Terfix

Terbinafine

Composition

Terfix 250 Tablet: Each tablet contains Terbinafine HCI USP equivalent to Terbinafine 250
mg.

Terfix Cream: Each gram cream contains Terbinafine HCI USP 10 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.
Terbinafine hydrochloride may be fungicidal.

Terbinafine has been shown to be active against most strains of the following
microorganisms: Trichophyton mentagrophytes, Trichophyton rubrum & Tinea sp.
Indications

Terfix Tablet is an antifungal indicated for the treatment of onychomycosis of the toenail or
fingernail due to dermatophytes (Tinea unguium)

* Tinea capitis

* Fungal infections of the skin for the treatment of tinea corporis, tinea cruris, tinea pedis,
and yeast infections of the skin caused by the genus Candida (e.g. Candida Albicans) Note:
Oral Terbinafine is not effective in Pityriasis versicolor. Terfix cream is Indicated for Yeast
infections of the skin principally caused by the genus Candida (e.g. Candida albicans)
Pityriasis (tinea) versicolor due to Pityrosporum orbiculare (also known as Malassezia furfur)
Dosage and administration

The duration of treatment varies according to the indication and severity of the infection. Use
of oral Terbinafine tablet in children above 2 years is well tolerated.

Adults: 250 mg once a day. Onychomycosis: For most patients, the duration of successful
treatment is 6-12 weeks. Fingernail onychomycosis: 6 (Six) weeks of therapy is usually
sufficient. Toenail onychomycosis: 12 (Twelve) weeks of therapy is sufficient in most
cases. Some patients with poor nail outgrowth may require longer treatment. The optimal
clinical effect is related to the period required for the outgrowth of healthy nail.

For treatment of Tinea Pedis: 2-6 weeks. Tinea corporis, Tinea cruris, Cutaneous
candidiasis: 2-4 weeks. Complete resolution of the signs and symptoms of infection may
not occur until several weeks after mycological cure.

Terfix cream can be applied once or twice daily (duration of treatment varies according to
the indication and the severity of infections). Cleanse and dry the affected areas thoroughly
before application of Cream. Apply the cream to the affected skin and surrounding area in
thin layer and rub in lightly. The likely durations of treatment are as follows: Tinea corporis,
cruris 1 to 2 weeks,

Tinea pedis 1 week, Cutaneous candidiasis 2 weeks, Pityriasis versicolor 2 weeks.
The clinical signs typically disappear in a few days. Irregular use or premature
discontinuation of treatment carries the risk of recurrence. After two weeks, the diagnosis
should be confirmed if there are no improvements.

Recommended duration of treatment in Hair and Scalp infections: Tinea capitis: 4 weeks
Contraindications

Terbinafine is contraindicated in individuals with a history of allergic reactions to the active
ingredient because of the risk of anaphylaxis.

Precautions

Pediatric Use: The safety and efficacy of Terbinafine has not been established in pediatric
patients with onychomycosis.

Geriatric Use

Terbinafine clinical experience has not identified differences in responses between the
elderly and younger patients. In general, dose selection for an elderly patient should be
cautious, usually starting at the low end of the dosing range.

Hepatotoxicity: Terbinafine is not recommended for patients with chronic or active liver
disease. Pre-existing liver disease should be assessed. Hepatotoxicity may occur in patients
with and without pre-existing liver disease and the patient's liver function should be
immediately evaluated.

Taste disturbance: Taste disturbance, including taste loss, has been reported with the use
of Terbinafine. It can be severe enough to result in decreased food intake, weight loss, and
depressive symptoms. If symptoms of a taste disturbance occur, Terbinafine should be
discontinued.

Smell disturbance:

Smell disturbance, including loss of smell, has been reported with the use of Terbinafine. If
symptoms of a smell disturbance occur, Terbinafine should be discontinued.

Side Effects

The most common side effects of Terbinafine include: headache, diarrhea, rash, dyspepsia,
liver enzyme abnormalities, pruritus, taste disturbance, nausea, abdominal pain and
flatulence.

Pregnancy & lactation

Terbinafine is not recommended to use during pregnancy.

Terbinafine is excreted in the breast milk of lactating mother. Breastfeeding is not
recommended for women taking Terbinafine.

Drug Interactions

Terbinafine is an inhibitor of CYP4502D6 isozyme and has an effect on metabolism of
Desipramine, Cimetidine, Fluconazole, Cyclosporine, Rifampin & Caffeine.

Overdose

Doses up to 5g have been taken without inducing serious adverse reactions. The symptoms
of overdose included nausea, vomiting, abdominal pain, dizziness, rash, frequent urination,
headache etc.

Storage

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

Terfix 250 Tablet (10s): Each box contains 10 Tablets (1 x 10's) in blister pack.

Terfix Cream: Each lami-tube contains 15 gm Cream.

@g°  Manufactured by:
db DBL Pharmaceuticals Limited C: 10400443
~A 4} Surabari, Kashimpur, Gazipur, Bangladesh www.dbl-pharma.com
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