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Terbicon

Terbinafine Hydrochloride USP

Composition
Terbicon Tablet: Each film coated tablet contains Terbinafine Hydrochloride
USP equivalent to Terbinafine 250 mg.

Pharmacology

Terbinafine, an Allylamine antifungal, inhibits biosynthesis of Ergosterol (an
essential component of fungal cell membrane) via inhibition of Squalene
Epoxidase enzyme. This results in fungal cell death primarily due to the
increased membrane permeability mediated by the accumulation of high
concentrations of Squalene but not due to Ergosterol deficiency. Depending
on the concentration of the drug and the fungal species test in vitro,
Terbinafine hydrochloride may be fungicidal. However, the clinical
significance of in vitro data is unknown. Terbinafine has been shown to be
active against most strains of the following microorganisms both in vitro and
in clinical infections: Tricophyton Mentagrophyte, Trichophyton Rubrum.

Indication

Terbicon tablet: Terbicon tablet is indicated for the treatment of
onychomycosis of the toenail or fingernail due to dermatophytes (tinea
unguium), Tinea Pedis, and Tinea Corporis & Tinea Cruris.

Dose & administration

Route of administration: Oral

For the treatment of finger nail onychomycosis: Terbinafine 250 mg (one
Terbicon tablet), once daily for 6 weeks.

For the treatment of toenail onychomycosis: Terbinafine 250 mg (one
Terbicon tablet), once daily for 12 weeks.

For the treatment of Tinea Pedis: 250mg/day for 2-6 weeks.

For the treatment of Tinea Corporis, Tinea Cruris: 250mg/day for 2-4
weeks.

The optimal clinical effect is seen some months after mycological cure and
cessation of treatment. This is related to the period required for outgrowth of
healthy nail.

Contra-indication
Terbinafine tablet is contraindicated in individuals with hypersensitivity to
Terbinafine.

Warning and precaution

Rare cases of liver failure, some leading to death or liver transplant, have
occurred with the use of Terbinafine tablets for the treatment of
onychomycosis in individuals with and without pre-existing liver disease. In
the majority of liver cases reported in association with Terbinafine use, the
patients had serious underlying systemic conditions and an uncertain causal
association with Terbinafine. The severity of hepatic events and/or their
outcome may be worse in patients with active or chronic liver disease.
Treatment with Terbinafine tablets should be discontinued if there is
biochemical or clinical evidence of liver injury. There have been isolated
reports of serious skin reactions (e.g., Stevens - Johnson syndrome and
toxic epidermal necrolysis). If progressive skin rash occurs, treatment with
Terbinafine should be discontinued.

Terbinafine is not recommended for patients with chronic active liver disease.
Before prescribing Terbinafine, pre-existing liver disease should be
assessed. Hepatotoxicity may occur in patients with and without pre-existing
liver disease. Pre-treatment serum transaminase (ALT and AST) tests are
advised for all patients before taking Terbinafine tablets.

Side effects

a. Common: Diarrhoea, dyspepsia and abdominal pain, liver test
abnormalities, rashes, urticaria, pruritus and taste disturbances.

b. Rare: Idiosyncratic and symptomatic hepatic injury and more rarely, cases
of liver failure, some leading to death or liver transplant, serious skin
reactions, severe neutropenia, thrombocytopenia, angioedema and allergic
reactions (including anaphylaxis). Other adverse reactions that have been

reported include malaise, fatigue, vomiting, arthralgia, myalgia, and hair loss.

Use in pregnancy & lactation

There are no adequate and well-controlled studies in pregnant women.
Because animal reproduction studies are not always predictive of human
response, and because treatment of onychomycosis can be postponed until
after pregnancy is completed, it is recommended that Terbinafine not be
initiated during pregnancy. After oral administration, Terbinafine is present in
breast milk of nursing mothers. Treatment with Terbinafine in not
recommended in nursing mothers.

Use in children and adolescents
The safety and efficacy of Terbinafine have not been established in pediatric
patients.

Drug interaction

a. With medicine: In vivo studies have shown that Terbinafine is an inhibitor
of the CYP450 2D6 isozyme. Drugs predominantly metabolized by the
CYP450 2D6 isozyme include the following drug classes: ftricyclic
antidepressants, selective serotonin reuptake inhibitors, beta-blockers,
antiarrhythmic class 1C (e.g., flecainide and propafenone) and monoamine
oxidase inhibitors Type B. Co-administration of Terbinafine should be done
with careful monitoring and may require a reduction in dose of the
2D6-metabolized drug.

b. With food and others: Terbinafine tablets may be taken with food or on an
empty stomach.

Overdose

Clinical experience regarding overdose with Terbinafine tablet is limited.
Doses up to 5 grams (20 times the therapeutic daily dose) have been taken
without inducing serious adverse reactions. The symptoms of overdose
included nausea, vomiting, abdominal pain, dizziness, rash, frequent
urination, and headache.

Storage
Store in a cool (below 30° C) and dry place, away from light. Keep out of the
reach of children.

Packing
Terbicon tablet: Each commercial box contains 12 tablets in Alu-Alu blister
pack.
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