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Brintellix 5 mg, Brintellix 10 mg, Brintellix 15 mg, Brintellix 20 mg
film-coated tablets
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Active ingredient: ‘2'won minn

Vortioxetine ( as Hydrobromide )
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Brintellix is indicated for the treatment of major depressive episodes in adults.
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4.4 Special warnings and precautions for use

[...]

Serotonin Syndrome (SS) or Neuroleptic Malignant Syndrome (NMS)

Serotonin Syndrome (SS) or Neuroleptic Malignant Syndrome (NMS), potentially life-
threatening conditions, may occur with vortioxetine. The risk of SS or NMS is increased
with concomitant use of serotonergic-active substances (including opioids and triptans),
medicinal products that impair the metabolism of serotonin (including MAOISs),
antipsychotics, and other dopamine antagonists. Patients should be monitored for the
emergence of signs and symptoms of SS or NMS (see sections 4.3 and 4.5).

[.]

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Serotonergic medicinal products

Co-administration of medicinal products with serotonergic effect {e.g. opioids (includings;
tramadol) and triptans (including sumatriptan) and-ethertriptans) may lead to serotonin
syndrome (see section 4.4).

4.8 Undesirable effects

[.]

SYSTEM ORGAN CLASS FREQUENCY ADVERSE REACTION
Endocrine disorders Not known* Hyperprolactinaemia
Nervous system disorders Not known * Serotonin Syndrome
Headache
Skin and subcutaneous Common Pruritus, including pruritus
tissue disorders generalised
Hyperhidrosis

* Based on post-marketing cases
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