146 2020 2 34 2

FRERE, RIE, o, T ChEES2RREPIE, LR 100050)

ST R B 2 h i B AL IS 5 BR ML CAPsH A 30 5 B AR, A H AR R BURRBEA S
MR AR E SR EALE L KRB CAPTERIE AT 8, ICESATRE SR EAE S RECAPs
HERB B EIH, SRR, AREE, iR WETE KRR ETRHRERBLEREZA
3 5 3 47 3T P e A KE B DB L R ACAPH S RSB RIAR G, KIL
FRARRIRETE,; RESHRMELLI RSN S AELIOL), HERTHONIRSRE oI b
Y REFRIFREFE; RACAPsHHF I P AP E T AR Atk T HE F BAUH FofZ 84 BAL
Hxt A B REEAAGLEENL, RACAPH SR T4 & TARE 25 s fh S 10 %,

i, CAPsHEZ ATy, 080530, 12 8. 00:@HU%); sTibodr

R917 A 1002-7777(2020)02-0146-12
doi:10.16153/5.1002-7777.2020.02.003
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Abstract Objective: To compare and analyze the drug sampling and testing administration of China and
centrally authorized products (CAPs) sampling and testing administration of European Union (EU) so as to
provide references for formulating relevant policies. Methods: The published information of drug sampling
and testing administration of China and CAPs sampling and testing administration of EU was retrieved and
analyzed. The aim of sampling and testing, organization and management, sampling and testing plan, sampling
management, testing management, application and management of sampling and testing results were compared in
order to provide references for the pharmaceutical administration of China. Results and Conclusion: The overall
pass rates of drug sampling and testing administration in China and CAPs sampling and testing administration
of EU were high, reflecting the stable and controllable quality of the pharmaceuticals. The drug sampling and
testing administration in China involves more varieties and wider coverage, comprehensive quality analysis
had remarkable effect on serving pharmaceutical administration and improving the quality of enterprises. Three
tools used in CAPs sampling and testing administration of EU, such as variety selection tool, sampling voucher
replacement system and information communication mechanism, had reference significance for pharmaceutical
administration of China. Furthermore, the future development direction of CAPs sampling and testing of EU could

provide references for the drug sampling and testing administration in China.
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1 1998-2018 CAPs
G ERRR ERE "iﬂﬁ SN JONRAT M St %Eﬂﬁ‘k

1998 9 0 4 4 8 0 9 24
1999-2000 35 0 23 10 33 0 35 90
2001 30 1 22 3 25 0 31 71
2002 29 1 15 8 23 0 30 77
2003 34 0 17 11 28 0 34 97
2004 39 1 25 10 35 0 40 96
2005 36 2 23 12 35 0 38 93
2006 27 5 20 6 26 0 32 88
2007 32 8 25 11 36 0 40 116
2008 26 15 20 15 35 0 41 110
2009 36 6 20 14 34 0 42 111
2010 25 20 12 24 36 0 45 130
2011 39 17 16 21 37 11 56 129
2012 23 17 23 10 33 0 40 124
2013 20 28 29 11 40 0 48 119
2014 28 27 15 20 35 12 55 143
2015 33 21 19 17 36 12 54 137
2016 28 22 23 10 33 10 50 125
2017 44 14 20 13 33 19 58 152
2018 38 13 17 19 36 7 51 141
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2 2008-2018
0y A E(in/8 LU/ i AR
2008 36 22,868 635.2
2009 128 27,371 213.8
2010 188 26,791 142.5
2011 209 29,074 139.1
2012 148 25,061 169.3
2013 164 19,957 121.7
2014 167 16,460 98.6
2015 210 20,863 99.3
2016 218 17,296 79.3
2017 128 25,695 200.7
2018 152 23,174 152.5
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3 2016-2018
HE PRI ik iEZ ] T
wro \ il \ il ‘ ‘ LG
ok kRl Mok MR T, Mk e
PEEN (ONIEER PEEN

2018 2,740 835 4,441 16,916 3,104 508,000 3,518 1,125 998,000
2017 2,379 885 4,376 20,786 3,282 472,000 2,530 978 989,000
2016 2,433 1,651 4,176 11,292 2,378 465,618 3,571 1,196 989,000
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