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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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4.8 Undesirable effects

Table 2. Adverse reactions by body system and frequency reported in clinical studies and/or post
marketing use*

Endocrine disorders
Rare: adrenal insufficiency, blood gonadotropin decreased,
Not-known: pseudoaldosteronism

5.1 Pharmacodynamic properties
Microbiology

The following in vitro data are available, but their clinical significance is unknown. In a surveillance
study of > 3,000 clinical mold isolates from 2010-2018, 90 % of non-Aspergillus fungi exhibited the
following in vitro minimum inhibitory concentration (MIC): Mucorales spp (n=81) of 2 mg/L;
Scedosporium apiospermum/S. boydii (n=65) of 2 mg/L; Exophiala dermatiditis (n=15) of 0.5 mg/L,
and Purpureocillium lilacinum (n=21) of 1 mg/L.
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EUCAST ECOFF values:

o Aspergillus flavus: 0.5 mg/L
Aspergillus fumigatus: 0.255 mg/L
Aspergillus nidulans: 0.5 mg/L
Aspergillus niger: 0.5 mg/L
Aspergillus terreus: 0.25 mg/L

There are currently insufficient data to set clinical breakpoints for Aspergillus spp. ECOFF values do
not equate to clinical breakpoints.

Breakpoints
EUCAST MIC breakpoints for posaconazole [susceptible (S); resistant (R)]:

o Candida albicans: S <0.06 mg/L, R > 0.06 mg/L
) Candida tropicalis: S <0.06 mg/L, R > 0.06 mg/L
o Candida parapsilosis: S <0.06 mg/L, R > 0.06 mg/L
o Candida dubliniensis: S £0.06 mg/L, R > 0.06 mg/L
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