€ MSD

2020 vonix
N/TA1 n/RON

n/T101 n/njn
NA'ZA-nITNY Nirrav a"n 100 7'o0pn pmn
NOXAFIL® 100 mq gastro-resistant tablets
(Posaconazole)

Dosage Form: Gastro-resistant tablets
Composition: Posaconazole 100 mg
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Noxafil gastro-resistant tablets are 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.

- 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 gastro-resistant tablets are 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

Immune system disorders
Not known: pseudoaldosteronism

[21XY7 1'7V2 D' NIan DTV
JINNDN 17 DY WATIN QOINNY VOV

? 7'90p1M2 wnnwn 1D .3

JIT A9NN N'7'0) [9IX
.0m oyn oy nNMwa Navn DX VINY W e

N7 N7V 7w nYswn? vana n'1'p DNNnn vT'n 1on) N'7a0n DX 0'nY7 IX 1AW 0177 ,7oN7 'k e
.(0"720n naroo
JDIN A IN DY DMA0N DRI N e

Page 1 of 2



MSD

X117 niyoin 4

DR VT'AN '97 NINYDYN DX 1WNT7 [N K7 DVIT DR NINDYY IXI? DIWDIN
NZ'TA2 NX11) NDIN A7WUX NN 0Y DiRa 0T Yn?7 Dan (pseudoaldosteronism) nniTn DTINVOITIR

(o7

T NYTINA 07701 DI'RI DMNINNA DI'RY D'9011 DIIDTY I'N [21X71 K97 D117
N9 T Y 0'09TIN 072177 [N .NIRMAN TN 7Y 01IVI'RN INXAY NIDINNN 1AXNA DI019Y7 IN7W1 D1I7YN
.09-9533333 19702 ,MSD nnan ,niwmn 7vaY

n"va ai7ian n1an My yoin NOXAFIL® 100 mg gastro-resistant tablets
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