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Research progress of genotoxic impurities in generic drugs

SUN Bai—hao, LI Wen—long, GUAN Hao—yue’, XU Ming—di’
Institute for Chemical Drug Control, National Institutes for Food and Drug Control , Beijing 102629, China

[Abstract] China is a big country producing generic drugs, with generic drugs accounting for about two-thirds of the
whole chemical drug market. The quality control in generic drugs is particularly important. Impurity control is an important
part of drug quality control. In terms of impurity control for generic drugs, we should not only pay attention to the impurities in
the reference drugs, but also determine the possible impurities that need to be controlled according to the actual production
process. In recent years, the industry has been increasingly concerned about genotoxic impurities in generic drugs. This article
presents the sources and detection methods of genotoxic impurities in a macroscopic perspective, so as to provide a reference
for the research and development of generic drugs in the industry.
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