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Control of organic impurities in marketed products in Japan - current status and perspectives

Abstract

In this session, the current status of the control of organic impurities in Japan prescription
drug products will be outlined, including the JP General Information " Concept on Impurities
in Chemically synthesized Drug Substances and Drug Products" and the current status of the
ICH M7-based control strategy for mutagenic impurities in Japan marketed products as new
drug substances and new drug products. It is expected that this information will bring up the
development of more rational management of organic impurities in Japan marketed drug

products.



