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Determination of relative correction factor of impurity in crude agomelatine

WANG Yi', LIU Ying', LAN Jing®, HAN Jian-ping', TIAN Qing-song'
1. Tianjin Taipu Pharmaceutical Science & Technology Development Co., Ltd., Tianjin 300193, China
2. Tianjin Center for Drugs Evaluation, Tianjin 300191, China

Abstract: Objective To determine the relative correction factor of impurity in crude agomelatine. Methods The combination of
several unknown parameters was used to establish simultaneous equations for calculating relative correction factor of impurity in
agomelatine, and this method was verified by contrast test. Results The relative correction factors of crude dihydroagomelatine and
crude tetrahydroagomelatine were obtained by this method with f; being 0.228 and f; being 0.065. Based on relative correction factors ,
content of each component in samples was calculated, and the quantitative methods of impurities were established. Conclusion This
method could be used for determination of samples with multi relative correction factors without purifying and provide guidance for
the quantitative method of impurity.
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Fig.1 Structures of each compound
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HPLC chromatograms of agomelatine reference substance (A), crude dihydroagomelatine (B), and crude
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Table 1 Determination of each component in various agomelatine samples
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Fig. 3 HPLC chromatograms of agomelatine reference
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Table 2 Verification results of relative correction factor
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