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Approval analysis on registration of new Chinese medicines in China from 2007

to 2019
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Abstract: The new version of Measures for the Administration of Drug Registration (Measures) executed on July 1, 2020, which

represented that the registration of Chinese medicines in China had entered a new era. The new Measures highlights the framework

principles which refers to that specific technical requirements are no longer included into the regulations and will be issued separately

as supporting documents. The registration and approval of new Chinese medicines during the implementation of the 2007 version of

the Measures are systematically reviewed in this article, and the current status and possible problems of R&D and registration of new

TCM drugs in China are analyzed, in order to provide a reference for the related supporting documents of Chinese medicine for the

new version of Measures.
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BRI 1) 52 B ) 20 AT B INAE R, 4805853 T 2007—
2011 5238, 29 5 B HHELE R 81%, 2014 fF 552
FEf¥) NDA HIERER 0 i, HEREER 2017 4F,
2018 1 2019 4F/MEEIF:; 1M IND #AH 2014 4
Ja, HAERMEEUREE T, (BI4ERFE 15~25
/4. BRI, JRAE 2015 4F 5 IND 235 SR T F%,
HAEFEHEAER EH ISR TE, 2016 4322 IND fdit
HERIREE 71.0%, 2019 FEHEX 100%.

Ak, TECSERE T HIE T, BF 346 1F R
ANHEHE, XM T R IR SN “RHHE” 1
HR 264 1, RIS AL EZhE (69 1P,
%18 2015—2016 FH[AIf1 NDA. A 221 456
AV, FEORESRMAN ARSI AR TR}, B
PEEE IR BRI 1B D o
2.2 PEERAREM S

2007—2019 4 CDE 2T {24357 24 FH i DL A
6 Khzii%, L1t 789 1, B ZEE 80.5%:;
HUGEH 5. 1892, ol 135, 41 1F, ks
13.8%- 4.2%. 5 2. 3. 4 FSHEW D, 42
7. 5. 3 k. SR RMEEERIL, TEEE 2 Ky
g, ACHZE S M AL ZESIH) IND T 2009
A, H CDE “Ziln Kl &1l 516 B an-F
67 5 R EREASTET IR E ST, £ 51
53 R AHIEYSE, F 44K (IMNE) 2007 FERR
HIPEZC B NDA, FFAEHFUER “Hh 2R H



- 896 * $8 % 202128 $£52% B3 Chinese Traditional and Herbal Drugs 2021 February Vol. 52 No. 3
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Table 1 Review of applications for new Chinese medicine registration in China from 2007 to 2019

Fhy HE R B Z M L/ AHEHEA SHRAEME PP/ HLHER/%
2007 IND 43 22 21 0 0 51.2
NDA 16 5 5 6 0 313
2008 IND 78 37 41 0 0 47.4
NDA 44 10 18 16 0 22.7
2009 IND 76 37 35 4 0 48.7
NDA 37 11 13 13 0 29.7
2010 IND 75 42 31 2 0 56.0
NDA 37 5 19 13 0 13.5
2011 IND 63 29 29 5 0 46.0
NDA 34 6 19 9 0 17.6
2012 IND 53 33 15 5 0 62.3
NDA 30 0 13 13 4 0
2013 IND 78 26 25 27 0 333
NDA 30 3 13 13 1 10.0
2014 IND 60 16 9 32 3 26.7
NDA 38 0 26 10 2 0
2015 IND 52 25 4 22 1 48.1
NDA 16 0 10 6 0 0
2016 IND 31 22 0 6 3 71.0
NDA 0 0 0 0 0 —
2017 IND 31 19 0 9 3 61.3
NDA 1 0 0 1 0 0
2018 IND 31 20 0 8 3 64.5
NDA 8 3 0 1 4 375
2019 IND 15 15 0 0 0 100.0
NDA 3 2 0 0 1 66.7
it IND 686 343 210 120 13 50.0
NDA 294 45 136 101 12 15.3
Bt 980 388 346 221 25 39.6
dh 7, BRITSERRCE 14F IND CATREEND) D958 3 2014 4SR5 L 7 HEHEDY 0 OB 55 1 K2 %

Jshy; o 4 KGN IND. AL, BEALS
THIF AL, 2007—2019 SFRAE 2. 3. 4 KF 45824
3543 NDA i

Ht—25 4T CDE ZHE ) F 220 B 1.
5. 6 Kz, FIRTIASARAERS L 2007—
2019 4FiX 3 K2R kR IND #EvERERI L E SR
I8 B = T NDA o AH NIRRT 1 2 BAEE  A R
(£ 2), iX 3 25124 IND F1 NDA 2 5 #EK
TEHEHER) IND o, 25 6 ZErp 2410 4E B 0 A AR 0T 3
51, o5 5 KR4l 20102011 ERHEIEL, £

SIARAE (TRED) 2007 FERRSEHERT AL 3 45 7L
1) NDA 4, 28 6 824 3 E4F 2007—2011 4
() SZ B R, SLHERE 84%, TMTE 2014—
2017 SFIESAHERCH 05 55 5 P 2L /3 AR 7E 2008
2009 F1 2018 4, 4%l &5 43%- 38%- 29%; 5 13
2N 0.
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WEGEM BT LERITOURA 13 R3EK. Lk 70%, HRIEKIRE LML RGN WIR R GR
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T HRGHIR . WIRARGHIN . ORI SO, DI B S R b (HbHE ELAED
LA R GRIA R IR R B IIET 525, GiF4E SR SH R aRALXE H RE . (3R 3) W] R

F&2 2007—2019 5 CDE FEME 1. 5. 6 P HHARBHTESHERBR
Table 2 Acceptance and approval for 1st, Sth, and 6th new Chinese medicine registration applications in China from 2007 to 2019

IND/f4 NDA/M:
G ERES ERES ELES ERES ERES ELES
SEO e =E itk =E e 2R fbdE 23 i 2E ftik

2007 3 0 9 5 30 17 0 0 0 0 14 4
2008 4 2 12 2 60 31 0 0 13 3 29

2009 4 2 3 0 69 35 0 0 4 2 31 9
2010 4 0 12 6 59 36 3 0 1 0 33 5
2011 2 0 10 6 50 22 0 0 5 0 29 6
2012 2 1 2 2 49 30 2 0 5 0 23 0
2013 4 0 14 4 59 22 0 0 8 0 20 3
2014 2 0 5 0 52 15 2 0 13 0 23 0
2015 3 1 0 0 49 24 2 0 0 9 0
2016 0 0 2 1 29 21 0 0 0 0 0 0
2017 2 2 3 0 25 16 0 0 1 0 0 0
2018 2 2 2 2 27 16 0 0 4 2 4 1
2019 0 0 2 2 13 13 0 0 0 0 3 2
et 32 10 76 30 571 298 9 0 59 7 218 37

&3 20072019 5 CDE ZIBhZIHARIFHIGTT SUFER

Table 3 Therapeutic area of new Chinese medicine registration applications in China from 2007 to 2019

T B - AL NDA
STEA MR fedERE SRR REEC RtdERRE ERs fER fdERE

Lo 05 1L 169 65 261 101 59 17:1 68 6 113:1
HLR G 150 63 241 114 56 2001 36 7 51:1
IR R G 133 61 22:1 98 54 1.8:1 35 7 50:1
HF 118 41 291 83 36 2301 35 5 7.0 1
B HEILA R AR 111 45 25:1 78 37 2.1:1 33 8 4.1:1
A R GBI 55 18 311 29 17 1.7:1 26 1 26.0 © 1
WIR RGIE 51 18 28:1 38 18 21:1 13 0 —

TER 47 15 3.1:1 37 14 261 10 1 10.0 : 1
B AL 33 15 22:1 26 12 2211 7 3 23:1
JUE 32 14 23:1 17 10 17:1 15 4 3801
i Jg 31 13 2411 24 11 2211 7 2 3501
AL 28 12 23:1 23 12 19:1 5 0 —

HoAth 20 7 29:1 16 6 27:1 4 1 40:1
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Table4 Approved pharmaceutical dosage forms of new Chinese medicine registration applications in China from 2007 to 2019

M3 AR 7 Bl 2 R0 A FH )75
A IND NDA - IND NDA
SR HAEE MELLE SRR ks Ak b AL HOEET AL SRR RS Rk
JBeZE ) 188 86 221 91 14 65:1 AHEHM 26 13 20:1 4 3 13:1
UK 711 182 98 19:1 77 12 64:1 WEEH| 10 5 20:1 2 0 —
FFCEmE 116 63 1.8:1 32 4 80:1 BHKT 8 6 13:1 3 1 3.0 1
WA
R W 27 15 1.8:1 12 5 24:1 JEH 7 4 18:1 11 2 5511
M)
DR (& 25 16 1.6:1 13 2 6501 K7 8 5 16:1 2 0 —
A
R E 7 5 4 13:1 1 0 — TR 5 1 50:1 0 0 —
IR SR 2 1 20:1 1 0 — R 4 0 — 0 0 —
B 4 30 13:1 0 0 — B 3 0 — 0 0 —
B 1 0 — 0 0 — HEWR 1 1 10:1 0 0 —
AR 1 1 10:1 1 0 —
SRHEGH 1 1 10:1 1 0 —
At 550 286 19:1 227 37 61:1 &it 74 37 20:1 24 6 40:1
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