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Abstract: As a unique and valuable health resource of China, traditional Chinese medicine (TCM) plays a major role in the exchanges
between China and Association of Southeast Asian Nations (ASEAN) countries and serves as a key cultural carrier of the Belt and
Road Initiative. Given that the market share of TCM exports in ASEAN countries is relatively low and the demand for TCM in ASEAN
countries is on the rise, the registration of TCMs in ASEAN countries can help Chinese medicine enterprises “go global”. Therefore,
this paper summarizes and compares the general dossiers and application procedures of TCM registration between China and ASEAN
(Malaysia, Thailand, Singapore, Indonesia and Vietnam), aiming at providing reference for ASEAN registration of TCMs under the
“Belt and Road” policy, promoting overseas innovation and development of TCM.

Key words: traditional Chinese medicine; Association of Southeast Asian Nations; common technical document; registration

procedures; comparative analysis of application requirements

o BN EE R mEMSIESE e TR, £ T SEESRE, KES
W, XEE LG 5 EE AN TE A TIRER ARSI (RIFRAR D M2 SHAERANWTINK,

Yk BHA: 2024-08-11

BEEWHE: 2024 255 E R4 E E R 900 555 38 (2024SKLDRS0221)

fEEEINY: £ B @RI, W, By 2 E R M. E-mail: tsl-wanggiong@tasly.com

LRSS e TR, E&AM, N2y E bRl R BRI 25 H FRE ). E-mail: zhangwanliang@tasly.com
HBEEEE: T 3, I, Wd, WSEEHh A S ERRL L{F. E-mail: heyi@tasly.com



« 1116 »

FE B 2025528 $£56% B 3W  Chinese Traditional and Herbal Drugs 2025 February Vol. 56 No. 3

2023 4 e E DS AR B 247 it AIUA 113 {2360t
Forpep 2267 i e 7.9%0, R RRZ H D B
B, A iAol “aEH 27, TR L B E A E
bR oy A B E P, RS A s AE
AR, RAEAREMEMPESTS, R
()22 e PEAE I I s 45 2T B 5RAIE, A
I 2R B 0] TP B 24 ) R SRAN I T, sk
PR 277 e 2R B KRR, DAB B 2
EER g @B ARSI
275 R E AR B KA T ER I S A SRR
X0 AR R [ v 24 7 R R R R b 24 4 AR T BT e
T 1) [ B[] & 4 .
1 EMERIFERA T
1.1 FREZHSIMEBIEERXH

AT ZR B 10 B 8 LA B R At st A X Y5
WE B Z — B AEYI R, JCH R S SRR
fili, BIUEAIEE 79— AR B B R S (ASEAN
Common Technological Dossier, ACTD) [, ACTD
V5T N 24 e B R 2K [ B bty 2 1 R
W 4 ( International Council for Harmonization
Common Technical Document, ICH CTD), {HZ5EH)
b FEAEES . ACTD @it 1 MYE AT HTHEA
X3 24 v R, B> TR T SO R R
IFIE], (AN T 25 5 1 o B R e AR, B T
FS 3 ] M LA 40325 BH 2 DA % BRI b AR
1.2 REDRHEMEBIFH

2002 4, J5E RS IR EERWAL (25T
WA IMEY GRAT), 25 1 IRIAAZE Ry MES,
W P ZEM SO 11 28, HEXE R 2 2
24 S8 AT AW IR AR AR E X 25 R 2020 4F
9568 il (PG IRE K IR BTRLEK) [,
KR 2 Mo Kt 4 25, BRI 256082y, SR
R W ARE S04 T T 25 5 77 150 A K IR 44 [R) 7
2, R EEAR B T 2T N T e K R
Bro Hrph 2 i AR e ds 5 AN g ATEBOCEA

i E R MEEL. St R, ZGER A AR
Bh IRRIF R ZE R RS ETAREM 2K A
[F) H iR B B DL R r 243 Y 52 B0 R A 1 SR AR
BEAR R GERE, RIS A 247 RSO R A R R
IR SCRFEIE AL TS 5
1.3 BREDAHSREERRIFERXGX T

ICH CTD #AMLh 5 ANFET, Wda =it
R R IGIRE— RVIEFE, #oPA G T Dodit
FORLE 2 TR R Al AR, ARG ST R
() BT i R Al PRATE 72 o R 243 0 H i S A
AR BB BRSO 2 B ICH CTD #7481 K,
JOEAE M AR AL T & e [ bR 2 R R
[P, (HIERA A —E N ZE T

T R 2 S SO A% . ICH CTD BL
ACTD W% 1 #Maskn TR EEE. 5
ICH CTD #Htt, ACTD fHKHIIX 2+ ICH CTD
P 2 N BRNTESE 20 34 4 884, s
2 R4 25 2E BORE 24T ICH CTD b 2 (f) i B4k
A 3 (BT AH OGSO, RIS TR I PR R I AR AR
PO LR A TR A FRE R — FE R (R 1.
2). RE A HE %05 ICH CTD beisdsin,
{EFRE A 24 FRAE SO 2R 2 B I A A B A
SO SCHEREEIR, SCBRSEIR R EAE S 4 3B FIEE 5 3
G353 AR o
2 PHHIFREFETLL

e 2023 A E AR MR 25 O 8, AR A
10 [Erh 5 e [ 57 5 Ak & LR K E R 58 S
RPN RE. Frind. EQREJE AR, Ktk
RIS VEGIN AP 2570 UL B E K HERE T, RIS
L E rh 25 B RE R T LR
21 HHEFBREXRPIEERF
2,11 PSR HIERRET SR
m M EF AN MO E X S H R (National
Pharmaceutical Regulatory Agency, NPRA), #j it
WA 635, RNz, EHIE . Uiy, @Rk

£1 FHEHZ. ICHCTD 5 ACTD &3¢tk
Table 1 Format comparison of TCM in China, ICH CTD and ACTD

e b 2 i scpRAE

ICH CTD #%&

ACTD &=,

51 ATBOCIHFRZ 5
W2 M

%3y BRI ILRURE
%4y ZEEEVTTOR
5 5 #Rr: WmPRBETEBLR

B 1. XEMEATBOE A5 S
Bk 2: BRI LRE
Bt 3. LR LRIA

Bk 4: JRIm PRI
B 5. IR T4

551 E g ATEBURRLR S
2oy AEEHITRR

% 3oy AR AR TR
Ay ImRHT TR




FE B 2025528 $£56% B 3W  Chinese Traditional and Herbal Drugs 2025 February Vol. 56 No. 3

e 1117 »

*2 HEHZ. ICHCTD 5 ACTD BiRFEREK LR
Table 2 Comparison of application data requirements of TCM in China, ICH CTD and ACTD
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#z3 2016—2023 FEAZKM LB P AR

Table 3 Traditional Chinese medicine varieties approved for listing in China from 2016 to 2023
75 2 LY SRALEGY 3E B
1 S AT UL 75 6.1 3% 2016 WATHIRE
2 FF DR H24 6.1 2017 HH R SRR
3 & AL 24 6.1 2018 FLIRE A
4 KB BERIORL H24 6.2 % 2018 FAEMIGEAE
5 ) AIRES T 75 6.1 3% 2019 MBI B SR A1
6 N LI 1 50k 2 6.1 2% 2019 BIESMERE R
7 MELETH P 2 6.1 2% 2020 SHRE-LRER
8 i e e Hizh 6.1 2% 2020 R R
9 FN BV FRARZIHE 5 2% 2020 2 UK PRI
10 PR DUE KR FE 2 113 (JRFZ6.12%) 2021 I8 AT T 46
11 SIS o3k 07 sz 3 iz 113 2021 AR IE
12 LR BT E SERRES 2021 (EAEElE =P
13 ZLfiEE A iz 112k 2021 JER R AR
14 2 IEE AL iz 113 2021 T B R 6
15 2B TR iz 113 2021 YN
16 BRI # iz 113 2021 AR E
17 IR A I 5 iz 112k 2021 B PRI
18 £ MIN 1 A iz 113 2021 HAE LR AAE
19 T T B Ok M2 3.2 2021 FERIE T
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Table 4 Comparison of traditional Chinese medicine application requirements in China and ASEAN countries
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