Stability of Extemporaneously Compounded
Temozolomide 10mg/mL Oral Suspension
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(Medisca). Formulation #1 also contained povidone K30.
Formulation #2 contained povidone K30 and citric acid.
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Figure 1. Chromatograms of Temozolomide

Chromatogram A represents 0.5 mg/mL of temozolomide at time zero
prior to Incubation with heat. Chromatogram B represents
temozolomide sample after 240 minutes of incubation at 40°C when
20.4% of initial temozolomide remains. Chromatogram C represents a
sample in Oral Mix SF stored in a PET bottle at 4°C on day zero.
Chromatogram D represents a sample in Oral Mix SF after 56 days
storage at 4°C when 93.89% remained. Chromatogram E shows
temozolomide in Oral Mix SF after storage at 25°C for 56 days when
approximately 32.6% remains. Degradation products were not visually
evident in any chromatogram during the accelerated or stability study.

Cl, while never exceeding the study duration. This Is
determined by the intersection of the lower limit of the 95%
confidence interval (Cl) of the observed degradation rate
and the time to achieve 90% of the initial concentration <T-
90(95%)>.
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CONCLUSION

All 3 oral suspension formulations of 10 mg/mL temozolomide assayed above 93% of the initial concentration for 56 days
when stored in any of the 3 types of containers (amber glass, PET, and plastic oral syringes) at 4°C. At 25°C,
concentrations remained above 92% of initial concentration for only 5 days. The shortest T-90 (95%CI) in all containers at
4°C Is 65 days and 6 days at 25°C. However, since temozolomide will be exposed to room temperature daily when taken
out of the fridge, this could affect potency, depending on duration of storage. Furthermore, crystal growth increased over
time In all formulations. For these reasons, it is recommended to assign a much shorter BUD than reported In this study,
such as 30 days storage In the refrigerator. The suspension should be dispensed with cooler packs to ensure that it is not
exposed to high temperatures while In transit from pharmacy to home. Patients should remove the dose from the bottle
and immediately return the suspension to the refrigerator, reducing or eliminating exposure at room temperature.
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