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General Considerations for Assessment and Control of Impurities in
Extractables and Leachables of Chemical Injections

Liu Juan, Ren Lianjie* (Center for Drug Evaluation, NMPA, Beijing 100022, China)

Abstract Objective: The general considerations for the evaluation and control of extractable and leachable
impurities (E&Ls) of chemical injection were discussed from the aspects of general idea, study methods, safety
assessment and thresholds, etc., which may provide references for related researchers. Methods: It was analyzed
on the technical guidelines of compatibility study published in China and the current international technical
requirements, and some typical cases found and summarized in the process of technical review. Results and
Conclusion: The risks introduced by leachable impurities in injections are determined by a combination of
factors, such as contact time, exposure conditions, preparation and materials properties. Based on the risk
management outcome, researchers should establish an appropriate assessment and control strategy.
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