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Curatane 5 mg a"n 5 jorg
Curatane 10 mg a"n 10 juarrp
Curatane 20 mg a"n 20 jorrp
Curatane 30 mg a"n 30 jurrp
Curatane 40 mg a"n 40 joarrp
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For the treatment of severe cystic acne that does not respond to other treatment
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Isotretinoin 5/10/20/30/40 mg
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4.4 Special warnings and precautions for use
[...]

Pregnancy Prevention Programme

[...]

Prescribing and dispensing restrictions
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For those patients that are considered by the prescriber to have compelling reasons to
indicate that there is no risk of pregnancy, once stable on isotretinoin (after the first 1-
3 months), the prescription duration may be for longer than 30 days (up to 12 weeks).

[...]

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 isotretinoin (see section 4.8).

Patients, and where appropriate, parents or carers, must be counselled about the risk
of psychiatric adverse events with isotretinoin prior to prescription of isotretinoin, and
preferably prior to any referral that might include consideration of isotretinoin treatment.

All patients should have an assessment of their mental health before starting treatment
with isotretinoin and be assessed regularly during treatment for developing or
worsening psychiatric disorders. Particular care needs to be taken in patients with a
history of depression. Patients should be referred for appropriate psychiatric treatment
if necessary.

Discontinuation of isotretinoin may be insufficient to alleviate symptoms and therefore
further psychiatric or psychological evaluation may be necessary.

Awareness by family or friends may be useful to detect mental health deterioration.

Sexual disorders

Isotretinoin use may be associated with sexual dysfunction (see section 4.8). There
have been reports of long-lasting sexual dysfunction where the symptoms have
continued despite discontinuation of isotretinoin.

Patients, and where appropriate, parents or carers, must be counselled about the risk
of sexual dysfunction with isotretinoin prior to the prescribing decision, and ideally prior
to any referral that might include consideration of isotretinoin treatment. The age and
maturity of the patient should be taken into account in choosing the most appropriate
counselling approach, including giving the option to discuss without parents or carers
present where appropriate.

All patients should be asked about the presence of symptoms or signs of sexual
dysfunction prior to starting treatment with isotretinoin, and monitored for the
development of new sexual disorders during treatment.

Educational material
[...]

Full patient information about the teratogenic risk and the strict pregnancy prevention measures
as specified in the Pregnancy Prevention Programme should be given by the physician to all
patients, both male and female, persons of child-bearing potential (anyone who may be able to
get pregnant).

Furthermore, the educational material reinforces the warnings about the risks of isotretinoin,
including possible risks to mental health and sexual function.
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4.8 Undesirable Effects
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Table 1 Tabulated list of adverse reactions in patients treated with isotretinoin

System Organ (Very common Common Rare Very Rare Not known*

Class

Psychiatric Depression; Suicide;suicide Depression,

disorders depression attempt-suieidal  |depression
aegravated: ideation, psychotic |aggravated,
aggressive disorder, abnormal |[suicide, suicide
tendencies, behaviour attempt, suicidal
anxiety, mood ideation
alterations.

Reproductive Sexual

system and dysfunction

breast including

disorders erectile

dysfunction and
decreased libido,
gynaecomastia,
vulvovaginal
dryness, orgasm
abnormal,

genital

hypoaesthesia
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