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| dentification of fudosteine-related substancesby HILIC-M S

GU Xiao, LUO Ying, CHEN Yue

(zhejiang Institute for Food and Drug Control, Hangzhou 310000, China )

Abstract: To study the substances in fudosteine, one synthetic by-product and five forced degradation
products were detected by hydrophilic interaction chromatography (HILIC). Quadrupole-time-of-flight mass
spectrometry (Q-TOF MS) was used for accurate mass determination and product ion scanning. Five related
substances were identified in the products of mass spectra fragmentations elucidation, and verified further

according to synthetic process and stress testing results.

manufacturing process control and quality assurance.

The results obtained are valuable for fudosteine
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Figurel Chemical structure of fudosteine
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Figure 3 HPLC-UV chromatograms of the related substances
in fudosteine from stress tests. a Normal; b: Acid; c: Base; d:
Oxidation; e Blank solvent; f: NaCl + blank solvent; g: HO, +
blank solvent
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Table1l Related substancesidentified in fudosteine by HPLC-Q/TOF
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Figure 4 MS/MS spectra of fudosteine [M+H]* (m/z 180) ion
and its fragmentation pathways
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183) ion and its fragmentation pathways
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Figure 6 Proposed formation mechanism of related substance 1
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Figure 7 MS/MS spectra of related substance 3 [M+H]* (m/z
180) ion and its fragmentation pathways
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