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[S0/TC249 [ZH T HRT DT IGEFDFREILDIRIR (2022-23) & ZF DX

H AR ZE B S A iAE  (AMED) ZEFTHFSE
[1S0/TC249 \Z81F 5 ERHME R B ICE T 2R FHIME EAELS L OHEEEO—EE L TO
BT - SR DIAEANZE ) WFZEERRANE TIERPRFPRE LRSS WA el

AEEEDRPNTES L, 2022 4FE (2022 4F 4 H—23 42 H) 12T TOMEIEOIEEID 5 5, il
L7204 1S0/TC249 Oxfna#atE & U Citdk 1 5, 1S0/TC249 THO W6 Z & OEBI D%t IS 23 5 72 8 D%
OEBICE L TE, £0HEPRELZTLH L TWDE, OO0, dFxFb L2 L CWEEL e
E93

1. #B=E

1S0/TC249 1%, HFEOEFIEAER (SAC) OHFEIZ LY 2009 F I [FEBAEARELHRE (1S0) NIC/ELLZ
HREZERTHY . W7 U7 HIROEHER (TEY - @EY - WHEY) 2820, BRI
WEtEAE B & U CAESORA, A (B, 27 H2 L) BLOMEHKET THW 2 27 &
DFE ) T OZ BT 2 EREIGRICBE T 5 EERE A ED 55 Th 5, 2010 FI2H 1 BlIOKREEFfo
T2, FORFIELS FHBRENTIE R o7z v ), BIEOHEIE, 14 18 (one belt, one road)
ZEOITEHES & LTEBIL TEBY . IRERICHOWTHRIFEHIR s 2 EBZIEZ TV D B)I LR
— FBIR), PEZEZEMFICIET 5~ IS0 R0 WHO 73 & ORERE<e WFCMS, WFAS 7% & O 21T HE RS % A H
HINZIEH L TITEI L TV D, ZOHTHRIZ IS0 1, Wil 123 d 2 ATHH DT, HEHINTND
EEbND,

2. 1S0/TC249 migE

ISO/TC 249 TIL 2010 DI E LI, 2022 4£ £ TIZ 12 IEIOD}J i 2 BRfE, 2020 AFEELARE Web BifR:
SALTW D, IS0/TC249 |Z1E 2011 AFE D 2 [EI R4 TaRiE S 47z 5 DD R4 Working Group  (WG)
& 10215 LHEFIWe TH D (K), W61 D6 DD WG 73% D, ZDHH W61 5 W64 £ TIHE ORI
WG L 7o T D, —F, EFEREH S W65 & W61 TIX F{mffiq— HET ) ORRUCH - 721
E e ARV N #*ST%/)’(’E%“C“ XHEZOBZ HEHNILEE T EBAEAE L 72 > TS
R D FERICRE REEL 52 5801 H 5,



F TC249 ® 5 53FtE (W) &fthad TC & D 12D Joint WG (4 6W6)

WG 1: Quality and safety of raw materials and traditional processing
RO dE & 2 atEds K OMBHEAIN L)

WG 2: Quality and safety of manufactured TCM products (TCM L ZEHLN D WE & Z24E)

WG 3: Quality and safety of acupuncture needles #RAHLD WE & L2ME)

WG 4 : Quality and safety of medical devices other than acupuncture needles
(BRI D ESEE G D SLE & 2 E)

WG 5 : Terminology and Informatics (JHEER L OMFHEIF)

JWG 1: Joint ISO/TC 249 WG5- ISO/TC 215 WG: Informatics (fF#ALF)

-~
* () - O member
‘ - P member

R S A2 M RITRIREES, A, ERE . ERERICHE S, 1S0/TC249 DOREXIE, £/ LIERK
HROEREHBREZE L CRT V7 OERETFAZHET (TCM: Traditional Chinese Medicine) &
s, $E%%ﬁﬁ~ﬁkbth$l& B EOEREFE~ORERIEZ XY 72WEEE - AR, BXL O
HE G T K D R E A [ < 7o D ITHEYER B ISk L CREMRIN 72 2 DD E & W o 7o & 7 > T
éoLﬁ@al%%0$li\I%%éﬁf@ﬁk@ﬁ%%&ﬁiﬁ&bfméomiﬁ\%wmmg
%#—EZ%ﬁﬁ(%f%@ﬁﬁx5y7@m’ﬁféﬁ%%éa)’if#kbia&btﬁ AR
SNz, HITT2021 FIP—ERA (VAR —T AL bEEL) OW OHFRORENDH -T2, S5
W2 BUEZ L IZ%ET 5 Bussiness Plan BS) 1B LT, FDFEIT Scope DR ERMEA S| X & WICHTZ
EnRH . FnLl ko RKEEWIEYZ, BARE L TiX, /L—/b (ISO Directives) (ZH-7-1EE %5
BN L7exbib &2 5| E et 5 2 & EEEAHOMKEREHIPEDSNOE L OL@DOEZ THLDOT, Zi
OO CHOE L DBFRIZ/FRNORIE L TWVD, B, Dk COREMENDH D P A U N—FIFFIZ X
DHIR L TRV, AEEITA 70 Mb v 2023 42 ARRS T2 »ETHD (I, 20224 L0 &
e T2 BINDOHDERED 0 A L N —EICE L I/VIFIENRP A o _X—BBEI L),

3. BAERORI (JLOM)
1S0/TC249 @ H A TOAGKIEFOFERE(L L 2005 412 WHO DIGHEEZHEOEEN 7 a Y =7 h~D
W IR 2 BT D T DICERSL SN T AT I T OEEIETH H HAREESY I v F2EE (JLOM: The



Japan Liaison of Oriental Medicine) AHLrE 72 DY LTS, ZFDIIMNITERMSZE « MRS/ TEL
L0 OBBRE B> TV D, JLOM: BN T 4 DO (AALSK LS AARPEE SRS, iz RS
& BAREARTR) & 2 DO WHO WF5eh 11 > % — (LR R HRPEE LR AT, & 1L K FEREZ R
F) MO STV, BIETIXE HIZ, BAHRBREES, ARGHREBA TS, RERIEFR
2. AAREAAIE O 4 FIKRS b > T\ 5,

IS0 TOREDZL  ITHAROIRICERET L OFEER L LIEERBRTORETIER L, BRET
EVEVEER DN LT ER Y AT LA MAHENGIREINTE Y, BPIRIMLE R BHEREL L, —
J. AARFHBRETFZZ AL U, RET & OFB#ERQEEDO S L IZEE TR EOIRRK 2RI 2 A AR
MAEFRAZREEL CBY, ERIZH L THRFARILCEE S < Bk, HECERERESY (85 - k) %
BT LB ROOENTND, LERS THIFEO L S RENLIREIND B Eime AR SE
BB SN T 5 & ENBUS & OfEZECHIEE & K- T DA e 7, PEEES A ERICE < B RO
EFREREICEEZRIEFL, OVWTHERICEFEHELZ GO TARERDH D, TDD, HAZ
IS0/TC249 IZHB W TR ARIRILAZ & > THIMS R EZ FET L MLENH 5 (W, TBHIEOWNE), *
72, BAERNOK —EEITHFEICBWTHE - 3 - BRVWTNTHHGT 2 0ERH D (B - i -
WA « [UEEHE) , EHEFTERPEEFOHBEL, PEFP#EET L IZFERTIEIH L3, £ ORT
MOEREETH L2, HARES & PEFROMET L OBERY L ARZAMEICT 2R LLETHY
(HHHE), SHICENEZFFECRETEDLICTIEMTHIENEETH D, Hrlld D EEIR
WOHIRITEFEMAOTZDICHMETH D, ZOTDDONEEEIOERP THOI TS VNEFHE - IR
), T XD M E ZONEEETT 5 2 LT RIFEREY  JRATBEMATE & OSBRI TITbLS.
IS0/TC249 1253 DX DRFE A ENFHR D TIT O 2 LA AREL 0 D,

4. IHEEAFETIZ 1S0/TC249 THEAL L -EEFE#E (International Standard :1S) 94 4
(2023 4F 2 F 20 H IR« WEAE 89 1)
IS -+ TS : [EEHUME, TR : i LR —F (BB L V9 BRE W OEEERME) (T~ TR
https://www. iso. org/committee/598435/x/catalogue/p/1/u/0/w/0/d/01
2014
L B 2 HLRIGE g% (IS 17218:2014) WG3
2. AHx=rTrOfEE (IS 17217—1: :2014) W61

3. AFEoEALEHME (IS 18664:2015) WG2
4, IERIZE (IS 18665:2015) WG4
5. RHEZFO—MREM: (IS 18666:2015) WG4

6. HEZTOa—F 17 (Partl:#1#) (IS 18668-1:2016) WG5
7. VR EENS RPN (IS 18746:2016) (H A& DZf}) W63

8. FE#E—Part 1: F3K (IS 18662-1:2017) WG5
9. FESRTOa—F 12 (Part2 : #H#) (IS 18668-2:2017) WG5
10. FESTOa—F 4> 7 (Part3:H49) (IS 18668-3:2017) WG5



11. PESLTOa—F 7 (Partd: 1K) (IS 18668-4:2017) WG5
12. PEZTOMBKMFEFE (IS 19465:2017) W65
13. AX F= Uy O TEAFERRRE DS EA: (IS 19610:2017) W62
14. W5 v v Zikds (IS 19611:2017) WG4
15. fREH b7 v AF 2 —H— (IS 19614 : 2017) WG4
16. FEETL M7 (Schisandra chinensis) OffEE (IS 19824:2017) WG 1
17. Ga Sha f2% (IS 20308) WG4
18. /% (Salvia miltiorrhiza) OFfE (IS 20311:2017) WG 1
19. FEFEYOY T I 4 Fx—rvx—Y A hoa— AT (IS 20333:2017) W6 2
20. HtE=2<"> (Panax notoginseng) OF&Efg (IS 20408:2017) WG 1
21. HE=2<"> (Panax notoginseng) DOIE « fRX (IS 20409:2017) WG 1
22. ALV a— X —FEGIENT AT & Part2: JEIE (IS 20498:2017) WG 4
23. X3 (Artemisia argyi) (1S20759:2017) WG 1
2018
24. R OBLIN T O DA EM: (IS 19617:2018) WG 2
25. R EBSIPIHEMA (IS 20495:2018) W64
26. TR : SR OKYLE B (ISO/TR 20520:2018) WG 3
27, #8100 - RRPMH A H B O FRREE (IS 21371:2018) W62
28. TR : AAYRSALTT 0 Ffei)HGE & intir=— N (ISO/TR 23022:2018) WG 5
29. TR : AAEE S AFKO Ry HEE (1S0/TR23021 : 2018) W65
30. LD — R A7 A (IS0 20334:2018) WG 2
31. ARIMRA S HARER H. (IS0 20493:2018) WG4
32. &7 (Ganoderma lucidum) F3FEA& (IS 21315:2018) WG 1
2019
33. EERAE O 7= O HaIfFE Hgk DAk (IS 20487:2019) W6 3
34, ALV 2 —F —FHEGIENTS AT A Partl: SFREME (IS0 20498-1:2019) WG 4
35. 3LV o — X —HHELENT S AT A Parth: Fh & HE GO S & # Bk (1SO/TR 20498-
5:2019) WG4
36. JEESAEEAT AHIESR (TS 20758:2019) WG4
37. IR AEARL B (IS 21291 : 2019) WG4
38. MEDIDDHA R A &Lk (IS 21300 : 2019) WG5S
39. P12 Salvia miltiorrhiza OMR EHR3E (IS 21314 : 2019) WG 1
40. MREER Isatis indigotica root (IS 21316 :2019) WG 1
41. 44816 Lonicera japonica flower (IS 21317 : 2019) WG 1
42, BEERIZH. DT O EM: (IS 21366 : 2019) W64
43. $kFz A8} Dendrobium officinale stem (IS 21370 : 2019) WG 1
44. Rk Gastrodia elata tuber (IS 22212 :2019) WG 1
45. Y% Angelica sinensis root (IS 22584 : 2019) WG 1
46. RHEAY R EE S & FEVEE 70 b OERIKHFE O G % BT 5 1= D OKHFEER R DO B 7




47.

2020

48.
49.
50.
51.
52.
53.
54.
55.
56.
57.
58.
59.
60.
61.
62.
63.
64.

65.

2021

606.

67.

68.
69.
70.

71.
T2.
73.
4.
75.
76.
7.

= 1J— (ISO/TS 22990:2019) JWG1
EHEBIFE D - DO DHE— DM FIEOMESE Y 2 b (IS0/TS 23975 : :2019) WGl

i)

1

S E BRI E L O EA: (IS18615 @ 2020) WG4

Efg—Part 20 RO BUYE (IS 18662-2 : 2020) WG5

O a— X —HFEBRIT Y AT A Part3: 15 —F v — bk (TR 20498-3 : :2020) WG4
O o —F —HEGEENT S AT L Part3: JH0E AR (TR 20498-4 : :2020) WG4
BAL SNBSS (IS 21292 @ 2020) WG4

RO EE A (IS 21310 : 2020) WG 1

T ABNE (IS 22213 @ 2020) W64

AIE O ORAFEM (IS 22217 © :2020) WG 1

B A PSR R 88 (IS0 22236:2020) WG4

L Rk U ADINRIIRST ST R OfR i (IS 22256 @ 2020) WG 2

HATa~ 7T 7 4 —IZ K5 RKRW P OB RIEORE (IS 22258:2020) W6 1
LC-FLD IZ X 2 R F OT7 7 Z FF 2 OHIGE (22283:2020) WG 2

THEIZ £ 2 R H o Zfefbhiiza O E = (IS 22590 : 2020) WG 2
FOVAWER T +—~ v k(1522894 : 2020) WG4

XN EEIR Astragalus mongholicus root (IS 22988 : 2020) WG 1

fEAE R E SR TORL CIROALST D 7= O R SCEAAE (IS 23030 : 2020) W65

mERE s a~ 8777 40— (HPLC) ICL AT a=Fo7iuA FHE (IS 23191 :
2020) WG 2

¥y#2 (Lycium barbarum and Lycium chinense ®32) (IS 23193 : 2020) WGl

p=11l

AR OV SR Z O T e (LS 0 Ve & 22k Part 1 R EE: (IS 19609-1 : 2021)
WG 2

AR OVERE A W B O AW & 2 Part2: B Ry O#ERIEER: (IS
19609-2 : 2021) WG 2

L— P —foR e B (1822466 : 2021) WG4

KIREER TOMAEMORE (152247 : 2021) W6 1

EHEER s e~ T 7 40— (HPLC) ICX AR o7 U A haxT7EellE: (IS
23190 : 2021) WG2

SR O BE FIE & S EPRAEIZ P32 — M EEfE (1823419 : 2021) WG 2

fEAp AR & RS D — e BEE (IS 23723 1 2021) WG 2

IR EAR Glehnia littoralis root (IS 23959 : 2021) WG1

W FE—Partl & (IS 23961 - 1 : 2021) WG5

LW EE—Part2 R (IS 23961 - 2 : 2021) WG5

7'/t Aconitum carmichaelii lateral root (IS 23962 : 2021) WG1

> 9 7 HIR Zingiber officinale rhizome (IS 23972 : 2021) WGl



2022

78.
79.
80.
81.
82.

83.

84.
85.
86.
87.
88.
89.

90.

91.
92.

93.

2023

94.

AR A Sinomenium acutum (IS::4154 :2022) WG1

SETRT U488 (IS @ 4154 : 2022) WG3

A BMERRITHAR (IS : 5227 : 2022) WG2

IERRESEIR O 7 3 U — i disorders (TS : 6304 : 2022) JWG1

SR OV SR 2 O T BB 0 VB & 2 e ME—Part3 REEM O f A (1S :19609-3:2022)

WG1

A FE S OV B 2 FH N T e & B i 0 i B & 2 e —Part 4 PG A & RE k& (1S

19609-4 : 2022) WG1

&R Codonopsis pilosula root (IS 22585 : 2022) WGL

¥ 7 % 7 R Paeonia lactiflora— AR (IS 22586 : 2022) WGl

IMTREF DO E L ER (IS 23956 @ 2022) WGl

TR NS Partl1: # v 72 7 (IS 23958-1 : 2022) WG3

D E TN Partl: v — 7 —A (IS 23958-2 : 2022) WG3

HE AR O BEREE hL—H Y T 0 OFEf—Pa r t 1AFEY (IS : 235963 —1 :

2022) WG2

PEAK A EERE L —Y eV T s DB —Parrt2 EFINY T (IS:

235963 —2 : 2022) WG2

Bh R Saposhnikovia divaricata OfR AR (IS : 235964 : 2022) WG1

YA 4R Bupleurum chinense, Bupleurum scorzonerifolium and Bupleurum falcatum
(IS 23965 : 2022) WG1

BRSBTS B O FEARR) Z2 2 & AR BE 3 2 — MR EE (IS 24571 : 2022) WG3

WS L bR a~ N T 7 4 —IC X DR DOA T T FE A
OBEE (IS 13126 : 2023) W62

o BUEMGHH OB

27 Bk (PEAE 35 Bk, —FEAERIRFIIE 30 ARAS)

BRZEOFIL, TERFMEDFELDOR— L= O S ERERE S (1S0/TC249)
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https : //www. . m. chiba—u. ac. jp/class/wakan/outline/research/index. html
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RAEDBE DI TR0 TC249 DOHEiFAS D RAEDIFAE



o HHEEDOHEITIE SIZEMFERD T, T2 HEOIET 2T ERE, 2018 4R ITHE Y
— B RIZIREZ AT DR (R . 2019 i Ein btk (IS0/TC314) & @ liaison FERRD
R TORR, 2021 4% USP CKER HFRATHED) & DfREORA ().,

2022 4EIL TC249 D BP (EV R AT T ) RAa—TFDUE

5. 2022 EDRETORIE

2022 FEDOME L FR o F DO FT 2 w7 D=6 6 H D Plenary meeting [%, Web TORFEEE 2o 7=
(P AU AN—FE (REHEODH D421 DE)), 5HFIF, 2R E L TOF UL SBP RIKHE X AT T )
DEWTHoT-, £, BEEFEEN SO Chair report & TC249 d Scope Z < AATWND Z L IVR
EN7e, SBP OEFE HIKIZEHMREEN I DO T, ZIUTHERIZME TRV, BB FEICR 2T,
Plenary £&#f%(2. AU ® Judy James & DFELAWTHECTE 7, DV, Ww@@iﬁwﬁ@%%w
% SBP M TIHERNT, BIOEHETHRD L DIXMETH 5, ) 2018 FEICHRFE SN [HE D

L TCONEEZRDR] Lo X1 Australia & LTiE, BAGELZW] W) 2 ENnH o7, EIZKJ:
LCik, BFEICHARERZRXAD RN H D535 H7-D, Australia O EENFIZ OV T, FF
KT 2 EM G R AT 2t R EAESFE CIEL (6 A 23 H), 22T, M¥EE (—X
FNZUT -wEE) o3 NESHEAMAT, ZOMELE LTUTORRE L, A—AZ K7 Y 71X SBP
BUED TC D Scope DWEIZ DN D Z L &G 5725, 1. BP oA TEHELAEI I Z L 2. H
KIA—=A TV TOFTREIFTDL L 2R, (AARXVFRVER, SBPIZXT 5 CIB 21T\, £
NTIE, BERA L ETH -0 T, FHELAWVIISLERY, HELDEICHE L TONEAIL SBP X
DHIBRT %)

29 H ® Closing Plenary meeting

EFFTHAARE LT, SBP OBEIZHOWT, HEZT25 (BMEIZEL TR E) . KEORBEKRT, ®&EZIC
FETZ TR0 | BB D any other business (2 L7272, BRI T- - DiEim D R E D, =2 T,
F—A N7V TIEEG FEESCDFEICE L TORNEOMH) ZREIH, £, R YOEREN S HITRIG
LG & 725, fER. ZiZ, SBP @k Tl any discussion on scope expansion Z &k LA R\
Lllpolo, BIRIZ, ZIMAEOENEEY SBP OEIELZ L TN Z &iZeoTe (RARDITEHNTI O
7R o T0),

B, BEPICEARL LTL, 2 IS0 Directives Y O FNEE FIEDOFHERLZ T 25 X DL
TORE EREIEIT T

KW G DOiEH)

WG1Scope 1%, RERIEMDZZENE, Z O W6 \ZHB1) DifEIL, FE SMFEBNCHIRE S D A EOEAELL
ET, ARIZE o TUIANERIC S KR E L KITT, AARITRERFICIREO Y EZFEMR T2 &
RO RT 7 N 22 L L Vo Fim & RIBRETH W RHETHLIOBXHTNEE L, =
O DIREITK L THARSNDORER 2N L 5 I@hE g, MERAEZMIEL TWD, W6l TSR
NN, Plenary (295305 5/9 12 24th W1 233578, Ht\ T 6/6 |2 25th 233§, 6/20 (T 26th &N
web CBAfE XA, 21 #F (CD3 {4, WD5 £, NWIP13 f4:) @ IS Bz >\ TH#EN Thiiz,



[ A AEZ]

NWIP N1217: Traditional Chinese Medicine —Guidelines on good agricultural and collection
practices (GACP) for medicinal plants [PLs: Lanping GUO / Takashi MOROTA]Z 16 [A] WG1 &35
(2020/12/T) 12BN T, EEEME, BEEME BREMREICHO VW Tar e 23 G 5728, WHO GACP &
DR OW TR A e Sl 2 &b, NP BZEDRIZ W6 consultation NEEIND Z L1T7 -
oo BUE, RAEENONP 5@ Z BFF L, PEMPL LEEE L WD OBEZED TWD, [AARE
VSN THARICHELL I 72 b 0]

HAE W61 T, ISO/TR 23975:2019 (Priority list of single herbal medicines for developing
standards) ® _EA7 100 fLOFEBIZDOWTE/ 777 1S OBFENED SN TWAD, WGl convener @
Prof. Liu Liang & ¥ priority list O FEIFIZOWTDORENH-7-, 5HBDO WL ICBIT S IS OFAFI
HELEATLHZHLOTHY, BREZERTLILERD D,

G&im) =2 Y Ui (NWIP, TR) {22V T, 4% SHEN Yuandong 723 PL T > 7=2%, TC @ chairperson
MPL E72%Z &I ,\nmxﬁjf_mf) i > T Bl R RSO SHI Yanhong 23 PL & 720 | WG = 2P /LT
—va OO DR FEITHET Z L2 T,

WG2

Scope (% TCM #ih D zz 2 & B, A B H O R Al fin B4 2 EBRIEEL RE, B
RO RFNIME & e LsminE 0720, ZOmERR B2 T2 K 5 158,
HARREZR LS, THUSNTHARICEELC O b OFRF R TIE, FiZh L,

Pr

WG3
Scope (% [Standardization in the field of quality of acupuncture needle and safe use

of acupuncture, not including clinical treatment or efficacy of acupuncture (FHDWE

BELOHESCIHEDIREZR O LR 2 EHICET 2E%) ). [BAERZE] @ Document
Number: ISO 18746 : 2016 (IR ¥ A H LB F#k) FEATW A, PLiWEE. AA, 12/2 12 SRK
W), MRS ND Z & THEBEM-, wE PL X0 [RISCEE BN E MR — > oI5y
BHF_R&ELOT LR TN, BARPLIL, BEIC, 200 BB W=D —20H8
BIZT 5 Z & T WG WTHEMN e SNREC, A — 0 —OFLSN CTHATO RIS Tl 122 < [
AN IR & 70 82 BRI RO L 72 S ERN AR T, S CTREmICE L Do Tz, 207
Bl PL TE G Ik L. WAZIRIEI W63 S Tl T 5 2 L EsFRICHii I, 54%IX
ZOXISNIAD, @IS0 20487 : 2019  (FBXIKHRERH 1) FITH .

[ A AIRELS THARIZHELZ S 721 D] ODocument Number: IS0 23958-1:2022
WRLY (L - fa3X) : TCM —Dermal Needle for single use —Part 1: Tapping type HL[EIfE
FIEH-—S— M 1 % vy B 72 A THIEAT—:60.00 (Since2022-05-17) PL : Xu Nenggui i
P EABOTIE: 5/17TI2 IS FATH O Document Number: ISO 23958-2:2022
s (R - fﬂj() : TCM —Dermal Needle for single use —Part 2: Roller Type Hi[Alf#
JJE-—X— 20 —F—% A THRIEAT—:60.00 (Since2022-05-25) PL: KAWG Dong—Ryel /
Wang Shoudong I T/éj/\@é@$ﬂi 5/25 12 1S FATH A

®Document Number: ISO/AWI 6559



TCM -Sterile Three—Edge Needle for Single Use I8 7 & B0l fif FH =FE88 (IKER) BTRAEAT —
2:30.20 (Since2022-05-07) %5 16 [F] W63 &3 (2022-06-07) IZHBW T PL BN x4 25~
LU nfThnd-, ARG EDRGHILZAR< CD ballot (Since-2022-7-14) ~iiTe = & NENE &
L, T UITTCHRE S L (2022-6-29),

T iE,

WG4
Scope & LA O EFRIA O i E & IRRECTR IR 2R < 2 b OERIEG O 222/ ),
PR ([T L, A%IT. SROTENRUTD 32D 5,
£ 2022 4 10 A#5 L0 2023 4 1 IS Wod RFBIMETE, FAEV 72 LET HARET —~ A5
ERDTETY,
+ ISO/TS 20758:2019Abdominal physiological parameter detectorsSR $%ZE
- ISO 20498-2:2017Computerized tongue image analysis system —Part 2: Light environment
SR $ 2%
« ISO 19614:2017Pulse graph force transducerSR #¢ZE
(e s)  [PEER-PE - AALFREER]
« NP 22587
R4 (= - fnx) : Traditional Chinese Medicine —Acupoint Magnetotherapy Plaster
e AT D IS RUR AR A B R FR 4 PL 440 HuilinZHOU, Minoru KAWAKAMI
BUEAT—t 30.99
- DIS 5227 (WG4 2375 24 1K)
%34 Safety controls of cupping device (Wfaias 2 4=ii1H)
PL 4 Osamah ALBARIKAN, Sanghun LEE, Zelin CHEN
BIfE AT —1 50.00 (2022/7/8~)
Wi DA AT OZ REFIZ OV TORARER N L LOON TV HRE RBEEH: oY
TIET - ugE - hE) , BHCRFEARL FDIS Nu oy MIHEB S E 5 Z L NER SN, (2022
7 H 8 H &Y FDIS %)
(ZefEl) HricdH/a L

WG5 + JWG1

Scope (ZfHZE L 1E# (terminology and informatics) DFEHE(L

JWG1 I1SO0/TC215 (Health Informatics) & ®FE[FE] WG

HEOASED R, L7, MO EFRICET 2 BUEOHEK - BRICETIHE LR b5 &
LD, o W6 IZBET 2 HFEZEEM LT 2720, tho W6 & oL > TR 2 L E R H
Do 8B, AADE TS Z T D200, AADOH — LI HFEICHET2IREEZTILERH Y,
MEZICBET 2 RZFEE R L T 5D,

EFEOMMIL, RBETIEHAROEFICEEL RITT I ENBEIN D BENREEOE N
IS0/TC215 735 JWG1 #&H L TEEBE SN TWD, 200D W6 & bRIENZAHE L TWAH, Bt
DEDORTHEHRENTND, £2Z2T, EOLIICHBEMFERMEZH S OV T, W6s DET:



F X0 OHRE T IC B TSR D ad-hoc group Z 3%, ZINDOHZEDOHEMZE (10215 &
L CW 5 Ms. Heather Grain) 23FHfE#E (convenor) ERVEELE-TWAR, FH0VIH FRID
HLoO TV DOPARIATH D CREDKRAEETEILITIEESINT),

[ BARZ] ISO/NP TS 23961-3Vocabulary for Diagnostics Part—3: AbdomenPL : 3 AREKIE
PEREOE, IROMFEREICE O, E2I2k T 2 RO EEREE L B 5 T IS S5, K7
R <, DTS ballot ~E®H D Z LT/ o7,

[AARRELUANTHRIZEELEZ S b D]

« ISO/TS 16277-1:2015 Health informatics — Categorial structures of clinical findings
in traditional medicine — Part 1: Traditional Chinese, Japanese and Korean medicine &
MEZTORKRA RIZET S categorial structure DFEZRD ballot, Z A h/L® traditional
Japanese medicine % Kampo medicine ICL TIEFLWWE WD a2 X ME, WolmAlZE#RINT-
HDOD, Ted, Convenor iNLRHENH Y, HEKMIZEFShDL I L EhoT,

+ N285, ISO/PWI 5568 Health informatics - Traditional Chinese medicine Labelling
metadata of human biological sample information
FEEED DTS ballot TiE. HAILN %, 4EIE. "Race and ethnicity have been deleted in
this version” &iFHZ L7223, MIZFICERIZH T, TOE BT 5,

+ N278, ISO/AWI TS 5044 Health informatics—Information model of Representation for
quality control of Chinese Patent Drugs
“Chinese patent medicines”?>%”traditional Chinese medicinal finished products” & #
A h)VZEHiz . Kampo medicines % out of scope L72Z & NI 7z, ik, A=K (p#k
#1”Chinese materia medica”) % medicinal products |Z& F4L5 DT, “finished products”<°
“final products” &+ A& L FIE LA, "finished” 124 5 MxE RIXH T, “traditional
Chinese medicinal products” MEEIN7=, Z72 L Chinese materia medica HE FiLd &
BN S Ay M ARZDs, #LEIS AL, DTS ballot ~,

“Chinese materia medica”?¥"medicinal products” TiX7ZzVvy, L &b 6, HARTOEZEKLD

LXal—va B3R RAEHECR D, ZOXETHL., Kampo X out of scope & 72> TWAD
T, BB WEIIE 2D, TEF Chinese materia medica L. HARTOAIK crude drugs &
(3572 % substance THDHZ & &, 5%, FRLTITS LRV,

+ N280, ISO/PWI 16601 Health Informatics — Categorial structures for representation of
TCM clinical studies
TCM DEFRATZED Fifoi £ IZBIT 2 CS Biks, FATRHE TIIMERNRE RN Lo T2M, BRI
WM E 2T = v 7 Y Ak (Consort B « STRICTA 72 &) #HEE X TV T, BHEFZT T
1372 <R < BRI ZED 3T I 2 DN & 70> TV T, Heather 72D HHHVER & a2 A 2 b2
Ho7-. NP ballot ~,

SHROBARDAE, HEK

HEFOHOEELINRNE T H7DI, FRETOEMRLENT S, BRR T, EHE
FATHENRENL DT W T DA N—DF S THRIEROERM CHEEZ BB L LT



B2, BIRER CIEEEIH TR EZ X TV 5,
2 =T RERLEE DN RITR N K DT %0825 k& BET 5
ZEOAHBREEZE 2, IEMICRYV X2 bOIEZOHMEKRET 5 (F 0 W65/JW6L TO
categorical structure OF|]H)
HREEORBOUEM ARG T 5 BRROZRM L EFITKIS L2 HEE OB R R L)
FROXNS Z EEER T oW A EBRT 5720, BEEOBIIET L. S HICEREIGTHEOEF
3/MEGHAE), S HICHNRRMIZ e B —IEENIAT SN LT D, ZDIENO RN TH
WIS AT AEE (B XN F A ZARE) ~OJRHIEE) - v B —IEE =T 5,
B T (R PEZEAR | [ T8 70 ©) Ot 7352 1S0/TC249 ENEH#EMNIA L L CofFEh /A% JLOM
MBHER (AR ERMAGS - BARBE RIS T¥ES AV N—SEREIK) 2o 7 b &,
JLOM |k 0 F 0 & L C Z OIRE & R4 5 i & Bk

(LL k)
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2021 3 H 6 H, EE PR LEBUATBE SRS 13 M5 4 M CEEMER - BH
FORBEMHMALZBIC [HERD A /) R—v a v, EEAREFEERZ L o5 07w, HhE
HOFICAR LY — A hR, y—xETL, BHET AL, AMBERE TV EHETL
L. G EERZ CRKROICEG LA e ban] LRl 7,

5H 12 Hici A mET 2% L 2Bz THhEERBKEIZBTE S o, hERICHE > TR
[EBL. AER - TE 72, FRcHlanm . SARS L wo B RREYYER R L 72
LT, bNONIFTERDFZENCOWT I SICEWABEFHFOICE o 72, HEHRKY ThE
RIEOBTHEICE X OMEH, BE0HRL 20EBRRBRLZHNTUL Y, hHEREOHEK
RAENGETH L L L bic, FEERBYOEETH S, 1/ _R—va v, EAREFEELL
o, VATV, RERDORIEMICE 4 7 ~— a v 2B ICHEE L, BARYE 2 Hv
EHRZDFH 2T 2 2 L 2HA L, P ERLEAMAOREG L HARE, 2L T
FPHES O AT, WA REZHE LiED, A ic L Th ) REREFEy—v 2%
LTINS ] L7z,

9 H 29 H o EHAER R RBGERH 33 Bl RRRE T [ENGRHRNELS L B R A
Bafiz@a L. hobER G, PHEEFTZH#ELED, SA T TFHRE. 7Y — v k=
v b= BT ARG, IS, R CHEEY O 2 BREL L AL A
RofkEreRIBTNEFRoR] L7z,

- RO FPIRH 72 i ER T ER SR 0 85I
2021 4 8 A 9 H, EEsbed b E TRbA B oE b ER b R O 5 (Huang
Lugi) & EKHPERAREC A4 Lz, 72 10 A 29 HIc AILIJIE hIEERb
ROMES (Zhao Junning) FAEKEMEEEHRARE L 55 C L ARKI A, hE
SR A TR DTG A ¥ 5= A D L7z,
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OFEHE

HAA TC249/WG4 icB T 7uyx 7 b ) — & — %150 % JREMKE KA B B
R DT ICIANT T, ZOMIKICEES % 4 #E (FhE, ®E, #7%, HA) 0EREZ
P WEEEICT SR EEML, 2oMBE2 ST 2 THBREOFEELITH) T LT, 2022 4 6
AricEEHKE LCoRiTZHIET,
@ERRIL

AK7vyx 2 +i3 20224 4 H 27 HFF© FDIS (RREFSERE) HEL25%ET L, B
13 7, [t 0 AETRRE Nz, 2Dk, RERICREINZa Ay Micd 22—
R—ADQF#HEE 7Y =7 Y —X— (hE., ®E, 7+ X, BHA) MTEMmL. ZHEIE
TR AR CHESRICIRE T, 20224 6 H 7 Hi2 ISO 24571: 2022 ¢ L TIERICHKITEI N
770

2. MS1-2: A~ ERF 2R L ZE A MOL Ial—vay
OWf 0B 5

SREEMIC I L 72 B AER D DA IC EDRENHL 5 2D 05 T EITDNT
FHDICHL TRV, COMARE/RINS Z LL, DIEFOEEE~DOHEL E K
L7z @ e s M -CBEA RO L0720 ICHHTH L L EZ 5,
@FEHE

AR~ DFHEMIC X 2 BRA A2 Lo v va—2y oL —va vBIEICKY,
ER~DEEBELNEDENC L 3EBRDAY I 2L —va v EEMT 2, > IaL— 255
Ece t AEELORE X ORMHMOEE - SFEFEEE L 2k T 2L, 20
ERETVICHREBET 2 N OFEMBE L 28 KT AL EZN L CELEZAML 25504
RKETF AR OEREE N2 AREREIC L VEH T2, 2 OB, EmEIEAE, FhnET,
B ERETA~DRIARESHEL2EEE, ThoD AT X —20BLREERET L
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AR ~DIREMIC X 2 EHRANAMEFEE2E L zavva -2y IaL—va vBETICE
F2AERA~DWEBERFOENICL ZE R IaL—va v EEEPFTH L, BHE, L b
R B LR AR L 8 E - RS A Do e T L L = T ANERE B A I,
g OEE - FEREABL-A 7Y 27 bOEIMEL 72 4 BT AL, —RNoRE
FR & A L 721848 0.2 mm O PR O e 28 RE 7 ARICHIIN L 72 2.5 kHz O IEFEHEIC X 5 %
FANDOEFREE DA 2R LT3, Fric (1) BEREEEE. (2) e 71 o] AHE,
(3) FUINEEE % ff 4 Z8(b X 2 7= 56 O EMEEREE, 61 (4) ETLVORE LT
BEZZ IR BEIConTDyIal—vaviconThRatzk I ces v, FENIC
FEBREMEZ, FEREICIHEREE I LD I TETH D,

. #FFERAFEIEA 2,

RS D L4k & B ERHAG I BE 3 2 T
MS 2-1 : [Tl T 5 D48 D % 421k |
OWsE DT 5 & BIER AT

FEEDNNVR T TRXNT « T T DEZITOERI T, Kick s [#EAE] biEHZ
NTw3, Fric, RETHAITITZ ML (BEEL, Fik. Bhki L) Ol d M
TWwWb, ZD—J T, RDEOREMITH T 2BEOR D MHEEL» S LA ->THED, &
OREWEERT 2EEEIFHE > TS, £ 2T, INHDRMDT 2 S SEITHER L
fA&RICO WO EWZRET L 72,

W57

BREEIC I, AMERTH 2 btk ic, HIRE T w2 KT 3o BFER & R DRED K5
IR L . 2 OFEROKUME & E 7 & TR 6TV 3 RAeMERHE(E & % ik URGE L
7o

ShlofER iz, HIREh T2 3 o TADOMEERF OMEIX, SEOEMER[LI T TH
D, REMLHERI N,

INLDIFRICE Y, BER, RRDOED AMRICH T 2 L2 HO 2 I TE | —fRIHE
Fixd & X0, HABER RS @ OCIREE OO L LVENRHER S iz, £ 72, EFFEELA~
DESHOBFICET 2RO NT,

- BRI 1 2023 4 6 H 02 HAA RIS THREREZIT I TiE,

. Wr9ERAFEIEHE 3.
[PRATEIR DO BT 2REWEHTA ¥ IA4 ve~=a T AT 2152
1. MS3-1 SAMEBIcE T 2 RN A F 74 vicB3 2 &R oS
OFEHE
LRVEH A K T4 v OEWNERE{LOHEED 72010, 2021 FEEIC{To 72K A FI4 Vi
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O& AT A& 2 F 24, 2022;72(3):180-182. 1 {8#K
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OFE H AT

2021 FEEEICVERL L 72 A EIIC B 2 Rt~ = 2 TAHNOHEERR OB IER L) I
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CHfRE W WTWBEY TH B,
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1. o EHE (& WG) BT Y TIEHREZEE O BEROT (& WG)

MS1-1 :1SO/TC249 % 12 [m&k&iE~0SH (224FE 6 HE©)

- ISO/TC249 D2 fhaxilx. MHERFHIE 6 A% 1 HOH —RICERRHEL Tz p, Hil
auF v A VRBRSED NV T 1w 712 X ) ISO/TC249 D £&:505 ZOOM &3k I T L 72
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MS1-2 : BEA#HOBME(L 2 H 29 H) &, Eiizhz,

MS1—3 : HEHPEZERL K — + oEAER IR

WNKICX 2 THhERERS ] 2L Lzagfe L - 2RET 2, F 1-2 B
ISO/TC249 EEHERHETOMHHHB TN T2 (EEICOMERIEL D 5 72 0 HE
DELHEITHIR T T 2),

fl) T8 14 REAFEFHE] hIEEFRRRE (2022329 dE R AR EE)
http://www.gov.cn/zhengce/content/2022-03/29/content_5682255.htm Hr [E I jE 58 H ok |
556 D vh R SRR I B S 2 BORIRE ., I O Rz MU L, 5 14 XILA F5HEIC B 1T
% hEHE O FE R AR - EAUEE 2 A IC T~ O, T ARIEA EERE - tha s
% 14 XILAHHEFHE I X O 2035 s HARMI S Iciko & AREHHE ZHE T 5,

—a Xy b LT, 5 AEFEIC X Y hEOED 5 EEOEFHE DD 5 720, WIGOR
ic7z v 5 3

2. EZHEEERREEEER (WGS)

MS2 : 2P 7 o FGERERIE 5 D HEE

JEZERREE L D L ERFE T I fTbnCw BBk Tch o/, LA L,
HFETIEITZNT, HRTORTON T Wiz, HRDA Y U F Y 74 —HF T E 2 LT
HY, HEAPTEEL CHFEL 2w L iEED, HAREN TOMEZ R R ERZ RO T
%L, FEOFHCHEM coOVBEFAEEFE I NS, 2020 4 5 Hic MESFHEEHE] (HA
FRIEEARTD Ik b, BHARDIGHES: O EARHFEOEEMNEIZAE s /-2 &<, HAE
WoayeryHF 2B/ oNTz, 2DEORDRAT Y 7T, HAMNPL & 720, EEEERC
% % [ Traditional Chinese Medicine Vocabulary of Diagnostics Part 3: Abdomen ] (TS 23961-
3) BHHIFEME LRI N, 2021 £ 5 A 5 HICH#HZEM L L TRARATRED bR
720 2021 FERNITELEI D WG N Tl & 4L, 2022 4E 6 H D WG5 O £45% T DTS ballot ~if
DLl holz, BfE, WgEDOT 7 v v aT vy 7t —ZF 7V 7EHA (MS. Heather
Grain) ITIKFEFE A DRILTH %, (X&E A )

3. WMABIEMGE O ICEES 20198 (WG5/JWG1)

MS3-1 HAMF DA - &8 - AN ATEOMBEREZ1T 9,
OFZEHE : HARTHEICEER I N2 AN A RCHATHZE S L, AR TR
AENTw e - REBE0 5 b, HRlELR ECHERERSCAERi 220 d 0% iH, Y
A MEL., EROEHICHZ 2,
QERRIL : HAEA O AN AD 5 b, FRCEELAEE I N T 3013 TRIAZ 1D &
WL, b TEEN. [/NES R oS CcENCw ik Th b, b it
SRk HOBIEOMAGLE THIINTE Y FHMIRIC K > TZDOERD T M IC
RBxpZlrb, INECTHRERETHHMERERMELN T, BE~DIEK, DD
FERIFZE COEMILE 2 N & 32 T & 7o T & 72, RIFFE I, HARSIA % J3EE <
4L C\» % Stephen Birch HDEEZSEIC LoD, [HIAZHFEDLRWEE] IcoWT, #§
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DR FR~DEfRE,» LD v Fv 7, @Qxvvv s, 7Ly v vy (&HE)., DR

27vFvy BloEE), @A rtu—Fv s, @7 v 706 o0EEEL 72,
CHE #HMER)

(&)

(#1759

HEERYEL R — Mo T, #IROEME7Z T TEAIICR > T Lo Tl v,

QEAR) SRIGEARD T S b TEIE L T <,

6. HPHE HHVERABRESL HRCRHRAOHETHEORIT OHE & HEELE
(WG5/JWG1) |
I T S WISERAFEIHE . WIFERIFETTE K U MS
MS - 1 [E2 B EY O S #HHIE D Excel File Z w77 — 2 INE (2022 4F 6 H
¥0C)
MS2 7 — & X — 2 D) L BT X 2 FEHROMFEL o EROMHE, HA
B ORI X L= EE. Hizico K b HEOME (2022 49 HE <)
MS3 il E - HEE DRI & % DZ 1D Excel File Z w727 — 2 IWE (20224 12 A £
T)
MS4 72 FEE D IR DEEHEL ZE D HAGERR & JEFERRIERL (2023 4 3 H £ ©)
TC-215 ® JWG1 icHiE L, 2 2 T LEENEZEANNOFHIR & B R L |
HA Lot L o, RFEOMRRICBE T 2 1F RO, AFJIEICET 2UE
192, REFEOMEZHEORFOEHELROME IR, AR EE D MS-2 0 [IEZHGE
DERAERESR | 1T 5 2 & CEBMLICET 3 RERICAR B,

MS - 1 [EZBEEY L FIED (2022 4 6 H £ T) Excel File #2727 — &I
T3k
LUF o k% e, B2 HEORIEOWR 21T o 72,
DF 7o fii FHEEE
HABEGEZ#EE, 4V v Hl:
T EEEER, AEHR %
@ Eiamse  Erh s, PUBMED 7p &ICHB#E & 1L7- BPEE 2R D 3
QR FEREE

[
D) SRR E R A S - PEREARY FARGE
Hh SO IR B HE (

International standard Chinese-English basic nomenclature of
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Chinese Medicine ), ARMGAHktE, 2008
2) Nigel Wiseman, Feng Ye : SZF 953 R B&EFH, Paradigm publications, 1998

HA

IHARBFEEY S HIENIET HEERE (2020 )

4) AR E S 2 (HEE R R 44 0 3 %E &) HEITHEEE CLEENIGER)
https://www.wakan-iyaku.gr.jp/wp-content/uploads/2014/10/1_bessi.pdf

MS -2 F—2~_x—20%EH L EHIC K 2 PEHROMHGEL OEROMHE, HAE
HE ORI S =GR, #iizicoK bzt (2022 49 A% <)

T 2= L, itz EhkOHEE. AAME ORI X W7z HIEE
HAIZBWTH 2L N HEDHE R o ML 72,

HhE ok o FEE
F i B h e i

HAS B D fiflIc 284 X 7= FEE

HERROGETH, HEDOERCTIRHPT CTERDORER LD DHH 5, PETIIEBN
JERE L CREEL T b — T, HARTIZ, 2HELE L Th BN TR e o T 238
WORR LN b DRH B, T CidFMshERRKRTAINIE, FEREFEE L, BEFKIGE
L7z,

HERICEBWTHZIcoL bn-FHiE
BAEK, IR, ANMEWR S, EGFER. DRSS

MS -3 HiHEINAEFHEDORIRE Z DEHD Excel File Z W77 — X INE
(2022 4F 12 H¥ <)

MS4 FZ2 HFEDRIFE OFEHEL R O HAZERK & JFEERR (2023 4£ 3 A £ T)
AEFE DL HEDORFE O E DR 1T, TR EED MS-2 o [EZHED EES
PEHEZS | ICRRET 5 & & CHEBMLIcE T 2 RIC R S,

MR

WHIE, oo T aEZHEEICOWT, UTIRZNEZNDOIRIKH, DN, FHHEFED
ﬁ%m?oEﬁLM%@Tﬁ 1. ko HADERR G : 3) HAREEY S Eﬁﬂ%&

— 101 —

'H



'

ﬁﬂq%ﬁﬁ?% (2020@5)) GCZE%%}_’ L’Cﬁﬁﬂbf:fb@f@éo

M
FRIR - TEEGm ). TR
ERGELH D 2 h o AFREX

[M57%E5m)  AREHEIRGEH BRSNS 49 HEHET L Tk, LHEE L. BVEX 25 T3
Hixo ETEMNG. 22ED ]

HhE o HEEGRE
2) i (abdominal fullness) FHEH : A subjective feeling of fullness in the abdomen

without pronounced visible or palpable expansion.

HA @ HEER

3) abdominal fullness/abdominal distension

il 1 3)  MEE R AN L T\ 2 4REE, A condition of fullness in the abdomen as a
whole.

(SEER L 2 EZEMP)EZ £, G210 L < 2 4K88, A condition of fullness

in the abdomen as a whole detected by abdominal diagnosis.

i)

i [E%EGR] A RERIRGEH R3S 66

MEZETNH. HaE, FoRFEE M, 34 & L CiE2ae 3, LEERL SU3E
L ClEe 37, B3 L, s R A, s3I TERE L, sido MR MERE S
BIiEE 3. HICLEAB Y, BT 2 H ITNERG LT 5.

rhE o FHEETFE

1) 09-321 M5 (fullness and discomfort in chest and hypochondrium)

2) Hafiz s (chest and rib-side suffering fulness/chest and rib-side suffering fulness) :
Fullness and oppression in the chest and rib-side associated with disturbance of qi dynamic

in the foot lesser yang gallbladder channel and with gallbladder fire.

HA D HIGERE &

3)fullness and dis comfort in the chest and hypochondrium

S )M O = & Pl Ic B - B A AR T 5 2 8, £ 3EZORE. RS
YL Z A S B - AR 2R 5 1KHE, A subjective feeling of dull pain and oppression in

subcostal area bilaterally. Also tenderness and discomfort experienced during abdominal
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diagnosis that is accompanied with rigidity in the above area.
(S EWER L 72 E BN EE 7 L

D&

i [E%EER] ARG R T8 L 37

MERERCICT L Ck, BAFTL, OTE BRI 2001, BREMEI242Y (B
I J

rhE o GRS
1) 09-335 .[» T4 (epigastric stuffiness)
2) L T4 (glomus below the heart):feeling of fullness and oppression, and sensation of

blockage below the heart

EENOVE

3)epigastric stuffiness

B )L TAEZ 2 v ) BREAERZE T, 2T 2ot clix, LT ic#diz
D TR\,

(S EWER L 72 E BN EE 7 L

DT ERE
i M%) ARG R T3 36

(KRR, SMEERZZBRD 3, MdIc8zz T L, FichHEAL<HIL, MY CTIkEF, O
THEEL, KEREI2b013, EMASEZEF 5,

o[ oo FHREREE
2) L T¥&f# (hard glomus below the heart) :Blockage and fullness below the heart with
palpable hardness

ERNOVE

3)epigastric stuffiness and resistance

A )L AER B L) ARAER, £23EZ T 2BoARMA L LCofiAk « Ak
Rl LD IO PICEPIZRE® 5 Z &, A subjective feeling of fullness in epigastric region, or
a subjective feeling of pain and discomfort associated with rigidity by abdominal diagnosis.
(S EWER L 72 E BN EE R L

DTG
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i [5G A REHIRGEH R T L 19
MEFONEH. FEN B B, SCETEE, B icli, DTS, ShEE o 5 H 13,
SR 2 2 5, ]

HhE o R
1) 09-330 .0 T A% obstructive sensation in epigastrium
2) L T34 (propping bind below the heart)

EENOVE

3)obstructive sensation in epigastrium

B DO TICYIBEZA TV X BRE LA AR T 2 AMUERH 0 | IEEM 2 T c&
kL TWBIREE, A subjective feeling of obstruction and discomfort in epigastric region,
associated with rigidity of abdominal rectus muscle in the subcostal area.

(SEER L 2 EFBME) LT ICYEA T2 X RE L2 HE T 2 A &2 H 0. B
iz b, BHEmHZZFN T CHEIRL T 5K, A subjective feeling of obstruction and
discomfort in epigastric region, associated with rigidity of abdominal rectus muscle in the

subcostal area detected by abdominal diagnosis.

BAEK/ OTIRAE
I GAKE THRRICHE T EEERL)  OKIE 6 4,1918 4 ) 114 H

(PGS - BiH O TAXBEANEEIKE . D FE 2 2 TRBENZ RO XMOMITKER
Ko XIIIET 2 DEWE Ll o TR X D HUS O TEXBIZBEAEKS Y &L Ba57k
RS

o E o B
) 2)HickL

HA D HEEREE

3)H M{57K fluid retention in stomach/:L» FR7K % splashing sound in epigastric region
FHH ) HEK - BICKMFERE 3 2 IREE, ROk # & A, Water retention in the
stomach, the same as splashing sound in epigastric region/.0» FTHR/KE : f@itp 1 >C, §
AT L 720, 2 3EBERIREI S B 2RI C 2 b e Rb e L LEED I L,
Sloshing sounds audible with percussion over the stomach or when bouncing the abdominal
wall.

(SRR U 72 B FEBMNEE) B IR A3 3 5 IKEE. /Ki D IEEED —-D, Water retention

in the stomach, the same as splashing sound in epigastric region./ detected by abdominal
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diagnosis, indicating fluid retention

Ha
i TN MR wE [R5 ER, e, 8ERhEL2E5 ]

M) e AMERIRGEI G TRIE S IR W T A 8Bk B E Vi
W MEwm FEMEEN FORZg it B SRR T LA SRR I IEA R
LIz HE8E N HoNz & DAmies 2

rhE o FHEETFE
1)09-410 #& abdominal pain
2)7: L ([3££ % abdominal urgency and heaviness in the rectum] I3 5C# 5 Y )

HA D FEEREE

3)abdominal urgency

S 3)EET b BEDOK DT T L Tl 53R 2 &L %\ 5, Muscular spasm and
rigidity in the abdominal wall.

(S EERL L 72 EFHBME)ZEE 7 L

EA

@ciE - RN (BAMEICHEEZER) EIHEE. hEFE=0 g T x Cw»wa 1]
e,

H#EZE Kampo Med Vol.60 No.6 573-582, 2009 573 55 6 0 [H] H AR B PEE ¥ S F M2
204 T —82k— LW Al MEESOGER REZH TR EA R, TR
RARNEZED TERIFEERAERE] PHlEEE= TEERE] ColEEF L R cE 3
MR DFLHED D 5, |

ME2ER (1969 45, FIL4) | p43,5 fTH TEFEIR, K220 X5, BEEDKT
iy EffRICio T, HiEoLD kI hboend b D E v |

o E o FH B
. 2)edicxL

ERNOVE

%55 3) palpable thin line of linea alba

S ¢ 3)NEEEHH < | IEESIE TR L O BT ICERIRY) % filiiL 2 IRBE. The linea alba felt
under the skin at the midline of the abdomen due to thin abdominal wall.

(G EERK L 7238 F0B N5 IEEE S < | JRERIE PR B0 LTI RIRY & i 2 4KAE. FEGLE
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D JFEE D —2, The linea alba felt under the skin at the midline of the abdomen due to thin

abdominal wall detected by abdominal diagnosis, indicating deficiency pattern

LT

R TR AABRIRGDAT A [B9TAH, AR, i, e L L
TIRE A A, O, B, UL CBEE, BB L, SRS,
W THREL . s 0 TR L OMERRI L, sudige ¥, JIoHia v, sass 341
NSRS E T

MR FORRERIRGEIR RIS, PR, JOADREA, O T, S
B, RIRAKIIOE , STRE L)

rhE o HEETEE
2) Palpitations below the heart: Palpitations felt in the region below the heart

ERNOVE

3) (brisk) epigastric aortic pulsation

SERH 1 3).0 F CHEESREIR DB 2SS THE L TV BAREE, 21k, D F T hicith g

¢ . Hyperdynamic pulsations of abdominal aorta in the epigastric region, or pulsations felt
in that area.

(S EER L 72 2 FBINE) EZ <D0 T CEEREIIROME 23 7TE L T 2RE8, £ 7
. DTt g 2 b, R, KiEDIEEED —D, Hyperdynamic pulsations of

abdominal aorta in the epigastric region, or pulsations felt in that area detected by

abdominal diagnosis, indicating qi counter flow or fluid retention.

Ji& b
i THEERE) MRS

[7- & 2 OREENIE, © - -0 ZOWEE EO LIcB#Kd V. heldhidd Ll
THLLOIIRY,

[ o FH BT
1) 2)ebicicdlia L

HA O HEEGFE
3) (brisk) palpitation in the supra-umbilical region
SREH )M b CHEE KENIR D 1 Eh % iy 5 JRRE, Pulsation of abdominal aorta felt in the

region above the umbilicus.
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(S EERL L 72 £ FHB NS IR T O L CIEERBINR D 8h % filti 2 IRBE, K08, Kii o
J&EED—>, Pulsation of abdominal aorta felt in the region above the umbilicus detected

by abdominal diagnosis, indicating qi counter flow or fluid retention.

J& T %

LR T EEENE ] REZN R =15

[FETHE A M EE SRR SR H R REG 2] [IETAE - (hig) - - 735
F2Z]

[¥EAT) RN B oREHBE - - -0 ZOWEE o TIcEESL Y., Zh%ik
IR LTHL I3RS, ]

HhIE o FHRE G
1) 09-337 % T1E®H) throbbing below navel 2)it#k 7 L

HA D HEEREE

3) (brisk) palpitation in the infra-umbilical region

BH : IE T CHEE KEAR O H18) % fid % fREE, Pulsation of abdominal aorta felt in the
region below the umbilicus.

(S EERK L 72 E FEB M) IEZ TOE T CIEEREIIR O 18 % i 2 IREE, S, Ko
J&RIE D — >, Pulsation of abdominal aorta felt in the region below the umbilicus detected by

abdominal diagnosis, one of the abdominal patterns, indicating qi counter flow or fluid

retention.

INEH &
YR« T EERg ] MUBEEIRIRGEIFIRE /S TR B VEfa IMERFE JURER
A F2) (Jrgiciz (4] Z2BHALTW3)

Hh D R
D2) & bIci#ze L,

T o HRERES

4)lower abdominal muscle tension

I (SERR L 72 ERE)IFEO FOMALTEL 21X 5 2 &, BEDIE, Tension in the

lower abdominal region, detected by abdominal diagnosis, one of the abdominal patterns,

indicating kidney deficiency.
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VIR

I - TR (MBS RIRGEI G5 ] T RNWR, VIRKR, [BiE%E, HIL
2950, IR fLE R iuL, ERCIARE 23, K2 LBHE R 2 B, B
K, KTRERET, EENEFHEHZ2E5 ]

Hh D e
D2) & bIci#in L,

HA D HGER=H
4)lower abdominal muscle tension NEHI& & [F UEER)
FEAH - (S RER L 72 ERR)IBEO TOHANHEL 2 -1X% Z &, Tension in the lower

abdominal region, detected by abdominal diagnosis.

INEARZ
YR : T EEmNE ] wpJEVEE S IREE 36 58 LR 5
[ B/ AR ALIB IR B AP IEAR )

Hh D e
D2) & bIci#ie L,

EENOVEE

3) 4) weakness of the lower abdominal region

B 1 3) IEZOFE. WA o T O TIEE A TH DR WIREE, 7213 BIFERIC~TT
WS D )1 2355 W AKEE, MEEED HIE SRR L 72 (I Z BR T 5 2 L b H 5, Loss of tone in
the lower abdominal region/below the umbilicus detected in abdominal diagnosis. Also
indicates a softer lower abdomen compared to the upper abdomen. Sometimes this refers to
numbness of or diminished sensation in the lower abdomen.

(S EERL L 7= EFBHZE) Loss of tone in the lower abdominal region/below the umbilicus

detected in abdominal diagnosis, indicating kidney deficiency. Also indicates a softer lower

abdomen compared to the upper abdomen. Sometimes this refers to numbness of or

diminished sensation in the lower abdomen.

BiLORERE (EHEERCPEIEEED)
I GAKE THRRICH B IR ORIE 6 45,1918 4F )
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P14:11 TH ~HEERGRZSALAEIC & b CIIIF o R PRI T it s v AEEHRE20T
BLT~

P118:21TH MMz U T 2 U CHERERE L R RE 2RI N DICL T~HET
IHSIML D & AT IEATT % ~ ML D AR

RE o HEERE
D2) L biciddz L,

HA D FGEREE

4) patterns indicating blood stasis

(S BIERK L 72 £ 2 %) abdominal pattern of blood stasis
S (SIEERR L 72 ERE) IO FE %2~ I HEEHAT R Abdominal findings indicating

the presence of blood stasis

o 55 I SR

TR AR E erﬁﬁ@ﬁtifWU(kE6¢1m8$>

P14:111TH ~HEREESSALERIC 0 Tl o & P sk I T sl s v EEEGZE 20T
BLT~

P118:247H WMz U T 2 U CHZEHBE L AT REEZRINTZEDHDICL T~FT
BRI B & AT I ARTT % ~FEIMSE o 177

rRE o HEERE
D2) L biciddEz L,

HA @ I Gh &

3) 4) para-umbilical tenderness and resistance

B 1 3) IEZORE. WD EICFE Y 5 .

(G EWERL L 72 € ZB MR FEIM D IEAED — >, Tenderness around the umbilicus detected

by abdominal diagnosis, one of the abdominal patterns of blood stasis

PRE RS
IR IR ETE R IC 2 23, THERERE 3] ks »C, MIMOMEREE L CHEICER X
nN=tEzohsd,

MEoEE) [RERAIE, BERENe, HAAE, BT, &R HICA#E, dARA
o, MRS SR, BAEREE . TRz, BEMEORRE . TN,
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MEEATE)  Afm Nt 75, BMERSREG OE TRl <, /NMEICARE Y < - L EmgE
Lo X DAJRE RS 2HICHDIEL K Y, BE oA s, H, holEiEERe
Lo 72 AHl L g, NNEARKORHELERD 2720,

MgEEaT s ®/) =6 T, 123, A SG OGE TR, DR, KXo X b
EF, = =0, =BV, 3230523 %15, 2EMET S, AR
LK, E~BI20EE L2 HA 2 b0 ARGOIEEEL 3, BUIE L. SULET D
HEEIE2250HH T, ZEELTBED WA EDL, WOLEDIEFHIES b D% LITIEE
ELTC, BEBFICRED DIZHOMOEZLEDDERME L, ~kokl, JhHHMmc
L CHgfgIcis g,

2o+ [HEYHE HEESE Kampo Med Vil.60 No.6 573-582,2009 [ /= FAEE %
FEICHE» > TR, @RI, 233k ricmEd3e, BEEBIHZED. BriEih
32 X IcIGT B ERET, BEASGDIERETH B, |

T o FFERES

1)09-338 A g &k  spasmatic pain in lower abdomen

H A D A&

4) resistance and sharp tenderness in the left iliac region

(G EERK L 723 FB %) 2 C o /e T IEER O 4RHT & Bl v . o EEED —-o,

Resistance and sharp tenderness in the left iliac region detected by abdominal diagnosis, one

of the abdominal patterns of blood stasis.

fien MEZHEEICOWT

1) EFicoWT

MEsE5m) [SEEE) % QREARLNS, YRHIFEICE W THEZE LT
LORELH Y, GESEMPFHOMNGEIX. EZHEL L TH I IrREFEzbND,
HASA EZHEE (BPEK. B, NMEREA, BEER. PE2E) 2w, %
DR DO —FE ELL L 7=,

2) B EHGEFFIL ORI & D Hi
HACTHEAS TV 3 FENZEITR L L CoEZHED I, hE<TIZ, BEOEHR
ELTERINTEY, ERERER-TWS,

3) MR WEEERRIERIC DWW T

HARFEE A (HEE R WA 7B B ) 7 FHEEE RGBT INER) IC X 2 B % i
L. BRET % C & CRFERIIMERATRETH 2, TEOHGE L BEWEAHEICT 27201, B
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ZHEECThs L, HEBWMACH 2 L 2H T 240 E M H L FE2 NG, Tk,
MEZ T RIC X 2 RFEEANZH 28 d . HAROMBEEZ X VLT 27-0IcEEI 1
TlwellEbnszg,

(& - HoHE—ER)

TALRHE SRS AR A [T A s X OV SR EANIC 5T B IR B SR D EEHE(L R
DR & BEERL (WG5/JWG1) J

MS 1 SRAEFKDENICEH T ZFHEICOVLTOHAE 1

MS 2 WREKDENICH T ZHEHEICONTORE 2 B L OKEEF T IcBT 3 HED

THEHILEE 1

MS 3 P RAFICEET 2 KEFRTTICH T 2 BUE O FEHUINE 2

MS 4 HFEICE T 2 58 TOERMELEICE T 2 HHIEE.

LB OB 7 & Hi]

HAIC 31 2 B BIHNCBE 3 2 BRI HED 5 £ | ERE)T 8Hl L 2 o5k & 7 5 438
ICoWTi, B P EBMICBE T 2 EEMTONTE 72208, HAREN CEF 3/ IC Tl
Ji E 5 — BT R e —H B A EEE A TE 2 - RAEERICoOWwTIE, EE
AFFSHARER T, HAREG T MRS, BRI ERER 7 &ic X v Btk s
TWRWnbDORH 5,

O L7 (LU, RAUSASRERD 13RI 5 » T b 57 e RIS ER I B
LTHEALNTELT, RO R) b ICKEPZEOREZ O T T ICHKILHEL, Bt
INDAREMED D D . T E O EFEN A E 2 kT AlReE 25 25, —7Fi. HARENT
b, DX RARBSAERERO S BTG TR, MEEEIEEOHFEE YIRS
NTWw3, $724EROFL Ao BT LA CTEL Than, EEREUADO RSP
B3 FEY & 2 — T WA S £ 72 ET 5. T 5 L KRB AR RHZ, FEem
THEOREZED T, HEZIZ LD & T 2EEIIC BT 2 BUSIEHR S 20,

(7i%])

Z TTCHRPEE. HARIC B W TRHESES CH v o 2 KRB AR IT I > wT, [H
W EFEMEIC B T 2RI AERIC O W TS L, RIS 72, HRINEICKEL Tz, HA
ST 5 —MAEREME, BHE DI, TE, BE. 5% 0T LEFITICHET
LIRHERIRG, B X OB KO RICE L Rl T s AR it X o 72,

(551

TEMINE OFER, — M HAESBH TR SN2 BT 294 05D 5 b, HARERF G °H
SRR T LI N T RS AR Z i A T 207 1 2205 Ch o7, TD
5 b, FRMESEIT R, JE. AWA Y I5BETH o7, bR SH LSO
— T E S S B A & 0 2 SRBIRAE SR ERHC o W iE, S & o dEFEIEEIC X W IEHRD
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HINVE L -IRBEICH B, B TD MS-3 FTOEPEIZ 70%7225, MS412dh 3 /4E
X DG HRINEE o fif L A HE Ic B CUE, BT AT R I Ty,
CCE : 1LgH—)

(2 AV})

(¥F) Nk CERMET U2 ] > T & 205, — A cb B MARKRINTETSE
D, EFEHLDDEDS . FAICHE > T WEREPHTECw 2, FH# I hTunian
HBHENR T IABY, KRINTW B B, L L Tz T v idzves, &z ik
Db ERRNETH B,

8 /NEFHE ST E S [ERRSEH - BEAIC B 1T 2 BRER OERE R B X ST
kO (42 WG) |

(O FE RS FZ AR T R 23 H AT

ISO/TC249 12 B 1F 2 (i EEFE AN D EFRERHERE 1 2T, EFEE MR e LS D ik
FlIE OB T T 2 & L OHSR 2B Z &0 72 F i (N - tha - AR &
DHEMRFICH L, HANEBHAT 2 & & dic, EMIWBLEL O ORIt 2 EHE T 5,

¥ 7z, Bl 4 FEOERERICED 3 BEERCEHVHGEO T o#mzH#HE L. &
4 5 DIRFRERIC B D 2 B E IR EERD TC249 b & © 7= HARLHKERE~ D
Bratd 5,

ffCAfl 4 FEICHE S N 2B HHAREEL L I - —. BEMKCERL web 2 b
DIVE L 7215 A BT 5,

(@Out7ehaFE H O ERER DL O MS DKL)

ISO/TC249 i 3 1F 2 RHE BRI D EFREEHEFE Ic 2w T BERRE LRI LS Dk
FlIEOBE O T 2 2 L OHR 2 MR Z &0 72 F i (N - tha - BAREE) &
DHEFIFRE IR L, HRZ AT 2 & &b, HPENE S b ORI 2 Eis L 7=,

T2, B 4 FEOEHERICED 2 BLERCERNARRO R oM Z#HE L. &
3 L DIRFRERIC B D 2 B E IR LA EERD TC249 b & ® 7= HARRIHKERE~ DR
BRRETL 72,

P TR 4 FEICHE S N SEEMREESP 17—, FEMRSLER, web Fh D
DIVEL 72 HRE I L T 5,

MS1:

EIFSEC E Nk, MBI PEESE OERIE O MR 2 &0 72 lin ¥ (- e - B4R
#) FOHMIRFE~ BRI L ARG & LTl 21572 (2022 4 6 ).
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MS 2 :

A1 4 (2022) FE DIEFREFICBE D 2 BRE IR ERR D st 0 B 4 & AR R
DEFRICHE LA GB 1 B HETIEHFEY M © 2022 429 H 11 H, % 2 FoH#HE%R
BHFEPE S4B © 2022 4£ 10 H 30 H) Z1T7v, B4 (2022) FEEDEHRERICED 38
(LEIRPACH AT D TC249 & ® /- HARBIE:~ D8 2 Mgt L 72 (2022 42 10 H &
B .

MS 3:
A4 (2022) FFEZEL, HFHEARSHESC L I —. BEMARCEEL web &5 5 D1F
WINEZIT W, FERICINFELBET 2FE2ED T35 (2023 4 3 HERTIE),
PlbEbo, REERRECOMS L HIEER, FEEVEXLIND RIAARTH 2,

[RFEEIC BT 2 RO~ D FE]
FIBHFER
o /NIFEE. [HADOEHERZIY & ERES OME ], JLOM s, ks L 0N
Yo ZES - JLOM ZHSZ, 5 72 B HARRFEEES MBS, 4V 74 Vhilfg, 2022
5 H 28 H.
o NIFE. [HADGHIER ~ LY & < EFEHEEC&K & 2 b BRI, WHeE R
2, B 17 MrkafA et s, v I 4 v, 202249 A 18 H.

MS 1

(ohEResE - ERSE, ML, ENEF]

o HiEfE CAFRELERR. M EERERARER) - EStottiEco CBD &
O WIPO 25 D BHH 5 #i

o HAEKY (RHARFERRFLEID) - ENH O FHT O CBD kU WIPO %5 0 B
R

o il — (FERAFEFEBHER : EWNIOEIREIICEE S 5 K 2E S o B s

o [ ERRKT (FERFEFHBIR) - ENI DRI B3 5 HIN M 2E 55 D Bl
H

MS 2
k] 4 (2022) FEEE 1 R HIFFER A
(HKF) 202249 H 11 H (H) 14:30~17 : 30
[5F7] ZOOM % F\v>7= Webinar I X 32 23R
(] s HEF7eRFsE < /NIFES (BEREZRKRY) . 2HERAESNE  KEE
B (BVRERREERY) . KEER (ERERY) . JRBakE « BIREE (B R R, &
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BRE HIHREKRY) . FE — GRERKRS) . HEMKT (FERY). HaEEE - BEG

H GEEKY). A 7F— = fHGET Gr/ BEREKY)

(3R] kT CORDPEFEHFIEOTEM T2 & EikO MM 2 H T 2 AEDEER

HEOER CUL - B - AE) & LTz 2z, BAREZ T Cidh . ASREK

CHERYYOMAL BT 2. HEOGREROFHISCHFIERR 2P ICERT 2 LT

fx k=,

(H] BEOGEHERZ AEOER CUL - B - A% & LTRA28E8» 5, 5k,

HADIEHEERR IC LB & 7r 2 N ORET & HARDISHEEFR IC 1R 2 85 B I IR R

% B ENAOBHRICO W CIEICHE S 2 /- » Ic B it a2 X % %,

i) HEOGHERZ AEOER CUL - B - A & LTRA28E» 5. 5k,

HARDGIHEERICHIEL 2 2 HIND—2 & LTCOHADEHER (L) OF — X XR—RAD

Bt & B DIGIHRERR IR 3 7 — 2 N — 2 R o B O IEHRILE & 07,

HE 1 THARGREY T — 2= (2022 FFEMREE) 1. FRoEx 5. 2. FIH

DIEY 77 ]

HWE 1 AR — (OMEERE  BRERR )

WA

® HAMLKEYT — 2 X —RIchBie 2 L OBERAERE, @F — % X—20fA1k,
BF — & X — 2D HEEAEEL, D4 / R— a VL, O HAEHRESS K, ©7F
7 & R LHMIEALT X 1 = K L

® [LIEERT — X X — AW : ORFBO XFHL L T — 2 R —AEOHE, OF7 — %
~— 2 H R DS

® [EIEMIAIEREIR 2 HE (TKRC) ol (Ayurveda)
HAGHEY:T — 2 ~x—20FHDH Y 57- : 02020 FELIEDO ISR D, @t
BRHUEE D % BUEEIFI AR AL o> A 77 = X 2 (GMBSM), @GMBSM DARAEES: T — X ~D
I H

® (LIERT — X X—XF : OBHERT — 2 X—ZDOHMMICL 24 /) X—v a v
o ERR D FE - ML DR, OIEHER T — 2 X — 2O Rl RE A 2 AlREIC 3 %
eI, REMNRESHE FIESEDINA) 2%, OGBRERT — 2 ~— 2 EHIZ
NTY w7 R AL v TiRAEL, FAGRES 2, @F — 2 X—2OF|HHRERIT, %
KR E AT X 2 HIEAE L T

® I :HERT — & X—2FHOFIEE T ER (DEMRERT — 2 <X —2FH : f
F L RIS I I EE A LE, @7 7t R LA EEHIZ T — 2 X — 2 O E R
2T 9)

HE 2 [EAEYOEBRE HIvE L 72ERRIEE ST STk O REED RO B L O T — & X

— 21t

HE 2 BEA (OHERRE R
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® ISO/TC249/WG5 (Terminology and informatics) : WG5 @ i i ( 13th
ISO/TC249/WG5 meeting X V), TC249 ic ¥k} 32 FE S 3 fEB O

® fFEHHFE D BN UANE R OGIRICEH T 2 HRDE T O K E i, [oilEFICE
\F % H i o BUR B AR SR AR

o IERIFEZFEMT 2 5 2 COEHESTEXERRERZES. ZE M OFELE B L OE
. REEAL GG — o R E AR (R ERESRAR) . BETESERAIC
I NAEBROEKE D, BETEEREFRE - ERUGTIR, BETERGHE B
D

® IERIFIE : MS R UWIERFETTE  (2023~24 4EFE)
AR OHETESE (FHF) D51 D Database F O E

2imt] o4 (2022) RS 2 [ISEDTZERRAFEYE A

[HEF] 2022410 H30H (H) 14 :00~17 : 00

[35F7] ZOOM % F\>7- Webinar IZ X % 2i&ER

(] RS - /NFES (BREEEERRY) . SHERRAESIE - KEE

B (BIREIFREERRY) . KGR (EREKRSY) . SNBERE « kR (B R RY). &

BE ATRARY) . FRE — GREORE). HERKT (FERY). faiss « P

W (ZHBRHL R, 7 —— T (FR SEERR)

[HR=] W CoRDEMHEFRFAEIOFEMIC & Bk ofm 2 i ¥ 2 HEOEHIER

HEOZR UL - B - A3 & LTz 2z, BAREZ T Tidh . ASREK

CHERFEOMA LI E 2. HEOGHEROHMCHFESR LK ICERT 2 LEE

ks,

(] HEOGHKEEZ HEOEE Ot - EE - M) & LTigzx 28805, 54,

HA DG ERE ICHE L 7e 2 FR OB & HARDRHEERE IC 1% 5 8RB IR A

& < 3 ENI QBRI O W TIEREICINIE T 2 72 0 I B AR E 2 X % F,

(] AEOGREEZ HEOER Ot - EE - M) & LTEx 285056, 5k,

HADIEHERICHE L 72 3 FHHDO—2 & LCOHARDEHERE () 0F —x2x—20

Wit & BB DIEARIIRIER I 6% 2 R o B iR O fEHRILE & O,

O 1 [ RANCE A S 0 KO REEIC D W T DL R D IR

HE 1 PRI (O EFSERRE - A ETIRY)

N7 -

o EYHE LEAIMEGHE  IDEFHEETALaTH) ¥ 2724 (20034F), (IH) 3
A AT SRR BR R L HE (2010 ) BEBEET a7 A Y 27 4 (2013 4F), 55 100
[ A AT SR (2015 4E 3 H). 8 101 [ 3EAIAHE S EER (2016 4E 3 H)

® EMOMHER N FEOREL  HARTIAEIROMEERN NN B T FFE L e h o 72, FAE
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18

amn (FREEZE) & AREE (HARE)

HIEEL (2020) Ofil 2 DA D EREDOFIHE, TC249 /WG5, HARDEFEETD4
oM I hTLwD ?

AFEOREEIC BT 2 FHEE DL - ESGRAER D 72 D12 b il 4 D EEDOWHEIC I3 2 fif
5 2> DIEEHEAL S B FHEE D ER B L 72 ER D N EE & A SRR Google Script
TT — &= 24k, il 2 0 AFE OB, [BHEEY R T oA o hEE o ik
. {GHEHE T OREERE D EH

WHEOHEHERE (v VY AV F AV YV Exo2Pay Yuday, 2477,
FYF, A3, vavw, FUE, vavFay)

2 HEHIAEZ 0 < 2 i oB)F — HA - WIPO 2l — |

Wit 2 ERRKT MR SIEAE)
P

(AR AIER IC B3 2 E R 7o B %

FIRIWPE LB IZEIR - IR AR (HEE I 2 T BIEEI (Genetic Resources : GR)
LA A, (Traditional Knowledge : TK) (JAF%) . {9415, (Traditional Knowledge :
TK) (%), aiii{t3EH (Traditional Cultural Expressions : TCEs) ). &t A1k
Lk (B, SebryfEl)

AL ERIESH) (CBD) &4 iiEREERE O (CBD - A EREHFDO F TV
— 11992 4 AWML ERIESHK (CBD) 4R (1993 4E5E4)) . 2010 4F 4l EaE FHER
R (2014 7850 ) ABHIVAERICEI 3 2 L2, COP15 @ CBD 5 15 [l E ik
T E o ENHERIEE (ABS f581) 1BAF 2 3am (HA @ ENIEARE (ABS f580).
ABS 58 & B AIER. METT@Al. ABS 587 + v —7 v TG, ABS{5E 7 4 &
—7 v IREtamEE (%)

SRR AT A HERBE (WIPO) 1< &1 2k (SRR A HERES (WIPO) :IGC,
EAE AR O RE B 2 e, WIPO:IGC o~ v 57—+, WIPO:IGC DfE#E
M (2022-2023), 2022 4 WIPO R E#E, 77 VA 77— FHRE, 2022 4 WIPO
I ERR A PE . FIR I EE i ORI E IR ICB 3~ 2 i Rev. 2 (2022 4 3 H 4 H
). ERETF A, S%&oWiNn)

MS 3
(W% B SAEE 15 Bl E S (COP15) ]
https://www.cbd.int/doc/notifications/2022/ntf-2022-041-cop15-en.pdf

(CBD #H#%/5) COP15 H#5/m 2. COP15 I X OV B o 25 18 i [E A5k o HEf
ERRINEE, ALY =TI e 2MRT E7-01C, [ekOH 1 #iF 2021 4F 10 H
I1H»S 15 HETHY 74 v ChfieL. 5 2#1X 202244 H25 H2b 5 H8HE
<HE (BH) coiXoSE 2 BT 282 FEL TV,
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HARZH

COP15 % 2 ¥ : 2022 4F 12 A 5~17 H

BfiEd : 75 (v P U A=)
it 1 5] & B P

(% BRIESKIES 15 mlffifIE 2 (COP15) ]
https://www.env.go.jp/press/109694.html
https://www.env.go.jp/council/content/12nature03/000063329.pdf

GHEICA-> T 5, CBD oEBH#H T, TELUSIOETI IO T 5,

ST o TH o = EBRLEMXR 2SI T 5 CBD BE D Previous Meetings O K &
mad e LTI E 24 [IRAEANBY S BB 2 & (SBSTTA24) (v 7 4 i),
53 ISR SE (SBI3) (v 74 vBIE)., KRR+ 2020 EY)% MR
M 4 BIABAEER S (OEWGH) (7 =7HfE) 3% Y. FimidZIIcE-> T3,
INHDORETIE BHRAERICET 2R ECHEEENPT T2 23 H 20D, I
DK AR % R IC L - BA TR o 7,

BUE. FEERDPROBEOLHLEH 2 CBD 0 —F KX 2ifm d. BEEKD [7 2 2 s
1&¥#% ] (Digital Sequence Information: DSI) & f|#§HidsrTH v, CBD Bh#E D &4 Tlt,
ZOMOED LB Y. £72 DSI DR D 27 L2 > T %,

[ 63 [a] WIPO il E#a 2>

20224 7H 14 H~22H, A4 A -y ax—7 WIPO KE
https://www.jpo.go.jp/news/kokusai/wipo/wipo2022.html
WIPO E{ZEREBUTHERZ (IGC)

IGC <%, BIE&E IR (GRs)  AZFAIAIE, (TK)  ABHHISULEREL- 7 + — 27 1 7 (TCEs)
DR ICE L. 2001 SELSE, MWHEECB S, bikims kit T n<e v, BHER,
GRs, TK, TCEs ®¥7 v 2D & 7z B I R Z IR T 5 720 @ TEIFRIY 723510 3C
FH LGP [7FAM]) COVWTHABIGET 3L ZHNCRBERTODNLTVE T,
4R WIPO M ER A T3, AERE S N2 IGC AADHREERZ T L TEDATH >
22, 2Wtic, GRs ICBET 27 ¥ 2 MUHRD -9 DIEAH#HZEL & b 2023
FRPF CIChifE T 218 %0, B EITIESEA (DLT) BRIRD 72 0 o 455k D FifiE
EXy =Y TiRHEINE L7,

ZDHOWHER T, AREHFECORIRON—2L 85T * 2 Mild, SHBO &Y
DERERKMLEZDDTH 2 HHE SN, TEARKEOMERIHZEL &b
2024 FETL I ABIERES R INE L 72,

BASINCAMEIEIR RS RIR S, AR EHE 2024 FECIchifET 2 e BREL L
770
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BEIFESY (DLT) R0 720 o4 Ak obfE B4 2 HIH

o EIFHlE o FmEMoHMEHIN E T2 BITESA (DLT) R D 72 0 DI £555H
fBlicoWCiEm I N E L7z,

® L[itotsh, IGC U DLT DA ERHEb ICIn T 2B IERE Oy r—v) 232
INFE A, KMETRELRINZ L, DLT 1220\ T b AR % 2024 £ F CIch
T2 EPRELE L,

[ABS-CH (WIPO) #ZE R & BRI D Rt hln 2 1 B 3 2 7 B 5 IH]
https://absch.cbd.int/en/database/VLR/ABSCH-VLR-SCBD-239798-3
o [BURVEHLZOMoFFERERE X, EEEFR-CIEH R AR < BE 3 2 K iln &
fRicowT, LIFUIGER Loz 2 L, EMN» OEIENREREZ KO Tnws, T
DR D 5 EIE. D X5 RO F T4 U 5 FE BN K OGEH L ORI D v
T, AiER oA e itz b o Tl T 2 b D TH B, |

[ : ABS BEEIF#H])

EZERARFFEAT ABS AN SR 7 — 4 ABS i e E s e [

https://idenshigen.jp/database/qrca/china-2/

B

® 2017 fFic, ABS #niE ([P nEIRES & EASRCE A (%) ) BRI N,
NTYy ARV ERROLNT WD DD, ZOBRIEICE 2 T T, WAHE R FRh A
IZOWTIRIN TV,

® ABSHUEMLFML Cuin iz, Bk Tld, SRS CEYRIC XV R 2) iIcito 7=
Tt & BE, 3545 2 A OBELEH L Wiz o, hEOELRERZFIH T % Bicit,
HEBUT (Bl ERESH NFP. 72 3AA3 2 8EER 2 EHE T 2R H) IciHw
bbb E2E® 5,

o MFE~DFZMOFMICED LT, [HYHEEHEORE & EHEoMICBIS 28] (T
AU TBEEEHL ) B X0 [ o & Ruiic 31 2 EYE R &R ORI & Al 08
HogafbicBI3 2@ ] (Fd TBhEE#] 2)) it - CHFETEZT> (Fad [4£EY
fEmOFh 2 ME | o [EVEEERZMHT 2 B0 — ke FiiE | i),

HhEE R (PREESLRR)

o (REELZT MO « [ —iRRFE M & R RRENE] Lol
IND, REMEIZ, DS 30 £, 20 4E, 10 4, HSLFEER 7 4,

o RN ORGSO AL TR, BT - CREEFIE . AL Tld R o v, ESC
BT 256, BE T 2 B IRRFRR ICHE S .

BEE A

— 118 —



o hEE \ RILANE PSR
http://www.npc.gov.cn/npc/c12435/201612/b0deb577ba9d46268dcc8d38ae40aelc.sh
tml

o hEE A\ RILHIE HEZLEH : hitp://www.gov.cn/test/2005-06/28/content_10629.htm
rh R R EE S http://www.gov.cn/gongbao/content/2019/content_5468846.htm
P s & EE (R AR IR E IR B S B k) (2011) ¢
http://www.gov.cn/ﬂfg/ZOl1-02/25/content_1857449.htm

(4[]

https://gilburtkim.wixsite.com/website-1

2022 International Conference for global cooperation in traditional medicine

o 202211 H1HE2H. EoY v AT, KEEHEYS L WHO Co-sponsor IZ X %
2022 International Conference for Global Cooperation in Traditional Medicine 235
TNz,

® miERIINT S5 WHO oF 2 7uy =2 23T, WHO &
Traditional/Complementary Medicine Strategy < International Acupuncture
Symposium 72 & D+t v ¥ 3 VT,

® YIHF %D WHO & Traditional/Complementary Medicine Strategy C D #&-ii & # 3K 1%
DEFE/ OFEmORRIC, #EMH & WHO #H4¥F o<, cHtlEEofFEEICEET 258
AR D E NI, ot WHO Y35 IR ARENTE 2> S 6 LI:%@*EEW@M\;:@

DA L, BEEM 2 5134 EAR A Yo E S ol 2 o et R o FHEL Ik
T oL ic, EEALZBE2RI N,

[7—% ]

https://idenshigen.jp/database/qrca/bhutan-2/

® ABS ~OXL I L 72 5 DiF, EIEEE & AL EEIRRED)

o PR ChRLEAT - BB (exsitn) bR E 2 5,

o T —XViIRHMNAEVMLKREOREZEKT 27-01CiE, ETBEEERSFHA S
A2 2 S TR o L 2@F L Tw 23

o JLUKWICHE & oFIWTFEICH L TIRIER C%@H"Jﬁ%&; R0,

INE TIHEOWIFERERE - BE(HAR, A4 R, 77 VA AT v X)L 13D
HFEIFTES T, 11 TR 23FHYE S 1 5 FEiE % R8> (2021 45 11 AT,

® [ilor X N7z B ERIAILS & LY IRGE O HUIE 2 D SR 7 LIS ERRICTER L T w5, (BITE,
flbic 2 2 FTREIN TS EIZ %R\, )

o (mitMEFICE T 2L EA TH Y, 77— VENOEHEFFE LT — &2 R — 2

ftxhnTnd
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o B, EX. RO TN, FRCHARDEMEE L 0 KRS E T LTV 2
° ME’@?5?%@%&&%6%6%%%%@%@%$K%Lfd\%ﬂim&E%
RESCEBINTEY, BAKIEI NS TIE,

(H A7 4 S8 )
https://www.nikkankyo.org/guide/guide_pdf/2022.pdf
GUIDE 2022
vYa v 7 HEREESEVSREORE, BABEYOREICEM T 2 & L bic, HAD
MATH B2 <, ERERICEMRIICEY A THE £5

° %W%ﬁ*%ﬁu#ﬁ%wﬁm'ﬂwuﬁij%memj&5@ﬁ@¢@ﬁﬁ%%%
R ERE S EREME S BAREHSOERICHML TWE 7,

° i%%ﬁ@ Hi7e & EBRSA) ~ Y] 2t it [EWS SR % TABS icBA4 24
HEMEE ] oFANCHl Y | AEEBEOENEEEFLTCHEE T, £ [TV
FYEK ICh & O EMBEEIRM IR ENEEETF L E T,

® 577 A o EFRIE R D e - BT A ICB T 2 HARDFI R 2 IcRE L. KEO
fREfE A om FicERT 2 & & bic, EEERMZREL TWE TS,

[ AF AV ZRM ) —lpen (N4 A BEEHNIG) ]

https://www.jba.or.jp/activity/regulation/

o HHIEM~0Y A (AihERCHFENEEICRET 2 BRER) « A EFREFEHIE
DD DENIBEEREICH D, NAF A4 v Z2 ) —Haid, oMk (HA A F
FEEANER. HARBEET . HARRAREA . HAME 2. BAEhS T
¥dbR) LHEY T, AMBIRIESY - A EREEICHET 2 HEEH LR L. Bikk
ﬁf%@%b‘%ﬁﬁﬁ%i ICoWT, #ETIE RS, FIHE L ONEEL, 020D T

WCHGET L CTE KO EFEL £ L 7=,

o -@Kuﬁ’\@ﬂﬁi PNA FICBET 2 EEREA~SINT 2 8L <L EER OB AICE
DEBIFOEERE 2 XEL T E T,

® EMHHRMESHNI MO Z OEFE~ DO AL RIS E S, 7V 2 ~FE
HiFHEREG L OCATEREEMVESAFCSML, ZEDOFA4 v P PEEOKRY
vavERBMT AL LT, BIFOEBERSZELTVET,

(OCHE + /NIFIERR)

(E BERCHR)

QIEA)
T =R VETEHREFLDT — XX = 2L I NOo0H 2 L WMED H o 72 h3. HAR 75
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T—=AR=Z%EHEL TV EDTHY, ELIVDLDTERWVERES B30,
UNEF)

ZNIXIEERED L DR CTH 5, BRETIEHFR L CTTF— 2 X—2{LExiED T 5, —FM
BrolzkbhTtnl 2 Thh, FEEHIKCERMABEZGIRL 7 — 2 X—2{t L 7=
BICHRER L2 o T T v, BRMEEICOVWTESTFOHMROERL YD X 51
Fy¥v2Z7dgTul »pAEE, AL L 2T EEHENAES L2 S kv, £V F
BTV ENT —RZN= 2L A U T A TV 2 DiE, HIME L L CafES % #
HLAGEHT 2 2 L 2ERBIEE LTWB025TH 5, Kb shiicr—x2~—z2{tL., H
EodbDThs e HFUCHHLO T 2 720 ic, PESC#HED#EL T3,

GIfEA)

DT RMEBTCIELTAMEZE LTIV B L0 X vd,

UNEF)

WEDOSACERD» SHi 7270 f / N—=vavERILTWwL Z ERETcifTbh, 4/ F
RETIHEIIL T 5, KRICHIER T 2 3L &R Z, HARIZERE L Tigx Tk
W, HRE - EE - A v FIREREE LCH L WEZC oA TEROEIICHEHR L Tw» 5,
ZZEHRDEITEIDEHL T e RSHBOLETHY, ZNERTODT —EX
—2{tcdH 3%,

(EAR)
ETAFATHIELVEWHIRETD R0 & B 230030,
(/NEF)

FEICIIFEZDENTZT — 2 R— 2B 525, 5~6 EHiD HIENFAIC R - 72, EFK K
ELTRABLARWHRAY v b 235 3 L HW L., BN TIRIRA - 35 ORFEN 2R RS I3 E
BIn<Tnwd, HRTH T — 2 R—2{Lic oW CTIREREZ B L Tt L Tw & L 23E
FrHEbLND,

2% E L CHRINE

(§2)

HE - 4 v FIZEBFEE CfERICEA TV 328, EE, X FF A3 80 L5 AfHlic A
2 TS5 DD,

UNEF)

EREEERR % (R A 3 5 1 2 13, AR ERERSHEL I T2, BEic k> TERIEDH S
D, FAT OHIAEHKESRI0H 5, HED & TERA PO L Y | BORIFZE 2 /AT
ERfTbNT w5, FE - @HE - BE - N F L23EHREEPHELL S L Tw 328, —&iE
ATHEDIEA VY F, 4V Fix 2014 50 FHOEHERENCTE, MO FREZMERL
THFLHRIE % JEBH L T\ 3, EIFREY 72 © 2 % R Z et Ligohic i B EE 2 AT %2 AT
> T3, ENTIRERO@EEE CHIEH I AT S,

— 121 —

'H



'

(IfA)
EAEER ORI L RGO A Y v b« T XY v FiEwpnid,

UNEF)
AUy METEIRY 230, MRAESZES L CONIGT 2 2 LUk, 72 v MLk
REF LEEESID i< v, L L, #EEEZE - T X, 4 v FCoBUKH 25T
INI10FHOLD, SEHAEICZ>TL 20t bh s,

#HaT

(FHiEe)
HERGWLSHEL RV, AMED %A FIcd SIHEWAZ 2 RHH L LT3, EHRE%T
HEEONACERICER LTI VRH Y, 7T -2 _R=2{LB30EL 755, HATIRETOE
RMASEETT « $ S 2 AV 5 BIEFT TV 5 28, KUCERE & L TR T OERMAES 2@l fiiv 5
35— 2 ~R— 2%l L EE R B LT\, AMED TPEZIZTTWZ7Z 0T 308,
ERRHE~ DX IG 2 HADED T 2 Rk FE 2 Z B L CTREVWZThiisE’Ttd 2,
ST A L AW EHEECH B 2 L 2 EBE LIFEICHIA TWLE 720, PEFESK L T
EIRTOMETHL 2%k, L{EMINZRETH o7,

G D
AMED D44 J51cid, 2 offFgeAs ISO/TC249 T D EESHIG & HRINE DM H v . 13
BATTHHEL W E T B % CHFGEE B EHEE TIEE 272 & 2w, ME O BHEEYH
FlEER AL L CHEH2ZESTEID TR 2 e h b, HARDERA2EE L., B4 B
WL 7z,
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SHEMEFERER EAER - ERBEEOERFELICET %K

WHIERASE /A W FENE [ESZAOTZERA IR N EARAE - (R - SREATIEAT
R 2 —  BURATER BREABNIE=ER

MR B

IR« ABRIFRL O Ky Z B AR TE T 2B EIC B W T, ERRMIC TR 2 JFEH RO WE % —
ELLEICEEIND Z &1, Fb X0 EE I A EFRAEO MEMRICB D TRO TEETH D,
AMFFEBHFEARE Cld, BT 3E - AR O SR ICE T 2 EEEORELX BN L L, BiEFIEHE
FIH LA EEBEFE, W ONC S OFRE & BREL T2 2 F5] % (GACP) O [E = (L
e R U R ES] o NN A ON NS/ R R BRI

F 7o, 1S0/TC249 IZFVNTHER a2 [E B HEA T D3 [E O 3K « ARSI AT T 2% R/ NRIC
N 5 =8, 1S0/TC249/W61 (3K L AFEAIIN Tk OFEHE L) 38 L OVW62 (TCM 8L, DFEHE() 1ICB1T 5
FERFEEVERIEENC B L, 7 OB OISR ICOWTHFE 21T, £ 2 THE L 28k O O3t
RIZOWTHEIT 5,

L EOWFZEN NI EHE RICHE S & | EREEORTEAED 5 L & bic, EEEEERIEEICKT S
[R5 B Tl bl Ao IS 2 ffkfe L CTAT 5 Z L 8 lRE L 72 D,

FEARDHME

ARWFZERREIC BT A FEHIEI L T 0HEE Th 5, LT, FEBEOMELTLT,

1S0/TC249 EiEEE. BEICXIET H5-HDAEMRE
DAERLIEHMOMIEDOZEE, I TON R RADZELICET MK

WG1, WG2 (ZH [Efth2s St SN DEEHER ROV T, HEHIK - AROENICBIT 2R HEESLL X
L—g v, ENBUESE & O, W ONTYESNORBUCBE T DA - PR E1TV ., BIEZ KD 5 535
DIFET AT > 72,

-« W61 UM W62 [EFRESE (web) I L, BROKMEIT 72 - W6l i: 24", 25", 26", 27", (FEEE
WIZ 28th RFENBIME S D) . W62 ik 237, (FEEENIC 24th MBS D)

ERNEER 1 ICREWT, SEERERIR D ERREICR T 2R ERE 2D, LIS CEIET 5%
DAy MAHTRRE U7 - BZE 39 (W61:28 f:, WG2:11 {4, 2022. 4. 1~2023. 1. 31 FZEWK757)
TC249 FH MR EE L O FEH R aIa=r—va VORN

AU VE ) T T TREOIERERREIIONT, EERREORNZ, PLH XY W 2xZEL., ZES1H
RH CHIMESORBANRERBE L, BEREZ{To7,

- GACP [EIBFIEVEIER « PELFRBERE O L DI —T 4 V7 &2 EE LTz,

1S0/TC249 [2H 1T 5 BALN b DERFEDIREICET SFEHAR

D EEFRBEANALEEOREEERFECEAT MR

CEAGFIE R ATE A LA SRR O SRR LB D EEERE I oWk, AN R T O AT
ZEAFONT, JP18 Ikl WA Hig & 95 IS (b 2D T %
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NEAEMDHIE LRI, MIIZHITEH4 RS54 VICET IR
* GACP [E|FFHRYE - hESLAfERE & T LZED TV D

LIF, SHEMREBEIZOWCEEM AL,

1) TERLEHFMUMIEOZE, M TON & FZDOZELICET 5%
S ES

1S0/TC249 AR FHE TOFRIRBRI OV TN EOIF % & OBRSHEOBLENOIRE LI L, xf
JEFEZ DWW TIRET 21T o 72 L CREESFHRITSI L, E5 A KK O EFEEEL N # U T b 7o
DO E REPCEHEREEDIEE 41T 9, 1S0/TC249 SAESH TIE SN FHEAHIM L, #HFO®m
HEEOMU X CENBEREIBET 5, I 6, REEFITHE RN H 5 RAFEEIZRE T E D
1S0/TC249 RS TOHHIREIZ OV TH RRRICHFT 21TV IRE S NS T IET 2 Sk E DO
XTELH, ®EHL LTHRET S,

TAIILAR k=2 MS3-1

IS0/TC249 RS HE TOFHIERICHOVWTH N EDOIRF 7% L OAMEOB SN OFEEAZ T L, xf
JEFEZ DWW TIRET 21T o 7o L CRESFHRITSI L, E5 A K O EFEEEL N # U T 7o
DERRPAFOEER 21T, (202249 HET)
EH KR

IS0/TC249 WG1 23 (5/9, 6/6, 6/20, 10/24) R TF, WG2 &3k (6/15) IR\ T, i S - PE K O
[E 2> D OFBIFRRICOWT, B ARSI E B & il D & 2 B E% OFEHEI DWW CEEICER L,
RED & 2 oy B ESPER FHO R OWTHEET 2 KO ICERARAZIT o 72, (EER 100%)

TAILA F—> NS3-2

IS0/TC249 RS CIRE SN FHA I L, #HFi-CHE TS0 2 A CENBGRE ITBE
T 5, (202249 A £7T)
EH KR

AR OMUAI B IC T 5, [EEESREA~OSM, WO ERR R ERICE T 2 ENE#H (ERNxRE
B 15 Z5EFAML. #S3OFRREFHAHFRE L CHEYICRE Lz, GEEE 100%)

<A LA —> NS3-3

WG1, WG2 IZHH S 2 EEEER I L, A E DR FH 5% & OBESMEOBLI bIG L, 8L Hh
ML 5 & & bic, EEREEREICEUICRST 5, (20224 12 H £ T)
EH KR

ENZES 12BN T, W61 BE W62 O IS 2% (SR & 1) (Tf L, ZREFHES OHIRES
IZOWT, EICHAFERG & OBEWEOBLEN O EEREOREL S Mat L, ERRREICIS L,
(=R 100%)
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YAIAX =2 MS3-4

WA D 1S0/TC249 EEEHE TOFBIERICOWTHENEOIRG H% L OBRAVEOBENHSREA
FH L. S HIEICOW TR 21TV, RIESNTMISTESE223BSE0RATE L oHEEL LT
45, (EHIE 100%)

EH KR

RAEFE D 1S0/TC249 RS HE CTOFMIRR D 5 HLICENRIE SN RIFIZON T 2/18 IZE T 5,
ENEZES 15 8 [AIEHEICBWV T, W61 BILUWG2 OF L IS fRRICx L, BMAE DR FH5E L o[k
DBLED HREEA N U SIS FIEIC DWW TRE 21T O TETH D, E SN HIEFEIC OV TIE,
SEBOW X TE L OWMEEL LTRHET S, GEHE 100%)

FHERRRNE

TC249/WG1 FE 7213 Wo2 (2B W THHIERFEHE L L TRESNDFERICOW T, BEERICK L,
T e LT, D) ENEZEES 1IZBT 2Fm B O BRFEHOHEEF I 2 Anse, 2) [EE
KB ETITEBRTREICBIT 2 EERZORENE ORI 3) ERESHICBIT 2EERITH T HEER
REH, FLEREBRZECBIMEEER I AR - HEEZ{ToTND,

PITICWGLICHE L VIR SNy 2 OF 7 77 7 HBIREZ BN R ERR 2Tk 204,
HREW, BEERICXIT 2 ) a AT =2 a O RBORIERE ROV TR,

WD9299 Traditional Chinese Medicine —Curcuma Longa rhizome (N641-644)

PL: Junning ZHAO /Mei WANG

D EWNZES 1IZBT 2 HF#REOERFHOHFUEME 5T 2 HENFE L O

2) EHESEECITEBEREICEIT 2B ERECRENF O

(D 5.6 Marker compounds DFFEIEALST O HIFAEIZEE T 5 50H 2OV TC
AR IZBNTE, 72 O BEHEIZ OV,
THLOT, UTOL D ITEEROTLHFHDOEIELZRDD Z L L LT,

({EIEHEZ) The sample contains not less than 1.5% of the total content of curcuminoids,
namely, bisdemethoxycurcumin (C19H1604), curcumin (C21H2006) and demethoxycurcumin (C20H1805),
calculated on the basis of dried material. ZHIET DL oKD D (HHD 247 The content of
marker compounds, such as bisdemethoxycurcumin, curcumin and demethoxycurcumin, should be
determined. D#&F%T)

@ 5.8 Ethanol-soluble extractive DOIRIRME DI HIZ D>V T
EBEREIL, &R Or/R) OBERFEHZERTLHDOTHL Z &b, FEOERIRLHD
HEEEZRE L, D DETH DA FEERF (1P2010) OBBMELZ AT H L O ICIRETHZ &
L LT,

(fE1IE42%2) Annex D OFEAEERMIZAIY  not be less than 6% (IP2010 DMUKE) &35 &

IROD,
@ 5.13 Heavy metals  |(Z%f 9 2B RFHOFHIZHOWT
HEJR T 2 ERFEHICOWT, LR SN2 LRI OV THIEN LA L 2D T & 2RET D120,
including &9 K%, such as [TEIETHZ a2 kDB L& LT,
(fEIE$#2%) including % such as |[ZEEEZRD D,
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@ 5.15 Sulfur dioxide 3K TY 5.16 Aflatoxins DERFIHDFHEIZHOUNT
AARKRTICBNTIREY 24250 T, ZRIEFHEST 7 7 F %2 2 lET D HEZ R0 T,
BEROERFHE LTINOORELRZGE CIER BHEEL LTRET 2 LI EE
BRODLHZ L E LT,

(EIEHRZR) JPIBUEM 72\ =8, should be determined (ZA % 25X IR 5,

5.15 The content of sulfur dioxide should be determined.
5.16 The content of aflatoxins should be determined.

® Annex D (informative) D[EIEF T DIRIEAEEE D LLEFEOEHE IOV T
FERIZIIZ B R E LT BEZR T OBRED LRI STV D23, JP BT % RC#
DREMHETH ST, TOBEEEZRDDLHZ L& LT,

(EIEFRZ) Table D.1 (ZOWT, JP OEBFEOLIWPMAY . EMLBLOIEETLSLIRDD, &
EEVIE, X AA T (D528 BT DRI a A M D,

® Annex E (informative) DZEFkOHELEREIAICESI T HF0HIZ OV T
FERIIZENERE LTEERY 2 OB T 2R E DN Sy, EMRITAEEDH
BEZ AT LR AR RBRIL O H 2 & O TIER <, 20X 5 % RRITHSEZ & e E R
G| OEEIZ/R DA REMEN S DT, DX A h/L% recommendation (HELE) TiX72< .| example

(—fl) LT DEIBEEZRDD L L LT,

({EIEHEZ) Recommendations relating to grading : ¥t DAL D requirement ZEDERHELN 22
ORI L 72578, grading ZHHBICWAD Z LITHET 2V, RV T UE) 77 T7OEZSY ZHICLT
AT D,

@ Bibliography (2351 % HAIKE I OFLHIZ SN T
SCHRE#R E LGRS TW D BARIER M JPLT Th oo, BH D JPI8 IIEIET 5 X 5
koworz kbl

({ETEHEZR) JPIT % JPIS ITIETEA R0 5,

3) 3) EFREEICE T HIEERICH T HEERREN., FIXERKRECBTSEEER A -

e

FFD 2) OFFIFHA « MESFHEIIE, 24" W6l KBS W T, BREMAEZIT-7, TORR, 2) DE

ERZOETIZOWTENEN S OF RNEH S, BEIENAD recommendation |ZFL# S A7z,

5T, W61, W62 IZ31F 5 IS (SR, TS, TR 25 e) DOFFaEe. (EHCRILIZ OV T, W6l TIXFFHEME
NEUNT=8 . Plenary (ZHE3EH 5/9 12 24thWG1 2508, ¢V T 6/6 (2 25th 25k, 6/20 (2 26th &2 BH
S, £72, 10/24 12 27th RSB SNz, (WO T Web 2i%)

DHRCEBRSINTEEHFTITO LB,

24th (6/9): A AU (D), AV L (D), V= (WD), VI )T/ O+ &FEE NWIP), 712
7 (NWIP), 13 = (N\WIP), 71 & (NWIP)

25th (6/6): /"> (CD), Ex 27 Y=Y (WD), ¥+ WD), FENWIP), FFa v WIP), 7
(NWIP), =7 Z > (NWIP)

26th (6/20): E¥Z (WD) . A>T WD), A>T h7 NWIP), 2w H (NWIP), H ¥ 2 (NWIP),
A (NWIP), = 2 v # (NWIP, TR)
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27th (10/24) : I VAR (SR, X v P U RE (SR), v F =0 DU (SR, v F=r v
(SR). Priority List (TR RZE L), A= (DIS), 727 VY a (D), ~4w (D), V4w (CD), +F
=27 (CD), T (CD)

504 O£ T, SR4 . DIS1 4, CD8 4, WD5 £, NWIP13 #:, TR1 f:D IS RIZHOWTHHENTH
Al BARMDHIE, BREOBETIE - OB I KT THEL /MBI 2729, 1S FRitdk 051
B4 OB EEE SO W TS ERRE 2T o 7=,

F7. 2022 FEFEEN, 3/6 12 28th W61 23k, 2/23 |2 24thW62 2iEMNBE SN FETH D,

2022 FEEIZWGT, WG2 2 H LN THIL L - EFEEE

WG1, WG2IZIV T, 2022 LIRS L7 [EBIE L FRed 5 D Th D,

WG1 ISO 4154:2022 Sinomenium acutum stem [FE.E ./ 7 7 7

WGl ISO 23964:2022 Saposhnikoviadivaricata root and rhizomeBhJEE / 75 7

WG2 IS0 19609-3:2022 Quality and safety of natural materials and manufacturing products
made with natural materials — Part 3: Testing for the absence of contaminants &5 D
mE & et G ImE

WG2 1SO 4754:2022 Fermented Cordyceps Powder FEEAHEEE ) J 57

WG2 ISO 19609-4:2022 Quality and safety of natural materials and manufacturing products
made with natural materials —— Part 4: Testing for preservatives and non-wanted

compounds BiEhDSE & 224 ME Part 4 RAERL, RS, BMWE

2022 4F 2 H 12 BIfE, TC249 IZBWTRITS N TN D IS93 D H &, K8 46 4 (Wel: 28 {4,
WG2: 18 f) A3 W61 K TIWG2 KV AT TV, i W6 IZxhicT 2 ENEZES 1 OIS RN BT
WV, EoL FHETOZRM (10249 FHR/ICBNWTCT 7T 4 7 ERESH TS HD) & W6l 18, We2:
4EEFIEREZVERTH 5,

2) TEEFEBRZEAMALELAZOGEEEFERICEY HHE]
EiANES

BRI REFE L2 ARo EERFIEC OV TEBEEELE BIE L, ZRBRE, BE 1 HEiEE,
HAE PEMV AT IR B OB FEAINBIRRES 24T 5 & & BT, KRPige EU (SR 2 B AERE I SV T
BRSO SLHF O SCR A A L, EEEEIR R OERZAT D,

YAIIWA =2 MS1-1

B FIEHRZFIN U2 AR O SEE L FIEC OV CEBEEOFEEEREZ A4 EN T 5, (202343 A
£T)
HEHIKR

PEHGIZ I C o &3 2 FE )G EH OB SCE TP S LT 2 BInFFHE W2 Ao E
EHFEIOWTHENIEZT 2 120, AFATRERERHI SW THHERINE 21T o 72,
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B\ IE AARKB T OSZFRICINEH S TWD, ¥ 2 VIEARKOMEERBRIEICOW T, TiEiE
T VAR A S R ERER O F it T — & 2% L. PCR HEIE K& O\HIREEZE AL N % — v DT — %
PR LT, (ERFER 100%)

AEHRR AR

FEOHER T (KOZNHET L 0) 2O\ T, A MEEIHICI T 585 FIEROF AR
BT oExZITo7c & 2 A, Bl FIHRNSAEIED KLFHEY O&(s /3 —2— NI X SR H v
BTV D ENE, FIEFGH (ChP) . FHEH S FEYE (HKCMMS) oK [EH R 5 (USP) 72 SIZ R b b 28, A3k
OMERBRICBIZ FIEREFHA L T DDA AIER G (RSMVERZET) LREOLRTH D Z LA
L7,

BAR A AW T AR oM BRIE 1L, AR O 9 B8 AN ITEAE L TO D EAEIZB W TR
ZOMEMMRICEZEREMCH Y | FBEORFICREMONERE ML LT, EFEELE 5] & ki it
HTUNL,

3 TEFREYORIE LRI, MIITETEH4 FS54 VICET SR
EEAE

EHEM OFEE, BEE FIRBICE T2 F51 & | (GACP) DERFEE(LZ HiE L, KEREZEETHLH
ELEEE L, FRERE LT TRSNDOOEERME AfE L L, FHEE W OFRIZmT, 2022 4
3ARATO [HEMAREEERR] | MU 3 ARITO NRAKEEBUKYEGAP) | 202249 AL TICK
7 "IITFED EMA (European Medicines Agency) @ GACP ONEIZ DWW T HEARFTENZE L 1ED 5,

TAILA F—2 NS2-1

FEEHVE OB, BB E ATREIZBI T2 51 & ) (GACP) OIEYEEDERZ1T 5, (2023 4£ 3 H £ T)
EH KR

2022 4 3 HIZHE T S TSR AL pEE &8 PRBLEL ) D GACP DINEIT DWW TCIENT R 2 D |
LFEHREE THLPEE &b, BEEEDEREZED TS, (EREE 100%)

RERRANEFH

HA & REOL[EHFHIERE TH D GACP FERIZ OV TIL, WHO GACP & OYELIM: 2 HEbR4 5 ~ < Hh[EE
FEOPERYHE LKA H IR0 A0 IS IREOIERZED T D23, 2022 4 3 AICHETAM SN
= TSR AR A PR ONREZFEMICIIZE LRGSR, VA7 X P A v MIXIT 5580 H 5
ZEDB BT/ o727 WHO GACP & DZERIMEA I 2 FIH & 72 2 AIREMED B 5 2 & & FIEF Y F
z. PEMTEGEIEET CTh o7z, Atk HARM S MY EEEERICED Y | 2023 4EHIZ W61 C
B 24TV NWIP @i 2 HEET 53 CTh 5, AERILUC OV T, BPES O HIER e F IS FE#E
L7z,
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BRAEHICONT
BT EHR 1~4. 1S0/TC249/WGT, WG2 IZH 1T D IREICHTIENERNDEN

IS0/TC249/WG1, WG2 ([ZXxtT HENEHE (FERD &2, A 74T 5 | BETELZEZT) .
A7V Yy RT1E, A—MZX 5B FHES 3 E BlfETEETe) BIfEL T, TC249 1Zxtd 2 EN
DERZHENL T, SHSROIREZIT o7,

B 1|l 2022 44 A 20H ArIAr (BFE 1 2R
%2 | 2022 45 A 21 B ArIAr (BF 2 )
%03 [\l 2022 4 8 A (FFbEIVEH) (B 3 3R)
%4 [\l 2022 429 A (FFbEIVEH) (B 3 3R)

% 5 2022 4 10 H 8 H (&Fk 3 M)

%06 M 2022 4 12H 18 H A7V v R (&K 4 28)
B 07 Bl 2023 AR 2 A (FeblEIV SFeR)  CRiEE)

%810 2023 2 A 18 H ArIA4 v (EhETiE)

B, FENSEOBEIZIELEL, ZRIIFH. BPREOL X2 L— a3 > FEERORN - B,
MmEOLF a2 — g, MEORREZFAE L ETEHBICOFL, WMUIRKHSENEND L5 W%
1772, 5 BHOENEE (A—NCXAFRbEDFE&REET) ORLEERMNT 2 (RFER 1~4)

NMTEH S~9. EEBAOHE X
LIFD 1S0/TC249 OEESH (BTAY T4 V) ICoF 2= RS IIL, ENES#H CORTHHE
EHSEZR T, BEEITo70, W6l ITRAESFHEAM (2022 4 6 A) I[ZhfEI7 W6 =3 6 A2 H)
(2SN 2021 EENDORHEAZEN, < OFRRELZDEIL GEad 2 elo7z, —J7, W62 134
R ARICEME L7z 1 Bl W6 =i (6 A 8 H) ICTHHmEEL A L7,
T 4 FEICBfE ST We1
2022 4 5 H 9 B 5 24 [\ [16 £ D= 28— k3] (&K 5 M)
2022 4 6 H 6 B 5 25 [\ [17 D= 28— k3] (&K 6 M)
2022 4 6 A 20 H %5 26 8] [17 DX 28— FRBN] (EE 7 2R)
2022 4 10 H 24 B % 27 [H [15 £ DO=F 28— k(&N (B 8 BR)
2023 42 3 A 6 H % 28 [ (BHETE)

S g 3 EFEICBE SN Wol ik (WEEEREE &)
2021 4E 4 A 12 H % 19 [ [17 £ D= % 28— hABN]
2021 45 5 A 10 H 45 20 [E [17 £ D= % 28— AR
2021 4E 6 A 2 A % 21 [ [16 £4DOTx A5— K BBM]
2021 4E 10 A 25 B %5 22 [\ [15 &4 D= F 28— k3]
2022 4E 3 A 7 A % 23 [ [14 4O % 28— BB

SR 4 FREICBE S N W62 2k

2022 £ 6 H 15 H & 23 [0 [18 LD xF Z,3— wR&hn] (&E 9 BER)
2023 4 2 H 23 A & 24 1 (BfEYE)
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B oM 3 EEICBES N W61 25 (WEEEREF»)
2021 £ 6 H 8 H % 21 [A] [16 4D =F 23— FA3&HN]
2022 4 2 H 23 H & 22 [H

AT ER 10, EBIRE~AORE (2022/4/1-2023/1/31 £ TOHREFHER)

WGL, W62 DIERIZEL T, ENOEEFTOREREZEMN L., 33 FOEERZE (R3 4F:2021/4/1-
2022/3/31 OEEEFIT 53 £F) . 6 fhDOTF 2 — Far P LT — g LI (RS AR : 2021/4/1-
2022/3/31 DEREIL 4 1) &, T AL R — " EDT TToT. HEOZEME . fERITEE 10 25
M,
AR ER 11, W61, W62

WGL, WG2 TITHIL TV A [EBEAEAEVERRILIZ DV CIE. MR 21T > T\ A, 2023 4 1 A
31 HEIEDORPIL, &k 11 0#@bh Th D,

Uk
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ISO/TC249 2022 FE % 1 EANMREZEER
(2022 FE H 10 FER 1 5&

(B K] 20224F4H20H (K) 19:00-21:10

(1% PRl Zoom =&

(E&E] X BE. i BB OHH B AR =T RS BE Al [EF
B IR, IR EX. VD B0, A2 BRT (GCERMERk). SRHE ERER.
=12 Fsh. B 5. Bif BhRER. #E PE. L0 &R

(RIE&E] (FE) E4K &% k% AEF. BR B2,

(8 =E]

1. 2022 FEA>)\—, DR

- 2022 FELBZHR U,

2. BIESFEUBDOERS LVEFRER

#HEIY BEB WG RRELE 24k JPIFE R
2022/2/19 2022/2/13 WG1 FDIS FDIS 22586 |Paconia lactiflora root — White peony root Approve Y16NOAS
2022/2/24 2022/2/17 WG1 CD CD 7450 |Pinellia ternata tuber Dispprove |Y14N2A6

Quality and safety of raw materials and finished products made

2022/3/2 2022/2/7 WG2 DIS DIS 19609-3 | =, . X . Approve Y13NI1A1l
with raw materials — Part 3: Testing for contaminants

2022/3/3 2022/2/7 WG2 DIS DIS 4754  |Fermented Cordyceps Powder Approve Y12N1A13
2022/3/4 2022/2/7 WG2 NP TS 13126 |Determination of Ochratoxin A in natural product by LC-FLD Approve Y13NOAS
2022/3/14 2022/2/17 WGl NP NP 5076 |Angelica dahurica root Approve Y15NO0AS5
2022/3/14 2022/2/18 WGl NP NP 5106 |Polygala tenuifolia and Polygala sibirica root Approve Y14NOA4
2022/3/16 2022/2/17 WGI1 NP NP 13615 |Atractylodes macrocephala rhizome Approve Y16NOAS
2022/3/16 2022/2/17 WGI1 NP NP 13619 |Gardenia jasminoides fruit Approve Y15NOAS
2022/4/8 2022/2/17 WGl FDIS FDIS 4154 |Sinomenium acutum stem Approve Y14NOA10

WGl, . . .

WG Draft resolutions taken at the virtual meetings of WG1, WG2
2022/4/11 2022/3/15 d CIB N 1625 and WG4 from December 2021 to Approve

an March 2022
WG4

Quality and safety of raw materials and finished products made
2022/5/4 2022/2/7 WG2 DIS DIS 19609-4 |with raw materials — Part 4: Testing for preservatives and Approve
unwanted compounds

WDS

2022/5/9 WG2 . AWI 8284 |Simplified accelerated stress simulation methods
Consultation
2022/5/31 WG2 DIS DIS 4564  |Scutellaria baicalensis root
ISO ins seeds and s ines
2022/6/13 WG1 SR 20408:2017 Panax notoginseng seeds and seedlings
1SO . . . . .
2022/6/13 WGI1 SR 19824:2017 Schisandra chinensis (Turcz.) Baill. seeds and seedlings
1SO ia milti iza seeds z 8 ines
2022/6/13 WG1 SR 20311:2017 Salvia miltiorrhiza seeds and seedlings
1SO General requirements for industrial manufacturing process of red
2022/9/2 WG2 SR
8 19610:2017 |ginseng (Panax ginseng C.A. Meyer)
1SO . .
2022/9/2 WGI1 SR 20409:2017 Panax notoginseng root and rhizome
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WG1

1) ISO/DIS 4564 Scutellaria baicalensis root AD3d> (5/31 ##t)

- 5.7 Content of marker compound
The content of baicalin should not be less than 9,0%
N—H—tEW%Z baicalin (THFEUIBRWKDEEZIAS MUTZH. BRODEL(FRZ (S
ANSNRMo Tz,
=19
- 5.7 Content of marker compound
baicalin (FADI> OREBER(CEE LDOFRTEESNEN D IETzsd. SEIFAEEZ
ZLUTERITANS RV ETREENE L. BAR(E JP18 (C baicalin10% M EDFREM
»D. KX(C should THEDEDD. BEICEAURWZHEFRLTFESN?
SIREEREENDERESNTE. BROZBZEFHASRVANRN, OXAZ MIARE,
S>—EIOXAY MUESSNTUVBZHRUXETIAS TN XEZEZADN?
SHARDEBEZRT CENEE THDTH, XEZZERDWE(IIR, BIE EFEHKRREXET
OX> U, BROZESEZRT ()
- CORERLDIMIEREHRT DM, IPIB ADBIEEDTA =T ?
—>AH (2022 F 4 A 20 H) KABEOHENS . £ TIP18 (MBIEETDRLDIA> I B (@)
(f&5m
Disapproval OX> k283
®5.7 Content of marker compound DIEEZRIEIEEUXETIA KT S
@IP18 NMEIE (MAPFDIRFEF(F. £7T IP18 (CIEIETH—)

WG2
1) ISO/AWI 8284 WDS (Working Draft (WD) study) Simplified accelerated

stress simulation methods (5/9 ##t)

— 134 —



€E3)

- BANEEN DO Tz, HIEHNS [SEUREL UV EIE—ME(CERH SN TS
BRERS. TORHZECHEIRSIZSV] EOXD MUERELZECS. We would like to
discuss from a scientific point of view.EDEREMNH DT,

- NPISRHRT (2021 8 A 26 H) LZH. RST MRS TLVRL,

(&5

RSDT RRAFTERCS, REEICERL RS T MEIZKIRT 5.

SR

1) ISO 19824:2017 Schisandra chinensis (Turcz.) Baill. seeds and
seedlings (6/4 ##t)

2) ISO 20311:2017 Salvia miltiorrhiza seeds and seedlings (6/4 %#t)

3) ISO 20408:2017 Panax notoginseng seeds and seedlings (6/4 %)

4) IS0 19610:2017 General requirements for industrial manufacturing

process of red ginseng (Panax ginseng C.A. Meyer) (9/2 ##tl)

5) ISO 20409:2017 Panax notoginseng root and rhizome (9/2 ##t)

% SR DEARZEZR(CDNT
SO SRASHHTVDIN, SEERETDIRIAHF THDIZENBEREHACDVTELE
WEITIE DTS,

(E%E)

- SET (ABOBTFHEIUVEDREMRE) SRIHET(E, KSFRHRBEBDOZEWEIAL
12 IS OZEBEIREZET D IS ZRDEIRIRLCKSREMNH o ILIZGELSMNE. BEE
[EFEBELEET(CHTIT DRI R THDIc. SETERABRRRI A TRV ? FHz, $H(C
FEAD IS T(E. MK ICBARDMIGNER =R — UEESIREZER UICBEaNHD D &
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M5, IS ZBEHER UHIHVRED CEUZERUZEDHRVN ? EE50BE(CT DhE

ROTIFEDH?

—IS0 19824:2017 AMKFOBFHKIUHE(E. THETE IS EUTKREICHEMN? BT &

EHD IS (FTEEAE(CIRDOEEEEH V. BARDAY U AZEARME U TERVDTI(E,

ERTREZRDINE,

—SR4 DRI UK TH DM, R[] 5/9 D WG1 24th meeting DiERBICHEDRETF

CEHORIERN DD, BTFEEHDRRICEAITDIEARAT(CDVTIFE. REFELEWNT

REUTZL,

—aiEl. ASDOEFEED SR Tl 8EN withdraw TIHZEL., BHEZXI-THELT

LWz, BRI revise TIRRUH., IRREROMRIATZHER L. BEDXISRRXIX

T withdraw ZIRITDCEETEDRERDVNCRN DD, SFT SR IFE, ERAZIITT

BEARN (R E UIeht. BRAZEZ TERLHIE LRV, BESTADBREEDH?

—HIBRUZEDIHNERBVWEDLUMNE. BRI TARBEEDRKTELVNEER D, 2L IS%Z

BEMRU. shall & should YEEDEWSICDWTEIE T SHADZER(FIRUIZL. 15

FEDAA> MMIE,

SIREFERIFICARIRILUTWTE, SERZEDIRUCHEREUTHRIZILTUEDIZ IS

% withdraw =9 2DIFEHRENH D. TETERA—THEVNWDIDTHNIENP ZiET

NETERL,

> ASORF EHFVHORET. FLAO-THRESN TN D BN H D, X

— I Th oz, BEDLSREIENTEZEEZISND,

SEBFEEFRXOD-THTHDIEzRALIEZTDE. FENROI-TZEEIDIESEL

H UFRRIRN. MR D TR (CIRDalREEH DT, BFLENRI-THTHD L

(F. FEDBIFERLZLRL,

—SR TIFAREELEWVWDEVAIIFET . IS DNEXEZB#ERELIEFRINELNTHS D,
(&

- SRIGZEDEARZE : [ 1. Recommended action] (&. Revise &EIZU. IS ZBEHER

Ui W EIZ OX> b33,

- R[5 A 21 HDRES 1 25 C SRS HFOIREREZREL. IA> b — MR,
(1ERE)
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SR5 F(CDWT. IS ZBHEEE L. shall —should & XUEER IR EDEIEHEEPIZF
TV I UEEPIMIER IS (CDVWTOBEADEEARAS - A MR EDEBZHRT D
FIyoEH 1) 2) 3) 5) AFFELE+HER. 4) FHEE+BER

4. BRREFRESHE
1) General Requirement of Cultivation and Collection of Medicinal Plant

RE&ETH

5. WG1 24th meeting (5/9(B) 19:00-)
- 2TCIPI8(CTDLDIERID (OAAS MZVEE. OXA2 b — MTOIEREH)
- HAZEHHEEA Zoom SE(FR&ERE (1B « RE5kSL)

1) CD5228 Rheum palmatum, Rheum tanguticum, and Rheum officinale root and

rhizome (N635-637)Mei WEI /Thomas FRIEDEMANN

- BIEIDBEATIAY MIDOWTEETRANEIERAHDIZ. SEIEHFCOAS MU,
* S, BIEDIEHOEST)L (KEE) &L T3IATS.

2) CD7177 Coptis chinensis and Coptis japonica rhizome (N638-640) Fan HE
/ Edmund LUI / Yin XIONG / Mei WANG

- BRITIMIISACFTEZNSD D OX> BIIEEDESDH. FF(TRU.
* S1%(3. BIEOEBOET)L (&) &L T3IAT 3.

3) WD9299 Curcuma Longa rhizome (N641-644)Junning ZHAO/Mei WANG
- XA MEITFEO~®

®5.6 Marker compounds

The sample contains not less than 1.5% of the total content of curcuminoids, namely,
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bisdemethoxycurcumin (C19H1604), curcumin (C21H2006) and
demethoxycurcumin (C20H1805), calculated on the basis of dried material.Z HllB
ITBLIKRDD (FRHID 2 1TDHET ).
@5.8 Ethanol-soluble extractive
Annex D DEENTESAUEICAID  not be less than 6% & T DKL DKHD,
®5.13 Heavy metals
including % such as (CIEIE&EKDHD.
@5.15 Sulfur dioxide KT 5.16 Aflatoxins
should be determined (CEX 3L SKDD,
®Annex D
Table D.1 (CDWT. P DEZREDEIHN RO . [EHQREDIEIETDLIKDD,
EZRD(E. AT CD5228 ZEBIDIRDOIAT T B,
®Annex E (informative)

Recommendations relating to grading
ST BDARXD requirement FEDEEEHN/RNCHBEEIRDM, grading ZIEBR(CLWNSD
ZE(FEETTZO, BERDESADZFICLTIOAS hT D,

- 3. Terms and definitions
CRICEUA RZFT> TS EZBMEHD ISO/IEC Directive Part2 (CHE> TEETEI K
S(CHEEITD (IRRFOIAS b — hToERETH)

- 5.3 TLC

BARGERAFT shall Z should ANEEITBIA> MUTEA. NOT adopted ThHho7z.
Annex D (C TLC OfThYENMIEN. BE®D TLC OREN &SNz, BRICEFZE LR
7z& shall TERERVDTE? —»  $EfRELRV

- 5.7 Essential oil
AIEIEAMNS IS06571 DA A KMLICEDE essential & volatile [CIEIEZR&HZH.
1S023723 TlZ essential oil TdpdEDEBHTRIFANSIEN DIZfzs. EIEAT]

BUF. 2022 512X (Plenary &%)
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FRREICDVWT(E TLEERTORBAELRDN,. RS T MBS NTLD RS
(CDNWTR HERS I MEEFITDLIROTIAS TS

4) NWIP N1595 Glycyrrhiza uralensis seeds and seedlings (N645-646) Xiaolin
LI (D3J/ILHE EEHE)

- OAZ MITFEO~YBD 3 R
®5.2 Glycyrrhiza uralensis seeds

5.2.2 The mass fraction of moisture shall not be greater than 10%.

5.2.3 Seed purity shall not be less than 95%.

5.2.4 Viability shall not be less than 85%.

5.2.5 Maturity shall not be less than 90%.

5.2.6 Germination percentage shall not be less than 70%.

5.2.7 The seed purity, germination percentage, 1000-seed weigh and moisture
content shall comply with the requirements in Table 1.

WG1 )L—)LTARX ([CEEZ AN DEF (& should DIZHIEIET DL DKDHD
@Table 1#& KU Table 2 Grading requirements of the Glycyrrhiza uralensis seedlings

FIRFR(IAE Annex [CANBIRE, EULK (& example EFRELTDEIKDD
- 5.3 Glycyrrhiza uralensis seeds

TEREDOIERE. BUENRWEZREDRIR/ZE ([E shall DFFTH (X ~URRLY)

5.3.1 The tap root and lateral root of the Glycyrrhiza uralensis

seedling shall be intact with no diseases or insects. The tap root shall be full and
substantial.

5.3.2 The hibernaculum of the Glycyrrhiza uralensisiza seedling shall be intact
with no diseases or insects.

5.3.3 Nematode shall not be detected .

5) NWIP N1596 Glycyrrhiza uralensis, Glycyrrhiza inflata, and Glycyrrhiza
glabra roots and rhizome (N647-648) Chuanzhi KANG (HE, inflata &)
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- A MEITFEROYED 5 R
®Glycyrrhiza uralensis, Glycyrrhiza inflata, and Glycyrrhiza glabra @ 3 ERE&E(CDu)

HRBOED LERICT D L S1EHE)
5.9 Heavy metals
The content of heavy metals including arsenic, mercury; lead, cadmium and copper
shall be determined.

including % such as (CIBIEZK& B,
35.10 Pesticide residues
The content of pesticide residues shall be determined.(C{E1E%&k&D. (P18 #2 BHC,
% DDT %%RBMRED D).
@Annex A, B, C (informative) D&M RV, EBEHITDLDOKDHS
®Table C.2

Table C.2 -Limits of heavy metals in Glycyrrhiza roots and rhizome by different
countries and regions Authority

IP DEERBODEEEHNEHETIIIRZED. F 1A DIS5228 2SR UEIEZ KD D.

- 5.8Marker compounds
The content of marker compounds in percentage mass shall be determined.
For example, liquiritoside and glycyrrhizic acid shall be determined
according to relevant national or regional pharmacopoeias. (The content of liquiritin
in percentage mass should not be less than 0.50 %; The content of glycyrrhizic-
acid in percentage mass should not be less than 2.0 %.)
RENBEE EER 2 DIEEME AR —NTULIEh o 72D BN H D . BARNARFIC
RBDIFT>RNREDTDIM?
—SOETIOX> MY, OAZ S — KT, CD5228(5 1 A2)D Annex C D Table C.1
DOHBEDEERD/\Y—>TRHBIDLDERT D,

- Bibliography

[12] Japanese Pharmacopoeia Committee (2021). The Japanese Pharmacopoeia.
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BIEZ IA> b2 — N THEITD

6) NWIP N1597 Polygonum multiflorum root (N649-650) Li YANG (A& ES)

c OAD MMITFERO~YOD 6 R
®Foreword
This  document  contains guidelines that can be modified by the
national standards body due to local requirements and practices. These
guidelines that can be modified are included using [“boxed values”]. The authorities
in each member country are expected to review the “boxed values” and may
substitute alternative definitive values for these elements for use in the national
application of the document.

EZX1'E < boxed value DEERNED DT, RIFIDEXICIELEZRDD.
@5.3 Moisuture
Annex E DFEEEH NS 10%LUTZ 14% U T (HEIEZKDH D, BARFEZIEHE 10%1L
TT&HDIzeb. Annex E (CHE [8z1&H=E (Loss on drying) | DiFieE ANDKLSKDB,
®5.7 Marker compound(s)
The content of 2,3,5,4'-tetrahydroxystilbene-2-O- -D-glucoside ( C20H 22 09)
should not be less than 1,0%; the content of total anthraquinone glycosides,
calculated as the sum of emodin-8-O- -D-glucoside ( B C 21 H 20 O 10 ) and
physcion-8-O- -D- 3 glucoside (C 22 H 22 O 11 ), should not be less than 0,10%.
— The content of marker compounds such as ... DX (CIEIE &R B,
@5.8 Heavy metals
The contents of heavy metals including arsenic, mercury, lead and cadmium shall
be determined.
including % such as (CIBIEZ3RH D,
®Annex B
TLCDE Figure B.1 DHS—EEBESEIFEIIEEEZRDD.
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®Annex E

Table E.1 The test items and reference values of Polygonum multiflorum root in
diffrernert national and regional standards

Ethanol-soluble : Dilute ethanol MiFiEZkeHD. IP D Heavy metals seEH IEHE TR
W (LEEBEDH) TzdF 1A CD5228 #SBB U EH T DL DK D,

7) NWIP N1598 Cinnamomum cassia cortex (N651) Ting ZHANG (#£57)

- JNOIRERDH T RS T bARn, FEDRETH DM, 5E(C 19th WG1 2B TEE -
NEFLTAE N1200 DIRENH D B - FEFEREOEILEEZRF SN TULE, &l
THNUL, FDFEE - RS AREE—HEICTDREEFRENEREICED.

IR FERTD,

8) NWIP N1600 Platycodon grandiflorus root (N652-654) Lan LAN (151#4R)

c OAD MMITFEO~YOD 3 R
®Introduction
As national implementation may differ. D& & (BB EZEDRISEZRKET D
requirements DIEEESHEHINDECB. IRIFTVRED. BEHITDESKDD.
@5.11 Sulfur dioxide
The contents of sulfur dioxide shall be determined, should not be more than 150
mg/kg.
The contents of sulfur dioxide should be determined. "EIEZK&HD,

(shall Z should &U. should not be more than 150 mg/kg. ZHlkR)

®Annex E (informative)
Table. E.1 @ JP D Heavy metals M &MNEH TRV (LbEEDH) Ted. T4 AD
CD5228 #& R UEIEZRD D,

- 5.8 Marker compound(s)

The content of total saponins, expressed as platycodin D (C 57 H 92 O 28> ) (dried
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drug), should be determined. (& should RDTEFHIT S (OAA> MULIRLY)

9) NWIP N1601 Anemarrhena rhizome (N655-657)Dan ZHANG (41£3)

c OAD MITFREROY@DD 4 =
O A MUICEFRBEHNA D TLRWZHIEER T DL IKRDD.
@3.2 maker compounds
magiferin (C 19 H 18 O 11 ) and timosaponin BII (C 45 H 76 O 19 )DHIBR%Z= &35,
Table 1 GHIBR T DL DKHD.
@A H mangiferin 7' magiferin &L DEFT CEREN DD ICDIEIEZEKD D,
f51) 5.10 Marker compounds /& &
@4 Description ([CEA>HMADTWBDTHIBRIDLDIA KT B,
(AN maozhimu YR Guangzhimu DREDBEDEVNSRETRIRTETTL\B)

6. Plenary meeting (6/1 7K)

- Ad Hoc Group (CDUWT

2 BMIC 1 EDZ—F+« > IMMTI30N., kL. mEEENBELTOED, &TU
TUL\B, Plenary meeting TRISHDIENHD D EEZSNDIN. CNETOFENSE
ADE. REREACOIFITICHABINRET DT LRV EIEEENL L,

7. SEED AMED iR
SEESME. EERIUTD2 =

- DIERRENBIRTEN SHFFTRENEE

- B FIBIRICK DHERBRDEFFFREL(CDNT. BRIR&SZEARC 2023 FEBAN
SRR D%z LT

8. REIDFHE
-5H21H (%) 13:00 "5 Zoom =& (BUERIELE)

B E
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ISO/TC249 2022 FE % IEEAMKEER
(2022 FE %20 FER 1 7%

(B K] 20224&5H21H () 13:00-17:00
(15 PRl web =&
(2m&E] XBE 2E. FH B WE FF FiE 2R R BE Al &EF
IR fEEE. IR SR, VD #BF0. 227 BT (GCERMERk). S BRER.
=12 EZsh. HP Bz, B & B BRER, 3/ . L0 &R
(RIFE&E] (£B) k2K %, 1k AETF.
(& =)
1. AEISEMNBORES JCRERER
i) BEA WG |REESR paiv|g JPRE e &%
WDS No(Z AV b
2022/5/9 2022/5/4 | WG2 |Consultati| AWI8284 |Simplified accelerated stress simulation methods DRV EN ) [Y2N36A4
on E)
2022/5/31 | 2022/421 | WG2 DIS DIS 4564  |Scutellaria baicalensis root Dispprove
2022/6/13 WGl SR 150 P togi ds and seedli
204082017 |Fanax notoginseng seeds and seedlings

IS0 . N . .
2022/6/13 WG1 SR 198242017 Schisandra chinensis (Turcz.) Baill. seeds and seedlings
2022/6/13 WGl SR 150 Salvia miltiorrhi ds and seedli

203112017 |SlVia miltiorrhiza seeds and seedlings
2022/772 WG2 CD CD 6904  |General requirements for the ultrafine powder of herbs
2022/7/5 WGl CD CD9109 |Rehmannia glutinosa root
2022/7/5 WGl CD CD 9319  |Poria cocos sclerotium
2022/7/5 WGl CD CD 8959  |Eucommia ulmoides stem bark
2022/7/7 WGl FDIS | FDIS23964 (Saposhnikovia divaricata root and rhizome
20221779 WGl D CD 9306 Ephgdrg sinica, Ephedra intermedia, and Ephedra
equisetina herbaceous stem

ISO General requirements for industrial manufacturing process of red
200261 W62 SR 19610:2017 |ginseng (Panax ginseng C.A. Meyer)

IS0 . .
2022/972 WGl SR 204092017 Panax notoginseng root and rhizome
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2. IHREEDRE (€D1)

SR

% SR EHROEFME

IS ZHR L. M RXEDEENLERMES(HEEZERT S (FIEIRER)

OEEZERIIES : IA> S —PFTshall > should DEEREDIEEZERDD
(BAE. FEHEZOHEERDRAH)

- Q1l: Recommended action

Revise/Amend

-Q2: Has this International Standard been adopted or is it intended to be adopted
in the future as a national standard or other publication?

Yes*

* 1 X > : This standard could be adapted in the future as a national standard.

- Q3: Is the national publication identical to the International Standard or was it
modified?

Identical (modified (& P Z{EIET D EICIAD X > MEEANMEIRTZED)

- Q4 : Is this International Standard, or its national adoption, referenced in
regulations in your country?

ENEEN D DIHZE(E Yes, BULEEIE No

- Q5: If the committee decides to revise or amend, do you propose an expert
and/or project leader of that project?

Yes (name(s) and proposed role(s): expert or project leader)

Yes WGl /MilcA. WG2 FhHsEsE

QEEEDIEHZ UIRWEADH Q1 Recommended action #Z Confirm &93 (IS%&
EOFFEFWMOAND, #l : ERE. Q2~5([FODEZELFEHR)

% 1) ~3) D WG1 D seeds and seedlings (CDWT

55 24 [@ WGl REICBITDVIILAZ YV DDEF LEEERDEENTZHET D, (B
FHRDH DI L —F 1 2T DFT—TILEIE L. IRED WGL JL—)LICHEL shall —
should DIEIE/R E =154 T D)

Ql~ 5DMHEFETEU. OA> b3 — MOAEIEDIEREDHE R TREBIVER
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KX SEIDIXA > b — MERICDWT

+1)~3). 5) DOAZ b — MMIRESRENMER — HFFREN TR - E1E
- 4) OORAZ h— MMIFFHTELMER

1) ISO 19824:2017 Schisandra chinensis (Turcz.) Baill. seeds and

seedlings (d=>) (6/4 ##t])

Q1: Recommended action

Revise/Amend *

OXZ BME OAD B2 — M TTFROEBEZEELTD
5.2.15.2.25.2.35.2.45.3.3 (BENADTLBIER) shall & should

Q2: Has this International Standard been adopted or is it intended to be adopted
in the future as a national standard or other publication?
Yes*

This standard could be adapted in the future as a national standard.

Q3: Is the national publication identical to the International Standard or was it
modified?

Identical

Q4 : Is this International Standard, or its national adoption, referenced in
regulations in your country?

No

Q5: If the committee decides to revise or amend, do you propose an expert and/or
project leader of that project?
Yes (name(s) and proposed role(s): expert or project leader)

Yes Hirokazu KOYANAGI
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2) ISO 20311:2017 Salvia miltiorrhiza seeds and seedlings (F>>2Y)
(6/4 #&tD)

Q1: Recommended action

Revise/Amend

OXY RS —RCTRMMEEZELETD
5.2.25.2.35.2.45.2.55.2.6 @M shall Z should

Q2: Has this International Standard been adopted or is it intended to be adopted
in the future as a national standard or other publication?
Yes*

This standard could be adapted in the future as a national standard.

Q3: Is the national publication identical to the International Standard or was it
modified?

Identical

Q4 : Is this International Standard, or its national adoption, referenced in
regulations in your country?

No

Q5: If the committee decides to revise or amend, do you propose an expert and/or
project leader of that project?
Yes (name(s) and proposed role(s): expert or project leader)

Yes Hirokazu KOYANAGI

3) IS0 20408:2017 Panax notoginseng seeds and seedlings (=t A&)
(6/4 ##D)
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Q1: Recommended action

Revise/Amend

OXY RS —RCTRMEEZELETD
5.2.25.2.35.2.45.2.55.2.7 5.3.4 @M shall Z should

Q2: Has this International Standard been adopted or is it intended to be adopted
in the future as a national standard or other publication?
Yes*

This standard could be adapted in the future as a national standard

Q3: Is the national publication identical to the International Standard or was it
modified?

Identical

Q4 : Is this International Standard, or its national adoption, referenced in
regulations in your country?

No

Q5: If the committee decides to revise or amend, do you propose an expert and/or
project leader of that project?
Yes (name(s) and proposed role(s): expert or project leader)

Yes Hirokazu KOYANAGI

4) IS0 19610:2017 General requirements for industrial manufacturing

process of red ginseng (Panax ginseng C.A. Meyer) (9/2 ##t])

Q1: Recommended action
Revise/Amend

OAD P2 — NTTFEDEEZELET D
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- Bibliography [10]DBHBE D&%z T e (CE1E. (ARSXIHEIE(F/RL)
Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

Q2: Has this International Standard been adopted or is it intended to be adopted
in the future as a national standard or other publication?
Yes*

This standard could be adapted in the future as a national standard

Q3: Is the national publication identical to the International Standard or was it
modified?

Identical

Q4 : 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?

No

Q5: Is this International Standard, or its national adoption, referenced in
regulations in your country?

No

Q6: Ifthe 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)

Yes Ichiro ARAI
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5) ISO 20409:2017 Panax notoginseng root and rhizome (9/2 ##t)

Q1: Recommended action
Revise/Amend *

OXZME OAZ B — M TTFERDEEZELET D

- 237
HTUX MIADTWDIZe, TC249 MEXA(ICAID. ERADHICIEIEZELE
- shall Z should (CTBDLDEE :
5.2.25.2.35.245.255.2.7
5.3.25.3.35.3.45.3.55.3.7
- including % 'such as'(C{EIE :
5.2.85.2.9
5.3.85.3.9
- 5.2.10 Root weight, root length and root number per 500 g
The root weight, root length and root number per 500 g of each batch of
notoginseng root shall comply with the requirements in Table 1. The quantity of
roots that fail to meet the minimum weight requirement of the grade shall not be
more than 5 %. Otherwise, it shall be considered to be of inferior grade.
(CDWT, IRDITDZEE(EEZELT D
AT BIE=E
5.2.10 Commercial grades
If commercial grades are necessary, see Annex * for additional information.
Table 1 Grading requirements of notoginseng root
Annex (CHBE L. CukZfE1E
Annex * (informative)
An example of traditional grades information of Panax notoginseng root and
rhizome

& UT Table *.1 &1 NLZELE

— 150 —



'H

Table *.1 Traditional grade information of Panax notoginseng root and rhizome

- Annex £ 7T normative [C/2D TUL\B 28, informative (C{EIEZEEL

Q2: Has this International Standard been adopted or is it intended to be adopted
in the future as a national standard or other publication?
Yes*

This standard could be adapted in the future as a national standard

Q3: Is the national publication identical to the International Standard or was it
modified?

Identical

Q4 : Is this International Standard, or its national adoption, referenced in
regulations in your country?

Yes (B ICUNE)

Q5: If the committee decides to revise or amend, do you propose an expert and/or
project leader of that project?
Yes (name(s) and proposed role(s): expert or project leader)

Hirokazu KOYANAGI

3. WG1 25th meeting (6/6 (B) 19:00-)

1) CD 7450 Pinellia ternata tuber (J\>%") (N661-664)
- OAD MIFEOYDD 4 =

®5.1 Morphological features of tuber

Figure 2 Illustration of Pinellia ternata tuber BEEZRE(CIEIETDILDOEET D
@5.5 Water-soluble extractives

5.5.1 Raw Pinellia ternate tuber

BECREMNRVWH FRIEBEZELT D (RIO(FEEPRIBROEL(CX U Disagreed T
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HOITIzH)

The mass fraction of water-soluble extracts should be determined.

®5.11 microbial contamination

The mass fraction of microbial contamination should be determined.

Annex E

Table E.1 Referenced values of national and regional limits in raw and processed
Pinellia ternata tuber

microbial contamination MIER JP (ISEIBIRDICHEDELH I DLDOBLTD
@Bibliography @ JP17 % JP18 (C 7w J7— h&EkebD

[2] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia 17th ed.
Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

2) WD 13615 Atractylodes macrocephala rhizome (Ev¥2<1Y) (N665-
668)

* A MIFRO~YEOD 5 R

@5.6 Residual sulfur dioxide

The content of residual sulfur dioxide should not be more than 400 mg/kg.

JP (CREMNRVD T, TERICIEIEZESL

The content of residual sulfur dioxide should be determined.

5.9 Marker compounds

The contents of marker compounds shall be determined. For example,
atractylenolide I, atractylenolide I or atractylon shall be determined taking into
account relevant national or regional pharmacopoeias, legislation and norms.

IP TEEEDEBERBNIRNDT, TEICEEZRD D,

The contents of marker compounds should be determined.

®Bibliography @ JP17 % IP18 (C77w 5 — haReHD
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[ 6] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia 17th ed.
Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.
Ministry of Health, Labour and Welfare, 2021

@Annex C @ Heavy metals H' P ER/IED TULDeHIERMUEIEZEELT D (GFllld
XA b3 — KT CD5228(F A AD)DI S — > TIEIE S D L S1EHE)

®Figure 1 Structure of Atractylodes macrocephala

Key @ 6 daisy-like-grains MRFKNRBADIZSD. AIZIEINERITD

3) WD13619 Gardenia jasminoids fruit (H>>3) (N669-672)
OXZ MEFREO~YOD 4 R
®5.4 Moisture

The moisture content in percentage mass should not be more than 8,5 %
JP18 T(X 13,0%THDzs. BEB/HICENIT DL IEEZRDD
@5.6Water-soluble extractives
HECHENRWZOH FRIEEZELT D
The mass fraction of water-soluble extracts should be determined.

(B (E2EPHIBRODEER(CXT L Disagreed. CD 7450 /\> 4" & EI#k(CIEHE)
®Annex D DEELEDIER. (*) M EP (CDWLTWLWBHY, IP D 10ppm (C(*)ZEDIFBINRE
THDDT. BIEZKRDD. Fe. FEDBEAD/I\—3>DiEaz2I DLDKDD
@Bibliography @ JP17 % JP18 (C 7w 7 — haR$HD
[2] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia 17th ed.
Tokyo: Ministry of Health, Labour and Welfare, 2016
=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

4) NWIP N1600 Platycodon grandiflorus root (F¥+377) (N652-654)
IS ERTEF
- A MITFERO~RD 3 =
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®Introduction
As national implementation may differ. D& & (CBAHIFREDIRIBMEZRE T D
requirements DIEEHESNEHIND ECSE. RITTVRED. BEHITDLDOKDD.
@5.11 Sulfur dioxide
The contents of sulfur dioxide shall be determined, should not be more than 150
mg/kg.
The contents of sulfur dioxide should be determined. "MEIEZEK&HD,

(shall Z should &U. should not be more than 150 mg/kg. ZHlER)
®Annex E (informative)
Table. E.1 @ JP @ Heavy metals D& EETRV (LEBEDH) Tztb, FA1AD
CD5228 Z#SBR UEIEZE KD D,

- 5.8 Marker compound(s)
The content of total saponins, expressed as platycodin D (C 57 H 92 O 28> ) (dried
drug), should be determined. (& should RO TEHITD (OIA> ML)

5) NWIP N1601 Anemarrhena rhizome (FE) (N655-657)
AIEISERER

+ XD MITFEROYED 5 =

O MUCERBEEZNIA D TLVRWZHIBER T DL DOKRDD.

3.2 maker compounds
magiferin (C 19 H 18 O 11 ) and timosaponin BII (C 45 H 76 O 19 )DHI&RZ= 5.
Table 1 BHIBR T DL DK D,
@A H mangiferin ' magiferin &L DEFTCIREN DD ICDIEIEZEKDD .

f51) 5.10 Marker compounds /& &
@4 Description ([CE>A>HADTWBDTHIBRIDLDIA KT B,

(FELIEF maozhimu Yt Guangzhimu DEREDEBEDEVNIRE TR TETTLB)
®Annex C(informative)
Table. C.1 @ JP M Heavy metals DEEEHEMNEETRL (LEBEDH) Tztb, FA AT
CD5228 #Z R UEIEZRD D,
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6) NWIP N1599 Sophora flavescens root (255) (N673-674)
- A MEITFERO~YEOD 5 R

®5.6 Oxymatrine and matrine content

The mass fraction of total oxymatrine and matrine content shall be determined. See
the values listed in Annex C, Table C.1 for additional information.

JP18 TIIMNEBE(FRE AL TLVRL S, TEIBIEZRKDD

The mass fraction of marker compound such as oxymatrine and matrine content
should be determined.

@Annex C(informative)

Table. C.2® JP @ Heavy metals MEEEHNEHETRL (LLBEDH) fesb. FAAD
CD5228 ZSBR UEIEZE KD D,

5.7 Heavy metals content

The contents of heavy metals including lead, arsenic, cadmium, and mercury shall
be determined.

including % such as (CIBIEZK&D

@5.8Pesticide residues content

The contents of pesticide residues including total DDT, dieldrin, total BHC, Aldrin,
endrin shall be determined.

See the values listed in Annex C, Table C.3 for additional information.

including Z such as (CT{BIEZK& S

®5.9Sulfur dioxide content

The contents of sulfur dioxide should shall be determined. See the values listed in
Annex C, Table C.1 for additional information.

JP18 TZEMEAREDRAIE (FMZAE T IRV 2sb, shall ZHIBR (should Z7%3) (CIEIEZEK
»Hd

7) NWIP N1602 Crocus sativus stigma (BJ5>) (N675-676)
- OA MITFEO~YOD 6 =
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®1.Scop

EERDHEITDERHZENMT DLOKDD, (FHBEBMEN I D0IEEESH D)
@4.Descriputins

Figure 1 (FR/I\ARAD IS E2<KAIUIETHDINRVNERIT D, (EHERT D6
»0)

®5.3 Microscopic identification

RIREEZIRE (CEIEZRDD

@5.9 Content of maker compound

a) The contents of marker compound in percentage mass should be determined,
b) Crocus sativus stigma contains should not less than 10,0% of crocin- and
crocin- with reference I 1 to the dried drug.

¢) Crocus sativus stigma contains should not less than 5,0% of picrocrocin content
with reference to the dried drug.

a)DHEHELU D). c) (FHIBRITDLDEEZEKDSD.

®5.10 Ethanol-soluble extract

The content of ethanol-soluble in percentage mass should not be more than 50,0%
(w/w).

JP (CRRENEz8D. TER(CIEBIEZRDD.

The content of ethanol-soluble in percentage mass should be determined.
®Bibliography @ JP17 % JP18 ([C 7w 7 — haR$HD

[11] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia 17th ed.
Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

4. WG2 23th meeting (6/15 (/) 19:00-)

TTI A (CEEPORRELHRIBRROETRENSH D, HEHERNGDINEDSHARAT
HDN. BDIZHEHDHDIRE(C DN THIEZERER LT,

1) DIS 19609-3 Quality and safety of raw materials and finished
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products made with raw materials —Part 3: Testing for contaminants
(#2#8]
- BIO] DIS %= (220221 41))) (&, BA(E Approval OX> MMRUTIHRE
—Approval 13, Disapproval 1(A—X k= UJ7), Abstention 11 THIR
(i)
BECERINEZH,. HHOFERICIGU THIG

2) DIS 19609-4 Quality and safety of raw materials and finished

products made with raw materials —Part 4: Testing for preservatives and

unwanted compounds
€30)
- BIE DIS %= (220504 #41]]) HA(ZE Approval X > MRUTHERE

—Approval 15, Disapproval 0, Abstention 9 TaJ;R
(XFh)
BemERNEU Tz, HEDRERITISU THIEG

3) CD 4904 Inner pack of decoction pieces
(#55]

- CD #&EFH (22061844t]])) HAI(ZE Abstention T

—>WG2 =& (6/15) (HEEF ERNEVRIAH)

4) WD 6904 General requirements for the ultrafine powder of herbs (N
632)

(%&]

- CD#&ZFER (220702 41])
—>WG2 =& (6/15) (HREFR ESRSIVINRAH)
HERRNESL : 2022 £ 5 B 20 BZHiHYID LT, BEBMBSHCREZHR L TLZ
&, BESDDIHBEEFIAS MUTESDEIDIBHLLA. OXY MIEM . IS,
ADA—F]— (CAH 12D K DRFBIAFRV EHIBT LTz,
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5) WD 8284 Simplified accelerated stress simulation methods (N 639)

(#%4&]
- BIEITF /= O BIL7—23 > (22050941)])) THARDIFR/\— & No=1
A2 bRRUI THEE
—Yes (OX> k& D) 2, No (OA> MRU) 36, Abstention 4
OAA> bIG(FEREFEH
(XF7E]
OAX> MISIREDFRAZE VTS (RFREFEANDFEERRL)

6) DIS 4754 Fermented Cordyceps Powder
(#55]
- g1 DIS1%E (220303 4t])) HAIL Approval OX> MU TIRE
—Approval 12, Disapproval 1 (§8F) , Abstention 13 TaR
AR MM T DG FRAF
(3]
XS bIEDFEERNSD D RiAd. BARCIFFENEZH, RRICGLTHIET D.

7) AWI TS 13126 Determination of Ochratoxin A in natural product by

LC-FLD (N644)
(%&]
- TSEMF B NPILKE (220304 41]). #iE 2017 d NP TIEIFHX/\— hETER)
HA(E Approval XX MRU. ITFXR)\— SINTHE
—Yes 13, Disapproval 0, Abstention 8, TF+X/{—k 6 THI}R
FREN PPT, OX> bxdis, {EIE WD D EefiiEdH CHBET LB N2 RiAdH
(]
HSHORXRZRTHIET D. (REEFBANDRZENZN)

8) NP Requirements for prescription, dispensing, delivery, decoction and

taking of Chinese medicine (N 622, N 623, N 624, N 625)
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[#%48)

- 220223 D WG2 =& CammcrUchiMEsmMtit s NREl. BE benefit Z&HBAL TIEL
W EOFERTRNDD TS, 10) LEEUTHDRBEIE RSN TS,

- N 622, N 623, N 624, N 625 (FRIEIERC TH D, FIzREMERHIIRL)

- RREN SHHIAEICEEDERREZI D LWz HANS THR /- bDH A
MUWEEFENDD, BiGELHBELL (BMEENDBRE. FIZR0)

(5]

BADHIECFENRMERTHD/2H. BRCHEEZSZIBVELDIMIET S
(BBEHRZRD 10) COREEICEIET D)

9) NP The Quality and Safety of Chinese Patent Medicine Dispensing (N
617)
(#%45 - Hem

- 220223 D WG 2 &£:% T Chinese Patent Medicine (BGRDIBESH D) DEFA/H NI,

- Dispensing M J—2 JO—DIRETEREDME (TS A TLVRU,

-N617 (FRIEIEAUCER TS D, FHIz/REMmERHIRN,

- BRICEHRURRWESWWZWWAY, FEZE R E U TEIRD BARTE(CHEZENABE,

(X&)

HEBNA RIS (PHREOERSD) (C5 ARAUITHREHZH (5/18)
SEZECKDMIG (WITNICU TERREFIHARCKSRFEIRY)

HZERIBE : 6/2 (CENBRERM. FREZRDIRVWSHEROBRZRICDNTI(E, 2
T WD DIE#RZRH LT, BEERZIIINDZEET D,

BERHE]

- —BBDETEMENDINBIC DV TEFNIGRE L SNDIBEFRVNLDICER D,

- RIR(E ISO EFFFASICHT L. BARDZENRFINBESND EEX SNDIcHRE (IR
NWEZZXD,

- EFRMRIRE(C, —EOEARNBE MR UICEEZRITOND & SEOERRIFIFHERC
HEIDNEHEEETCET I, HAZSHEZEDOFRRE (S UARFZR(CIRDD TR0 &
DRFENBD D,
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FHHRERR T 5.2.2.2 ([CHDFITAEOHERFFERZ 3~7 HHESSHR(CREFEI DL
BT 2%, BITIEHDEDODFERNCHBESND XD EICRSRVNDEEE
550

10) NP Minimum requirements for herbal dispensing services (N 621)
(#55]
220223 D WG2 =iET. FEIRZED8) N 622, N 623, N 624, N 625 EEELTHD
HEITDLOIE RSN LT, BRING21 (FAIE R U T, FcRERN TR <. ARERS
A,
(]
8) (LU, BRICEEZSRARVLDOIMILT D

11) NP Priority control list of exogenous harmful residues in traditional

Chinese medicine (N 646)
(XtiE)
MEEHNENENWDS XY IATHIG (TR TKU. BARNDREZ(FIRY)

12) NP General requirement of TLC analysis for medicinal herbs and

natural products (N 647)

(1248 - 35w

ISO 19609-2 (CTLC ([CBIF DEHRNHNEELTLD
(3]

HEHNENEWND XY X THIE

13) NP Sporoderm-broken Ganoderma lucidum spore powder (REEEZHa

F43) (N 649)

(X&)
EEtz#ER D (BARNDRZE W)
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14) NP General requirements of manufacturing procedures and quality

for Salvia miltiorrhiza formula granules (FZ&t/55H) (N 648)
(#%4g - =5
- BDEREDEE N, IO OHEHKFEN EEZ SND
-9 TIC (HASRRLUR) BRD ISHHDeeh. TNESRINESTHEBIRREAE
- AT DHFDFENIE. BRTIERENRNEEZEZ SN, BAERANDFZE (G20
(BDfzsd. BEBNA RO S ICAETEHERT D)
(XF55)
I TICFENID IS W DERHIRRFARE VWD HHTHIET D

15) NP General requirements for the establishment of herbal reference

(N 651)

16) NP Guideline on the establishment and management of reference

materials (N 650)
(#258 - FHam
- N650. N651 (FRELERDIRETH DIALULTLDEH, 1 DISHBINRE
- FHH THERELERDZERBN SN TE D, REEAREDEZ S BERCERN2VDITTIER
Vo ERIRRZFSERVNK D CHEIARE,
(]
15). 16) Z 1 DICHBLUTHSHE M I DL DCELT D, (KREH(CIIRALRLY)

17) NP General requirements of stick-type package for viscous extracts
(N 652)

(X3/E)
BARRXY D AIRBEIZNEND T ETHIE
TU—KDEDEEFENDZENS. ZDTzHHEZERNSFRURBOERVDETEEE NS
DEE (IWHERE. O— MRERQLE) (CABTZHETD
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BUF O#fiiR (SR

18) N1614 Fermentum Rubrum (Red yeast rice) (¥I%8)

(#%4& - &R

- V21 A CEREIFIRV. Form4 SKU WD BTV DIz #ERHI D

- Form4 (CERREEN S D BADE&HES DM, V< EEHARTRERRTERNE
HEEVTH D, BHRIFZKDA—H—NS5HTUAS ~EUTIRFTENTND,

- FDA (3HIEZHTU A MMEZBRVWEREL TULD, EEE TRV ARERSRE
ZRITTERT DFEDOERETED TWLD,

(X&)

- EREmEUVTEERREENR . REFRORE(FIRNEFRT D

5. WG4 21th meeting (6/16 (K))E&R

Dispensing devices for granule forms of individual medicinals for

prescriptions

€250

- EHIRA BRI TR (PRECHFEA) ORESREOHRIER. WG4 ioEBRZRkDS5N
DulgeEN's s, BREBRZITO .

BHZEBDORANCINIE, PFEESFENE. PEERFERBEABROT —FICRDE.

i 5 . PEEAFERNOMEERVEEEREIEANCEELTHD. FHHmLE=E
(3 600~800 b=, EIHEEAL 2700 /5 RILAHE. &F. 7AUHD, A-ARSUTD>
HR—)LOTIG TIILEENIFATH D, DT & PERAFERIDFENA—H— FIHFEE]
(& THHOPHEAFHIFEECAF IR, PAUB, HFSH. A-XSUT7. Za1—->
—S2 R O2>7, FEFCRELTVWD] £EE>TWSD.

- BART(E HRERRK T HFABREZDREEIROSNUVRNZH, CORBEDHAIC
BT BHHEIRN,

(5]

- BARTIE, EREEKF THFXBAREZDREEROSNVR D, COFRBEDHAIC
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BIFBHIHFIRN, —RAFFBROREAEEEIFEL (ARDZLDERICH D). TNE
ESTERDDN (FEEHFEROREDOFHIITN) MBAET. ENCKR > ERETHNE
K3 (CRIEIRV. WG4 (T, #FHEREMNS. REDINRZFHRIAL. BRICEELRVNEZ

Zx 3.

6. WG1 26th meeting (6/20 (A) 19:00-)

1) WD 5076 Angelica dahurica root (E+493) (N683-686)
OXY MIEITFERO~YBOD 3 R

@5.5 Total ash

RETEF6.0UTF CPLUME 7.0 UTRRDT, 7.0 LUTFICIEIEEZRD B,

@Annex C(informative)

Table C.1 National and regional quality requirement items Angelica dahurica root
Identification T JIP M TLC &/&D> TLWDIHEEIE (color reaction) TRRDIEHIEIEZ
KRB,

3Bibliography @ JP17 % JP18 (C 7w J7— h&kebD

[3] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia 17th ed.
Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

2) WD 5106 Polygala tenuifolia and Polygala sibirica root(#A>%) (N687-
690)
OXZ MMEFEO~YOD 3 R

@®5.9 Content of marker compound(s)

The content of marker compound(s) such as tenuifolin shall be determined.
IP18 THIZFIHREN TRz, TEIHEIEZRDHD.

The content of marker compound(s) should be determined.

@Annex C(informative)

Table C.1 @ JP @D Heavy metals DEEENEETRRV (LEEEDFH) fesb. FAAD
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CD5228 #Z R UEIEZRDD

®Bibliography @ JP17 % JP18 (C 7w JF7— h&Ek$HD

[11] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia 17th ed.
Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

3) NWIP N1233 Carthamus tinctorius flower (d93) (N691-693)
OXZ MEFEROYDD 7 R
@5.5Total ash

The mass fraction of total ash should not be more than 15,0 %.
FREZEHMG 15.0%UT HE. #EE(E 18.0% LU FRDT 18.0% U (TIELE
@5.9Content of marker compound(s)
The content of marker compound(s) should be determined.
the mass fraction of hydroxysafflor yellow A should not be less than 1,0% and the
mass fraction of kaempferide should not be less than 0,050%.
For example LA DHIBRZ KD D
(®5.10 Heavy metals
The contents of heavy metals including arsenic, mercury, lead and cadmium shall
be determined.
including % such as (CIBIEZRDH S
@®5.11 Pesticide residues
The contents of pesticide residues including Benzex, DDT and quintozene shall be
determined.
including % such as (CIBIEZ&RDHD
®5.12 Sulfur dioxide
The content of sulfur dioxide shall be determined.
shall % should (C{EIEZKk&D
®6 Sampling
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# 1 R=Z ik H DN, RDN1603 (>IFDTHD) LERRICTECEEZRDD
Sampling method specified in ISO 23723 shall apply.

@Bibliography @ JP17 % JP18 (C 7w JF7— h&Ek$HD

[4] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia 17th ed.
Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

4) NWIP N1603 Epimedium Herb (>39h%) (N677-678)
« XD MITFERO~YOOD 3 =
OTitle FRREZ INTED KD (HELET DXL SHEHE

Epimedium brevicornu Maxim., Epimedium sagittatum (Sieb.et Zucc.) Maxim.,
Epimedium pubescens Maxim. and Epimedium koreanum Nakai.
@5.4Total ash
The mass fraction of total ash should not be more than 8,0 %.
HE(Z 8.5% LU FIRDT 8.5%U T (CIBIEZKEDD
35.7Content of icariin
The content of icariin should not be less than 0,3%.
JP18 Tl&. RUDFUMEIFERTE SN TLVALVZsD, TFREICBIEZKDD
5.7Content of marker compound
The content of marker compound such as icariin should be determined.
+ TEED 2 DIIFFISHIE LIRLY
5.8Heavy metals
The content of heavy metals such as arsenic, mercury, lead, cadmium should be
determined. (& shall THHA]
5.9Pesticide residues

The content of pesticide residues should be determined. (& shall TEH]

5) NWIP N1604 Dioscorea opposita rhizome (H>14%) (N679)
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WD B2 < NIRRT LT ERDFH.

BRDOEZRERHZDLERT. P DEZEBORIBENRIER EENWE). Assey (FETD
ETHREMNRVDICIEEE &N DD (HIFRIAE)

—WD [CHTESEEZRKDHD.

6) NWIP N1605 Cinnamomum cassia branch (1<) (N680-681)
- BNERIRBmMBTH D, BIHVERDBRZRIEITDINEDIN?
SENERIFBATTRE T D AN TWDIEH. =T D,

REBEDG CRMNEREE T O>EANC UL 2B ized,. A b — N TEIEZTE
RSN
» A P — FNTOELEFTFRO~YOD 3 K

@®5.5 Characteristic chromatogram
The characteristic chromatogram should be determined by high performance liquid
chromatography

(HPLC).

There should be five characteristic peaks in the chromatogram of the samples,
among which peak 3 and

peak 4 should correspond to the retention time of Cinnamic acid and
cinnamaldehyde, respectively. The

peak corresponding to cinnamaldehyde reference is named as peak S. The relative
retention time of each

characteristic peak and peak S should be calculated within £10% of the specified
value, and the specified

value of relative retention time should be 0.70 (peak 1), 0.73 (peak 2), 0.83 (peak
3), 1.00 (peak S), 1.13

(peak 5).

BYID 1 XLIMIHIBR. (See Annex C for futher information.)

5.9 Content of marker compound
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The content of cinnamaldehyde should not be less than 0.5% (the mass fraction) in
dry Cinnamomum cassia branch.

TERICEEZRDD

The content of marker compound such as cinnamaldehyde should be determined.
(35.10 Heavy metals

The contents of heavy metals, including arsenic, mercury, lead and cadmium, shall
be determined.

including %z such as (C{EIEZKR$ D,

7) NWIP N1620 Survey of Panax Ginseng in terms of industry and

standardization development (=>>>) (N694-695)

OX> MEIFED 1 mOEIEZRDD

Annex A (Informative)

Table A.1 Referenced values of national and regional limits in Panax ginseng root
and rhizome

Table A.2 Referenced values of national and regional limits in steamed Panax
ginseng root and rhizome (Red ginseng)

22 ODD2EBICIP DEREDEHNEENDSH. LEEICELEZIEHT D

7. IEREBEDRE (€D 2)
WG1
1) ISO/CD 9109 Rehmannia glutinosa root A (7/5 f#tD)

Disapproval OX> b®~@%H D

®5.9 Content of marker compounds
The content of marker compounds should be determined. For example, the mass
fraction of catalpol and rehmannioside D should not be less than 0,20 % and 0,10 %

separately.
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For example..BABFDHIBRZ KD D

@Annex F (informative)

Table F.1 National and regional quality requirement items of Rehmannia glutinosa
root

JP (FHEBEDH THDzsb. CD5228(4F 1 A)D Annex C d Table C.1 DERRED/ S
— > CLEEEICETIEZ KD D,

3Bibliography @ JP17 % JP18 (C 7w J7— h&ksbD

[5] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia (17th
Edition). Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

2) ISO/CD 9319 Poria cocos sclerotium Z2U3w (7/5 #tl)

Disapproval OX> hO~R&H D

®5.7 Content of marker compound(s)

The content of marker compound(s) such as pachymic acid shall be determined.
RSB (FERE SN TUVVRVENZ L)

The content of marker compound(s) should be determined.

(IEIEEZRD D,

@Annex C (informative)

Table C.1 National and regional quality requirement items on Poria cocos sclerotium
BFEEBAD/IN—>3 2% T LD(CKRDD,

®Bibliography @ JP17 % JP18 (C 7w 7 — haR$HD

[2] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia (17th
Edition). Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

3) ISO/CD 8959 Eucommia ulmoides stem bark MF17D (7/5 #tl)
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Disapproval IX> bO~®d D
(OAY RS —NIFHEIEIDORA> b2 — bDIA MZDOEFFOEENS N DB 4
(e L TLhiziz<)

@5.7 Thin-layer chromatogram (RIEIDIA> b2 — FDFEFK)

The chromatogram of sample solution shall exhibit main spots with the same colours
corresponding to those from the reference medicine solution at the same Rf values.
JP TIE TLC DEREN R, FEEDRKRICTDROEH

When thin-layer chromatography (TLC) is performed, the TLC of Eucommia
ulmoides stem bark should present the spots with the same colour and position
corresponding to those of reference solutions.

25.8 Ethanol-soluble extractive (BIEIDIXA> S — bDFEF)

ethanol-soluble extractive ZRIE I DIHS(C(E. EVWD—NZEMITDELISOA
5.9 Content of marker compound(s)

The content of marker compound(s) such as pinoresinol diglucoside shall be
determined.

JP18 TSI D FIHMEEETETR Lo

The content of marker compound(s) should be determined.

(CIBIEZ KD,

@5.12 Sulfur dioxide residues (RIEIDIA> b2 — hDFEF)

J PTRENELS, KPDOHDMETH DIz, IEBHIBRL. Annex (CBEITDLDICE
B

®Annex C (informative)

Table C.1 National and regional quality requirement items of Eucommia ulmoides
stem bark

IPI8AT YT F— hZRHD

®Bibliography @ JP17 % IP18 (C77vw 7 — haEReHD

[11] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia (17th
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Edition). Tokyo: Ministry of Health, Labour and Welfare, 2016
=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

4) ISO/FDIS 23964 Saposhnikovia divaricata root and rhizome 7R 2

D (7/7 %)

Approve X2 bO,@&%D

®5.8 Content of marker compound

The contents of marker compounds, such as Prim-O-glucosylcimifugin and 5-0O-
methylvisamminoside should be determined.

JP18 TI(IMDARMBIERTEIR L DIz, TRIIEEZELETD

The contents of marker compounds should be determined.

@Bibliography @ JP17 % JP18 (C77v 7 — haReHD

[17] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia (17th
Edition). Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

5) ISO/CD 9306 Ephedra sinica, Ephedra intermedia, and Ephedra

equisetina herbaceous stem YAD (7/9 ##t)

Approve X2 b0~ D

®5.10 Marker compounds

The total content of ephedrine (C10H15NO) and pseudoephedrine (C10H15NO) in
Ephedra herbaceous stem should be determined, calculated with reference to the
dried drug. The limit value is based on each national implementation.

The limit value is based on each national implementation.(3F~&,
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@Annex C(informative)

Table C.1 National and regional quality requirement items of Ephedra herbaceous
stem

SEEBHD/IN—3 > DEE#ZERKDD

®Bibliography @ JP17 % JP18 (C 7w JF7— h&Ek$HD

[6] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia (17th
Edition). Tokyo: Ministry of Health, Labour and Welfare, 2016

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

WG2
1) ISO/CD 6904 General requirements for the ultrafine powder of
herbs (7/2 $#t0)

Approve X RRU
(BER Thiitn Rz & & I DB (CHESRT 5/20 X 4R (CE{EHNITIERR)

8. BARREREELHRE
1) General Requirement of Cultivation and Collection of Medicinal Plant

- FFTESEL

9. REIDRIKE
-8/6 (X) 13:00~

10. it

- plenary meeting. WG1 meeting . WG2 meeting ([CDUT
BERIZESN, REFEIEFRZEFFTEDI L,

- ad hoc group ([CDWT CrIEFEA. FHEHE)
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% WG THER L7z IS @ Terms and definitions Z&E&$HTHR EH D E(C/RD Tz, WGL,
WG2 ([FO> EF—HMIGT DEC/RD oM, IRED TELVRW,. TLFU—TSHDIR
ENH D RiAFH,
- ZER 1D Web ZEDOERICDNT

IRTED Zoom TIF7< WebEx TORMENEEL <. BETHNIILY T bOIEATIRE
ERRS AN SEERN S DOTZ>WebEx ZFER 1 FETBALUTWEZEZE., AFRE
WebEx TORMEICEZE T D

Bk
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ISO/TC249 2022 FE % 21 BEAMKEER
(2022 FE 550 £FER 1 5&
=Sk

(B B] 2022410HS8H () 13:00-15:30
(1% PR] Zoom =&
(&Shn#&)

B phXRES. A . L0 s8R
ME BF. ALK BE, Ak AEF. 5H 8688 B B2,

SLUBRDERE L VIEFER

& A& #A —EB Bk =TI RE TE. I BT, R A,
MR BRIl #8780, £2F AR+ (RSEFRR). B42 sk, B .

FHeHOTIL wIRA WG IR ERIELE B2ALIL JPIFFR FER
2022/5/31 2022/4/21 wWG2 DIS DIS 4564  |Scutellaria baicalensis root Dispprove  |Y14N1A9
1SO : - ; C9.R2,W0,ACO,
> 3 s 5 sinseng seeds and sc s
2022/6/13 2022/5/24 WGl SR 504082017 |Panax notoginseng seeds and seedlings Revise/Amend [ 7
SO C11.R2,W0.ACO
2 2022/5/2 5 “hisandra chi rcz.) Baill. seeds and s: ings is, o
2022/6/13 2022/5/24 WG1 SR Log24:2017 |Schisandra chinensis (Turcz.) Baill. seeds and seedlings Revise/Amend |\ (5
SO C11.R2,W0.ACO
2 2022/5/2 alvia iorrhiza seeds and seedlings cvise e o
2022/6/13 2022/5/24 WGl SR 503112017 |Salvia miltiorrhiza seeds and seedlings Revise/Amend |77
2022/7/2 2022/5/23 wG2 cD CD 6904  |General requirements for the ultrafine powder of herbs Approve  |Y12N1AS8
2022/7/5 2022/6/28 WGl cp CD 9109 |Rehmannia glutinosa root Dispprove  |Y14N1AG6
2022/7/5 2022/6/28 WGl cp CD 9319  |Poria cocos sclerotium Dispprove  |Y14N1AG6
2022/7/5 2022/5/23 WG1 cD CD 8959  |Eucommia ulmoides stem bark Dispprove  |Y13N1A7
2022/7/7 2022/6/28 WGl FDIS FDIS 23964 |Saposhnikovia divaricata root and rhizome Approve  [Y14NOA9
2022/7/9 2022/6/28 WG1 cD CD 9306 |PPhedra sinica, Ephedra intermedia, and Ephedra Approve Y 14NOAG
equisetina herbaceous stem
e ofre Confirm10
2022/9/2 2022/6/28 wWG2 SR 1o 6;32 017 G‘:'::’r"] (';i"‘]’::“‘;;':;ff’é"/‘\d‘;\j":“;r')“"““f"““"“* process of red| o ise/Amend |Revise/Amend2
: einseng (P ginsens & A Mey Withdraw0
SO Confirml 1
2022/9/2 2022/6/28 WGl SR 5040912017 |Panax notoginseng root and rhizome Revise/Amend |Revise/Amend1
- ) W ithdrawO
2022/9/8 2022/8/30 WGl €D CD 13619 |Gardenia jasminoides fruit Yes(ZA R |y 6noae
consultation v)
2022/10/6 5022/8/30 wat - DIS 5225 |Rheum palmatum, Rheum tanguticum, and Rheum officinale Approve | v15N0AS
root and rhizome
2022/10/6 2022/9/28 WG2 FDIS FDIS 19609-3 | Quality and safety of raw materials and finished products made Approve YI2NI1AL1
with raw materials — Part 3: Testing for contaminants
. cp N . -
2022/10/10 | 2022/10/6 WG1 . CD 8071 |Ligusticum chuanxiong rhizome Yes
consultation
2022/10/12 | 2022/8/30 WGl DIS DIS 7177  |Coptis chinensis and Coptis japonica rhizome Approve
_PL7
2022/10/12 | 2022/9/28 WGl Call for co-PL and nominated experts to ISO/PWI TR 18986 co-PLZzL
expert /Nl
2022/10/13 | 2022/9/28 WGl Pl";{‘);}k Report on Panax ginseng No
5
2022/10/14 | 2022/9/28 wG2 FDIS FDIS 4754 |Fermented Cordyceps powder Approve
; cp .
2022/11/3 WGl CD 13615 |Atractylodes macrocephala rhizome

consultation

Quality and safety of raw materials and fin

hed products made

2022/11/9 wWG2 FDIS FDIS 19609-4 |with raw materials — Part 4: Testing for preservatives and
- 1

2022/11/23 WG2 NP NP 18977 |Minimum requirements for herbal dispensing services

2022/11/25 WG2 DIS DIS 4904 |Inner pack of decoction pieces

Glycyrrhiza uralensis and Glycyrrhiza glabra seeds and

2022/12/23 WGl NP NP 19047 :
seedlings
5022/12/23 . NP NP 10025 | Glyeyrrhiza uralensis, Glyeyrrhiza inflata, and Glyeyrrhiza
glabra roots and rhizome
2022/12/23 WG NP NP 19047 |Polygonum multiflorum root
N waG2 TS Determination of Ochratoxin A in natural product by LC-FLD

Warning
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- FHEEDER - 5 19 DEMARESR (53 OESR 1 58H)

1) CD 13619 YHY>=3 Gardenia jasminoides fruit (9/8 ##t])

- Approval OX> k& D

2) DIS 5228 A A™ Rheum palmatum, Rheum tanguticum, and Rheum
officinale root and rhizome  (10/6 ##t])

- Approval OX> k& D

3) DIS 7177 A2 L > Coptis chinensis and Coptis japonica rhizome
(10/12 #&t0)

- Approval OX> k& D

- FHEEDER - 5 20 DEAMRESR (54 OERSR 1 2H)

1) CD conclusion 8071 t>#1 D Ligusticum chuanxiong rhizome (10/10
fiwtl)

- Yes (OAA> k3 D)

2) FDIS 19609-3 Quality and safety of raw materials and finished products

made with raw materials — Part 3: Testing for contaminants (10/6 ##t])

- Approval JOX> MU

3) FDIS 4754 XHBEREESR®K Fermented Cordyceps powder (10/14 #t])
« Approval JOX> MU/

1) NP 18977 Minimum requirements for herbal dispensing services
(11/23 ##t0)

SEERERE : Approval XX h&HD (HZERESER)

OIAXNEFER4A =

@®3.5herbal medicine
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RFEDDOEBEENZIEMIT DLDICESE
preparations made with medicinal herbs to use for the purposes of treatment or
prevention of a certain disease for a specific individual according to the prescription

or guidelines for in-pharmacy formulation

@4.1.1General safety

a) Operational procedure and standard on critical machine : Code of facilities used
for preparation should be documented.

BAD—fgr R [ERMOTEERDTZHDEBFIRSIER N =1 77)L] KDEULZOHE
19 DLS shall Z should (CEEZELE

®4.1.4Workroom

b) Critical machine or facilities such as decoction machine and packaging machine
should be numbered or coded for distinction and prescription name, preparation
serial number and date using relevant machine or facilities shall be documented;

@ EEFRRITERTNC UIRULE D shall & should (CEEZEE T D

@6.2Sanitation SOP documents
Procedure for sanitation maintenance should include the following items:

@ ERERISRFIC ULIRULEK D shall & should (CEEZEET D

2)—-1 Call for co-PL and nominated experts to ISO/PWI TR 18986 (10/12
#uth)
IKEREE @ Co-PL 2L
THR)—= IMIEA
WG Consultation £8#%F : N TIHEL. IERAHTLEIE T (cc28) (CA—JLTER

3) CD Consultation CD 13615 E+ 4> 1Y Atractylodes macrocephala
rhizome (11/3 #tl)
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FEREE 1 Yes (OX> b D)

OIAXBMEFE3IR

®5.4 Moisture

The mass fraction of moisture should not be more than 15,0 %.
KP, JP ARIBMBERE TR T8,

The mass fraction of moisture should be determined.

(TIEIEZEKDHD,

@5.7 Ethanol-soluble extractives

The mass fraction of ethanol-soluble extractives should not be less than 35,0 %.
CP,HKCMMS BISNETETR L DT,

The mass fraction of ethanol-soluble extractives should be determined.

(CIEIEZRD D,

5.8 Essential oil

The volume of essential oil should not be less than 9,0 mL/kg.
CP,HKCMMS E&E7R L DTz,

The volume of essential oil should be determined.

(TIEIEZEKDHD,

4) FDIS 19609-4 Quality and safety of raw materials and finished

products made with raw materials — Part 4: Testing for preservatives and

unwanted compounds (11/9 ##tl)

ISZERERE : Approval OX> MU

5) DIS 4904 Inner pack of decoction pieces (11/25 ##t])

IHERERE : Abstention XX MRU
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6) NP 19015 h>VYD #E&#E Glycyrrhiza uralensis and Glycyrrhiza

glabra seeds and seedlings (12/23 ##t)

SEVNE FSEH. HEREY 17V EOREEAFEENSEEEESD
—2022/10/08 4H%EEXD | BAEAT [F+DMEFHHE TEZIRDT,
HIBIEH TEAEF(CLDIEMWTIIR< R MO Z M UFEIBES B D 75745 Cisk
LCTWBTzsh, BFOEDEEDIE(IR)

—>BEXFNSHIBR

7) NP 19025 }H >Y' 9 Glycyrrhiza uralensis, Glycyrrhiza inflata, and

Glycyrrhiza glabra roots and rhizome (12/23 ##t)

ISZEREE : Approval OX> D KERKSR

OXZ MIO~@  +2022/10/8 SEAFEL DENMIEREDDE. ®

®5.9 Heavy metals
The content of heavy metals including arsenic, mercury; lead, cadmium shall be
determined.

“including” Z “such as” [(C{EIEZEKDHD.
@Annex B(informative)
B.4 Determination

Key A0~ MRACRLS, ENHSTUFILUFUENMONSRNDT, EBIEZRDD,

®Annex C (informative)

Table C.2 —Limits of heavy metals in Glycyrrhiza roots and rhizome by different
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countries and regions

The Japanese Pharmacopoeia Lead < 10mg/kg

IEUWSRER(C, BIEZERDD.

Merge 3 cells which for Lead, Mercury and Cadmium and put “<10 ppm*” in it.
Then put a sentence at the bottom of the table as follows.

"*" means the heavy metals are the metallic inclusions that are darkened with
sodium sulfide Test Solution in acidic solution, as their quantity is expressed in terms

of the quantity of lead (Pb), not more than 10 ppm.

@Bibliography

[EUWKREE(CIEIEZRDD

[3] Japanese Pharmacopoeia Committee The Japanese Pharmacopoeia. 18th
Edition. Tokyo: Society of Japanese Pharmacopoeia, 2021

Revise as follows.

=[3] Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th

ed. Ministry of Health, Labour and Welfare, 2021

®Fig.1 : B plant of Glycyrrhiza inflata Bat, C /' plant of Glycyrrhiza glabra L.&
RO TWVD., CNBIEFERDT. B % Glycyrrhiza glabra, C % Glycyrrhiza inflata (C{&
ERRE,

®Table 1 @ Morphological characteristics of + - + « DFDEEIR(C DT, Leaves &
Pods (CB§9 3 G. uralensis Mtk & G. glabra MEEIRMHE(CIRD TLVBDTANEZ D)

ENHB.

8) NP 19047 53319 Polygonum multiflorum root (12/23 ##tl)

RS : Approval OX> kD 1SERESER

XA METFE
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@5.5 Total ash

The total ash content in percentage mass should not be more than 5,0%.
JP18 DAFIRIEIE 5.5%DTz8)

The total ash content in percentage mass should not be more than 5, 5 %.

(CIEIEEZRDD.,

@5.6 Water-soluble extractives

The mass fraction of water-soluble extracts should not be less than 20,0%.
JP, KP, EP #R#&ME7/8 L DIZ&

The mass fraction of water-soluble extracts should be determined.

(IEIEEZRD D,

®5.7 Thin-layer chromatogram (TLC) identification

The identification of extracts of Polygonum multiflorum root with thin-layer
chromatogram (TLC) shall present the spot or band with the same color and position
corresponding to those of reference solution.

JP18 Tl HEmZfER L TLVRULZ8D.

“shall” zZ “should” [({EIEZK&D.

@5.9 Heavy metals
The contents of heavy metals including arsenic, mercury, lead and cadmium shall
be determined.

“including” %Z"such as” (CIEIEZK&D.

®Annex D(informative)

Table D.1 — The test items and reference values of Polygonum multiflorum root in
diffrernert national and regional standards

Heavy metals

IEUWKRECIC, BIEZEKDHD,
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Merge 3 cells which for Lead, Mercury and Cadmium and put “<10 ppm*” in it.
Then put a sentence at the bottom of the table as follows.

"*" means the heavy metals are the metallic inclusions that are darkened with
sodium sulfide Test Solution in acidic solution, as their quantity is expressed in terms

of the quantity of lead (Pb), not more than 10 ppm.

®Bibliography

IEUWREICELTESD

[2] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia. 18th ed.
Tokyo: Society of Japanese Pharmacopoeia, 2022

Revise as follows.

=[2] Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th

ed. Ministry of Health, Labour and Welfare, 2021

9) DTS 13126 Determination of Ochratoxin A in natural product by LC-
FLD Warning (st DkRE)
SEERERE : Approval XX MRU

3. 27th meeting (10/24 (B) 19:00-) #i&

-BAWNIC 282N (HFREERITDILE)
MBI UTTFRDERES 1 XA2/\—F vy NCERZRDED

10/24 ZES 1 A2)\—&Ef&F+v v M WebEX
https://takashiito.my.webex.com/takashiito.my/j.php?MTID=m6c2e7a5a21a3803f
df75901c080a6a90

* 1) ~4) SR OSEEG
SR TOTEINSER D EBDIRIAHIMRZ, ERzHE, CULBRNER DN
SNETEEDFE (shall/should DIEWTT) (CERDEREE T D. (B THEIFRDZWN)
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<SR ADRHGFE>
WG1 23rd meeting T/r&t7z. WG1 (81T shall/should DEWFITDH A RS2,
WG1 24th meeting DAV IDIEF & Cikam = 11/= shall/should DBV F5EHC
V. RA2 ESETZRDD,

(FIHAD IS RHHE, BEXAMM—NTULRLVZS), EDIEREEUES <Hi< RiAd)

1) SR 19824:2017 d=<#EH Schisandra Chinensis (Turcz.) Baill. seeds

and seedlings

REDHWENH D ILIHGEDIEIERE

5.2.15.2.25.2.35.2.45.3.3 (#ENADTLSD5DMDIEH) shall Z should
(FiEl. 59T refuse)

2) SR 20311:2017 %> > 1&H Salvia miltiorrhiza seeds and seedlings
HEDHWEND D IEIHEDIEIERE
5.2.2 5.2.35.2.4 5.2.55.2.6 M shall & should \ (giE. XEESE)

3) SR 20408:2017 Y>> FfEH Panax notoginseng seeds and seedlings
FHEDHENH D IIGEDIEIEESL

5.2.25.2.35.2.45.2.55.2.75.3.4 D shall Z should ~\ (giAl. AN EDEEE
HOZEDD, FEWREBE TR TILOWEEENRET D HHEREEI D)

4) SR 20409:2017 Y>> F Panax notoginseng roots and rhizome
REDHWENH D ILIHGEDIEIERE
- X337
BTUAY MIIADTNDTzs, TC249 DEXAICRID, ERADH (CIEEZELE
+5.2.25.2.35.245.2.55.2.7 HXUV 5.3.25.3.35.3.45.3.55.3.7

shall Z should (CTBKROSEE
-5.2.85.2.9 KUY 5.3.85.3.9

including %Z 'such as'(C{E1E
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- 5.2.10 Root weight, root length and root number per 500 g
The root weight, root length and root number per 500 g of each batch of
notoginseng root shall comply with the requirements in Table 1. The quantity of
roots that fail to meet the minimum weight requirement of the grade shall not be
more than 5 %. Otherwise, it shall be considered to be of inferior grade.
(CDWT, IRDTDZEEE(EEZELT D
T, BIEE=E
5.2.10 Commercial grades
If commercial grades are necessary, see Annex * for additional information.
Table 1 Grading requirements of notoginseng root
- Annex (CT2EIL. EhZ(E1E
An example of traditional grades information of Panax notoginseng root and
rhizome
& UTC Table *.1 54 MLZEIE
Table *.1 Traditional grade information of Panax notoginseng root and rhizome
- Annex 27T normative (C72D TL\D Tz, informative (CIEIEZEL
(A1, BANSDOWERR (CDVWTRANBDEEND T2, tETDHZSF TS (THE
mrEd D)

5) IS 23975:2019 Priority list of single herbal medicines for developing

standards
(#%&]
S (ICARVWSNDERERORAEESZ. BRIRMICRREEZV\TSE
BICRHIZILCWB@mE. FBFFPDOEDEEL, ELICHERNWEEZIBND
(X3E]
HFCIR U, BEDHENHNIEL, p.8 DILSFEED X had P18 D cinnamomi ramulus
TANITAEDRDTHDIZEZAA NI D,

6) DIS 4564 A > Scutellaria baicalensis root
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(#F4&)
giE] HA(L Disapproval OX> k2 S TIELEFE
SEIXG]

5.5 BERIL—ILIC D TV D IEfesh, BT FeZHKEITD

5.5 Ethanol-soluble extractives

The mass fraction of extractives should not be less than 26,0 %.

EP, JP, KP FA&fE/R LDz,

The mass fraction of ethanol-soluble extractives should be determined.

(IELEEZRD D,

7) CD 9319 J2-U3" Poria cocos sclerotium

giE] HA(L Disapproval OX> R3&AT. 2 AMEEE. 15 Annex CICDUVWTEE
EEHD/)I\—>3 > DB L

SEIG]
ZIETFE 6= (RIEREEDZSD) ZHEID

@5.3.3 Chemical colour reaction

To a small piece of the herbal drug add 1 drop of iodinated potassium iodide solution,
a deep red colour is produced.

$17z(C requirement (SBINESNZIEE TH DM, IP (CEEEHN D DERERVAY, BRI(C/RD
TLWRW, EERDZEESEDLIRET D.

eg) When one drop of iodinated potassium iodide solution is added to a small piece

of the herbal drug, a deep red colour should be produced.
5.4 Moisture

The mass fraction of moisture should not be more than 15,0 % (w/w).

THP, JP, KHP AR4&ME72 L (KP (&, D) Dz,
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The mass fraction of moisture should be determined.

(IEIEEZRD D,

35.5 Total ash
The mass fraction of total ash should not be more than 2,0 % (w/w).

JP (& 2.0% CRIE/RWLNY, THP TIE 3.0% THDIcs. DT D,

@5.6.1 Ethanol-soluble extractives

The mass fraction of dilute ethanol-soluble extract should not be less than 2,5%.
CP LUSHMEIBETR L DTzsD

The mass fraction of dilute ethanol-soluble extract should be determined.

(IEIEEZRD D,

®5.6.2 Water-soluble extractives

The mass fraction of water-soluble extract should not be less than 1,5%.
EP LUSHMEIBIETR LODTZSD

The mass fraction of water-soluble extract should be determined.

([CIBIEZRD B,

®AnnexB WERICREREF/HD/—=3 2 OERENRNZH. ANDELSTIAS T D,

8) CD 9306 YA Ephedra sinica, Ephedra intermedia, and Ephedra

equisetina herbaceous stem

gilEl HA(E Disapproval OX> k38T 2 mHMEIEE. 1 2 Annex C [CDVWTHEE
BADIN—=3 > DsEa8DiBERR L
SEXTE]
K IP (CRIEENRVVzD. RRZRTTFiE4maIAT T D
@®5.5 Foreign matter
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The content of foreign matter in percentage mass should not be more than 5,0 %
(w/w).
JP (FRIREIRUVVAY. EP (CARAREN IRV AR SR DY,

5.6 Moisture
The content of moisture in percentage mass should not be more than 12,5 % (w/w).

IP (ERERE/RVAY, KP (TRRAREN IRULVAY, ASLRhN,

35.10 Marker compounds

The total content of ephedrine (C10H15NO) and pseudoephedrine (C10H15NO) in
Ephedra herbaceous stem shall be determined, calculated with reference to the
dried drug.

IP (IFEFBMESD D . FEIE/R L. EP (& ephedrine DHEEKEITHASLERN,

@AnnexC HERRICEEZERAD/\—=3 > OE&H NRDTEELITD

9) CD 9109 A" Rehmannia glutinosa root

gilE] BA(& Disapproval OX> b 3 m&EINRTELER
SEFIE)
TR 2ADEBEZIAC KIS
@®5.4 Moisture
The mass fraction of moisture should not be more than 15,0 %.
THP, JP, KP ARASMETR L DIz,
The mass fraction of moisture should be determined.

(IEIEEZRD D,

5.7 Water-soluble extractives

The mass fraction of water-soluble extractives should not be less than 65,0 %. IJP,

— 1856 —
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KP, USP #A&ME/x LDI=s.
The mass fraction of water-soluble extractives should be determined.

(CIELEEZRDD.,

10) CD 8959 b3 Eucommia ulmoides stem bark

€55
gi[E] BA(S Disapproval IX> b 6 s TIEIEE
E5

5.7 Thin-layer chromatogram
When TLC identification is performed, the chromatogram of sample solution shall
exhibit main spots with the same colours corresponding to those from the reference
medicine solution at the same Rf values.
shall 7245, When ... performed DEX/RD T, RBIERWNS & =R
SEIE)
JP TIFERELZS. RRCIECTTFEEZHEETD
5.6 Acid-insoluble ash
The acid insoluble ash content in percentage should not be more than 6,0 % (w/w).

JP (& 5.0%LA F 72D TRV, CP, EP (FRABME/RVVNARILEKD,

11) CD 13619 Y > =< Gardenia jasminoides fruit
(#58]

AIEl OX> b4 [RCDVT 3 RIEEIEFE. ESROEENMEND DO TES5IKRELE
SEIXIE]

TR IRZEHRETD

@®5.6 Water-soluble extractives

The mass fraction of water-soluble extractives should be determined.

BEBA (CHRsERWZD. ITREHIBRZRDD.

@Annex B
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B.3 Preparation of test solution
under ulsutronic for 20 min.
FRECODIZ8D.

under ultrasonic for 20 min.

(CIEIEEZRDD.,

®Annex D
heavy metals

JP18 A5/ Arsenic 5.0 ppm T ZHIBR GRERLDEED)

4. BXRESESHES

1) General Requirement of Cultivation and Collection of Medicinal Plant
WHO GACP &Rt DEfaE I\, 8 B(TEHER (FE 3 &, BAIWISA.
F#EH<A) T WEB$I5&0OEZZEM,

FIBEHEDOHRT, 2022 F 3 AICHRETATSNE [REMEFREEENTE] (T3,
WHO GACP (C(F720\, URDOIYRZAS bOO> T M BASNTWSZ ENS, 15
EDSE(CRDRZBARNSIREUT. I/E. FEESE(CTARSTZRET (BEFS5).

5. JLOM#B=fE (9/30)
SNEBNIEMN D fETzsh. i - EROFHM(E R, BIRAFRE. HBEIT D,

6. R[EIDRIHE
128 18H (H) 13:00~ HEHSHEZEE WebD/\1TUy REEZFE

ME
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(8
(1=

(RiE&E]

f¥)
Fh]
(Ehn#]

ISO/TC249 2022 FE 5 33 MEAMREZER
(2022 £ £ 60 HER 1 =&)

AIE fEEE. IR 15

AT wv RE

=42

€. )
1. BIESBUEROERS LVERGER

20224 12H18H (H) 13:00-17:00
= (BEH SRE & A2 51 2=E% (WebEX))
& A& #FA —HR OBE FF FEE =T R BE AL &EF
XKD A0, EEF BBF (ROERERR) . S°E BRER.
Zah, R B2, Bi% &8, Eif hRES.
AR 18, ARk AETF.

2N

#EsHEN Y 2 4= WG PRI LR B2AIL JPI% IR FER
YONSA7(NIE 2 X
2022/10/10 | 2022/10/6 WG CD consultation CD 8071  |Ligusticum chuanxiong rhizome Yes o LD
b eS
2022/10/12 | 2022/8/30 WG1 DIS DIS 7177  |Coptis chinensis and Coptis japonica rhizome Approve  |Y14NOA9
. . -PL72 ert 5
2022/10/12 2022/9/28 WG1 Call for co-PL and nominated experts to ISO/PWI TR 18986 ei:;]:/lh\ktju xper
- PWI TR
2022/10/13 2022/9/28 WGl Report on Panax ginseng No
18986
2022/10/14 | 2022/9/28 wG2 FDIS FDIS 4754 |Fermented Cordyceps powder Approve  |Y12NOAT1
Ye: 1.4 > b
2022/11/3 | 2022/10/21 | WG1 CD consultation | CD 13615  |Atractylodes macrocephala rhizome pian B s [YINIZAG
< 4 5
Quality and safety of raw materials and finished products made
2022/11/9 2022/10/9 wG2 FDIS FDIS 19609-4 [with raw materials — Part 4: Testing for preservatives and Approve  |Y16NOA9
1 comnound:
2022/11/23 | 2022/11/4 wG2 NP NP 18977  [Mini requi s for herbal di ing services Approve  [Y10NOA7PS
2022/11/25 | 2022/10/9 wG2 DIS DIS 4904 |Inner pack of decoction picces Approve  |Y12N2A12
s022/12/23 | 2022/12/1 WGl NP NP 10015 | Glyeyrrhiza uralensis and Glycyrrhiza glabra seeds and Approve
seedlings
2022/12/23 | 2022/121 WGl NP NP 10025 |Glyeyrrhiza uralensis, Glyeyrrhiza inflata, and Glyeyrrhiza Approve
glabra roots and rhizome
2022/12/23 | 2022/12/1 WGl NP NP 19047  |Polygonum multiflorum root Approve
2023/1/5 2022/12/1 WG bTS DTS 13126 |Determination of ochratoxin A in natural products by liquid Approve
chromatography coupled with fluorescence detector
The CIB for approving draft resolutions for the WGs'
recommendations in October and November, 2022
2023/1/5 WG % cIB N1755 GE)  2022/10/240>WG 10> recommendation>5 & |
“PRIORITY LIST OF Priority list of single herbal medicines
developing standards”, 3508 "Ga sminoides
7 SPGB0 4 resolu WG3, 442
NDH7= | WG E BETERU N,
- . 33 drafts Requirements for
N 673. N 674, |Request for comments on WG 2 drafts Requirements for
2023/1/17 wG2 comments N 675, N Gs¢ |preseription. dispensing, delivery. decoction and
: taking of Chinese icine” (N 673. N 674. N 675. N 676).
2023/1/18 WGl Committee Draft CD 9299  |Curcuma Longa rhizome
Consultation
2023/1/19 WGl DIS DIS 7450  |Pinellia ternata tuber
2023/1/24 WGl NP NP 19661 |Anemarrhena asphodeloides rhizome
2023/1/24 WGl NP NP 19836 |Platycodon grandiflorus root
2023/1/24 WGl NP NP 19842 |Dioscorea opposita rhizome
2023/1/24 WG1 NP NP 19851 |Cinnamomum cassia branch
2023/1/31 WGl cD CD 5106  [Polygala tenuifolia and Polygala sibirica root
2023/2/28 WG1 NP NP 5471 Carthamus tinctorius flower
2023/3/1 WGl NP NP 20255 |EPimedium brevicorum. Epimedium sagittatum, Epimedium
pubescens, and Epimedium koreanum Herb
2023/3/4 WG SR 18O Artemisia argyi leaf
> ! i 20759:2017 * &Y
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2. HEREBEDORE

1) WG 2 N 680 Request for comments on WG 2 drafts

Requirements for prescription, dispensing, delivery, decoction and taking of
Chinese medicine” (N 673, N 674, N 675, N 676). (1/17 #tl)
[#XH&]

(2220615 WG2]

ISO-TC249-WG2_N679_Report 23rd meeting ISO-TC 249-WG 2 on 2022-06-15

Ms Lihua Zhu presented the new proposal “Traditional Chinese medicine —
Requirements for prescription, dispensing, delivery, decoction and taking of Chinese
medicine” and gave an overview about the consideration of collected comments.
The WG 2 secretariat was asked to upload the newest version of the recently
updated documents for review of the working group experts. The project leader
was asked to collect the received comments and present them at the next meeting
of ISO/TC 249/WG 2.

5D report (CKD AR REE,

HARDIA> bOEKREE (F. BATE, mFEOHFcEE(CEBREENTESNTND
e, CORERBCEEARDIFRCHDBNC EMAZNT L. BERED minimum
requirement @ (B) NP W@ f2/zbhEDFMIZRIIHEN R, TH D,

ZIZU RENMEALCES. BESNTEBL CLED URINSH DIz, BE2EHREL T,
AXDERMEIERZIA>S hITDIZEEZEZ BN, SEERZE DI

[ER]

- Biffd  ARRG. BROIRK(C(EH > TH 5T ZERARIDOIMTE (3:E S 1zsbZDEUR
WIEDWT ISO TREITDZ LFKLL RN, BE. BARZTNETNEEDIL—ILICRZ(EEX
<. ISO MEMMHEFBL,. AFEIET D LT, EBIEZIHUIREEN OK EBSNTULED
TERB,

-FBEEE  PEDEERE UTORAFIICDOVWTCHEED TLWD I EZER I LETER
WDT, KENRZERZ IIUIL L ERIOFF(CAHNDIHEFRN. BU. IRENEDST
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LEROTEEE #EEEZERLTH UHRL,
[#&5m]
FEZdAZ MU ERHEIEDIMIGE LR,
B EDRBIDME (FFEIXDCHF MR IS DREIAELERX D, HIXE. BREERERE
UTHRENSD D, COREGFBADIRIRC(FED TLVRLY,
*x BEARESIH
B CTORRI BT, iHkE CRiRSEEN SERZEM

2 ) N1755 The CIB for approving draft resolutions for the WGSs'

recommendations in October and November, 2022 (1/5 ##t0)
[1%E=REEE

Resolution514 Yes

Resolution515 No

OXZ MMETFE

®OGardenia jasminoides fruit

Recommmendation265 (ZOOM202210 :12) T. Gardeniani (CR89 D FieDEIENE
NTLRLESD,

- 5.6 KITH+RAZHIB.

- TableD1 @ P DEEHMEDIZHHID

3) CD 9299 (Committee Draft Consultation) Curcuma Longa rhizome 7
> (1/18 #tD)

[$%Z=H8E |Disapproval OX> k& D

OX> MMEIFES=

@® 5.7 Essential oil

The content of essential oil should not be less than 4,0 %.
JP FRAESE LU DI T RRIIEEZERD D,

= The content of essential oil should be determined.
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@5.11 Moisture
The content of moisture in percentage mass should not be more than 12,0 %.
JP (X 17.0%Dfzsh. TEEIEZKDD.

= The content of moisture in percentage mass should not be more than 17,0 %.

(35.12 Foreign matter
The foreign matter rate should not be more than 3,0 %.
JP FIgE L DIzs. TElMEIEZRDHD

= The foreign matter rate should be determined.

@Annex D. Table D.1
IP DEERDMIEMENANEHE TH DI, Pb, Cd, Hg DIFZE—DICHIE T DL DIELEZK
H>d

(®[8] The Japanese Pharmacopoeia.18th ed., Ministry of Health, Labour and Welfare,
2016

JP18 [(CEBENTL\DN. KRELZM—I DL IEEZERDD

=[8]Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th

ed. Ministry of Health, Labour and Welfare, 2021

4) DIS 7450 Pinellia ternata tuber J\>%" (1/19 ##t)
[#%ZREE |Approval OX> RO 1D
JP DREICDWVWTEERIEREIT D

[2] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia.
Ministry of Health, Labour and Welfare, Tokyo, Eighteenth Edition, 2022
=[2] Japanese pharmacopoeia committee. The Japanese Pharmacopoeia.

Ministry of Health, Labour and Welfare, Tokyo, Eighteenth Edition, 2021

5) NP 19661 Anemarrhena asphodeloides rhizome FE (1/24 #t))
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[(#FREE JApproval IX> k& D, THX/\— MMIEA

OAZMEITFR 4R

®Scope DEMNS 2 ITHDOFEZDEREE Bunge 1 Bge (CELIRELEV N D=4 H\ Pz
BIETDLDKDD

A, AXH  mangiferin 7Y magiferin EEREESNTUL\D=15 HPTDIEIEZEKE D

®Annex C Table C.1
JP18 Heavy Metal OIUREZIZEIET DL DEIEZRDD

@[ 2 1D IP DRECZBHEDR (TIEIEEZKDHD

6) NP 19836 Platycodon grandiflorus root F¥F3D (1/24 #t))
[&ZEREE |Approval X 6D, IFX/\—=NMMWIEA

OAZMMEITFER 6 =

®Introduction

As national implementation may differ. D& & (TBAHIFREDIRIBMEZIRE T D
requirements DIEEZES 5.4~5.7 HEEEHEIND ECARITTNDIEDH, I DLDOK
H3

@5.4 Moisture
The moisture content in percentage mass should not be more than 12,0% (w/w) .
JP, KPIRUDT=EIEZ KD

= The moisture content in percentage mass should be determined.

®5.6 Acid-insoluble ash
The acid-insoluble ash content in percentage mass should not be more than 1,0%
(w/w) .

JP, CP, KPR UDTeEIEZ KD D
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= The acid-insoluble ash content in percentage mass should be determined.

@5.7 Dilute ethanol-soluble Extract

The mass fraction of dilute ethanol-soluble extract should not be less than 25,0%
(w/w) .

EP AREIRU. IP (CIFBMRIRUVVAY. BEARICHELY. ~should be determined.[CIEIEFT D KD

KebD

®5.9 Marker compound(s)

The content of total saponins, expressed as platycodin D (C57H92028) (dried drug),
should be determined.

JP, KPMRER LDz, {EIEZKDD

= The content of marker compound(s) such as platycodin D should be determined.

®[2 | DHBOEX R ZIBEDRE(CIEIETDLDOKDD
=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

7) NP 19842 Dioscorea opposita rhizome H>v49 (1/24 #t])
[&ZEREE JApproval XX MRU. ITF/)\— MMWIEA

8) NP 19851 Cinnamomum cassia branch < (1/24 #t0)

[$&Z=REE |Approval XX k& bH. ITFHX)\—NMMIEA

i B = S -

@®5.5 Moisture

The moisture content in percentage mass should not be more than 12.0 %.

JP, USP (& 15.0% D HEIEZRDHD
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= The moisture content in percentage mass should not be more than 15.0 %.

@5.6 Total ash
The total ash content in percentage mass should not be more than 3.0 %.
JP (F 4.0%DTzDEIEZKEDD

= The total ash content in percentage mass should not be more than 4.0 %.

®5.7 Ethanol-soluble extractives

The ethanol-soluble extracts content in percentage mass should not be less than
6.0 %.

IP MEIR UDTZHIEIEZREDHD

= The ethanol-soluble extracts content in percentage mass should be determined.

@Bibliography
s & ] DEMNMAREADZSD. 1EfET D,

9) CD 5106 Polygala tenuifolia and Polygala sibirica root A>> (1/24 #

[#%Z=REE |Disapproval OX> kD 4D

@®5.4 Moisture
The moisture content in percentage mass should not be more than 12.0% (w/w).
IP DAHREIRLDIzSD. BIEZKDD

= The moisture content in percentage mass should be determined.

5.6 Acid-insoluble ash
The acid insoluble ash content in percentage should not be more than 3.0%
(w/wW).CP, KP, P FRERL DIz, 1EIEZKDD

= The acid insoluble ash content in percentage should be determined.
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(5.8 Ethanol-soluble extractives
The mass fraction of ethanol-soluble extracts should not be less than 30,0% (w/w).
KP, JP FE/RLDIzs. EIEZKRDHD

= The mass fraction of ethanol-soluble extracts should be determined.

@Bibliography

[13] Japanese Pharmacopeia Committee. The Japanese Pharmacopoeia. 18th
edition, 2016

HEDRXKRELZEBEDRIC(MEIET DL ORDD

= [13] Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia.

18th ed. Ministry of Health, Labour and Welfare, 2021

10) NP 5471 Carthamus tinctorius flower 1935 (2/28 ##tl)
[#%ZREE |Approval OX> kD 4D
®5.4 Moisture

The mass fraction of moisture should not be more than 13,0 %.
JP, KP FRIEIR UDI=HEIEZ KD D

= The mass fraction of moisture should be determined.

@5.6 Acid-insoluble ash
The mass fraction of acid-insoluble ash should not be more than 5,0 %.
JP, KP MREIR UDT=DIEIEZ KD D

The mass fraction of acid-insoluble ash should be determined.

®5.7 Absorbance

The absorbance of red pigment at 518 nm should not be less than 0,20.

THP, JP, KP FRETR LDTZHEIEZERDD
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(TRTCOETHRENZEMBENHDN. HEZHI ZLEIRFESN#MUWCHEREN
Bl BRSA > THIET D)

The absorbance of red pigment at 518 nm should be determined.

@5.8 Water-soluble extract
The mass fraction of water-soluble extract should not be less than 30,0 %.
JP, KP, EP fRTE/RX L DTZHIEIEZE KD D

= The mass fraction of water-soluble extract should be determined

®5.11 Pesticide residues
The contents of pesticide residues such as Benzex, DDT and quintozene shall be

determined.

Benzex = —f%& (TIEIE =KD D

®Bibliography

[4] The Japanese Pharmacopoeia 17th edition, Safflower (Carthami Flos)

JP18 (CT7wTIFT—h &, D IS EEEDEKRERICTD LD, IP DIEIERZE EARI (TR UE
[F&RDD.

=Committee on Japanese Pharmacopoeia. The Japanese Pharmacopoeia. 18th ed.

Ministry of Health, Labour and Welfare, 2021

10) NP 20255 Epimedium brevicorum, Epimedium sagittatum, Epimedium
pubescens, and Epimedium koreanum Herb 1 >39h% (3/1 )

[&ZEREE JApproval X kD IF/)\—MNMMWIEA

OXZB7D

®Introduction
BEIFED 4 BAEARICHMU TV EREND DM, BARE. Epimedium koreanum @
FHDBIMTHD. FMICALTIE. MECSHEE U TCREHITDIOERI D,
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®@Figure 1 ([CDWT. FL-FY—d Resolution (- - - 3) to improve the quality of picture
for Epimedium koreanum Nakai in Figure 1) ([CREDTZEENESNTLVRNC & &35
ERS)

35.2 DEEMIRSEICDVNT, EikEh UTRBIOFERN(ICEE I DL SEHRT D

@»5.3 Moisture
The mass fraction of moisture should not be more than12,0%.
JP:12.5%, THP:14.0%MD1=EIEZRKDD

= The mass fraction of moisture should not be more than14,0%.

(®5.5 Ethanol-soluble extractives
The mass fraction of extractives should not be less than 15,0%.
JP17.0% (& OK Td3dh'. HKCMMS 9.0%Df=sb. [REIGE TIBIEZKRDHD

=The mass fraction of extractives should not be less than 9,0%

©®5.6 Thin-layer chromatogram identification

The identification of icariin with thin-layer chromatogram (TLC) shall present spots
from the test and reference solutions in the same position with the same colour.
TLC THEER I DDIIKRD TIFIRL TEETH D, icariin & Epimedium Herb (CEIE
ZRDD

= The identification of extracts of Epimedium Herb with thin-layer chromatogram
(TLC) shall present the spot or band with the same color and position corresponding

to those of reference solution.

@»5.10 Foreign Matter
The content of foreign matter should not be more than 3,0%.
JP, KP, THP ([CHIAS IRV TEDIEIEZ KD D

= The content of foreign matter should be determined.
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10) SR ISO 20759:2017 Artemisia argyi leaf F3DJt>3€+ (3/4 &tl)

SR DIEFETH DT, 1SO/TC249 2022 FE HI3MMEARAMRKEESR (2022 FE 52
b EER 1 &) &3k (2022 F£5 A 21 HEM#E) D SR HEDEARMEENR—X (1%
fUfc, SEDFIDEIETFEHREOIEDRFELRLRD ., EPIRENRZD.
MIRENRMES([E. BRD/ T -2 THRT D EZREL.

*SRIERDEFMIE 2 (BRFEEHRNES)

- Q1:Recommended action

—Revise/Amend
* JOX> N :Annex D ®table D.1 & D.2 (CHE®XHE N HDH. HAIC(E Artemisia
argyi MFRE(FIRVzsD. TMSHIBRL TARULL Y,

Q2: Has this International Standard been adopted or is it intended to be adopted in

the future as a national standard or other publication?

—No

* AN FIDEIEFFAARATREERE U TREBNMEERGETNTLVRL,

Q3: If this International Standard has not been nationally adopted, is it applied or

used in your country without national adoption or are products/prosses/services

used in your country based on this standard ?

—=No (FFRBEAHLRRW)

Q4: Is this International Standard, or its national adoption, referenced in regulations

in your country?

—No

Q5: If the committee decides to revise or amend, do you propose an expert and/or

project leader of that project?
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3. £FBXYXNCETZIEERT—HDREICDONT

FTUWEREBE U X ez B (CREDB AN ER UL DEEEERIC DT, N
— R ERBT = DREDIKFEN S D 121z, FFHFTENSHER/ IS A (S L. BIER
DT —INSHEDUFEN DD BARDEE? 148 8075 + 294 A5 DECEEFE(CDVWT, H
AKT—F%ZER Uz, (BRIBECMEH) . fER UIEBAT —F(CDWT, IWIE AN 5SRO
NS D, IREEOHRZITIAD Iz, £FERAED 2022 FEF—F(3, 2023 F 2 AEE
FHEE CERTEONEDLSH. NHERIFEER 1 NOHTOMEICEEHDILDFEN
»oT,.

ER UTZBARST — D (CDNT RENRATZERER D TLDERICE L. BRES LUBESH
RSB HDNEDH. 1 282 5HFTICHER L. INEN G EERE(CDNT(FRE
EIFHFTENEE T D,

1B :  12/18 B TR AILSE K DIH A (CRBIEERD A —)LiEESH D

4. BXRRFZELRSE
1) General Requirement of Cultivation and Collection of Medicinal Plant

8 ALUE. FEDMEFFEDIREEN TR,

5. ESRRTS2ICHITBAXRICET S EHR
ESRRXTSUICHIT2ERICHIZXEDEZESR 1 ORI CDNT, HERZET
DI, FIMER - BIENB(E T THD.

- Current Status D TFEEDXE(CDWLT, JIPI8 NEIE. [EEA My 20 05 TED Lk
\FD 67 %z thasdD ] 12 EARMINRERREIEZF DX E (FHIBR ULIEIE LTz,

Kampo extracts were first added to the National Health Insurance Drug Tariff in
Japan, and now there are 148 prescription preparations and 696 654 products
included in the Tariff, all of which are covered by national insurance plans. Kampo
extracts were also adopted into the Japanese Pharmacopoeia (JP1817) and its

supplements, which now also have 33 37 kinds of Kampo extracts. At the present
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time, of the 148 Kampo medicines which are approved, the top 20 of these account
for 67% of total sales.
—Kampo extracts were first added to the National Health Insurance Drug Tariff in
Japan, and now there are 148 prescription preparations included in the Tariff, all of
which are covered by national insurance plans. Kampo extracts were also adopted
into the Japanese Pharmacopoeia (JP18). At the present time, of the 148 Kampo
medicines which are approved.
- Safety and Efficacy DAFEOBAREMEAE 15%% 10%\E1E
- APPENDIX I USE of TM/CM PRODUCTS in NMBs

3. Japan W77 AU H(CEET DEcEk(FHIBR

COMEERHERICEDE, IWISAMEIEZF L. 12/25 FTIAER RS ANEDERE
E NI
1BEC @ 12/20 ([CHESRHERZHEE., AR RS ANKE

6. MIRBFRRERICOWVT
AIEFSREL D R4 FFE AMED HAFEREN SHARIRER & L CENM U B FRHRZFIAL
TEAE O REREDIIE (CBI T D] (CDWTCERIBN' S D Tz, AMF(F. BESEIBIRD
NECFRIREFA T DEROMELER] (CINE SN TV DMIEERD EOMEREREE
EEE(CZ B8 U T, B EORIREZIF X BB EZRNRET 2, FREREE U T
ARSNDEZBRELTHED. YAMILAK—=2&EUT, SEEE 3 AXTITERESR
EDIEREITS . 9 TIC GACP DEFRECEEREICA D TH D BT T:ESDH S, AMED
MR(E 1| FEFCTBEERFHRSNRET DN, BREELCEFINICERUTESIEE
IDEEENEH DN HHFIRIROFFTED TV Tz, IESHmESHhZENIEE0N
EDZETHOIZ,

7 . REIDRH#
2H18H (%) 13: 00~ WebEx B{EFE
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8. Eitk

Bt
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220704
24th Meeting of WG1 of the ISO/TC249 (Zoom) £#&é% (EAL : 1)

HEF: 202245 H 9 H, HAKHH 19:00~23:20 (T EREH 19:00-22:00) . Zoom
SINER : FRPREREE 744 (2055 JISC 16 ORERE 16 44)

ZES 10003 MF 16 4 CBik, kM. M., GHk. 8%, Pl WEF, IR, /M,
Yelr, SR, mEZ, B, HER, REE. (Lo)

AFlY, 22 B —Prof. Liang LIU (24> Y . Prof. Hua ZHOU (UL, Prof. Zhou)
MR CEBEE 21T o 7o, (XL O, BIREE DA Prof. Zhou XV FEIL, S0
FOWMERITONTZ, AEOZHOFASIBEREEIL 744 (O b, BAR164, FE 31
4 (SAC 27, WFCMS 4), #[E94) DI &,

BT, ARIOT V= Z(N658)DAEGED D | Prof. Zhou LV, 2022 4 3 H 7 HIZ
Zoom TR X1 7= 23rd WG1 meeting LAFED WG1 TO 7' 12 v = 7 F OHITIRIUIZDOUWNT
%&iﬁiﬁzbhf: (N698).

5/20 KEFIZHR VT WG BIE TRITES T2 IS 14 26 Th 5, HilE 23rd ik LARE, #r
HZHiTS N IS 1X
ISO 22585 Traditional Chinese medicine — Codonopsis pilosularoot (k7))

ISO 22586 Traditional Chinese medicine — Paeonia lactiflora root — White peony root
(x7¥7)

ISO 23965 Traditional Chinese medicine — Bupleurum chinense, Bupleurum

scorzonerifolium and Bupleurum falcatumroot (VA =)

D 32T, ZALHA 2022/3/30 (2 publish EiL7 2 & WG ST,

BE, #iTHho7ry =2 ME 16 Y, ISO/FDIS 4154 Traditional Chinese medicine
— Sinomenium acutumroot (AR A) 73 2022/4/9 12 1S & LTRGBS TWAM, 1O
FDIS, 1 27 DIS, CD &&IN7=b DM 32, CD KGRI WD AT —T DL DN 5
DO, NP BERINTZb DN 5 2o TnD, ZhbD7 ey MIISO DX A LT A
YCIEFICHET L TV D, 2.3 207 r Y =7 R 520 R CPWIHE L 72> T 5,

FEWNT, LT OBEIC OV THREMNM Tz,
CD5228 Traditional Chinese Medicine — Rheum palmatum, Rheum tanguticum,
and Rheum officinale root and rhizome [PLs: Mei WEI / Thomas FRIEDEMANN]
(N635-637) (¥4 A7)

PL DU ¢ U TH %, Thomas FRIEDEMANN 728 CD #ZE D5 F % KB & H7= DIS (22
WTHE 21T o To AFCHOWTIE, CODRETORARNPLD A AL MZHONTIE, T
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ZIFANLN, EEFHTH-T-72%, Bibliography @ B AR HECLT, JP)DIE 5+
NKEIZEH T HROIH, B LANEI T, oM, tES & ERIT72 < A3 DIS
e ICET 2 & NRE ST,

[meeting report (N700)]

CD5228 Traditional Chinese Medicine — Rheum palmatum, Rheum tanguticum, and
Rheum officinale root and rhizome [PLs: Mei WEI / Thomas FRIEDEMANN]
(N635-637)

Dr. Thomas FRIEDEMANN, one of the Project Leaders, presented this project. The
project responded to all comments collected from CD ballot and prepared DIS by
revising the draft in line with these comments. The following points were discussed
further:

— The version of Japanese Pharmacopoeia in the Bibliography.

After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD5228
Traditional Chinese Medicine — Rheum palmatum, Rheum tanguticum, and Rheum
officinale root and rhizome [PLs: Mei WEI / Thomas FRIEDEMANN] be revised by
updating the version of Japanese Pharmacopoeia in the Bibliography and then proceed
to DIS ballot.

A recommendation N69TIZLL TD &£ E0

RECOMMENDATION 228 (ZOOM 202205: 2): [CD5228 TRADITIONAL CHINESE
MEDICINE — RHEUM PALMATUM, RHEUM TANGUTICUM, AND RHEUM
OFFICINALEROOT AND RHIZOME]

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD5228 Traditional Chinese
Medicine — Rheum palmatum, Rheum tanguticum, and Rheum officinale root and
rhizome [PLs: Mei WEI / Thomas FRIEDEMANN] be revised by updating the version of
Japanese Pharmacopoeia in the Bibliography and then proceed to DIS ballot.

CD7177 Traditional Chinese Medicine — Coptis chinensis and Coptis japonica rhizome
[PLs: Fan HE / Edmund LUI / Yin XIONG / Mei WANG] (N638-640) (&7 1Y)
PLDOOE VU Téh % Dr. Fan HE 28 CD B ZEDO#ER 2 Bt &7 DIS IZOWTHEEIT D
L L biZ, Dr. HE OB D ¥ (Guangdong Provincial Hospital of Chinese Medicine 7>
© The Second Affiliated Hospital of Guangzhou University of Chinese Medicine ~Z% 5)
ZONWTHHEDR DTz, AFTONTIE, ZFEANC PL 57205 AAMIC DIS RICEHT 5
HZhbol-7od, BRI GFRNZ T A 2 hZIRH UEESNSEA ThH - 72, Fik TlE.
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HA)>51%, Bibliography @ JP O % &+ /\KIEIZEH T 5805, HLANEIToT,
oM, MEND HERITR S, AT DIS #EICHET 2 L A RE ST,

[meeting report (N700)]

CD7177 Traditional Chinese Medicine — Coptis chinensis and Coptis japonica rhizome
[PLs: Fan HE / Edmund LUI / Yin XIONG / Mei WANG] (N638-640)

Dr. Fan HE, one of the Project Leaders, presented this project. The project responded to
all comments collected from CD ballot and prepared DIS by revising the draft in line
with these comments. Dr. HE also reported that her affiliation has been changed to
Guangdong Provincial Hospital of Chinese Medicine / The Second Affiliated Hospital of
Guangzhou University of Chinese Medicine. She reported this project and will develop
this project further with her new affiliation. The following points were discussed
further:

- The version of Japanese Pharmacopoeia in the Bibliography.

After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD7177
Traditional Chinese Medicine — Coptis chinensis and Coptis japonica rhizome [PLs:
Fan HE / Edmund LUI/ Yin XIONG / Mei WANG] be revised by updating the version of
Japanese Pharmacopoeia in the Bibliography and then proceed to DIS ballot.

AAED recommendation N69IZLL TFTD &£ E0

RECOMMENDATION 229 (ZOOM 202205: 3): [CD7177 TRADITIONAL CHINESE
MEDICINE — COPTIS CHINENSISAND COPTIS JAPONICA RHIZOME
ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that CD7177 Traditional Chinese
Medicine — Coptis chinensis and Coptis japonica rhizome [PLs: Fan HE / Edmund LUI
/ Yin XIONG/ Mei WANG] be revised by updating the version of Japanese
Pharmacopoeia in the Bibliography and then proceed to DIS ballot.

WD9299 Traditional Chinese Medicine —Curcuma Longa rhizome [PLs: Junning ZHAO
/ Mei WANG] (N641-644) (7 =)
PL OUE VD Toh 5 Prof. Mei WANG LV, NP EETORKENOD 2 A 2 ML Lk
FTL7E WD IZOWTHEDRH D | i T,
AANGIL, LFOFRIZOWTH LANEZITY, T ARG,
+ Clause 5,6 ® marker compound (ZFCi 22U T, The sample contains not less than
1.5% of the total content of curcuminoids, namely, bisdemethoxycurcumin (C19H1604),

curcumin (C21H2006) and demethoxycurcumin (C20H1s05), calculated on the basis of
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dried material. Dy ZHIRT 5 (BHIO 24TOHFET) Z &

* Clause 5.8, 5.9, 5.12 OBUEAEIZ DUV TR E O KT 75 O BRI 2 77 3 —3 2 B AEIEIE
THI L

- Clause 5.13 (&4 &) O including % such as (ZEIET 5 Z &

+Clause 5.15 ( _F&{bHi®E) , 5.16 (77 7 hF ) IZBF % 5tik % . should be determined
WCEZDZ L

- Annex D @ Table D.1 [ZFL#E D JP O HEEEIZE T 2 BIE L EMEICT T Z &

« Annex E (G#k) (22oWT, AU 70D IS 55 (Z“Examples for traditional grades
information for Curcuma longa rhizome” & % A4 "MVEIEET H 2 &

- JP O Z HH\SIEICE#H§5 2 &

72%, Clause 5.9 @ Total ash [ZDWT, A > R/ FHAP)TIX 10%72D T, EIREA
10%ICFT 2 _RE T, ERELIZE Z A, thEOHIEMHE)H R E HEi TS & LT, Prof.
Zhou I[ZHIF T,

Dr. Uthai (# 1) 751, foreign matter O HAEEIZ DWW TRE 1.0% 2 DHVERIRH 0 |
e OFE R, CP 23— 2 3%IMEIET 5 Z LIZHE L7z, Prof. Zhou 72613, Clause
6 Sampling, Clause 7.7, 7.8, 7.9, 7.10 ODF-HHEIZOW T, BEKZO IS TH 5, 1S023723:
2021 Traditional Chinese Medicine — General requirements for herbal raw material and
materia medica % normative reference &35 X 9 iR H -7,

PLEOF#HAZRT, AMIHMEEOD L, CDHEE|ICHTeZ & Lo T,

[meeting report (N700)]

WD9299 Traditional Chinese Medicine —Curcuma Longa rhizome [PLs: Junning ZHAO
/ Mei WANG] (N641-644)

Prof. Mei WANG, one of the Project Leaders, presented this project. The project
responded to all comments collected from NP ballot and prepared WD by revising the
draft in line with these comments. The following points were discussed further:

- The necessity of the Note under Clause 5.6;

- The limit values under Clauses 5.8, 5.9, and 5.12;

- The wording of Clauses 5.13, 5.15, and 5.16;

- The title of Annex E;

- The adoption of ISO 23723:2021 Traditional Chinese Medicine — General
requirements for herbal raw material and materia medica as a normative reference for
Clauses 6, 7.7, 7.8, 7.9, and 7.10;

- The version of Japanese Pharmacopoeia.

After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that WD9299
Traditional Chinese Medicine —Curcuma Longa rhizome [PLs: Junning ZHAO / Mei
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WANG] be revised and then proceed to CD ballot.

The suggested revisions are:

1) to remove the Note under Clause 5.6;

2) to change the limit value under Clause 5.8 to 6.0 %;

3) to change the limit value under Clause 5.9 to 8 %;

4) to change the limit value under Clause 5.12 to 3 %;

5) to change “including” to “such as” in Clause 5.13;

6) to change Clause 5.15 to “The content of sulfur dioxide should be determined”;

7) to change Clause 5.16 to “The content of aflatoxin B1 and total aflatoxins (B1, B2, G1
and G4) should be determined”;

8) to use ISO 23723 as a normative reference for Clauses 6, 7.7, 7.8, 7.9, and 7.10;
9) to change the title of Annex E to “Examples for traditional grades information for
Curcuma longa rhizome”;

10) to update the information related to Japanese Pharmacopoeia in Table D.1;

11) to update the version of Japanese Pharmacopoeia in the Bibliography.

AAfD recommendation NO700)IZLL FD & k0,

RECOMMENDATION 230 (ZOOM 202205: 4): [WD9299 TRADITIONAL CHINESE
MEDICINE — CURCUMA LONGA RHIZOME]

ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that WD9299 Traditional Chinese
Medicine —Curcuma Longa rhizome [PLs: Junning ZHAO / Mei WANG] be revised and
then proceed to CD ballot.

The suggested revisions are:

1) to remove the Note under Clause 5.6;

2) to change the limit value under Clause 5.8 to 6.0 %;

3) to change the limit value under Clause 5.9 to 8 %;

4) to change the limit value under Clause 5.12 to 3 %;

5) to change “including” to “such as” in Clause 5.13;

6) to change Clause 5.15 to “The content of sulfur dioxide should be determined”;

7) to change Clause 5.16 to “The content of aflatoxin B1 and total aflatoxins (B1, B2, G1
and G4) should be determined”;

8) to use ISO 23723 as a normative reference for Clauses 6, 7.7, 7.8, 7.9, and 7.10;

9) to change the title of Annex E to “Examples for traditional grades information for
Curcuma longa rhizome”;

10) to update the information related to Japanese Pharmacopoeia in Table D.1;

11) to update the version of Japanese Pharmacopoeia in the Bibliography.
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N1595 Traditional Chinese medicine — Glycyrrhiza uralensis seeds and seedlings [PL:
Xiaolin LI] (N645-646) (U I VY v OFEF L fEHE)

PL @ Prof. Xiao-Lin LI 232 EZNFIZHOW T 21T > 70, H AN HITAIE] 23th 5%
BWT WG1 TRIEZE7- “shall & should OfEWFFIZBET D5 H A KZ A4 27 [meeting
report N633)IZHES & | AN ERFIHIZA > T %, Clause 5.2.2, 5.2.3, 5.2.4, 5.2.5,
5.2.6, A ONTHESE L SN TV D REERFIH L35 Clause 5.2.7, 5.3.4 [ZDOW T,
shall % should ICEET HLIHF L ANEIToT, 723, Table 1, 2 @ Grading
requirements of the Glycyrrhiza uralensis seedlings/ seeds |Z-2\>C Annex (Informative)
~OBENZFTZ Loy, FRHEICESS T =2 THh Y | AFED (BHY) SR & I3HEE
DRI D HEDOTH D & Prof. Zhou 7% %2, Annex (Informative) ~DRBENIHE S 72,

Hans () 22603, By DL LTHEHENTWL I INAD Y T ANL LTV T
G. inflata ® 3 FEIZDOWT IS BRE TRV L DI AL bR H 0 | PLIT KRB S
TWLDIERIT TN T ThHD LA LT, Heidi () PNMUETEIANA AV T
JIRKHRE SN TWDHE LT, ANA A Y U aagdhd X 5RE L, Heidi 23/ L TAA
ALY OEEDETa Y2y NeT D52 LIl tz, ZOfth, Clause 7.8 @ Fungus
testing {22\ CiL, Requirement DOIEIZ KT D ESRFIHEN ROV DO THIBREN D Z & &7
o7z, ¥7z, Prof. Zhou XV #I3FEF &ML FVENER 1T TH Y . BIZHE L 72
TEZOWTHFE LR T 5L 01 ar s FRdboiz,

U boF#ER T, AMuUdEEODOL, NP HFEICHT e & ol

[meeting report (N700)]

N1595 Traditional Chinese medicine — Glycyrrhiza uralensis seeds and seedlings [PL:
Xiaolin LI] (N645-646)

Project team information:

- Project leader: Prof. Xiaolin LI (National Resource Center for Chinese Materia
Medica, China Academy of Chinese Medical Sciences, P.R. China)

- Team members: Prof. Lanping GUO (National Resource Center for Chinese Materia
Medica, China Academy of Chinese Medical Sciences, P.R. China), Prof. Wenquan
WANG (The Institute of Medicinal Plant Development P.R. China), Dr. Jiyong WANG
(China Traditional Chinese Medicine Co., Ltd P.R. China), Prof. Peisheng MAO (China
Agricultural University PR. China), Ms. Yali HE (National Resource Center for Chinese
Materia Medica, China Academy of Chinese Medical Sciences, PR. China), and Dr.
Yufang PAN (Elion Resources Group, Ltd)

Prof. Xiao-Lin LI, the Project Leader, presented this project. The following points were
discussed:

- The scope and title of the project;
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- The limit value of Clause 5.8;

- The wording of Clauses 5.2.2, 5.2.3, 5.2.4, 5.2.5, 5.2.6, 5.2.7 and 5.3.4;

- The necessity of Clause 7.8;

- The writing style of test requirements and methods.

After discussion, ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO
23975: 7)

ISO/TC249/WG1;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1595 Traditional Chinese medicine
—Glycyrrhiza uralensis seeds and seedlings [PL: Xiaolin LI] be revised and then proceed
to NP ballot.

The suggested revisions are:

1) to include Glycyrrhiza glabra seeds in the scope and change the title to “Traditional
Chinese medicine — Glycyrrhiza uralensis and Glycyrrhiza glabra seeds and seedlings”;
2) to change “shall” to “should” for Clauses 5.2.2, 5.2.3, 5.2.4, 5.2.5, 5.2.6, 5.2.7 and
5.3.4;

3) to change the title of Clause 5.3 to “Glycyrrhiza uralensis seedlings”;

4) to remove Clause 7.8;

5) to change the order of test methods in consistent with the order of the test
requirements;

6) to develop different packaging and storage methods to seeds and seedlings.

AAED recommendation N69NIZLL TFD & F0

RECOMMENDATION 231 (ZOOM 202205: 5): [N1595 TRADITIONAL CHINESE
MEDICINE — GLYCYRRHIZA URALENSIS SEEDS AND SEEDLINGS]
ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO
23975: 7)

ISO/TC249/WG1;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1595 Traditional Chinese medicine —
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Glycyrrhiza uralensis seeds and seedlings [PL: Xiaolin LI] be revised and then proceed
to NP ballot.

The suggested revisions are:

1) to include Glycyrrhiza glabra seeds in the scope and change the title to “Traditional
Chinese medicine — Glycyrrhiza uralensis and Glycyrrhiza glabra seeds and seedlings”;
2) to change “shall” to “should” for Clauses 5.2.2, 5.2.3, 5.2.4, 5.2.5, 5.2.6, 5.2.7 and 5.3.4;
3) to change the title of Clause 5.3 to “Glycyrrhiza uralensis seedlings”;

4) to remove Clause 7.8;

5) to change the order of test methods in consistent with the order of the test
requirements;

6) to develop different packaging and storage methods to seeds and seedlings.

N1596 Traditional Chinese medicine — Glycyrrhiza uralensis, Glycyrrhiza inflata,
and Glycyrrhiza glabra roots and rhizome [PL: Chuan-Zhi KANG] (N647-648) (&>
)

PL 2f8P V. Ms. Ya-Li HE 2381 IS 2RO 217> 72, BANGIEX, TREIZOWNT
EEOH L ANEIT T2,

* Glycyrrhiza uralensis, Glycyrrhiza inflata, Glycyrrhiza glabra ® 3 J£JFFEIZ OV T
REOEWZEIRL, Ko OENERR 22 &

- Clause 5.9 Heavy metals (22 T, including % such as (ZIEET 5 Z &

+ Clause 5.10 Pesticide residues {22V T, The content of pesticide residues shall be
determined. OFLIRITEIET 5 Z &

« Annex A, B, C {22\ T (informative) Oft#zMz 52 &

-Table C.2 @ JP O EHEJEDBULEIZ OV TH A AU DIS5228 # B E T IEMEICFET Z &

-« JP O Z HH\NSIEICE#T 5 2 &

Prof. Goya CHOI (§) 72°5ld. HidGsho b oy v agHE Lz Z A, 50%H3 b [ HERE 72
>72Z &b Clause 3.1 @ definition |2, MfEZ R E L THEDDL L IRENR DT, £
DA, Clause 3.2 Batch ®HIFR, Hans RAUSCH () % Co-PLIZINZ % Z &7 E0vi&im
Sz,

U EOFEHERT, AMHIELEODL, NP &EICHieZ & Lo,

[meeting report (N700)]
N1596 Traditional Chinese medicine — Glycyrrhiza uralensis, Glycyrrhiza inflata, and
Glycyrrhiza glabra roots and rhizome [PL: Chuan-Zhi KANG] (N647-648)

Project team information:
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- Project leader: Prof. Chuanzhi KANG (National Resource Center for Chinese Materia
Medica, China Academy of Chinese Medical Sciences, P.R. China)

- Team members: Prof. Lanping GUO (National Resource Center for Chinese Materia
Medica, China Academy of Chinese Medical Sciences, PR. China), Ms. Yali HE
(National Resource Center for Chinese Materia Medica, China Academy of Chinese
Medical Sciences, P.R. China), Prof. Jian YANG (National Resource Center for Chinese
Materia Medica, China Academy of Chinese Medical Sciences, P.R. China), Prof. Min YE
(Peking University, PR. China), Prof. Haiyan FU (South-Central Minzu University, P.R.
China), Jiyong WANG (China National Traditional Chinese Co.,Ltd., PR. China), Prof.
Guang YANG (National Resource Center for Chinese Materia Medica, China Academy
of Chinese Medical Sciences, P.R. China), and Prof. Xiaolin LI (National Resource
Center for Chinese Materia Medica, China Academy of Chinese Medical Sciences,
P.R. China).

Ms. Ya-Li HE, on behalf of the Project Leader, presented this project. The following
points were discussed:

- The addition of Co-project leader;

- The definition of Clause 3.1;

- The necessity of Clause 3.2;

- The wording and requirements of Clause 5;

- The limit values of heavy metal for Japanese Pharmacopoeia in Table C.1;

- The adoption of ISO 22217 as a normative reference for storage in Clause 9.

After discussion, ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO
23975: 7)

ISO/TC249/WG1;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1596 Traditional Chinese medicine
—Glycyrrhiza uralensis, Glycyrrhiza inflata, and Glycyrrhiza glabra roots and rhizome
[PL: Chuan-Zhi KANG] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to add Hans RAUSCH as a Co-project leader;

2) to change the definition of Clause 3.1 to “dried roots and rhizomes of Glycyrrhiza
uralensis Fisch., Glycyrrhiza inflata Bat or Glycyrrhiza glabra L. (Fam. Fabaceae) and
their hybrids”;
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3) to remove Clause 3.2 batch;

4) to change the description under Clause 5.8 Marker compounds to “The content of
marker compounds, such as liquiritin and glycyrrhizic acid in percentage mass shall be
determined.”;

5) to remove copper from Clause 5.7 Heavy metals;

6) to use ISO 22217 as a normative reference for storage in Clause 9;

7) representative TLC and HPLC chromatogram should be added in Annexes B and C;
8) to include all normative references in Clause 2 Normative references;

9) to add morphological information to differentiate the three species.

AAD recommendation N6ITIZLL FD &£ F 1,

RECOMMENDATION 232 (ZOOM 202205: 6): [N1596 TRADITIONAL CHINESE
MEDICINE - GLYCYRRHIZA URALENSIS, GLYCYRRHIZA INFLATA, AND
GLYCYRRHIZA GLABRA ROOTS AND RHIZOME]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO
23975: 7)

ISO/TC249/WGT;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1596 Traditional Chinese medicine —
Glycyrrhiza uralensis, Glycyrrhiza inflata, and Glycyrrhiza glabra roots and rhizome
[PL: Chuan-Zhi KANG] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to add Hans RAUSCH as a Co-project leader;

2) to change the definition of Clause 3.1 to “dried roots and rhizomes of Glycyrrhiza
uralensis Fisch., Glycyrrhiza inflata Bat or Glycyrrhiza glabra L. (Fam. Fabaceae) and
their hybrids”;3) to remove Clause 3.2 batch;

4) to change the description under Clause 5.8 Marker compounds to “The content of
marker compounds, such as liquiritin and glycyrrhizic acid in percentage mass shall be
determined.”;

5) to remove copper from Clause 5.7 Heavy metals;

6) to use ISO 22217 as a normative reference for storage in Clause 9;

7) representative TLC and HPLC chromatogram should be added in Annexes B and C;

8) to include all normative references in Clause 2 Normative references;
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9) to add morphological information to differentiate the three species.

N1597 Traditional Chinese Medicine — Polygonum multiflorum root [PL: Li YANG]
(N649-650) (W =)

PL @ Prof. Li YANG £ V| FrliEZEIZOW T T,

HANSIE, TRRORIZOWTEIEDHR LANEIT- 72,

+ Foreword {22V T, “boxed value”DFtik735% 5 72 EEXNH W2, KHO IS 2%
BlEET L L

+ Clause 5.3 Moisture {22 T, Annex E O&KEFL#HN D 10%LL T % 14%LL FITEE
THZ &

+ Clause 5.7 Marker compound(s)iZ-2\ T, “The content of marker compounds such
as .. OWITBEETHZ &

+ Clause 5.8 Heavy metals {Z-D\V T, including % such as (ZfEIET 5 Z &

+ Annex B ® TLC @ Figure B.1 ® % 7 —EEH B Z BB IETH 2 &

+ Annex E ® Table E.1 {225\ T JP OEAEOMMEMEL EMEICTHT I &

ZOfi, Co-PL & LT Youngmin KANG (%) & Ying XIE 2B+ 5Z &, v av
DO EMEICET 2 WA BINT 5 2 &7 E03i&am S vz,

PLEOFHEZR T, AMIHMELEODS, NP BE|CHTrZ L L roTz,

[meeting report (N700)]

N1597 Traditional Chinese Medicine — Polygonum multiflorum root [PL: Li YANG]
(N649-650)

Project team information:

- Project leader: Prof. Li YANG (Shanghai University of Traditional Chinese Medicine,
P.R. China)

- Team members: Prof. Youngmin KANG (Herbal Medicine Resources Research Center,
Korea Institute of Oriental Medicine, Korea), Prof. Zhengtao WANG (Institute of
Chinese Materia Medica, Shanghai University of Traditional Chinese Medicine P.R.
China), Prof. Yan SONG (Shanghai Pharmaceutics Holding CO., LTD., P.R. China), Prof.
Hua LI (Guangdong Institute of Drug Control, P.R. China).

Prof. Li YANG, the Project Leader, presented this project. The following points were
discussed:

- The addition of Co-project leaders;

- The wording and requirements of Clause 5;

- The format of TLC chromatogram;
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- The version of Japanese Pharmacopoeia;
- The hepatotoxicity of Polygonum multiflorum root.
After discussion, ISO/TC249/WG1
- agreed that there is a market need and relevance;
- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO
23975: 18)
ISO/TC249/WGT;
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1597 Traditional Chinese Medicine
—Polygonum multiflorum root [PL: Li YANG] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to add Youngmin KANG and Ying XIE as co-project leaders;
2) to add line drawings for decoction pieces in Figure 1;
3) to add the below requirements on the general characteristics as Clause 5.1.
“The following requirements shall be met before sampling.
a) Polygonum multiflorum root shall be clean and free from leave, stem and foreign
matter.
b) The presence of living insects, mouldy fruit and external contaminants which are
visible to the naked eye shall not be permitted.”
4) to change the color TLC chromatogram to a schematic diagram;
5) to change the limit value of Clause 5.3 to 14.0 %;
6) to update the information related to Japanese Pharmacopoeia in Table E.1;

7) to update the version of Japanese Pharmacopoeia in the Bibliography.

AKA:D recommendation (N6IDIZLL FD L B0,

RECOMMENDATION 233 (ZOOM 202205: 7): [N1597 TRADITIONAL CHINESE
MEDICINE — POLYGONUM MULTIFLORUMROOT]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO
23975: 18)

ISO/TC249/WG1;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1597 Traditional Chinese Medicine —
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Polygonum multiflorum root [PL: Li YANG] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to add Youngmin KANG and Ying XIE as co-project leaders;
2) to add line drawings for decoction pieces in Figure 1;
3) to add the below requirements on the general characteristics as Clause 5.1.
“The following requirements shall be met before sampling.
a) Polygonum multiflorum root shall be clean and free from leave, stem and foreign
matter.
b) The presence of living insects, mouldy fruit and external contaminants which are
visible
to the naked eye shall not be permitted.”
4) to change the color TLC chromatogram to a schematic diagram;
5) to change the limit value of Clause 5.3 to 14.0 %;
6) to update the information related to Japanese Pharmacopoeia in Table E.1;

7) to update the version of Japanese Pharmacopoeia in the Bibliography.

N1598 Traditional Chinese Medicine — Cinnamomum cassia cortex [PL: Ting ZHANG]
(N651) (71 &)

PL @ Prof. Ting ZHANG 238#l IS TR EZDOFHM 21T o772, HANLIX, BEIZ WG IZ
e SN =7 4 & 0% (N1200: NGUYEN Thi Phuong Mai and Prof. Jung-Hoon KIM )
L DOREFRMEIZ DWW TEMA R LTz, ZHUTk L, Prof. Jung-Hoon KIM (i) %, &M
DT —=Z 72 EERIZ D X DD WG ZiE TSN il oW T BETFR Thd L RIZE L
oo FMEFERLY 2|ELZMAETILOICHESNH Y, FHEOE, A1, N1200 &
DG Z B L PL HIZRB W THHELZITO 22 L L, PWIREE -7,

[meeting report (N700)]

N1598 Traditional Chinese Medicine — Cinnamomum cassia cortex [PL: Ting ZHANG]
(N651)

Project team information:

- Project leader: Prof. Ting ZHANG (Shanghai University of Traditional Chinese
Medicine, P.R. China)

- Team members: Prof. Hong XU (Shanghai University of Traditional Chinese Medicine,
PR. China), Prof. Xiuming CUI (Kunming University of Science and Technology, P.R.
China), Dr. Mingmei ZHOU (Shanghai University of Traditional Chinese Medicine, P.R.
China), Prof. Ying XU (Shanghai University of Traditional Chinese Medicine, P.R.
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China), Dr. Jianping GAO (Shanghai University of Traditional Chinese Medicine, P.R.
China), Ying LI (Shanghai University of Traditional Chinese Medicine, P.R. China),
Xinyi GU (Shanghai University of Traditional Chinese Medicine, P.R. China),
QixueWANG (Shanghai University of Traditional Chinese Medicine, P.R. China),
Yiming NI (Shanghai University of Traditional Chinese Medicine, P.R. China), Jiawei
FENG (Shanghai University of Traditional Chinese Medicine, P.R. China).

Prof. Ting ZHANG, the Project Leader, presented this project. The following points were
discussed:

- The merging of this project with previously presented same project by NGUYEN Thi
Phuong Mai and Prof. Jung-Hoon KIM (N1200).

After discussion, ISO/TC249/WG1 agreed that N1598 Traditional Chinese Medicine —
Cinnamomum cassia cortex [PL: Ting ZHANG] be remained within WG1 as a PWI for
further development to merge with N1200 Traditional Chinese medicine -
Cinnamomum cassia bark [PLs: NGUYEN Thi Phuong Mai / Jung-Hoon KIM].

AAED recommendation N6IIZLL FTD & E 1,

RECOMMENDATION 234 (ZOOM 202205: 8): [N1598 TRADITIONAL CHINESE
MEDICINE — CINNAMOMUM CASSIA CORTEX]

ISO/TC249/WG1 agreed that N1598 Traditional Chinese Medicine — Cinnamomum
cassia cortex [PL: Ting ZHANG] be remained within WG1 as a PWI for further
development to merge with N1200 Traditional Chinese medicine — Cinnamomum cassia
bark [PLs: NGUYEN Thi Phuong Mai / Jung-Hoon KIM].

24th WG1 2% D Agenda V1.0(N658) Clx, Eftdfth, NWIP N1600 Platycodon

grandiflorus root (N652-654) (f5##iR) ., NWIP N1601 Anemarrhena rhizome (N655-657)

GnfE) O 2 fhOFFHRNS TE SN TOERREA 22 < 2B I13kiE 25th KEEICRFHEL
Llrotlz,

KBS DN T

WD 2 [F10> WG 2551E 2022 47 6/6 M 1) 6/20 & Zoom THAET 5,
RECOMMENDATION 235 (ZOOM 202205: 9): [NEXT MEETINGS]
WGT1 noted that the next two meetings will be held on 6 and 20 June 2022 via Zoom.

ULk
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202247 7 10 A
TERkE « I mAeZ

The 25th Meeting of ISO/TC249/WG1 £756%

H BE: 202246 H 6 H, HAREEM 19:00~22:55 (FEREH 19:00-22:00)

BRE 5 1L  virtual meeting via Zoom

SINER : FAPREREI 774 (205 5 JISC 0D DXGRE 19 4)
ZB210bOBME 174 G, &R, mm. G RE NIl T8 IR, /M,
er AR, Ve, SR, @2, 5. Ei EE. (L0) seummg

BENE

48l . Convener @ Prof. Liang LIU (24> ¥ | Secretary @ Prof. Hua ZHOU (LA T, Prof.
Zhou) NEFRIEE 1T o7, XU OISR TOIL, Prof. Zhou 7> b SN ERF D4,
AT, AREOERISIMBEREET 774 (56, BAR19 4, HIE 35 4(SAC 31
4, WFCMS 4 41), ##[E 8 4) LD L,

FWTARIOT ¥ = Z(NT01)DHEFE D, Prof. Zhou 725 2022 /-5 A 9 HIZ Zoom THH
ff S 477 24th WG 1 meeting LAEDO WGl TO 7 0¥ = 7 ks OEITIRIAS IS S 7z (N704),

6/6 FESIZEBWT WG BIETRITIN TWD IS1E27 Th D, HillEl 24th gL, HiH
23T S 472 IS 13X ISO 22585 Traditional Chinese medicine —Sinomenium acutum stem D7 T,
ZAUA 2022 45 H 12 HIZ publish &7z Z & BNHE ST,

BAE, #ITh o7y 27 M 15H Y, FDIS 27—V 78 15, DIS A7 —Y 73 35, CD
AT —=UNR5D, WD AT —U086D, PWIAT—UN3IDONR, Znon7ayzy b
X 1SO DX A 5T A > CIAFIZHEIT L T\ 5,

BT, BT ORIV CERIT DI,
CD 7450 Traditional Chinese medicine — Pinellia ternata tuber [PL: Jun CHAI] (N661-664) (/>
“ )
PL @ Jun CHAI XV 2021 % 12 A 21 B/ 5 2022 42 A 24 HIZiTHI 7= CD ballot D
RLa Ay h~ORERERE SNz, ZO%, BT TFOa Ay MRishiz;
Kawano) WD Clause 5.1 @ Figure 2 # G ENOLFREA~ZET T 52 L, =PL &K
WD Clauses 5.5 ® “The mass fraction of water-soluble extracts should not be less than
X,0%.” OFtifka “-should be determined” |ZAEHE$ 52 L,  =PL K
Annex E Table E.1 128 % H AR J7(LL T, JP)® microbial contamination ¢ Frlf(%
BEMTHLEEREAND Z &,  =SPLKGH
Bibliography (23 % JP OFE#HiNAE % P18 D H DITIEET S Z &, Rt Annex
E Table E.1 HRIERIIEIE,  =PL KGH
Shibata) WD Clause 5.1 @ Figure 2 (%A RA 7 —L%& Aivd Z &, =PLAKE
H.CHOI) WD Clause 4 ® Figure 1 DR & X O 2 EFESIZH| LEET 5 Z &, =PL &k
Z OO RIT7e <. AL DIS ballot (Zi#ETe Z & 23RE Sz,
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[meeting report (N706)]
CD 7450 Traditional Chinese medicine — Pinellia ternata tuber [PL: Jun CHAI] (N661-664)
Dr. Jun CHAI, the Project Leader, presented this project. The project responded to all comments
collected from CD ballot and prepared DIS by revising the draft in line with these comments. The
following points were discussed further:
- The accuracy of definitions and avoiding circular definition;
- The quality and type of Figures 1 and 2;
- The wording of Clauses 5.5;
- The version of Japanese Pharmacopoeia in Table E.1 and Bibliography and related information.
After discussion, ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that CD 7450 Traditional
Chinese medicine — Pinellia ternata tuber [PL: Jun CHAI] be revised and then proceed to DIS ballot.
The suggested revisions are:
1) to refine the definitions to a more accurate way;
2) to improve Figure 1 by adding more details to the tuber;
3) to change Figure 2 to a line drawing;
4) to add the below requirements on the general characteristics as Clause 5.1:
“The following requirements shall be met before sampling.
a) Pinellia ternata tuber shall be clean and free from fibrous roots and foreign matter.
b) The presence of living insects, mouldy tuber and external contaminants which are visible to the
naked eye shall not be permitted.”
5) to change “should not be less than X,0 %” in Clause 5.5 to “should be determined”;
6) to add a note “these values are informative” for the microbial contamination of JP in Table E.1;

7) to update the version and description of JP in Table E.1 and Bibliography.

A recommendation (N705)IZLA T D EE D,
RECOMMENDATION 237 (ZOOM 202206: 2): [CD 7450 TRADITIONAL CHINESE
MEDICINE — PINELLIA TERNATA TUBER]
ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that CD 7450 Traditional Chinese medicine —
Pinellia ternata tuber [PL: Jun CHAI] be revised and then proceed to DIS ballot.
The suggested revisions are:
1) to refine the definitions to a more accurate way;
2) to improve figure 1 by adding more details to the tuber;
3) to change figure 2 to a line drawing;
4) to add the below requirements on the general characteristics as Clause 5.1:
“The following requirements shall be met before sampling.

a) Pinellia ternata tuber shall be clean and free from fibrous roots and foreign matter.
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b) The presence of living insects, mouldy tuber and external contaminants which are visible
to the naked eye shall not be permitted.”
5) to change “should not be less than X,0 %” in Clause 5.5 to “should be determined”;
6) to add a note “these values are informative” for the microbial contamination of JP in Table E.1;

7) to update the version and description of JP in Table E.1 and Bibliography.

WD 13615 TRADITIONAL CHINESE MEDICINE — ATRACTYLODES MACROCEPHALA
RHIZOME (N665-668) (¥ 27 ¥ =)
PL @ Zhen-Hao LI &£ ¥ 2021 412 H 13 H*5 2022 43 H 16 HIZ1Ti>4172 NP ballot ™
FER & A A hADRIGRHRE STz, TDOH%, BIITUTOa A A ENT
Kawano) WD Clause 5.6 % “The content of residual sulfur dioxide should be determined.”(Z .
[7 U < Clause 5.9 % “The contents of marker compounds should be determined.”, (Z
BEIE$ 252 &, =Prof. Zhou X ¥ Clause 5.9 (X should @ RifiZ“such as
atractylenolide , atractylenolide ora II I atractylon” Z#iA9 2 L 59 E R HS
WT7K, PL bR,
Annex C Table C.1 ® JP DEEJEOLHNAEZ JPI8S D EBVELET D Z &,
=PL it
J.KIM) Annex B B.5 Figure B.1 |Z atractylenolide II & atractylon O reference standard solution
DI NI AEBNTHI L,
Bibliography ?>[7]? White Powder ZHIfR3 2 Z &,  =DLE 2 & PL 7K
H.CHOI) Clause 4 Figure 1 Key 6 DRELANOHMAHFEICKD HZ &,  =PL K
ZOMOFERIT72 <. AL CD ballot [ZHETe Z & ARE S 4172,

[meeting report (N706)]

WD 13615 Traditional Chinese medicine — Atractylodes macrocephala rhizome [PL:Zhen-Hao
LI] (N665-668)

Dr. Zhen-Hao LI, the Project Leader, presented this project. The project responded to all comments
collected from NP ballot and prepared WD by revising the draft in line with these comments. The
following points were discussed further:

- The necessity of Clause 3.3;

- The description of Figure 1;

- The wording of Clauses 5.6 and 5.9;

- The content of Figure B.1;

- The version of Japanese Pharmacopoeia in Table C.1 and Bibliography and related information.
After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that WD 13615 Traditional

Chinese medicine — Atractylodes macrocephala rthizome [PL: Zhen-Hao LI] be revised and then
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proceed to CD ballot.
The suggested revisions are:
1) to remove Clause 3.3 batch;
2) to use a professional term for Key 6 of Figure 1, such as chrysanthemum patterns;
3) to change the description under Clause 5.6 to “The content of residual sulfur dioxide should be
determined.”;
4) to change the description under Clause 5.9 to “The contents of marker compounds, such as
atractylenolide , atractylenolide ora II Tl atractylon, should be determined.” ;
5) to add atractylenolide Il or atractylon in the typical HPLC chromatograms of reference standard
solution;
6) to update the version and description of JP in Table C.1 and Bibliography and the related information
in Table C.1.

AAED recommendation (N705)IZLL F D &1,

RECOMMENDATION 238 (ZOOM 202206: 3): [WD 13615 TRADITIONAL CHINESE
MEDICINE — ATRACTYLODES MACROCEPHALA RHIZOME)]

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that WD 13615 Traditional Chinese medicine
— Atractylodes macrocephala thizome [PL: Zhen-Hao LI] be revised and then proceed to CD ballot.
The suggested revisions are:

1) to remove Clause 3.3 batch;

2) to use a professional term for Key 6 of Figure 1, such as chrysanthemum patterns;

3) to change the description under Clause 5.6 to “The content of residual sulfur dioxide should be
determined.”;

4) to change the description under Clause 5.9 to “The contents of marker compounds, such as
atractylenolide , atractylenolide ora II T atractylon, should be determined.” ;

5) to add atractylenolide Il or atractylon in the typical HPLC chromatograms of reference standard
solution;

6) to update the version and description of JP in Table C.1 and Bibliography and the related information
in Table C.1.

WD13619 Traditional Chinese medicine — Gardenia jasminoids fruit [PL: Yan-Hong SHI] (N669-
672) ()
PL @ Yan-Hong SHI £ ¥ 2021 412 A 13 H2>5 2022 4 3 H 16 HIZ{TH4172 NP ballot ®
FER & T A bAOFIEHRWE Shic, TOK, BMTUTOa A haans
Kawano) WD Clause 5.6 % “The mass fraction of water-soluble extractives should be determined.”
~MEETHZ L, =PLKGH
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Annex D Table D.1 ® JP OE4AJEOMIZ Note D*Z M A2 L. T2, FEBS
D=2 3 4 (e.g. JP18th) %3 % Z L., Bibliography H{ERITD & 3V EIE
T5HZ L, SPLIKH
Hans) Annex D Table D.1 ® EP O EAJEICH VT, FZHIR LEEAEETSZ L&,
=PL &G
ZOMOERIT/R <. AL CD ballot (2T Z & BSRE I NI,

[meeting report (N706)]

WD13619 Traditional Chinese medicine — Gardenia jasminoids fruit [PL: Yan-Hong SHI]
(N669-672)

Dr. Yan-Hong SHI, the Project Leader, presented this project. The project responded to all comments
collected from NP ballot and prepared WD by revising the draft in line with these comments.

The following points were discussed further:

- The wording of Clause 5.6;

- The content of Table D.1;

- The version of Japanese Pharmacopoeia in Table D.1 and Bibliography and related information.
After discussion, ISO/TC249/WGT agreed to recommend to ISO/TC249 that WD13619 Traditional
Chinese medicine — Gardenia jasminoids fruit [PL: Yan-Hong SHI] be revised and then proceed to CD
ballot.

The suggested revisions are:

1) to change the description under Clause 5.6 to “The mass fraction of water-soluble extractives should
be determined.”;

2) to add the version of each pharmacopoeia in Table D.1;

3) to correct the limited value of heavy metals for EP in Table D.1;

4) to delete the information of copper in Table D.1.

AAF:D recommendation (NO705)IZLL FD L F 0,

RECOMMENDATION 239 (ZOOM 202206: 4): [WD13619 TRADITIONAL CHINESE
MEDICINE — GARDENIA JASMINOIDS FRUIT]

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that WD13619 Traditional Chinese medicine
— Gardenia jasminoids fruit [PL: Yan-Hong SHI] be revised and then proceed to CD ballot.

The suggested revisions are:

1) to change the description under Clause 5.6 to “The mass fraction of water-soluble extractives should
be determined.”;

2) to add the version of each pharmacopoeia in Table D.1;

3) to correct the limited value of heavy metals for EP in Table D.1;

4) to delete the information of copper in Table D.1.
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N1601 Traditional Chinese medicine — Anemarrhena rhizome [PL: Dan ZHANG](N655-657)
(FE)
PL @ Dan ZHANG (ZfH ¥V Lei WANG £V 7'ry =7 O R, BRI, WA, K
DHNAENIE ST, TDO%K, UToaxr bpshlc;
Prof. Zhou) 1 DODEFE 721IHEkA S 1 4D PL LANEH TE 72 /2%, Yun-hui SHEN &
Dan ZHANG O EH 573 PL M L7z, =PL I% Dan ZHANG
Hans) fEERAKY OERICH W 28T, KV IO &N O E Ly, HPLC-ELSD
DITEFIZEERE T 572 613D,
Kawano) WD Clause 3.2 @ Tablel £ & TEXEHIBRT S Z &,
Clause 4 IZH D A KL &2 THIBRT 52 &,
Clause 5.5 % “The content of moisture in percentage mass should be determined.”{Z
Clause 5.10 @ shall % should [ZEIET 5 Z &,
Annex C Table C.1 ® JP DEEJEDOFLHMNEZEE L. & RITHBAHRAINE
9% Z &, Bibliography HAERTO B VIEIET D2 &, =PL K
ZOMOFERIE72 < AL NP ballot (ZHETe 2 & 30 E STz,

[meeting report (N706)]

N1601 Traditional Chinese medicine — Anemarrhena rhizome [PL: Dan ZHANG](N655-657)
Project team information:

- Project leader: Prof. Dan ZHANG (Hebei University of Chinese Medicine, P.R. China)

- Team members: Prof. Yun-hui SHEN (Shanghai University of Chinese Medicine, P.R. China), Prof.
Yu-Guang ZHENG (Hebei Chemical and Pharmaceutical College, P.R. China), Prof. Hua ZHOU
(Guangdong Provincial Hospital of Chinese Medicine, P.R. China), Prof. Tong ZHANG (Shanghai
University of Chinese Medicine, P.R. China), Prof. Lan-ping Guo (Chinese Medicine Resource Center,
China Academy of Chinese Medical Sciences, P.R. China), Prof. Yi-Xin ZHANG (Hebei University
of Chinese Medicine, P.R. China), Dr. Yue DING (Shanghai University of Chinese Medicine, P.R.
China), Dr. Long GUO (Hebei University of Chinese Medicine, P.R. China), Mr. Gen-Lai KOU
(Anguo City Traditional Chinese Medicine Expo Park Management Co., Ltd. , P.R. China), Mr. Zhen-
Xing HU (Anguo City Traditional Chinese Medicine Expo Park Management Co., Ltd., P.R. China),
and Dr. Lei WANG (Hebei University of Chinese Medicine, P.R. China)

Dr. Lei WANG, on behalf of the Project Leader, presented this project. The following points were
discussed:

- The project leader;

- The necessity of two methods for marker compounds;

- The wording of title and the Clauses 3.2, 4, 5.5, and 5.10;
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- The content of Table C.1;
- The version of Japanese Pharmacopoeia in Table C.1 and Bibliography and related information.
After discussion, ISO/TC249/WG1
- agreed that there is a market need and relevance;
- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975:47) in
ISO/TC249/WG1,
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1601 Traditional Chinese medicine —Anemarrhena
rhizome [PL: Dan ZHANGT] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to change the title to “Traditional Chinese medicine — Anemarrhena asphodeloides rhizome”;
2) to remove Clause 3.2 maker compounds;
3) to remove Pinyin names in Clause 4 and Figure 1;
4) to change the description under Clause 5.5 to “The content of moisture in percentage mass should
be determined.”;
5) to change “shall” to “should” in Clause 5.10;
6) to update the version and description of JP in Table C.1 and Bibliography and the related information
in Table C.1;

7) to add the version of each pharmacopoeia in Table C.1.

AAH:D recommendation (N705)IZLAF D &0,

RECOMMENDATION 240 (ZOOM 202206: 5): [N1601 TRADITIONAL CHINESE
MEDICINE — ANEMARRHENA RHIZOME]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 47) in
ISO/TC249/WGl,;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1601 Traditional Chinese medicine —Anemarrhena
rhizome [PL: Dan ZHANG] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to change the title to “Traditional Chinese medicine — Anemarrhena asphodeloides rhizome”;

2) to remove Clause 3.2 maker compounds;

3) to remove Pinyin names in Clause 4 and Figure 1;

4) to change the description under Clause 5.5 to “The content of moisture in percentage mass should
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be determined.”;
5) to change “shall” to “should” in Clause 5.10;
6) to update the version and description of JP in Table C.1 and Bibliography and the related information
in Table C.1;

7) to add the version of each pharmacopoeia in Table C.1.

N1600 Traditional Chinese Medicine — Platycodon grandiflorus root [PL: Lan LAN](N652-654)
(FFxav)
PL ® LanLAN £V 7w ¥ =7 bOfs, B, WA, EEVFIEONERH]E Sz, £
D, LLFDOax»r MR ENT
Kawano) Introduction DB DFLEAARTERTH D | FHI S IS (2> TIELE
THZ L,
Clause 5.11 % “The contents of sulfur dioxide should be determined.”|ZfEIET 5 Z &,
Annex E Table E.1 @ JP DEEJEDOFLLHNELEET HZ &,  =PLIKH
Hans) Annex E Table E.1 ® EP OEAE{BOLHANEEZEIETHZ &, =PL KM
Prof. Zhou) [F] U TableE.1 (24 &7 D355l 23295 Z &, Bibliography HERTD & 30
BIET L5, =SPLKH
YKANG) LfiAl—oD7 vy =2 e LTV izi#E O Youngmin KANG % Co-PL T
Mx%Z &, =PLK#
ZOMOE RIEA < AL NP ballot (ZH#ETe 2 & 23R E S L7z,

[meeting report (N706)]

N1600 Traditional Chinese Medicine — Platycodon grandiflorus root [PL: Lan LAN](N652-654)
Project team information:

- Project leader: Dr. Lan LAN (Shanghai Institute for Food and Drug Control, P.R. China)

- Team members: Prof. Shen JI (Shanghai Institute for Food and Drug Control, P.R. China), Ms.
Xiuhong MAO (Shanghai Institute for Food and Drug Control, P.R. China), Ms. Qing HU (Shanghai
Institute for Food and Drug Control, P.R. China), Mr. Shui MIAO (Shanghai Institute for Food and
Drug Control, P.R. China), and Dr. Heng ZHOU (Shanghai Institute for Food and Drug Control, P.R.
China).

Dr. Lan LAN, the Project Leader, presented this project. The following points were discussed:

- The necessity of Clause 3.2 and Annex A;

- The wording and requirements of Clause 5;

- The adoption of ISO 23723:2021 as a normative reference for Clause 7.3 moisture, Clause 7.4 total
ash, and Clause 7.5 acid-insoluble ash;

- The version of Japanese Pharmacopoeia in Table E.1 and Bibliography and related information;
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- The addition of Co-project leader.
After discussion, ISO/TC249/WG1
- agreed that there is a market need and relevance;
- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975:40) in
ISO/TC249/WGl,;
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1600 Traditional Chinese Medicine —Platycodon
grandiflorus root [PL: Lan LAN] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to remove Clause 3.2 marker compound;
2) to add the below requirements on the general characteristics as Clause 5.1.
“The following requirements shall be met before sampling.
a) Platycodon grandiflorus root shall be clean and free from leave, stem and foreign matter.
b) The presence of living insects, mouldy roots and external contaminants which are visible to the
naked eye shall not be permitted.”
3) to change the description under Clause 5.11 to “The contents of sulfur dioxide should be
determined.”;
4) to use ISO 23723:2021 as a normative reference for Clause 7.3 moisture, Clause 7.4 total ash, and
Clause 7.5 acid-insoluble ash;
5) to remove Annex A;
6) to update the version and description of JP in Table E.1 and Bibliography and correct the limited
values of heavy metal for JP and EP in Table E.1;
7) to add Youngmin KANG as Co-PL.

A recommendation (N705)IZLA T D EFE D,

RECOMMENDATION 241 (ZOOM 202206: 6): [N1600 TRADITIONAL CHINESE
MEDICINE - PLATYCODON GRANDIFLORUS ROOT]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 40) in
ISO/TC249/WG1,

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1600 Traditional Chinese Medicine —Platycodon
grandiflorus root [PL: Lan LAN] be revised and then proceed to NP ballot.

The suggested revisions are:
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1) to remove Clause 3.2 marker compound;
2) to add the below requirements on the general characteristics as Clause 5.1.
“The following requirements shall be met before sampling.
a) Platycodon grandiflorus root shall be clean and free from leave, stem and foreign matter.
b) The presence of living insects, mouldy roots and external contaminants which are visible to the
naked eye shall not be permitted.”
3) to change the description under Clause 5.11 to “The contents of sulfur dioxide should be
determined.”;
4) to use ISO 23723:2021 as a normative reference for Clause 7.3 moisture, Clause 7.4 total ash, and
Clause 7.5 acid-insoluble ash;
5) to remove Annex A;
6) to update the version and description of JP in Table E.1 and Bibliography and correct the limited
values of heavy metal for JP and EP in Table E.1I;
7) to add Youngmin KANG as Co-PL.

N1599 Traditional Chinese medicine — Sophora flavescens root [PL: Kyungjin LEE](N673-674)
(Zvv)

PL ® Kyungjin LEE (ZfX#> > C Sujin Shin XV 7m =7 bOW 5, NENHSE ST,
% D1, Mr. Hans & Dr. Kawano 7> % Annex C Table C.1 D45 [E J&) 5 OFLE NI DWW TEILE
RO D A BRI ESIZA, Prof. Zhou 7> b FERERFIED Yo T AEMN D 20 0370 T —
FDIRSITNRNTZ0 PWIHCHE LIZBIs A by, JEREB LU PLI3AGHE LT,

[meeting report (N706)]

N1599 Traditional Chinese medicine — Sophora flavescens root [PL: Kyungjin LEE](N673-674)
Project team information:

- Project leader: Prof. Kyungjin LEE (Department of Herbal pharmacology, College of Korean
Medicine, Kyung Hee University, Seoul, Republic of Korea)

- Team members: Ms. Sujin SHIN (Department of Herbal pharmacology, College of Korean
Medicine, Kyung Hee University, Seoul, Republic of Korea).

Ms. Sujin SHIN, on behalf of the Project Leader, presented this project. The following points were
discussed:

- The experiments to support the standard and to justify the requirements are inadequate;

- The sample number and representativeness;

- The correctness of information on heavy metals and pesticide residues in Tables C.2 and C.3.
After discussion, ISO/TC249/WG1 agreed that N1599 Traditional Chinese medicine —Sophora
flavescens root [PL: Kyungjin LEE] remain within WG1 as a PWI for further development by
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collecting enough (at least 20 for each location) representative samples and conducting necessary tests

for justifying the requirements in line with ISO directives, and recent published standards such as ISO

22586 can be taken as a reference.

A3 recommendation (N705)IZLA T D &V,

RECOMMENDATION 242 (ZOOM 202206: 7): [N1599 TRADITIONAL CHINESE
MEDICINE - SOPHORA FLAVESCENS ROOT]

ISO/TC249/WG1 agreed that N1599 Traditional Chinese medicine — Sophora flavescens root [PL:
Kyungjin LEE] remain within WG1 as a PWI for further development by collecting enough (at least
20 for each location) representative samples and conducting necessary tests for justifying the
requirements in line with ISO directives, and recent published standards such as ISO 22586 can be

taken as a reference.

N1602 Traditional Chinese medicine — Crocus sativus stigma [PL: Jin PEI] (N675-676) (%7 5
¥)
PL @ Jin PELIZfRD Y Jie YAN LV 7o v=2 FoWg, AR SRR, BT —4 .
AUN=REE SN, TD%, LToa Ay hpHaShie;
Kawano) Clause 5.3 Fig.2 Z G ENOLMREICEET5HZ &,
Clause 4 Figurel 73 ISO 3632 L [FI UHRE TH A7, BOEDIZERTHZ &,
Clause 5.9b) & o)ZHIRT HZ &,
Clause 5.10 % “The content of ethanol-soluble in percentage mass should be
determined.” |ZIEETH T &,
Bibliography HERTD & B VEIET HZ &,  =PL K
JKIM) Annex C Figure C.1 D 1 & 3 DIEER D E— 72T XNV EfHT 5 2 &,
Annex ETable E.1 D KP #fEIEL 123252 L, =PL &K
H.CHOI) Clause 4 Figure 1 B ™ 1.aerial part & 2.non-aerial part D&V, XA F ML M
ERODOT, MEAERIKDDHZ L, SPLAKGH
iz, A/ 2 & LTHRICHEFI ST 2 IS0 3632 & DWW A BIREICT 2 L 2 B RS H
S#u, Scope ([ZIBFLT D Z & 3RO AL, AT NP ballot IZH#Te Z & ANRIE STz,

[meeting report (N706)]

N1602 Traditional Chinese medicine — Crocus sativus stigma [PL: Jin PEI] (N675-676)

Project team information:

- Project leader: Prof. Jin PEI (Chengdu University of Traditional Chinese Medicine, P.R. China)

- Team members: Prof. Cheng PENG (Chengdu University of Traditional Chinese Medicine, P.R.
China), Dr. FU-NENG GENG (Sichuan Good Doctor Pharmaceutical Group Co., Ltd. , P.R. China),
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Prof. Sarah HOOK (University of Otago), Dr. Zhao GENG (Chengdu Institute Food and Drug Control),
Dr. Jie YAN (Chengdu University of Traditional Chinese Medicine, P.R. China), Tao ZHOU (Chengdu
University of Traditional Chinese Medicine, P.R. China), Ms. Yong-Mei SHEN (Sichuan Good Doctor
Pharmaceutical Group Co., Ltd. , P.R. China), Ms. Xue QIU (Chengdu University of Traditional
Chinese Medicine, P.R. China), Ms. Rui WANG (Chengdu University of Traditional Chinese Medicine,
P.R. China), Ms. Wei-Jing YANG (Chengdu University of Traditional Chinese Medicine, P.R. China),
and Ms. Jin TAN (Sichuan Good Doctor Pharmaceutical Group Co., Ltd. , P.R. China)
Dr. Jie YAN, on behalf of the Project Leader, presented this project. The following points were
discussed:
- The description of the Scope;
- The quality of Figures 1 and 2;
- The necessity of Clauses 3.2 and 3.3;
- The wording of Clauses 5.9, 5.10;
- The adoption of ISO 23723:2021 as a normative reference for Clause 6 Sampling, Clause 7.3
moisture, Clause 7.4 total ash, Clause 7.5 acid-insoluble ash, and Clause 7.8 ethanol-soluble extract;
- The contents of Figures C.1;
- The difference between this document and the published standards, i.e.: ISO 3632-1:2011 Spices
— Saffron (Crocus sativus L.) — Part 1: Specification and ISO 3632-2:2010 Spices — Saffron
(Crocus sativus L.) — Part 2: Test methods;
- The version of Japanese Pharmacopoeia and Korean Pharmacopoeia in Table E.1 and Bibliography
and related information.
After discussion, ISO/TC249/WG1
- agreed that there is a market need and relevance;
- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 53) in
ISO/TC249/WGl1,;
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1602 Traditional Chinese medicine —Crocus sativus
stigma [PL: Jin PEI] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to change the description under Clause 1 Scope “This document specifies minimum requirements
and test methods for Crocus sativus stigma which is derived from the Crocus sativus L for medicinal
use. It is applicable to Crocus sativus stigma that is sold and used as natural medicines in international
trade, including Chinese materia medica and decoction pieces.”;
2) to remove Clauses 3.2 and 3.3;
3) to replace Figure 1 with a new one;

4) to change Figure 2 to a line drawing;
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5) to change the description under Clause 5.9 to “The contents of marker compounds should be
determined.”
6) to use ISO 23723:2021 as a normative reference for Clause 6 Sampling, Clause 7.3 moisture, Clause
7.4 total ash, Clause 7.5 acid-insoluble ash, and Clause 7.8 ethanolsoluble extract;
7) to add label for marker compound peak in Figure C.1;
8) to delete Annex D;
9) to update the version and description of JP in Table E.1 and Bibliography;
10) to update KP version to 12th.

A4 D recommendation (N705)IZLLF D L0,

RECOMMENDATION 243 (ZOOM 202206: 8): [N1602 TRADITIONAL CHINESE
MEDICINE — CROCUS SATIVUS STIGMA]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 53) in
ISO/TC249/WGT;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1602 Traditional Chinese medicine — Crocus sativus
stigma [PL: Jin PEI] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to change the description under Clause 1 Scope “This document specifies minimum requirements
and test methods for Crocus sativus stigma which is derived from the Crocus sativus L for medicinal
use. It is applicable to Crocus sativus stigma that is sold and used as natural medicines in international
trade, including Chinese materia medica and decoction pieces.”;

2) to remove Clauses 3.2 and 3.3;

3) to replace Figure 1 with a new one;

4) to change Figure 2 to a line drawing;

5) to change the description under Clause 5.9 to “The contents of marker compounds should be
determined.”

6) to use ISO 23723:2021 as a normative reference for Clause 6 Sampling, Clause 7.3 moisture, Clause
7.4 total ash, Clause 7.5 acid-insoluble ash, and Clause 7.8 ethanol-soluble extract;

7) to add label for marker compound peak in Figure C.1;

8) to delete Annex D;

9) to update the version and description of JP in Table E.1 and Bibliography;

10) to update KP version to 12th.
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WEIZFHEITONT

RO WG 2% 2022 4 6 H 20 HIZ Zoom TRM#ET 5,
RECOMMENDATION 244 (ZOOM 202206: 9): [NEXT MEETINGS]
WGT1 noted that the next meeting will be held on 20 June 2022 via Zoom.

Uk
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The 26th Meeting of ISO/TC249/WG1 £356%

H BE 2022426 H 20 H, HAKEH 19:00~23:25 (FERFH 19:00-22:00)

BRE 5 1L  virtual meeting via Zoom

SINER : FAPREREI 774 (205 5 JISC 0D DXGRE 19 4)
ZB210bOBME 174 G, &R, mm. G RE NIl T8 IR, /M,
er AR, Ve, SR, @2, 5. Ei EE. (L0) seummg

BN

A [El% Convener @ Prof. Liang LIU (28400 | Secretary @ Prof. Hua ZHOU (LL'F, Prof.
Zhou) NEFEIEE Z1To72, XU OISR TOIL, Prof. Zhou 7> b SN ERF D4
HINIEEN T, S2FEOFRBINBEERIT 744 (9B, BAR 194, [E 33 £4(SAC 28
4, WECMS 5 4), ®&E74) LDz &,

HWTARIOT ¥ = ¥ (NT02) DGR D, Prof. Zhou 7> 5 2022 45 6 H 6 HIZ Zoom CTBA
fl S 72 25th WG 1 meeting LA DO WG1 TO 7 0¥ = 7~ OEIRIRI A S 7= (N708),

6/20 B 523V T WG B TRIT STV 5 IS 1 25th WG1 meeting LA L IEL 27 T

VHEETTO T Y 2 MEEFE AT UL EDLRY, ZhboTuY s M

ISO DX A LT A 2 TIERIZHEIT LTS,

T, LUF OB OV Tl T i,
WD 5076 Traditional Chinese medicine — Angelica dahurica root [PL: Long GUO] (N683-686)
(Ex 27 v)
PL ® Long GUO (Zft# > T Dr. Lei WANG £V, 2021 412 A 11 H/)»5 202243 H 14
(2474172 NP ballot DFER & 2 A 2 b ~OXFISRHRE STz, £ D%, BINTLL T =
A MR Eh
Kawano) WD Clause 5.5 @ limit value % 7.0%~ZH 35 Z &, =PL &
WD Clauses 5.10 @ “should not be less than 0,08% (w/w)” % “-should be determined”
ICEES 5L,  =SPLIAKH
Annex C Table C.1 128 % HAIEF T (LLF, JP)D Identification % T L C22H 24
RBRICER T 52,  =PLKH
Bibliography (Z& % JP OFEHEINA % JP18 DL DIEIET 5 Z &, A Annex
C Table C.1 BRIFRIZIEIE, =PL K&k
Hans) EP @ Pesticide Residues @%E%‘z%ﬂjz&b 5k, =PLIKH
Z OO RIT7e <. AL CD ballot (Zife Z & ARE STz,

[meeting report (N710)]
WD 5076 Traditional Chinese medicine — Angelica dahurica root [PL: Long GUO] (N683-686)
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Dr. Lei WANG, on behalf of the Project Leader, presented this project. The project responded to all

comments collected from NP ballot and prepared WD by revising the draft in line with these comments.

The following points were discussed further:

- The limit values of Clause 5.3;

- The wording of Clause 5.10;

- The version of all pharmacopoeia in Table C.1 and Bibliography and related information.

After discussion, [ISO/TC249/WG1 agreed to recommend to ISO/TC249 that WD 5076 Traditional
Chinese medicine — Angelica dahurica root [PL: Long GUO] be revised and then proceed to CD ballot.
The suggested revisions are:

1) to change the limit value from 5,0% to 7,0% in Clause 5.3;

2) to change “should not be less than 0,08% (w/w)” to “should be determined” in Clause 5.10;

3) to update the identification method for JP in Table C.1;

4) to update the information about pesticide residues for EP in Table C.1;

5) to add the version for all pharmacopoeias in Table C.1.

AAH:D recommendation (N709)[ZLL F D &0,

RECOMMENDATION 246 (ZOOM 202206: 11): [WD 5076 TRADITIONAL CHINESE
MEDICINE - ANGELICA DAHURICA ROOT]

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that WD 5076 Traditional Chinese medicine —
Angelica dahurica root [PL: Long GUO] be revised and then proceed to CD ballot.

The suggested revisions are:

1) to change the limit value from 5,0% to 7,0% in Clause 5.3;

2) to change “should not be less than 0,08% (w/w)” to “should be determined” in Clause 5.10;

3) to update the identification method for JP in Table C.1;

4) to update the information about pesticide residues for EP in Table C.1;

5) to add the version for all pharmacopoeias in Table C.1.

WD 5106 Traditional Chinese medicine — Polygala tenuifolia and Polygala sibirica root [PL: Jiao-
Yang LUO] (N687-690) (F > %)
PL @ Jiao-Yang LUO £ ¥ 2021 4F 12 A 11 H225 2022 43 H 6 HIZ{TH4L72 NP ballot D
fER L A bAOTIER WA STz, ZO%, BIITU RO X A S
Kawano) WD Clause 5.9 @ shall % should (ZfE1E$ 5 Z &,  =PL 7Kk,
Annex C Table C.1 DEAED JP OHIZ B ROREMABLT 52 &,
=PL 7Kt
JKIM) Annex B B.6 Figure B2 ([ZIZH v P NVEIRO 7 v~ 5 75 L5031 D LNRWAS, B
YTME2FEHLDT, /e~ T AL 208ED T L,
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[meeting report (N710)]

WD 5106 Traditional Chinese medicine — Polygala tenuifolia and Polygala sibirica root [PL: Jiao-
Yang LUO] (N687-690)

Dr. Jiao-Yang LUO, the Project Leader, presented this project. The project responded to all comments
collected from NP ballot and prepared WD by revising the draft in line with these comments. The
following points were discussed further:

- The wording of Clause 5.9;

- The chromatograms of both species;

- The version and related information of JP, EP and KP in Table C.1.

After discussion, [SO/TC249/WG1 agreed to recommend to ISO/TC249 that WD 5106 Traditional
Chinese medicine — Polygala tenuifolia and Polygala sibirica root [PL: Jiao-Yang LUO] be revised
and then proceed to CD ballot.

The suggested revisions are:

1) to change “shall” to “should” in Clause 5.9;

2) to add HPLC chromatograms for both samples of Polygala tenuifolia and Polygala sibirica,

3) to update the information of loss on drying for KP, the information about Arsenic and the version

for JP in Table C.1.

AAH:D recommendation (N709)[ZLLF D L0,

RECOMMENDATION 247 (ZOOM 202206: 12): [WD 5106 TRADITIONAL CHINESE
MEDICINE — POLYGALA TENUIFOLIA AND POLYGALA SIBIRICA ROOT]
ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that WD 5106 Traditional Chinese medicine —
Polygala tenuifolia and Polygala sibirica root [PL: Jiao-Yang LUO] be revised and then proceed to
CD ballot.

The suggested revisions are:

1) to change “shall” to “should” in Clause 5.9;

2) to add HPLC chromatograms for both samples of Polygala tenuifolia and Polygala sibirica;

3) to update the information of loss on drying for KP, the information about Arsenic and the version

for JP in Table C.1.

N1603 Traditional Chinese medicine — Epimedium Herb [PL: Hang Hubert YIN] (N677-678) (A
yavRT)
PL ® Hang Hubert YIN XV 7'm v =7 bR, BRY, &HE, SHEEUFIEORNRENHRE S
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Clause5.7 D% A kL% Marker Compound (Z2& &, 23 % “The contents of marker
compound, such as icariin should be determined.”|ZfE1ET % = &,  =PL &K
Prof. Zhou) "[EHEM TIFIEED L METHNL T, BIEMEET O EP b 2 2 B 5 RIAZ
7205, JP & KP 3 B E D Z & 720D T, Clause3 DfR 5 Bl% “the terrestrial
part or leave of (22X 72V,  =PL KR
ZOMOERIT <. AUEIE NP ballot (ZH#ETe = & MARE ST,

[meeting report (N710)]

N1603 Traditional Chinese medicine — Epimedium Herb [PL: Hang Hubert YIN] (N677-678)
Project team information:

- Project leader: Prof. Hang Hubert YIN (Institute for Chinese Materia Medica, Tsinghua University,
P.R. China)

Prof. Hang Hubert YIN, the Project Leader, presented this project. The following points were
discussed:

- The title of the document and Clause 5.7;

- The necessity of two methods for marker compounds;

- The wording of the Clauses 3, and 5.7;

- The quality of picture for Epimedium koreanum Nakai in Figure 1;

- The limit value of Clause 5.2.

After discussion, ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975:55) in
ISO/TC249/WG1,;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1603 Traditional Chinese medicine —Epimedium Herb
[PL: Hang Hubert YIN] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to change the title to “Traditional Chinese medicine — Epimedium brevicornu, Epimedium
sagittatum, Epimedium pubescens, and Epimedium koreanum herb”;

2) to change description of “the terrestrial part of” to “the terrestrial part or leave of” in Clause 3;

— 233 —

'H



'

20227 H 24 H
VERRE « IWORBZE
3) to improve the quality of picture for Epimedium koreanum Nakai in Figure 1;
4) to change the limit value from 8,0% to 8,5% in Clause 5.2;
5) to change the title of Clause 5.7 to “Marker compound”;
6) to change the description under Clause 5.7 to “The contents of marker compound, such as icariin

should be determined.”..

A recommendation (NO709)IZLA T D EE D,

RECOMMENDATION 248 (ZOOM 202206: 13): [N1603 TRADITIONAL CHINESE
MEDICINE - EPIMEDIUM HERB]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 55) in
ISO/TC249/WGl;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1603 Traditional Chinese medicine — Epimedium Herb
[PL: Hang Hubert YIN] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to change the title to “Traditional Chinese medicine — Epimedium brevicornu, Epimedium
sagittatum, Epimedium pubescens, and Epimedium koreanum herb”;

2) to change description of “the terrestrial part of” to “the terrestrial part or leave of” in Clause 3;

3) to improve the quality of picture for Epimedium koreanum Nakai in Figure 1;

4) to change the limit value from 8,0% to 8,5% in Clause 5.2;

5) to change the title of Clause 5.7 to “Marker compound”;

6) to change the description under Clause 5.7 to “The contents of marker compound, such as icariin

should be determined.”

N1233 Traditional Chinese medicine — N1233 Carthamus tinctorius flower [PLs: Edmund LUI /
Yin XIONG] (N691-693) (=27 )
PL (% Edmund LUI & Yin XIONG @ 2 A C,YingXIONG £V 7m v =7 FOiss, B,
WD WA, TOMORNENRRE SNz, D%, LLTOa A MAHESNTZ ;
Kawano) WD Clause 5.5 DJK 75 % 18.0%LL FIZIETET 5 Z &,
Clause 5.9 % “The contents of marker compounds, such as flavonoids like
hydroxysafflor yellow A, kaempferol, or hyperoside, should be determined.”|Zf& £~ %
Z &
Clause5.10, 5.11 @ including D142 such as 3B, F£72. Clause5.12 @ shall %
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[meeting report (N710)]

N1233 Traditional Chinese medicine — N1233 Carthamus tinctorius flower [PLs: Edmund LUI /
Yin XIONG] (N691-693)

Project team information:

- Project leader: Prof. Edmund LUI (University of Western Ontario, Canada)

- Co-Project leader: Dr. Yin XIONG (Kunming University of Science and Technology, P.R. China)

- Team members: Prof. Jin PEI (Chengdu University of Traditional Chinese Medicine, China P.R.),
Prof. Mei WANG (SU BioMedicine, The Netherlands), Prof. Hua ZHOU (Guangdong Provincial
Hospital of Chinese Medicine, P.R. China), Porf. Ho-Yong CHOI (Kyung Hee University, Republic
of Korea), Dr. Yu-Feng HUANG (Guangdong Provincial Hospital of Chinese Medicine, P.R. China),
Prof. Xiu-Ming CUI (Kunming University of Science and Technology, P.R. China) and Prof. Bert van
DUIIN (Leiden University, The Netherlands)

Dr. Yin XIONG, one of the Project Leaders, presented this project. The following points were
discussed:

- The background of the project;

- The necessity of Clauses 3.4, 3.5, and 3.6;

- The limit values of Clause 5.3;

- The wording of the Clauses 5.9, 5.10, and 5.11;

- The adoption of ISO 23723:2021 as a normative reference for Clause 6 Sampling, Clause 7.3
moisture, Clause 7.4 total ash, Clause 7.5 acid-insoluble ash, and Clause 7.7 water-soluble extractives;
- The adoption of ISO 22258, ISO 22590, ISO 22217 for Clause 7.10 pesticide residues, Clause 7.11
sulfur dioxide, and Clause 9 storage, respectively;

- The content of Annexes A, E and F;

- The version of JP, EP and KP in Table G.1 and Bibliography and related information.

After discussion, ISO/TC249/WG1
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- agreed that there is a market need and relevance;
- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 31) in
ISO/TC249/WGl,;
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1233 Traditional Chinese medicine —N1233 Carthamus
tinctorius flower [PLs: Edmund LUI / Yin XIONG] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to remove Clauses 3.4, 3.5, and 3.6;
2) to change the limit value of total ash from 15% to 18% in Clause 5.5;
3) to change the description under Clause 5.9 to “The contents of marker compounds, such as
flavonoids like hydroxysafflor yellow A, kaempferol, or hyperoside, should be determined.”;
4) to change “including” to “such as” in Clauses 5.10 and 5.11;
5) touse ISO 23723:2021 as a normative reference for Clause 6 Sampling, Clause 7.3 moisture, Clause
7.4 total ash, Clause 7.5 acid-insoluble ash, and Clause 7.7 water-soluble extractives;
6) to use ISO 22258 as a normative reference for Clause 7.10 pesticide residues;
7) to use ISO 22590 as a normative reference for Clause 7.11 sulfur dioxide;
8) to use ISO 22217 as a normative reference for Clause 9 storage;
9) to remove Annexes B and D;
10) to add TLC and HPLC chromatograms in Annexes A, E and F;
11) to update the version for JP, EP and KP and related information in Table G.1.

RECOMMENDATION 249 (ZOOM 202206: 14): [N1233 TRADITIONAL CHINESE
MEDICINE — CARTHAMUS TINCTORIUS FLOWER]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 31) in
ISO/TC249/WGl,;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1233 Traditional Chinese medicine — N1233 Carthamus
tinctorius flower [PLs: Edmund LUI/ Yin XIONG] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to remove Clauses 3.4, 3.5, and 3.6;

2) to change the limit value of total ash from 15% to 18% in Clause 5.5;

3) to change the description under Clause 5.9 to “The contents of marker compounds, such as

flavonoids like hydroxysafflor yellow A, kaempferol, or hyperoside, should be determined.”;
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4) to change “including” to “such as” in Clauses 5.10 and 5.11;
5) touse ISO 23723:2021 as a normative reference for Clause 6 Sampling, Clause 7.3 moisture, Clause
7.4 total ash, Clause 7.5 acid-insoluble ash, and Clause 7.7 water-soluble extractives;
6) to use ISO 22258 as a normative reference for Clause 7.10 pesticide residues;
7) to use ISO 22590 as a normative reference for Clause 7.11 sulfur dioxide;
8) to use ISO 22217 as a normative reference for Clause 9 storage;
9) to remove Annexes B and D;
10) to add TLC and HPLC chromatograms in Annexes A, E and F;
11) to update the version for JP, EP and KP and related information in Table G.1.

N1604 Traditional Chinese medicine — Dioscorea opposita rhizome [PL: Lin-Nan LI|(N679) (¥
v¥7)

PL @ Lin-Nan Li 1V 7’'m ¥ =2 Fotm, B, WDBIZE, EEMIEONAR#E Sh
2o ZD%, LLFOa Ay RSN

Kawano) NP &ZEEATICMEIE LI2fmHO WD 2[F% 352 L,  =SPLK#
Z OO I <. AL NP ballot (ZHETe Z & 23RE Sz,

[meeting report (N710)]

N1604 Traditional Chinese medicine — Dioscorea opposita rhizome [PL: Lin-Nan LI] (N679)
Project team information:

- Project leader: Dr. Lin-Nan LI (Shanghai University of Traditional Chinese Medicine, P.R. China)
- Team members: Prof. Zheng-Tao WANG (Institute of Chinese Materia Medica, Shanghai
University of Traditional Chinese Medicine, P.R. China), Prof. Li YANG (Institute of Interdisciplinary
Integrative Medicine Research, Traditional Chinese Medicine, P.R. China), and Prof. Gui-Xin CHOU
(Shanghai R&D Center for Standardization of Chinese Medicines, P.R. China).

- Cooperation institutions: Wenxian Agricultural Bureau, Henan Province and Shanghai R&D Center
for Standardization of Chinese Medicines

Dr. Lin-Nan LI, the Project Leader, presented this project. The following points were discussed:

- The content of Figure 1;

- The addition of a general requirement as Clause 5.1;

- The addition of line drawings for the microscopic characteristics;

- The wording of Clause 5.7,

- The adoption of ISO 23723:2021 as a normative reference for Clause 7.3 total ash;

- The type of Figure B.1.

After discussion, ISO/TC249/WG1

- agreed that there is a market need and relevance;
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- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 65) in
ISO/TC249/WGl,;
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1604 Traditional Chinese medicine —Dioscorea opposita
rhizome [PL: Lin-Nan LI] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to add line drawings for the decoction pieces of Dioscorea opposita rhizome in Figure 1;
2) to add the following requirements as Clause 5.1: “The following requirements shall be met before
sampling.
a) Dioscorea opposita thizome shall be clean and free from leave and foreign matter.
b) The presence of living insects, mouldy branch and external contaminants which are visible to the
naked eye shall not be permitted.”
3) to add line drawings for the microscopic characteristics of Dioscorea opposita thizome;
4) to change the description under Clause 5.7 to “The contents of marker compound, such as allantoin
(C4H6N403), should be determined.”
5) to use 1SO 23723:2021 as a normative reference for Clause 7.3 total ash;

6) to change Figure B.1 to a schematic line drawing.

AA:D recommendation (N709)[ZLLF D &0,

RECOMMENDATION 250 (ZOOM 202206: 15): [N1604 TRADITIONAL CHINESE
MEDICINE — DIOSCOREA OPPOSITA RHIZOME]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 65) in
ISO/TC249/WG1,;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1604 Traditional Chinese medicine — Dioscorea opposita
rhizome [PL: Lin-Nan LI] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to add line drawings for the decoction pieces of Dioscorea opposita thizome in Figure 1;

2) to add the following requirements as Clause 5.1: “The following requirements shall be met before
sampling.

a) Dioscorea opposita thizome shall be clean and free from leave and foreign matter.

b) The presence of living insects, mouldy branch and external contaminants which are visible to the

naked eye shall not be permitted.”
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3) to add line drawings for the microscopic characteristics of Dioscorea opposita thizome;
4) to change the description under Clause 5.7 to “The contents of marker compound, such as allantoin
(C4H6N403), should be determined.”
5) to use ISO 23723:2021 as a normative reference for Clause 7.3 total ash;

6) to change Figure B.1 to a schematic line drawing.

N1605 Traditional Chinese medicine — Cinnamomum cassia branch [PL: Tong ZHANG](N680-
681) (A ¥)
PL ® Tong ZHANG (21X > T Yun-Hui SHEN LV 712 =7 O 5, BHAY, WD HEZ,
R ONERRE SN2, Z2O%, UTFOaXr bRHENTT ;
JKIM) WD Annex E. TableE.1 |Z KHP RO 2Nz 5 2 &
WD Clause4 Figure 1 @ 2) O#{HEISREEF 22D TEIET 5 Z &,
Clause 5.5 [IALPICAE RO THIFRY %, =Lk, PLIKGH
Kawano) WD Clause5.10 @ including D% (Z suchas A9 5 Z &,
THM 2Rt 5D T, KHP & [R4RIC Japanese Standard |2 & % Hik& % TableE.1 2
Mz 5z &, =LLE, PLAG
Prof. Zhou 7>& Prof. Wang ~ EP (257 T 3UA S LT % 0MifERS S 472, Prof.Wang D[H]
B, RA Y TIEEFR G ~OWEA T RF DB EATND S DOD EP [T ERENE D L
7eoic, TO#%, AT NP ballot (ZHETe Z & ASURTE S4L72,

[meeting report (N710)]

N1605 Traditional Chinese medicine — Cinnamomum cassia branch [PL: Tong ZHANG] (N680-
681)

Project team information:

- Project leader: Prof. Tong ZHANG (Shanghai University of Traditional Chinese Medicine, P.R.
China)

Ms. Yun-Hui Shen, on behalf of the Project Leader, presented this project. The following points were
discussed:

- The title of Clause 3.1;

- The addition of a general requirement to replace Clause 5.1;

- The addition of line drawings for the microscopic characteristics;

- The wording of Clauses 5.9 and 5.10;

- The adoption of ISO 23723:2021 as a normative reference for Clause 6 Sampling and Clause 7.4
ethanol extractives;

- to update the information for Japanese standard document and KHP in Table E.1;
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After discussion, ISO/TC249/WG1
- agreed that there is a market need and relevance;
- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 73) in
ISO/TC249/WGl,;
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1605 Traditional Chinese medicine —Cinnamomum
cassia branch [PL: Tong ZHANG] be revised and then proceed to NP ballot.
The suggested revisions are:
1) to change the heading of Clause 3.1 to “Cinnamomum cassia branch”;
2) to replace Clause 5.1 with the following requirements: “The following requirements shall be met
before sampling.
a) Cinnamomum cassia branch shall be clean and free from leave and foreign matter.
b) The presence of living insects, mouldy branch and external contaminants which are visible to the
naked eye shall not be permitted.”
3) to change the description under Clause 5.9 to “The contents of marker compound, such as
cinnamaldehyde, should be determined.”
4) to change “including” to “such as” in Clause 5.10;
5) to use ISO 23723:2021 as a normative reference for Clause 6 Sampling and Clause 7.4 ethanol
extractives;
6) to add the information of Cinnamomum cassia branch of Japanese standard document and KHP in
Table E.1;
7) to delete Annex A.

A recommendation (N709)IZLA T D EE D,

RECOMMENDATION 251 (ZOOM 202206: 16): [N1605 TRADITIONAL CHINESE
MEDICINE — CINNAMOMUM CASSIA BRANCH]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 73) in
ISO/TC249/WG1;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1605 Traditional Chinese medicine —Cinnamomum
cassia branch [PL: Tong ZHANG] be revised and then proceed to NP ballot.

The suggested revisions are:

1) to change the heading of Clause 3.1 to “Cinnamomum cassia branch”;
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2) to replace Clause 5.1 with the following requirements: “The following requirements shall be met
before sampling.
a) Cinnamomum cassia branch shall be clean and free from leave and foreign matter.
b) The presence of living insects, mouldy branch and external contaminants which are visible to the
naked eye shall not be permitted.”
3) to change the description under Clause 5.9 to “The contents of marker compound, such as
cinnamaldehyde, should be determined.”
4) to change “including” to “such as” in Clause 5.10;
5) to use ISO 23723:2021 as a normative reference for Clause 6 Sampling and Clause 7.4 ethanol
extractives;
6) to add the information of Cinnamomum cassia branch of Japanese standard document and KHP in
Table E.1;
7) to delete Annex A.

N1620 Traditional Chinese medicine — Survey of Panax Ginseng in terms of industry and
standardization development [PL: Yuan-Dong SHENG] (N694-695) (= 3 #a3)

PL @ Yuan-Dong SHENG 78§86 Z @ TR #2223/ L. PPT MO MN%¥IE Yan-Hong SHI
L0 =r PV ol BEEEOER. DTR ONE, 5% O FEN#RE Shi,

Z D%, HESEEICK T DL RGBT 2 HEEOMIT, RENEITH L TRAE
RABIIH o7z, L L, HIEELAHEY TRICENL THWRNI L= VIR LT
FFEELELZL DA ERH D EDEENG, WG consultation % #8T75>5H DTR ballot &
#7r Recommendation % {9 = & 73 Porf. Zhou 2 H42E S, PL 6 HRIE LT,

[meeting report (N710)]

N1620 Traditional Chinese medicine — Survey of Panax Ginseng in terms of industry and
standardization development [PL: Yuan-Dong SHENG] (N694-695)

Project team information:

- Project leader: Prof. Yuan-Dong SHENG (Shanghai University of Traditional Chinese Medicine,
P.R. China)

Prof. Yuan-Dong SHENG introduced the background and importance of this project. Dr. Yan-Hong
SHI, on behalf of the Project Leader, presented this project. The following points were discussed:

- The title of this document;

- The applicability of this document to WG1 and WG2;

- The scope of this document;

- The avoidance of management component in this document;

- The information of history in Korea.
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After discussion, ISO/TC249/WG1
- agreed that there is a market need and relevance;
- agreed that this proposed NP is within the scope of ISO/TC249/WG1;
- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 1) in
ISO/TC249/WGl,;
- agreed that the workload is manageable;
- agreed to recommend to ISO/TC249 that N1620 Traditional Chinese medicine —Survey of Panax
Ginseng in terms of industry and standardization development [PL: Yuan-Dong SHEN] proceed to
DTR ballot after WG consultation.

A4 recommendation (N709)ZLL T D &0,

RECOMMENDATION 252 (ZOOM 202206: 17): [N1620 TRADITIONAL CHINESE
MEDICINE - SURVEY OF PANAX GINSENG IN TERMS OF INDUSTRY AND
STANDARDIZATION DEVELOPMENT]

ISO/TC249/WG1

- agreed that there is a market need and relevance;

- agreed that this proposed NP is within the scope of ISO/TC249/WG1;

- agreed that this proposed NP has an appropriate priority (Priority Rank in ISO 23975: 1) in
ISO/TC249/WG1,;

- agreed that the workload is manageable;

- agreed to recommend to ISO/TC249 that N1620 Traditional Chinese medicine — Survey of Panax
Ginseng in terms of industry and standardization development [PL: Yuan-Dong SHEN] proceed to
DTR ballot after WG consultation.

WEISFHEIT OV T

WD WG 2313 2022 45 10 H 24 HIZ Zoom THAT 2,
RECOMMENDATION 253 (ZOOM 202206: 18): [NEXT MEETING]
WGT1 agreed that the next meeting will be held on 24 October 2022 via Zoom.

IV
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The 27th Meeting of ISO/TC249/WG1 £356%

H BE 1 2022 4210 A 24 H, HARKEH 19:00~22:58 (T &R 19:00-23:00)

BRE 5 1L  virtual meeting via Zoom

SINER : FAPREREE 7124 (205 5 JISC 0D DXGRE 17 4)
ZB210bOBME 154 G, &R, M. G RE NI T8, /M0, 727,
SRHL. mE, B, B REHEL IR s

WENE

A [El% Convener @ Prof. Liang LIU (28400 | Secretary @ Prof. Hua ZHOU (LL'F, Prof.
Zhouw) NRFEEE ZAT o712, (T LIS R THAL, Prof. Zhou 7> b BN ERA D4
RISPREN Tz, AR@mOFEMBIERERIT 724 (55, BAR 17 4. HE 36 4(SAC 29
%, WECMS 7 4), H[E74) Loz &,

FWTARIOT ¥ = F#& TR N753) DGR D, Prof. Zhou 7>5 2022 4 6 H 20 HIZ
Zoom CHAEE X417 26th WG1 meeting LAFED WG1 TO T 2 ¥ = 7k OBEITIRILASHE S
7= (N754),

26" WG1 meeting DA%, 1S023964 Traditional Chinese medicine — Saposhnikovia divaricata root
and rhizome 7% 2022 £F 8 1 5 HIZHAT SAU72728, 1024 BFAIZIVT WG BE THAT
NTNDISIFOE DA 28 La ) BEEITHTO7 2y =7 MIUIDIS A7 — 78 4 1,
CD AT —VR T, WD AT —U3 2, NP A7 — U3 1T, NP &ZEH$ L <X PWI
HEICZ2TWD ORI dHD, ZhbD7ay=2 MIISO DX A L7 A » TlEHEIC
EITL TV D,

F 7=, Systematic review (SR) D EFERIZOWT HHE 2 THOITZ, SR DRHRE 72 -7=D
X, LT 4:ThH 5,

ISO 19824:2017 Traditional Chinese medicine — Schisandra chinensis (Turcz.) Baill. seeds and
seedlings (PL: Ying-Ping WANG)

ISO 20311:2017 Traditional Chinese medicine — Salvia milti orrhiza seeds and seedlings (PL: Yan

SONG)

ISO 20408:2017 Traditional Chinese medicine — Panax notoginseng seeds and seedlings (PL: Xiu-
Ming CUI)

ISO 20408:2017 Traditi onal Chinese medicine — Panax notoginseng root and rhizome (PL: Xiu-
Ming CUI)

FHENBIZOWTT FREOHEFHITF T,
F 7=, Working group consultation 1 122 C, FERNBWE S 7=,
ISO/PWI TR 18986 Traditi onal Chinese Medicine — Report on Panax ginseng industry and
standardizati on development, 2 nd Edition
Do you have any comments related to the Draft? & ORJVZxF 3 2B EAERIT, 19Y, 54 N, 1
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Abstain (74 votes cast) TH U, PL Hi{X a2 A > MW TR ZEEH LD L THhHoT-,

feu Ty LUR DFREIC DUV THR M T i,

ISO 19824:2017 Traditional Chinese medicine — Schisandra Chinensis (Turcz.) Baill. seeds and
seedlings [PLs: Sean-Woo CHA, Ying-Ping WANG] (N712-713)
Dr. Pei-Lei XU, on behalf of the Project Leaders, presented this project.

PL 5(2ft1 V| Dr. Pei-Lei XU X ¥ SR ballot DFER & 22 A 2 b ~OxbE @t Si7,
HARNGIE, 24" WG1 meeting Ciliafi S AV TV > 7 OFE1- L fliE @ shall, should ®
VN ORERZR L, shall & should (ZIEIES 2 &9 =2 Ak L7245, Prof. Zhou &V | Bl
FEAE ZE ER S IE DA O VB BRI ) THiD TEERGAITIT shall ZEH 35, 7 —=X
NA =2 THIKT 5, &0 ARSI, KIS IHMEIEZR LT confirm S415 2 & &7
-7,

[meeting report (N756)]
ISO 19824:2017 Traditional Chinese medicine — Schisandra Chinensis (Turcz.) Baill. seeds and
seedlings [PLs: Sean-Woo CHA, Ying-Ping WANG] (N712-713)
Dr. Pei-Lei XU, on behalf of the Project Leaders, presented this project. The project responded to all
comments collected from SR ballot. The following points were discussed further:
- The proper use of “shall” and “should”: when the requirement is critical for the quality of herbal
medicines, use “shall” instead of “should”.
- The discussion on the SR ballot comment between the two PLs.
After discussion, ISO/TC249/WGI1 agreed to recommend to ISO/TC249 that 1SO19824:2017
Traditional Chinese medicine — Schisandra Chinensis (Turcz.) Baill. Seeds and seedlings [PLs: Sean-
Woo CHA, Ying-Ping WANG] be confirmed without changes.
AAH:D recommendation (N755)IZLLF D B0,
RECOMMENDATION 255 (ZOOM 202210: 2): [SYSTEMATIC REVIEW OF ISO 19824:2017
TRADITIONAL CHINESE MEDICINE — SCHISANDRA CHINENSIS (TURCZ.) BAILL.
SEEDS AND SEEDLINGS]
ISO/TC249/WG1 agreed to recommend to ISO/TC249 that ISO 19824:2017 Traditional Chinese
medicine — Schisandra Chinensis (Turcz.) Baill. seeds and seedlings [PLs: Sean-Woo CHA, Ying-
Ping WANG] be confirmed without changes.

ISO/TC249 that ISO 20311:2017 Traditional Chinese medicine — Salvia miltiorrhiza seeds and
seedlings [PL: Yan SONG] (N714-716)

PL (2% ¥ ., Mr. Yun-Hong ZHOU X ¥ SR ballot DFER L 2 X > b ~OxbE BN Hs Sz,
H A7 513 shall & should (ZEIET 2 &L 5 = A LTV, LFC 1S019824 & [RIERIZE
EXZT ALY, RISIHMEER L Tconfirm SNHZ L& o7,
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[meeting report (N756)]
ISO/TC249 that ISO 20311:2017 Traditional Chinese medicine — Salvia miltiorrhiza seeds and
seedlings [PL: Yan SONG] (N714-716)
Mr. Yun-Hong ZHOU, on behalf of the Project Leader, presented this project. The project responded
to all comments collected from SR ballot. The following points were discussed further:
- The proper use of “shall” and “should”: when the requirement is critical for the quality of herbal
medicines, use “shall” instead of “should”.
- The proper use of “L” and “I”, “,” and *“.”.
After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that ISO20311:2017
Traditional Chinese medicine — Salvia miltiorrhiza seeds and seedlings [PL: Yan SONG] be
confirmed without changes.
AAHD recommendation (N755)IZLAF D L0,
RECOMMENDATION 256 (ZOOM 202210: 3): [SYSTEMATIC REVIEW OF ISO 20311:2017
TRADITIONAL CHINESE MEDICINE — SALVIA MILTIORRHIZA SEEDS AND
SEEDLINGS]
ISO/TC249/WG1 agreed to recommend to ISO/TC249 that ISO 20311:2017 Traditional Chinese

medicine — Salvia miltiorrhiza seeds and seedlings [PL: Yan SONG] be confirmed without changes.

1S020408:2017 Traditional Chinese medicine — Panax notoginseng seeds and seedlings [PL:
Xiu-Ming CU] (N717)
PL |25 Y | Dr. Ying XIONG X ¥ SR ballot DfEH L 2 2 > h~OxbENHE SN, H
AM 51X shall % should (ZEIET 5 XL H =2 A2 b LTV, Prof. Zhou & ¥ shall % should
WEIET 2 2 L ITHINRBGETICH 20 | 2 BIORERVEIZRDEDa A MRboT,
Hans (1) 7>HI%, IS BAZRFICHTEE & i L shall THE L TWAR L, GETT & Thwn
EWVWOERNHY, £/ Heidi () 7266 KYITIS OUGTALER B ITFM, 7—4 %
R REEDOBERND o7z, R, L 1S019824 L RIFRIZEIEIXZ T ARG T, KIS X
{E1E72 L C confirm S5 Z & L7p o7z,

[meeting report (N756)]
1SO20408:2017 Traditional Chinese medicine — Panax notoginseng seeds and seedlings [PL:
Xiu-Ming CU] (N717)
Dr. Ying XIONG, on behalf of the Project Leader, presented this project. The project responded to
all comments collected from SR ballot. The following points were discussed further:
- The proper use of “shall” and “should”: when the requirement is critical for the quality of herbal
medicines, use “shall” instead of “should”.
After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that 1SO20408:2017
Traditional Chinese medicine — Panax notoginseng seeds and seedlings [PL: Xiu-Ming CU] be

confirmed without changes.
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A1 recommendation (N755)IZLL F D &0,

RECOMMENDATION 257 (ZOOM 202210: 4): [SYSTEMATIC REVIEW OF ISO 20408:2017
TRADITIONAL CHINESE MEDICINE — PANAX NOTOGINSENG SEEDS AND
SEEDLINGS]

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that ISO 20408:2017 Traditional Chinese
medicine — Panax notoginseng seeds and seedlings [PL: Xiu-Ming CU] be confirmed without

changes.

ISO 20409:2017 Traditional Chinese medicine — Panax notoginseng roots and rhizome [PL:
Xiu-Ming CUI] (N718)
PL (2ft4 ¥, Dr. Ying XIONG X ¥ SR ballot DFER L 2 X > h~OFEBAHE Sz, H
KM B shall % should ITEIETH K5 A M LTV, LFC 1S019824 & [RIFRIZIELE
I T ANGNT, RISIHEER L Tceonfirm SNHZ L& Lol

[meeting report (N756)]
ISO 20409:2017 Traditional Chinese medicine — Panax notoginseng roots and rhizome [PL: Xiu-
Ming CUI] (N718)
Dr. Ying XIONG, on behalf of the Project Leader, presented this project. The project responded to
all comments collected from SR ballot. The following points were discussed further:
- The proper use of “shall” and “should”: when the requirement is critical for the quality of herbal
medicines, use “shall” instead of “should”.
After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that 1SO20409:2017
Traditional Chinese medicine — Panax notoginseng roots and rhizome [PL:Xiu-Ming CUI] be

confirmed without changes.

A recommendation (N755)IZLA T D EE D,

RECOMMENDATION 258 (ZOOM 202210: 5): [SYSTEMATIC REVIEW OF ISO 20409:2017
TRADITIONAL CHINESE MEDICINE — PANAX NOTOGINSENG

ROOTS AND RHIZOMEJISO/TC249/WG1 agreed to recommend to ISO/TC249 that ISO
20409:2017 Traditional Chinese medicine — Panax notoginseng roots and rhizome [PL: Xiu-Ming
CUI] be confirmed without changes.

ISO 23975:2019 Traditional Chinese medicine — Priority list of single herbal medicines for
developing standards [PLs: Yuan-Dong SHEN, Hua ZHOU] (N719)

PL DU& V| Prof. Zhou £V, AIEE /7T 7 D ISERIZIB T HEFEIANL Y A h TR23975
DOEFET DT, WG2 12T, RIS O 1S MR M TR O ESEIE
LU A S OERDBEFHH S TWD LD Z L Th 2D, #EED Prof. Goya CHOL 725, 400 ik

— 246 —



202341 H 24 H
TR - {T3F  fAE

D DI HRIEL E LTV D KHP (ICHOWTERIBEE OB LA H Y | KR T m Y =2 MZ
BWET LI L Elrot, ULDEmODH, LI X F 4 2024 48 6 H 30 HOFREITIZ
T CGETIEEAED D 2 & & L, FEIC, ZI=F 23— hD / I x— k| TR23975 ITIX
HINTWHAERKDEE 5 FEROBEGHEHNIET H1E®,. FEREZEH STV DL
FITHEH STV B AEIKOBEEIZ BT 2 RIS OV TIERIBA 2 O 5729, 2023 4F
2H28 HMIIRE LTCIBA#1TH Z & Lotz

[meeting report (N756)]
ISO 23975:2019 Traditional Chinese medicine — Priority list of single herbal medicines for
developing standards [PLs: Yuan-Dong SHEN, Hua ZHOU] (N719)
Prof. Hua ZHOU, representing Guangdong Provincial Hospital of Chinese Medicine and Guangdong
Provincial Academy of Chinese Medical Sciences and one of the Project Leaders, presented the plan
and strategy for revising this standard and analyzed the justifications for addition of herbal materials
appearance frequency in formula recorded in the Pharmacopoeias and national formula as a new
parameter to calculate the overall priority. The following points were discussed further:
- WQ?2 is planning to prepare similar priority list for granules. The frequency data of appearance of
each herbal materials used in the products or formula collected in the latest Pharmacopoeia and/or
national formula collection is a very useful indicator of importance of herbal medicine and can be
taken by WG2 as a reference for establishing the priority list for granules.
- Korean expert Prof. Goya CHOI suggested to include Korean Herbal Pharmacopoeia, which
collected over 400 formula, as a source of appearance frequency data of herbal medicine. He also
agreed to join the project.
After discussion, ISO/TC249/WG1 agreed to recommend ISO/TC249 that ISO23975:2019 Traditional
Chinese medicine — Priority list of single herbal medicines for developing standards [PLs: Yuan-
Dong SHEN, Hua ZHOU] be revised for a new edition and the suggested changes are in the following
aspects:
1) The scope of the current edition is confirmed;
2) The project leader is Hua ZHOU;
3) Time frame for the standard development: 18 months;
4) The target dates for the work plan are:

I) DTR submission for DTR ballot: 2024-02-29;

IT) Publication: 2024-06-30.
5) Ask TC249 Secretariat to start a CIB for collecting information from Member Bodies before 2023-
02-28:

I) call for nominated experts to participate in this project;

IT) the national import and export data of herbal materials listed in this standard in the recent five

years (2018-2022);
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IIT) the frequency data of appearance of each herbal materials listed in this standard in the products
or formula collected in the latest Pharmacopoeia and/or national formula collection of herbal

medicines to the PL.

A0 recommendation (N755)IZLA T D &V,
RECOMMENDATION 259 (ZOOM 202210: 6): [REVISION ON ISO 23975:2019
TRADITIONAL CHINESE MEDICINE — PRIORITY LIST OF SINGLE HERBAL
MEDICINES FOR DEVELOPING STANDARDS]
ISO/TC249/WG1 agreed to recommend to ISO/TC249 that ISO 23975:2019 Traditional Chinese
medicine — Priority list of single herbal medicines for developing standards [PLs: Yuan-Dong SHEN,
Hua ZHOU] be revised for a new edition and the suggested changes are in the following aspects:
1) The scope of the current edition is confirmed;
2) The project leader is Hua ZHOU;
3) Time frame for the standard development: 18 months;
4) The target dates for the work plan are:
I) DTR submission for DTR ballot: 2024-02-29;
II) Publication: 2024-06-30.
5) Ask TC249 Secretariat to start a CIB for collecting information from Member Bodies before 2023-
02-28:
I) call for nominated experts to participate in this project;
1) the national import and export data of herbal materials listed in this standard in the recent five
years (2018-2022);
III) the frequency data of appearance of each herbal materials listed in this standard in the products
or formula collected in the latest Pharmacopoeia and/or national formula collection of herbal

medicines to the PL.

DIS 4564 Traditional Chinese Medicine — Scutellaria baicalensis root [PL: Hang YIN] (N720-
723)

PL @ Hang YIN {ZfX4> Y ., Dr. Lingyu HAN 73 DIS B¢ZED =2 2 > h ~D RO TR
ZATW AERL L 72 FDIS RICHOW Cigam M T o472, H AR5 11X, 5.5 Ethanol-soluble extractives
DHFEAEIZ DUV T, EP, JP, KP IZHEENEE S LTV W28, The mass fraction of
extractives should not be less than 26,0 %. % The mass fraction of ethanol-soluble extractives should
be determined IZfEET D L 9K, TERINTZ, TDIINOEFEHBFEIZOWTIL RO
meeting report D L350, AL, BEEODL | FDIS &SI Z L2 -7,

[meeting report (N756)]

DIS 4564 Traditional Chinese Medicine — Scutellaria baicalensis root [PL: Hang YIN] (N720-
723)
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Dr. Lingyu HAN, on behalf of the Project Leader, presented this project. The project responded to all
comments collected from DIS ballot and prepared FDIS by revising the draft in line with these
comments. The following points were discussed further:
- The wording of key in Figure 4;
- The addition of General characteristics as Clause 5.1;
- The wording and limit values of Clauses 5.5 and 7.1;
- The addition of information such as plant origin, medicinal parts, heavy metal, and pesticide
residues in Table C.1.
After discussion, ISO/TC249/WGI agreed to recommend ISO/TC249 that DIS 4564 Traditional
Chinese Medicine — Scutellaria baicalensis root [PL: Hang YIN] be revised and then proceed to
FDIS ballot.
The suggested revisions are:
1) to change the first key “flowered shoot” to “flowering branch” in Figure 4;
2) to add the following requirements as Clause 5.1:

“5.1 General characteristics
The following requirements shall be met before sampling.
a) Scutellaria baicalensis root shall be clean and free from stem, leave and foreign matter.
b) The presence of living insects, mouldy root and external contaminants which are visible to the naked
eye shall not be permitted.”
3) to change the requirement under Clause 5.5 from “The mass fraction of extractives should not be
less than 26,0%.” to “The mass fraction of extractives should be determined.”;
4) to delete “smell and taste” from the requirement under Clause 7.1;
5) to include more information, such as plant origin, medicinal parts, heavy metal, and pesticide

residues in Table C.1.

A recommendation (N755)IZLA T D EFE D,
RECOMMENDATION 260 (ZOOM 202210: 7): [DIS 4564 TRADITIONAL CHINESE
MEDICINE — SCUTELLARIA BAICALENSIS ROOT]
ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that DIS 4564 Traditional Chinese Medicine
— Scutellaria baicalensis root [PL: Hang YIN] be revised and then proceed to FDIS ballot.
The suggested revisions are:
1) to change the first key “flowered shoot” to “flowering branch” in Figure 4;
2) to add the following requirements as Clause 5.1:
“5.1 General characteristics
The following requirements shall be met before sampling.
a) Scutellaria baicalensis root shall be clean and free from stem, leave and foreign matter.

b) The presence of living insects, mouldy root and external contaminants which are visible
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to the naked eye shall not be permitted.”

3) to change the requirement under Clause 5.5 from “The mass fraction of extractives should

not be less than 26,0 %.” to “The mass fraction of extractives should be determined.”;

4) to delete “smell and taste” from the requirement under Clause 7.1;5) to include more information,
such as plant origin, medicinal parts, heavy metal, and

pesticide residues in Table C.1.

CD 9319 Traditional Chinese Medicine — Poria cocos sclerotium [PLs: Shui-Han ZHANG, Na
LI] (N724-727)

PL (2 V| Dr Jian JIN 28 CD D 21 2 & b A~DXIGIZ DWW THAZ TV, fERLL
72 DIS RIZHOW Tilmm M T AL, AR BIZLLT DO RIZHOWTEIEZ RD T2,

5.3.3 Chemical colour reaction {ZDVWNT, BERFIHE L TOFLIBIZ2 > TWRWD T, Bl 21X
When one drop of iodinated potassium iodide solution is added to a small piece of the herbal drug, a
deep red colour should be produced. @ K 5 IZEET 5

5.4 Moisture (22T, THP, JP, KHP |ZHISAE A 72 7=6d (KP1X. & Y ). The mass fraction
of moisture should be determined. (ZIEIET %

5.6.1 Ethanol-soluble extractives {Z-DVNT, CP LISMTIZHUK(EA 72V /28D, The mass fraction
of dilute ethanol-soluble extract should be determined. (Z{E1ET 5

5.6.2 Water-soluble extractives (2D T, EP LIAMNEISAEZ2 L D728, The mass fraction of water-
soluble extract should be determined. |ZIEIET 5

Annex B HESERIZAERRT F D/SN—2 5 ORI oD, AILD L HKRD D

LU EOEREFORER., 5.4 Moisture 2DV TiE, AEOMEEIHICEE/R /T A —H 72
DT, Prof. Zhou DIFETHUMKMEZIRT Z & Llpo7z, T THAMNDLIE, Jed 23th WG
meeting CERFIADFLHEIZ IS 1T 5 shall & should DFEWFIFIZEET A K71 L/ (N633)
PEBINTRBY | SREBMREDOIARLE LTFD LD MERE KD, 212D Tl Prof.
Zhou IL T L7,

F 72, AnnexB DO EIZEB T D& E R HFDO/I—2 3 OREHIZHOWTIL, SENIAE S
HIWr S 7z, ZDIENOFFHEFHEIZ OV TIL T RO meeting report D &350, AL, EIE
DODH | DIS HEE Ty = LT o7z,

[meeting report (N756)]

CD 9319 Traditional Chinese Medicine — Poria cocos sclerotium [PLs: Shui-Han ZHANG, Na LI]
(N724-727)

Dr. Jian JIN, on behalf of the Project Leaders, presented this project. The project responded to all
comments collected from CD ballot and prepared DIS by revising the draft in line with these comments.
The following points were discussed further:

- The writing of Clause 5.3.3 isn’t a requirement and should be changed;

- The wording and limit values of Clauses 5.4, 5.6.1, and 5.6.2;
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- The hierarchical structure of Clause 5;

- The necessity of Clause 5.7 and Annex B.

- Moisture is an important quality parameter for herbal medicine and a limit value should be required
for such kind of quality parameter. This point should be taken into consideration by other projects.
After discussion, ISO/TC249/WG1 agreed to recommend ISO/TC249 that CD 9319 Traditional
Chinese Medicine — Poria cocos sclerotium [PLs: Shui-Han ZHANG, Na LI] be revised and then
proceed to DIS ballot.

The suggested revisions are:

1) to change the requirement under Clause 5.3.3 to “When one drop of iodinated potassium iodide
solution is added to a small piece of sample, a deep red colour shall be produced.”;

2) to change the requirement under Clause 5.6.1 from “The mass fraction of dilute ethanol-soluble
extract should not be less than 2,5%.” to “The mass fraction of dilute ethanol-soluble extract should
be determined.”;

3) to change the requirement under Clause 5.6.2 from “The mass fraction of water-soluble extract
should not be less than 1,5%.” to “The mass fraction of water-soluble extract should be determined.”
4) to keep Clause 5.7 Content of marker compound(s) and the corresponding method Annex B in the
document;

5) to change “shall” to “should” in the requirement under Clause 5.7.

AAH:D recommendation (N755)IZLAF D &0,

RECOMMENDATION 261 (ZOOM 202210: 8): [CD 9319 TRADITIONAL CHINESE
MEDICINE — PORIA COCOS SCLEROTIUM]|

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD 9319 Traditional Chinese Medicine
— Poria cocos sclerotium [PLs: Shui-Han ZHANG, Na LI] be revised and then proceed to DIS ballot.
The suggested revisions are:

1) to change the requirement under Clause 5.3.3 to “When one drop of iodinated potassium iodide
solution is added to a small piece of sample, a deep red colour shall be produced.”;

2) to change the requirement under Clause 5.6.1 from “The mass fraction of dilute ethanol-soluble
extract should not be less than 2,5%.” to “The mass fraction of dilute ethanol-soluble extract should
be determined.”;

3) to change the requirement under Clause 5.6.2 from “The mass fraction of water-soluble extract
should not be less than 1,5%.” to “The mass fraction of water-soluble extract should be determined.”
4) to keep Clause 5.7 Content of marker compound(s) and the corresponding method Annex B in the
document;

5) to change “shall” to “should” in the requirement under Clause 5.7.

CD 9306 Traditional Chinese Medicine — Ephedra sinica, Ephedra intermedia, and Ephedra

— 2561 —

'H



'

202341 H 24 H
((Ro=IERTIE S Ui

equisetina herbaceous stem [PLs: Ying XIE, Jian-Ru CHEN] (N748-751)

PL 52 ¥ . Dr. Yu-Feng HUANG 75 CD & ZED =1 A 2 b ~DXF AT DUV TRE 2470,
fERK L72 DIS RICHOW T AMT O, AARZE O FEMNOHZ/aa Ay MIR AR
13 DIS & EEIC Ty Z & 1T o Tz,

[meeting report (N756)]

CD 9306 Traditional Chinese Medicine — Ephedra sinica, Ephedra intermedia, and Ephedra
equisetina herbaceous stem [PLs: Ying XIE, Jian-Ru CHEN] (N748-751)

Dr. Yu-Feng HUANG, on behalf of the Project Leaders, presented this project. The project responded
to all comments collected from CD ballot and prepared DIS by revising the draft in line with these
comments. There weren’t new comments during the meeting and experts are satisfied with the DIS.
After discussion, ISO/TC249/WG1 agreed to recommend ISO/TC249 that CD 9306 Traditional
Chinese Medicine — Ephedra sinica, Ephedra intermedia, and Ephedra equisetina herbaceous stem

[PLs: Ying XIE, Jian-Ru CHEN] proceed to DIS ballot.

AAH:D recommendation (N755)IZLLF D &0,

RECOMMENDATION 262 (ZOOM 202210: 9): [CD 9306 TRADITIONAL CHINESE
MEDICINE — EPHEDRASINICA, EPHEDRA INTERMEDIA,AND EPHEDRA EQUISETINA
HERBACEOUS STEM]

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD 9306 Traditional Chinese Medicine
— Ephedra sinica, Ephedra intermedia, and Ephedra equisetina herbaceous stem [PLs: Ying XIE,
Jian-Ru CHEN] proceed to DIS ballot.

CD 9109 Traditional Chinese Medicine — Rehmannia glutinosa root [PL: Yun-Hui SHEN)]
(N732-735)

PL @ Prof. Yun-Hui SHEN 73 CD #ZED =1 A > b ~OXH IOV CREA ATV, 1ERL LT
DIS ZIZHOW T M T oIz, HARDBIILLTORICOWTEIEZ KD, Wb TRES
i,

5.4 Moisture (Z-OVNT, THP, JP, KP I[ZHISME DL EN 72\ 7= %, The mass fraction of moisture
should be determined. (ZIEEZRKRD 5,

5.7 Water-soluble extractives (22U T, JP, KP, USP (ZHIMEME DR EN 72V 7= 8, The mass
fraction of water-soluble extractives should be determined. (ZIEIEZ KD 5,

ZOML, EDS D= A MET RS AT BIEOO D, DIS #EICHET 2 LiZho
7o

[meeting report (N756)]

CD 9109 Traditional Chinese Medicine — Rehmannia glutinosa root [PL: Yun-Hui SHEN]
(N732-735)
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Prof. Yun-Hui SHEN, the Project Leader, presented this project. The project responded to all
comments collected from CD ballot and prepared DIS by revising the draft in line with these comments.
The following points were discussed further:

- The wording and limit value of Clause 5.7,

- The wording and maker compounds of Clause 5.9;

After discussion, ISO/TC249/WG1 agreed to recommend ISO/TC249 that CD 9109 Traditional
Chinese Medicine — Rehmannia glutinosa root [PL: Yun-Hui SHEN] be revised and then proceed to
DIS ballot.

The suggested revisions are:

1) to change the requirement under Clause 5.7 from “The mass fraction of water-soluble extractives
should not be less than 65,0 %.” to “The mass fraction of water-soluble extractives should be
determined.”;

2) to change the requirement under Clause 5.9 to “The content of marker compound(s), such as catalpol,

verbascoside, or rehmannioside D, should be determined.”.

AAHD recommendation (N755)IZLLF D B0,

RECOMMENDATION 263 (ZOOM 202210: 10): [CD 9109 TRADITIONAL CHINESE
MEDICINE — REHMANNIA GLUTINOSA ROOT]

ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD 9109 Traditional Chinese Medicine
— Rehmannia glutinosa root [PL: Yun-Hui SHEN] be revised and then proceed to DIS ballot.

The suggested revisions are:

1) to change the requirement under Clause 5.7 from “The mass fraction of water-soluble

extractives should not be less than 65,0 %.” to “The mass fraction of water-soluble extractives should
be determined.”;

2) to change the requirement under Clause 5.9 to “The content of marker compound(s), such

as catalpol, verbascoside, or rehmannioside D, should be determined.”.

CD 8959 Traditional Chinese Medicine — Eucommia ulmoides stem bark [PL: Jiao-Yang LUOQO]
(N736-739)

PL @ Dr. Jiao-Yang LUO 7% CD #ED 2 A b ~DXfGIZOW TR EITV, B L7z
DIS HIZ DWW Tikam M T oL, AARNDBILTRED 1 SIZHOWTEEIEZRD, THRINT,
5.6 Acid-insoluble ash (22T, CP, EP (ZIZHISAEDEE E STV 72 728 | The acid insoluble
ash content in percentage should be determined. & 3% X 9 fEIEA KD 7=,

ZOM, MEDS D= A MET RS AT BIEODOD, DIS #EICHET 2 Lo
7o

[meeting report (N756)]

CD 8959 Traditional Chinese Medicine — Eucommia ulmoides stem bark [PL: Jiao-Yang LUOQO]
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(N736-739)

Dr. Jiao-Yang LUO, the Project Leader, presented this project. The project responded to all comments
collected from CD ballot and prepared DIS by revising the draft in line with these comments. The
following points were discussed further:

- The wording and limit value of Clause 5.6;

After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD 8959 Traditional
Chinese Medicine — Fucommia ulmoides stem bark [PL: Jiao-Yang LUO] be revised and then
proceed to DIS ballot.

The suggested revision is:

1) to change the requirement under Clause 5.6 from “The acid insoluble ash content in percentage

should not be more than 6,0 % (w/w)” to “The acid insoluble ash content should be determined.”.

AAH:D recommendation (N755)IZLLF D B0,

RECOMMENDATION 264 (ZOOM 202210: 11): [CD 8959 TRADITIONAL CHINESE
MEDICINE — EUCOMMIA ULMOIDES STEM BARK]

ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that CD 8959 Traditional Chinese Medicine
— Eucommia ulmoides stem bark [PL: Jiao-Yang LUO] be revised and then proceed to DIS ballot.
The suggested revision is:

1) to change the requirement under Clause 5.6 from “The acid insoluble ash content in percentage

should not be more than 6,0 % (w/w)” to “The acid insoluble ash content should be determined.”.

CD 13619 Traditional Chinese Medicine — Gardenia jasminoides fruit [PL: Yan-Hong SHI]
(N740-743)

PL @ Dr. Yan-Hong SHI 7% CD #ZED 2 A > F ~D&IEIZ OV TRAZITV, 1Bk LT
DIS ZIZHOW T M T O Tc, AARNBIFLLITORICOWTEIEZ KD, Wb TRE
i,

5.6 Water-soluble extractives (Z-DUW\T, FEmFICHIEMER N2 THH DHIBRZ KD 5
Annex B B.3 Preparation of test solution H'® ulsutronic  (F27C)) % ultrasonic (ZETEZ R 5
Annex D heavy metals @ JP18 @ Arsenic 5.0 ppm LA F ZHIER GRER LD7=9)

ZOML, EDS D= A MET RS AT BIEODO D, DIS #EICHET 2 LiZho
7o

[meeting report (N756)]

CD 13619 Traditional Chinese Medicine — Gardenia jasminoides fruit [PL: Yan-Hong SHI]
(N740-743)

Dr. Yan-Hong SHI, the Project Leader, presented this project. The project responded to all comments
collected from CD ballot and prepared DIS by revising the draft in line with these comments. The

following points were discussed further:
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- The necessity of Clause 5.6;

- The requirement of JP on arsenic in Table D.1.

After discussion, ISO/TC249/WG1 agreed to recommend to ISO/TC249 that CD 13619 Traditional
Chinese Medicine — Gardenia jasminoides fruit [PL: Yan-Hong SHI] be revised and then proceed to
DIS ballot.

The suggested revisions are:

1) to delete Clause 5.6;

2) to delete the requirement on arsenic for JP in Table D1.”

A4 D recommendation (N755)IZLLF D B0,

RECOMMENDATION 265 (ZOOM 202210: 12): [CD 13619 TRADITIONAL CHINESE
MEDICINE — GARDENIA JASMINOIDES FRUIT)]

ISO/TC249/WGT1 agreed to recommend to ISO/TC249 that CD 13619 Traditional Chinese Medicine
— Gardenia jasminoides fruit [PL: Yan-Hong SHI] be revised and then proceed to DIS ballot.

The suggested revisions are:

1) to delete Clause 5.6;

2) to delete the requirement on arsenic for JP in Table D1.”

WEISFHICONT
KO WG =i (4 FIOBIET NWIP 2 Z X5 d %) 1£2023 03 A, 4 4, 5/, 6
HIZ Zoom THAET 5,
RECOMMENDATION 266 (ZOOM 202210: 13): [NEXT MEETINGS]
WGT agreed that the next four meetings will be held in March, April, May and June 2023 via

Zoom.

Uk
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ISO/TC249 23rd WG2 Meeting EBREATE

BfER X : Zoom Meeting

/G FWALYTIER

BfEBRF: 2022 4 06 A 15 BH(’K) BARRE 19:00~24:30

Zm&E: 694

1. BAR: Hi#—B, #FaE, FERETE NREX, AHFER wEFF AUREF S8R,
HAPEZ ABEE WOGE #BRE SR SEERS FEF— DG, EARER £
RHF

2. /E: Cheng Jinle, Chen Weixuan, GAO Wenyuan, GU Lihua Ms, GUO Lanping, He Yali, He Yi,
Huang Yufeng, Hu Qing, Kong Dandan, LIAO Liping, Li Limin, Liu Xi, LIU Yugqi, LI Zhenhao, Zhai
Huaqiang, Zhang Liwen, Zhang Yun, Zhou Heng, Hua Zhou, Wu Pekai, Yi Bingxue, Zhengtao
Wang, Deng Xuezhi, Yang Jurong, Zhao Yonghong, Zhu Lihua

3. FAY: Schroder Sven(Convenor), Rausch Hans, Thomas Friedemann, Daniel Perez Kaiser,

4. #[E: CHOI Goya, Jang Young, KANG Youngmin, Kim Junghoon, Lee Jeong Seo, Lee Yu Jung,
Minho Song, Su Bin Kim, Yun-Kyun Kim

5. 44 : Donnapee Sineeporn, Rungsimakan Supattra, Anchalee Chuthaputti

6. ZDfth:Dizyurt Pelin(ISO/TC 249/WG2), XU Xiaoting (ISO/TC 249), ShiYanhong (ISO/TC 249),
Guang Zhou (Institute for drug control), Kenny Kuchta, Mooseob Kim, Peng Sun, Queeny Zhu-
ZIS(FRRA~EH),

1 Opening of the meeting
Convener @ Schroder Sven KYBH#ERES. #LLY WG2 secretary Té 5 Pelin Dizyurt KD#34T.

2 Roll call of experts
HEFEEDZRA— AT DIEEH, HREHERL:

3 Adoption of the draft agenda
TV IFEBENT GRIT N667 SH)

4 WG convener and secretary report

Schroder K &Y, §HDEEIEE standards LiRES izl service standard projects |IZBT 5D THD
LDERBANHoT=.

Dizyurt K&Y, WG2 7O IMRRICOWTERBELNH -7 (N 677 SHR)
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5 Development of standards and new proposals

5.1 ISO/DIS 19609-3 ,, Traditional Chinese medicine — Quality and safety of raw materials and
finished products made with raw materials — Part 3: Testing for contaminants“

PL: Hans Rausch

Jav Ik ISO/DIS 19609-3 [TDNTIREL, DISEETZITES-EENLDAAVMNIR T HEELIE
EZDVWTERBANSH 1= (N66BSHR) . AAUMEIT RTHREIN, FTTMEHETR, FDISICHED ZEA KR
St

5.2 ISO/DIS 19609-4 ,Traditional Chinese medicine — Quality and safety of raw materials and
finished products made with raw materials — Part 4: Testing for preservatives and unwanted
compounds®

PL: Hans Rausch

Jav Yk ISO/DIS 19609-4 [TDNTIREL, DISEETZITRS-EENLDAAVMNIK T HEELE
EIZDWTERBAMNH - (N66BSHR) . AN T N THEREN, FSTREWETR, FDISITED ZEMN KRR
Snt-.

5.3 ISO/CD 4904 ,Traditional Chinese medicine — Inner pack of decoction pieces”

PL: Thomas Friedemann
ZOYzHRMSO/CD 4904I12DLVTEHREL, CDBRETRZITE = EMNSDIAV NI T HEZEEIEIZD
WTERBAD H T (N6BBSER) . OAV NI T RTHERRSIN, FSTREET#R, DISICHED LM KBINT-.

5.4 ISO/WD 6904 , Traditional Chinese medicine — General requirements for the ultrafine
powder of herbs“
CD&ZErh (20225F7H2B#T)

5.5 ISO/WD 8284 , Traditional Chinese medicine — Simplified accelerated stress simulation
methods“ N 639
PLORauschk &Y, WDIRZEA2022F58 1081 TL, AV PELEICCDZEFIEFREDHEN HoT-.

5.6 ISO/DIS 4754 ,Traditional Chinese medicine — Fermented Cordyceps Powder*

PL:Yun Zhang

7AY Y MSODIS 475412 DV THREL, DISERTRITEROZEMNSDIAAVMIK T HEELBEIEIC
DUWVTEHRANH 2= (N6BOSIR) . QAU MIT RTHRSN, FSTMEHETR, FDISITED CEMNEESH
1=

5.7 ISO/AWI TS 13126 ,Traditional Chinese medicine — Determination of Ochratoxin A in

natural product by LC-FLD*
PL: Dandan Kong
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Oz HMSO/AWI TS 1312612 DWVTHREL, RETRZITH-ZENSDIAAV NI T HEIBEEIEIC
DWTEREANHof=. AAVMITRTERSN, FSTREHRETE, DTSICED ZENRBINT-.

5.8 Presentation of NP “Traditional Chinese medicine — Requirements for prescription,
dispensing, delivery, decoction and taking of Chinese medicine“

PL: Lihua Zhu

PL&KY, RFRBZEICOVTHEDRBALN SNz, WG2EHKRBIX, FSTFOEFRET7YTO—FT5L5
{KFESMT=. PLIE, ZITE -S4V MEREL, ISO/TC 249/WG2 D REIRFETENLEIRTT HILEL

>7=.

5.9 Presentation NP “Traditional Chinese medicine — The Quality and Safety of Chinese
Patent Medicine Dispensing”
AFHRIREFEBNTETHST, ISO/TC 249/WG2REI&ZHICEHA SN T=.

5.10 Presentation of NP “Traditional Chinese medicine — Minimum requirements for herbal
dispensing services”

PLOYun Kyung KiImEM D AFIRIREMNTEINT=. ISO/TC 249FHE/MD, COIREIL, DK EEL<
DEENH D=0, SHITERPVDETHD ESNT-. =FZL, ISO/TC 249/WG2(F, NPIZEEHEITL, &R
EfRFOIENIRESNT-.

5.11 Traditional Chinese medicine — Priority control list of exogenous harmful residues in
traditional Chinese medicine

PLOHeng ZhouK Mo AFHRIREMNRENT-. BROFER, KRE(L, ISONBLISOMTRIZERET HIEE
Iiof=. EBIZ, WG2IE, WGIDTAS VMDD ERZE T8I, WC1DAVN—HAEETH L%
"I

5.12 Traditional Chinese medicine — General requirement of TLC analysis for medicinal herbs
and natural products
PLALAFRIREINRENT-. BROFER, KREL, ISONLISO/MTRICERT H&&lof-.

5.13 Traditional Chinese medicine — Sporoderm-broken Ganoderma lucidum spore powder
PLODZhenhau LIKM O AFRIREN TSNS, BROBR, KNREL, REASFETICXEEZERL, &
MT—2DRENROONI-(TIZEORERE, REFEELLTEITTES, PUKELINETOIDEED
FERICDOVWTERED. £, ROKBETENZIRTT S LLSnT-.

5.14 Traditional Chinese medicine — General requirements of manufacturing procedures and
quality for Salvia miltiorrhiza formula granules

PLOWenyuan Gao KMo AFRIRENRENTF . CORFICHLVMEENLELGERZERL-FER, K
REX, TSIZEEY HeeSht=. T, KREDOHLVAZRAT H-HDEBMT—2IZDONTDH, R
DEFETPLAMRTRY Ho&esnt-.
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5.15 Traditional Chinese medicine — General requirements for the establishment of herbal
reference

PLOWenyuan Gao M S AFIRIZREAREINT-. COIREIL, RDIEE(5-16) LHIZEBRTIVELNDH
dEEnf. WG2ELTIE, PLAEWIIBZAL, REZEHNL, thOREEZBRICANDIELHELL-.

5.16 Traditional Chinese medicine — Guideline on the establishment and management of
reference materials

PL®Young Pyo Jang kM S AFIRIREN RSN . COREIL, BIDRE(5-15) EHRITERTILEMN
HhdLENf=. WG2ELTIE, PLAEWIH AL, REZENL, thORREZBRICANDEEHELT-.

5.17 Traditional Chinese medicine — General requirements of stick-type package for viscous
extracts

AFRREFEBTETELT, ISOTC 249/WG2REIEICELEINT-.

6 Recommendations for the forthcoming plenary meeting of ISO/TC 249
Recommendations|&, ISO/TC 249N EHBICIRHE SN 5.

7 Any other business

Tl

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

REWG2%5 :2023-02-23 (K) (Web)

9 Closure of the meeting

Convener: Sven Schroder M #iEE, RiExL->THELT-.
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24
25

26
27
28

29
30
31

32

33
34
35

36
37

38

39

B0 RAFEERESIRENRR (2022/4/1~2023/1/31BREHET)

LY #EAR WG HREE AL JPIRE #ER &E
1ISO . . . C9,R2,W0,ACO,
2022/6/13 2022/5/24 WGl SR 204082017 Panax notoginseng seeds and seedlings Revise/Amend ANI2
1ISO . . . . . . C11,R2,W0,ACO
2022/6/13 2022/5/24 WGl SR 198242017 Schisandra chinensis (Turcz.) Baill. seeds and seedlings Revise/Amend ANO
1SO I . . . C11,R2,W0,ACO
2022/6/13 2022/5/24 WGl SR 203112017 Salvia miltiorrhiza seeds and seedlings Revise/Amend ANO
2022/7/5 2022/6/28 WGl CD CD 9109 |Rehmannia glutinosa root Dispprove  [Y14N1A6
2022/7/5 2022/6/28 WGl CD CD 9319  |Poria cocos sclerotium Dispprove  [Y14N1A6
2022/7/5 2022/5/23 WGl CD CD 8959  |Eucommia ulmoides stem bark Dispprove  [Y13N1A7
2022/7/7 2022/6/28 WGI1 FDIS FDIS 23964 |Saposhnikovia divaricata root and rhizome Approve Y14NOA9
2022/7/9 | 2022/6/28 | WG1 cD €D 9306 |Phedra sinica, Ephedra intermedia, and Ephedra Approve | Y14NOA6
equisetina herbaceous stem
SO Confirm11
2022/9/2 2022/6/28 WGl SR Panax notoginseng root and rhizome Revise/Amend |Revise/Amend|
20409:2017 .
Withdraw0
2022/9/8 2022/8/30 WGI1 CD CD 13619 [Gardenia jasminoides fruit Yes (TA R [YON9IA6
20021006 | 2022830 | WG1 DIS DIs 5228 | Rheum palmatum, Rheum tanguticum, and Rheum officinale Approve | Y15NOA9
root and rhizome
CD o . . Y6NSA7(NIZ 2
2022/10/10 2022/10/6 WGl . CD 8071 |Ligusticum chuanxiong rhizome Yes
consultation A hRL)
2022/10/12 2022/8/30 WGl DIS DIS 7177 [Coptis chinensis and Coptis japonica rhizome Approve Y 14N0OA9
PLAL co-PL# [Eexpert
2022/10/12 2022/9/28 WGl Call for co-PL and nominated experts to ISO/PWI TR 18986 ei:;ert ;\m 5
exnert /Ml
PWITR R T T
2022/10/13 2022/9/28 WGl 18986 Report on Panax ginseng No
CD ) Yes(I X > b
2022/11/3 2022/10/21 WGl . CD 13615 |Atractylodes macrocephala rhizome Y3NI12A6
consultation HYDE)
2022/12/23 2022/12/1 WGl NP NP 19015 | Glycyrrhiza uralensis and Glycyrrhiza glabra seeds and seedlings Approve Y13NOAS8
2022/1223 | 2022/12/1 | WGI NP NP 19025 |Glyeymhiza uralensis, Glycyrrhiza inflata, and Glyeyhiza glabra) -\ oo |y 13808
roots and rhizome
2022/12/23 2022/12/1 WGI1 NP NP 19047 |Polygonum multiflorum root Approve Y13NOAS8
2023/1/18 | 202319 | WGl Cog:;g‘ee CD 9299 |Curcuma Longa rhizome Yes (222 M) YINOAG
2023/1/19 2023/1/9 WGl DIS DIS 7450 _|Pinellia ternata tuber Approve Y16NOA7
2023/1/24 2023/1/18 WGI1 NP NP 19661 | Anemarrhena asphodeloides rhizome Approve Y12N1ASE4
2023/1/24 2023/1/18 WGl NP NP 19836 |Platycodon grandiflorus root Approve  [Y13NOASEG6
2023/1/24 2023/1/18 WGl NP NP 19842 |Dioscorea opposita rhizome Approve Y13NOAS8ES
2023/1/24 2023/1/18 WGI1 NP NP 19851 |Cinnamomum cassia branch Approve Y13NOASE6
2023/1/31 2023/1/18 WGl Cor];::gtee CD 5106  |Polygala tenuifolia and Polygala sibirica root Yes (A RbD) Y3N11AT
2023/2/28 2023/1/18 WGl NP NP 5471 |Carthamus tinctorius flower Approve
2022/12/25 ] The CIB for approving draft resolutions for the WGs' 514 Yes
N AN
2023/175 IR wG17% 4 CIB NI755 recommendations in October and November, 2022 516 No
202259 | 2022/5/4 | WG2 WDS | \Wig284 |Simplified accelerated stress simulation methods No(= 4 >+ |yyN36a4
Consultation &L D)
2022/5/31 2022/4/21 WG2 DIS DIS 4564 | Scutellaria baicalensis root Dispprove | Y14N1A9
2022/7/2 2022/5/23 WG2 CD CD 6904  |General requirements for the ultrafine powder of herbs Approve YI12NI1A8
1ISO General requirements for industrial manufacturing process of red Confirm10
2022/9/2 2022/6/28 WG2 SR 19610:2017 |ai (Pq . C.A. Meyer) &P Revise/Amend |Revise/Amend2
: ginseng (Panax ginseng C.A. Meyer Withdraw0
2022/10/6 | 2022928 | WG2 FDIS  |FDIS 196093 | Quality and safety of raw materials and finished products made Approve  |Y12N1A11
with raw materials — Part 3: Testing for contaminants
2022/10/14 2022/9/28 WG2 FDIS FDIS 4754 |Fermented Cordyceps powder Approve Y12NOA11
2002119 | 2022109 | WG2 FDIS | FDIS 10609-4|Quality and safety of raw materials and finished products made | 00 |y 16N0A9
with raw materials — Part 4: Testing for preservatives and
2022/11/23 2022/11/4 WG2 NP NP 18977 |Minimum requirements for herbal dispensing services Approve Y10NOA7P5
2022/11/25 2022/10/9 WG2 DIS DIS 4904  |Inner pack of decoction pieces Approve Y12N2A12
2023/1/5 2022/12/1 WG2 DTS DTS 13126 Determination of ochratoxu‘l A in natural products by liquid Approve Y13NOA9
chromatography coupled with fluorescence detector
N 673. N 674 Request for comments on WG 2 drafts Requirements for
2023/1/17 2022/12/129 | WG2 comments N 675’ N 676’ prescription, dispensing, delivery, decoction and i

taking of Chinese medicine” (N 673. N 674. N 675. N 676).
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ISO/TC 249 :{ﬁ; WG (2:;(321 Stage
(2023.2.81R %)
Current Status 0.60(&H 1ET—= 10.00 20.00 30.00 40.00 50.00 60.60 90.93
Final text
Proposal for ,Z‘eivsv‘g:gjdei%t rec;glesd or International | International
new project 9 CD registered | DIS registered . Standard Standard
. TC/SC work registered for .
registered published confirmed
programme formal
approval
ISO 17217-1:2014 Ginseng seeds and seedlings -- Part 1: PN - - -
Panax ginseng C.A. Meyer HIEASDEEE WG1 | 90.93 2013-02-05 | 2013-11-26 | 2014-02-27 | 2019-10-31
ISO 18664:2015 Determination of heavy metals in herbal e o a1 03 03 08 T o OF.
medicines used in TCM EEOELEELE WG1 90.93 2012-11-15 | 2013-03-13 2014-03-26 2014-08-26 2015-04-15 2015-07-21 2021-05-13
ISO 20408:2017 Panax notoginseng seeds and seedlings Bt ASOHEELHE WG1 90.93 2014-10-29 g 2015-08-17 2016-01-07 2016-08-12 | 2017-01-16 2022-10-31
'ssece’ d1|i?12§4:2017 Schisandra chinensis (Turcz.) Baill. seeds and | £ o 2 154 WG1 | 9093 | 2014-03-05 - 2015-07-10 | 2016-01-06 | 2016-08-17 | 2017-03-03 | 2022-10-31
1SO 20311:2017 Salvia miltiorrhiza seeds and seedlings ABniELE WG1 90.93 2014-09-29 - 2016-01-04 2016-04-19 2016-10-21 2017-03-06 2022-10-31
1SO 20409:2017 Panax notoginseng root and rhizome BtABE/ TS5 WG1 90.93 2014-10-29 - 2015-12-25 2016-04-20 | 2016-12-02 2017-05-23 2022-10-31
ISO/TR 23975:2019 Priority list of single herbal medicines for |{E#%/EpL T BBELEE) WG1 90.92 - - 2018-12-10 - - 2019-11-08
developing standards Ak )
1ISO 19610:2017 General requirements for industrial
manufacturing process of red ginseng (Panax ginseng C.A. SO IENRBESE WG2 | 90.60 | 2013-11-22 - 2015-07-16 | 2016-02-04 | 2016-09-30 | 2017-04-12
Meyer)
1SO 20759:2017 Artemisia argyi leaf Favw IATF-E/T57| WG 90.20 2015-01-09 g 2016-08-22 2016-12-19 2017-06-30 2017-12-12
ISO 21371:2018 Labelling requirements of products intended for!| HWREDSAIL e 60.60 2015-12-17 - 2016-11-01 2017-02-03 2017-09-15 | 2018-01-30
oral or topical use .
1SO 19617:2018 General requirements for the manufacturing A 51 7 gl s e - e 03 o 04
process of natural products HWEORESE WG2 60.60 2013-11-22 2016-11-28 2017-03-09 2017-11-16 | 2018-04-12
1SO 21315:2018 Ganoderma lucidum fruiting body EZE/UI0 WG1 60.60 2015-12-10 - 2017-09-11 2018-01-04 2018-06-27 | 2018-12-20
1SO 21370:2019 Dendrobium officinale stem BEREE/IST WG1 60.60 2015-12-17 g 2017-09-11 2018-01-04 2018-06-27 | 2019-02-05
1SO 21316:2019 Isatis indigotica root RERE/FST WG1 60.60 2015-12-10 - 2017-08-21 2018-01-04 2018-07-09 | 2019-02-05
1SO 21314:2019 Salvia miltiorrhiza root and rhizome ABE/V37 WG1 60.60 2015-12-10 - 2017-08-18 | 2017-12-07 2018-07-19 2019-02-19
1SO 21317:2019 Lonicera japonica flower RRIEE/VS0 WG1 60.60 2015-12-10 bd 2017-03-23 2017-06-29 | 2018-02-01 2019-02-28
Lig;g:g:mg Guidelines for Chinese materia medica EROREHE WG1 | 6060 | 2015-12-10 - 2017-10-26 | 2018-02-09 | 2018-09-28 | 2019-03-04
1SO 22212:2019 Gastrodia elata tuber XHE/TTT WG1 60.60 2016-12-08 - 2017-12-18 | 2018-03-09 2018-10-09 2019-03-08
1SO 22988:2020 Astragalus mongholicus root RNEHEE/TI0 WG1 60.60 2017-07-20 - 2018-02-02 2018-05-16 | 2019-06-19 2019-09-27
1SO 22584:2019 Angelica sinensis root BLURE/VSD WG1 60.60 2017-03-22 bd 2018-07-18 2018-10-01 2019-07-02 2019-12-05
1SO 22256:2020 Detection of irradiated natural products by R ™ -
photostimulated luminescence TSR E RGO WG2 60.60 2016-12-20 2018-05-25 2019-04-01 2020-03-02 2020-07-14
ISO/TS 21310:2020 Microscopic examination on medicinal . - -
herbs EREDFR WG1 60.60 2015-12-10 2019-06-27 2020-03-18 2020-07-15
1SO 22258:2020 Determination of pesticide residues in natural e 60.60 2016-12-20 - 2018-04-25 | 2019-04-01 2020-03-02 2020-07-24
products by GC .
IS0 25191:2020 Determination of selected Aconitum alkaloids | &% 77 2.~ WG2 | 60.60 | 2017-10-25 | 2018-01-19 | 2019-02-13 | 2019-07-18 | 2020-03-03 | 2020-07-29
by HPLC O F8IEx ’
LSO 22217:2020 Storage requirements for raw materials and |y, 5, o g gy g WG2 | 60.60 | 2016-12-09 - 2018-06-01 | 2019-06-25 | 2020-03-02 | 2020-07-31
lecoction pieces

Lsycliéﬁ:zlf_sg:zozo Determination of Aflatoxins in natural products |gy g gy »5shs v mim | WG2 | 60.60 | 2016-12:26 - 2018-06-13 | 2019-05-21 | 2020-03-03 | 2020-08-05
1SO 23193:2020 Lycium barbarum and Lycium chinense fruit  (#Ii2 FE€/5 57 WG1 | 60.60 | 2017-10-25 | 2018-02-28 | 2018-12-18 | 2019-06-20 | 2020-03-04 | 2020-08-28
1SO 22590:2020 Determination of Sulfur Dioxide in natural 40— - 3. - 04 04 03 11
products by titration RO _BILHERE WG2 60.60 2017-03-22 2018-04-25 2019-04-01 2020-03-04 2020-11-03
1SO 19609-2:2021 Quality and safety of natural materials and WEOEEEREMH P
manufacturing products made with natural materials -- Part 2: 22‘,;_2;’;& = art WG2 60.60 2016-03-03 | 2016-06-06 | 2019-03-21 2019-11-08 2020-07-20 2021-01-08
Identity testing TR
1SO 19609-1:2021 Quality and safety of natural materials and WEOBELREME P
manufacturing products made with natural materials -- Part 1: 1. Tﬁﬁa‘;§$lﬁ art | w2 60.60 2016-03-03 2016-06-05 | 2019-03-21 2019-11-08 2020-07-20 2021-01-08
General requirements :
1S0/23190:2021 Determination of aristolochic acids in natural  |&# &0 7" RO 7EHE we2 | 60.60 2017-10-25 | 2018-01-19 | 2019-10-09 | 2020-03-05 | 2021-01-25 | 2021-04-28
products by HPLC E R :
1SO 23962:2021 Processed Aconitum carmichaelii lateral root |0 T ffF WG1 60.60 2018-12-06 2019-03-18 2019-12-13 2020-06-05 2021-03-02 2021-07-28
1S 23723:2021 General requirements for herbal raw material |1y e s 4g WG1 | 60.60 | 2018-09-17 | 2018-12-24 | 2019-12-25 | 2020-06-11 | 2021-02-25 | 2021-08-11
and materia medica
1SO 23959:2021 Glehnia littoralis root ERE/VSD WG1 60.60 2018-12-06 2019-03-18 2019-12-13 2020-03-19 2021-03-26 2021-08-23
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1ISO/TC 249 :Iji;* WG | Current Stage
Status
(2023.2.88 1)
Current Status 0.60l&H1ET—< 10.00 20.00 30.00 40.00 50.00 60.60 90.93
Final text
Proposal for rzei\gl‘ggf;: rec::\)/?sd or International | International
new project 9 CD registered | DIS registered . Standard Standard
. TC/SC work registered for .
registered published confirmed
programme formal
approval
53153:267:2021 Determination of microorganisms in natural gy o gk | WG2 | 6060 | 2017-02-03 - 2018-06-13 | 2020-03-03 | 2021-06-03 | 2021-10-15
1SO 23972:2021 Zingiber officinale rhizome EEE/TFD WG1 60.60 2018-12-07 2019-03-18 2019-12-16 2020-10-19 2021-06-09 2021-10-22
1SO 23416:2021 General requirement of manufacturing IHREH WG2 | 60.60 | 2018-02-22 | 2018-06-11 | 2020-06-16 | 2021-01-29 | 2021-10-15 | 2021-12-07
procedure and its quality control for granules
ISO 18665:2022 Herbal decoction apparatus ed.2 - id.83597  |BICEE/ERIEE E2lR WG4 | 60.60 20?116%%;16 - - - 2021-08-19 | 2022-02-15
SO 23956:2022 Determination methods of benzopyrene in |+ sy sy A3 WG2 | 60.60 | 2018-12-06 | 2019-07-09 | 2020-06-08 | 2021-02-09 | 2021-09-24 | 2022-02-15
herbal products
1SO 22585:2022 Codonopisis pilosula root RBEIIIT WG1 60.60 2019-04-03 2019-07-08 2021-01-08 2021-03-25 2021-10-27 2022-02-18
1SO 22586:2022 Paeonia lactiflora root—White peony root HEE/ITFT WG1 60.60 2019-04-03 2019-07-08 2020-06-30 2021-03-25 2021-10-27 2022-02-20
SO 23665:2022 Bupleurum chinense, Bupleurum EME/T5T WG1 | 60.60 | 2018-12-06 | 2019-03-18 | 2021-01-08 | 2021-04-28 | 2021-11-01 | 2022-03-30
scorzonerifolium and Bupleurum falcatum root
1SO 4154:2022 Sinomenium acutum stem BEE/F57 WG1 60.60 2019-12-05 2020-03-02 2021-04-09 2021-06-03 2021-12-06 2022-05-12
ISO 23964:2022 Saposhnikoviadivaricata root and rhizome BRE/ 57 WG1 60.60 2018-12-06 2020-07-07 2021-04-28 2021-07-15 2022-04-06 2022-08-05
1SO 19609-3:2022 Quality and safety of natural materials and WEDEEEREN Fi
manufacturing products made with natural materials -- Part 3: %E R = - WG2 60.60 2019-03-27 2019-07-16 2021-04-26 2021-09-27 2022-06-30 2022-11-15
Testing for the absence of contaminants
ISO 4754:2022 Fermented Cordyceps Powder RELREEE/IID WG2 60.60 2019-12-13 2020-03-10 2021-03-25 2021-09-28 2022-07-05 2022-11-18
ISO 19609-4:2022 Quality and safety of natural materials and |2 KRB EL LY Part
manufacturing products made with natural materials -- Part 4: |4 {7774}, ih5thE. HFtEd | WG2 60.60 2019-03-27 2019-07-18 | 2021-07-05 2021-11-29 2022-07-22 | 2022-12-02
Testing for preservatives and non-wanted compounds =4
ISO/TS 13126 Determination of ochratoxin A in natural products [LC-FLDIZ &2 KA E S a1 03 = - e
by liquid chromatography coupled with fluorescence detector DAIFRFI A BIE we2 ey 2021-11-30 | 2022-03-07 AP
ISO/FDIS 4564 Scutellaria baicalensis Georgi root Ao3v w1952 WG1 50.20 2019-12-05 2020-03-10 2021-04-09 2022-01-04 2022-11-18
ISO/DIS 7177 Coptis chinensis and Coptis japonica rhizome BEE/IFD WG1 40.60 2021-03-02 2021-09-15 2021-12-06 2022-05-13
ISO/DIS 5228 Rheum palmatum, Rheum tanguticum, and -
Rheum officinale root and rhizome KEE/TF7 WG1 40.60 2021-04-25 2021-09-15 2021-12-06 2022-05-13
ISO/DIS 4904 inner pack of decoction pieces ANHEZE Y WG2 40.60 2020-01-14 2020-05-29 | 2021-04-22 2022-07-04
ISO/CD 7450 Pinellia ternata tuber $EE/IIFD WG1 40.60 2021-03-25 2021-09-15 2021-12-20 2022-08-25
ISO/DIS 9306 Ephedra sinica, Ephedra intermedia, and - 07 11 5. LA
Ephedra equisetina herbaceous stem HE E/750 WG1 40.20 2021-07-14 2021-11-24 2022-05-13 2022-11-01
ISO/DIS 8959 Eucommia ulmoides stem bark b ®/57 WG1 40.20 2021-07-13 2021-11-24 2022-05-09 2022-11-09
ISO/DIS 9319 9319 Poria cocos sclerotium ®E E/950 WG1 40.20 2021-07-14 - 2022-05-09 2022-11-29
ISO/DIS 9109 Rehmannia glutinosa root hE E/757 WG1 40.20 2021-07-13 2021-11-24 2022-05-09 2022-11-29
ISO/DIS 13619 Gardenia jasminoides fruit WHEF £/957 WG1 40.00 2021-12-13 2022-04-04 2022-07-13 2023-01-20
IhSeCr)b/SD 6904 General requirements for the ultrafine powder of SR e 30.60 2021-01-20 2021-05-10 2022-05-06
ISO/AWI 8071 Ligusticum chuanxiong rhizome NF¥a2E/ TS5 WG1 30.60 2021-05-06 2021-09-15 2022-08-12
ISO/CD 13615 Atractylodes macrocephala rhizome Bt /932 WG1 30.60 2021-12-13 2022-04-01 2022-09-07
ISO/CD 9299 Curcuma Longa rhizome DAy ®/957 WG1 30.60 2021-07-14 2021-11-24 2022-11-22
ISO/CD 5106 Polygala tenuifolia and Polygala sibirica root ERE/SD WG1 30.60 2021-12-10 2022-04-01 2022-12-01
ISO/CD 5076 Angelica dahurica root B ®/757 WG1 30.20 2021-12-10 2022-04-01 2022-12-01
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1ISO/TC 249 :Iji;* WG | Current Stage
Status
(2023.2.88 1)
Current Status 0.60l&H1ET—< 10.00 20.00 30.00 40.00 50.00 60.60 90.93
Final text
Proposal for rzei\gl‘ggf;: rec::\)/?sd or International | International
new project 9 CD registered | DIS registered . Standard Standard
. TC/SC work registered for .
registered published confirmed
programme formal
approval
ISO/WD 8284 Simplified accelerated stress simulation methods |BE&:HER WG2 | 2060 | 2021-06-01 | 2021-10-28
ISO/AW.I TR 23975 Priority list of single herbal medicines for  [{Z#% I 3@ E4EE") e 20.00 = 2023-01-18
developing standards ANE#H)
ISO/AWI 19047 Polygonum multiflorum root AEs €/7357 WG1 20.00 2022-09-30 2023-01-20
ISO/AWI 19015 Glycyrrhiza uralensis and Glycyrrhiza glabra
seeds and seedlings HEELE WG1 20.00 | 2022-09-30 | 2023-01-20
ISO/AWI 19025 Glycyrrhiza uralensis, Glycyrrhiza inflata, and - e o
Glycyrrhiza glabra roots and rhizome HE ®/9357 WG1 20.00 2022-09-31 2023-01-20
ISSe(r)v/il;l:S1 8977 Minimum requirements for herbal dispensing TR T WG2 10.60 2022-08-30
ISO/NP 19661 Anemarrhena asphodeloides rhizome nEg ®/957 WG1 10.60 2022-10-31
ISO/NP 19851 Cinnamomum cassia branch HRE/T57 WG1 10.60 | 2022-11-01
ISO/NP 19842 Dioscorea opposita rhizome W €/557 WG1 10.60 | 2022-11-01
ISO/NP 19836 Platycodon grandiflorus root g E/757 WG1 10.60 2022-11-01
ISO/NP 5471 Carthamus tinctorius flower fIie €/9357 WG1 10.20 | 2022-12-05
ISO/NP 20255 Epimedium brevicorum, Epimedium sagittatum, | .q ... = ey
Epimedium pubescens, and Epimedium koreanum Herb BEE /T wet (020 RU22g2e
ISO/PWI 7835 Schisandra chinensis fruit EKRFE/TST WG1 0.60 2021-04-27
ISO/PWI 8961 Areca catechu seed BT €/957 WG1 0.60 2021-07-13
ISO/PWI TS 11176 Chemical profiling methods of herbal AT A—=F Yok
" . ron N ? WG2 | 0.60
medicines using chromatographic fingerprinting P
ISO/PWI TR 18986 Report on Panax ginseng in terms of -
industry and standardization development AB ERIELREL wet 0ey
UT My Projecty R FMSHIBRESNTLNS
ISO/PWI 22905 Coix lacryma-jobi var. ma-yuen seed ELEE=SZE Vb v WG1 0.60 2017-06-29
ISO/PWI 22906 Corydalis yanhusuo tuber EMRE/ VT WGT1 0.60 2017-06-29
ISO/PWI 22907 Uncaria rhynchophylla stem with hook HEME/TST WG1 0.60 2017-06-29
ISO/NP 21311 Astragalus root (astragalus membranaceus) ENFEE-E/TST WG1T | i | 2015-12-10
ISO/NP 21313 Platycodon grandiflorum root BEE/I57 WGT | e’ | 2015-12-10
ISO/lNP 21373 Minimum requirements for herbal dispensing ER RS wWG2 zmgggﬁ;oscn 2016-01-20
services
ISO/PWI 23189 Determination of Ochratoxin A in natural HREOAIFEEFIVHIE
products by LC-FLD Hik wez2 060 2017-10-25
IS_O/I_’WI 23197 Specification and grade of Saposhnikovia BERSL—F WG1 0.60 2017-10-26
divaricata root
ISO/PWI 23311 Dimocarpus longan aril EBRE/TS5T WG1 0.60 2017-12-21
ISO/PWI 23194 Crataegus fruit WEFE/ TS WG1 0.60 2017-10-25
ISO/PWI 23968 Gravimetric determination of total ginseng ABOBH R TR WG1 0.60 2018-12-06
saponins
ISO/PWI 23966 Panax quinquefolium root FHAIHAABEIISD WG1 0.60 2018-12-06
ISO/PWI 23960 Glycyrrhiza uralensis root and rhizome HEE/Y5D WG1 0.60 2018-12-06
ISO/PWI 24184 Andrographis paniculata herb FLEE/TST WG1 0.60 2019-02-28
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I‘Lﬁﬂnﬁﬁ%/ﬂkﬁzﬁlzfé‘ﬁﬂnﬁﬂ%%*% (AMED) ZFtHAFRHAEE

Bﬁﬁ*%ﬁim(; BIRFNARGAESLU
%ﬁ EBRO—REELTORTT - iHEROEEATT ]
20225 ===

ﬁ?ﬂﬁﬂn FFEERE S

M3RFEFEDIEE
EZIAFHFEEAERERE (2R SREWFA
KR EIRAZF L5 — AIEF RER

WGs of ISO/TC249 [ ]: convener

WG1:

WG2 :

~

Quality and safety of raw materials and traditional processing
[China] EMEOGELE2ES LU EHRNINIE

Quality and safety of manufactured TCM products [Germany]
TENTCMERORES LU R

WG3 :

WG4 :

WG5S :

JWG1

JWG6:

Quality and safety of acupuncture needles [China]
HOmMBRVESM

Quality and safety of medical devices other than acupuncture
needles [Korea] fHBADEEEBRORELTZSYE

Terminology and Informatics [China & Korea]
AERVIREHEFE

: Joint ISO/TC 249 - ISO/TC 215 WG; Informatics

REHRBFICRTSTC215 ((REERIGH) LDIWG

Joint ISO/TC 249 - IEC/SC 62D WG: Electromedical equipment
EBFHERICEITS IEC/SC 62DEMIWG
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WG1, WG2ICH T2 ABRARSEIA
1) EE AR TEDIRE(E. WPICTCME FOFRAE(LICEET SRR

WG1, WG2(CHEMHSIREENARERREICOVT, EA R - A FEDEW
(CHIFBFIAEREPL T 1L -3 ERFRISEFL OB DOIRRICEET S
;ﬂa R ZITO. (BIEZRDD T EFDIRETZIToIE

EFEeE(web) TEROFRIPZITOR

WG1£i%: 24th, 25th 26th 27th  WG2&i%: 23

-:—‘;ﬁﬁﬁ(zﬁéB;’%‘}xmuswé}xﬁ“r‘ R, BEISUELE A
F0IX> MeFFRHUE
=244 (WGL:1744 WG2: 744, 2022.4.1~11.258F1053)

TC249FEH B/ REREZEZLOBENARIIZ 1T —2a> DI
- EBSERICERICWDZRMEL BIERRZIT (AL 1RE)
-GACPEFFAREENERY | PEIREIRRESEDI—T1> 2

2)EEFIRHEFIALCEZROREERFECEISME
3)EREY OFISELREN. MITICHIBH1 R34 >ICBT 5%

HANSOEBRREDIERICE I 5ER IR
BT Iﬁiﬁ%/ﬁﬁﬁ UTEAEE - ERIEY) Do B EIR(ICRI I S EIFIR:
B EF TS ORERFTILCC, IP1BUREIFHRZEAE L 351 &EfE
-GACPEFRAE | HEHEIREZBLHICHFEZED TS

1) ERLEHROI TEDEREL, W CTCMEROIFEE(LICE T AR

KIEAE : ISO/TC249 AR TOFBIRE(OVWTHNE DR/ FLDE
SHOBRNSFRBEZHMEL. MISHAECOVWTIRET 21T ol L TRAEZECSHIL.
275 REFRBOEFRE B [CATHN AL HOR RRATE B”?ﬁfﬁ"d)lﬁ
%175, ISO/TC249 £USFH CORESNFIRZEIEL, ZBHOIRS

BB TERBRE(RET S, S50, AFEE EF'(UIaﬁED‘&BZaU\EF (Jm.‘:l:'.
FEDISO/TC249 £AZFE TOFMIRRICOVTEEERITART 21TV IRESN
EXIETT7EF 2 R FEFOR N TERESD, ESLLTHRE IS,

NAIVAM=>

MS3-1 ISO/TC249 £AKZE TOFRIRR(COVWTHNIEOERBHFLOEESE
OERENSEREZHE U MIETTECOVWTHRFZI Tl L TEARRECSHIL, &
FHEREZAEBOEFRE B ATON 3B RRIAZFOEEN 21T,

(2022594 i'C)
MS3-2 ISO/TC249 £A=E TRESNCEIRZEIEL, BABHEPIHREEFOE
IR CTERERECITES . (2022359)% i"C)

MS3-3 WG1, WG2(IRESNBEFRERICH L. BIEORBEHFEFLORS
HOERSRNSIREIL. SREBZHIHURR I 5L EFRISRCETICIET 3.
(20225 12HFT)
MS3-4 JREEDISO/TC249 EURZE TOFRIRRICOVWTHNEOERFBHEFL
DOESEOBRRNSEREZIMEU. MICTTELCOVTIREI 21TV IRESNIFIETT
EFESERBSFOLEATILDIREZLLTURE TS, (2023F3H%T)
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1) EREEHROI TEDREL, WU CTCMEROIFEE(LICEIT AR

TANVR b=V

MS3-11SO/TC249 2ARLFE TCOFBRRBICOVWTEHINEDOERFEF L DES
HOBEALSBEEMMBE L. MISHEICOVWTRET 2T L TEBEEEIC
SL. EHERAERBEHOERIZENABEY I ITON D I-OBRRBEDE
B}ETI, (202298 ¥ ©)

EHIRR

ISO/TC249 WG1E=3%(5/9, 6/6, 6/20, 10/24) R T8, WG2E3#(6/15)ICH W T, 12
HEnihERVCEERD S OFRIBRICOVWT, BEARFAHZEENRE & HH
BEoOHZ2BEESFEOIHICOWTHEMICEEL., MEDOH 2D RIBEPE
KEBEORZICOWTBET S LD ICERERBPEITo7, GEHZX100%)

TAINVAR b=V

MS3-2 ISO/TC249 A ZTARESIN/I-FEAEE L, ZFFHFOHEEED
BY AR CEABGRE ICET B, (2022598 £ ©)
EHIRR

EEROCUBNFICE T2, EBRSEA~AOSH, HTNICEBERENRICET
2ERNSE (ARNEKEERISE) 250EL. ERE0EZATEES
FEERE L TBEYNICRHRL -, GE#100%)

1) ERLEHROI TEDEREL, W CTCMEROIFEE(LICE T AR

TANARF—V

MS3-3 WG1, WG2ICIRH SN EFZERICT L, HHAEOERAEF L DX
AR ORI L, REZHE LERT L &I, BEFEREICEYIC
W d B, (20225128 £ ©)

IR

EARZEELLUIB LT, WGLE LK WG2DFHISIEE (SREZEE) (IxXF L.
BEREETROBBMEZICOWT, FICHEERA L DBEHEOBESL, S EE
REOWREAH AR L. EERKRZEICHS L, (EFEX100%)

AR b=V

MS3-4 R EE DISO/TC249 EEESE THOIFRIERICOLWTHHIEOERFEAHSE

EDBEMOBEANORBEEZME L. WICHERICOVWTRETZITL., RES

NE=WIEAEEEZREFSEOEATE EOREE L L TIRET 5,
(2023538 £ T) =2023%38 £ CICESM
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ISO/TC249 WG1,WG2TDIS{ERARSL
WG1 (EELRHFRINNDEODREE(L)
WG2 (TCMEmOIFEE(L) tRls

CNFTIHERR SN E BRARAS
EIRAEIR (IS) : 44 (WG1:26, WG2:18)
Technical Report (TR) :1
Technical Specification (TS) :1 i\vess
S5(C. 17 (WG1:14, WG2:3)D 47 @
ISOYERSHEITH
CNETICISO/TC249 TYERENIZO 3D EBRARS

(TR, TSEL) D55, IFEZEWGIRUWG2
DEMAHLEHB,

*2022/12/153R7E 7

WG1: 20224FE(ChRIZIUR EIFIREE

ISO 22585:2022 Codonopsis pilosula root %&EJ/J57
ISO 22586:2022 Paeonia lactiflora root—White peony root XJZEEJ//J57
ISO 23964:2022 Saposhnikovia divaricata root and rhizome BAEE/J37

ISO 23965:2022 Bupleurum chinense and Bupleurum scorzonerifolium and
Bupleurum falcatum root 4EAE/J57

ISO 4154:2022 Sinomenium acutum stem BHEEI/HST

YA BMLEAI1004IICA > TS aa B2 B 5H [CISYERR T SREL TERDIRS

BEIRGCOEVEREZRNSREL T, BSHNRERFIREZRILIFOISHEIZLTVS

ISO/TR 23975:2019 Priority list of single herbal medicines for developing
standards 1REZ{EK T HBITRETEYRXL

ISO 23723:2021 General requirements for herbal raw material and materia
medica &ZFE(CHIFD—HRHNEKREIA
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WG1: IRTEERP D EIRIREE
(FDISAF—SFTHLELIZED)

ISO/FDIS 4564 Scutellaria baicalensis root AJI>EJ4H357

WG1: BRIE(E R DERIRSE
(DISAT—IETHRLELIEED)

ISO/DIS 5228 Rheum palmatum, Rheum tanguticum, and Rheum officinale
root and rhizome X®|EJ/J5J

ISO/DIS 7177 Coptis chinensis and Coptis japonica rhizome E&EE/J57

ISO/DIS 7450 Pinellia ternata tuber #& €937

ISO/DIS 8959 Eucommia ulmoides stem bark #t{th £/757

ISO/DIS 9109 Rehmannia glutinosa root & €£/4957

ISO/DIS 9306 Ephedra sinica, Ephedra intermedia, and Ephedra equisetina

herbaceous stem & £/9357
ISO/DIS 9319 Poria cocos sclerotium ~3%& €437

BEIRGIVA N, W ICRBEIRGOEVERZERMRELT, BENREREIRZ
R CUBEISHRIIUIED AR, IREITARTISEARZVIRIRNTHS

Web hRIIR AR EGTY FT,
NAEFMFICTIHERESZE,
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Web hRIIRAFEGTY FI,
NEFMFICTIHERCZSL,

Web hRISRAFHETY FT,
NEFMFICTIHEREC S,
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Web hRISRAFREGTY FT,
NAEFMFICTIHERC IS,

Web hRISRAFHEGTY FT,
NAEFMFICTIHERESZE,
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Web hRIIRAFEGTY FI,
NEFMFICTIHERCZSL,

Web hRISRAFHETY FT,
NEFMFICTIHEREC S,
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Web hRISRAFREGTY FT,
NAEFMFICTIHERC IS,

Web hRISRAFHEGTY FT,
NAEFMFICTIHERESZE,
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WG2: 2022FE(CRIZU L EIBRIRAE

ISO/DIS 4754 Fermented Cordyceps Powder REKXREEE /5T

ISO/DIS 19609-3 Quality and safety of natural materials and
manufacturing products made with natural materials -- Part 3:
Testing for the absence of contaminants HROREBLTZEM | ERME

ISO/DIS 19609-4 Quality and safety of raw materials and finished
products made with raw materials — Part 4: Testing for preservatives
and unwanted compounds

ISO 23956:2022 Determination methods of benzopyrene in herbal
products RRORIVELVBITEESE

WG2: IRTEFRRP D EIPRIREE
(DTS, DISAT—SJFTELELIZED)

ISO/DTS 13126 Determination of Ochratoxin A in natural product
by LC-FLD AV3h+>AEEE

ISO/DIS 4904 Traditional Chinese Medicine — Inner pack of
decoction pieces XIHHEZE) (W)

WG2: IREFR P D EIPRIRAE
(CDAF—SFTEIZELIEED)
ISO/CD 6904 General requirements for the ultrafine powder of
herbs #BHHIANR
WG2: IREFRPDEFRITE
(EBRBTPITAITERESINTVSED)

ISO/WD 8284 Simplified accelerated stress simulation methods
IBEEEIER
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Web hRISRAFREGTY FT,
NAEFMFICTIHERC IS,

Web hRISRAFHEGTY FT,
NAEFMFICTIHERESZE,
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Web hRIIRAFEGTY FI,
NEFMFICTIHERCZSL,

2)EEFIREBZFIAVLEZOREERFECE ISR

KIENE

B FREEFRUVCEROREEEFACOVWCEREELZEIEL. %L
SRBRE, BCFENREE, IEIREYFITEFOSERMBVRF Z1TIELEB(C, K
FRERVEUICHIT S ARABER BRI DV TRIERIBE Wi F O ZHEL.
SAEZBREZOIERNZITO.

NAIWAR—>

MS1-1 ELFRIZFAUVEROMBEBEF A OV TEREENIRES
JREZVFRRT Do (2023%3HFT)
IR

IR7E, FEHEZIUHETZZEEBHFOFEE(CNEHINTVIER
FIEHREAVEROREEEFAOVWCRABMELZTORD. AFOJEERE
BHIOWTIBERINEZI T,

FHTHN\HREBLRERSOSEIBRICUNERINTVD, T1VERLE EOMERER
SECDOVWT, TBTEET )V AESA WRICHEREROET — 9% 2{HL. PCRIS
&S UHIBREE SR HA L\ — > DEHRT — 9% 2 RmUT, GEHZT70%)

24
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Web hRISRAFREGTY FT,
NAEFMFICTIHERC IS,

Web hRISRAFHEGTY FT,
NAEFMFICTIHERESZE,
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Web hRIIRAFEGTY FI,
NEFMFICTIHERCZSL,

Web hRISRAFHETY FT,
NEFMFICTIHEREC S,
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Web hRISRAFREGTY FT,
NAEFMFICTIHERC IS,

Web hRISRAFHEGTY FT,
NAEFMFICTIHERESZE,
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Web hRIIRAFEGTY FI,
NEFMFICTIHERCZSL,

Web hRISRAFHETY FT,
NEFMFICTIHEREC S,
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Web hRISRAFREGTY FT,
NAEFMFICTIHERC IS,

Web hRISRAFHEGTY FT,
NAEFMFICTIHERESZE,
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3)EMREYI DFIS LR, IITICHIBHA RS51ICBIT B

EHEANE

[FEREVMORIS. FRERETIREICEI I 2F 512 |(GACP)DERERZELZBTEL.
HERRETHITEGEEL., FIRIRRLLTTRINZHOERR A Z BE
UL ZEEWDOIERK(CTET, 202238 RITOI I EMEEBE/RE . B
3ERITOIE/KEEIKEGAP]. 2022F98FTICRSIMNEITTED
EMA(European Medicines Agency)DGACPOREFICDVWTHERFFABEIATT
ZEEDD,

NAIWAR—>

MS2-1 [FERIEYIOFIE. FREE BIRE(CRE I ST 51E 1(GACP) DIREEZ DIERK
#1712 (202343HFT)
SRS

2022F 3R ICRETAENEI P EMEEBESEIERE |IOGACPOAE(CD
WGHEMFRZES, HERZEETHIPEELEIC, RESDFRMZED TVS.
(EHEE70%)

35

Web hRIFRAREGTY F9,
NAIIMFICTIHERSZE,
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Web hRISRAFREGTY FT,
NAEFMFICTIHERC IS,

Web hRISRAFHEGTY FT,
NAEFMFICTIHERESZE,
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4. TSRO Z 2N & BRI B3 5 pF5E






STHEMEMAERE [HBREBEHOREM & KFREFIZHT HHH%E]

WHoEBasE e B H— FEEINRTE AEERR
Wt /1 AR KR A B R

WA % TERR

IR FE HERE

I. ARFAXKIEE 1

MEfEE DR DR E M & HERRRICET 5%

1. IM4ILR b2 1-1: T0249 BEREICH (T A A EREKFIERICHT IERXHR
OFEBEE

AARD TC249/WG4 2B\ T 7 Y= b —F —% 55D 2 SRR E IR R B3 2 Btk 0K
AT T, ZORMKICEES 2 4 VE (TE, @E, 175, AAR) OB R ZEEEICT] ki
FhE L, TORERESEX THSRORMEEITH Z LT, 2022 4F 6 HFICEEESMK E L TORITEH
e
QEFEMKR

A7v Yz ME 2022 4F 4 A 27 HAHT T FDIS (B EBHKBE) HEAET L, Bk 13 IE,
Bt 0 IETRR S LTz, £ Dk, BERHIEH SN2 AV M2 A=A _"—2ADFHEE T 1Y
=7 M) —&— (FE, §E, V7%, BAR) BCEM L, RKEEEEEL R CEERICRE S, 2022
6 H 7 HIZISO 24571: 2022 & L CIERITRITS NI,

2. YANRA 12 ER~DHBEFHZELE-ERI DI 2aL—2a Yy
OHEDER

PREEMR I L 72 IR ERD EDOEALAZ EDRREDNA L 2 5D E VD T LI DN TIE+47ICH
HINTRVWA, ZOMANERIND Z &1L, DIREOBERIE~DOHLEL B Lo 2R mERES
ERA T EORHN R EDZDICERTHD L EZ D,
QEIERE

AARA~DOFEMIC LD EREINESEZB Lo Ea—2 v I ab—2a VREICE Y, AR ~DiE
BEREOEBNCLDIBEBRADM VI 2L —ra b &aFE T 5, V2 Lb—FRE LTt NFEEMO-IR
BLOBHMBEOEE - FEEELBE LA RET VEBE L, TOAEKET NVICRET D 5T O EMR
R LIDERET VAN U CELEZHN L7256 OARE T AP OBREE SR 2 HRERIEICLY
BT 5, Z OB, SREMFEERE, FUNEL, SEMROERET V~ORNRESEZE LS, Zb
DI8T A= DEACBEMRE T VN BIRE LM R TRELRFT 5, AFERERN G DI
O Filididn % G T B R~ DB OB L L8 L2227 ol B A 7 R OGO 72 8 O R T —
s N
Q@ERAKIR

HAR~OPEMRIC LD BERFOER DAL I 2 —var2EE L7, VI 2 L —FE&EE (Femtet.
LTV 7y =TH) T b EEEZRME L, RIRERLCEE - FEMSMEARELZET L (B
J@ET V) EETANEERE, B BN, REOEE - FEMMEAR LA T V2 STk LE
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TN QEETN), BIO, A EEEZME, K4 B EOL7 V=7 b e LTHREE, 2Tk
WRICFY T 285%E - FENTA—F %7 Ebtim%fw(i$ﬁ%7w)%%%Lt(lno_h%
DERET VKL, —XFOBREME AL L7 ER 0.2 mm O FFER O S8 RET VIIZEIIN L7 2.5
kHz OELIKIZ L H5ET VNOE maf‘ﬁ@ﬁ@%%& L5V Iab—varEitol, HEET
e 4EET VTR (1) BRI (20,40, 80,160,320 mm) ., (2) #KET /L ORIAIEE (10, 20, 30

m), (3) FUNEE (5, 10, 20V) DOEWI X 2ERBESAEZHmT L, EHFET L TIEET VO
ﬁ%%%%hﬁ%ﬁh%wgﬁﬁ I C, EMMEEEE 200, 600, 1000 mm 725 K | Etﬁﬁ
e U7z geff (BfF 1~3) LR LU ﬁ@h%ﬁf A FEAE 200 mm CECE L725:0F (51 4) |
BET VNIRRT & AR R gl 2 EEIE EEHEE E O ME 21T o 72,

HETT L, 4 BET /LTI, ﬁ@%rwiﬁﬁ PERY)—Th D72, BIRE LT T VL
HIEISNDITHE S TUREWESEZR LN LEEL TV, —F, 4 BET AT, HE - HEFFED
BRI HEE T E\CERBESMN R o7, £io, BMMEERESERE T 21206 - T, BT O Y
EWEIFIER T D 2 & (K 2) FUMEEOHINC > TET AR OEREE NI 2 Z & (X3),
5T 7V ORIATRE OB, ARET SR 2 ERDAIIIER T 2EAENH Sl oT,

FEHEF M DRE TR, &M 1~3 1B W T, EMREEEEOBINC > TERIZ X 0 ILHIC
AT 2 =T F&fF 4 TITRBEM O FENICHRET L THmT 2 2 BB LN ER-72 (K 4),
(RERER RSB D B EHEEMIX, &M 1~4 TEN L1 0.35, 0.33, 0.22, 0.0003 mA/cm? CTH
272,

SEDOV I alb—ra Ry, YUTIVRERET MCET D REEIC K D BT E A 03 AT b
Hksn Z LARENTZ, VR ab—ya r CREINEMmEERE. AIFEE, 25Vt 7 LVllA
TREESEINC L S A RE T VNS 2 BB E M OEIT, ZhE CERIFRIEOEARFH L L CH
SNTEEARETFE LWL Y I b, £72, ET BB EILR L B ET L~OfcliE
11V~95/Ti\ﬁﬁ@@ﬂ% L0 (R P g E OB S K & < g B ATREME SR S vz,

K7 I —FaRRIEDH I LITLY | FEDOMMBI N RANTE LA & 8 H 9 2 72 0 O FERLIE
O EBEER DB EE LR EA EORN R EOOICERRT — 2 2155 Z LN THE
2725 B2 D, SRITEERET VORRSOREE O BB OIS FITRF 2D 720,

AWFFEO R 2028 4F 6 H O H AR TR THET D TETH D,

BEEETIL ABETIL EHEEETIL

HEiE

1: EEET IV
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BEETIL

ABETIL

mA/cm2 80 mm

mA/cm2
1200.00 300.00
550.26 150.89
252.32 75.89
115.70 38.17
53.06 19.20
24.33 9.65
11.16 4.86
5.12 244
2.35 1.23
1.08 0.62
0.49 0.31
0.23 0.16
0.10 0.08
0.05 0.04
0.02 0.02
0.01 0.01
X 2 : FEHRA R OE T K D EEE A
(ﬂﬁﬂ)\{“ﬁ 20 mm / FIINEE: 10 V)
HEETIL
5V
mA/cm2 mA/cm2
2400.00 600.00
1050.83 288.14
460.10 138.38
201.45 66.45
88.20 31.91
38.62 15.33
16.91 7.36
7.40 3.53
3.24 1.70
1.42 0.82
20V 0.62 038
I | 0.27 P
0.12 0.09
0.05 0.04
0.02 0.02
0.01 0.01
X 3 : FIINEEEOE & B Lo Ah
(FEMRTEIPERE 80 mm / BRI ATEE 20 mm)
S {#1 (EEBE 200 mm) {43 (ZERE 1000 mm)
i i
mA/cm*2
600.00
346.13
199.68
115.19
| 66.45
38.34
2212
12.76

&2 (P58 600 mm) Z44 (P58 200 mm, EREA) 9

0.82

0.47

‘ . ' y 027
0.16

0.09

0.05

0.03

0.02

! ' 001

X4: BP¥HFETLICBTLY I 2 b— g VEER
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I. ARMFIER 2
REBHOR LM EWBRIGICET SR
TAINALD2-1 : THRMIZDEDR LM
OHRDERLIEBR
TAEDANVZ < FTRBNT « T DEZTOERI E->T, RIZED FEAE] bERINATWD,
Frio, FETHBIATA DM LR (BER, FR, R E) Oo—KiiGbHORTnD, £O—FT,
B DIED LK T DO —fREEE NS ER->TRY, AOREW BT 2 EEMETEE
STWb, ZIZ T, ZTNHDOREFHOHFNLAEITBER ERRIZOVTEOH EMEZ BT LTz,
QMEAHE
RRFEEICIE, AMER TH D00, il STV D KT 3D BEESR & (75 O DR /38T % K48
L. TORFEOEME E & TRO LTV DRI & & il UREE L 72, EBROFiE & LT,
(1) H AR
B LA AR ICERE L, BEVWRA W THEA L THEDITRBET v > /3 —IC AL, FExHE B
50%Z FHHE U 7= im i 285 & it 500 mL/min THABET v >/ 3—NIZ 10 oA L7, 2oL &
BBET ¢ L N— XD PR SNTRBET A% 7 KT — o F(HAFHE Ny ORI LT (K1),
(2) BREEN ZDEMESHT
B LTRBET A HAZA M) P THIML, HAZ v~ b7 T 7EHESHEHGC-MS)IZTE
AL T TR EECcEES a2 L7 (K 2), fBohl-fA 4 v ERY v~ s 7 7 A(TICC)
M, BEE—T DV AARY MLVERRL, v AR "LV A7 F Y —(Wiley X O NIST)H—F
FiR & DN DAL B OHEE Z1T > T,
(3) RBEH 2 DERSHT
OEFMEA L EVOC) ST
BT T A TTAZ A R P ThHRL, GC-MS IZVEA L CERSHT &4 FEhi L 7=,
@7 VTt RERS
R LT IRIET A% T VT & RiigE 7 — K U » Y (InertSep mini AERO DNPH-HR, v—=
N A = ZENER L, FAFOT VT e REARELZ, 20— ) v T7E h=F
U5 mL 2L TEH L, EHIEEZ 5 mLICER LI OERERRK E Lz, TN AR
su~< 77 Z7HPLOWEAL, AALLTATE R, T R TATE REOT 70l A0
EESHTZAT -T2,
QMR 5y
PRHL U T2 RBE T A D—E & % . BE KU BE IS 2 O TR EIRF B [o@ k%, 42
B DN D B OEZ B> THEE & Lz (K3),

SEIOFERTIE, TIRSITWD 34O TROBRBERFOMIL, FEOEMEBLLFTHY | ZaMEN
flEsd STz,

INHOIZEY . BER, FROEBEO NRIZHT 2REMEZHALNCTE, —RBEEFILDL L X
0. RSN R S EVIREE OO R AR Sz, o, EEEEL~OS %O EICET S
R BHELNT,

- R 2023 4F 6 H O A ARBRFRITTHEELIT I TIE,

— 288 —
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X2 HAITa< T T 7 THNr

X 3 M EHE
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M. HAEFMFKIEE 3
MEREEDOE TE2REMHA FSA4 2 EI=aT7ILIZEAT 5815
1. IMILA LY 31 HREBICHTEIREMEHA K54 VICHATIRERRORE
OFEBE
BEMETA T A OENERELOHEED -0, 2021 FEEIITT2ATA T4 BT A
DFERZ, (A1) A ARBAFSBERERH L ENEZERNEE T2 web A b [HADOLL2XIHR] T
ABAL, THIC (AR AARBAFEFIRRS THET 5.
QHMEMR
O 2 A ABARFRBRERBZLUEZRS RRORLEXE] TAMKH
NEHE A4 4HA1H
URL https://safety.jsam.jp/survey2021-3.html
OF 71 B(AH) 2 A RKBRFRFIRKRE BEMFZERV—7 v a vy 7HTHSE
T—~ 10 FMOIEH ORI & 2L DRAEZ#E 2 5
H K Sf446H5H(H)13:00~15:00
Y% At B4AL/HHT—F 2 Room 12/ 741 7HAUE
O% B ARRRFEHERE. 2022;72(8):180-182. 128 H,
A MV BRERT LSRR Y —7 v a v THE

2. TAIWVR Y32 BWREHICETAREMTZaTILDORZ T FOERK
OFEBEE

2021 FFEITIERR LIZIRAEIRICE T 2 Z e~ =2 T AVNOFEFEROBG IERIERDIZONT, (A
) B AR, (AM)EBARER~ v — Vs, (A)EHARBATY S, (D) RPERIEFR S,
HARFERI B H ) D 72 DI R L 2 EEE S C AR R LEREZRD 5.

MBS U TMEEEEZTWERME~ =2 T VD K7 7 N EERT 5.
QMEAHE

OfRIE SR E R A i 208 U CA& R ~KIE

OE%  Google 74—

OHfl S 44 1 AWA~SF 542 AR XBUEKES

SHDFE

OMERMEEZEFT\V 3 AR EE~=aT VD KT 7 FEERT 5.
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SATTEE BAEEAFEERMEE (AMED) £55H%
ISO/TC29IZH 1T HEFERIBEREICE T HEFEHMELAE
BrUHEEED—ZLLTODEL - HEDOEBIE

S E PRI DZE M CHESRRISIC DU T
(WG 3.4)

HRDBE | RRIMAZZERIR EHE—
MREBHE : RREPERAZ AN RIB
TERZF AV N <
BEAF R Fi

HREEREIR

. SHRRIODEEE DL CHESIRISICRET
D3R

. MR DOZEM CHESRISICRET DT

Il WRABEICHITDLZEENA ST VIC
B89 DT
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[ SHpBISi (DS DR EF CHESAR
1BICRE T Dzt (WG3)

MERAFRIEEHL [HEBOEEOREM & S RIRICET S
e

TAIIR b 11 TC2a9BERE ICE T B IBEEEEELS IR
XICBEHTIERXKIHE

1. FEERE

HAATC249/WG4AIZHE W T AY < 7 ) —&X— %50 DHWE
BEREAESRICEATARABOEREICAITTOZDRIKICEES
4hE (FE. 8BEEH., hF X, EK)@ R VEEE IR &
GEERL. TOREAZIEITHBEOFEEAZITS T &£ T2022
FeAPICEBRKRE L TCORITEBET,
2. EFERRIKR

A7AY T ME20228E48278 4517 TDIS (BRRRERBRIEE)
BREZ#ZT L. BR13HE. KPONE TR REIN, Tk, &
ERFICIRE SN/ X VY MIHT AL —ILR=—XDEFERE /O
vy ) —&X— (hE, BE. hF+ X, BEX) BTEBEBL. &
IEIEFEA B CEHKBICIRE S 1. 202286 7H (IS0 24571:
2022¢ L TIERICHRITEI N,
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Votes by members

Country Member Participation \pp Disapp!

Australia SA P-Member X

Canada Scc P-Member X

China SAC Secretariat X

Czech Republic UNMZ P-Member X

Germany DIN P-Member X

Ghana GSA P-Member X

Hungary MSZT P-Member

Italy UNI P-Member

Japan JIsC P-Member xX*

Kenya KEBS P-Member X

Korea, Republic of KATS P-Member X

Netherlands NEN P-Member X

Portugal PQ P-Member X

Romania ASRO 0O-Member

Russian Federation GOSTR P-Member X

Saudi Arabia SASO P-Member X

Singapore SSC P-Member

South Africa SABS P-Member X

Spain UNE P-Member X

Switzerland SNV P-Member X

Thailand TIsI P-Member X

United Kingdom BSI O-Member X

Viet Nam STAMEQ P-Member

P-Member TOTALS 13 0 7

Total of P-Members voting: 13

TOTALS 13 0 9
(*) A comment file was submitted with this vote

-

DIS/NEO vy b DFER, BR13AE. NoAHE. EEIHE TR I NI,

INTERNATIONAL 1SO T e
Contents Page
. I

2022-06 vi
R 1
2 1
3 Te d 1
4 2
41 Ge l 2
s i ing EA st 2

H] 3 3 3 6 ificatie f EA stimulat in dical electrical (M) i d ME
Traditional Chinese medicine — Ch:: cation of EA stimulators in me o (ME) equipment an: .
General requirements for the basic 61 Gemend 2
safety and essential performance of P d 2
electro p e stimul, S 7 fEA 2
71 General 2
chinois i énér 72 i 3
=i i 73 o e 3
d'électroacupuncture 731 General 3
732 3
s jon agai ; EA sti 3
81 G . 3
82 il i f 3
9 P f 3
91 G 1 3
92 4
10 a e P
11 d 4
12 y 1s and d 4+
121 4
12.1.1 Ge il 4
12.1.2 O litud 4
12.1.3 4
12.1.4 4
122 ility 5
123 \’ s
124 Protecti s
1241 G \! s
12.42 Supply 5
1243 5
1244 5
1245 Li s
- o ‘
14 (PEMS) 6
15 £ME s
151 General s
Reference number 152 dle clips and lead: b
150 24571:2022() 16 6
©1502022 ©150 2022 - All rights reserved i

« 20225F6H7H1215S0 24571: 2022 & L THRITE 1=,
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MRAAREE]L. [BEROEBFOREM & HEFRIEICET 2%

TANWVRI 12 ERANDFBESFE 2R L-ERHDOIa
L—av

1. ARDE=R

WEBICEIIN L -BRAEERD EDEGICEDIRESTHL I ZDHhE W
STEICDVWTIETDICEHOATHWS, COMBAERFEINS Z & 1T,
MBEDEERBANDLERXZE LR ETHECERAEDORTL
ED-DICERATHZ EEZ 5,

2. BERIE

EEADHERICL Z2ERNAEE#E L/ 2 —%> T2l —
TavIRBICLY ., EEANOBERHFOEVICEZIERMHIal—
T avEERTS, VIl —4BIELFTE FBEBROBRE L UOEHE
MOBEE  ZEHUEAELAERETLEAEBEL, ZOEKETILICEE
THE—TOHBEAEE L - BETETFTILEN L CEELXMNL =540 &K
ETNLNVROERBEN T EZEBREREICLIVERT S, O, WEEM
EEE. ENINEE. BEBOEFETNMAORANFEIZEL2TLEIE, chd
DINFTA—RDEHIPEFRETIVAOERZESHICRIFIHELRTY
3, AAEEEL S, VBFOEEEE 22 OERNDOBROGDOEES
EELI-LENEBREERAEORTDI-DOEMT — 25185,

MRARER]L [HESOESBORSM & EBRRKICET 2R
TANRE L2 EENDOFBBEREFEZELAEERHDO I 2L—2 3y

3. ERRR

EEADMEBICL 2BERANAFEEAREL/-OY 21— IaL—vayv
BRETICBII2EFRADBEXMDEWVWICLIER Y Ial—varvsaxE
R TH D, WE. b EFEEEME LEAREZELACEE - FE/EEZ L OH
BETFILVEET LA EZE. B, BIF. REOEE - SEFMEELA 7
U bTREIMLLIZABET VIS L, — S OMBEEAE L 7-EX0.2 mmD
AR OFEL2EEETILEICEHM L 7225 kHzO EZKIC & 3 ETILRNDERR
EofmaRit L TcWnb, Fic (1) EEEERE. (2 SETILVORAEE.
(3) EMNBEA*EA TN I BA-HEDOHEBBEERZE. 512 (4) TNV
ORRBLIUVHRE AT L I -BEIC OV TDOY I al—Y 3 ilo20THE
HEfITTEY ., FRICKERZKRI, FEXREFTIHERZELDHLFETH D,

HEETIL ABETIL
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vIial—TaUiEROR (BEBETL)
(B FEEHE 80 mm, R AERE 20 mm, EDHNEE 10 V)

mA/cm2
1200.00
550.26
252.32
115.70
53.06
24.33
11.16
5.12
235
1.08
0.49
0.23
0.10
0.05
0.02
0.01

L mmwE Gew)

ABETIICHET 2ERZBED T DOH

EfEREERMOZEL

mA/cm2
300.00
150.89
75.89
38.17
19.20
9.65
4.86
244
1.23
0.62
0.31

WETILKEIRD
ARG RS OMHETIV | OHET VL
(mm) NG BE | SelmcPRIeR EF
20 877 (mA/cm~2) (mA/cm~2)
0 i 5V 0.92 94.12
80 1.83
765 Vo 10V 1.83 188.24
320 0.78 20V 3.67 376.47

mA/cm2
600.00
288.14
138.38
66.45
31.91
16.33
7.36
3.53
1.70
0.82
0.39
0.19
0.09
0.04
0.02
0.01
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CHBITAHEM
(EREEREE 20 mm, R ACEE 20 mm, ENIIEEE 10 V)

FEHTETIL

Ris (WG4
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thRBERIEE 2
[ZrREBOTZE M SRR ICEET DR

MS2 THXRDHRINTRDEOZE M

1. HROBEREREBR

STEEDANIVZ « TPORIVT « TPDEZTINE
RICHREST, RICKD IEE] EFXFBSN TS,
%L FECHBICITZDINIK (BEK. Bk,
BRIEE) O—RMBEBUTND, ZDIED.
A@Q/E\'EE}EI{%-@_éEEﬁD\b NS DOBEED
POSSEIEERERFKICDODNTEDESEZ
EEICRN

2. XYRETIE

s RF=AHD—EMRSN TNDNITKIBLEZ(E
% L./EO

« IREEICIE. IMNEST CTHDDOMHEESC, IBODRYD D
AT HKEE U %GD%%%GDQMECQI’@\_/VHO’CJMD
SNTNDLZEMHEEEC LR L. T D,

s TNSDOWRRICKD, BER. BROEDAAKIC
I DLEMETHELSNTDCET, EHIRIRECE
g DIERERFD,
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3. ZERINR

AR DDIE2022F 11 B~128I1C170)\.,
P2022F12HRE CICHERZE CHD,

*ARIKS | 2023FOHADEBARFRFR
ICC. AFRDERZITDFIE,

I ERBIRICRITDLEEETT D1
ENZ2?)VICEE T BH5%
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MERFIEE3

[RAMBEICEITIREEHAIFTFA &= a7 IVCET BHE]
MS3-1 HABEBICHITEZLLEHA FSMA VICETIREERORE

BiR

2N K74 DERNZEECOHED /DI, 2021FE (T > 7eRAA
P74 VICBET 2 AEDERE, (A)EAARAFRRKBERTLE2MES

AN
I~

75%
AFRFPMARKETHET 5.

FLR

VEE T HwebY A b [HAOR

EXE|] TREL, ToIC ()2 BAHE

Ot £AFRBAFRERBEHRBREUES S [BROREMNK] TOH

ANFEBE SM4F4R1H

URL https://safety.jsam.jp/survey2021-3.html

OFT1EI(A1) £ BXRBRZERZMW

2REREERT -7V a v TATRE

F—7 10FEREOFHOIRY R EINHSDOEREEZ S

H B $f4946858(H)13:00~15:00

B T $B4L5 /BB AF—FT>Room 12/ 54 7BME
O2BAEXMAFEMEE. 2022;72(3):180-182.Ic15H,;

24 ML BERIBRELEEUEERT— 7Y a3y THRE

REEHAFFA4Y BREREWKHIFFA4Y) Pro—F

BARRE A

ARLEIENA K 7 4 v 2020 SERUCBIT 2 7 v 7 — P HARR

SRS Lo e

[ 37 HF 9 T FE kN H AR BE BEWE AL B S BERE (AMED) o Wk (G B 3 5
211k0310078h0001) %2V T, SALEKYEA 4 74 22020080 BAT, #4 F34 ) &
W27 — P BRI L 2. ARG 72 SEBMANT (AT, MEM) &M%k
BB O (T, #EMEH) L L, 7¥ 7 — b icitGoogle From (Web7 ¥4 — })
A7, NI ARBEIIIHS 5 SRELIASIH & L, T A%
fiiz, (2th) BHAME~ v ¥ —Vliz,  (B1) REAMATR, “
1) HEE e, HAMBEREHZAN LT, SHEKOMIEL S CiiEa %o
s L ORRIAE LT LI AMERE (365 (<t LTkl ik z

Ty = b OEERIZAIETH o 74, WARFEDELD o 72 o ERIR4230
bote. Willly, M&iz2120F, BEBIRE 22084, HLofb3s (K24, GEM14) <
WA F T4 v 85202045 I 47 & Tl hARED b DD, IEH L ED39.2%
LEEL, 4.0%5 2 HATV AV ERFE L. £, 6
REINTWB L 2AL Aol LRIFE LT
NEAPEDZ EBPL Lol b, HEPIRE LS

WO Bk Ak, = aFat
9 B, 2, BB RS P AR 5 & U B3 2l oA HE T 52
AV EAHY, WRPHE OB THIGLHWNIHE L Tw 3BT I Wi, &b, Th
L OEYR, REFRPOMELZENE~=aTr (T, v=aTA) i+ 258 LR/
LTz,

FRUHEOHK DS, OH A4 FIA vOEfEwlLAME &5 2 & FRICAIL 72 & Y 92k
M~ =aTrefEKT 5k, @b 2 ICHADO LIS 250 - FRAF 2R
FIETW T, ThbEERTILDICR, OEREE MY MADBRRIRTHE &
AR N, aB, ABERFAF 74 ¥ ORI —EO &% reEx bR

2. WHtEE
AR R A L SR A DB
BT ORAPERE(AT) 260 U< # s X & AR S H~ ki
() HAMANIZ (84 SHAMSE~ v ¥ — Vi #MeT
(40 BRAFEEFER (4 4 BESIESE
G L 78 O SR A b
DALY A | <hetps://safety.jsam.jp>
TR ARIBEILAIR ~ HF4FEIA3IH
181%77i%  Google From <https://safety jsam jp/survey2021 html>

1414

BERR

3. R
[ 4280F(fel 5F)  —Aihlel Er A 4231t
MO EBIRE 208% KPR 2 BBMAMONEL &L
et 2124 PR 7 (LI S
Hofl 3% KEAN2A, AT

LUF L EIAPH I RRU23K), BOTBIRH 080, IRCE 72 MBS ANICI28), o WmG%) THIL A
T BHFHA F T4 > Wik, LDk =
R A IE L it st | P | i | W | ot
AT vr—t 3920 |  17.0%|  22.0% 0.2%
b B 0 1E 5.2% 43% 0.9% 0.0%
SNS (Fa 10.9% 19% 9.0% 0.0%
35.0%| 17.7%|  17.0% 0.2%
19.9%|  11.6% 8.0% 0.2%
7.8% 6.1% 17% 0.0%
5.9% 4% 1.2% 0.0%
BHERE
RFEDOHEDP B
JEH D HE A bl THI- 72
T ot
RS2 & Offfr A —
FROEHEN f
FAERAI> T BATBR#
ZACHBLTV T BATBIRE
f EENTELDOERTMY L7 HHBIRHE
“ctin 22 DB ALY FE L.
EERMCHY 3
ALTw3 HEBIRH
FH HHEDIRHE
I 2 & ORI HHB
Ao b ERTOTBARES T2
FRBHD LML D o 1 BHEBRE
£ Y7 -t OfENDH 72 HEHBIRHA
BHIOH A ¥ 74 v 2A>THT, SGIRAS S & Db HVT w7 HFEPIRH
AHOEM L BATBRE
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HETRAMA RS, FROLEE. i
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HERARIEES3
[RRMBEHICHITEIREEHAI R FA 2= a7 IVICEAT BHE]
MS3-2 #HABEEICH T2 LZLE=2T7ILDFF7 FDIEK

BiE

2021 F IR L2 ABEICE 1T 2R~ 2 T ILRNODEEERD
BFIESR(R)ICDWT, (M) BERBARS, (M) EBAREA~ vy —
=, (PH)2HARLFS, (DH)EFEEFRBS, HAEBEERHKEER
M oRIBPAEEZEEERDESEHBERBICRRLERZ KD S,
DHEIZIGE L TINEBEETWEEMEYZ 127D RS 7 FEERT 5.

Bk

OfE AEELZEEERDESZ B L CEHE~MKIE
OEI%E Google 7+ — A

Ol SM4AE1IBWE~SHbE2AK XIBAEMKEDZEfHFT
FE
OIBRIEBEAITWIARICLEUT =2 TILDORT 7 FAE/EKRT 3.

REUT 1 TLE BARENET= 2 T7N) D HIkRE

o .
. 2B OB L5 — 5 —
HEATRR DEE !
FLv b
OBKICHRT 212 EHHEFERPIET 2RI 228, BISEEREC X o T R R
ORFE VNG /7 v 27 ) T 4 AL BERITEMICHBEETS . B, BT REThRVE RS AR,
O T 75 £ QBRI WG ilfhi L, 2 BS LTEN OME I & RAATIF RO AREIF ORI Z B L 72 Lo, BRI L CRIMPEIE
BB TR BIA IS & > C, Ml L CREAEOIGA S 75 BEH B 2. BUEF B C b 2% BRI

FA b

1. FLsic 1iELsic

HEAHTRT O BB L MF OHGHTIC T 3 IO 275 & F, HEHTE RO b o < & ke Wiz 0% <
LB[L2] WEMECHAED 2 ¥ 2 ) 7 4 2 A TR D2l b BT 5 PETH B 1
THY, EYCHEEIRETS C L akobD, K, HETED X CHOEOHE b #i:
RESA RO LD ICHETH 5.

SERPICRRMOMERIAT S C L ic ko TREDRIGRS &R T
FEBSEIGE T Db O TH S, BIC L BIMERE R, BEOHERR
fhEh, ZoicRBBABREELI RS LGP HUhlbEEh T
B A, MANGHC BT 2 RA A HERRO -2 THE L E R K
B (s R CREORM L AVAERIE) & huvi
RIICERE L0 o 3.

e FHHFE - ANPITH B LB, Gl

2. MEITE - HFAZOER
(DiEfENBRE

BHRDEN BB 5 ) v 2 ) 7 4 AARRE (IIER W w7 7% @bk
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LT a34] Hric, i, (K L PREPI TR E NS G, MERRICHTR LN

Fehile
HF BT 54 E
L, E7, AT 2 o (i ik
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(QIEHES & UHEEDRHE3-6]
FKHE R A & T LB
RO BERD 5.
RO, 77— 7z L OREIRHIGEM L, Mzl HThTbr
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ThrsEhsssBEbHles ) —=v /T 534l 774, -7 vir&iicHE
RABHRRHENG D D57 Y73 5[34,78]
TG ofaER Tk, K, ZAY vy 2— FFY, FT7/ThE 22y 708
HHWE AN 2 MO REIENINC, F2HICRR2HARD 2HEEMNED LIF2Y —
=y 7353478 Ei, il o THEMT 534]. %7, BHES
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DVThi H#T 5 HaTwALLS
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BUHEMES H B DT, A RO I
T LRI NS [34]

BT BB, RlENPLHFaENE
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(IEHE - FEEOBE
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2:6

DE, K &L o THRERET 5. MIEHTH b2 TR, CokrRBg
SLTH RS Y, COSHMESHABMEONBE bE 2 5. WatbinEk
FNRVIER D BB, RN FIUE, & A EHTH oL LTHBH R T
T THS. AHDENG OFHOHIRE &> TRAKIEETH .

FIFRZEIECRIBERIC X o THEATAN R AR 5 2 L b T hTw b 2w, —Plic NEECHIL
TREbAV] LEFFAnv56]. X MMHEL M BENMTH S C L 3RIETH B2,
HORADHERAEHRREF XR S L igmw,

L7282 T OIHEA TR, RISERNE O TGS & -0 B L, 25 7 Bl LA 72 T %
BT B T & AL ARBIEH IS IR R TS B L 0D S, WEOHERREE & WA
REMALoD, ChorbBERLEMREEOHL 2R T 2 0B, T B RMSE
JEERBHICLDD, FHEMHICE TERAORECH 2 FEICIE L THIIEE 2 JUE LTV

2. Bim

WHOU, BEROKRM, SMERR, FUIHL B, IRERZE REE QBT IR LTl e &
UL LTw3, 2RSS BERBHTI~ORBICE L TRIERERLTW5(7].

Willo ORI LB L, MO L5 b DK LHLLNLAHRRIE, 2004~2019D 164
[l AT xesHl C36H, SISO REHIEILLEL FFHE18H]) At T hTw s,
AR RO CAMI33EI, ML O RREHAE 3G, WERIRE2400) 2 S A TE Y, BN
I frbd B L 15601 H OWG A E N T B, A O BEINR I, k36, Mol
B, B34, ERE3GL, TROSH], A OIRHIIC RS b O8FITH o 7 [1-4]. F - RHKAF
e RSN 2EREOIMERE % &0 TREPHBBICIRY 207 L 25, K736, Lk -
M HIG2200, FhEEHESH], 2 OMhOMERMESIBIL 2o (KD . Zh ol
BRENELMOATH 20T, WA A TRAEHET 2 &, ERICRE TV HERRR
bolBHuLiEETE S,

N
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RERT 2 TR BREERNES=2TN)
[Cd23aXy MREYA B

PRLZENEV =2 FZILRICTHTBIX
v MNIRE&E

A hi.shinbara@gmail.com (ABL) FHIY hEYHERS (&)

AR a7 BUHRBIEEADSERARMIEEM (AMED) FX [ Ha
E# CHRIEROERA L - HENRBIRHARER, OMERMARE "EH
BREECET 2HPONREBES LTRAERO—RE UTORS - BROE
IR (ARFARBUE TP WAL ARARIBE RN HH
F—) 1 OBRERITERSIhTE D £T, XIXY MRURS LRTHARMREO—
RTHBIEETHFAWLIEE, TRADIEERLSBRVEALET,

(A1) 2EFWAZRWAHHRBPRLUZR/R ZAR BREK

RA I 1/8 R— TA=bLEIVF

Google 7 A —AT/(RAT7—FERBLREVWTIEZ W,

TOAYF V2 Google HEREIMAKBLI S DTRBD £tth, REGAOWE - FIMIEK - 75/ —
Y Sm

Google 7 #+ —LA

<https://docs.google.com/forms/d/e/1FAIpQLSALRAOX]I4hliSL7Tv549sSEvpiDrhOgAO1Ds_CWO02SP40j2g/viewform>
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5. [MEZHFEEEREEREMR W65) (2B L T






P EMRERRE [IEZARERMRERER W) ISEL T
BRI (M08)  MA Wl TR BRI ey

e AR D AERERBEDIER

() foEFOREICBW T, BT ARET IZBW TR BICREE L2l Th . TEICIEZ
WEE T o 2, T, MOED Z OIEZHFEDORELROREDEENAT L L. AKEN L OHFED
WAL & 5728, HZRDS Program Manager & L C, HAFETOEBIEERLZRTT OMLERNHY ., £
#U23 The Japan Liaison of Oriental Medicine (JLOM) B X O'H AWIEETZESNLDELATH -7,

(i) BARMOERATHEHA SN T LEZHEED O L, Bl ATHA S TV HREZINET 5~
ETHLN, FTHATOHEOR —BLETHD, £ I TEEOHIM 2T T, HEEZINE LB
EIZ BAREEAZOZBZ T LICHFEOBESCERICOVWTOERZELD I (N7 U v 7 axb),
ZORREL LIZ, BARLE LTOBAOERAME LT, 2020 2 HARREE ST [ H S BRI AR
MEEREE] IO TR L, 612, BFOEARE LTIE WHO OPE AKX TR 47z [WHO
International Standard Terminologies on Traditional Medicine in The Western Pacific Regionl.
TSR PR A (WFAS) TR S e THEEARLFRGE, P MEFRIERE] (International
Standard Chinese—English, Basic Nomenclature of Chinese Medicine) Z#&M L=, 7=7-L. b
DOFFEFICIE, B2 OHBITHERL L 72 HFEIIAFET 2208, AAMAICHARTHW S HFEDO W D)
PRI (RERH) LTz,

¥, EEEERE LTI, LoD W6 NTOEET, AL TIER <, Amex (ITRT T {BHET
245 3 EEE. Tbb, HAGE, TERE (BT, AT, Pin-in £R), #EE (U 7 AFRR)
EOFTEbLOEER L,

(&) EBEOEBMEREZRMIL, IS0 OB THEP OB THLARIFE LI TnD =D, B E LT
HERu, BUEE TORIBOLRZRERII TR T 2, LRROMEEIT X o TER SN EBH A RS

(NWIP : New work item Proposal) 1% 2020 4= 6 H WG5 O == (Web) IZHEH &4, &% D recommendation
I CIB ¥ ZE% . resolution & 72 o7z, ZDfER, Target & TS & U THEBEBUSIERL D Al & 2 b 5 NP &
BT DD ZEDRE LTz, #EOD expert [ZHWEREAZEERDOEERE BEFHERIC 1 AICRH L,
BENARSAL 2021 425 HIZNWIP & LTl L7z, & 512, BROSHEAITVMEIESR %2 IS0 /TC249
@ working group (WGb) T® working consultation THlimIN7iz, BIESHEIT
2021 4E 6 H 9 H (ISO/TC249 W65 i (45 1 [a1))
2021 4£ 6 A 16 B (IS0/TC249 W65 23 (%5 21[a))
2021457 A 15 A (1S0/TC249 WG5follow-up &3k (55 1[H]))
2021 429 A 30 H (IS0/TC249 WG5follow-up &% (55 2 [A]))
2021 4£ 11 H 7 B (IS0/TC249 WGhfollow—up =i (55 2 [H]))
2021 4 11 H - 12 A working consultation
LTIz, RFEEDOIERETH 508 2022 4 6 A ORZHIMH O W6b OREICAIEZ HFERIT RIS
S, DTS |EEZINT 2 2T LB TR S LTz, £ Dk, IS0 O Y FEBEE L OfEHi T, ik L O9EEED
BEEEZIRRINZT20, BRIEIZHOWTE, A—A FF U7 ® Terminology TN ISO DEFIFE TH 5 Dr.
Heather Grain |21 2T, BIRFR CTIHMEEZF ML T\ D,
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2 AR ERIRER DK
(WG5-JWGT)

TAIVAM—22 B2 RO HEZEERE
EDHEE

MRFERRE . TERFXRFREFHZER

MEZESF

b1 N3
A Eﬁ“ﬁ%iﬁx :%‘('A‘MEQ%*:E;@":” ko
A s R fnen

B OBRRELZLHEIZET S
32 (2016-19) WG4

- IRBGNE IERFERR LEXF)

ISO/TS 20758:2019

*Traditional Chinese medicine
— Abdominal physiological
parameter detectors
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Traditional Chinese Medicine
Vocabulary of Diagnostics
Part 3: Abdomen

Project Leader
Takao NAMIKI
2022.12
tnamiki@faculty.chiba-u.jp

ISO 23961 series

* ISO 23961-1 2021

Traditional Chinese Medicine
Vocabulary of Diagnostics Partl Tongue

* ISO 23961-2 2022

Traditional Chinese Medicine
Vocabulary of Diagnostics Part2 Pulse
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Contents

1. Background
2. Purpose and justification
3. Scope

4. Term and definition

B General terms (2 terms)

B Region name of abdomen (7 terms)

B Vocabulary of abdominal signs and findings
(23 terms)

ISO_NP TS 23961-3(NP ballot)

Opening date 2021-02-10
Closing date 2021-05-05

N 1a. Agree to add to work programme < § 1b.Stakeholders | 2. Relevant 3. 4.
Country (Member body) % Yes o Abs* '-:; S| consu Itation | documents | Commen ts [Participation
| 20.00 | 30.00 | 40.00 | PWI: | PWI: INC|Exp| = | Yes | No | Yes | No | Yes | No | Yes | No
Thailand (TISI) P X a N X X X X
Viet Nam (STAMEQ) P X X X X
Sub-Total Question 1a 12 ~0~] 1 0 1 118
Totals L 3 1 o [ 2] 18] 5 [o|23]2]21]6 |17
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ISO/TC249 2021
WGS5 & Follow-up meeting

 Date 2021
6H9H TC249/WG5 presentation 3073
6H16H TC249/WG5 additional presentation15 73"
7H158 Follow-up meeting 1: 30%fH

AU, China, Germany, Japan
9H30H Follow-up meeting 2: 2BF[EF

AU, China, Germany, Korea, Japan
108178 Follow-up meeting 3: 2BFH]

AU, Germany, Korea, Japan

11 A 7BHRevised wp 12> 12 A Working Consultation
Eabo

ISO/TC249 2022 Plenary
meeting: WG5S

Resolution

« ISO/NP TS 23961-3Vocabulary for
Diagnostics Part-3: Abdomen PL: ifi K&k

* EF'EH: 0)% Hma)ﬁﬁnn E?lclsAbﬁ Hﬁn/ -
HITHREOEFFREZHIETHREMNSEIA,

PLOTLEUE., BE®Dr. YinmM5The clarity
of the landmarks and demarcation 1s
important&EAAU L, $FIZERE7%E<. DTS ballot
~NEDHBZEITEHT=,
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DTS ballot

1. ISO Directives part 2[Z;8>71={E1E

2. English @ improvement
(Australia: MS. Heather Grain | Z{&#8)

References

Eoincunbae U SHPERERERE e 000 | CopyriohtedMaterial

KAMPO Fukushin

The Japanese Perspective on

Chinese Herbal Therapy d Kampo

ABDOMINAL DIAGNOSIS IN
TRADITIONAL JAPANESE
AND CHINESE MEDICINE
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BRIDREZ;EZD K MDIEMN

(Annex)

IEERENZE  Pulsation

ZEAN

"

A epigastric aortic pulsation
B pulsation in the supra-umbilical region
C pulsation in the infra-umbilical region

Annex

Terms of TCM abdominal diagnosis

English name: abdominal examination
- Chinese characters: f§iZ (fu zhén)

- Japanese characters:f§52 5 < LA (fuku shin)
- Korean characters: f§52 &% (bogjin)
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DTS ballots

20224 E B (ZDTS documents MSERLZIZ, TC249
secretariatsHM 5 Voting D F TE

DTS DERBZTZITHFE

fi%ﬂ%\% ) hiéED
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P EMRRERRE [HEEERFOERICET SR
BIERIsEYIE U R NIRRT KFHANIER

1 &

AU A D [ 2003 4E B (TR EEREET (WHO) T. 2009 457> b I X EFIE (LM (IS0) TIo#tE
D [E B AL AN A HE AU TS, Z O BT 1970 SRR IR, hEZ IR & T 5 EHRIES. 450 TH
LR TE L L, MHNEREROT CTHLEE CTERWEEICR Y 2255 Z &, HD 1990 LI
DEFFITB DT EBM AHEE S LD 20, [BREFICEB N THILEOFEE, FiEmIc IS < BRI &
ZHUCIHES S BFEAARILAS R D DRI B 5, WHO X0 IS0 THEdE X 2 EFEHE LT Z D5 BFICE
F B HESCREE O FERMEFVOBER S HDHD, I EITRNIEINOMZEE L L 720 | BERRERICE
T BRI ATTIEDO BB OV 2P0 7- 12 %E (STRICTA: Standards for Reporting Interventions of
Acupuncture in Clinical Trial) 2%K/E Z71 (2001 . 2010 FEkiE) . FEARMIZEOEAER) /I EA L L
TEVPETH A COBERH TR ENTW5D, LA L STRICTA @ check list 1%, ERKFERTIT
OIDEINANOEZED HIZIEE Y | Gl SN2 A ZFEE D EMICHBLT 2 12TV EER+
S EEDLE L EMLR, FRCAARTER SN DAL, PEOEEL B UM B IR LR 728
BHFRB, ERNTOHBREREN G2 LT, RO TRV EDRZ N, WhiE TF5E
PRIRIREE) o TRV, 20 Z L IXEBEE LSRRI 08 T A AR ADFREHSAH 2o
Wi T DFRICHAROEREZFH NS DIZT HRERERICH > TN D,

AEFIEIE DD D BURRFE DO b L I AR TITON D AN AWML T 2720 0FE 5K E LT, B
LR EZ I TWRWITALE, M AICHW O S (R - R H) Z2%E0WHL, €%, 48
TERR D RME L 95,

i

3 .

oI B8 :

BARBRT . ARGHBR TR 2L L0, ABOFRFEEFIATREEZ L. THARBRDTZODR
FUE S 2011) TliX, HAMEFOBRAN ADFEE LT [BEAHOD 7B, TRIAZ L7
W BRI ARG E LTSI #2805 T D, Ziunix Tk, [/NEs . TORRREORI) 72
EORBITHRBESCM L TIIRIIND Z ENZWN, BRI FikaRhd e, ST 7 =7 (B
BoOBERE) BLOHES HE) 234 T05, LM LBRLERFICIIEAOT 7 =y 7 oHE
NOERDLTR, ERIZOVWTEHELWEREB WG EHEL. 77 =y ZIZOWTIESDET I+
MHF] EHBZONDGENMILAELETRD, AR TITET, AARTHBEIZITO, T
UNRESE LWV o T HEETIA< LN TWD TRIAZEDRWEIE] (I2OWT, ERMERIC LB R HEE
EHNET D, £lo, BIEZIT TR, BAMBEORNMATHW S, AFRRERP AR RIE, RE
2OV THHMAT D,

SHICHARTERINTZWANAORELZ2E 2 5 ECHE L 72 2840 3CHk G E To HARTHRE S
Niebo) 2V AT v 7L, 7T —ZXN—ZADIERREN~DIERBEIZET 5,
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m A&
AR 72 58]

AARIZITIRARIZE L T < OIIRDBAFAET 208, FiIR CEESND TRIAZEDRWEE] D4R
HEBEELOTIEZRL, TEICHN ED L ICKEEREICHEA L TWD0 ] LW BLENDEOR
fikd> T iz Z5iEbT 5, BHETERIIARZDNATH-TH, EARERD [HEoH H] M
SEbEnNTVIIE, ZOMADETHRHTE 2XFENS TH D, 2B, LTICOWTiE, Mz
B2 D CHEEHNRBEOOEECIEH S0, EEFERT S LTI FIELE 35,

- W BT AR (B3 L
- HEOB SR E

[Vy—x]
<HIAZAfED 720 B AR H O >
HARTHR &7 A TEROR NIRRT X DR EDS RS T g, R&ENR B O & LT 1970-80 44K

(WP E RIS, B ASEA & % AU72 Stephen Birch LI FOENRS 5,

(D Japanese Acupuncture (Paradigm Pubns, 1998 4% 5 H )

@ Shonishin : Japanese Pediatric Acupuncture (Thieme Medical Pub, 2016 4£ 2 A% 2 ki)
ERe 2R3 UL TRAZEDRV) SIEORE L L TEMDT TIIRWA, AARBRIZONT
HIRE D 72 WAME NP R 2 XG53 00 0 03 < HAMBF OBRIEZ fREHL L TR Y . It ARFOSROERIE 15D
ticRE LT L, e v,

< AAMME ORYE - RE>

(RO ARAEN] & L THOLNLEAGI =M H ARSI TEASNOIRIELZED-EHL LT [RER
Wkl (RO =R, =50 1982) 2302, 7z Oran Kivity ITHARTHRE SN, ROTICEE DT
b IBPREES T, EOMNEBEORIERmICHER S, REVEIIK A 5 2 5 J71E% Moxa in Motion with
the Ontake Method (Sayoshi Books, 2020) TH#EIML T\ 5, Z Ofth, IREVEESRE X —FH—T&H % CHUO
e (REREET) ., =7 « =X« — (BARRREAT) 78 website TR LTV oA X v 7, Sl
mERBEIZLIL,

<t FE TICEINTZ B RO E >

[EE KRR GRADEMR. EW L) B RO [EFESRE] (HARKREESSE T EFER
BRESR  §RA 2022) IZIE S D BAROAE (PEEHOFRELZET) 2RICHELZIT-
7~

V #R
<$hiE - A OV T>
Stephen Birch OZFEMETIE THIAZfEDRV ] BIELMNKT 28 FH L L TLLTFD 5 DOEMEHIENT
BENTWDEZ ENRgooT,
@ Touch & L< (X Contact (HEfihXxH5%).
@ Stroke (ET3)
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Rub (#%, 7272 L Birch (X stroke DE) & Z1E1E S 255G rub Z W 2)
Scratch (5] -f&<)

Press (fRLiATe)

Tap (<)

® 60 &

<At E TIZE N AR OSSR E >
PR EFZREI] 206 BAOBARE (WEEROERELGT) 167 EXMH S, £z [EFE
FRE] T TIZREDR DY . L H A MAERBTET LT Db DIE3BEFETHoT,

V B
<EIE - WEAIZOWNWT>
« AN ZPED IR ERE

SR L7z & 912 Stephen Birch OFEARIL A ARBRIZET 2412 & A ERTZRVINE AN Z X RIZE
PITEY ., 5ED HIAZEDRWEE] 2B LT VR I ICHAIC LR RS SN TnD, AR
TITHEALSR 72 LN e EOAFRTIETI TV D TRIAZEDR WL X, MATZ T TR, M
SNDIEDEEMELFR - T, fHx DIOBIEPPICERINRNEESHICES>TWD, KRk
Tk TRIAZ DR WE) & TRIEREICH L TED LI ITHANE L, BESRLTHDE) L)
Bl5.TBirch OFEEN G HEEZHIH L. touch (place) , press, stroke, scratch, tap DF¥F—TU— K
AR, IOz TRoMAE] FohE | EoRS] 22 F—BofMgmHE LTiiikT 5
ZETERERDEIVEGITRDEER D,

<RiE - REIZHONT>

FEOFRER, BAMBIZITOIL TV D RIE, BHINTWZRD LIfERIFFRERD R VREIZ DN
TUTFObLOEME LT,

1) BREB IO RE Wi qiks

Beld, BRIRIMER SN TR B ORI S, BEOHENOEINT- L Z AL NE L, i
B X VIRD D HENENIATIASFERHEINTHER, BARATIZZAUIMZBEOHER EICHA S LI
Y OE (EVDERELLMLND) ZHE, 2O LD OBAZM LT 2 HENRERESNLTWD, ff
MT 2B %R, WHAREFAT 260 L0 B R (] 30mm) . EWHAEAELFHT 256 Lm0
BICEBAERE LT 256 L Tk, RO BERDZ ZEDEESND 2D, ZIHIEXE] L THERER
PERENDHR&E B X T,

2) BTR/ERIR

AARTIFRRICE V72T, EXEMEHTL2RENZ BRI, BRI TS, 20
5B, CHUO 23 HEF 2% /3 2 (BANSHIN) | IKKYU 0BG ITNIRIC IC F v T &2 E A, IREa Ly hr—
JVIEREZR Z & D NRARZR) OMIC TEFRRER] OFFFRCRIEINTWD, AT EZELOR4
% Moxibustion device & L CUWAMN, Z il ISO THIT I 47~ 1S0/18666 Moxibustion device & [A]—
L THY | IS0 BUEDAH#ER THEM SN DO RBE—KZET 720, THIGRRE O T rRERH 5
EEZ D, B, MANEIET DEREHWIEREIT TEXR] EMESGEENZNWZ LR ghoTc, &
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AV U AERRIL Electric ceramic moxibustion &L EZFE T TV 5,

3) R (Proodm) HRiE (R H)

R, MEOREIECTHIESND, BRICH y PLETICHL S S 200 Tl S &, BE o
BEOHERRETY v 7 EH, BR LV THZ L TREASGREEZ 522D ThD, KA L TR
Z i CHIo 72 Oran Kivity 2SS SCOMERE TR L TS, HARENOHERE TITR#EN 2, F
WTHZ D Mok EMT 2580505509, TNETHZESRELINTHRWED, 4
REEROIERDBMLIE LB 2 D,

< E ClCEN BARDHRE >

HA TR HER LARE . PHVEE DN ERE L O 2155 72 THRIZ O W TUIZ DIEREDZ L ko
72o FOTHHARTHMEICERSNHIERCRIEICONTE 2 ABICITEHE To B AR CHIR S -6k
REOJHT EERREVPMLETH D, AlAl, FEXX A MHEROEGMHICSR L ZE X0 bil
O ARIZEIT 2 BERBAEZIZIIMEREL T D, MRREFEREEM] 75138 BHE 157 FH3HH
HE, 2056383 FEN [HEFELRE] ICHRENRH Y, TTIZRLY A MABFET D, TO5
BOEILHA M EOBMFEIX 124 ETHD (F 1SR,

o Bkl wA A b=y (TAAMEOBE. « B - RN ATEOMBHERE 2TV, REEDE

FAERRITH 2D & EBICHARTHR SN TZWAREEDOED S L, XX A NP LEREREZ
UZMET 2 (20234E3 HET). | 25T Lz,
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FHE TORARTHRE. HRSNTCRBAS

MRAEZAEFHR] (HFROEMR.
FERFLEHEERELZESTHE

A P EORBEILI24ETH B

EEERHARAE) &V EARBEE (157F) %,
R 112022)

FErEzERe) (BE

IZEEHIHDLHDIBZREFRFARY) v I TRLTH D, BEX

W& —RE LR N ANBER ENRE
BWNFER P2 AYw O=F BIEE
RINERFF EBETRCE RATREWE BIVURER

P EZN B S ZINB TR LA D4

EEg PRI RINEE TRERE N
EFEEY B REZE AR
EFHEE Ex{ire itk 22 FEE REARFESE

EIR (e itk b RIEZEN RsEE
AR T RIRE BiRAE e S D TS PETEIEE
BrXE BEELIR FEIEHE TEH&FEEA
NLIERE BEENEHS TEREER RiE e

AL = BEENREN PO MAER IS 1=
NEEE BEERNER PO F HAEHE

INAS ST e SRR + PO AR R FER Sk e
BHNRRMER RTS8 5 PO F TR AR (BEME)
EHEANRRMER TR IUaE T PIFEFSER) PAEE
BRI EEET ORI~ R + iR FE A AR tE &
BEHARANR TR PO ASBR AR WMAEER
BEHEANRKEZNEESR TR FERERNEE LY T RHEE PR E
EHEANRENREE TR Rt R E] 2 77 PR AT

RS HEEES AR R A HEm FREREER
ALY AW E BRIVER FHINE
HAEFL (HE) R I S K RERE FEiE
WAF5IE ST ZE BEHIE K iR

NS T R HIE FEW Ui =852 (zii3

stk B W AE L EZ T PR AT 1R\ AR GE AR
PARIRE R WEAHE = K BREKE 5 —
WA s O RYERE TN AN KRB A LTS
WA EIE HEMMETD FHEBOE FR AR NFTR I A Mz
PAELER LR =N i FE TR S IR I\ R E
B1E B L ZZEHE BHEA ROV
HE—ZF AR REEE RS RIVEE
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AR R LR YN fE+ I B ABIE
R CRREER e B 2 V-l ZWFEZE
BARZERBNWIE PaA 85 2 ) 5% = AR EAE
BEARRARE HREZE BLRIE ME=FTH=
EEH FFTRE RANSREYE BTy
BIEILHE DYNEL GRVANZES

HERGRAL FETIUREFF N

BiETHE BRI IR R

— 319 —

'H



'

PR B FH 7 OB IZBE 9 DT 5E

EIIHRFAREANERERARFREE (AMED) RAMEREE
IERRREREICET ARFHMRELRAEL SV
MEEROD—RELTODEA - HEADEEHE

AMED (BN #RFFEEN B RERHREHFEERE)

E R

RARE TEREREEICETINENHRLAETS LU
HMEEED—ELLTDES HADEBRHT]
(AR FRE . FEXRE MARFELHE)

<A I8—>

o WREE—ER(BIRE I P RER/ JSOM BLEMEER)

« KEESF (BREXRZLARBEZHE)

st B (HRERERXRZE/ 2HABHLXFSRAERTESR)

- HOKER (NINFHEMBIULKZF/ ISOTC249/JP/ WG3, 4 & AHG)

« A H  (FEKZF/ISO TC249/JP/ WG5, JWG1T & AHG )

« XHBNT (BAEZREHLEMZR/ JSOM EERFRATER)

s EWEE (2HABEAEEREER)
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BARBEODXE
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SEEOEFIENIAMEIET
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T&Wéhtﬁ“%@ FHO %\£i54Fv#M¥& WZOWTY R b EERT S
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F2ERE (20234)
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WELCOME CHECKLIST ARTICLES TRANSLATIONS HISTORY CONTACT

ST RI CT STandards for Reporting Interventions
in Clinical Trials of Acupuncture

Welcome

STRICTA has been designed to improve the standards for reporting interventions in clinical trials of
acupuncture. These guidelines provide authors a way to structure their reports of interventions using
a checklist. The aim is to facilitate transparency in published reports, enabling a better understanding

Hugh MacPherson
1948 - 2020

and interpretation of results, aiding their critical appraisal, and providing detail that is necessary for

replicability.
STRICTA was the brainchild of the late Professor The 2010 versi.on has been developed in conjuncti.on with the CONSORT Group Executive, such that
FIDENTI...eml A B AMEDHF R IFE...docx ~ [B &7 EEEE.mpd A B 202210_102110159.pdf A @ Web%£iECIoud..pptx A B 136.15-00232-3...pdf ~ B
(- o o = 5 4
AL TR F@gon @ HGEa ~FAEOIE 288 0@ N

Item 1. Acupuncture rationale

 1a) Style of acupuncture (e.g. Traditional Chinese Medicine, Japanese,
Korean, Western medical, Five Element, ear acupuncture, etc)

- 1b) Reasoning for treatment provided, based on historical context,
literature sources, and/or consensus methods, with references where
appropriate

 1c) Extent to which treatment was varied.
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Item 2. Details of needling

« 23) Number of needle insertions per subject per session (mean and range where relevant)
- 2b) Names (or location if no standard name) of points used (uni/bilateral)

« 2c) Depth of insertion, based on a specified unit of measurement, or on a particular tissue

level
- 2d) Response sought (e.g. de qi or muscle twitch response)
+ 2e) Needle stimulation (e.g. manual, electrical)
« 2f) Needle retention time

« 2g) Needle type (diameter, length, and manufacturer or material).

Item 2c: Depth of insertion, based on a specified unit
of measurement, or on a particular tissue level.

» Explanation:

* The depth of insertion should be expressed using the Chinese
measurement of the cun; in terms of anatomical depth, for example,
of subcutaneous tissue, fascia, muscle or periosteum; or in millimetres.
For some trials, the protocol might specify the angle and direction of
insertion along with depth of insertion, in which case these should
also be reported.

« (iii) Shallow and light needling stimulation (1-2 mm) using fine
needles (0.18-0.16 mm) inserted with the aid of insertion tubes was
emphasized. Points were needled at a 10u-20u angle with a 2-hand
nﬁedlinlg technique, generally in the direction of the flow of the
channel.
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“What represents” vs “What is represented”

What What is
represents represented
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BHTERICERZADNATHOTH, EARLLGLHEMDOHYH INEFELLSA TN
X, ZDHEDLE THATESEXTZHLTY,

BROVEIR:
« ZERICRET A (E3E)
s HBEOHE

[Resource] Stephen Birch® B AR K D#ELiRE
1970-80F R ICREIPEHELICEIE . BARBEZTES

Japanese Acupuncture, Shonishinn
Shonishin: Japanese
JAPANESE
ACUPUNCTURE

A Clinicol Guide

ATEPHEN BIREH
JUNKO 104
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[2) RMIAZ#EOLLWEE (EMEE) |
FEAEEAL] (2022) #6E [EANLEFHROEE] &Y

c BTAORAZEDY, KERAORBEBNET HEMBIAL, KERED
ZRCEREMBEORBELEDEMICHEONDIEL, BRIBICHBRGEE YOI
HFERRICERASND. BEMEEIIRE~NDT7TO—FEIZL>THRDEKREE
253 SN DN, BRICHLETSHITHlAWVREEITIHEA DS
-+ 1L AYFUY L LEHE O K E B 0T BRALLESHERE ORI HEME BT
- 2 AYEVY ALK TREREESVEL Y (M) $HMR. GTHELHIZHETS)

- 3 BB HLLEBETRERALRET S,
- 4 BEHLLEHETRROSHRRADREDBHERET M.
- 5. RUSYFUY SR TREREEB RN,

« RROBRKTHE, LREOEHZIZHEIRRL, ERMICHEATHELENLITITEN

ZL(H:avEVT LB, BRLBREEHAGHEDRE).

* Contact acupuncture needling, which aims to stimulate the skin surface with
no subcutaneous penetration, 1s used for the purpose of modulating the skin
surface and adjusting the autonomic nerves, as well as for patients and
children sensitive to acupuncture stimulation. Contact acupuncture is
classified into five basic operations according to the method of approach to
the skin, but more detailed operations may be performed depending on the
purpose.

1. Touching: A technique in which the tip of an acupuncture needle or acupuncture tool
is brought into contact with the target acupuncture point or body surface area.

Tapping: A technique in which the surface of the skin is tapped with needles or
acupuncture tools. (Dashin is classified separately)

Stroking: A method of stroking the surface of the skin with acupuncture needles or
other instruments.

Pressing: A method of applying pressure to acupuncture points or specific parts of the
body surface using acupuncture needles or other instrument.

Scratching: A method of “scratching” the surface of the skin with an acupuncture
needle or other instrument.

* In actual clinical practice, multiple acupuncture methods are selected and
combined continuously (eg, tapping and stroking, rubbing and pressing, etc.).

ok Wb

— 329 —



'

INETCIBREZRA>77E

« B4 IGIESE A
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« EHERITE

<Contact>

« Touch

« Stroke  (#ET3)
« Rub (#2)

+ Scratch (5] >%&<)
+ Press 8 LAE)

. Tap (Ap<)

s EfMLTTL R —{HHEHE L L THIE

- AE (60-90E) —BEOREL L ThHIc/uE
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. BUR (2R 5AE 30/60/90F)
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« Contact needling (3ZfhiR)

« <draft Definition> A category of acupuncture needling with no skin
penetration.

c KEA~DEE (RIA) ZH#EHE3WHEIED DR

* Needle tip touching acupuncture

« <dtraft Definition> A kind of contact needling in which a
practitioner touches the tip of a needle to a specific point, usually
for a certain amount of time

« EMBO—B T, TEENBEORINUT L, BHRDAZT—F
. EMIE575%)

© 2020 Toshihiro TOGO
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Draft Standardization for Crude Drug Efficacies

Prescribed in Ethical Kampo Formulation
—The Report of Working Group for the Standardization of Crude Drug

Efficacies in the Editorial Committee for Kampo Medical Literature—

Toshiaki MAKINO? Tomoko ISHIT? Yoshiharu TOBINAD
Tatsuhiko SUZUKI® Takao NAMIKTY

a Department of Pharmacognosy, Graduate School of Pharmaceutical Sciences, Nagoya City University, 3-1 Tanabe-Dori,

Mizuho-ku, Aichi 467-8603, Japan -

Onchido Yakazn Clinic, 3-4 Shin-Ogawamachi, Shinjuku-ku, Tokyo 162-0814, Japan

Department of Natural Medicines, Teikyo Heisei University, 4-21-2 Nakano, Nakano-ku, Tokyo 164-8530, Japan

d Depattment of Japanese-Oriental (Kampo) Medicine, Graduate School of Medicine, Chiba University, 1-8-1 Inohana, Chuo-
ku, Chiba, Chiba 260-8670, Japan

[ -

Abstract

The usage of Kampo medicine has been expanding in hospitals and pharmacies, and the systematic
education on Kampo medicines and their components is urgently needed. Although the efficacies of Kampo
formulations are approved at the national level, those of the composing crude drugs are not approved
individually except for some cases. Consequently, the efficacy description of individual crude drug in
textbooks differs much depending on the authors. To clarify this situation, we suggested the standardized
description of the efficacy of crude drugs used in ethical Kampo formulation using terms of modern Western
medicine in the previous study. In this study, we reviewed the descriptions of efficacies using the terms of
Kampo medicine in the books published in Japan from the 17 century to the present to explore the possibility
of standardizing the crude drug efficacies using the terms of Kampo medicine. The proposal for standardized
description of the efficacy of crude drugs was based on the high frequency of appearance of the terms in
successive books.
Key words : crude drugs, efficacy, standardizing, ethical Kampo formulation, term of Kampo medicine
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