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Zyban is indicated as an aid to smoking cessation in combination with motivational support in
nicotine-dependent patients.
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4.4 Special Warnings and Precautions for Use

Serotonin Syndrome

There have been post-marketing reports of serotonin syndrome, a potentially life-threatening condition, when Zyban is co-
administered with a serotonergic agent, such as Selective Serotonin Reuptake Inhibitors (SSRI) or Serotonin Norepinephrine
Re-uptake Inhibitors (SNRIs) (see section 4.5). If concomitant treatment with other serotonergic agents is clinically
warranted, careful observation of the patient is advised, particularly during treatment initiation and dose increases.

Serotonin syndrome may include mental-status changes (e.g. agitation, hallucinations, coma), autonomic instability (e.qg.
tachycardia, labile blood pressure, hyperthermia), neuromuscular abnormalities (e.g. hyperreflexia, incoordination, rigidity),
and/or gastrointestinal symptoms (e.g. nausea, vomiting, diarrhoea). If serotonin syndrome is suspected, a dose reduction or
discontinuation of therapy should be considered depending on the severity of the symptoms.

4.5 Interaction with Other Medicinal Products and Other Forms of Interaction

There have been post-marketing reports of serotonin syndrome, a potentially life-threatening condition, when Zyban is co-
administered with a serotonergic agent, such as Selective Serotonin Reuptake Inhibitors (SSRI) or Serotonin Norepinephrine
Re-uptake Inhibitors (SNRIs) (see section 4.4).

Nervous system disorders Not Known Serotonin syndrome****

****Serotonin syndrome may occur as a consequence of an interaction between bupropion and a serotonergic medicinal
product such as Selective Serotonin Reuptake Inhibitors (SSRI) or Serotonin Norepinephrine Re-uptake Inhibitors (SNRI)

(see section 4.4).

Serotonin syndrome has also been reported.
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