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Objectives
Azacitidine is used for hematologic pathologies. The summary of product characteristics (Vidaza®) indicates a 45 minutes at room
stability and 22 hours using refrigerated (2°-8°C) water for injections (WFI) at reconstitution.
The purpose of the study was to assess the chemical-physical stability of azacitidine suspension 25mg/ml in the prescribed dilution
conditions, simulating the hospital handling.
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Azacitidine concentrations were determined by a stability-indicating HPLC method

at these following conditions: )

At these conditions sample and standard suspension were analyzed at check points:
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Results

The azacitidine assay (%) determined by HPLC is reported in the table below.
Average values obtained by triplicate injections at each check point are reported.
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Discussion
The % assay of azacitidine was calculated at each check point
and the results were compared with the assessed values 100%
for assay at t,
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Molecular mass: 244.20 g/mol
HOC The variation of the % assay of azacitidine respect to the initial value is less than 5% for at least 48hours.

There's an ongoing microbiological study on azacitidine suspension at our hospital. Positive results will
allow us to use azacitidine suspension unused within 48hours of reconstitution with important cost
OH O©OH saving.
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