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Dosage Form: Suspension
Composition: Posaconazole 40 mg/ml
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Noxafil oral suspension is indicated for use in the treatment of the following fungal infections in adults:

- Invasive aspergillosis in patients with disease that is refractory to amphotericin B or itraconazole or in
patients who are intolerant of these medicinal products;

- Fusariosis in patients with disease that is refractory to amphotericin B or in patients who are intolerant of
amphotericin B;

- Chromoblastomycosis and mycetoma in patients with disease that is refractory to itraconazole or in
patients who are intolerant of itraconazole;

- Coccidioidomycosis in patients with disease that is refractory to amphotericin B, itraconazole or
fluconazole or in patients who are intolerant of these medicinal products;

- Oropharyngeal candidiasis: as first-line therapy in patients who have severe disease or are
immunocompromised, in whom response to topical therapy is expected to be poor.

- Zygomycosis, in patients intolerant of, or with disease that is refractory to, alternative therapy.

Refractoriness is defined as progression of infection or failure to improve after a minimum of 7 days of prior
therapeutic doses of effective antifungal therapy.

Noxafil oral suspension is also indicated for prophylaxis of invasive fungal infections in the following patients:

- Patients receiving remission- induction chemotherapy for acute myelogenous leukemia (AML) or
myelodysplastic syndromes (MDS) expected to result in prolonged neutropenia and who are at high risk of
developing invasive fungal infections;

- Hematopoietic stem cell transplant (HSCT) recipients who are undergoing high-dose immunosuppressive
therapy for graft versus host disease and who are at high risk of developing invasive fungal infections.
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4.4 Special warnings and precautions for use

éiucose
This medicinal product contains approximately 1.75 g of glucose per 5 mL of suspension. Patients with rare
glucose-galactose malabsorption should not take this medicine.

Sodium
This medicinal product contains less than 1 mmol sodium (23 mq) per dose, that is to say essentially
‘sodium-free’.

Sodium benzoate
This medicinal product contains 10 mg of sodium benzoate per 5 mL of suspension.

Benzyl alcohol
This medicinal product contains up to 1.25 mg of benzy! alcohol per 5 mL of suspension. Benzyl alcohol may

cause anaphylactoid reactions.

Propylene glycol
This medicinal product contains up to 24.75 mg of propylene glycol per 5 mL of suspension.
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