115 mm X 160 mm

Achev’

Clascoterone INN 1%

Composition
Acnev® cream: Each gram cream contains Clascoterone INN 10 mg.

Pharmacology
Acnev® is a preparation of Clascoterone, an androgen receptor inhibitor, in a cream base for topical dermatologic
use. The mechanism of action of this cream for the topical treatment of acne vulgaris is unknown.

Indication
Acnev® is indicated for the topical treatment of acne vulgaris in patients 12 years of age and older.

Dose and administration

Route of administration: Acnev® is for topical use only. It is not for ophthalmic, oral or vaginal use.

Cleanse the affected area gently. After the skin is dry, apply a thin uniform layer of Acnev® cream twice per day, in
the morning and the evening, to the affected area. Avoid accidental transfer of the cream into eyes, mouth or other
mucous membranes. If contact with mucous membranes occurs, rinse thoroughly with water.

Contraindication
Clascoterone is contraindicated in patients with known hypersensitivity to it or any other components of this product.

Warning and precaution

Clascoterone may induce local irritation. It should not be applied to cuts, abrasions, eczematous or sunburned skin.
Hypothalamic-pituitary-adrenal (HPA) axis suppression was observed and may occur during or after treatment with
clascoterone. If HPA axis suppression develops, an attempt should be made to withdraw the drug. Conditions which
augment systemic absorption include use over large surface areas, prolonged use and the use of occlusive dressings.
Pediatric patients may be more susceptible to systemic toxicity.

Side effects
The most common side effects are erythema/redness, scaling/dryness, pruritus, stinging/burning and edema.

Use in pregnancy and lactation

Pregnancy: There are no available data on use of clascoterone in pregnant women to evaluate for a drug-associated
risk of major birth defects, miscarriage or adverse maternal or fetal outcomes.

Lactation: The developmental and health benefits of breastfeeding should be considered along with the mother's
clinical need for clascoterone and any potential adverse effects on the breastfed child from it or from the underlying
maternal condition.

Use in children and adolescents
Safety and effectiveness has not been established in pediatric patients under 12 years of age.

Drug interaction

Drug interaction with medication: Concomitant use with other potentially irritating topical products (medicated or
abrasive soaps and cleansers, soaps and cosmetics that have a strong drying effect and products with high
concentrations of alcohol, astringents, spices or lime) should be limited.

Drug interaction with food and others: Not applicable.

Overdose
There is no information available on overdose.

Storage
Keep away from the reach of children. Store in a refrigerator at 2° C to 8° C. Do not freeze & protect from light. During
use store the product at room temperature (below 25° C) and discard unused portion, 30 days after first opening.

Packing
Acnev® cream: Tube of 10 g.
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