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Risk Analysis and Discussion on Production Quality of Biological Products in
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Abstract Objective: To understand the quality management situation of biological products industry and quality
management in Shandong Province, to discern the common observed deficiencies and the main risks points in
the production of biological products, and standardize the Good Manufacturing Practices of biological products.
Methods: Statistical analysis of the inspection situation and defect items of biological products manufacturing
enterprises from 2019 to 2021 in Shandong Province. Discuss and analyze the risk points of biological products
found in the inspection. Results and Conclusion: The inspection defects of biological products production
inspection in Shandong Province focus on qualification and validation, quality control and quality assurance,
sterility assurance and manufacturing management and other aspects, it is recommended that enterprises should
pay more attention to them in the quality management system operating process.
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