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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.

:Cresemba IV& Cresemba Caps X917 ji'7ya D'y DRIDTYA 707

4.4 Special warnings and precautions for use

Hypersensitivity

Hypersensitivity to isavuconazole may result in adverse reactions that include: anaphylactic reaction,
hypotension, respiratory failure, dyspnoea, drug eruption, pruritus, and rash (see section 4.8). In case of
anaphylactic reaction, isavuconazole should be discontinued immediately and appropriate medical treatment
should be initiated.

Caution should be used in prescribing isavuconazole to patients with hypersensitivity to other azole
antifungal agents.

4.8 Undesirable effects

Tabulated list of adverse reactions

Table 2 presents adverse reactions with isavuconazole in the treatment of invasive fungal infections, by
System Organ Class and frequency.

The frequency of adverse reactions is defined as follows: very common (=1/10); common (=1/100 to <1/10);
and uncommon (=1/1,000 to <1/100) ; not known (frequency cannot be estimated from available data).

Within each frequency grouping, adverse reactions are presented in order of decreasing seriousness.

Table 2 Summary of adverse reactions by MedDRA System Organ Class and frequency

Immune system disorders
Uncommon Hypersensitivity"
Not known Anaphylactic reaction*
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