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Analysis on reasons and control strategies of insoluble particles in chemical
injections

WANG Hongliang
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: Insoluble particles in chemical injections may originate from the drug substance, pharmaceutical excipients, packaging
materials, manufacture process, storage, transportation, and clinical application. Controlling the production of insoluble particles in
injections is an important measure to reduce adverse reactions and ensure drug safety. Referring to the pharmacopoeias of different
countries, relevant regulations and guidances, and research literature on insoluble particles in chemical injections, this paper
discusses the causes of insoluble particles, and puts forward effective control strategies and relevant suggestions, so as to provide

theoretical supports for controlling the quality of chemical injections.
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