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Considerations and Requirements for Control of Nitrosamine Impurities in
Chemical Drugs
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Beijing 100076, China)

Abstract Objective: To provide the control strategies of nitrosamine impurities for regulatory agencies and
pharmaceutical companies. Methods: By sorting out the regulatory and control reguirements of China, the United
States, and the European Union regarding nitroszmine impurites, futher explore the sources, quality control and
rick assessment of nitrosamine impurities. Results and Conclusion: In 2018, unacceptable levels of nitrosamine
impurities were detected in sartan drugs. Domestic and foreign regulatory agencies have successively conducted
investigation on nitrosamine impurities in chemical drugs and issued relevant control measures to reduce risks.
Nitrosamine impurities were classified as the “cohort of concern” by ICH M7 (R1), which could be produced from
a variety of pathways or drug degradation. The effective control of nitrosamine impurities was essential to ensure
the safety and quality of drugs.
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