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Abstract: The Monograph of letrozole and letrozole tablets have been added to the 2020 version of Chinese Pharmacopoeia
(Volume 1II). The impurities control is the key quality attribute of letrozole, so this paper focused on the drafting, review, publicity,
review and determination process of letrozole impurities specification. This paper clarified the ideas and processes of pharmacopoeia
standard formulation for letrozole and letrozole Tablets, and also provides a reference of the formulation of the pharmacopoeia standard.
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Fig.1 Structure formula of process impurities of letrozole
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Table 1 Different methods and determination results of impurities in letrozole
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Table 2 Determination results of impurities under two

detection wavelengths for letrozole
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Fig.2 Chromatograms for related substances of Letrozole
by HPLC
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Table 3 Impurity specifitations of letrozole and letrozole tablets
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Table 4 Revised items of pharmacopoeia standards for

letrozole (except for impurities)
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