Pelelisa cen

Tapinarof 1%

2655

Presentation
Pelelisa™ Cream: Each gram cream contains Tapinarof INN 10 mg.

Description

Tapinarof cream contains Tapinarof as the active ingredient. Tapinarof is an Aryl
Hydrocarbon Receptor (AhR) agonist. The specific mechanisms by which Pelelisa cream
exerts its therapeutic action in psoriasis & atopic dermatitis patients are unknown. But it is a
hypothesis that Tapinarof cream binds to and activates AhR, inducing gene expression,
resulting the downregulation of pro-inflammatory cytokines, including IL - 17, 13 & 4, which
is involved in the pathogenesis of psoriasis & atopic dermatitis. This leads to an overall
decrease in skin inflammation.

Indications
Tapinarof cream is indicated for the topical treatment of plaque psoriasis in adult & atopic
dermatitis in paediatric patients 2 years of age & older.

Dosage and Administration

Apply a thin layer of Tapinarof cream to affected areas once daily. Wash hands after
application, unless Tapinarof cream is for treatment of the hands. Tapinarof cream is not for
oral, ophthalmic, or intravaginal use.

Side Effects
In plaque psoriasis, the most common adverse reactions (incidence = 1%) were folliculitis,
nasopharyngitis, contact dermatitis, headache, pruritus, and influenza.

In atopic dermatitis, the most common adverse reactions (incidence = 1%) were upper
respiratory tract infection, folliculitis, lower respiratory tract infection, headache, asthma,
vomiting, ear infection, pain in extremity, and abdominal pain.

Warning & Precaution

For external use only. Avoid use in eyes, oral or intravaginal use.

If there is any unusual allergic reaction with the use of Tapinarof then treatment should be
discontinued and appropriate therapy should be instituted.

Contraindication
This medication is contraindicated in case of hypersensitivity to any of the ingredients.

Use in Pregnancy & Lactation

The available data on Tapinarof cream use in pregnant women are insufficient to evaluate
for a drug-associated risk of major birth defects, miscarriage, or other adverse maternal or
fetal outcomes. In animal study no significant adverse effect is found.

No data are available regarding the presence of tapinarof in human milk or the effects of
tapinarof on the breastfed infant, or on milk production.

Use in Children

Safety and efficacy of Tapinarof cream have not been established in pediatric subjects with
psoriasis under 18 years of age. For treatment of atopic dermatitis have been establishd in
pediatric patients 2 years of age and older.

Use in Geriatric group
No overall differences in efficacy, safety, or tolerability were observed in elderly subjects
during clinical trials.

Drug Interactions
No known interactions have been reported with other medicines.

Overdose
This medicine may be harmful if accidentally swallow. If someone has overdosed (oral)
should seek medical attention.

Storage
Do not store above 30°C. Keep away from light and out of the reach of children.

Commercial pack

Pelelisa™ Cream: Each tube contains 30 gm Cream.

Manufactured by )
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