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1 g of cream contains 10 mg of pimecrolimus.
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Elidel 1 % cream is indicated for the short-term treatment of the signs and symptoms of
atopic dermatitis (eczema) and intermittent long-term treatment to prevent progression to
flares in patients 3 months of age and above.

Treatment with Elidel is indicated in patients in whom the use of conventional topical
corticosteroids therapy is deemed inadvisable because of potential risks or in patients
who are not adequately responsive to or intolerant of conventional topical corticosteroids
therapy.
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4. CLINICAL PARTICULARS

4.3 Contraindications
Hypersensitivity to pimecrolimus, other macrolactams or to any of the excipients (see section
6.1).

4.4 Special warnings and precautions for use

Instruct patients not to smoke or go near naked flames - risk of severe burns. Fabric (clothing,
bedding, dressings etc.) that has been in contact with this product burns more easily and is a
serious fire hazard. Washing clothing and bedding may reduce product build-up but not totally
remove it.

Populations with potentially higher risk of systemic exposure.

In patients with severely inflamed and/or damaged skin, the systemic concentrations may be
higher.
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Elidel contains cetyl alcohol and stearyl alcohol which may cause local skin reactions (e.g.
contact dermatitis). Further Elidel also contains 10 mg benzyl alcohol per 1 g cream, which may
cause allergic reactions and mild local irritation. Elidel also contains 50 mg propylene glycol per
1 g cream which may cause skin irritation.

4.6 Fertility, pregnancy and lactation
Pregnancy

There are no adequate data from the use of pimecrolimus in pregnant women. Animal studies
using dermal application do not indicate direct or indirect harmful effects with respect to
embryonal/foetal development. Studies in animals after oral application have shown reproductive
toxicity (see section 5.3). Based on the minimal extent of pimecrolimus absorption after topical
application of pimecrolimus (see section 5.2), the potential risk for humans is considered limited.
However, pimecrolimus should not be used during pregnancy.
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