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Brintellix 5 mg, Brintellix 10 mg, Brintellix 15 mg, Brintellix 20 mg
film-coated tablets
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Vortioxetine ( as Hydrobromide )

D'WONY MYIRAN NINNN

Brintellix is indicated for the treatment of major depressive episodes in adults.
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4.5 Interaction with other medicinal products and other forms of interaction

[...]

Interactions in CYP2D6 poor metabolisers

Co-administration of strong inhibitors of CYP3A4 (such as itraconazol, voriconazole,
clarithromycin, telithromycin, nefazodone, conivaptan and many of the HIV protease inhibitors) and
inhibitors of CYP2C9 (such as fluconazole and amiodarone) to CYP2D6 poor metabolisers (see
section 5.2) has not been investigated specifically, but it is anticipated that it will lead to a more
marked increased exposure of vortioxetine in these patients as compared to the moderate effect
described above.

Depending on individual patient response, a lower dose of vortioxetine may be considered if a strong
inhibitor of CYP3A4 or CYP2C9 is co-administered in CYP2D6 poor metabolisers.
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4.7 Effects on ability to drive and use machines

Brintellix has no or negligible influence on the ability to drive and use machines. However, as
adverse reactions such as dizziness have been reported, patients should exercise caution when
driving or operating hazardous machinery, especially when starting treatment with vortioxetine or

when changing the dose.

4.8 Undesirable effects
[...]

SYSTEM ORGAN CLASS FREQUENCY ADVERSE REACTION
Metabolism and nutrition Common Decreased-appetite
disorders Not known * Hyponatraemia
Psychiatric disorders Common Abnormal dreams
ecopanen g
Nervous system disorders Common Dizziness
Not known *Unknown Serotonin Syndrome
Vascular disorders Uncommon Flushing
Gastrointestinal disorders Very common Nausea
Common Diarrhoea,
Constipation,
Vomiting
Skin and subcutaneous tissue Common Pruritus, including pruritus
disorders generalised Generalised
Pruritys
Uncommon Night sweats
Not known * Angioedema, Urticaria

* Based on post-marketing cases

[...]
4.9 Overdose

[...]

Post-marketing experience mainly concerns vortioxetine overdoses of up to 80 mg. In the majority of

cases, no symptoms or mild symptoms were reported. The most frequently reported symptoms were

nausea and vomiting.

There is limited experience with vortioxetine overdoses above 80 mg. Following dosages several
fold higher than the therapeutic dose range, events of seizure and serotonin syndrome have been

reported.

[...]
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6.6 Special precautions for disposal
This medicinal product may pose a risk to the environment (see section 5.3).
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