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Abstract The supplement and revision of Chinese Pharmacopoeia 2020 Edition has been started. In this paper,
the future keypoints of revising macrolide antibiotics are introduced, on the basis of summarizing the characteristics
of macrolides and further interpretation of changes in Chinese Pharmacopoeia 2015 Edition. In view of the complex
components/impurity profile of macrolides, the supplement and revision work should be focused on the control of
components/related substances, especially those which are process-related. Therefore, the development of HPLC
methods with high specificity, desired repeatability robustness, and the capacity of identifying various components/
impurities rapidly is still the key point of future methodology research.
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Tab.1 Comparison of erythromycin components/related substances checking methods in Pharmacopoeias
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Fig. 1 HPLC of erythromycin in Chinese Pharmacopoeia
2015 Edition
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Fig.2 HPLC system suitability chromatogram of related
substances analysis of azithromycin
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Tab.2 Comparison of azithromycin related substances checking methods in Pharmacopoeias
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Tab.3 Comparison of josamycin related substances/components checking methods in Pharmacopoeias
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Fig. 5 The example of Acetylspiramycin to illustrate the fragmentation rules of 16-membered ring macrolide antibiotics
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