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Progress of Consistency Evaluation of Generic Drugs in China
SUN Zhongli, WANG Peng, WANG Cuiwei, FU Xiaobin, JIA Guangwei
( Department of Pharmacy, Liaocheng People’ s Hospital, Liaocheng , Shandong, China  252000)

Abstract: Objective To investigate the progress of consistency evaluation in China before and after the cancellation of the time limit
for generic drug consistency evaluation. Methods Relevant data of generic drug consistency evaluation before and after the cancellation
of the time limit for consistency evaluation were collected from Insight database, GBI Source database,the official websites of National
Medical Products Administration(NMPA) and its Center for Drug Evaluation(CDE),and the data were analyzed by descriptive statistical
analysis method. Results CDE accepted 612 cases of generic drug consistency evaluation in 2018 and 1 038 cases in 2019, with a
year —on — year increase of 69.61% . As of May 15th,2020,there were 34 regulations involved with 83 varieties of generic drugs in the
"289 catalogue” have passed the consistency evaluation,with a passing rate of 28.72% . There were 36 regulations involved with 32 va-
rieties of generic drugs in at least three enterprises have passed the consistency evaluation. Conclusion Since the time limit of generic
drugs consistency evaluation was canceled, the number of declaring consistency evaluation by pharmaceutical manufacture enterprises is
not decreased, and the consistency evaluation is still proceeding steadily. The completion of consistency evaluation of the generic drugs
in "289 catalogue” is not ideal,which suggests that pharmaceutical manufacture enterprises in China still need to speed up the process

of consistency evaluation.
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Tab.1 Monthly number of drugs’ regulations of new passing through

(including regarded as passing through) the consistent evaluation

FEEL BEIRAR W ARERAL " BEAE HEIRER WAR AL
,Ja -

i RTTITY MW W s

JICES Y ) 6 B JusEng 9 s 4 181
5omd g8 6 6w
[ ng o 1 5N
) umss 6 4 W
§ Mon 31 BB
s oM % 5 W
(A 0o n ¥Ry
) 068 sho8 3.6
9 i o

1
3
3
g §
|
3
5
)

2.3 280 BR"EEFRMEIHER

¥ 289 H "2 i E R IEA ) H 5 (2018 4ERR))
SPRGE, IR 2B AE 1) 24 i — BOE TR Y
P2, IS RGBS JEER MGE R N oy W2 4 15—
55 = PUAF AR HU 24 RN IR H SRR 24 S A JC —al i —
HUHETEA o A 2B 1) S Al L R BRI IR RS 24
VERTR GEN pie  TER NI e e S O Y LI RO RS =T
ARSI G FhE o R 28 A 20% ~40%

2 2018 4FEFE2 il T PEAR A5 )M, AT A1 24 4E 289 H

29



- BEERE -

Pharmaceutical Administration

AL

China Pharmaceuticals

2021 49 F 20 H 45 30 #4518 1]
Vol. 30, No. 18, September 20, 2021

®2 “289 BR"EEH SFET — TN ER
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the consistent evaluation
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Tab.3 The regulations of drugs in the "289 catalogue” in at least three

enterprises have passed the generic drugs consistency evaluation(n=36)
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