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Introduction on the revised content on abnormal toxicity
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Abstract: Based on the implementation of GMP, comprehensive improvement of quality control measures, and con-
sideration of the 3Rs principle for experimental animals, Several years ago, WHO, the European Pharmacopoeia
and the FDA gradually abolished the testing for abnormal toxicity of biological products, and the Chinese Pharmaco-
poeia 2025 Edition( Volume [II ) also revised the testing for abnormal toxicity of biological products. In order to help
users of the Chinese Pharmacopoeia( Volume [l ) better understand and implement this pharmacopoeia, this article
provides a detailed review of the changes in regulatory concepts for abnormal toxicity test in various countries and
the process of gradually phasing out abnormal toxicity test, as well as the actual situation of China’s pharmaceutical
industry. It also interprets the ideas and considerations for revising the Chinese Pharmacopoeia 2025 Edition
(Volume Il ) on abnormal toxicity test for biological products.
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