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Introduction and Inspiration of Japanese Blue Paper

Guo Zhixin, Nan Nan, Qiao Litao, Xu Mingdi (National Institutes for Food and Drug Control, Beijing 100050,
China)

Abstract Objective:

market generic drugs and to provide references for the establishment of China orange paper. Methods: The

To introduce the latest query route of dynamic quality information of Japanese post-

background, structure and content of the Japanese blue paper were introduced. Moreover, how to use the Japanese
blue paper was introduced in detail by using ursodeoxycholic acid tablet as an example. Results and Conclusion:
It has been nearly 20 years since the re-evaluation of the quality of generic drugs in Japan. About 10% substandard
drugs had been withdrawn from the market. As a follow-up of the re-evaluation of the quality of generic drugs,
sampling test and drug quality information seminar effectively ensure the consistency and effectiveness of oral
solid generic drugs. The Japanese blue paper is a centralized and systematic collection for the results of the work,
and has a positive inspiration for the consistency evaluation of the generic drugs in China.
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