urecarey

10% Urea

Composition:

Each 1 gm contains:

Active Ingredient: 100 mg Urea.

Inactive Ingredients: Cetyl alcohol, Cetostearyl alcohol, Spermaceti, Isopropyl
myristate,Sorbitan monostearate,polysorbate 60,Glycerin,Benzyl alcohol,Dibasic
sodium phosphate anhydrous, Citric acid anhydrous & water.

Dosage form:Topical cream.

Indications:

« Treatment of dry skin, eg. neurodermatitis , skin of the old age or ichthyosis as
well as an adjunct in corticosteroid.

« Excessive dryness of the skin eg. due to wind, sun, drying detergents and cleaning
agents.

Dosage / Instructions:

« In case of dry skin or ichthyosis, apply 1-2 times daily in a thin layer on the
affected parts and massage gently until absorbed.

« Urecare 10% Urea can also be used in children and adolescents. No limitation or
dose adjustment due to age are needed. Duration of use will be determined
individually and is not limited in time because the treatment of some conditions as
neurodermatitis usually require chronic therapy.

Contraindications:

« Do not use to treat acute skin inflammation and peeling. Do not apply over a large
area in patients with renal insufficiency.

« Urecare Cream should not be used in known hypersensitivity to any component.
Warnings and precautions:

« Avoid contact with eyes or mucous membranes.

« In renal failure, avoiding the application over a large area.

Interactions:

It can promote the release of active substances and other topical products and
accelerate their penetration into the skin. This phenomenon is well known for
corticosteroids, dithranol and fluorouracil.

Pregnancy / Lactation:

No controlled clinical trials conducted in pregnant women is available. There is no
adequate animal experiments on the impact on pregnancy, embryo development,
fetal development and / or postnatal development.

However, no evidence indicating a risk was observed when the external application
of urea during pregnancy or breastfeeding.

Effects on ability to drive and use machines: None known.

Side effects:Hypersensitivity reactions to components of the product or irritation of
the skin are possible when treating acute inflammatory skin conditions.

Properties / Effects:

Urecare has moisturizing, keratolytic, bacteriostatic and antipruritic. The capacity of
the stratum corneum to bind water increases, which has the effect of facilitating the
penetration of other active substances, thus increasing their effectiveness.
Pharmacokinetics:

Only a few percent of the amount of active ingredient applied are found in the
epidermis and dermis. The percentage pass into the bloodstream is excreted mainly
in urine and, to a lesser extent, in sweat.

Storage:

Storage temperature not exceeding 30°C.

Keep out of reach of children. Do not swallow.

Package:

Carton box containing aluminium tube of 30 gm with inner leaflet.

Manufacturd By:

Egyptian Group For Pharmaceutical Industries
‘ﬁ EGPI
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