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chiral stationary phase column (Chirex” 3020, Phenomenex, Torrance, CA, USA) was used.

v Mobile phase for reverse phase was methanol and water with 0.1% formic acid and 10 mM
ammonium formate and except for the chiral separation where hexane and acetonitrile/IPA
mixture was used.

v Electron spray ionization (ESI) source was used for all the analysis except for the cholesterols where
Atmospheric pressure chemical ionization (APCI) was used.

v Qtof conditions: Positive mode and negative mode analysis with nitrogen sheath gas temperature

CONCLUSION(S)

A UHPLC Qtof methods was developed for the separation, identification, and quantification of the API
(bupivacaine), its enantiomers, major and minor lipids, cholesterols, and cholesterol oxidation products

in the Exparel® multivesicular liposomal drug formulation.
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e All the lipids were quantitatively or semi-quantitatively analyzed and a total of 24 different minor lipids
which belong to six different lipid classes were identified in the samples.

of 350 °C, at 11 L/min; nebulizer pressure at 60 psi; the capillary voltage at 3500 V; the fragmentor
voltage at 175 V.

v Data Analysis: All the data were analyzed using Premier Biosoft SimLipid® software (Premier
Biosoft International, San Francisco, CA USA) and Agilent MassHunter software for qualitative and
quantitative analysis, respectively.

* Out of the minor lipids identified, 22 were phospholipids and the others were triacylglycerols.
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* It was found that 7-keto cholestenone and 7a-hydroxycholesterol were the major cholesterol oxidation
products (COPs) in Exparel® samples.
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