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Structure Confirmation and Technology Improvement of Main Impurities of
Compound Tilidine Hydrochloride Oral Solution

Jiang Xiaolei, Jiao Zhenghua (Gansu Provincial Hospital of TCM, Lanzhou 730000, China )

Abstract Objective: To analyze the structure and causes of the main impurities so as to improve the quality of
compound tilidine hydrochloride oral solution. Methods: The structure of the main impurities was analyzed by
LC-MS, IR and H-NMR, then the structure of the impurities was confirmed with separation and synthesis methods
so that the synthetic technology was improved to reduce the impurities. Results: By using the selected methods,
three main impurities of compound tilidine hydrochloride oral solution (cis-tigridine, trans-nortanilidine and cis-
formitridine) were obtained in correspondence with the results of LC-MS, IR and H- NMR. Based on the results,
the synthetic technology was improved to reduce the impurities of raw material of tilidine hydrochloride and it has
improved the quality of compound tilidine hydrochloride oral solution. Conclusion: In this study, the purity of
raw material of tilidine hydrochloride was improved, which was valuable in improving the quality of compound
tilidine hydrochloride oral solution.
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