e
Canvo

Voriconazole

COMPOSITION
Canvo Tablet: Each film coated tablet contains
Voriconazole USP 200 mg.

PHARMACOLOGY

Voriconazole is a triazole antifungal agent. Its
primary mode of action is the inhibition of fungal
cytochrome  P-450-mediated  14a-lanosterol
demethylation, an essential step in ergosterol
biosynthesis. Voriconazole is more selective than
some other azole drugs for fungus as opposed to
various mammalian cytochrome P-450 enzyme
systems. The subsequent loss of normal sterols
correlates with the accumulation of 14a-methyl
sterols in fungi and may be responsible for its
fungistatic/fungicidal activity.

INDICATIONS

Canvo is an azole antifungal indicated for using in
the treatment of:

 Invasive aspergillosis

e Candidemia (nonneutropenic) and disseminat-
ed candidiasis in skin, abdomen, kidney, bladder
wall and wounds

® Esophageal candidiasis

e Serious infections caused by Scedosporium
apiospermum and Fusarium species including
Fusarium sofani, in patients intolerant of, or
refractory to, other therapy.

DOSAGE AND ADMINISTRATION

Canvo tablet to be taken at least one hour before
or one hour following a meal.

e At or over 40 kg body weight the loading dose
regimen is 400 mg or 10 ml every 12 hours (for
the first 24 hours) and maintenance dose (after
first 24 hours) is 200 mg or 5 ml twice daily.

* Below 40 kg body weight the loading dose
regimen is 200 mg or 5 ml every 12 hours (for the
first 24 hours) and maintenance dose (after first
24 hours) is 100 mg or 2.5 ml twice daily.

SIDE EFFECTS

Most common adverse reactions (incidence
>2%) are visual disturbances, fever, nausea,
rash, vomiting, chills, headache, liver function
test abnormal, tachycardia, hallucinations.

CONTRAINDICATIONS

* Hypersensitivity to Voriconazole.

e Co-administration with terfenadine, astemizole,
cisapride, pimozide or quinidine, sirolimus due to
risk of serious adverse reactions.

e Co-administration with rifampin, carbamaze-
pine, long-acting barbiturates,  efavirenz,
ritonavir, rifabutin, ergot alkaloids, and St. John's

Svervest

wort due to risk of loss of efficacy.

WARNING & PRECAUTIONS

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 voriconazole. Squamous cell carcinoma of the
skin (SCC) has been reported in relation with
long-term voriconazole treatment. Non-infectious
periostitis with elevated fluoride and alkaline
phosphatase levels has been reported in
transplant patients. If a patient develops skeletal
pain and radiologic findings compatible with
periostitis voriconazole discontinuation should be
considered after multidisciplinary advice.

DRUG INTERACTIONS

* CYP3A4, CYP2C9, and CYP2C19 inhibitors and
inducers: Adjust Voriconazole dosage and
monitor for adverse reactions or lack of efficacy.

* Voriconazole may increase the concentrations
and activity of drugs that are CYP3A4, CYP2C9
and CYP2C19 substrates. Reduce dosage of
these other drugs and monitor for adverse
reactions.

e Phenytoin or Efavirenz: with co-administration,
increase maintenance oral and intravenous
dosage of Voriconazole.

USE IN PREGNANCY

Voriconazole can cause fetal harm when adminis-
tered to pregnant women. Inform pregnant
women of risk to the fetus.

USE IN CHILDREN
Safety/effectiveness in patients <12 years has not
been established.

USE IN HEPATIC IMPAIRMENT

Use half the maintenance dose in patients with
mild to moderate hepatic impairment (Child-Pugh
Class A and B).

STORAGE
Store below 30°C, in a cool & dry place. Keep
away from light. Keep out of the reach of children.

HOW SUPPLIED
Canvo Tablet: Box containing 6 tablets in blister
pack.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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