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Defects Identified in On — Site Inspections for the Issuance of Drug Business

Licenses to Modern Pharmaceutical Logistics Enterprises in Guizhou Province
LIU Shan,ZHANG Dan*,LIN Xiao,LENG Yang,XIE Yaoyao
(Inspection Center of Guizhou Medcial Products Administration , Guiyang , Guizhou 550081, China)

Abstract: Objective To provide a reference for on — site inspections conducted for the issuance of drug distribution licenses to
modern pharmaceutical logistics enterprises, and to promote standardized business practices of drug distribution enterprises.
Methods The defect items identified in on — site inspections of modern pharmaceutical logistics enterprises applying for drug
business licenses in Guizhou Province from July 2022 to July 2025 were statistically analyzed. Common problems were summarized,
and corresponding improvement measures and targeted suggestions were proposed. Results Over the past three years,the Inspection
Center of Guizhou Medcial Products Administration accepted 88 applications for the issuance of drug business licenses to modern
pharmaceutical logistics enterprises and identified 512 defect items, including four critical defects, 241 major defects, 212 general
defects,and 55 other defects. The defect items were mainly distributed in quality management system documents (129 items),facilities
and equipment (97 items) ,personnel and training (76 items) ,organizations and responsibilities for quality management (46 items),
calibration and validation (44 items),after — sales management (27 items),computer systems (10 items),and requirements related to
the Guiding Principles for Modern Logistics Technology of Pharmaceutical Wholesale Enterprises in Guizhou Province (Trial) (55 items).
Conclusion Regulatory authorities should strengthen the publicity and implementation of laws and regulations to improve the
awareness of enterprises, reinforce the primary responsibilities of enterprises to standardize drug business activities, optimize quality
management systems to enhance operational efficiency, improve facilities and equipment to raise the level of drug storage and
transportation management,and strengthen training to improve quality management efficiency.

Key words:modern pharmaceutical logistics;on — site inspection for the issuance of drug distribution licenses;deficiency analysis
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Tab.1 Distribution of the defect items identified in on - site

inspections for the issuance of drug distribution licenses (n = 512)
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Tab. 2 Distribution of high - frequency defect items
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