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Pharmacopoeia
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Abstract Objective: To provide references for the revision of general principle and guidelines for elemental
impurities in the Chinese Pharmacopoeia (2020 edition) volume IV. Methods: The background of the revision of
general principles and guidelines for elemental impurities included in ICH Q3D and European and United States
Pharmacopoeias was reviewed. Results: The European and United States Pharmacopoeias have developed detailed
strategies for the implementation of ICH Q3D guideline. The general principle and guidelines for elemental
impurities have been revised and improved and are now consistent with those of the ICH Q3D. Conclusion:
Chinese Pharmacopoeia can learn from the timing and strategies of implementing the elemental impurities control
requirements in the European and United States Pharmacopoeias, and combine the national conditions of China to
develop the corresponding general principle and guidelines.
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