MIADERMA

Anti Itch
Cream Baby

Medical Device c€

e To treat dry skin (xerosis) and relieve symptoms
of atopic dermatitis (dryness, redness, pruritus) in
babies and small children

¢ Free of perfume, colouring agents and preservatives,
parabens and mineral oils

¢ Free of cortisones and other hormones

General advise:

carefully read the instructions for use prior to using Anti Itch
Cream Baby, even if you used this medical device before.
The information may have been amended according to new
research and findings in the time since you opened your
last package. This medical device can be obtained without
a prescription. In spite of this, take care when using Anti Itch
Cream Baby in order to obtain a good result. Keep these
instructions for use in case you need to consult them again.

Application:

Anti ltch Cream Baby is a topical medical device for the
treatment of dry skin and for alleviating the symptoms of
atopic dermatitis, irritant contact dermatitis and other forms
of dermatosis in babies and small children. Atopic dermatitis
is a skin disease associated with dry skin and itchiness
(pruritus). Anti Itch Cream Baby alleviates itchiness and
soothes irritated skin.

The product contains three active ingredients:

ceramide NP, glycerine and olus (vegetable) oil. This
moisturising complex with caring and protective properties
helps to repair the barrier function of the skin, boosting
the barrier effect and offering physical protection against
irritants and allergens.

Instructions for use:

Anti Itch Cream Baby is for topical use with babies and
small children. The product should be applied to affected
areas two to three times a day for not more than 30 days.
Anti Itch Cream Baby is indicated for use as monotherapy
or adjunctive therapy in the management of xerosis, atopic
dermatitis, irritant contact dermatitis and other dermatoses
for patients of any age. As a monotherapy, it has been shown
effective for xerosis, for mild to moderate atopic dermatitis
and irritant contact dermatitis. It may also be used in
combination with standard topical or systemic therapy,
including topical corticosteroids, since it has no known drug
interactions.

Ingredients:
Aqua, Caprylic/Capric Triglyceride, Dicaprylyl Carbonate,
Polyglyceryl-2  Dipolyhydroxystearate, Glycerin, Behenyl

Alcohol, Olus Qil, Sodium Polyacrylate, Pentaerythrityl
Distearate, Panthenol, Phenethyl Alcohol, Pentylene
Glycol, Caprylyl Glycol, Butylene Glycol, Coco Caprylate,
Squalane, Lauryl Glucoside, Sodium Lauryl Glucose
Carboxylate, Allantoin, Hydrogenated Phosphatidylcholine,
Butyrospermum  Parkii  Butter, Tocopheryl acetate,
Hydroxyphenyl Propamidobenzoic Acid, Sodium Hyaluronate,
Ceramide NP and Ascorbyl Palmitate.

Content:
50 ml

Use during pregnancy and /or breastfeeding:
Anti Itch Cream Baby is not recommended in pregnant

or breastfeeding women due to a lack of adequate available

data.

Possible side effects:

Anti ltch Cream Baby is well tolerated and has few side
effects. Stinging, discomfort on application, mild or moderate
erythema, burning and pruritus could be adverse effects.

A Warnings:

o |f you experience allergic reactions, stop using Miaderma
Anti ltch Cream Baby;

e Keep out of reach of young children;

¢ Intended for external use only.

25°C  Method of storage:
/Hf Store at room temperature (5-25°C) in a dry,
5°C

dark place, in the original container and out
of reach of young children.

Medical device:
Anti Itch Cream Baby is a Class | medical device conform the
medical device directive 93/42/EEC.

g Expiry date:
For the expiry date please see the packaging. Do not
use Anti ltch Cream Baby after this date.

Date on which these instructions for use were last revised:
April 2019 ¢ 080055-v1.0

Peters Krizman AG
“ Schweizergasse 20
CH-8001 Zurich, CH

If you would like further information about

this product, please contact:

Miaderma Regulatory Services

Samuel Ryder House, Barling Way

Nuneaton, Warwickshire, CV10 7RH

United Kingdom

Telephone: +44 (0) 2476 215 400

Fax: +44 (0) 2476 215 452

Email: customerservices@hollandandbarrett.com
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