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Abstract: Objective To promote the standardized management of cold — chain drugs in the whole circulation process of

According to the requirements of Good Supply Practice(GSP) and Temperature Control
Facilities of Pharmaceutical Products Cold Chain Logistics — Specification for Performance Qualification (GB /T 34399 — 2017) , the

pharmaceutical trading enterprises. Methods

common defective items in the on — site inspection of cold — chain verification of 129 pharmaceutical trading enterprises in
Guangdong Province from 2018 to 2020 were counted, and targeted improvement suggestions were put forward. Results A total of
492 defective items were found, including 37 (7.52%) defective items related to the management of cold — chain verification. The
main problems were that the personnel and training did not meet the verification requirements, the use of facilities and
equipment did not follow the verification,the management of verification documents was not standardized and the verification items
were incomplete. Conclusion Cold - chain validation in pharmaceutical trading enterprises can reduce the quality and safety risks
in the storage and transportation of refrigerated drugs. It is suggested that enterprises should do the following to ensure the quality
of cold — chain drugs. Firstly, updating the management concept. Secondly, implementing conscientiously the standards,regulations and
policies of cold — chain verification. Thirdly, strengthening the management and training of verification personnel. Fourthly, increasing
the investment, update and maintenance of facilities and equipment. Fifthly, formulating reasonable and feasible cold — chain
verification systems and procedures.
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