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Abstract: In modern society, science and technology are developing vigorously. At the same time, the necessity and importance of standard
construction in all walks of life are clearly reflected. The construction of traditional Chinese medicine (TCM) standards is the key driving
force to facilitate the development of TCM and promote TCM better serve human health. The construction of TCM standards has achieved
abundant progress with the support of national policies and the focus of more researchers. Keeping up with the pace of standard reform
and facing the demands of the industry, this paper attempts to summarize the general situation of the research and formulation of traditional
Chinese medicine industry standard, to explain the opportunities, challenges, and shortcomings of standard construction in the new period,
which can provide reference for the high-quality development of TCM standard leading industry.
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Fig. 1 ISO organizational structure (A) and its standard application process (B)



FED 2023F3 8 $54% B 6  Chinese Traditional and Herbal Drugs 2023 March Vol. 54 No. 6

* 1955«

TARRELFMEN, BIRA RS 1% K Hibr
HEM &N TJT AT R, S G OS8O
W2 (3) il Z ARG E MR R, BPHER
AL RATI L KA Y, & R 2 T
o R AEBUR A SURIBUR & FKIL R4 (4)
FT IR, B ISO SR e ¥ = 2565 B )
amAHRF RN, 1SO MbsiEdE IR RB A 6
ANYBL AR SRR B HERIBL. BARER NS
BB B B SRR BORTH AR B . — R,
— 1 [l FrAn ol AR H SCRS BIEAE i & /D 7R 2L 2 4
], fEZ G 3~5 FENIETH BT IZhRHERT
AN B HEFF A 58 3
1.1.2  ISO/TC 249 L K o = 24 b i i) 5 i3t Jig
ISO Mt HARALGE 4 K. FEREZRS
(Technical Committee, TC). 3 AZE <. TAE
HULRFF R 4. BRS A 20 N5 DA @M
KW TC, S AEREEZ . BT & Kl (@GR
SR, CRAT 3117 5 A RAH S E Prbr
e, LRATPEZARE 107 W (2K1E 7 5D, H
o, ISO/TC 249 J2& B A5 Hh = 24 [ b 1 i) 5 AH 5%
1) TCU-$81, i% TC B+ ET 2009 4= 3 H [\ ISO &b
P, RS 9 AR, % TC Ak H
EZHH, HE5 B PERARSY. 2010 4, 7EEKR
HEAE R Z RS MEF P ERAGERR AR, +
Rl s o e Sl Ve 7 N i N L ) s
ISO/TC 249 [E Py F A 1B A 22 258 AL TAE
TN BHERERAL

2014 4 2 H, B E L AR E 4 R HE
M) (— IR TC RS R AT B brbrifE IR H R
BA ISO/TC 249 A H b B H 12 24 [ b v s B
Ja, XEEskAT (RS ——ASMF R 55—
g5 WMAS) (HPERZASE T RGuE WESHESL)
(R R 2GSk et ) 3 TEPrbridE. H ISO/TC 249
FROZ A, LR R 2 FRHE 93 T (2014 4 2 T,
2015 4 1 11, 2016 4F 2 Iji, 2017 4F 16 T, 2018 4F
9 1, 2019 4 15 1, 2020 4 18 Hi, 2021 4F 13 1,
2022 4 17 O, Horhr, SR 60 T, AL
FRZGM R R SR RS I L G T R 4
W RS T THARME 33 T, BFEERIT S L EE
M RGE%. 2022 4 1~7 AL R BE 2GS hR
#HE 13 00, W3R 1. 2022 SEHLs2#EARHE 27 T, Hrp
FR 2GR SRR UETI H 2235 20 T, W38 2. MFRUEH R
FZHR R NEMSUEKE, R E PR bR

()i 22 )38 QR R R F Al S AR FHAT L B ARk A
. I KFRITTIKE, 51U Bl R 24T
A Festh 7 e B Priiidy, AT E R BAR
AR BRAL 10T AH S FREAS S AT 7E H M hitps:/
www.iso.org T o

1.2 HitsERRERREPEGRAEN ZTHER
1.2 #HATEAHL (World Health Organization,
WHO) KR bERAT#SL  WHO 2 & E
NIEL TN, 102 [ BR i K U ) TLAE4H 2R,
HATA 194 AR 2 MERC L. WHO [FIZR B 2
At AN RS R AT R k- B g Re, 3 2R
A ARG HERAT I AN 7 98 BTG s SR AR AT e A
LA BRI A RET B 512k, #Ezh
it g A= P it ) 1 B 4

b5 < 9% 43 2% Cinternational classification of
diseases, ICD) s& WHO Z3R %1% i B /E PAES T
L (R SR A R 400 A B AT b (1) b
SPRTTIE, o AR RS AE [ b1 & AT %
ERZ TR AR ME 2 — o SR I bRy 9k
(International Classification of Traditional Medicine,
ICTMD I H 52 1 WHO KA B EMAE SRR EHAN
ICD FERIH&l. 2010 4F, LFilgmiHEZ KR A
52 1E GO B 24 B R AT R AR AE T H 4 AR,
FeH it A R 24K A A A A 4 R A [ B g 73 25
B TARH, J5 oL 4t 2 E bRy 2 Kt i 5
MR 55 PR HR LRI H H A TAE. 201945 H, 2
72 JE S AR RS OB T CE R 2R+
—RBEITA (ICD-1D)), HIRMA T EIFE T HEEZ
LGl E T, XRKEBUFM P ELFHE 10
RFEZSTBAFRIER, RS, SRR
Lk e BA BARmE L.

R, KRR, AR 2 BTz B E
PRAELHIAREARE, 7 H 1) £ 5 24 27 1 [ B = 2
SRR E. NI, 2016 RS, LR REZ
WHO &Gt 24T, fink e (WHO &
HAREEBRARUEY . 2022 4F 3 H, (WHO EEZAR
B E PrbriE) IEZNFE WHO M3k & A Chttps:// www.
who.int/publications/i/item/9789240042322), A 5
AR B PR3t 74— By eSO BRI A,
WA | R 25 E PR Ag i 515 B k.
122 ERAEZEFRIC ARRAL SR R ZGhRiE R AT
ML BREEZEE . B O Z (United Nations

Educational, Scientific and Cultural Organization,



* 1956

FED 2023F3 8 $54% B 6  Chinese Traditional and Herbal Drugs 2023 March Vol. 54 No. 6

%1 2022 % 1~7 A ISO/TC 249 i 89 E BRER
Table 1 International standards published by ISO/TC 249 from January to July in 2022

5 Bt E

I b 44 A0

i R H 3

MENE

1

ISO 18665: 2022  Traditional Chinese Medicine-Herbal decoction apparatus (FEZ——  2022-02

R A ) AR R

L2 7 2D
2 IS0 23956: 2022 Determination of benzopyrene in processed natural products (JI L RZE  2022-02 & 00 L R AR 2891 10 5
FE IR IR E ) E=Ai0pIR7
3 1SO22585: 2022  Traditional Chinese Medicine-Codonapsis pilosula root (FIEEZ—%)  2022-03 SR MRACE R AR 77 %
4 1S0O22586: 2022 Traditional Chinese Medicine-Paeonia lactiflora root-White peony root  2022-03  FATHR A IR E R AR T7 ik
(PEZ—aAA)
5 1S023965: 2022 Traditional Chinese Medicine-Bupleurum chinense, Bupleurum 2022-03 48#7. B SE#H & = 528 B4R
scorzonerifolium and Bupleurum falcatum root (i EZ—4E1, (RN v
Bt SEHA = B
6 1SO4154: 2022  Traditional Chinese Medicine-Sinomenium acutum stem (FHEZ——  2022-05 FHEEERIBRTREN 22K
HH
7 ISO/TS 6304: 2022 Traditional Chinese Medicine-Categorial structure for disorders (FHEE  2022-05 [ 2 8 5 6 /R AT ) 4 28
D—TRIN 7 REEMD 45
8 1S023958-1: 2022 Traditional Chinese Medicine-Dermal needles for single use-Part 1: 2022-05 —yRPEAd Fmsi sl R iR AR
Tapping-type (HEEZ—— —RMEIES, 2185 mdizO AR R R K
9 1S023958-2: 2022 Traditional Chinese Medicine-Dermal needles for single use-Part 2:  2022-05  — JRVE A F i B Jok At fr) i 7 22
Roller-type (R —— —kMRERES, 52 %5 BRHZD A PERIBE AT B R PR R
10 ISO24571: 2022 Traditional Chinese Medicine-General requirements for the basic safety 2022-06 4T 7 i i 38 ) F 7% 22 4 PEAN
and essential performance of electro-acupuncture stimulators (H [ BARTERE I — R ER
W —— WU R A 2 A M AR AP R ) — RSO
11 1SO23963-1: 2022 Traditional Chinese Medicine-Requirements for process traceability 2022-07 FIZGRIHE . EH R MM A8
systems in Chinese materia medica and decoction pieces-Part 1: s B, LRI s
Components (F EZj—F A FZ R LEEH RGN E PREHIE . n LA A
R B1ED: B
12 1SO23963-2: 2022 Traditional Chinese Medicine-Requirements for process traceability 2022-08  FZ4RIIK A 4 &% — 4EfY
system of Chinese materia medica and decoction pieces-Part 2: W2 ) A 2%
Electronic labelling (H[B& 2 ——H 2RI AL 2 1 72 AT 18 I R 4 1) 22
R, B2 BT
13 18S023964: 2022 Traditional Chinese Medicine-Saposhnikovia divaricata rtoot and 2022-08 i KR FIAR 2 ) i 2 Al & 4

thizome (HEZ—T5X)

N

UNESCO) LA 193 MR Al 11 MNMER L . 1% 2H 21
HATHEN S EEHE . BRSO TT & E br
A, DAL, 2 2022 4 8 A, HEALL
UNESCO et iit =445 (AN T H 3t 42
A, BB RS 1 K, PR R REEAGH
3T 2010.2018 AEBEFI AN K AEY ot S Ak 13
REMELT A, REFEZHEE GEHHE)
ACARNEY F 2011 FEHHZHA T FIL 12
%k, 2020 4E 12 A 17 H, &R PEZEEE
B o R B 25 K2 B B R R VA IR B R A 2

o3 R HEE , A BB S A 23R 20k R A%
ZHINNFKAM = ARRAE A %

BeE ER A Al 404 (Food and Agriculture
Organization of the United Nations, FAO) ZBH
5 1 ] ()T VAR A b o) R I PREH 2R R
B 2R m N RIS FRACH A TERRE, SR ™ i
AR, SEE R AR RETHRGL, (R
AL BIHORIE AL BT I, 2018 4, +
AR AR (R B«
— 3]0, B[R A R i B AN 7 v B T AR A A



FED 2023F3 8 $54% B 6  Chinese Traditional and Herbal Drugs 2023 March Vol. 54 No. 6 1957 »
F 2 2022 4 ISO/TC 249 B Z 3 89 2548 X E Prir &
Table 2 International standards of TCM accepted by ISO/TC 249 in 2022
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Table 3 Standards information of TCM released from January to July in 2022
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