Voripro

Voriconazole

Composition

Voripro 200 Tablet: Each fim-coated tablet contains
Voriconazole USP 200 mg.

Pharmacology

Voriconazole is a triazole antifungal agent. The primary mode of
action of Voriconazole is the inhibition of fungal cytochrome
P-450-mediated ~ 14-alpha-lanosterol  demethylations, an
essential step in fungal ergosterol biosynthesis. The
accumulation of 14-alpha-methyl sterols correlates with the
subsequent loss of ergosterol in the fungal cell wall and may be
responsible for the antifungal activity of Voriconazole.
Voriconazole has been shown to be more selective for fungal
cytochrome P-450 enzymes than for various mammalian
cytochrome P-450 enzyme systems.

Indications

Voripro is an azole antifungal medicine. It is indicated for use in
patients 12 years of age and older in the treatment of following
fungal infections-

* Invasive aspergillosis

+ Candidemia (non-neutropenic) and disseminated candidiasis in
skin, abdomen, kidney, bladder wall and wounds

+ Esophageal candidiasis

+ Serious infections caused by Scedosporium apiospermum and
Fusarium Species including Fusarium solani

+ Patients’ intolerant of, or refractory to other therapy.

Dosage and Administration

Voriconazole tablet should be taken at least one hour before or
one hour following a meal.

Adult

Loading dose regimen for patient with 40 kg body weight or over
is 400 mg every 12 hours (for the first 24 hours) and
maintenance dose (after first 24 hours) is 200 mg twice daily.
Loading dose for patient with less than 40 kg body weight is 200
mg every 12 hours (for the first 24 hours) and maintenance dose
(after first 24 hours) is 100 mg twice daily. Depending the
treatment response, a registered physician can increase or
decrease the dose.

For serious invasive Candida/ aspergillous /Scedosporium and
Fusarium infections, loading dose for patient above 40 kg body
weight is 200 mg every 12 hours and 100 mg every 12 hours for
patient below 40 kg body weight.

Pediatric

Safety and effectiveness in paediatric patients below the age of
2 years has not been established. The recommended dosing
regimen in paediatric patients froms 2 to <12 years is as follows:
* Loading Dose: No oral loading dose is recommended

* Maintenance Dose: 200 mg twice daily

Contraindications

Voriconazole is contraindicated in patients with known
hypersensitivity to Voriconazole or to any of the excipients.
Co-administration of the CYP3A4 substrates, Terfenadine,
Astemizole, Cisapride, Pimozide, Quinidine or Ivabradine with
Voriconazole is contraindicated since increased plasma
concentrations of these medicinal products can lead to QTc
prolongation and rare occurrences of torsades de pointes.
Precautions

Long term exposure (treatment or prophylaxis) greater than 180
days requires careful assessment of the benefit-risk balance.
Squamous cell carcinoma of the skin (SCC) has been reported
in relation with long-term Voriconazole treatment.

Side Effects

The most common side effects are: abdominal pain, anemia,
blurred vision, headache, chest pain, nausea and diarrhea.
Pregnancy and Lactation

No adequate information on the use of Voriconazole in pregnant
women is available. The excretion of Voriconazole into breast
milk has not been investigated. Breast-feeding must be stopped
on initiation of treatment with Voriconazole

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. So,
dosage of these other drugs have to reduce and adverse
reactions have to monitor.

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

There is no data found about overdose of Voriconazole.
Storage

Store in a dry place below 30°C, protected from light. Keep out of
the reach of children.

How supplied

Voripro 200 Tablet (10’s): Each box contains 10 tablets
(1x10s) in blister pack.

Manufactured by:
L DBL Pharmaceuticals Limited
dbl Surabari, Kashimpur, Gazipur, Bangladesh

www.dbl-pharma.com

C:10400466
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