FLUCOFAN

Capsules - Powder for Oral Suspension

REVAPHARMA

Composition:

Capsules: Each FLUCOFAN (50-150-200) Capsule contains: Flucona-
zole (50-150-200) mg.

Powder for Oral suspension: Each 5 ml FLUCOFAN Oral Suspension
contains: Fluconazole 50 mg.

Mechanism of Action:

Fluconazole is an antifungal agent that belongs to the triazole family. It
inhibits the activity of the fungal cytochrome P450 enzyme (lanosterol
14-a-demethylase), decreasing ergosterol synthesis and inhibiting cell
membrane formation.

Pharmacokinetics:

After oral administration fluconazole is well absorbed and Its bioavail-
ability is more than 90%.

It is not affected by the presence of food. Maximum plasma concentra-
tions in the fasting state are reached within 0.5-1.5 hours after inges-
tion of the dose.

The elimination half-life from plasma is approximately 30 hours Flu-
conazole is well distributed in all body fluids Plasma protein binding is
low (11-12)%.

The major route of excretion is renal, with approximately 80% of the
administered dose appearing in the urine as unchanged drug.
Indications:

FLUCOFAN is indicated for the treatment of the following conditions:
- Genital candidiasis, vaginal candidiasis, acute or recurrent, candidal
balanitis.

- Mucosal candidiasis, these include oropharyngeal, oesophageal,
bronchopulmonary infections

- Tinea pedis, tinea corporis, tinea versicolor and dermal candida infec-
tions.

- Systemic candidiasis, these include infections of the peritoneum, en-
docardium and pulmonary and urinary tracts.

- Cryptococcus, including cryptococcal meningitis and infections.

- For the prevention of fungal infections in immunocompromised pa-
tients.

Contraindications:

- Patients with hypersensitivity to fluconazole, azole compounds, or
any of the components of the product.

- Terfenadine is contraindicated in patients receiving multiple doses of
fluconazole (400 mg / day or more).

- Do not use other drugs that prolong the QT interval that are metabo-
lized by the CYP3A4 enzyme. Such as astemazole and quinidine with
fluconazole.

- FLUCOFAN should not be used in patients with porphyria.
Warnings & Precautions:

- FLUCOFAN should be administered with caution to patients with
impaired liver function.

- Patients have rarely developed exfoliative cutaneous reactions during

treatment with fluconazole, such as Stevens-Johnson syndrome.

- Treatment with fluconazole should be discontinued if a rash appears
in patients being treated for a superficial fungal lesion.

- Some azoles, including fluconazole, have been associated with pro-
longation of the QT interval on the ECG.

- FLUCOFAN should be administered with caution to patients with
renal impairment.

Pregnancy & Lactation:

Pregnancy: The use of FLUCOFAN should be avoided during preg-
nancy except in cases where the expected benefit outweighs the poten-
tial risk to the fetus.

Lactation: Fluconazole has been observed to be excreted in breast milk
at concentrations similar to those in plasma, and therefore it is not rec-
ommended for use in breastfeeding mothers.

Drug Interactions:

- Concomitant use with cisapride, terfenadine, astemazole, pimozide
and sertindol can lead to heart problems as dangerous as an irregular
heartbeat.

- Erythromycin: Concomitant use of fluconazole and erythromycin
may increase the risk of cardiac toxicity.

- Statins (atorvastatin, simvastatin, and fluvastatin) increase the risk of
developing myopathy and rhabdomyolysis when used with flucona-
zole.

- Sulfonylurea: It is recommended that frequent monitoring of blood
glucose level and appropriate reduction of the dose of sulfonylurea are
recommended during simultaneous treatment.

Side Effects:

In general, fluconazole is well tolerated. The most common side effects
are headache, abdominal pain, diarrhea, nausea, and vomiting. Also,
changes in the results of kidney function tests and blood tests have
been observed in some patients with cancer and AIDS during treatment
with fluconazole.

Driving & Using Machines:

When driving a vehicle or operating machinery, account should be tak-
en of the occasional occurrence of dizziness or seizures sometimes.
Dosage & Administration:

-The daily dose of fluconazole should be based on the nature and se-
verity of the fungal infection.

- Most cases of vaginal candidiasis respond to a single dose treatment.
- Insufficient treatment period may lead to recurrence of active infec-
tion.

- Patients with AIDS and meningococcal cryptococcal meningitis usu-
ally require maintenance therapy to prevent relapse.

Adults:

- Vaginal candidiasis, balanitis: 150 mg single dose orally.

- Oral oropharyngeal candidiasis: The usual dose is 50 mg once daily
for 7-14 days.

- Oesophagitis, non-invasive bronchopulmonary infections, mucocuta-
neous candidiasis: the usual effective dose it is 50 mg daily for 14-30
days.

- Athlete’s foot and body and vesiculitis and skin infections with Can-
dida: The recommended dose is 50 mg once daily.

- Cryptococcal meningitis and cryptococcal infection elsewhere: the
usual dose is 400 mg on the first day is followed by 200-400 mg once
daily.

- For the prevention of fungal infections in immunocompromised pa-
tients 50 - 400 mg once daily, based on the patient’s risk of developing
a fungal infection.

- Dosage should be adjusted in patients with renal impairment.
children:

- As when used to treat similar infections in adults, the duration of
treatment depends on the clinical response and fungal.

- Fluconazole is given as a single daily dose each day.

- over four weeks old:

® Mucous candidiasis: the recommended dose is 3-6 mg / kg / 24
hours.

e Cryptococcal infection: The recommended dose is 6-12 mg / k / 24
hours.

- Children from two weeks to four weeks of age: 3-6 mg / kg / 48 hours,
do not exceed 12 mg / kg every 48 hours.

- Children up to two weeks of age: 3-6 mg / kg / 72 hours, a maximum
dose of 12 mg / kg should not be exceeded every 72 hours.

Overdose:

In the event of an overdose, supportive measures and symptomatic
therapy, with gastric lavage if necessary, may be sufficient. A three-
hour hemodialysis session reduces the plasma levels of fluconazole by
approximately 50%.

Preparation of the Suspension:

1. Shake the bottle to release the dry powder.

2. Add half the amount of water depending on the fill Line.

3. Shake the bottle well.

4. Fill the volume with water to the fill line, then shake the bottle well
again

Storage:

Keep this medicine out of the reach of children. Store below 25 °C.
Discard the remaining amount of suspension 14 days after preparation.
Packaging:

Capsule: Each FLUCOFAN (50-150-200) carton box contains 10 Cap-
sules in a blister strips.

Powder for Oral Suspension: Each FLUCOFAN Oral Suspension car-
ton box contains 60 ml opaque bottle.
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