2020 6 34 6 625

GSP

FE, BRAT, BT (RE S B ERHEAER L, M 510080 )

SAT2018—2019F 218 )~ R G Hhon b L b 54 (HwEEREEEMIE) (Good Supply
Practice, GSP) 89 UA R AESRIZAE XL I P, K45 5 T A A *F bk oh J5 8 # 56Fe 4 b

SR IR AL AR A E ST122F 2 S b R A e e SRR A & P R I B G oR B AT R, &
M eh A A LGSPRER R ALY TR E AR A, 37405 8 M kA ED %3

122 R A Ak 69 GSPSR 3740 & P 3£ 8 IL141A A 314885 516 R B, 8B R B B0 H e th St 55 i

(18.03% ) . #&#5ERE& (14.75% ) AR5 (13.93% ) . WHFREETEZRT (758%) . h=E
Bk A (717%) S5A 7@, b m S35 64ttt fe TR, MBRBEEKAGNFT, H
RBERECRREZTTHER, FIHERBRARPZTERETEERE,

BB E RSN, REhE,; SBTAA; S

R95 A 1002-7777(2020)06-0625-07
doi:10.16153/1.1002-7777.2020.06.002

On Drug Wholesale Enterprises of Guangdong Province Under GSP Follow-up
Inspection

Huang Bingsheng, Zhang Zheng, Wu Shengqi (Center for Certification and Evaluation, Guangdong Drug
Administration, Guangzhou 510080, China)

Abstract Objective: To analyze the situation and common problems discovered between 2018 and 2019
during the follow-up inspections of drug wholesale enterprises of Guangdong Province as the new Good Supply
Practice (GSP) was implemented with the aim to provide references for making regulatory measures and avoiding
similar problems. Methods: The defective items found during the follow-up inspections of 122 drug wholesale
enterprises were analyzed. The main problems and possible causes in quality management system of the drug
wholesale enterprises were also analyzed and the corresponding countermeasures were put forward. Results
and Conclusion: In the GSP follow-up inspections of 122 drug wholesale enterprises, a total of 141 items,
equal to 488 defective items were found, which were mainly distributed in five aspects, including drug storage
and maintenance(18.03%), facilities and equipment(14.75%), personnel and training(13.93%), institutional and
quality management responsibilities(7.58%), as well as quality management system(7.17%). The drug wholesale
enterprises should improve the pertinence and effectiveness of the training, enhance quality management
system internal verification, give full play to the role of the quality management department in all aspects and
continuously improve and perfect quality management system.
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