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Vfend 50mg Film Coated Tablets, Vfend 200mg Film Coated Tablets

Voriconazole 200mg powder for solution for infusion
Voriconazole 50 mg film coated tablets

Voriconazole 200 mg film coated tablets
Voriconazole 40mg/ml powder for oral suspension
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Treatment of invasive aspergillosis, fluconazole-resistant serious invasive Candida infections (including C.
krusei), serious fungal infections caused by scedosporium spp. And fusarium spp.
Vfend should be administered primarily to immunocompromised patients with progressive, possibly life-
threatening infections.
Treatment of candidemia in non neuropenic patients.
Prophylaxis of invasive fungal infections in high risk allogeneic hematopoietic stem cell transplant (HSCT)

recipients.

4.4 Special warnings and precautions for use

Serious dermatological adverse reactions

e Squamous cell carcinoma of the skin (SCC)
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Squamous cell carcinoma of the skin (including cutaneous SCC in situ, or Bowen’s disease) has

been reported in patients, some of whom have reported prior phototoxic reactions.

Long-term treatment

Long term exposure (treatment or prophylaxis) greater than 180 days (6 months) requires careful
assessment of the benefit-risk balance and physicians should therefore consider the need to limit the
exposure to VFEND.

Squamous cell carcinoma of the skin (SCC) (including cutaneous SCC in situ, or Bowen’s disease) has been
reported in relation with long-term VFEND treatment.

4.8 Undesirable effects

System Very Common Uncommon Rare Frequency
Organ Class common 21/100 21/1,000 to < 21/10,000 to < not known
=21/10 to <1/10 1/100 1/1,000 (cannot be
estimated
from
available
data)
Infections and sinusitis pseudomembranous
infestations colitis
Neoplasms squamous cell
benign, carcinoma
malignant and (including
unspecified cutaneous
(including SCCin situ, or
cystsand Bowen’s
polyps) disease)*




There have been reports of squamous cell carcinoma of the skin (including cutaneous SCC in situ, or
Bowen'’s disease) in patients treated with VFEND for long periods of time; the mechanism has notbeen
established (see section 4.4).
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