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For use in adults who have severe chronic hand eczema that is unresponsive to treatment with
potent topical corticosteroids.

Patients in whom the eczema has predominantly hyperkeratotic features are more likely to
respond to treatment than in those in whom the eczema predominantly presents as pompholyx.
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4.4 Special warnings and precautions for use

Teratogenic effects

Toctino is a powerful human teratogen inducing a high frequency of severe and life threatening birth defects.
Toctino is strictly contraindicated in:

- Pregnant women

- Women of childbearing potential unless all of the conditions of the Pregnancv Prevention Programme are met

Pregnancy Prevention Programme

o She understands and accepts the need for effective contraception, without interruption, 1 month before starting
treatment, throughout the entire duration of treatment and for 1 month after the end of treatment. At least one and
preferablyhighly effective method of contraception (i.e. a user-independent form) or two complementary user-
dependent forms of contraception including-a-barriermethed-should be used.

) Individual circumstances should be evaluated in each case, when choosing the contraception method, involving
the patient in the discussion, to guarantee her engagement and compliance with the chosen measures.

If pregnancy occurs in a woman treated with Toctino, treatment must be stopped and the patient should be referred to
a physician specialised or experienced in teratology for evaluation and advice.

If pregnancy occurs after stopping treatment there remains a risk of severe and serious malformation of the foetus. The
risk persists until the product has been completely eliminated, which is within one month following the end of treatment.

Pregnancy testing

Prior to starting therapy

At least one month after the patient has started using contraception, and shortly (preferably a few days) prior to the first
prescription, the patient should undergo a medically supervised pregnancy test

End of treatment
Five-weeks1 month after stopping treatment, women should undergo a final pregnancy test-te-exclude-preghranecy.

Prescribing and dispensing restrictions
Preseriptions-of alitretineinforFor women of childbearing potential, the prescription duration of alitretinoin should ideally
be limited to 0 days ef—t%ea%mentln order to support regular follow up, including pregnancy testing and eentinuation-of

momtorlng Ideally, pregnancy testlng, |ssumg a prescrlptlon and dlspensmg of
alitretinoin should occur on the same day.

of the prescription.
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This monthly follow-up will allow ensuring that reqular pregnancy testing and monitoring is performed and that the patient
is not pregnant before receiving the next cycle of medication.

Psychiatric disorders
Depression, depression aggravated, anxiety, aggressive tendencies, mood alterations, psychotic symptoms, and very

rarely, suicidal ideation, suicide attempts and suicide have been reported in patients treated with systemic retinoids,
including alitretinoin (see section 4.8). ThereforeprierParticular care needs to be taken in patients with a history of
depression and all patients should be monitored for signs of depression and referred for appropriate treatment if

necessary.

48 Undesirable effects

Rare Very Rare Unknown
(=2 1/10,000 < 1/1000) (<1/10000)
Psychiatric | Depression, depression aggravated, | Suicide, suicide attempt, suicidall Meed—changes;
disorders aggressive tendencies, anxiety, mood | ideation, psychotic disorder, abnormal suicidalideation
alterations behaviour
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