Lulinox®

Luliconazole INN 1%

Description: Lulinox® is a preparation of Luliconazole which is an azole
antifungal agent used to treat topical fungal infections.

Mode of action: Luliconazole is an antifungal that belongs to the azole class.
Although the exact mechanism of action against dermatophytes is unknown,
Luliconazole appears to inhibit ergosterol synthesis by inhibiting the enzyme
lanosterol demethylase. Inhibition of this enzyme’s activity by azole results in
decreased amounts of ergosterol, a constituent of fungal cell membranes and a
corresponding accumulation of lanosterol.

Composition: Lulinox® Cream: Each gram cream contains Luliconazole INN 10
mg.

Indications: Luliconazole cream is indicated for the topical treatment of
interdigital tinea pedis, tinea cruris and tinea corporis caused by the organisms
Trichophyton rubrum and Epidermophyton floccosum.

Dosage & Administration:

* Interdigital tinea pedis: A thin layer of Luliconazole Cream, 1% should be
applied to the affected area and approximately 1 inch of the immediate
surrounding area(s) once daily for 2 weeks.

e Tinea cruris or tinea corporis: Luliconazole Cream, 1% should be applied to the
affected area and approximately 1 inch of the immediate surrounding area(s)
once daily for 1 week.

Contraindications: Luliconazole cream is contraindicated in patients with a
history of hypersensitivity to Luliconazole.

Side Effects: The most common adverse reactions observed in clinical trials were
application site reactions which occurred in less than 1% of subjects.

Use in Pregnancy & Lactation: There are no adequate and well-controlled
studies of Luliconazole cream in pregnant women. Luliconazole cream should be
used during pregnancy only if the potential benefit justifies the potential risk to the
fetus.

It is not known whether Luliconazole is excreted in human milk. Because many
drugs are excreted in human milk, caution should be exercised when Luliconazole
cream is applied to women who are breastfeeding.

Precautions: For topical use only. Not for ophthalmic, oral or intravaginal use.

Drug Interaction: An in vivo study in adult subjects with moderate to severe
interdigital tinea pedis and tinea cruris showed that Luliconazole cream is mostly a
weak inhibitor of CYP2C19. In a separate trial in adolescent subjects with tinea
cruris, in vivo blood levels of Luliconazole cream were seen to approach those
levels sufficient to show moderate inhibition of CYP2C19.

Overdose: Luliconazole cream is not for oral use. If oral ingestion occurs, medical
advice should be sought.

Storage: Keep out of reach of children. Store in a dry place, below 25°C
temperature and protected from light.

Packaging: Lulinox® Cream: Each pack has a tube containing 30 gm cream.
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