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Vfend 40mg/ml powder for oral suspension Vfend 200mg powder for solution for infusion,
Vfend 50mg Film Coated Tablets, Vfend 200mg Film Coated Tablets

PTIN
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
b
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.
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4.3 Contraindications

Coadministration of voriconazole is contraindicated with medicinal products that are highly dependent on
CYP3A4 for metabolism, and for which elevated plasma concentrations are associated with serious and/or
life-threatening reactions (see section 4.5):

Terfenadine, Astemizole

Cisapride

Pimozide, Lurasidone

Quinidine

Ivabradine

Ergot alkaloids (e.g., ergotamine, dihydroergotamine)
Sirolimus

Naloxegol

Tolvaptan

Finerenone

Coadministration of voriconazole is contraindicated with _medicinal products that induce CYP3A4 and
significantly reduce voriconazole plasma concentrations:
e Coadministration with rifabutin, rifampicin, carbamazepine, long-acting barbiturates e.g., phenobarbital




and St John’s Wort is contraindicated (see section 4.5). since-these-medicinal-products—are-likelyto
| . ) enifi b

e [Efavirenz:
Coadministration of standard doses of voriconazole with efavirenz doses of 400 mg once daily or higher is

ontramdlcated (see sectlon 45)_ beeaeee—efaw#enz—ergmﬁemqﬂy—deemases—plaema—veneenazele

eeneentrahens— For |nformat|on on coadmlnlstratlon of vorlconazole and feF Iower doses of efawrenz see
section 4.4.

e Ritonavir:

Coadm|n|strat|on W|th h|gh dose rltonawr (400 mg and above twice dally) is contralnd|cated

(see sect|on 4 5) For mformatlon on coadmmlstratlon W|th Iower doses of rltonawr see sect|on 4.4,

4.5 Interaction with other medicinal products and other forms of interaction

Interactions between voriconazole and other medicinal products are listed in the table below (once daily
as “QD”, twice daily as “BID”, three times daily as “TID” and not determined as “ND”) ordered by
therapeutlc class

Medicinal product|Iinteraction Recommendations
[Mechanism of interaction] Geometric mean changes (%) concerning
coadministration

Non-steroidal selective mineralocorticoid receptor (MR) antagonists

Finerenone Although not studied, voriconazole |Contraindicated
[CYP3A4 substrate] is likely to significantly increase the

plasma concentrations of

finerenone.
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