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ISAVUCONAZOLE (AS SULFATE) 100 MG (Caps)
ISAVUCONAZOLE ( AS SULFATE ) 200 MG (IV)

Indicated for (IV):

Cresemba is indicated in adults for the treatment of:

Invasive aspergillosis

Mucormycosis in patients for whom amphotericin B is inappropriate

Indicated for (Caps):

Cresemba is indicated in adults for the treatment of:

Invasive aspergillosis

Mucormycosis in patients for whom amphotericin B is inappropriate

Consideration should be given to official guidance on the appropriate use of antifungal agents.
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4.5 Interaction with other medicinal products and other forms of interaction
Co-administered medicinal Effects on drug concentrations / Recommendation concerning
product by therapeutic area Geometric Mean Change (%) in co-administration
AUC, Cmax
(Mode of action)
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4.8 Undesirable effects

Summary of the safety profile

6.6 Special precautions for disposal and other handling

Dilution and administration

After reconstitution, the entire content of the reconstituted concentrate should be removed from the vial and
added to an infusion bag containing at least 250 mL of either sodium chloride 9 mg/mL (0.9%) solution for
injection or 50 mg/mL (5%) dextrose solution. The infusion solution contains approximately-+5-mgimL
isavuconazonium-sulfate {corresponding-to approximately 0.8 mg isavuconazole per mL). After the
reconstituted concentrate is further diluted, the diluted solution may show fine white-to-translucent
particulates of isavuconazole that do not sediment (but will be removed by in-line filtration). The diluted
solution should be mixed gently, or the bag should be rolled to minimise the formation of particulates.




Unnecessary vibration or vigorous shaking of the solution should be avoided. The solution for infusion must
be administered via an infusion set with an in-line filter (pore size 0.2 ym to 1.2 ym) made of
polyethersulfone (PES) .
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