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Abstract

preparation manufacturing enterprises, to analyze main risks of sterile preparation manufacturing enterprises, and

Objective: To discover the common deficiency in production quality management of sterile

to provide references for implementing standard good manufacturing practice (GMP). Methods: The accreditation
and inspection results of sterile preparation manufacturing enterprises undertaken by Shandong Province from
2016 to 2017 were statistically analyzed. Results and Conclusion: The manufacturing enterprises should focus
on qualification and validation, appendix of sterile drugs, quality control and quality assurance, quality risks of
facility and personnel in order to improve them accordingly.
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