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Analysis of drug substance impurities and its impact on product quality
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[ Abstract ] The purpose of this paper is to explore the relevant content of drug substance impurity analysis and its impact on product

quality. Firstly, the definition, source and classification of API impurities are introduced, and the formation mechanism

of different sources is described in detail. Then the paper discusses a variety of impurity analysis methods, including

high performance liquid chromatography, gas chromatography, mass spectrometry technology, etc., and analyzes its

principle, application scope and advantages and disadvantages. Then, the influence of impurities on the quality of API

was comprehensively analyzed from the three key dimensions of safety, effectiveness and stability, and explained

combined with actual cases. Finally, a series of strategies and measures for impurity control to ensure high quality

production of drug substance. Through this study, it is expected to provide a systematic theoretical reference for the

field of API impurity analysis, and help the pharmaceutical industry to improve product quality and safety.

[ Key words ] API impurity analysis; product quality; influence
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