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ADAFRIN CREAM
136-13-30260-00 -1.n

CREAM :pa'm naix
ADAPALENE 0.1 %w/w :'7'y9 Wnin
N'1NN
For the cutaneous treatment of acne vulgaris, where comedones, papules and postules
predominate.

Acne of the face, chest or back is appropriate for treatment.
The treatment is limited up to six months in adolescents over 12 years.
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4.4 Special warnings and precautions for use

If a reaction suggesting sensitivity or severe irritation occurs, use of the medication
should be discontinued. If the degree of local irritation warrants, patients should be
directed to use the medication less frequently, to discontinue use temporarily until
symptoms subside or to discontinue use altogether. Adaferin Cream should not come
into contact with the eyes, mouth, angles of the nose or mucous membranes.

[...]

4.6 Fertility, pregnancy and lactation
Pregnancy:

Adaferin is contraindicated (see section 4.3) in pregnancy, or in women planning a
pregnancy. Animal studies by the oral route have shown reproductive toxicity at high
systemic exposure (see section 5.3). Clinical experience with locally applied
adapalene in pregnancy is limited but the few available data do not indicate harmful
effects on pregnancy or on the health of the foetus exposed in early pregnancy. Due
to the limited available data and because a very weak cutaneous passage of
adapalene is possible, Adaferin should not be used during pregnancy. If the product
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is used during pregnancy, or if the patient becomes pregnant while taking this drug,
treatment should be discontinued.
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6.4 Special precautions for storage
Store below 25°C.

Use within 4 months after first opening but no later than the expiry date marked on
the package.
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