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Problems and Countermeasures in Simulating Testing of Aseptic Process

Hu Jingfeng, Han Ying (Center for Food and Drug Evaluation and Certification of Shandong Province, Jinan
250013, China)

Abstract Objective: To understand the problems in simulating testing of aseptic process and make
improvement to meet the technical requirements described in Guidance for Simulating Testing of Aseptic
Process, promote drug manufacturing companies to perform the simulating testing of aseptic process in a right
way, and improve the sterility assurance level of sterile drugs. Methods: The carrying out of the simulating
testing of aseptic process in GMP certification work of manufacturers in Shandong Province from 2016 to 2018
were statistically analyzed. The frequent observed deficiencies were classified and summarized. Moreover,
countermeasures were put forward according to the requirements of Guidance for Simulating Testing of Aseptic
Process. Results: The problems in the simulating testing of aseptic process are as follows, incubation and media
visual inspection, worst case design, intervention of design, recording, evaluation of simulation medium, personnel
training and operation. Conclusion: It is recommended that the pharmaceutical companies should pay attention to
the incubation and visual inspection of the filled products, rationally design the worst cases and interventions, fully
evaluate the simulation medium, emphasize on personnel training and operation to ensure that simulating testing
of aseptic process is carried out properly.
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