T FEl S D5 25 d H SR ECRE ST
EX4' 0 [ ERL(ERSEAASDEBFEELR FE 20023)

HESES RIS XEkFRER A XERE  1001-0408(2021)17-2053-06
DOI  10.6039/j.issn.1001-0408.2021.17.02

[OpEE
W OE BT MREEAGHE SR B REC IR A Y S SRR e B RBUR AT R SR xR A L ik
*t K% B S 2 on B R BOR I E ISR 2 o B AN S AP 64 S — B3R B 25 S B T ed A RUR BB )
BB REENERARE FEFMAFRTON, R B EN, ER54E. RBEIGH B RBCRGREE RS A4k
T B BOR R A BB AT F il BB, AR T 5 — MU H 55 B RN SR T2 A RS B8R A
S B Fols RLE TR AR R A R E XS LR AR IRE T E LR F ARG R 6 &
Fby 5 I HAT R 2 50 B RN A 2B F A (B )it B B SR Ao e et A £, BBk IGE RN ke e b, B —hhE
T ) 2 S B RS A 6945 ) 25 Wik (ADNA) #7383 4 18 A, 2 R 8 AN A s £ AL 3 A~ ADNA AL AL 28 F +F, & 16.67%
2019.2020 FF EAR B RATANSRA 5 R A 218 A 1194, ¥ 5 A ST AN BG4 o0 B T A AP & 3A (& 7] 4 1.4% Fo
2.5%). YA RBEMGH R R XAELEEAH T ARETIFFIFEHK 5 ERD KRR RS Fody &, ENE
FH2017TF B4R R TRAF I FIH ERFEH R ET EMAFH TR, B8 EFE GRS R R RO EH TS,
FE B TR S AR 25 846 40 F AR R AR & VA £ B FDA ST 4Py 4 07 k35t A A E 0 AR B BUMG A 25 5 B R BUR AR B
8“4 T AR b R R, SR — e iR B R ) 25 S B S BUR AT R R BUR R I 1 A E

KEER HUME R R B R BUR BRI 2

S S S S S

AL, AH LR F BT 2T AT e 2 8 2 LA R, A BIRFFEI]. 5 B 7RG, 2021(3) : 34-37.
FRARSESCHE IR [6] i, JKAL 2z, AR IS A, 2. A IR0l DX 5 2 e P
b 45iE 25 KR R [T BRI 5 Tll, 2017(9) :48-51.

2015 4FJ5 MR Z IO QI 25 i e (7] TH Wil 25tk 45 RISV SR AT 1],
I S LA 55 2 86 40 2 S RO RS 00 SRR I H 2 EERZY Tl i, 2017, 48(6) :910-917.
RGO R £ | o 2 I AR E AR A AR [8]1 T Hafm PRAL AL RAE . 2 ERALA T A9 259 HTA
YRS ST T S R B S Bk B 7T Y AT (i PR R BEIM] L 50 A2 Tolk i fiRgt , 2020 141-
FH Excel B0 gAY 15 5 25 &5 R RSN T 3% L.
AE BRSSO 25 T R i, gk (91 MR, AL SO R, S TR I TRl H st R i
L BE AT AR T 2 R KA (e 25 R B TR AR B R X R R ) TS S i A AT [T R [ 254
e P T B0 43 T S B 0 520 2 £E5F#,2020,15(11):29-34, 43,
NG AT B YIS0 B 2 e [10] %%, WRIE, BR%E. h 25 24 0 R A 4 Bt B St Jy =X bR
B2 WG] AR BOR IS, 2020, 13(10) £ 73-79.

[11] rhfezess bos di e Re R F R W B A 23 [EB/OL].(2017-

(1] sk, [ 55 B8 50 T B 24 TLAE A O ) 7 L[] '
08-01) [2021-06-10].https://www.gipap.org.cn/html/

H L 55 30k, 2009(15) : 3-18.

(2] FWRERUHET, FE AT B2 VOPAPhtml
WL T E R A s aER/oL), 1121 TPREER S I ILE A B0 H [EB/OL. (2012-12-
(2015-05-04) [2021-06-10].http://www.gov.cn/gongbao/ 23) [2021-06-10].http : //www.chinacharityfederation.org/
content/2015/content 2901386.htm. pv.html?id=fbdf73c0-0654-4ce5-af15-278a9edd88af.
[3] Ekﬁﬁ,ﬂiﬂ,ﬂéﬁﬁ,%.%?%W%%E@E%%&iﬁu [13] rhAez&st Dos 208 B 35 32 W9 H [EB/OL]. (2019-06-
SEEAIF T[] A E VR, 2016, 33(4) 1 275-278. 26) [2021-06-10].http://www.chinacharityfederation.org/
(47 %, PO, AP & 25 o R R i H S Bk 5 pv.html?id=38248b61-4528-4764-8ce9-109e4252¢03a.
WA BE 23 BT [9]. 7 R 2524 4, 2019, 54 (19) : 1626- [14]  HAN B, LI K, WANG Q, et al. Effect of anlotinib as a
1630. third-line or further treatment on overall survival of pa-
[51 XICME, BRBEES , BRSC FE SR 24 il 1) D2 AR /8 PR S e 22 tients with advanced non-small cell lung cancer: the alter
SRS . BRGE I kb S A S 3T . E-mail: 0303 phase 3 randomized clinical trial[J]. JAMA Oncol,
1608638370@qq.com 2018,4(11):1569-1575.
AL (T C N A o [ I T w1 109 [ P ERA SR RN (ki H 1 :2021-03-06 %[l H 19 :2021-06-15)
PR, L35 025-85811760, E-mail : tiankane@aliyun.com (Ztf8 : X A7)

FEEE 2021 FEEI0EEITH China Pharmacv 2021 Vol. 32 No. 17 -+ 2053 -



Study on the Policy Trends of Encouraged Generic Drug Catalogue in China
WANG Shengming, TIAN Kan, WANG Zihong (College of Health Economics and Management, Nanjing
University of TCM, Nanjing 210023, China)

ABSTRACT OBJECTIVE: To know about the current situation and trend of encouraged generic drug catalogue policy in China,
and to put forward countermeasures and suggestions for the better implementation of the policy. METHODS: The evolution of
encouraged generic drug catalogue policy in China, the characteristics of 2 batches of included types in encouraged generic drug
catalogue, the implementation effect of the first batch of encouraged generic drug catalogue, the development trend and existing
problems of encouraged generic drug catalogue policy were analyzed to put forward corresponding suggestions. RESULTS &
CONCLUSIONS: The evolution of encouraged generic drug catalogue policy in China can be roughly divided into embryonic
stage, policy design stage and policy implementation and adjustment stage. The first batch of included types in encouraged generic
drug catalogue are mainly drugs whose patents are about to expire and the competition is insufficient, drugs with clinical necessity,
definite curative effect and short supply, and varieties for special clinical purposes such as the prevention and treatment of major
infectious diseases and rare diseases, and children’s use. The second batch of included types in encouraged generic drug catalogue
are mainly those with expired patents (about to expired) and insufficient competition, and also those with special clinical uses.
Among the types of the first batch of encouraged generic drug catalogue, the number of abbreviated new drug application (ADNA )
increased by 18, involving a total of 8 varieties; only 3 ADNA were included in the priority review, accounting for 16.67% . In
2019 and 2020, 218 and 119 varieties were newly included in the medical insurance catalogue, and 3 varieties were newly included
in the encouraged generic drugs catalogue (accounting for 1.4% and 2.5% respectively). At present, encouraged generic drug
catalogue policy in China has the trend and characteristics of patent oriented regression, lack of priority review and approval
system, and enhanced linkage with the medical insurance catalogue. It is suggested to adhere to the original intention of the
Opinions of the State Council on Deepening the Reform of the Review and Approval System and Encouraging the Innovation of
Drugs and Medical Devices in 2017, continue to adhere to the patent orientation of encouraged generic drug catalogue, and
improve the priority review system of generic drugs in the catalogue, explore the “first imitation market monopoly period” system
in line with the characteristics of encouraged generic drug catalogue policy in China with reference to the U.S. FDA competitive
imitation therapy guidelines, and further strengthen the cooperation between government departments in the implementation of the
encouraged generic drug catalogue policy.

KEYWORDS Encouraged generic drug catalogue; Policy; Patent; Generic drug

Shy k25 i B [ 2 R R CR B RE ), A2 R H
T I A FH 28 B o8 3k 0 A e TR, FR sl 1 il
2y HSRBOR NGB A . IR 2021 423 H, [EIZR DA
FRZEC Bt kA T LR H 25 i H 5%, B
Flr 494> o SR A i Gl 0 i 245 i 57 B LT A IR o A
b7 b DA, AN SCHB X [ 8 il 7 1 24 i E SR BOR B R
ARFEAIASEL T4, DA 2 B2 R sl il 15 1 24 5 H S
RPATHRAAAERIA L AR X SR A
1 ZRESEMAHARERBERNEST

[e o [ 5% il 5 1 245 o H S IBOR AT AS , KRER] 43
S 3ABYEE, W LR . —JRARTE R B : 1992 4 & A7 (1)
24 S R PR AP 2591 ) 265 JUARRIAE , X I AR FH 24 S5 ke
(R 2 R i BRI [ R 2 A R e AR T4
(R il IS, 228 [ 45 e T A4 T IR 1 THEvE , ph s il Al
FREsb A L AR X BT A TG A = ) —
H 2GR SRR R A lb & At v SO S E AT A TR
] 5% Bl £ 1 25 i H SRBOR AT . —JRBURIETT B B
HRAE 2017 A e Hp e N T 55 Be A T ER A& 1R (6
T URAR S P A A R A Sl 24 i R T R R B 1 R

- 2054 - China Pharmacy 2021 Vol. 32 No. 17

BLY CLAR i AR <2017 A CRE DL )™ ) Fp < 5 39 A A1 & R AL 3]
20k AL T i R 2 A B A R [
55 B AT O T B 5 2 7 ) 2 {36 10 P s K 18 P B 5

SR (PUR R FR“2018 4ECRIL) ™) A 58 TUAE il %
S5 120 1T B A TR S 47 ol 24 07 s K% ok
BOR AR5 S 0 (LA fa k< Gl R ™) T 2018 4-4H
Ak BT, I BB S SO, AR SE I T LA R
WO FT RO A R R LR T RAL B By 16 A A DL
TPRIGRYT Irds b B S R AL T A R LM &
) ) ST BT — 4 B BT B T R B 2 O A SR
E, LAAN ARl 4 24 5 H S 807 ] 25 Fie ML 3 LAARS
SeHPEHHUANRE H N A EE AL 2 b R 2 b O BE
SEVERARBE TN B ZAR SR T Dy R R B A
G, A A A 07 24 i SRR R AR AR R R
— UKD H 245 ah H SR BRI H B, =LA 2019
AR AR — S 0 1 25 it F SRR AT R b 7 ) R
AT R EE B B - AEBOR AT R, BRACA T A ¢
il s i 25 S b, Sl 245 il F SRR I AR
O A RHR , Horp DL 52 B R € 2020 4 [ 5 R R 24 i

FPEZG 2021 4E55 32 4555 1740



&1 BRESmMAHZABRBERIES

Tab 1 Evolution of encouraged generic drug catalogue policy in China
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Tab 2 Basic information of 17 varieties in the second

batch of encouraged generic drug catalogue
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Tab 3 Implementation effect of first batch of encou-
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