artemisia leaf. It is referred to
as “moxa” in the WHO IST [15].

**The term “Moxa floss mugwort” refers to the mugwort growing
naturally and gathered for moxa production in Japan.

2. Materials and methods
2.1. Mugwort plants studied

Moxa floss and raw material mugwort samples were collected from
various countries and processed to extract DNA. The Japanese samples
consisted of young leaves of 9 families, designated as “JA001—009,”
morphologically identified as mugwort naturally occurring in Niigata
Prefecture (Fig. 2). The South Korean sample consisted of 1 family,
“KO001,” of dry mugwort of the cultivar Sajabal cultivated on Ganghwa
Island. The Chinese samples consisted of 1 type, “CH001,” of moxa floss
purified from dry mugwort collected in Nanyang City, Henan Province,
1 type, “CH002,” purified from dry mugwort collected at Mt. Yimeng in
Shandong Province, and 2 types, that of manufacturer A, “CH003,” and
that of manufacturer B, “CH004,” purified from dry cultivated mugwort
samples in Qichun County, Hubei Province.

2.2. Species identification

Species were identified by comparing the DNA sequences of the test
materials with GenBank-registered DNA sequences and the DNA se-
quence of the Artemisia argyi purity test reagent from FUJIFILM Wako
Pure Chemical Corporation, Ltd. (Osaka, Japan) (hereinafter referred to
as “A. argyi”).

DNA sequences were determined by direct sequencing. About 20 mg
of moxa floss or mugwort was frozen with liquid nitrogen, after which
DNA was extracted using a NucleoSpin Plant II Kit (MACHE-
REY-NAGEL). Various regions of the extracted samples (ITS, rpl32-trnL,
trnQ-5'rps16, trnH-psbA) were then amplified by PCR using a universal
primer. Amplifications were performed using a KAPA Taq EXtra PCR Kit
(KAPA Biosystems) and confirmed by agarose gel electrophoresis.
Amplification products were purified using ExoSAP-IT (Affymetrix).
The purified products were each subjected to a cycle-sequencing reac-
tion using a BigDye Terminator v3.1 Cycle Sequencing Kit (Applied
Biosystems), and their sequences were then analyzed using an ABI 3500
Genetic Analyzer (Applied Biosystems).

3. Results

1 In the ITS region, the leaves of the 9 families of morphologically
identified MFM samples collected in Niigata Prefecture in Japan
were found to share the same DNA sequence. The sequence was
found to be identical to the GenBank-registered sequence of
Artemisia princeps Pamp. [JX051726] (Table 1). No region-specific
sequences were found.

The Chinese and South Korean mugwort samples, unlike the
Japanese mugwort, were shown to have a common sequence at seven
sites, which was found to be identical to the GenBank-registered se-
quence of A. argyi [JX051681] and the reagent from FUJIFILM Wako
Pure Chemical Corporation.

This finding, along with morphological aspects, demonstrates that
the Chinese and South Korean MFM samples and the Japanese samples
were from far-related species.

2 With regard to chloroplast DNA (trnQ-5rps16, trnH-psbA), the
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Fig. 2. Mugwort produced in Niigata Prefecture, Japan subjected to DNA-based phylogenetic analysis.

Chinese and South Korean mugwort samples and the Japanese
mugwort samples had different DNA sequences in the trnH-psbA
region at site No. 309. With regard to the tnQ-5rps16 region, dis-
tinct differences were found at site Nos. 672-675 among the
Chinese, South Korean, and Japanese mugwort samples (Table 2).

In this region in GenBank-registered sequences, the sequence was
found to be identical to that of A. argyi [NC_030785], with the excep-
tion of sample CH004.

3 The Chinese and South Korean moxa floss and mugwort samples
were found to have different sequences in the chloroplast DNA: the
rpl32-trnL region differed among different localities and manu-
facturers (Table 3). The GenBank-registered sequence and the re-
agent sequence also showed differences in the same A. argyi.

A comparison with the GenBank-registered sequence revealed a
common mutation between the Japanese mugwort and A. princeps
[MF034021].

4. Discussion

In Japan, a wide variety of mugwort plants grow naturally, and have
long been classified according to their morphological characteristics.
Mugwort leaves delivered by collectors to moxa floss factories comprise
a wide variety of morphologically different mugwort types in mixture;
the mugwort species used in the products were unknown.

In “Tenkyu treatment” (also known as direct moxibustion, in which
a rice-grain-size portion of d moxa floss is combusted on the skin), a
moxibustion technique unique to Japan, highly purified moxa floss with
a yield of 3% (30 g of moxa floss produced from 1kg of mugwort) is

Table 1

Nucleotide sequence variation and the classification of ITS.*
specimen vouchers® Collection site ITS

34 46 50 61 76 86 102 109 201 209 238 240 445 507 521 524 591 602 619

JA001 ~009 Japan Niigata cC T T T G C G C T T C T C C T C A A C
CHO01 China Henan c ¢ CcC C G C G C Y C C C C C C C G G T
CHO002 China Shandong c ¢ ¢ C G C G C T C C C C C C C G G T
CHO003 China Hubei-A T €C C€C C A C G T Y® C C C C C C C G G T
CHO004 China Hubei-B ¢c ¢ ¢ ¢ G C G T Y C C C C C C C G G T
KO001-SAJA Korea Ganghwado T C C C A C G T T T T C T T C T G G T
A. princeps (JX051726) Gen Bank ¢ T T T G C G C T T C T C C T C A A C
A. argyi (JX051681) Gen Bank T C C C A C A T T T T C T T T T G A T
A. argyi (AR) FUJIFILM Wako Pure Chemical Co.,Itd. ¢ C C€C C G C G C T C C C C C C Y G G T

# Number indicates position of the variable site in intergenic region based on the sequence of JA0O1.

Y=TorC
¢ “JA”fresh leaves, “CH”,“KO”dry specimen belong to Chiba University.
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Table 2
Nucleotide sequence variation and the classification of cpDNA (trnQ-5rps16,
trnH-psbA).*

specimen vouchers® Collection site trnQ-5'rps16 trnH-psbA
245 268 672-675 272 274 309
JA001 ~009 Japan Niigata A A b G A C
CHO01 China Henan A A ATTT T A A
CHO002 China Shandong A A ATTT T A A
CHO003 China Hubei-A A A AATT T A A
CHO004 China Hubei-B A A - G A A
KOO001-SAJA Korea A A ATTT T A A
Ganghwado
A. princeps Gen Bank A C - G A A
(MF034021)
A. argyi Gen Bank A A ATTT T A A
(NC_030785)
A. argyi (AR) FUJIFILM Wako A A - T A A

Pure Chemical
Co., Ltd.

@ Number indicates position of the variable site in intergenic region based on
the sequence of JA0OO1.

" Dash indicates deletion.

¢ “JA”fresh leaves, “CH”,“KO”dry specimen belong to Chiba University.

needed. Japanese domestic mugwort is indispensable to the manu-
facture of moxa floss of such high purity [16]. This is because the Ja-
panese moxa manufacturers consider that Chinese mugwort is not sui-
table for highly purified moxa floss, due to its hard leaves, relatively
small amount of trichomes on the back of leaves, and other factors [17].

The questionnaire-based survey was conducted with Japanese acu-
puncture practitioners, who were asked to perform “Tenkyu” with both
Japanese MFM and foreign MFM and to answer questions about their
use in a blind fashion [18]. As a result more than 70% recognized a
greater ease of use for the Japanese MFM. Hence, the MFM manu-
factured from the Japanese mugwort as the raw material using the
traditional Japanese process was highly evaluated by both the manu-
facturers and the practitioners. With this situation in mind, we con-
sidered that it will be increasingly important to characterize Japanese
moxibustion treatment from the viewpoint of the raw material MFM,
and attempted to identify various mugwort varieties by DNA analysis to
clarify their differences.

Recently, classification by DNA analysis has identified in the field of
crude drugs. There have been increasing imports of mugwort produced
outside Japan, and a crude drug test is performed as required by the
Japanese Pharmacopoeia to completely identify A. princeps and Chinese
A. argyi to prevent the mixing of A. argyi into the mugwort used in
Kampo medicine in Japan [19].

In addition, the International Organization for Standardization
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(ISO) is working to standardize medical devices used in Oriental med-
icine. Likewise, the moxibustion heat source moxa floss may be subject
to consideration of its standardization. In that case, the quality and
features of mugwort as the raw material for moxa floss manufactured in
various countries must be clarified as key factors. It will also be im-
portant to identify chloroplast DNA regions according to mugwort
differences.

For this reason, and in reference to published reports, we used the
trnH-psbA region, which is widely variable within the genus Artemisia
[20], and also used the rpl32-trnL and trnQ-5rps16 regions, as they were
reported to be widely variable among different plant species [21], to
clarify the interspecific variations of mugwort depending on the place
of sample collection. As a result, distinct species were identified. These
findings in the present study showed that the mugwort species used as
the raw material for Japanese moxa floss of high purity belonged to a
group different from that of the Chinese and South Korean MFM species
in terms of gene sequence coding, suggesting that they are different
species not only morphologically, but also genetically.

In South Korea, moxa floss processed in China is commercially
available in large amounts, with A. princeps cv. Sajabal, a mugwort
cultivar grown on Ganghwa Island, being widely used as the raw ma-
terial for moxa floss. Many studies have reported Sajabal as a “cultivar”
or “variety” of A. princeps [22-25]. However, Jeong Hoon Lee et al. [26]
reported that A. argyi and Sajabal were identical in the trnL-F region. In
our present study, Sajabal was found to be identical to A. argyi in the
ITS region and the chloroplast DNA trnH-psbA, rpl32-trnL, and trnQ-
5rps16 regions. In addition, out of the Chinese MFM samples, the
mugwort used as the raw material for the moxa floss manufactured in
Nanyang City, Henan Province, was found to have the same chromo-
some sequence as the South Korean mugwort sample.

The amount of moxa floss produced in the South Central region of
China, where Nanyang is located, accounts for approximately 70% of
the nation’s domestic production [7], and moxa sticks are manufactured
prevalently. In addition, the “QiAi” mugwort from Qichun County,
Hubei Province, is famous for its high quality, as appreciated by Li
Shizhen in ‘Compendium of Materia Medica’ [6]. This mugwort re-
portedly contains higher levels of aromatic components than those in
mugwort from other places [27] and is deemed highly valuable. At
present, efforts are made to maintain the purity of the species through
cultivation. The manufacturers of “CH003” have been cultivating the
species to maintain its brand value while ensuring the fulfillment of its
own standards through component analysis and other approaches.

In the rpl32-trnL, trnH-psbA, and trnQ-5rps16 regions, sequences
differed depending on manufacturer even in samples from the same
mugwort production site in Qichun County. In addition, sequences
differed even within the same A. argyi sample that we used this study,
depending on GenBank-registered DNA sequence and crude drug test

Table 3

Nucleotide sequence variation and the classification of cpDNA (rpl32-trnL).”
specimen vouchers® Collection site rpl32-trnL,

173 242 473 497 532 570 652 795

JA001 ~ 007 Japan Niigata P A A G T A G C
JA008,009 Japan Niigata A A A G T A G C
CHO01 China Henan - - A T C G A C
CHO002 China Shandong - A A G T A G C
CHO003 China Hubei-A - - A T C G A C
CHO004 China Hubei-B - A A G T A G C
KO001-SAJA Korea Ganghwado - - A T C G A C
A. princeps (MF034021) Gen Bank - A A G T A G C
A. argyi (NC_030785) Gen Bank - - A T ¢ G A C
A. argyi (AR) FUJIFILM Wako Pure Chemical Co., Ltd. - A A G T A G C

# Number indicates position of the variable site in intergenic region based on the sequence of JA0O1.

> Dash indicates deletion.
¢ “JA”fresh leaves, “CH”,“KO”dry specimen belong to Chiba University.
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reagent. These differences are considered to be associated with the lo-
cations of mugwort collection sites. Further examination will be ne-
cessary to identify the collection sites, because “Gen Bank” registration
documents of “A.argyi,” which we used in this study, do not include the
records of collection site details. Also, in this study, we focused on the
statistical analysis of chloroplast DNA in three regions. However, there
may be a region or regions more suitable for mugwort identification
besides these three, also requiring further study going forward.

This study was conducted to identify and characterize Japanese
MFM in comparison with samples from other countries. There are re-
portedly 30 species of mugwort in Japan, which are morphologically
divided into even more subtypes due to intraspecific mutations, in-
cluding leaf shapes and colors, as well as branching. Therefore, char-
acterizing distinct Japanese MFM is expected to allow selected varieties
to be cultivated as in China, thus contributing to advances in the field of
Japanese moxibustion in the future.

We consider that Japanese moxa floss can be characterized not only
by manufacturing process, but also by raw material. This study is also
expected to provide information that will help us to understand the
historical changes of places of mugwort for moxa floss production in
Japan. We would like to expand the geographical coverage, and to
conduct further phylogenetic analysis using larger sample sizes.

5. Conclusions

DNA analysis was performed to characterize mugwort samples
collected from various places in Japan, mainly the mugwort produced
in Niigata Prefecture, the most widely distributed moxa floss material in
Japan, in comparison with South Korean and Chinese MFM samples. All
the Chinese and South Korean mugwort for moxa floss samples were
shown to have the same sequence as A. argyi. All the Japanese mugwort
for moxa floss samples were shown to have the same sequence as A.
princeps. These findings revealed genetic differences between the
Japanese varieties of mugwort for moxa floss and the Chinese and
South Korean varieties. These differences were found to be effectively
revealed by using the tmH-psbA, rpl32-trnL, and trnQ-5'rps16 regions.
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2. EAEEBTOZEHEROBREK

B OZWEIR CHRENRINTWD DL, K2 - &2 - B2 Th 5, IRZFHIHERCHE TITHkE
N~—7ry bBERENTEY, 2012 405 3 [A] 1S0 TC249 2K 2# (KMH) TiEE (Daeyo Medi Co.,
Ltd.) 2 BAREZHERS DM RIZBT 2 FR BN RE S, E 20183 0O 4 [A] IS0 TC249 IR
(=) TIEHE (REAEL) 220 b RRDBVEES N, 2 BEOHMAEDOIESITFIZONTIML
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TEY, BARNLOREMZ 1S0 T 1LAZTFREL T2 D2 2019 4FICEBREE TR LT D (%
i),

AR TG COZWERGR C— BN SN TV AHEBITEZ Th D, G2 TILHEESHEORER &
ABET L2 L TREOKRESHIREMD ZENTE DL EBZTCND, TEREOE LI ELER
FLTFERETu T 4 TELFRE A —D=FEw X —REFOEROMB IO L & 2007 4O ITER
BHEREFCRE - #i= ) 7 HEFEEEEFEO R T, —EOFRG T TRETE, BN OHEFEY
Wi 2 /Y 2 TIT ) HRZHEIRE S AT AEELZ B L L THARTHE O EREMIT S 2T A
(TIAS) ZFERRESHTz, ZOMREIEEIL, FEOEKE W) ERIKICHTRIC R E HITRE /N & FEMEZ EHlC
WA TS, TEORICWANEZ R Lo Wik 4 Lo skIcMim (EMICITERLSL »HA
S ETERIBONE TR L7t (HEh) TREEZT L2 L1k b, ZOHKE W25
THIETEEAEST, B, X2 FITHTRWD, KRS & EEMS ONE RIS 52 &
INTELHEEMEL TE D, b LGRS PIELWEEIE, FICEEEZ Y TLH720 0 LED T 31
. RS OREICFHTE2EE L RNLD, ZOREEEZHNDZ LT, E2CTlRE L THHEAE
72— EDFRMHE T TIRETE L2 L L5, ZOBIRN, HRPITE X 580, T Y 7 RS AHIC
WEBINR2OO ELSBVBRFVERS D,

F 1  TC249 - W64 TORZWHEER OHE Y & [EFIEER R
R 2 Y THERE (X 2 B4t - DIC) R KR
o2 IR - e Y JEE K
AREEH k7 o A7 22— — (IS0 19614: 2017) |
MR AR PR AT A E RS (TS 20758:2019)
ZEE M (1S0/TC249 ThitagH)
RSV AT A (Partl:: —fRE}) (IS 20498-1 :2019) PL B&[E
T v A7 A (Part2: Y6JR) (IS 20498-2:2017)  PL HA
RV AT A (Part3: 7 —F v — ) G TS 20498-3)) PL HA
RV AT b (Partd: OGRS GRamh TS 20498-4) PL HAR
TR VAT & (Partbs: ik L FAB LI OESEED) (TR: 20498—5:2019) PL H1[E
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3. ERMLTEZELLD:ODKRTER

MRS IE H 2 [E2HRR OB & 22t ICBd 20198 )

HARTHELT —Z 00 FGHERD, MOEA THHEHTE200E, WS 202DON— KL BH5HEEZXH
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4. BEEBBORIELLLECETINER
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ERIZONT,

DWHESE D ZEIET 2019—20 AEE TIRITH LR L7272, 5% FHAeR O 22840, W64 @
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N274 Computerized tongue image
analysis system-Part 3:
Color chart

Presentation content

« Purpose and justification
» Global usage
 EXxisting national standards
e Scope
Yoichi Miyake, Xiaoyu Mi, Tadaaki Kawanabe, Huilin

Zhou and Haiming Zhang, Masami Shishikura, Koichi
Sakaue and Toshiya Nakaguchi

Purpose and justification

This proposal aims to establish an international standard for color chart used in the tongue
image analysis system. Tongue diagnosis is a key technique in traditional medicine, of which
the basic ideas can be found in ancient Chinese clinical textbooks and has been developed for
hundreds of years and is popularly applied to clinical diagnosis all over the world.

Color chart is generally used in color correcting process of tongue images to secure the
reliability (quality) of the tongue color analysis and is indispensable for further development
of tongue color evaluation. It also provides a foundation for academic exchange, education
and international cooperation.

Despite their extensive use in clinical practice, international standards addressing color chart
used in the tongue image analysis are lacking. To guarantee reliability (quality) and safety of
tongue image analysis system, it is necessary to develop such an international standard.

(The outline of color patches for tongue image analysis usage are described in Annex A&B.)
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Scope

This international standard specifies the essential
performance and quality of the color chart used

in the tongue 1mage analysis system. This color

chart 1s used for evaluation of color reproduction
of tongue image analysis system and does not

involve the clinical tongue diagnosis associated
with the findings obtained from the system.

Outline

Image quality of Tongue image is dependent on many factors as follows:

1. Spectral radiant distribution of taking illuminant such as,
Color temperature, luminance, rendering index
Kinds of illuminant for example, LED, Xe, Halogen lamp

2. Spectral characteristics of imaging system (Digital camera)
Taking condition of lighting (size of integrated sphere etc.)
Characteristics of Display (LCD,PDP, EL, CRT)

3. Viewing condition ( viewing distance, kind of monitor, size, illuminant and
luminance of viewing room)

Our purpose for international standard is development of color chart for color
management of tongue imaging systems.

Standard of Color Chart is introduced and proposed.
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Requirements of New tongue color chart

« Color chart is based on the actual tongue
colors.

» Appropriate number of color for convenience
practical use and analysis

« High accuracy of color reproduction.

We propose a new international standard
of color chart specification to satisfy the
requirements.

Purpose Tongue picture taking and reproduction system
Taking condition

() _,_ Digital camera Display

||i_ ﬁ';_: LX) fea)S(A) B~ O'(1)

O H & )

T(A) =LA [(DS(D)
i=R,G,B Viewing condition

.

O(4) N
V=], ODTAERA
O(A):spectral reflectance of

the object i=RG.B @\
E (4):spectral radiant distribution  Color management ' L

Visual charactgristics

T () ‘spectral characteristics of camera
1

V. : R,G,B camera output _ | e
Diagnosis of diseases
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Tongue taking
system

——] Printer

Printer
profile

SRGB or
Adobe RGB

ﬂ< Colorimetric color reproduction >

(XZKZZ) = (XOYOZO)

Scope of Part 3:color chart for tonque image

Tongue image taking
system

Display(LCD)

AE

Color
transformation

" RGB

->Lab
trans

Color chart is
necessary to
calculate

the RGB mmmp L ab
transformation.

(R G B) input (L *a* b*) input

Viewing
Condition

(L* a* b*) output

AE >
To minimize 222

the color difference

8
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Actual tongue colors

Covered actual tongue color area (gammut) ,and spread the area.

* | %
CIEa*b* [ i We measured actual tongue

B Gammut x 0.75 colors (over thousand), and
S— analyzed tongue color area.
s} © Gammut x 1.5
% o o
*
% o * o
b* ] L u o
*n s’ ©
o +
‘G AL o
a o u AT ©
3 ﬂ‘ﬁ anm ‘e
% % a * aoeé
[N o

a*

Example of traditional color chart

Macbeth color chart

Primary color : Cyan, Magenta, Yellow, Red, Green, Blue

Gray Scale : Black, Four Gray colors, White
, and 12 tongue colors. Only 24 colors

10
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Accuracy color reproduction

RGB Image taking

1n
e - - EEEEEs
RGB 1 39 23 8
IIIIIII S I >Lab
trans
!IEI“E 128 132 45 93 e
!IIIII.I
MRS
Tongue color samples Color measurement
(128 colors printed)
Colorimery
A E
1 37 19 7
128 45 30 26
11
Accuracy color reproduction
/

Macbeth Color
chart

AE Ave <3 7
Z/JE Max <10 15
AE Min <0.5 3> .
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Standard tongue color chart is,

 Actual tongue colors.
=> Covered all actual tongue color area

« Appropriate number of color.
=> 24 colors include 12 kinds of tongue color.

« Accuracy of color reproduction.

=> Accurate tongue color reproduction was
done by using standard color chart compared
with the conventional chart such as Macbeth

color chart

13
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ISO-TC249-WD N399
Computerized tongue image analysis system
Part 4: -Peripheral visual instruments-

Presentation content
* Viewing condition

 Display system
« Time schedule

Yoichi Miyake, Xiaoyu Mi, Tadaaki Kawanabe, Huilin
Zhou, Haiming Zhang, Masami Shishikura, Koichi
Sakaue, Toshiya Nakaguchi and Takao Namiki

Scope

* This international standard specifies the
essential performance and quality of the
display and viewing condition in the
tongue image analysis system.

* This peripheral visual instruments should be
discussed after the Colour chart (Part 3) is
determined .
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Review of first WD

This ﬁ)roposal aims to establish an international standard for peripheral
visual instruments with appropriate viewing environment used in tongue
image analysis system.

It is necessary to secure color reproduction of tongue images through
peripheral visual instruments with appropriate viewing environment.

The standardized peripheral visual instruments will bring the .
comparability and reliability to tongue image based on tongue diagnosis.

The standardized peripheral visual instruments will offer strong .
technological support for further development of tongue diagnosis and also
provide a foundation for academic exchange, education, and international
cooperation.

Review of first WD
- Toward evidence-based medicine-

al If we can obtain the consensus on the standard of
foundamental parts (Part 3, Part 2 and Part 4),
these will greatly improve the tongue image
analysis technology.

omputer Aided Diagnosis
Image analysis(recognitio
texture, gloss, 3D, BRDF, et

Part 4:Visual instruments
and conditions

Part2: Light source

Part3: Colour Chart
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Purpose Tongue picture taking and reproduction system

Taking condition

Digital camera

CE
S

L(2)

i=R,G,B

Ji(A)S(A)

T(2) = L(A) £;(4)S(2)

O(4)

0"(4)

PART 4
Display characteristics

E'(4)

iewing condition|

700
V=], ODTAEMA _
O(2)'spectral reflectance of _ R.G.B _
the object (
: i istributi Color management : 3
E (A):spectral radiant distribution g Visual characteristic
T(A) :spectral characteristics of camera %
V. :R,G,B camera output , nr'_' _
Diagnosis of diseases
Color reproduction
Tone reproduction
Sharpness Gloss
Noise Shade
Texture
Size
BRDF
Viewing L -
and taking —— /I—
condition
ém
Experience Memory
of observer Preference
Purpose

Appearance

Necessary to determine quality criterion
Measure of quality
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b 44
62‘@@@@

Brain
visual characteristics
recognition viewing condition,
cognition
understanding
preference L
emotion
illusion
etc. o )
viewing illuminant
S visual angle
viewing distance
Visual acuity
adaptation
subjective eye movement
evaluation etc...
prefer
beautiful
appearance
cloudy
dislike Lo
opacity Psychological
AL parameter

Physical
parameter

luminance
color temperature
contrast
tone
chromaticity
gamut
sharpness
noise
distortion
aspect ratio
pixel pitch
size
blur
BRDF
etc...

Quality criteria of

!\ ) LCD

Evaluation
Diagnosis

As a conclusion
Technical requirements

Pixel number, data format, quantization level

Maximum permissible of Color difference between
object and reproduced image

Viewing condition
(viewing distance, kind of monitor, illuminant and
luminance of viewing room)

Firstly, pixel number, quantization level, gamut

should be determined
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It's like the b/ ind men who touched just part of an elephant, and tried
from that to describe the whole animal

a %l 27

DS

ByY. Miy:\l.\'c : A 11 EEE:FM bl =S

Y Sl
KRR
Bt
Rk avkSRE
2 ATt
il BER
¥ 5 i
4
etc. REL e
[] faals BEEDH
PEE ARG
?Ej](orr_MTF) et ete..
- NERS NIDVE
= HEHE o5 g
FE LW etc... %
il I
&Y B3R
R T
%ﬁ S etc---
mpm [NDEREE, 7?/
etc. | EETERIT BMEEEIZELL
C B /SSA—SDRTE
[X]1.2 &k o i
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FRBAIRIE AR, LW, E, BRE, BER
xBk, ATk mE | EMRIEIMANIE orSAMEE, BEERE TRAE
BRE TR, eRTR, /(XRE
W, mk AE I I I

AHREE,

FORF ¥ I I I
5'('.5R, ETERE: I ) & SN, BB, MEE,
s, ERS, K1FIvoLv, iﬂﬁﬁ‘%kﬁ:&gﬁ Akt om w

CCDEZ3, 74 L& —4HERE,| BFE
BRDF DREE, 74 NE—FF, LV
X9, S/N, BERE

PAVEIN Vel -

A%, ME SRR
RIS bRSURE

v ¥

¥ 2 ¥ i fE

/ 8 A

BB
v

< E 8 ¥ fifE

H1.3 EEBEHFBERV AT LA

CIER

g, SEMRS SRR, 1R
HRAMTF,

X i

S-CIELAB
Error map

X

Error map
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FEMERRERE [R7 U7 GREFRECOBERD T
WFEMsE 0 (R M SO TIERLRY - BPEEYIIATT % B

MREFAFKDOEME L UVRE

1S0/TC249 ¥ ETH 2 PEICB T D st EFEBRO BEEFEEE~DORV sz E=2 ) 735 H
T, ERPEARELRPEITT L MEPEER) 2008 LIEXAT 4 7 OO 2170, TC249 (2
LT HIE R LOMERE (TEEET) Ik L TEMNZR LA — NEEUET 5, AAROBERAEIKEH
BEROTHI, WAOKREFICTEEDOH 5l % DAEIEOZRE - WRICEHT 250N 2 BB L ke,
TRBRAY « FINBY 72BN A JeIC LI RSO BB DIREM R OERL A B & L, AT EFEHE BT 2 58
2T D, AARIZE o TRF| OBV~ & R~ JUSZ BT, BBEISCTHARDRE
FCES I IEEEK., BRET D,

VA ENE B ERPE DR A Chinese patent medicine % & FF L 72 EBRHIME 2V ITIREL TV D,
Z 9 LIeBIKIE, fEO regulation #1234 Z LIIHATH Y, HARITEEES & LB L Txxr LT, BE
FALENTNG, LML, TEIZZOEVI L ICZA MAHEEEZ THNERED THHRE] Zik
DIRLTWA,

2020 FRRE - RT ¥ 7 s B AR E L O BUR /347 ]
YANA =1 PEPEER LR — hOESER
HIEZ R 5 SR BR O EBEE I A @i 2 i L C LR — R 35 (12
AT 1R BRI DERT 2,
VA NA = 2 ARRIEF AR & A O R RRIR L R DVERL
FIEEFROFEREZES CRFH o [MEGRGEREE S0 J & mE ik
o9 %, HARDEFRABEG =% 2 /WANFA STV D43 131 FOEH
SRR NREIC B Atk A2 L B 2 — LT, Mk, RRERAY - TR 2 iR L %
T LT AR DO R OIEEN R 2 AR LE R A RO 2,
~ ANV =3 JERRET RO R ERURE R O FRL
MEF2 GG (REEAR) 2B HEZE 41TV, 2020 42 6 H 1S0/TC249 D= TH
Kb,

MREARIER 1 : BR7 D7 EHEFFRELOBERS T (1S0/TC249/WG1-5)

TAIA =21 AEHERER LKR— FOEHRER

TC249 #EETH 2 T EICE T DI EFAFHB O EFEIEEL~OM Y Az E=5 ) 7425 HIT,
EZHEFRERRDNBITT LD HEPERER) 208 LIZAT 0 7 OO EITV, TC249 ICSHE T
LHEER L OBMRE (TB R GT) 1oxf L CEHNR LAR— F2E(E L,
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HRZERASIEE 2 : 1S0/ TC249/ WG5 5 & U WG1/TC215 [ZH 1+ D IcHEFAE L A XEDMEIZEILEDIER
RAIIWA =22 IIHEFRETOERDOMERELEDER

HARDEEI TG E P EEALT; (1S0/DIS 20334) &bl LT, F/AEZREA Th o Th R 5 A A R
L2V, AAGATHoTOENRRDRLE, Ripo7c L ZH0RL, il a— FZonThE
% (1S018668-1) L 1Z 72> T2, PEDZ 5 LIEHBEBEZ . ENO AAFER IR L TEEE T
SRV EDITT D HEMICT, 2T E TORRIMAIESLHGEO TS, AR 22 v/l oRd
%%ui%kﬁﬁféﬁ%%%ﬁ%ﬁ%kb\4;9@'m<D%rr4£01W\éo(BQ@szm; Controlled
vocabulary on Japanese Kampo crude drugs. 2018 48 A 3&1T) (ISO/TR 23022:Controlled vocabulary
on Japanese Kampo formulas and the indication codes for the products. 2018 4 4 H3&1T)

INETIT == Lcflix O L | PETHEHA ST 2 I ERE, [hFRRE I+
VN HESE N Ay (NG YR HK@E%@@ﬁI%X@ﬁ’aAéhfwéiﬁrn@@ﬁ
R hEEIC BT ik 2 L B = — LT, FITHINAY 72 035 L 0 B (BT D AEFEDRHE DR
LR EZRETT 5, AAREEF2OFEREZERICE T MG HE ﬁi(ﬁﬁ%;%jwﬁ%
L 2 RRET L. FINRY 7RS35 CER L 72,

F7o, ERERAEHR D TC249/W65, JWG1 (TC215) (24T, E&Lfﬁl@ﬁﬁ%ﬁW&bfl%ﬁ
Fe a2 L CL D EICR LT, ZOEEESK & L TORESLHM EoMERZR bR L. AAIC
o TRFOEENHFE A~ L R~ BT,

HZEBAZIER 3 : 1S0/ TC249/WG5 & K U TC215/IWGT (2R 1T B EHFEFREDEFRIEE
RANA =23 EZHRORAERERBEDNRE

HE OB EFEZ T R OGBSI E 2 R L, #2H L 72 (N1228:NWIP Traditional Chinese
Medicine—Vocabulary of Diagnostics Part 3: Abdomen), JEZIT B ARICBWTMBEICEE LI-2WFE
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1EV 7 (Gt EEEER R O OISR RIERRE DBLR, 7 —F ~— 2 LBRERHI I X 2 ERIHER
), @BAAXREHEFOMM () OIEY ML CniEEk) 18 &k 2 BERIGRIER, 1=
MEFT = X=2A~ A = T L HHRMEET] ZE26n2. BREREFOREDIED J7 &
LTI, FRBEREST — X X— 2O fH0 D AT AREN LI TH 5. BHIV R E DOTEY 71T,
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B & OARGHABIGEBAFE A~ DO W /) L A R LT, RO A MICHED 2 Z LIIAAETH -
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W5, HEOREANEDNIEER L EDLIOIXSARTH S, EELEDLRTIE, ATEICAKsh
THWOD Lovign. 12000, BfEK > TWDEMERIT, X T2 L CEERTIZI N L. OF
O, HOREZMHOTERT, HZOPTHRITELLTNWD DD THS. U EOZ b, i
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TOHEEGE - EBESCEISFINZAHT T, SEEEEORN TEm SN R e £ 272 1T, 4%
Hoe OEBEBERAK TOBERPHEMZIEA TS EEZBND. BARGHRERMT, —hb$
512 B % EFRSACE BR 3 CTiam S TV D RHEE FIC B D 2 FMITERNI ST 5 D Tl <, 15
FERIARD NSRS, H2B%, BRBFOEREMZEIC L oM E (ERIECENGE, M EES
DM DRPZ K CERESFPER N TFOFAZEE) o) LEIEIC LY, A SKRER

— 262 —



(IR A, IR 22 S 2 LAC, RERRRICE B R T NIER 6 RWORERTH Y, 51%, AARGHRER
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BEERIELT0Z L) BRAEH 5. Hlaid....

[ GRAE)  FAIX20054 (< HEFHREEHE] (WHO) CHEIPSHALAHEE X i 72 & & 20 b BRI O PR
HALIZ e b o T E T, YREE, WHOPEAK TSR (WPRO) D RHLEE S E (3% [E 0 Choi Seung-hoon
KT, ChoillkD T TVh EF b4 070y = 7 FICHADMATMONK L LT#bo0nE
2 AT, 20094 LA L EREEE LB (1S0) ToMLoEBRERIC 22 XS em L. 25
Lictspe, LA, IADROIAHAIE (AMED) | BEHERHL» OIS L 0t E, HALL
CEIFEHERICIET 28 2To CE L L, ZDF T v b 74 — L2702 72 DIF20054F IR ¥ i H
AHPEPEF S L v b 2ik JLOM) TE 25, FAR20144 2 H24ER, FHRE LY L L, HE%eE, |
RIS b MR (RARROAD . ISR (CBD) & o I IS D o R IE S O ER I L &
ATWEEESHAICEECEIIEARY L., (AUREET) (5 HEEY O EBEELIZ1980FRICH
F o TLE T A, 20044E ) LWHOTAMAL L £ L7, #IE O Choi i WPROD[RAEIE FIEE ISR D V&
ORE, EEEFOME, EREFOWR, BRTA K74 v 045070 22 bELL EFE LR, 20
5 b, VRO & RHEEF O FIFEICHS 2 B L OB, RIch - THIRS T vk 3, FlFEo Bl
i ERAALhEEBEOEEE > THRME LT E L, Bl TRE] okSic, AUAET &
RS 2 WAESEIC Lo TiE) C L S 2T T, T2 LMEARICEIER (annotation) % AfL 2 1K

BT, E# (definition) ZANTRHBTF RV LICLADTT 2,
FEANTEELRE] (it [E#EoOA] 201747H)

L o — DR BRE T Choi S5 5 12 5E

ERIEEHS S, BALEREEE2OT T 5 &, BHEEELHRLOEIME T, Tov=aT A ifbl
VO IEMRIER 2 SRS T, 2 OMBHCH T IR MARBAEL 2 XD 1m0 b Lk,
fellch s,

L)

b7 HI21SO (The ional Organization for s PR (L) 13, B1% OSDG & DB o
T, HEFHE (FR) %3274 TWT, %45 b SDG #3 Good health and Well-being ~ DB 545K & v» & il
LTw? (offfzy vz cififiicyvz) .

Impact at a glance

150 contributes to all of the SDGs. Here you can see the number of |50 standards that are directly applicat

ARG THbA T HEEY (TOYOO IGAKU) @5 I3 RIRAEY  (Yasuo OHTSUKA, 1930-2009) 0 fifdt iz &
% & [HORHRICHED S BA S N BEER, ROBRERTHARN RIS Boo WAL S h BRKR O <
ETHL, LENTWD (KF1996:0)

F72. i (KANPOO) k(d, l6lHfdicA 7 v AR (W) PMAZ Nk, ZRERFEINBEDICIL
DT T ) HisMDb i LB WA S S o s ([EAEZOMAEORTHL] ) ,

TIGHACLARE T TEPEE A HAIC A S T & 72, AR P AL - A <A VY ROEFHHBEED 5\
ALEESF LA TV, FEFEREYEA 7 v FIABITRE T 51000 T, SHEMSH 5V T LI
U, Zhizif U CREROWREFR QR 2 305 L i RIC a0 2D TH 5 | (KK 1996:0) &,

oHiAEHE (Integrative medicine)

HARGHER (3) 0FBHL TS EhE0sREERTSH 5, () HARBERFRERD LS
HAEREBVIL T 5, BHEOBYOX YT v ZAZBKRAYTH 3 25, GLREFHEEFEIEIL 225
b, FNEEDERERE E S G0 EREED) (0o Th—) AT 4 v 7 KGR L IFENE b D D%ES
THBEIICELNES) RIEHEL T, 20120, SEFBEE EDTEL T3 EadEirh Ty
3.

[HEERGEROZIFTHS [AN] 2POE LEERS 2T LATH S, EREFERF IS W72
koEgEoREBLZ T, [N OEERECED Y | L OHIFGITE) - REEEZIEL, EETwl
T AR T4 - fo - 1] 25HEL LT, S0 ICEARBSHISE2 2 AET 2B 27 4
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aH
THo, 2AMLICAY | BERERPREE, A4 % EOEFEIHECHHAERE ORI, sHLeiE
fLictl- 2B ORI X D . ERRROBHMTRIBRO & 5. kD BENRD LHABERI kD bh
T2, 01HEDRHARKEIIC B 2 HAEROIM LI E 2 T, 2012-13F 10 FEAEFBE T e
BEARDTE Y J5IcBIF BT R ] 2B & . 201440 b RERICHATEROIE LffRERET 57—
2= (REEFRIETEE 4 ) OREIIHE o7, T 512, 2016481 1ZFAEF G EBUR <A
BB E AR S W 2. SO K5 CBITA ) E b T, BERERE AT R~ DR AT~
DIFIFREICFEELCE L, SHAEROERICH Y, HAERICE200ET ABEZLLNE, —
DRBERALE Lz, PERGESEE O SIS I X 5 P10 T — AR CREOHIRHIEL X ) &
T3 [EHETV] THY, b2 BHREREPOL Lz, Hika 127 1 04 HRGEIIZ L 5
HIREROEFOE (QOL) ol ExHME Lz [HREF L] TH 5] HAPKR L & = HAKAEHR

2DHP)

7B, RICHHT 2 KEOHTEREEE (CAM) DER TR, ZORMAEKELIFIENTLZ bOnGEAT
Wi, ZhuE, EFNAERLCKENTRAREATHRVENS GU L RAIATH 3, XED
[E37.25 ABFFERT (National Cancer Intsitute) Tl #EAEMIE,  [EHEY AR 7 (standard medical care) |
AxAvicL Tz TREDL, HE, Bt (Re) v b) 2o, ZRETHRML AL I TE 2%
BB ZMlAADELbOTHE EERINL TS

"Integrative medicine is a total approach to medical care that combines standard medicine with the CAM practices that
have been shown to be safe and effective. They treat the patient's mind, body, and spirit." - Complementary_and
Alternative Medicine.

o fiSEfLEFEH (Complementary and Alternative Medicine, CAM)

TR, (BABRHO=—-XOE) MW UFER I,
PEHHAIPEY) & #9285 TH B (the term for medical products and

[ RS 2R 7 70 DS TR A .
practices that are not part of standard medical care) | EfFBL TV 2. 2% Y, KETIE, [Ehi (M.D., medical
doctor) & RNEERT (D.O., doctor of osteopathy) DA% & DHMR, 7o NiC [HFREL, BERW)
Fo BWIROEEFE, 2 UTHEN] 255 7 ko H 08 BN 7 | ofiflicdEhTnioT

B, Zhbhz, LEOCEH, HEREERL TR0 Th S,
B, T ooNy—

[EER B 7] Lk, EYE
PETERR D, EHE A LTS, BRI, &2 IEE OERE (biomedicine or allopathic,
Western, mainstream, orthodox, or regular medicine) ®Z & TH 3, I TT B Ay =L FHATIEIIRRD
BOEETH S, VbR IEHEELOERDOHETH ), 2hEHAF v — B (H#pREL L L vb
RIS EF RIS 72 v L EFA S 7z ) Tl b D %L T3 (—Complementary and Alternative
Medicine, by NCI) o % = & b, ILKRAMES I — 1 v SREETIE, FAANY —EFURE THARBHY, 2
NERT Y TICET 2 PEGRERLALS b0 TH L0 2L EBERTEED RV,

DY MEREERE L E, FRIRCR A WIFIERIERED = L Th B, REDOHMZEREERE (CAM) Ll
mBEN DD BICHMb LT (EIcil~7) HAROHAER T, HAOEEFICE HA L Lz ffoT
Va7nic, HATRESHASZ 5N TV IEEHE (-0
NCD .

and Alternative Medicing, by

Complementary and Alternative Medicine, CAM = C y medici

+ Alternative

medicine
Integrative medicine = (main) Integrative medicine + effective CAM

YavART XV ARFEOYA T EHREER ] coFD05 2ofREEIELTwE., 2E D,

() #% [Acupuncture] . (i) 7—=2A~—%— [Ayurveda] . (i) 24> — [Homeopathy] . (iv)
(v) thEH 5 IEHEEHE [Chinese or Oriental medicine]
[ AARDIRHHITEMTE 12 & > TRERY A S Lvvegs, KEOEFEDO A bz 2 0 X5 2migs—fki
TH5H, L) e OROEHIVIEHTSIE b A LHEL TEp A% b4 (-Types of Complementary,

and Alternative Medicing, by Johns Hopkins Medicing) -

+F 2 w82 — [Naturopathy] . Tho. <

V7 (AR

o [ o oWToE® /B LCofiL=#iL s LTOBER/ [EHE ] cowTHz LS5

S/
o [l Ml 25 4 v O8RS S S S S
o HiL S
o HipEIES

(U= 7= ViR

o HhFEE DRERPEHED KAIES & | CD{RHPaR LMFFE#?& (AREEA
HO /M TR AT 0 /. i - </ TIE#| R R
%@/MWWM/M/M
1% fUERIcon T A ZEZ fpv e b7 ?
WELER 7/

V7 (34D

o AP (AMED)

o WAVEN [ THOPERE 1o 4f 2 Pk e |-« Bl iR IUIUEPEAE de | o RGIEIC o » T (LA
o

o AWM (THEA) [1SO/TC249IC 351F 5 [MBRAUKSEE 1 63 5 BRI & 5 X OHAbRo —R &
L TP - kOB 3

© What are the UN i D Goals? b ional O of

ik
o KIFINY) THUFEEE] HIGHIE, 19964
% ottt

oA ==2 ]t ZRASTIML AT TY L LTTRAL, GERERLIERT 5 201k, 2 0BFi
L BEREREKE 2L TR RV E2PILRIc L (b b IAHERORILIEH S 1)
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(B3 =) i, ERRAFHAGIERA IR 2 RE L LB oETH 2 HHH
° () B8 CRAED A v oy —] 23, WBHTBOR 2SRRI X Y BT

7o R R OB ERBNE 2 AL L w2 o 72 2010, H 67z TR

fli) OEMZHLECHIEL LS & T2HDTHL, o, HH
[' . S P, BN REEM L MEL Lo TH Y, HEORE
. DHESHFEDIE I BETS . TOREFMRICES T, MEALTE
ST S N B0, A28 2 H 6 H 0 R T76 () 105TH
wEn, EEE AL 8k . BHE TR, KAERAK (Budayi Kogure,
1860-1926) 2SHEL D723 O JOMEH A LT, XD X 5 itz & 2 7
5 TR 2 b DRI T2 ORETH 2. A2 ICHIERTIZ S
ROWEDLDObDTH S, HEBN SO E O TH L, Wil 2 D
it D ——& % [N 2388 & o 5 B o U 1 2 0 TH R Z Lo THC & v
IPEREL2LRDOTH L. X EMCEATCRETHIETT, 50
RIS 7 2 b O RAIME FAEO b O TH 2. PEEEIHIZL >0 ) L72ER
FERLFMEFLCDOTH S, BIEERTH L, BHEXLREI b0
BRAOTH L, TNUBICHHOFANL 7225 2 L ORI ZRS DTH D,
NEFREFROFHCH Yy CHEEL BZ LB TERVDOT, HARTHIL
AR & 25 03U 0 B T o TINER I 2fioboT, THLT
WHiIRIE S 20 TH 20, HILHE —ERGHROMICH v THEL
BEZLOENERCER) 2L THB] GEFLERE2S. WiR28E2H6
M. 403~<—2)

(it HI %68 . Mitsuho Tkeda, copyright, 2000-2019)

KIR (2006) [HPFEY] oNEIX, KEMICHEGFEFAMCR > To
b, TOENCEMNTLLUTOLI LR,

1. BOREY L PHEEY

BUDICIATLEE N 2. AARICHF 2 HEEZEDMER

W T ES 3. AROHFEEY: L HE O KA
Kanpo medicine, KANPOO IGAKU, Japanese-Chinese Traditional Medicine 4. Wiro L e L B

ST e 5. KOS

WH (PIAED) B2 VIREHEYE L i, REEEOKE RFEE 5 1T 6. BT OR W
AR THIEL M H OIGHEY: - GHRERO L Th B, B 7.
(KANPOO) &3, 16fttigic A+ 7 v £ (7) 288 A S hizthic,
ZRERHENDEBCEUDT W] &5 M D hre b ik 8. WLBFRARE ORI
SRS E . KIFE (1996) 13, BIroTwa ( [ EZOMA M 0. FElR RN 0
DFRHL] ) o 2F Y T16HACLARIZVEFEE A HARICEA SN TE %2,
BENGA N F A A R <A Y FOPESE R MBI D 5\ AL IR LI 10. EAREOUITIER
AT, WEREFEE4 7 v AABIRIEME T 2 iIcwkzoT, 2% 1L /IR 0 e
W H 2 IR ER EIED, ZACH L CHER D EFR QEEF T LS
W7o DTHS | (KK 1996:) &, 12. i DT iR
XT, BEHEZEHATIE, HEEFEE DITEN S, HAFETEDbDNIL T HLx WHEEFEE b2 L (ORIFARSE)

2 HFEEY: (TOYOO IGAKU) DIEZITAIFIRY (Yasuo OHTSUKA,
1930-2009) DOfEFHIC L 2 & [HORRICHED S EA S NZEER, K
VIR B CHARN A BN 2 oo R /LI N ERERDOZ L TH B
L& T3 (KR 1996:0) o

Hiie LT, HEEFROOE2LfibNE X ) IChoT0n? Bl
25 [1892] 426 A 11 H Filf o 5 = |7 g AR bk i 255
(T'E I 55k, WiR25 [1892] 4F6 A 12A%AT. 578 (11) -591 (15) ~=

— 278 —



| FoRiak-

BHERHE (HYAKUMI-DANSU) Traditional drug cabinet for Kampo medicine.

FELESE L o7z L CKIFFEE ¢ 1930-2009)

1875 [EAMBHSESBARIA & L CHPEESEFE LR S RA T T, &
FEDEHADEE T D, WHFM (SO0 REM] &30
FHORHTL CEESTN R F5RT 5,

1879 3A10H [HRTOPFELMEL, HEFEM S AREEZ DD o
THGUC AL % 307 L TR IE O, HEIRE TIRTIBERR] 2%
1, & 5 ICRIED B KD 72 D ICHIBEE (D b ORANE ) %
RELCGEB R 2 by ) o FE, RRNFIEE RN 5

L. EHEFEA S BT TRk,

1882 P AT BAEIE O 75 C25m D b D IR 0 BT % 5 2
%,

1883 Al S BB A B IR i S AP AL 2 A

1887 RAFLAEKRES TR AR L. 248ic RRMEH] 1055
b o TFEH,

1895  ERMSaFFHHISUEERE D, WiR282H6H DA SHE T
76 (K 105 TR,

1900 A (BF22 - KL DY 1 1900-1980) EAITTIcETN
2, Q3AGH [FwTE] | HRRIEE [Fx)dv] | BHREA
e M T Vv e BT S (/NS T8 & H KRB K
SOREHIARE . 19694F)

1910 FIHEAR BRIt BTaE (BASKEIE 2 2 B ARIH
N D OFARE E A5, WiE I EER A )

1920 AR, HEAALXFEIICEBE L, RS | oSz
Bt %,

1923 A, BEAEEAS, R (Hil) 2EC L CERE CREER) %

1924 HHfi. AARREER & K58,

1927 hiLERE REAEFEOHTE] T (-
povavzyay) ([EEBRZCMEGEEET 2 LAFEOH
ICIRBIRAFEEZTA T, Br b BO0MHE S Nz b Oal & 37 % 4
WS 2 E D DR BVTHDL 5 — RV 2 h 2IE I, ¥
RoJkicls LThRYICDYATH S| 3=V [[F] kb, [
JIASTMOETICIES ) L) RED Runize ) HARRE MR
B (1927-) OFFTMGE 2.

1930 285 (ifioR%) | mMEFEEHIEMTMctEEn g, i)
i, HACKE [1876-] TEREEERY:] (1927-) iWEFsh, ERLT
AT 2, BAROHTICIE, e, EREEE. HKERES 28025,

1931 #fii, b MERRER Bz,

1934 EHWMEMEEES QA) o B [RIRERE] . HA
B BEERANT (T8 & E8E3E] AIFD o BE)Ils B R 4l
(&) ) bR, s F&RERRBITEINT,

1935 BUTBEMTE CRIEEEH&EORTE) 2K,
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1936 fETTASUA BRI FRIE I A% 3 2 (REGEW] 1981:1) &

1938 RECERH [1905-2002] . Sl F{5 & % fE Ak L CHERERE T3
WEE] (ki [EEH oK) ) ZTIfT,.

1941 HAKRE (657%) . MK CTHIL,

1942 #RY. ZoWE, FAERICOWTOEL TAKRE] 2o, Iif
V—HhIREN [ER] 25 cig#l, RFEEYOBEEIC OV TORE R
#,

1943 B, W% RS &b T iR T TR AL,

1944 FiARMER [H778548) FIfT,

1950 HiHfi. DARBREEZAAT 7 &% 338 CREER SR A TSR
REFHE. RECEH (23 Eo0\0w) ) o HABSE#IIF
Tt % R0

1955 #8Y. HAEYTRE, WERBENE GF-HED 8

1957 #/Y. FEHEHEIC AR, TR O L, Z otk K
W OWFTE ClE A,

1962-1966  #85. Pafl - F— 2 b U TITE

1967 %, R - HEicEL S WHABER S (LR ofaich

e ANINE=. RERZEAMC 215, ERERY R AHEICHE
5. (Zotk, WY YH AR

1968 #%59 [MiToPEL-p1y#5 (R - ity TOARREESE
8] 19 (2) :12-21,1969, https://doi.org/10.14868/kampomed1950.19.62

1971 7THY = vF— -« 7Ly NJEYPIEME I ED [7 9 7Y
RO OEEES YRS YL (R TAy - TAFy e aXk
A v, HE  Fr—n X LY —) B0,

1972 T, RAEKEROWH 25 <. LRI ICHER AR AT se
Tt % RllE L AT Rt T

1975 485, WIFERFEHRAVIFEINIC AN BRVIEHE. MR 2 E
To

1980 #Hfi, FEE (FEHE80M) . RECGHWIZ2ACERTR

1982 LB, ALEITEFTHEEE AR AT RATCBBES I L 5,

1986 #8H. KEEY D BH & &K T TR IS,

1996 AfEimaEE. WHEMEURmREL k5.

2002 REGEMH. EE (FEFEI6RK)

2005 fCHi, WHOISHEEAWTZE 1€ v % — &K,

2009 A8H. FEE (FAET9)

2014 fed, ALFRARVERR EFBAETTFNE v 2 — THEEYH
FHIFEEFT 4% - MR RABEERGR DR, R ER R R
BRI

ZIRSCHR
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o EMIFR [RIRII L4 BFET 5] [ ORIK] 56545615-620
. 2009%F4H (-0 2)

o [ERIE | ALHEKFHEILELEFFAFET (ZoH 4 bicidFERics
VTR R S 5 72D ICHIHEERZEZ T B HERH 2)

o Asian medical systems : a comparative study / edited by Charles Leslie,

University of California Press , 1976

e

C W EE, BUSH R EIEMEHR & . S R TP E O H AR HNE KD
LHEkT S (5)

o MY (HAGHY 4 %<7 4 7)

o Kampo, Wiki in English
o Kampo, Wiki in German

o HAIIE in Chinese

SCHik

o KIFFY TRPEEY] HHH MG, 19964F
o KHUEWH MFENEEKOBE] [MEZM PEEEY RS S] Pp3-
17 CERDOAEEERT) 19814E (GF ) ¥ F A JRAIZ19344F)

Z DA DR

S

Copyleft, CC, Mitzub'ixi Quq Chi'j,, 2018-2019: Mitzub'ixi Quq Chi'j

280



E2EAMED/NEF S B R I & 3%

BADNGGMREFZ 2 ER (ERER - XILER -
FEER) ¥ L TRASHD
ERERICE S BRSO RO @IERE

CBD X WIPOIC T B2 EZ/B/BOIRR

20201 A26R
BERFEFTE BL BRKRTF

Outline

1. FMRTE L BIEER - iR

2. EMBHEEEL (D) REHEETEMEDER
3. AT AR (wro) IZH T SEH

4. BARGHEZRZD [{RE) IcmiT-RE
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1. MMM E L BEER - ImHAIE0E

2020/1/26
Tanoue

¥ BIEER (Genetic Resources)

SHRORXIBENLGMEZRT 5:8EF M (CBDE2%)
>Cf. BLERM  BEOBENLGELZE T SHEY. 2.
MEMZDOMICHET DEM

A ALIRBYENEE (Traditional Knowledge : TK)  (GZ)

R (LY TNEE (Traditional Knowledge : TK)  (3%3%)
DRI XARICH (T HRNBLEEI N E - DO NE X IEERK
>R AMTERE (B EECERRFICET HHH)

L 1fﬁffﬂ’{|j('ﬂ_’,§§fﬁ (Traditional Cultural Expressions : TCEs)
DG S 227 4 OXLEFDO—EE/R L. GHAIC,
HRAZEAT. RELEGHAESINTELFHNGRIEARLK
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BHEBR DR ERO®E

2020/1/26
Tanoue

HMBELEMIZ DL TOHHEF EXFRBITOVTOEF

{

{

_[

ek e o 3B %R EiEIE o IPiE | 5 {7
(5EEE) | < mEnb20% (FEEE) & B8h 5104 (EH)
| ® MBEOMRKREDEE 1R = ]
i e b 106 - ke o HEERE
o EXAEMAKRNERTANEL
EEiE o TBE|(FH1) &R BRERT. ARKE | ¢ BRRERHTAORLE
(BE#) & BERN5204 —  (RESEWIEE) & BRFEABIE
< o FEMDRRERETADEL
s o U i, £, F2. 70 * FMUA-LOTERS %
(ZHEE) I3 LEOERYERE
G FEERTOE GENGARETOH) MERES (G . i EOMmO
| = o H. AT
BB A E R A o FEKEEEABOEBKEE (BERAKENEOEH | EIUCEMNERCREUD
; . ; 7 ]
CBURAROBOEHEE DOF| FIEREE DREI-BIT Bk WTLRERDBHERE
& BEN5104
BREE o {EMOFRIEEIRE ———
(1B#®) Y& B D254 (RAHE0HF) [ EEXMENE = ¥FrTrmeE ]
-‘é" w% ® JYN\YPHEEYAIEAZD YEFHE. ERHTERIE. BEE. miZEE
(REBSHIEE) FEHSTAERIL [ EBABEEIELNS, 5

T ———————

L3 {E RI]
AEEE-EEL- \ar= B )

AR % \ “

2020/1/26
Tanoue

'H
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2. EMBIRIEER (D) QBHERES

BEE DR

T ———— a2

I5 3 DR F0 8

&%wfﬁﬁmﬂnﬁh:ﬁmjcﬂsﬁﬂ
‘ (74— 087)

BEARIBEL

CBD-ABSIZ #5113
HRDR R

[&2£] ABSiE#t EGERICEET AEHAY/EE]

EYDOLEMDRL RV BEALEAF AICEET S CHUNAEIRREETIAEROUSLR
Ui 2B 0TER. BE. XSRS LTENSHLSNTOSBEDMENS>E, &
EEREOFAICEET2H0D &V,
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S R AR E A (COP1e)  ma

'H

¥ COP14I=H 1T 5585 THEED RTE
® 2018F11B17H~29H. > vIVA - T - >4 (ZPTN)
CCBDE14mEEEHEL:3E (COP14) RN,
® COP14TII38DREMNFIRENA=D ., TDOBESEIAICEEL /=
BERREIFILUTD3ID,

RTE T4~V

EMLZEEDORERVIFHETRE/SF FHICEET HEHEY
N5 D 1ETTICEE 3 BRutzolijirisaxikfEBEAHARS A

FEBFRJERVEERIEOMMICE T 5B ESTHEELAE

1413 | o e o s

FERBRR U i 2 (CR:ET B85 IER U BEERIED

W7 | CBDR U Z D BT B ICHEAEEADHE

) %ﬁ'lﬁ%%’ﬂ%%ﬂ%ﬁ#ﬁ’ﬂ@%‘;% (C0P14) i

v ESEFJEICEE LI-SERDEXDEDE (GRE14/17)

FORIERVEERIEZRET 57O ICAIRERFHIERMERDO RN ZDER
AEICEAL. #HE. BNFEXICRERBRROETR(ICHLT, LUTD
3IDDERZRZERIT DD, ENICRELAZVWVET., FHE/RICERZRE
ERSESoFfF P

DK HR VEEEEICE I 5+ BRI DXL

QFEIEERUVEESLIAICET 57 Fihyv o 2REXRE
(WG8(j)) D#EHE

@mibeh-&mAH =X LD EA
= WG8(j) THIAESh T SiE k=S imAH=X A (the enhanced
participation mechanisms) Z@EH93 3.,

10

— 285 —



'

(j)-11 e
« EREJERUBEEREICRET 57 F Ry AHERIBEES=
® 2019118208 ~22B@E M)A =)L (hF¥%)
| e ‘

D EYZ M ERRETE2011-2020D 2501 BE 18D
@ T—INBHRUIZDMMD 5 EFFHEEI /R EREICD T O EE
® IPLCSHINTR A M20204 #) 2 46 14 th i 4H

@ RRAR2020E M Z R MEHARBICEIFHARARV LD DENYIC
HRAOERERIZA

® CBDICHM ¥ BEEMEICET SEEERT+—SLDENE

Annex IDET - LE 2 —%2FEL TEISRIKEHNESZE (COP15) £IC
Ml EsTEZEE/A L. AHTEGR U E12[EWGBIICL BIRETEET.
EloEFEHESZE (COP16) THFIR

11

3. HAEBOFREIEREE (wro) I2H 1T 558
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Tanoue

WIPOIZ &I+ 5
EHEREOE RO TR BEED ISk

PR DB A A %N 58k

EHAISERER

—2Aa
BEAR-EELL (7#4—787)
AR g “E, “
= P

WIPOIZ &1+ 3
TCESDEBIRD &R

WIPO : I1GC O anone

MM EBVISRIEAR. ERONBRUIF—o07 =
=BT ABAMEAR(GC) =

= 2000 DWIPOAE TERIEESN 1=,
= WIPO— R ARTE T D2EZ LD YU T—MIZ->TERMNEHLND,

« BRAOKR t*f ﬁ’i

* BIZER
SR ELBCERICRETIXESE )
_ ) FESNTNEEEDATI1—)
*ﬁ_%@{nﬁfiﬂ‘]iﬂﬁ%ﬁ = 2020438 %41[EIGC(GR)
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diffused TK

[Alt 1 Secret traditional knowledge is traditional knowledge
that is held and regarded as secret by applicable indigenous
[peoples] and local communities [beneficiaries] in accordance
with their customary laws, protocols, practices under the
understanding that the use or application of the traditional
knowledge is constrained within a framework of secrecy.]
[Alt 2 Secret traditional knowledge is traditional knowledge
that is not generally known or readily accessible to the public;
has commercial value because it is secret; and has been
subject to measures to maintain secrecy of the knowledge.]

[Sacred traditional knowledge is traditional knowledge that
in spite of being secret, narrowly diffused, or widely diffused,
constitutes part of the spiritual identity of the beneficiaries.]

[Narrowly diffused traditional knowledge is [non-secret]
traditional knowledge that is shared by beneficiaries amongst
whom measures to keep it secret are not taken, but is not
easily accessible to non-group members. ]

[Widely diffused traditional knowledge is [non-secret]
traditional knowledge which is easily accessible by the public
[but is still culturally connected to its beneficiaries’ social
identity].]
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