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Key points of research on quality control of related substances in single
component drugs
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Abstract: In this paper, paclitaxel and Paclitaxel Injection as an example, according to the "Technical Guideline for the Study of
Chemical Drug Impurities", and reference to the Chinese Pharmacopoeia, United States Pharmacopoeia, European Pharmacopoeia,
British Pharmacopoeia, discuss the single component drug related substances quality control research points: (1) There may be
differences in the relevant substances of single component drugs from different sources (such as natural sources, semi-synthetic,
fermentation); (2) The control focus of related substances of new drug APIs from different sources with single components is
different from that of new drug preparations. Related substances of new drug preparations focus on setting limits of degradation
products; (3) There are differences in the control of related substances in paclitaxel and its injections recorded in the pharmacopoeia
of four countries; (4) The pharmacopoeias of four countries or relevant guidelines have basically the same requirements for the limits
of related substances; (5) Single component medicines and preparations isolated from natural sources that have been declared
through the registration and classification of traditional Chinese medicine should be studied and controlled in accordance with the
relevant requirements of "Technical Guideline for the Study of Chemical Drug Impurities".
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Table 1 Comparison of paclitaxel quality standards in pharmacopoeia of four countries
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Table 2 Taxol-related substance limits included in United States Pharmacopoeia
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Table 3 Taxol-related substance limits included in the European/British Pharmacopoeia
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Table 4 Comparison of quality standards for paclitaxel injection included in Chinese Pharmacopoeia and United States

Pharmacopoeia
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Table 5 Related substance limits for paclitaxel injection included in Chinese Pharmacopoeia and United States
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