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Comparison of registration classification and technical application materials
between Hong Kong and mainland of China
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Abstract: The registration and application of new traditional Chinese medicine (TCM) involves a variety of situations, among which
the TCM classical prescription, Chinese medicine injection, Chinese and western medicine compound preparation and other aspects
are all the hot spots or difficulties in the registration and application or the supervision of TCM. This paper focuses on the
comparison of the technical data requirements of the registration and application of the established medicines category (ancient
prescription) in Hong Kong and the classic prescription in mainland of China (currently belonging to the new drug registration
category 6.1 of TCM). At the same time, the registration classification of TCM injection and Chinese and western medicine
compound preparation was compared.
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Table 1 Chinese patent medicine registration and classification in Hong Kong
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Table 2 Comparison of technical application data between Hong Kong and mainland of China

o [ A PR [ A 25 00 CRIDBORTER EESTEEZGEIEEL  PENTZG 6. 12K iR eI

PR BT R4 R RBFRRETERR DRI S ALK
AR 1 EERE LA R OR T BRI N TR R 5 NG
2. R PR AR NG Tl A N/
3. TAE A PR A AR o N/ Tl A N/
4. AMH MR J 22 v
5. KRR ISR x 23 NG
6. Ja i FE RIS IR Ne 24" NA
7. BRI R G x 25@ NE
8. B IR 5 x 27® NE
9. LT FE PRI IS 4R A x 26® Ne
10. 2 A MEBRLE 453 NG 4 J
FRRCHEVERE 1. 47 R K 5 i N 3 N
2. WS R N/ 19 N
3. BB TR x x N/
4, — R A EL A A AR x x Ne
5. IR IRIR B AT 78 77 58 e i 4 x x N/
6. JRRME VR R A R N 4 N
m TR 1L HE T NG 12 N/
2. JEURE B A 1 I ) NG 8.13 J
3. R BRI ARG T VR B AT S NE 14.15.16 NE
4. JgRase PRI — ke k! NES 17 x
5. AR E MR R NE 17 NG

O W 3E T Bk s AL FH 1 o 2

@ T v [ 7 i v B2V N B A 2805 (T 2003 4 12 5 9 H R BLS D 5 A 78 v [ 7 1 65 Bt o 10 v R 24y, 3 0% H s e 40T R i iz
P2 A RS R BN 12 52 5 PR

T PNk R H S (AT 2004 58 6 11 30 H 5 ) » 4 o R 7 A 6 B sl 36 ) o B2 » o 00 S n A o Pk gl o5 i 2% T
AINABIIIAGEE T 24F.

@f L F A H IR A E PR IR 0 3, T IO AR S R s M i A i B — MR P R

G T I P PETE N UL H S (BT 2004 48 6 A 30 HG ), 4 78 & A 8 sl 1 vh s 24, A MO0 2 T 248, WA A R 5252 3
I i ) B A RS AR A

© R M T A3 R DL 2584 A 25 0 T 85 S0 /25 R AR M e 23 A 2

@ FUdE T8 A B R DL 257« C R0 00 /80 TR ARG W B 2 B3 8 R A R e o S s BT P e o A 24

@ Rl 15 A8 I 2588 5 G R 5% A b 3 4k 108 b R RS A L 2R 8 7 2 A B R A e o 8 7 A2 8 o e 24

OJF T A 45 2518 4% B8ORS R T 2 VA K B 24 2 3 A v 24 » AR S 3 S TS A

O 259027 23R A0 RS B AT L B )70 22 2o MR BB . B OB AT 150 PR K 247, 187 B (1 28 W A 2 ke B0«

QU T H I AT R AR BE AR G AR SR R 2 (AR 24 VEOER VR IT PR T BRI 2 (R A B2y DR IR 24 B 4 e #E 4
SEIRHTED , R IK AL B R AR BURL

“@HT ALY TE PR e R A N ML A P s xR I 2 2 AR A SR (R A P A DA S B AR B 45 SR B 6 AR B
I TR SCHR BT -

ORI T B R NHEIF T RE XS A GE A G0 A R (T 24 (R 2 PESEOR AT IR D RE RS 25 RS A B ORG24 DA I8 A P R P
P S ML A P S5 FORT 24D AR A0 LA L 12 AHAR 7 P 2 B 2 P T T R

RAMIER st S U BEORE AT 5 A A E e R T 5 7
223 MR T ERIEA XA R EE ARG 25 BLE R R R R A0 R
W R E L X T A RO 25 R LA e VRS R A L JE AR SN A E Vg A T e —



+ 1506 -

“ussaa# Drug Evaluation Research 842555 88 20198 8

ke VEBURE . T AR S Crp 25 R AR 25 W e e PE T
FEAARSR T FIY , o A i R A 6 A H i ik
B AN 184> H BA_E AR Tk 46 K4
224 EMERTFCBIR A B SR A 2T AL
KR V08 30 T JF AR & F 1 DL PR A B R AR
B8 i 7 Bt A% B R IR BORL  BUE iR IR i AR
SEEE TR R o B A O AT 2 20 G DI
TEME AN ZORIZACBL B 443 BERE
3 PEEFEPRAIMEBREREXIEARIES]
o 7 R 24 E M AR A LN BOR TR 51T
P22 - (U B2 VE M D B P B R AR Fi8 51 )
Coit 5 P SRR 3 SIOME X7 (D B 27 i 122
BRI AR TR 51 (= et R R T8 5L
IO B2 M DB A B R R R 1R B
(BB SRR S BT D™
4 HEFBEAHENERRFEAMH6.1
RK(ZHZTFTREMER
41 HEFBEBHEN(EREMER
411 FIRORRIECOR 2 TR T A
T5 AN e U L R A B B OB B i T
It T ER AR o
412 Hl&TE R A LR —E T
7R > AR TN A 2520 Gl ) A
ANSE AR v T ) B IE T2 BUN R LR A
DAL T 205 3t Ho 53 51 2504 (0 R0 00 32K 5 K B
NG JE 2508 A R AR 73 BEAT /K52 » 2 [ SR 245 44
Dy CLEE B N 24 o G = BSONIKAR I 258 AR D9 # TE I
Zyht I HEAT RU% 7 SO KEVE R o)
413 DhREEIR AR A R —E T
TR Sy AR TN, A 252K CGEI7) BB A
Rl 2% R N5 R T R TR DR T D RE R

Ja A
4.2 FERHFZE 6.1 B (EHMZ 5 HEMEK
MR CE R 25 B B R KT R Al RE st
% J7 T 2 52 5 ) 3R 1 A M AR SO E A
F V(2018455 27 5P a1 B LA R 5 J7 THI i 2K
4.2.1 K7 Zuk Kby A E G A AR T EE bR
bR A R R R A AR B AR B A
BRI I 20k 5 b Ty R 2 R BT B ) 2 A 35 AR
ZyimbrifE.
422 HIRTZ  HlEES R CEGEA .
423 FIBL Bz ] i SRR R Ak, 7B R Y
AR EFE L — .
424 SHAEFEAHME AA®RFSHREEE
W8, R &5 HAREEICHAE Y.
425 Dife iR AEREE  DhEE RN MR A
HIEAERR, 5o A FE 10 8 A — 5 & S
FEANEEAE G, AP 00 ) ) LA R 24 N
43 MNHHHHFS5EAZHFMBZEKRIIEL
255 5 T, I P Tk A T 4k )
K, ST IR R % T2 BRI A —3 ., H
b [ TR AR E T A T R N
IR ESCAIK S TR
I PR 77 THT , P #0350 225k D e 290 5 b FE 10 B0
A5, FE AT DhEe R RE T 4
i HHEMEK.
5 FEEBTRAMAIMSXEREANFEH
FPNEM T LA
51 AP AIHAEMIENE
R € 24 v W 0 (R 4 5 28 5O M
P L2 R IR PN 3 2 T FR AR BT R EESK, i g
23,

®3 FEPRGGRHER) 5N PZEIGEM T LIS

Table 3 Classification comparison of Chinese patent medicine (new drug category) in Hong Kong and new drug

registration in mainland of China
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