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[ Abstract |

Elemental impurities in drug products may arise from several sources, and should be controlled

within acceptable limits. ICH has published the final version Q3D (R2) Guideline for Element Impurities in 2022,

establishing a global harmonized guideline for the control of elemental impurities in new drug products. Based on

ICH Q3D (R2), this article summarizes the classification and safety assessment principles of element impurities,

proposes the general considerations in the risk assessment and control strategy from the perspective of CMC review,

and discusses the key steps and main problems in the evaluation of elemental impurities, providing reference for the

establishment of science-based and risk-based control strategy.
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