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Structural Analytical Characterization of Polyoxyl Oleate

Yang Rui, Wang Lulu, Zhao Xin, Xu Kai, Li Hailiang, Wang Jue, Zhang Zhaoyang, Sun Huimin" (National
Institutes for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To characterize the structure of pharmaceutical excipients polyoxyl oleate. Methods:
UHPLC-HRMS detection was used to obtain the relative molecular mass and the structural information of
polyoxyl oleate based on molecular ion peak and fragment information provided by high resolution mass
spectrometry. The structure of polyoxyl oleate (460/860) was characterized by Mass Hunter mass spectrometry
workstation and data analysis functions (PCDL, FBF, MFG). Results: The main components of polyoxyl oleate
included polyethylene glycol, monoesters and diesters. The fatty acids were mainly oleic acid, and contained
myristic acid, palmitic acid, palmitoleic acid, linoleic acid and linolenic acid at the same time. Polyoxyl oleate 460
and polyoxyl oleate 860 differed greatly in the degree of polymerization of free polyethylene glycol. Conclusion:
UHPLC-HRMS was used to analyze and characterize the structure of polyoxyl oleate. It was found that the
structure not only contained polyethylene glycol monoester and diester described in the Pharmacopoeia, but also
contained a large number of free polyethylene glycol monomers which were not esterified. The polymerization
degree of polyoxyethylene monoester and diester of various types of polyoxyl oleate differed slightly, while the
degree of free polyethylene glycol differed greatly.
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