- HEH .
HA—EETH TR ER S RE

FIAHE Y, TRIE TR EERBIZGERAR, B 3100005 28T A2 5B R, HoH 310000)

WE: BN AW GG AR E A7 — PN IR B A A P AL, R 4] 2 — 8O et i, 3R
REHF A REERA Y F A% B TP T RERFIF A F L. A LT 642 Z SR, A Fl AL s
AT HF G — IR T FA, R KN RR A TR B IR LB RAK, RRT AR RE LN, it A
JEA Ak B R A GTAE, ARZA AL LR TS AAXE I Ak & HBUR, Bhifd LI RAT 42
— BTN

KHEIR: rHZh; —BUMIR; @A
HFEZES: RI5I XEKFRSRS: B
DOI: 10.13748/j.cnki.issn1007-7693.2019.04.024
SIAARIC: EAK#, RIE AFH 25— WM TR RS RZT]. T EIAAEA G S, 2019, 36(4): 499-502.

TBHRE: 1007-7693(2019)04-0499-04

Progress and Prospect of Generic Drug Consistency Evaluation

WANG Qiaojin!, CHEN Jue® (1.Hangzhou Zhongmeihuadong Pharmaceutical Co., Ltd., Hangzhou 310000, China;
2.Zhejiang Drug Administration, Hangzhou 310000, China)

ABSTRACT: OBJECTIVE To investigate the current status and existing problems in quality and efficacy consistency
evaluation of generic drugs, and to propose suggestions for facilitating generic drug consistency evaluation. METHODS The
product varieties, approval numbers held in manufacturers, publicity of reference products, as well as the problems identified in
implementing generic drug consistency evaluation were summarized and analyzed for the oral solid dosage forms of the chemical
generic drugs included in the National Essential Medicines List. RESULTS The proportions of low-price and exclusive
products involved in consistency evaluation remain relatively low, implicating that future accessibility risk was not negligible.
CONCLUSION The manufacturers are expected to assume their responsibilities in consistency evaluation and focus on quality
improvement in their development; the competent regulatory authorities are expected to accelerate the issuance of incentive
policies and measures, so as to facilitate generic drug consistency evaluation for the manufacturers.
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consistency evaluations in the list of 289 essential drug
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Tab. 1 Quantity and composition ratio of various varieties
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Fig. 2 Regional distribution of the varieties that had been
evaluated by consistency

4 (AHIA—EHEIEN SEHE IS FE R AY B

AHIE 72X A ) 25— SO A7 AE 1 0 Rk AT
T, ROVEZEFLLTFME: OMNHRNZ. Hl
K an M a3l — B VRN B AT BARXS EE A AR, R
SRR A I — SO, HEHE S5 R Y
IR AEE T SRS s @XM ok . sk
L =007 )R B R SRR AE 2 LG
AN 52 M DA R Aok X A 78 SR A AR, TR U dE
HHRERE; @—FMHEIEM TR FHRAKEATT.
WA Fs KE S, AER 24— Bk PR R RS
BE 20 4l e T b 3R 2 I IR, IR KRR Bk i
i i Ml 380N % 4 FF R 7T B A
5 B BEIAXEK

il 245 — Sk PR R R E B 2 7 R R R
JB . RKCTIRE I E B, MR SRR 5 5
e, TEAIEDFEMLG, BB A TE 5 3 Ak 5T
T o & 307 BUR B SEVE S A SR BUR, T8 i 4
PR SR R S AR RIRR UL 45 )y T R B R e
SR Bl AT — S VR TR, @R
5.1 255 AP IR S AR TAT

2y AR A R B S, TR SR E AR ST .
BRSFIHECRAR, A kM A, BT
SR JTR B A TS A A AR, T
DS e AT RE R, R R — A
5.2 M5 3 A B L R 24 B AR AN 24 1k B K 1R
B AL i 1)

FE U Ak S i 3t e B o 24 AR AN 24 5 R A

Chin J Mod Appl Pharm, 2019 February, Vol.36 No.4 -501 -




g

BURFCA UK, INsmE K4 g% ThRg, 58
Bl 25 W D G R0 L )
53 VA REEMNBUR

EVCH T BURF AR [ 55 B I AT ENR ) (R T
DS S A7 1) 245 PR I PR R A P IS5 ) i L) (L 7
K(2018) 20 5)CAFASH, SRR Gl — Bk
VRN B2 S TEFEAR R I . IGIRAE T B AR ST T
5 EZF B R [F SO D) SEnl 4T BV Hy
B, B R, BATCAER B M.
WHT . RHEE BV, ALEE4 A4k & BE RS AT
SR, WA R 8 I — BOME VP 1R 5 b 7R £ R
B, 52252 RS EUR
54 IR L L G R4

FEUCBUR 9 e 3% IR H M K R, BB
BT R, USSR EIFES Y. R, 7Eigft
VS & SR TR A, b TBORF I oK R i R R IR 5%
FIRE, EF X SRR AE — BUHE TR A s 2 i R K
AR AR, R E . RS SRR, BhHE AT
Ji& —EUE VAT

-502 . Chin J Mod Appl Pharm, 2019 February, Vol.36 No.4

REFERENCES

(1]

[2]

(3]

[4]

[5]

(6]

B o 2 B R . O T R A A 2 R R
R BE VRO WAl 2> 2548 T B L RE 5 (2017 4R35 49 5)
[EB/OL]. (2017-04-05)[2018-05-07]. http: //samr. cfda. gov.
cn/WS01/CL0087/171385. html
B X b Zah B E B R, 0T 2018 AR AT AU ] 25
Jo 8 AOTT 056 R — BUPEPRAN SR AiL#E SO 5 R [EB/OLY.
(2016-08-17)[2018-05-07].
http://samr.cfda.gov.cn/WS01/CL1 757/163161. html
B X&) im B E e R, XTI R 289 B W
i 24 51 B AT A — B IR B AR 5 B [EB/OL].
(2017-08-21[2018-05-07].
http://samr.cfda.gov.cn/WS01/CL1 757/176275. html
ExEmAMEBEERLRAMEITH L. XFEH
€289 H 4 Fh S Ll B A NG BLR ) 938 H1[EB/OL].
(2018-02-14) [2018-05-07]. http://www.cde.org.cn/news.do?
method=largeInfo&id=314366.
TAO L B. Drug shortage: experiences and implications form
developed countries [J]. Chin J Health Policy(H & T2 A4 B 3]
WH9L), 2008, 1(3): 38-42.
BB, DURMAL ST AN 25 LR AN 2 A IR B 82 % 5w
[7]. RHLJEHE, 2016(14): 291.
Wk H 393: 2018-05-08
(K519 : FHETT)

o E AR 2525 2019 4E 2 H 58 36 B4 4 1)



