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Determination of Related Substances in the Bulk Oseltamivir by UPLC - Q - TOF - MS
CHEN Zhigian', FU Xudong’, ZHONG Changping'
(1. Wuhan Hanyang Hospital, Wuhan, Hubei, China 4300505 2. Central Theater General Hospital of the Chinese People’s Liberation Army, Wuhan,
Hubei, China  430070)
Abstract: Objective To establish an ultra performance liquid chromatography — quadrupole — time of flight — mass spectrometry (UPLC —
Q - TOF — MS) method for determination of the related substances in bulk oseltamivir and to identify their structures. Methods The
analysis was carried out by using a Kinetex Core —Shell Cis column(100 mm x2.1 mm,2.6 pwm). The mobile phase was 0.1% formic
acid solution with acetonitrile(gradient elution) . The detection wavelength was 207 nm. The injection volume was 5 L. The mass
spectrometry analysis was performed in an ESI positive mode. Results The peak of bulk oseltamivir was well — shaped. Four related
substances were identified by level I and II UPLC —Q - TOF — MS,two of which had not been reported. Possible fragmentation pathway
of the drug as well as the two unknown substances were established. Conclusion This method is suitable for the quick determination
of related substances in bulk oseltamivir,which can be used to improve the quality of the product.
Key words: oseltamivir; ultra performance liquid chromatography — quadrupole — time of flight — mass spectrometry; quality control; related
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