ERERFERA-PEPUT * XXXX

kB ¥ %4

& s A 2t
¢ & F FG iz A

O ET"

BALSE', % @, R, ERS, BT, T4 gKi

(1. MBS EELG R F 2G40 BHS 6100415 2. BT R R AR EE 25058 B

1T 999078)

W OE. AR EAEMERERNERARNERG LB RGBRERE, PHEARBPESES
5 R 2h ke £ BHAK, TP 2 E e E MR R LA AR, 2017 SR E X FEEG (P EHE)RE T
SR P E AR R IR R T AT R R B BRI RAS T IAT AL VLS BT AE R SR AR A 2 S AT
TR ER AL —, RBAEHYE L EHBRBATT BIFRA, AL G ERAES TR 2 M2 ek
MR R AN AR EH S PEAPHEMERGBE T, ARMA LSNP ESE)FT R TP HEETHE

HRCERBEAE
XER A ESGL PG
doi: 10.11842/wst.20190201005

2l it 2 L O AR B N A A il R R A 3 R 1)
—RRRIR T o R T RBRE S AR B L SR BRI A ik
TR P45 i 25 S T 7 e, X5 24 il SEA T A 2 o
JEAERGE A R . 2R R b R 2 e
52592 B A T AR, AT P BT AR R AR
A EEMA O, A ROhE R IR E 24 &
) (1985 4E ) &, th 24 & 2 ik 2 Ko A= Wy il i
— RPN AL VBT B . £ 30 RAE Y
K, B b2 v A B R A P e (H H AT AR
AR PG 25400 Mo 285 = o 5 2 R (0 S50
Z AR IR 58 3% 2 40, 2017 4E 7 7 2 pg (P A
RO 2 256 ) (IR EE 2538 ) 3R I EE T A &
Hh I 24 R U AR R I R L, v 2 1 T A B
W TG BT A SR NPk AR . ZE QNI TS 56T, gl el 2 )
B T 2 0 IS R R A R A R %) R S (] R
Z—

KAS B :2019-12-20
5= B #1:2020-01-12

EMEE BT
P 5 k5 R288

AR ARIR AL A

K 93K b 2y M W 2 B8 Bk E 2 (Herbal
medicine ) , - 7E 1965 4F B 430 5 25 il 7], B 55 24 24 )
(Herbal medicinal product, HMP) 44 A 24 fif {3 45 BV
Wi, 75 2 BRAE ) 25 WA A B R m . A
2004/24/EC 34> (Directive 2004/24/EC) A 47 52 jifi )5
Wi B W I T 22 58 19 HMP VE M BRI B, N AERR
B8R 27 A 5L R A TR A i, A PR T R [
VYR WA E AR Y. BHRTE N C S f Kt
L KB 2004/24/EC 354 T e B 37 AR 38 e I vb K
(AR 56 R E AT 43 M 8 o (2, BUA B 58 6 BR
HMP {3 S BRE s 3B i AR, L7 R AR
22 L H 24 ) 590 G ] e R B R 3 T 6 R 456
Xof 2 T A A ] (5 S R BRI IR AN 2 L.
I, 28 5 FULST Y A0 e o A v 24 T A o
X —BRSLR EF 5 N , RGE oA R HMP {048 21
DHARZR TR T WA RS ROkt [y rh 25 1 A

P AL e A F AL @ L8R B (2018M633332) « 1 1) B 69 P 25 [ FRAL IR A MR B EE AR, A AL w Il B AR
JTEHAEA R R B (19RKX0331) : AR E B H AN SN P HERLHE, A TA B, w4 FHLHFEEATEAS—
NEFLAZLALPCRAMBREEEARAD(YFIS-Q11):(FPEHE)FFTAB P H 5 RAHY L EMTRAELEHT, A TA R

* ok GBIRAER AR IR, HAR WA T, ERAF R @ P 2 E PR S 2 S e iR T AT AT

( Modernization of Traditional Chinese Medicine and Materia Materia—World Science and Technology ) 1



XXXX ZFHEXXHE BXXHT K, Vol. XX No.XX

AR 7R, LAY TP B 255) 15 5t N 251
SRt —E S

1 RBEHAMEIMEEENER

WU 5 ] 34 5 Yy B 2 o D o, TR, R
S X HMP 7 3 it 47 1 0 A 8 0 3 e R ) b IX 2
— , RIRESL TR T —E 541 HMP 3
AR R, TIEA T8 MR B R 25 L
(European Union monograph, EUM) iX 3 K JZ 4 7% #
.

1.1 BB FEH G REMEEMLN 2RSS

%4 (Directive ) 42 B W %5 HMP 73 /45 Bl 38 &
FEAR [n) RV 45 5R AR R , B AR T,
FRUTHIA R 22 51 2 BRI i A . A AE 1965
AR JRCRE S b A Y 5 — 3 2Y i 1 ——65/65/EEC ¥
A ELZK HMP AN A 24 i A BV a s . KR E A,
WK 2R BRAT A HMP 73 i 5 B 2 4 HE 2R J2 L 2001/83/EC
A E TR, HA R B B Sk A T
& 1T 8% b 7T 1Y 2003/63/EC . 2004/27/EC 1 2004/24/EC
X3 EIES . 2001/83/EC %4 &4k 65/65/EEC 154 J5
() N — BRI 4 B BRI ) ST % 2001 4F
1) A N2 5 A DG4, 4l 65/65/EEC . 75/319/
EEC.75/318/EEC . 89/342/EEC. . 92/25/EE 45 10 42 3 1%
ST R G AT, IR 45 A R AR 5L AR 1 A S Y
IR R AT N AT BT S8, =R AT XA
FHZ5 5 FE EMA K45 i 0% BT T A7 B )4
DI R AL hn 2 U0 IH A5 45 2R B B iR 4T B A A 1 25
Bk A AR T RG24 i A A DG ] ) S A
SR, P2 H IE SCORN B S5 PR o044 i o 1T 4 3 3%
A U2 XF 2001/83/EC 1E ST B 538 Hh A3 B 1T 5 b
Fo 2004/27/EC A 2 BE X HAE SCR AT G2 i )
VAT R 2 A T T ARG T 1T 52003/
63/EC {24 FEEEXTF 5% 1 A7 SC 24 i g U BR
SR FEATIEIT , IHEF X HMP B ERBE P , XA R R 4R %
B ERAE T BB 5 1] 2004/24/EC A R %
T3k 2001/83/EC 1 4 1E 3L H HMP f4 Wi 45 B 43 ik
TR I, B YA R T B 25 W AR GE g FH Dy s, DS i
JR MR T ARG R 25 2 (i A B R EEK
1.2 BREEHBREMERmAY L EId

bR T HAEEAR RS WETR LA T &5
TR SO AR A B BERE BT X LA ] 0 B0 2 1

PR AR SR L, Hean, X HMP () i i 2 St
AR A R R SR AR LR R AR A AN RS, Lg% HMP
TR DA KCAE B A o AR K 22 2 E R R T A
W, 5545 XRSCIPIFABA RSB T  E
EATRER T R R G 0] R R W A 5 L, R A AL
T8 5 IR A IR B LA PP 2R, 2 X0 kA 1Y A RS0k FE
B2 D R RS A RSt i) AT T AR B

5 AT 45 B A Hy B AR AL 5
Afi T2 R B A 52 245 i VU A ke ) BAA T S AL A IR
M 2 i Ji) (European Medicines Agency, EMA ) ifil] %€ %
fii o X T HMP G 5, W 32 d EMA R i 52y
2 fir %% 51 25 (Committee on herbal medicinal products,
HMPC) BARSE M. A HMPC F 2004 4 57 K , B Bl
S R AR 1046 B SO AR R E H AR TR, 2
AL 450 VRS F AR R PR F K . miTAE E
HMP b7 H 4R TR AR 7 2 — et e A7 B i, 9
TE 7 it B R GORIE 25 J7 THAT 15 Gt 55 24 24 it 1 AL T 0
AR 38 AR SCA% A Ta e 7, O L = KA 1 L 5
T 245 247 ity PR R e Al I B AT ] 24 5 SR AR T
KB ATR FAA AR R J5 W HMP fn e ik 2|
PR TR MR X = R TR ZER S T
BleEfs S 5, #ZE 2018 4F 11 J , HMPC & £ %}
HMP &5 Bl 25 il & A T 40 48w SO, 95 BT i
AR PR ek PR A0 22 4 A4 58 ) 2 4 X 4 R 73
MFE R BARY RN 25 B, RN X HMP 57
[7a) Lot 2 )45 P R 2 e 2 1Y, 6 S A [a] B B
9 3CAE 164>, A7 5C HMP SE I PR AR PR DA (1495 e £
TR 3SR A BRIL LA, # AT S T HMP 2
AP G2 R 24 ) R R O TR R T 17
1.3 BB FEH L

D HMP 33 U3 A5 B0 ] 32 i (i 5 17 DR ) e 24
RZHA NG ARRERTE , 2 T1IF i il i B 5
2532 (European Union monograph,, EUM) . ‘EJ& HMPC
MR 7 A B SR I AR I X R 24 A F 5 Rt A%
GE N SCHRIEATRE 22PN 5, A AR SR BR B 24 o 4
AR DYt e HUAG X R 2 22 APk 5 A S8 WL A B B
SO, A RAR B E TR . 2004/24/EC 35 AT HMPC
1 EE 2k R B 2 — B EUM BYIPA Sl e o AR 4
2004/24/EC 154 55 16h (3) A HLE"™, — B HMP X 17 (19
B2 ] € EUM, 1% EUM SCPE T B A4 Sy B 4 58 R
LA R, 1 [ 24 i AR R LI R 7 0

2 ( Modernization of Traditional Chinese Medicine and Materia Materia—World Science and Technology )



ERERNZEAR-PEZIIAL * XXXX

®1 BRBAEAGREERER

EX) ¥ A e ] HRMEERE) BRBFER FEER
HAFE R A KWIE 2001/83/EC % 8.3(1) % <10 & FHAERA T (BT TG )
WEUE %58 Lk 2001/83/EC % 10.1(a)(ii) & >10 & FHARA T (B7 TG )
TU #2525 &% #1472 A 2004/24/EC % 16a % >15 H AR 8 A T (R R A A R FF 58 )

JEIFENE EUM AN A FNZ538 s Y3 EUM &3y )5,
(A S T Y (O RE S I E R SN A 2019 O Wt T RE b 149 = i §
B LIAT G EUM BN Z . I, EUM HAG LM
AR 1 i U S 1, L 7 S A i G . R
20184 11 H MK EL 4 58 1 183 MR P, IF
il R A 161 B2 EUM K0T SCHE, %A 11
AN B2 IEAE VR S R 2 R, 5k Al 7 T
T R W 4% A B3 24 AR T A B R PR T
EERILMS5S5%,

2 REERHGMIMEERXNEES

2.1 EMFNTARZ R ARYE 5 R GEYE 69 A5 b E
BESFEMEELETH LG

DA R 2 e 24 245 it STy SE ARG M X
—  AEF AT C 0T HE W HMP [ 3 Ff LT 38
BE(F 1), —=AE R #H HMP K F 42 SCAR (Complete
dossier) H i i, 2 A1E M [E A v ] (Well-established
use , WEU ) HMP 2K FH SCHik B i ( Bibliographic application )
1, = BAE M5 6 (Traditional use, TU) HMP 2%
H T 46 7 M (Simplified registration) [ i85 8 . Hirr,
55 — 2 B R 28 4 W) F B Ak 2% 524K (New chemical
entity, NCE) Y ARZER , A% k4 1R 58 1 4
AR (Common technical document, CTD ) # 3 3-5 th
PRAL A=Y B Y 2 B R RN I R A i F
FEIH o 55 28 WEU %242 7RI 25 H 281 104F,
It H EA W B4 T & MBERS 7800 e W L2t
A RCPE AR 2 SRR B4 7 i, TR BRI A H IS R R Y R I
PRI PR 12 56 80405 7T SR AR W i) RE 7 SCHR R AR L e
W0, A TF R BB AR X B PR 5 25 W) i AT e
ST L BN BIF 5T B S BIF 5 A5 i R AT 5 SCRR
WHO MY 25 L1t JERE E 2 52 L8 (ESCOP Lig %
L N AT Y G SR E A Y b AR SCER B R TS R i
T R 4 15 AR, A5 55 AT #b FE i g o A
S NGRS YN I ERT e ST AR S SR SINES N
TSR AEATIA AR 2350 20 5 2477 i PR e = 3 n BEATL X R
B IX BRI AT AR A% SOk T LA WEU RE2)

i By B, XA 2R T =28, /I 2004/24/
ECIEAE LW TU RLZj 2l i, BRI sk 2 A H
2RI IR A U TO T PR AR A SRR BERHE — S
Hea 50 A & H, RESR I SCHk/ & b (& et
SRR 5 U W L 2 A AR S i A% e I H R A
RIAT 3% SCPER 228 WEU B 24 24 (i it Al B2 A% A1
T HEARZR . W EEN O, LT Lk KR
JEE Y T 4k, B R 7™ 4 BR A TU 24 245 b (14 385 1o i [
WhZT R AN B U2 I A1 0 550 28 SRR Ry 11 AR/ o1 FH B
W A TR WA 204G 38 5345 40 1 F GEORHIE B 77 i 7R 4R
SAF N TCE | HLAE 2 O B 2Z a2 A 304E
25y s (k15 AR BRI ) 4, HUA i IR
A PR SRR 2 A e R TU BE M i,

ABR B HMP 14 732 S B e B R SR W LA MY BR
B NASUHKG B2 A0 AR 24 S R AR R T 45— HE
B, EEZERRMATEE BRI AHERIFA
A AR 28 0 F g S0 o R B 245 2 i 1) T U A RN
T AR R s MR A B2 1 N R 00 R A AR N
R T P AR E R A AR BT SR R R
LR, 3K S R W 24 24 R A B P A — R A
.
22 BRHMEHER(EUM) L 32525 %zt F k47
B Yo A AR

EH AT X EUM B AH RS AR S50 7
B X PL R EUMTE TU F2 24 24 5 1k i (i 55 ) A i
IR RAE" " w5 2 — 2 3 A9 & , HMPC 3
B EUM A3 FR 2R 5E T EUM B9 Rk | IRl 2004/24/
EC 4% EUM 5 HMP 30} b 7 A 3 F1 i L ik 177
FE IR, U T HE L . X PR E M EUM AR
ACAEAR 32E WK B HMP S50 1) B AR P 48— & #5422
YR, i LA Al s R 45 B B 6 A o T i e
T Bl AL A SR AL T e e DY R A (B AR
#E) o XFHEUM 5 HMP {3 M L 47 19 WA B, —
J7 1A R T4 i HMP i IlG IR A 38 25, 55— J7 i
RICHE G 1 o PEBE IR AR 2, 42 5 7 HMP 3 W 21

( Modernization of Traditional Chinese Medicine and Materia Materia—World Science and Technology ) 3



XXXX ZFHEXXHE BXXHT K, Vol. XX No.XX

&2 HMPCHIEEUMHERKEZHRAEMEELA R EHREHENTER

= py TU % WEU % %
EUM #7138 %5 EUM Bt %% PRI E EUM 54738 %% EUM Rt %% ek wiF R E

2004 0 0 0 0 0 7
2005 0 0 2 0 0 57
2006 2 2 5 6 6 44
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2008 16 30 33 1 13 46
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M5 EMA S8t & A B, #% % 2016 4%, BR A
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Enlightenments of the European Herbal Medicinal Product Regulation
Model to the Administration of TCM in China
Qu Liping', Zeng Jie', Huang Qiangian', Wang Xiaozhu',Zeng Xuemei',Wang Yitao’, Zou Wenjun'
(1. College of Pharmacy, Chengdu University of Traditional Chinese Medicine, Chengdu 610041, China;
2. Institute of Chinese Medical Sciences, University of Macau, Macau 999078, China)

Abstract: To manage medicinal products by registration is a universal regulatory measure to ensure public health.
Traditional Chinese medicine (TCM) is an important carrier of TCM theory and clinical practice. The registration
management of TCM products has its own particularity. In 2017, the Law of the People’s Republic of China on TCM has
put forward the development policy of TCM which should conform to the TCM characteristics. It not only marks a new
development period for TCM industry, but also poses new challenges to the registration management of TCM in China.

There is an urgent need to study and formulate the supporting documents or revise existing regulations to adapt to the
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spirit of the law. The European Union (EU) has got great achievement in the field of herbal medicinal regulation since the
introduction of Directive 2004/24/EC. This paper made a systematic review of the legislative system of European herbal
medicinal product. The main European regulatory characteristics and the enlightenments to administration of TCM
products in China were deeply analyzed. The purpose is to provide reference for the reform of administration of TCM
under background of the law of the People’s Republic of China on TCM.

Keywords: European herbal medicinal products, TCM products, Administration of drug registration, Enlightenments
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