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Development of the First Batch National Reference Standard of L-kynurenine

Liu Jingkun, Liao Haiming, Zhang Dousheng, Fan Huihong™ (National Institutes for Food and Drug Control,
Beijing 102629, China)

Abstract Objective: To establish the first batch of national reference standard of L-kynurenine. Methods: The
molecular structure of kynurenine was confirmed by the spectrum methods of UV, IR, NMR and high resolution
MS. Moreover, the moisture content, residual ignition content and element content of the raw material were
determined, and its hygroscopicity, homogeneity and stability were also observed. Finally, nitrogen analysis,
HPLC and quantitative NMR were applied in the measurement, and mass balance method was used to determine
its contents. Results: The structure of L-kynurenine was confirmed, and the content of L-kynurenine in this batch
was determined to be 97.4% by mass balance method. Conclusion: This batch of L-kynurenine could meet the
requirements of related drug detection after structure confirmation and contents determination. The first batch of
national reference standard of L-kynurenine has been successfully developed and approved, and it is used for the
detection for related amino acid drug, which is helpful in improving drug quality of related drugs and guaranteeing
drug safety.
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