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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
HUTEhh

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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Special warnings and precautions for use

Adrenal events

Adrenal insufficiency has been reported in patients receiving other azoles (e.g., ketoconazole).

Reversible cases of adrenal insufficiency have been reported in patients receiving voriconazole.

Patients on long-term treatment with voriconazole and corticosteroids (including inhaled corticosteroids e.g.,
budesonide and intranasal corticosteroids) should be carefully monitored for adrenal cortex dysfunction both
during treatment and when voriconazole is discontinued.

Naloxegol (CYP3A4 substrate)

Coadministration of voriconazole and naloxegol is not recommended because voriconazole is expected to
significantly increase naloxegol concentrations. Currently there are insufficient data to allow dosing
recommendations of naloxegol in this situation.

Excipients

VEEND Powder for Solution for Infusion
Sodium eentent
This medicinal product contains 221mg of sodium per vial, equivalent to 11% of the WHO recommended

maximum daily intake of 2 g sodium for an adult.Fhis-should-be-taken-into-considerationfor-patients-on-a
controlled-soedium-diet:

Cyclodextrins

The powder for solution for infusion contains cyclodextrins (3,200 mg cyclodextrins in each vial which is
equivalent to 160mg/ml when reconstituted in 20ml, see section 2 and 6.1) which can influence the
properties (such as toxicity) of the active substance and other medicines. Safety aspects of cyclodextrins
have been considered during the development and safety assessment of the drug product.

As cyclodextrins are renally excreted, in patients with moderate to severe renal dysfunction accumulation of
cyclodextrin may occur.

VEEND Film-coated tablets

Sodium
This medicinal product contains less than 1 mmol sodium (23 mq) per tablet. Patients on low sodium diets
should be informed that this medicinal product is essentially ‘sodium-free’.

VEEND Powder for Oral Suspension

Sucrose

This medicinal product contains 0.54 g sucrose_per ml. This should be taken into account in patients with
diabetes mellitus. and-sheuld-net-be-given-te-pPatients with rare hereditary problems of fructose intolerance,
sucrase-isomaltase—deficieney—or—glucose-galactose malabsorption or sucrase-isomaltase insufficiency

should not take this medicine. May be harmful to the teeth.




Sodium
This medicinal product contains less than 1 mmol sodium (23 mq) per 5 ml of suspension. Patients on low
sodium diets should be informed that this medicinal product is essentially ‘sodium-free’.

Interaction with other medicinal products and other forms of interaction

Voriconazole is metabolised by, and inhibits the activity of, cytochrome P450 isoenzymes, CYP2C19,
CYP2C9, and CYP3A4. Inhibitors or inducers of these isoenzymes may increase or decrease
voriconazole plasma concentrations, respectively, and there is potential for voriconazole to increase
the plasma concentrations of substances metabolised by these CYP450 isoenzymes, in particular for
substances metabolised by CYP3A4 since voriconazole is a strong CYP3A4 inhibitor though the
increase in AUC is substrate dependent.

Medicinal product Interaction Recommendations concerning

[Mechanism of Geometric mean changes (%) coadministration

interaction]

Naloxegol Although not studied, voriconazole is likely to Co-administration of voriconazole

[CYP3A4 substrate] significantly increase the plasma concentrations |and naloxegol is not recommended,
of naloxegol. as there is insufficient data to allow

dosing recommendations of
naloxegol in this situation .

Ivacaftor Although not studied, voriconazole is likely to Dose reduction of ivacaftor is
[CYP3A4 substrate] increase the plasma concentrations of ivacaftor |recommended.

with risk of increased adverse effects.
Corticosteroids Prednisolone Cmax T 11% No dose adjustment

Prednisolone AUCo- T 34%
Prednisolone (60 mg single Patients on long-term treatment with
dose) voriconazole and corticosteroids
[CYP3A4 substrate] (including inhaled corticosteroids

e.g., budesonide and intranasal
corticosteroids) should be carefully
monitored for adrenal cortex
dysfunction both during treatment
and when voriconazole is
discontinued.
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	רופא/ה, רוקח/ת נכבד/ה,
	המינון ואופן הטיפול יקבעו על ידי הרופא בלבד. המינון יקבע כתלות במשקלך ובסוג הזיהום שלך.
	כתלות בתגובתך לטיפול, הרופא עשוי להעלות או להוריד את המינון היומי.
	אם יש לך מחלת כבד, הרופא עשוי להפחית את המינון שלך.

