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Voriconazole 200 mg/vial

Powder for Concentrate for Solution for Infusion
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Vortimal is a broad spectrum, triazole antifungal agent and is indicated as follows:

o Treatment of invasive aspergillosis.

e Treatment of candidaemia in hon-neutropenic patients.

¢ Treatment of fluconazole-resistant serious invasive Candida infections (including C. krusei).

o Treatment of serious fungal infections caused by Scedosporium spp. and Fusarium spp.

Vortimal should be administered primarily to immunocompromised patients with progressive, possibly life
threatening infections.

Prophylaxis of invasive fungal infections in high risk allogeneic hematopoietic stem cell transplant (HSCT)
recipients
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4.8 Undesirable effects
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The most commonly reported adverse reactions were visual disturbanees impairments, pyrexia, rash,
vomiting, nausea, diarrhoea, headache, peripheral oedema, liver function test abnormal, respiratory distress
and abdominal pain.
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Dermatological reactions

Dermatological reactions were very common in patients treated with voriconazole in clinical trials, but these
patients had serious underlying diseases and were receiving multiple concomitant medicinal products. The
majority of rashes were of mild to moderate severity. Patients have developed serious cutaneous reactions,
including Stevens-Johnson syndrome (uncommon), toxic epidermal necrolysis (rare) and erythema multiforme
(rare) during treatment with voriconazole.
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