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Abstract: Objective
pharmaceuticals. Methods

To investigate the research progress of detection methods for genotoxic impurities of aniline derivatives in
The relevant literature on the detection methods for genotoxic impurities of aniline derivatives in
pharmaceuticals published in CNKI and Sci — Hub databases from the inception of the database to December 15, 2021 were
retrieved. The applicability, advantages and disadvantages of different detection methods were analyzed. Results Gas chromatography
(GC) , high — performance liquid chromatography (HPLC) and combined detection methods are commonly used to detect genotoxic
impurities of aniline. Among them, GC method (and hyphenated technology) has the characteristics of good separation efficiency,
high sensitivity, strong selectivity, fast analysis speed, etc. , which is suitable for qualitative and quantitative analysis of volatile
organic compounds. At the same time,it has low detection sensitivity for polar and non — volatile aniline impurities,and affects the
detection specificity of heat — unstable substances. HPLC (and hyphenated technology) can realize the separation and analysis of
most compounds, which can make up for the shortcomings of GC method. It is the most commonly used detection method for
genotoxic impurities of aniline at present,but it has poor detection sensitivity for unstable (such as volatile) substances. In addition,
most of the current detection methods of aniline impurities use solvent to dissolve the sample and directly inject the sample,so the
main components and excipients and other matrices seriously damage the chromatographic system,which affects the accuracy of the
method. Conclusion The commonly used detection methods for genotoxic impurities of aniline have their own advantages and
disadvantages. Establishing better pretreatment methods and using chromatography — mass spectrometry are the development trends of
detection methods for these substances.
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