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Quetiapine (As fumarate) 25mg, 100mg, 200mg, 300mg

Seroquel is indicated for:
- Treatment of schizophrenia.
- Treatment of manic episodes associated with bipolar disorder.

- Treatment of major depressive episodes in bipolar disorder.
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4.4 Special warnings and precautions for use

A population-based retrospective study of quetiapine for the treatment of patients
with major depressive disorder showed an increased risk of self-harm and suicide in
patients aged 25 to 64 years without a history of self-harm during use of quetiapine
with other antidepressants.

Metabolic risk

Given the observed risk for worsening of their metabolic profile, including changes in
weight, blood glucose (see hyperglycaemia) and lipids, which was seen in clinical
studies, patients’ metabolic parameters should be assessed at the time of treatment
initiation and changes in these parameters should be regularly controlled for during the
course of treatment. Worsening in these parameters should be managed as clinically
appropriate (see also section 4.8).

Extrapyramidal symptoms

In placebo controlled clinical trials of adult patients quetiapine was associated with an
increased incidence of extrapyramidal symptoms (EPS) compared to placebo in
patients treated for major depressive episodes in bipolar disorder (see sections 4.8 and

5.1).




The use of quetiapine has been associated with the development of akathisia,
characterised by a subjectively unpleasant or distressing restlessness and need to
move often accompanied by an inability to sit or stand still. This is most likely to
occur within the first few weeks of treatment. In patients who develop these

symptoms, increasing the dose may be detrimental.

Severe Cutaneous Adverse Reactions

Severe cutaneous adverse reactions (SCARS), including Stevens-Johnson syndrome
(SJS), toxic epidermal necrolysis (TEN) and drug reaction with eosinophilia and
systemic symptoms (DRESS) which can be life-threatening or fatal have been reported
very rarely with quetiapine treatment. SCARs commonly present as a combination of
the following symptoms: extensive cutaneous rash or exfoliative dermatitis, fever,
lymphadenopathy and possible eosinophilia. If signs and symptoms suggestive of these
severe skin reactions appear, quetiapine should be withdrawn immediately and
alternative treatment should be considered.

Elderly patients with Parkinson’s disease (PD)/parkinsonism

A population-based retrospective study of quetiapine for the treatment of patients with
MDD, showed an increased risk of death during use of quetiapine in patients aged >65
years. This association was not present when patients with PD were removed from the
analysis. Caution should be exercised if quetiapine is prescribed to elderly patients
with PD.

Misuse and abuse
Cases of misuse and abuse have been reported. Caution may be needed when
prescribing quetiapine to patients with a history of alcohol or drug abuse.

4.8 Undesirable effects
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