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Discussion on the determination of impurity limits in drug specification
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[ Abstract] The establishment of impurity limits is one of the key factors in the establishment of drug product
specifications. Reasonable impurity limits are very important for the safety and controllability, and closely related to
the drug quality. Taking several typical impurities as examples, this paper systematically expounds and demonstrates
the determination approach of the maximum daily exposure dose ( PDE) , the conversion method in specific drugs,
and the limit determination of impurities in products, which can help better understand and implement ICH-related
guidelines. This paper provides reference for drug developers to formulate product specification.
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