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Evaluation of uncertainty for determination of paclitaxel content in drug-eluting balloons by high
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Abstract The content of paclitaxel in drug-eluting balloons (DEB) was determined by high performance liquid
chromatography (HPLC). The model of uncertainty evaluation for this process was established and the sources of
uncertainty were assessed as standard solution preparation, sample treatment, standard curve and measurement repeatability.
The uncertainty of paclitaxel content in drug-eluting balloons mainly resulted from the repeatability of determination and
the preparation of standard solutions with the comparison among the components of uncertainty. The synthetic standard

uncertainty of paclitaxel content in drug-eluting balloons was 0.104 mg, and the expanded uncertainty was 0.21 mg. The

result of measurement was (11.54 + 0.21) mg (k=2).
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