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Background Materials and methods

# According to the current Ph. Eur., the HPLC Method for assessing the chemical and radiochemical
method with a strong anion exchange column and purity of ['*F] Sodium Fluoride
both a UV/VIS detector and a radioactivity detector # Dionex ICS 1600 chromatographic system;
is recommended for assessing the chemical and @ Detector - radioactivity and conductivity;
radiochemical purity of [*®F]NaF. # Dionex ADRS 6000 anionic suppressor;

@ An isocratic HPLC ion-exchange method that # Analytical column - Dionex lonPac AS10;
utilizes a conductivity detector with a suppressor, # Guard column Dionex lonPac AG10;

along with a radioactivity detector, could be an # Mobile phase - 0.1M NaOH;
effective alternative method. # Flow rate of 1 mL/min.
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The alternative analytical method developed for the routine assessment of ['F]NaF chemical and radiochemical purity has been
validated. This fast and straightforward method could be an effective alternative to the Ph. Eur. ['"8F]NaF quality control method.
Validation results have confirmed that the anion-exchange HPLC method is specific, linear within the defined range (0.1356 -
0.5424 ug/mL), precise, and accurate for evaluating the chemical and radiochemical purity of the ['8F]NaF radiopharmaceutical.
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