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4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

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.

4.5 Interaction with other medicinal products and other forms of interaction
Combinations requiring caution

Phenytoin: Use with triptans carries the additional risk of coronary vasoconstriction and
hypertension.

Other drugs metabolised by CYP2D6: Fluoxetine is a strong inhibitor of CYP2D6 enzyme,
therefore concomitant therapy with drugs also metabolised by this enzyme system may lead
to drug interactions, notably those having a narrow therapeutic index (such as flecainide,
encainide...)

4.8 Undesirable effects
b. Tabulated list of adverse reactions

Nervous system disorders
Not Known: Hypoesthesia.

Respiratory, thoracic and mediastinal disorders
Uncommon (=1/1,000 to <1/100): Dysphonia.

Skin and subcutaneous tissue disorders
Not Known: Erythromelalgia.

Investigations
Uncommon (=1/1,000 to <1/100): Abnormal liver function tests.

4.9 Overdose

Symptoms

Rarely features of the “serotonin syndrome” may occur. This includes alteration of mental
status’ neuromuscular hyperactivity and autonomic instability. There may be hyperpyrexia and
elevation of serum creatine kinase. Rhabdomyolysis is rare.



