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Comparison of Two Rounds of Good Supply Practice Certification Inspection of Pharmaceutical

Wholesale Enterprises in Anhui Province
ZHANG Hui, NI Kai, HUANG Shifu
(Anhui Provincial Center for Drug Review and Tnspection, Hefei, Anhui, China 230051)
Abstract : Objective To summarize the situation of the newly revised Good Supply Practice(GSP) for the first time and the five —
year renewal inspection of pharmaceutical wholesale enterprises in Anhui province, and to provide a reference for promoting the stan-
dardized operation and strengthening the effective supervision of the wholesales. Methods The inspection status of 447 newly revised

GSP wholesalers certified for the first time from 2013 to 2015(the first round of certification) and 271 wholesalers re — certified from
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2018 to 2019(the second round of re — certification) in Anhui province were summarized and compared to analyze relevant similarities
and differences and put forward suggestions. Results The one —time pass rate of on —site inspection increased by 32.69%. In the first
round of certification, major defect items were found 1 039 times and general defect items were found 4 489 times. In the second round
of re — certification, major defect items were found 175 times and general defect items were found 1 731 times. The defect items mainly
focused on quality management system,verification and calibration, computer system and so on. Conclusion It is suggested to strengthen
the main responsibility of the pharmaceutical wholesale enterprises and enhance the quality consciousness of all employees,carry out tar-
geted training in multiple ways,strengthen the capacity building of inspectors,and strictly control the quality risk.

Key words: pharmaceutical wholesale enterprises; Anhui province; Good Supply Practice;defect item analysis;pharmaceutical administration
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