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Introduction and Enlightenment of the Evaluation System of Therapeutic
Equivalence in the United States

Zhang Hui', Zhao Jianzhong®, Guo Zhixin®" (1. National Institutes for Food and Drug Control, Beijing 100050,
China; 2. Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

Abstract Objective: In order to provide references for the selection of reference medical products before the
development of generic drugs in China, this paper introduces the latest content of “Evaluation of Therapeutic
Equivalence Guidance for Industry” in the United States, and sorts out the factors to consider the equivalence of
generic drugs and original drugs treatments. Methods: By introducing the equivalence categories of multi-source
prescription drugs approved under the Federal Food, Drug, and Cosmetics Act (FD&C Act) and the labeling of
equivalent drugs in the US drug orange book, the identification principle and dynamic management mode of the
equivalence evaluation system in the U.S. FDA Orange Book, were analyzed in order to provide ideas for the
determination and management of reference medical products of generic drugs in China. Results and Conclusion:
Judgment principle of therapeutic equivalence of chemical generic drugs in the United States and using the
therapeutic equivalence code in the Orange Book, it provides reference for the selection, therapeutic equivalence
evaluation and management mode of reference medical products in the development of chemical generic drugs in
China.
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