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For the treatment of affective disorders characterized by persistent low mood,
impaired psychomotor atctivities and psychomatic complaints including
symptoms of depression.

Treatment of obsessive compulsive disorders (OCD).
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4.3 Contraindications
Favoxil tablets should not be used in combination with pimozide
4.4  Special warnings and precautions for use
Haematological disorders
There have been reports of the following haemorrhagic disorders: gastrointestinal
bleeding, gynaecological haemorrhage, SSRIs/SNRIs may increase the risk of
postpartum haemorrhage (see sections 4.6, 4.8), and other cutaneous or mucous

bleeding with SSRIs.

Compounds with narrow therapeutic index

Due to the narrow therapeutic index of pimozide and its known ability to prolong QT
interval, concomitant use of pimozide and fluvoxamine is contraindicated - see
section 4.3.

4.6 Fertility, pregnancy and lactation
Pregnancy
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Observational data indicate an increased risk (less than 2-fold) of postpartum
haemorrhage following SSRI/SNRI exposure within the month prior to birth (see
sections 4.4, 4.8).

4.8 Undesirable effects

MedDra system | Common Uncommon | Rare Very Frequency not
organ class rare known
Reproductive Abnormal Galactorrhoea Anorgasmia,
system and (delayed) menstrual
breast disorders ejaculation disorders (such

as amenorrhea,
hypomenorrhea,
metrorrhagia,
menorrhagia).
***postpartum
haemorrhage

*** This event has been reported for the therapeutic class of SSRIs/SNRIs (see
sections 4.4, 4.6).
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