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Study on the significance of herbal/ botanical monograph in international
registration of traditional Chinese medicine

YANG Yang!, ZHAO Sheng-nan?, ZHANG Xiao-tian' , SUN Jia-wei! , BAI Jian?, YANG Long-hui**,

( 1.China Zhongguancun Pharmaceutical Productivity Centre, Beijing 101111; 2. Center for Drug Evaluation, National Medical Products
Administration, Beijing 100022; 3. Beijing Medical Products Administration, Beijing 100053; 4. China Academy of Chinese Medical Sciences,
Beijing 100700 )

Abstract The herbal/botanical monograph was initiated and formulated by international drug regulatory authorities. It
reflects the scientific evaluation opinions and conclusions on safety and effectiveness of herbal medicines/botanical drugs.
The review of herbal medicines/botanical drugs promotes the uniform evaluation standards and provides the foundation of
uniform evaluation standard review. Herbal/botanical monographs are significant to the internationalization of Chinese
Medicine. After the medicinal materials accepted by the monographs of designation country, the drug registration can be
carried out on this basis. Currently, there are few domestic researches on international herbal/botanical monographs, and lack
of attention and understanding of the significance of monographs in the international registration process of Traditional
Chinese Medicine preparations. This article will start with the contents of international monographs, then discuss the
similarities and differences between the international herbal/botanical monograph and the Chinese Pharmacopoeia, focus on
analyzing the significance and value of the monograph in the international registration of Chinese Medicines, and propose to
focus on the research and practice of key countries and monographs for the approval of Chinese Medicine registration, with a
view to enhancing the industry’s broad understanding and providing a global basis lay the foundation for registration and
related policy formulation.

Key words  herbal/botanical monograph; traditional Chinese medicine preparations; international registration;
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29[ bR RO RERE, A4S R 2G4 [ b B2 11T 37 B o O WU BN, e 2 B A VR L B B
o 24 [ e A 368 B R 30  EoR B 2542 W A1 T 37 285 S VRN PP R BEL D, b N I B i 3 PRV E R
[E] Py Sof H 24 [ B A A BURAT 7 AT 2 48, (E A AE DRI Z2 RS 2 o ANAH SR BIE 5 SCIR 1 A 3 5K
B KER TR T8 T A8 A% G 55 245 A D 2 245 i [ B i A IR A6 K 0 B S5k, B8 0 T T2 R T 245 b
E R EM R Lt 5 E B ROREOREE, /D30 K F 2 MY 25 L e SR BT ST g iR 12,

2 R E MWL S LG, TR S R R 2 8. R R TP R iR TR
SEMMHRZY, QiR AR Mt 2B BRI T AR RN 4, A
ENVFIR N8 FAVNE E bR IR G WIbstE e Lo AP 5 B KRR RNANAT TR 5B iRk &,
R B 290l MR 265 . W25 A 25 5 10 2 1 B 24y il B8 24 R e SE ROlE il 5, Sk 17 % B 245 1)
B L 5HBAERRHEA B RGN, B MEM L2 BRI RS, N
2 i (1 B PP SR AR VP AN (R 8 — b v O S e VPAN SRl . B2 2 LR IO AL, S T B 2
BRI R 22 RO A T T BRIk, B2 R A 24 1 ko vl 24 ) 76 1) R B A A
FEREE, APHEBEKERE KK

SR, ] P OxT R o B 24 5 40 A BE T AA TR LI 28 RS, X DA Bl 1 i a3k v 245 48 750 ) R o
BERE . T 24 [ PRAL IR B 2 H B vh 25 1 AR g AN EVETE M BT, AR BES (e dt h A M iR . K e
Jo A RVE R i 3RAS I By 24 6t M 2 R < TIOA AT, B ik [ B 247 M M R S SR R A B,
R AR K I AT A T4 5% o 2 1 5R B [ By Y . REZS A 25 R R SL, RRREE EA S E 2 e
PEAE B B A5 A AT, R OR K BEARAH 5 rp 5 24 )57 10 [ B AU e B, 408 v [ B T 3 (1 32 52 R X

1 BRRERER. WEXEH/ENHER

1.1 WHO #E##£it

WHO 125 L ikt WHO RH Bl B ZoK, B2 PR Il 13 R 252 et . A R0k &
EEH S K A HNAENEDZA TR, HilGiem T 130 2/ MEWA sl e, csmsELR. BRE
S R B X AR A B ARG BUE S % . &R 52 A% U & 0 R A 26 1) 5 B3k AT 4 T e S AR
UMY, FEANEW K. A, BELRKNHESA T, BIAGEEMANEE. 54,
B A BRFE. %), iR, LEmis. Y. RN, SHE%. &%, E2F. K
SRR . AR RN, ZESE. BoR, EEFHI. AR, FEMSE . vTUUEE WHO YL
WL E TS, WA THRE. {LEMEEZRARERBEENEMGEE, XIHKKESE
NEK. TFEUWHEE, ZE 00 H R EER 3% BOR B 2 AR 258 AR E AR, NN
WYZ . MG AEREREIKEMNZSE, (HeARGH LR, FEAEA LT F5E )
P,
12 MBEHELR

WK B B 24448 (Community Herbal Monograph, CHM) /& H1 R W 524 24 i %5 il 4> (Committee on
Herbal Medicinal Products, HMPC) Hi# 2004/24/EC %4 % 16h(3) %%, K A AL % BR N 25 5 J=
(European Medicines Agency, EMA) i B8 24 2 4 1 AT 01t Bl A% 8 3 WL s iR S 48 R MR B 07 SCARBL.
HMPC HuTC @ I RAM T 140 2 MESRFELA Tk, CHM NAEBIEL MAT. g e ZAHm. 7
B, AR, ENE. BT BEE. BE . AU BEERSIRRE: S ZBERrN. 2ERr m s
W . BREIE 2014 AEE—2DX) CHM [ E B 73— D amii, e i B AR RRE AN L b ok i
BUOR K EE R CHM Y285 AH B 25 S 34T BT stbie, (H5 8 %] CHM 78 Wk 2R 5 25 35 AR Win i e g i3
2525 BT EEAER, OB E AR AT AT AN S CHM W e (1 DL 2 s H 7 7r & 28 1 fid ke 12

Rk B 5245 H 5% (Community List Entries, CLE) & H1 4% 5l 5 = M BK B = 2 & kA, FLA ok vk
71. CLE HEFxMEG R 2y, RAAMHEG NS0, CLE #ir)h, A ELIUKSE CLE NEH &2
i, HHE E AN PR A2 A SRR AR Go Al L E SR 2%, CLE B m) DAk A2 WK A 52 4% 4t B 25 1 & A
. HETHAMEY. T 10 RAEZ CLE, HE&E /0L 5 25 GUR I R Wil 4t — Brse K HE 1E
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WHAR, Rk, ASCHT SRR 255845 12 CHM 1fi A5 & CLE.
1.3 MERXXARAREIR

W25 RN mTa B T, B 25 52510 € CIE AT . 25 RIRZG A& 525 54
2y, KA 25 IR N R A Z) . NI B bR LR 30 mT W, Ebx B # 2 Ems)
MEZH0, TSN PR A TR,

RARZG M FR IR R H KRR . Y. s, ded R, KRR v, LT EIHR &G E
5. 2003 FFNE R PAEMEA CRIRZ & B /M%) (Natural Health Products Regulations) , %
KA K AR fd BE 5 9F 4k 7 25 50 7] ( Natural and Non-prescription Health Products Directorate,
NNHPD) #ifi i) (¥—pisr 57~ %) (Single Ingredient Monographs & Product Monographs) .
AN R EA R — R IR GE R, FEREE AL RIARZ W 1 E sl

B—WoETRNFEREAHR CERA. TRA%)  BEAHGEA . flELEERE. FIE.
Mg, g, S A k. REEEE (Bh. 2. CMARKRNE) | ERHELKSE L
BR[7]. INEERTPARBC KA 7T 270 MLk, TP Ei, AXEERFAEGE T HRS LR
(traditional Chinese medicine ingredients, TCM1) , IR & IE T HEZ K4 490 24, HEAA %
KGN 4 35, —RM K2 etm, b 92%, =R NP, § 4%, TUSEARERE CRRE
MEREZ) , 5 4%; BT ERFEGLFIEE, TwhidasHAg@E. f8. Hig. ma. 34
NBE. #l& 7 a0. RS E%. BILa 0L, IR EATN T (hEZGM0) bRz BE M Ym0
B RRE .

1.4 %E OTC £ig

HZEEEE 2 FE A g s, —Fh 2 CUE SN RIS HiE (Dietary Supplement) [ 5 433
AN AR S mHEN, GRGEDTHZIEHEE (New Drug Application, NDA) Afili@id OTC %
WHIE: 2 Fh b S S AmE S . R AN R B RE, BAREEFEASS,
] NE AT LA S, (3 E SHEMEIAE E, T TR 2508 #H A oo H Bl — el A 4
FRIAS B JE S0, M BT 3E RORE R R — e R B b BR ) T R AT . iR 2 N i
B HRIEE OTC LAt NRE, 7l LAFESE BEERISIE N2 Ak A . 032 iiid NDA %42,
W75 B R B 9T, ik T o B2 B 4R RS I AR 25 A A R AN E S R R B N IR AR S L B
I, IRAEIEE] NDA HIFESR. HEF] NDA BREMEMAERE, W aT R FDA ©&KAGM
OTC %it, MMM OTC Likikte ki,

EEZMEEMEEMKELS (8. A58 Mk HS7%)  (Food, Drug and Cosmetic Act,
FD&CA) , ZIRGRK 25 7 AT 45 SR TT 2R3 . 1972 EZ J5 I 10 4F, FDA RAif) (dF
WT7 %% 5w  (OTC drug monographs) , (HEFHEMZA RS RA 9 f, WTHRIEERILAR.
COFEREMG . WAl RTINS 2. BRARgSE, PAMATRYE OTC it Bskik BUd & 1/~ i LA
2y SN EE TS, B AR e CETE R TR WRIT AR BRI R R T
RIS A ENE. FERFEI. A, 7E. R ERE,

2 EREHENGERS (FELR) NRA

2020 R (hEZH)  (ED BRI T 600 A, ERTEIEEITTm, Yk TR
B PEIR. BRI A (BRI K5 K EMNESEN, AR keetiiim, EEeHEF
HAMR S HZ. RS ERETERBHRER, HEERHE (PEZRIEKRMAIN) #h el
BTG AT B . AN L TT AR R BIE . AR, 2R E SN, Rk
b, WEBUCHZ 2T, O (hAeARE) (R Ririt) (R Pagiig) S50 BURF LI
A gmiEI R 22 TARE L. IS N1k, R R ZME Wb 252 20 54 80 W E 7 5
RETT 6 T PSR,
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Table 1 Difference between herbal monographs in various countries and the Chinese Materia Medica items of the Chinese Pharmacopoeia

gzl WHO Wi JIEDN B i E
VEFEME - 2004/24/EC Food and Drugs Act FD&CA Fk
Ry FEJE. AR & X, TE N
FIZGHRAT . B, R b 247 SRR AR R W gt s
b
AU BEAEREL HEAL. AL ER g bR SR PEARS 3 B2
RS TE B
R R _ A
gz)ﬁé R WA, E4E. K BB kA B4
77 Biilpi 77
Fiiles i i i &
HHig A5 5% Fk A5 i FHZ:
e HERI @ it
AHE AR A EAER HHE A WA
AV TN SR A UL WA ILIAHZ)  FPR AR IR 2\
S—— R ) Xewm -
R R R R R R TR R
7= A - ik s
s 2P 2 1 - - e = E2Y
AR TP 2
I R 82 & NORE TIRE R 3 NE Thie. EiR
HAth BN BT i [ EE BN )
RATHLIY WHO HMPC NNHPD FDA L e
TiLHE (SERAR 800 (9 MW
0 130 140 270 ) 600
R c o A ] A ] Rl

WA T (R E ) LA EEE Cf E 2 s R 252000 5524 i B 5 b, B2 24
Moot BEARRH . S5 J7 s, RRZGBINE. A RME . BB G AT, EEARWGE T
hREZ A IGIRN S Z eI N . AT WHO MMZ%its (hEZH) S0H LN
7w, EMATRWEM AR E A, M. REMTTm, PEREERUHEAME, HE&ZHT
HLARXS NI PR BEMS AT 22 5% A METT T, WHO B 1 A% 4t v B2 B RO B= B R Ml R A, 38
e T 2 i PR FEAE B A 25 e R g . 2 kD7 i, WHO ML TE A RicEm 2N E, @&
W T IARA RN AREHESGEE. B, SERE D2t A REM B 7 i R
VR, A PR S 2GR 25 R VRN S e R b

EFEERE, A RN ARG BT S, WHO WA N4, AR
AT ZAE, 9 B E AN BRSO T 25K 5. (BT WHO i@ A 2360 4% [ 24 I = 7
HHEIIOE R, 7E WHO LB B2 [E 25 BEE T A AT (R DL, o 245 ] B Ao S B SRS AT 70 2 e 2R A
B 24 f PR ARCEE R B0 B K, BT ) R Y VAR B O B R E MR R R R . BUINEE R R IR 24 i &
WA, HAU MRS, SR EGRRESERS, HEE - PRRSPIT.




Voreds B2 255 R A v 2 [ By M o ) 2 A T 5

3 EREPHEMREMHMEZESMNE

3.1 WHO BE¥HEIRHME

WHO WL ANEW L%, 48, B LIGKNHESANTH, WEASIER. 3
1999 FHF —HHEMW L igmtt, WHO it kA 5 H&i, KM 130 2 M EMZEitdh s (FEZ
B Pl R 2 AR A 41 N WHO M2 LR N IEE 1] BRAE. Z50m. b4t TR 2
B M R DT I E R A S AR, S RO ) A [ R 24 B Y 24 LR SR A T ARARCR
Femt, BRI REE B 13 AN E FOK HAEZAUE AR, Hid 46 MEEXSHE LR E R
B DL Oy A e A E T . BT RKAERRE ), AERZERAT RS .
WHO 25 LA 12 1 1 ot B AEAE ) 25 BRI A5 B AC i, SO A R T Hls R & B 25 6
32 MBEHLZRHIER

Wi B Ot [ B T B UE IR G 2 24 BT SRR P B FE R A2 (national procedure, NP) .
- HFESF (decentralized procedure, DCP) 1 H AW #£/F (mutual recognition procedure, MRP) 3 i,
CHM fEiX 3 Ffrai i /7 o 3 A EEMEAER . 2004/24/EC 545 16(h) 2% BIHA4E H, R % Bk it
[ 76 A% g 524 25 i E M (traditional use registration, TUR) f 8 fitid f2 v 75 76 2> % & CHM &= LT, R’k
WIfE 2014 EdE—2DX CHM RO B s, 5 < BAARK B A s i) B R pl i H 1B CHM
%, [HEER] CHM TERRPNE Z5H AR H SR gt 2 25 5 Bii 5 i EEAE R, s ot [ i B AT A AN i
i CHM [ 8 B B 45 H 78 7 S 33 i, 2012 4F 12 H 31 H CHM 78 R Fs 3 [ R 4t 5 B 245 ol 5]
FEMHIE R MGG R BN, @i 50%8 HIERH T CHM, Hrh, AU K o & 38
HIER R R A CHM {E R HREERE, M HAR 2 il s v f A, B i B 28030 008 & PRI I8 230 2
# T CHM N A S0, Fi, 2ZF N CHM 7 H i 885525 7 SR 8 1L 00) Sz b b R 5%
REZEMEH, SMBEHZONSNEPZE, LR CHM X245 ME M s L, Eh 2Rk R
VEM AT 7 I R R N S 7 o A
33 MEXRXAGMEILHNIEA

INERTARET CEENRAAMEL, HXEFFEMAREHHNEEMRR, 2324
WA 7RG ML, MECERERBERL G E AR, SR T AR 4k 282184 &
1w, AARA]LAR NNHPD #2 38 hn &0 i iF R, {H NNHPD # R 2 4t H AR 52 15 K 1 48 B 50772
TN KRR L8, H IR 10 2 4 A Rt R 22 1 C &3R5 I 5 Kk B A 3 /T 5 56
WE, FUSEHEE LS B RCFLMEMRE. ST RE/FEMERRRAGH RS T IRHZ 5%
FEM G, R TS S T IRA T RFE A mE NG, WHEEEAT WS RHT
WAE N H AR TR AT DU 8046 7 25 b T s () 1220,

3.4 EEEWZ OTC TiLRITHAE

OTC ZyWyei vEitkil& FDA T 1972 fFAIE, HRS MR35 25 1A 308 V7, X2 S DR
b Ty 2y b 24 B RNE AR W AT A R . R IRV . OTC 25w VR4 114F X %
PRI BRI R LE, MARN M RIETHETE. OTC — BN N ZEH/ M. WHET b Er
SEFAE) OTC Z9W1E LT al £ 7 4 FDA fibdk.

OTC LibEEAME: & OTC LMK M2 A NN ZEFHFF s (misbranding) L4 #
N OTC LibZy i BB FDA ##tt, AT efatndis, &IE B S RRETR—8, #REAE
AT AN F IR0 B BN OTC L2y, [FARTT 45 —FF, AEr= ik FDA (BCHE BEYE)
21CFR330.1 (a) (X cGMP #EATAFHE, Hi1iH OTC 10 1A b 7530 4T A5 77 B vE AN 24 5 BT

eabT7 25 W d i A RS, O W m s A T DU, (ERIRCE W0 R AT Ja Ml 0 08 5T 5
WAV FEAEAL T 257 & B 25 B IS L, FDA J8% LA 7 Z5hrHEE SR . OTC L AW, (Hi
H Al & T USRI AR 25 iR I LA IR, A 9 A, W2k a4l OTC L RIEHUEH M
FER LA SN EE T . HEFERHE LIRS, BRiaei e OTC L ERMhZ4th 2 E
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=A
41 XTEHMEVHERERHERERTENE
oh 24 [ e M A, R LR IR . MR A (P E ) | AR R B S
CREZ) 3D BB 250 2 I AP SR UTIE R =1, &0 7 IR SE B 0, o 3 )
W 2RI E R B AR E X RARMAG L E R, BATHL R 1 KETAE,
HHTRZAEG LM RE, HARMEMZSRAG AR Kk, w28 I [ A 2 B8 52 A B )
AL B AR TEREERN R TRl R EBLE N (P EZ ) it B
ChEZ) BEPrfb. thoh, 2 EREIRESR, WHO LibmZRAMH, HHTENEAN&EZ
MR VE M I E A, 24 T B R RIE ST T A S BRI e 24 4 R VRS 3 O B vk E MR T
EEE T, AR R I E R EBUN TR AT B BB etk . e G E PR serh, RiHES)
ChEZ5 ) 5EPREGMEY TR N, BOKRAMNE, — 77w DOy IR E ST < 25 B g iR 4t
Gy G 75 T AT UK G i A i o 24 1 [ B A
4.2 MEEHRHERERAERILSEIR
ZH A MEY AT R KRR, TR i K BUM B B 2 2 BRORE 7 B 500 AT 1 &
WAL K, G KT FRANEZ, ST AR E R . Bk, E T EBEELMEYE T
IBESE, T fe gt b 25 E bRk, A)LAEW . — R4S EANE R s, L (i E 258
AL, MERE R P ERT. SR T EGME S, TEAGE B REEUR T E AT K
BIFRRANA MG . — R HEBUF TS, B EHREMSC, b 255 108 R R AL,
n, X PR E R R R R R G, AEREAT R S R AR I R BLfT A H R D R R BAAS 2 W PR B
U, AT RUE B AR R . =02, BURE N IS T, MRMAEATHE T4k, PUREGEILE
o ZGRRTIR R, LRt T 2 E PR T B A, Oy S 25 BIACAR T A B B .
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