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4.3 Contraindications

[...]

Some cases presented with features resembling serotonin syndrome.

[...]

Citalopram is contraindicated together with medicinal products that are known to prolong the QT-interval (see
section 4.5).

4.4 Special warnings and precautions for use

L]

Angle-closure Glaucoma

SSRIs including citalopram may have an effect on pupil size resulting in mydriasis. This mydriatic
effect has the potential to narrow the eye angle resulting in increased intraocular pressure and
angle-closure glaucoma, especially in patients pre-disposed. Citalopram should therefore be used
with caution in patients with angle-closure glaucoma or history of glaucoma.

Haemorrhage
[...]

SSRIs/SNRIs may increase the risk of postpartum haemorrhage (see sections 4.6, 4.8).

L]

Sexual dysfunction

Selective serotonin reuptake inhibitors (SSRIs/serotonin norepinephrine reuptake inhibitors (SNRIs) may cause
symptoms of sexual dysfunction (see section 4.8). There have been reports of long-lasting sexual dysfunction
where the symptoms have continued despite discontinuation of SSRIs/SNRI.

QT-interval prolongation

[...]

ECG monitoring may be advisable in case of overdose or conditions of altered metabolism with increased peak
levels, e.g. liver impairment.

L]

4.5 Interaction with other medicinal products and other forms of interaction
QT interval prolongation

co-administration of citalopram with medicinal products that prolong the QT interval,
[...], is contraindicated.

Medicinal products inducing hypokalaemia/hypomagnesaemia

Caution is warranted for concomitant use of hypokalaemia- / hypomagnesaemia- inducing
medicinal products as these conditions increase the risk of malignant arrhythmias.

Cimetidine

L]

Co-administration of escitalopram (the active enantiomer of citalopram) with omeprazole 30 mg
once daily (a CYP2C19 inhibitor) resulted in moderate (approximately 50%) increase in the
plasma concentrations of escitalopram.

Thus, caution should be exercised when used concomitantly with CYP2C19 inhibitors (e.g.
omeprazole, esomeprazole, fluconazole, fluvoxamine, lansoprazole, ticlopidine) or cimetidine. A
reduction in the dose of citalopram may be necessary based on monitoring of side effects during
concomitant treatment (see section 4.4).

4.6 Fertility, pregnancy and lactation

Pregnancy

[...]

The following symptoms may occur in the neonates after maternal SSRI/SNRI use in later stages of
pregnancy: respiratory distress, cyanosis, apnoea, seizures, temperature instability, feeding difficulty, vomiting,

[.]

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).

Breast-feeding
[...]

If treatment with citalopram is considered necessary, discontinuation

considered.

4.8 Undesirable effects
[]

of breast feeding should be

System organ class Frequency Undesirable effect
Psychiatric disorders Very common Sleep disorder
Common [...] apathy
Uncommon [...]libido increased
Nervous system disorders Very common [...]Jheadache
Common [...Jmigraine, amnesia
Eye disorders Uncommon Mydriasis (which may lead to
acute narrow angle glaucoma),
see section 4.4 Special
warnings and precautions for
use
Cardiac disorders Common Palpitations
Respiratory thoracic and Common Yawning, rhinitis
mediastinal disorders .
Rare Coughing
Common Diarrhoea, vomiting,
Gastrointestinal disorders constipation, dyspepsia,
abdominal pain, flatulence,
salivary hypersecretion
Reproductive system and breast Not known Female: Metrorrhagia,
disorders postpartum
haemorrhage?
[...]
General disorders and Very common Asthenia

administration site conditions

Rare

Pyrexia, malaise

L]

IThis event has been reported for the therapeutic class of SSRIs/SNRIs (see sections 4.4

and 4.6).
[...]
4.9 Overdose

Toxicity
[...]

The effects may be potentiated by alcohol taken at the same time. Potential interaction with TCAs, MAOIs and

other SSRIs.
Symptoms

[...], hyperpyrexia, and atrial and ventricular arrhythmia.

ECG changes including nodal rhythm, prolonged QT intervals and wide QRS complexes may
occur. Fatalities have been reported.

Prolonged bradycardia with severe hypotension and syncope has also been reported.

Rarely, features of the "serotonin syndrome" may occur in severe poisoning. This includes
alteration of mental status, neuromuscular hyperactivity and autonomic instability. There may be
hyperpyrexia and elevation of serum creatine kinase. Rhabdomyolysis is rare.




Treatment
[...]JTreatment should [...] include the maintenance of a clear airway [...]

Control convulsions with intravenous diazepam if they are frequent or prolonged.
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