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Exploration on the application of risk management in the quality management of cold chain drugs in

pharmaceutical wholesale enterprises

Shanshan Liu
Shandong Luosheng Pharmaceutical Co., Ltd., Linyi, Shandong

[ Abstract] As a special type of drugs highly sensitive to temperature, the quality of cold-chain drugs is directly
related to clinical efficacy and patient medication safety. Combining the current challenges faced by pharmaceutical
wholesale enterprises in the quality management of cold-chain drugs, this paper analyzes the risk points in terms of
hardware facilities, personnel capabilities, process control, and emergency management, and proposes quality control
strategies based on the concept of risk management. By constructing a full-chain risk management system,
strengthening infrastructure investment, optimizing personnel training mechanisms, and improving emergency plans,
the quality management level of cold-chain drugs is comprehensively improved, providing theoretical support and
practical paths for risk prevention and control in pharmaceutical circulation links.
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