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Structural Confirmation of Potential Degradation Impurities in Brimonidine Tartrate Eye Drops by LC-HRMS.
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[Abstract] Objective To establish a method for structural confirmation of potential degradation impurities in
Brimonidine Tartrate Eye Drops by LC—HRMS. Methods The online desalting and enrichment of degradation
impurities were achieved by using a liquid chromatograph — fraction collector; mass spectrometry detection was
carried out in positive ion mode, and the structure analysis of the successfully enriched degradation impurities
was carried out by LC—HRMS. Results Through the molecular weight analysis of degradation impurities and
combined with the Brimonidine Tartrate Eye Drops production process route, the unknown impurities were
identified as brimonidine imidazoline N — oxidation impurity, brimonidine debromo — dimer impurity and
dimer impurity respectively. Conclusion In this study, a method for structural identification of potential
degradation impurities in brimonidine tartrate eye drops by LC—HRMS was established, and the structures of
unknown impurities were confirmed by combining molecular weight and synthesis process, which provides a
basis for the process improvement and quality control of the eye drops.
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