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Research on Postmark Sampling and Testing Model of Generic Drugs in Japan
and Its Enlightenment

Xi Hao, Zhu Jiong, Wang Chong” (National Institutes of Food and Drug Control, Beijing 102629, China)

Abstract Objective: To provide references for improving the national drug sampling mechanism and exploring
the quality and safety risk prevention and control model of generic drugs. Methods: Literature research was used
to summarize and analyze the relevant laws and regulations, key management measures, and published annual
reports (2008-2019) on sample testing of generic drugs in Japan. Results: Japan has established an organizational
management system with generic drug information seminars as the core, a variety selection model based on
risk comprehensive research and judgment, a unified and cooperative sampling and inspection network, and a
quality research and judgment framework centering on the whole field of generic drugs, and a quality evaluation
framework centering on the whole area of generic drugs. Conclusion: As the efficacious extension of the “Generic
Drug Quality Revaluation Project”, with a complete system and proper schedule, sampling and testing program of
Japanese generic drugs has a relatively complete system and good planning and has established a risk prevention
and control work mode with the seminar as the core. Referring to the experience of Japan, it is suggested that
China establish a communication mechanism for consistency evaluation and sampling and special sampling and
testing system, steadily increase the number of experts in the field of generic drugs, set up sampling inspection
variety files, and conduct comprehensive research and judgment on the samples that are seldom sampled.
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