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General considerations for assessment and control of elemental impurities in
active pharmaceutical ingredients
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Abstract: Active pharmaceutical ingredients (APIs) are a significant source of elemental impurities in pharmaceutical products. With
the ongoing efforts to harmonize and align the Chinese Pharmacopoeia with the International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH), the Center for Drug Evaluation of the National Medical Products
Administration has issued a document titled “Common Issues in the Evaluation and Control of Elemental Impurities in Chemical Active
Pharmaceutical Ingredients” as a supporting document for the implementation of the Chinese Pharmacopoeia 2025 Edition. This paper
elaborates on the common issues from the perspectives of their drafting background and technical considerations, focusing on two key
aspects: The fundamental considerations for the evaluation and control of elemental impurities in APIs, and the specific processes and
methods involved. The aim is to enhance industry understanding of the relevant content, further promote the standardization of the
evaluation and control of elemental impurities in APIs, and safeguard drug quality and patient safety from the source.
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