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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: *'von ninn

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

[..]

Aqggression/agitation

Patients treated with antidepressants, including vortioxetine, may also experience feelings of
aggression, anger, agitation and irritability. Patient’s condition and disease status should be closely
monitored. Patients (and caregivers of patients) should be alerted to seek medical advice, if
aggressive/agitated behaviour emerges or aggravates.

[..]

Glaucoma

Mydriasis has been reported in association with use of antidepressants, including vortioxetine. This
mydriatic effect has the potential to narrow the eye angle resulting in increased intraocular pressure
and angle-closure glaucoma. Caution is advised when prescribing vortioxetine to patients with
increased intraocular pressure, or those at risk of acute narrow-angle glaucoma.

[...]

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Interference with urine drug screens

There have been reports of false positive results in urine enzyme immunoassays for methadone in
patients who have taken vortioxetine. Caution should be exercised in the interpretation of positive
urine drug screen results, and confirmation by an alternative analytical technique (e.g.,
chromatographic methods) should be considered.

4.8 Undesirable effects
[...]

SYSTEM ORGAN CLASS FREQUENCY ADVERSE REACTION
Psychiatric disorders Common Abnormal dreams
Not known * Insomnia
Not known * Agitation, aggression (see
section 4.4)
Eye disorders Rare Mydriasis (which may lead to
acute narrow angle glaucoma -
see section 4.4)

[

* Based on post-marketing cases



http://www.lundbeck.com/

Lundbeck Israel Ltd. ELIEJ

4 Simtat Hama'alot Tel: +9729 9716010
Ramat Hasharon Fax: +972 9 971 5601
Israel 47273 www.lundbeck.com

:0'NAD 0'9'Y0A PTIV PXY? 1I'7Vn

N9NN2A YIN'Y? NIYann NITNI'M NNATX

IN9IN'7 190 ,0i7'7021M2] 719N 119

[...]

NNN'S DX IN D'V DAXD 1Y'9IN DX .DAIRIRTA IR 'V NN YN'72 07 1aya )7 ANY'nvY IR 17 W' DX -
XOINN 7R M9 ,NYLWILN 'R 719'0N 17NN

0VY> ,LW-'X ,NI9FZIN 7W NIYINN DIINN DAl DN ,['VOZIX'ONII 771D ,]IND'T NITAN NIDNNA 79100 NNK TWND
X917 72 7V 190 ,722 NWN DX NI

[..]

NI'MSNN |2 NN
NIRXIN NYOIN7 DNA7 717V 0770112 N7'01 NIN'ION NPT NIV'YA ,0'NO0 '17'A7 |INY N7 T2 N2V NNX DX
NP N'O'YO0 NZYTA YXAT N ,WNINN DQTN OX L[ITRNA 7011 )1'R1 PN'Y DNNY [ITRNNY Dirarn

INi'? niyoin .4
[...]
10000 11imn o'wnnwn 1-10 2 niy'smw NiysIn (rare) NN 'KI7 NIYoIN
.(2 9o nXrY) NNIRIRA? [12'0n DX NI7YNY 0717V TWUK ,D1IIY'R N2ANN-
[...]
(DN DIMINA NINDY DX 1YN7 [N K7W NIYOIN) YT NI'R NINDY WK 'KXIT NIYOIN
[..]
NI'Y NIyon -
.(2 9o nx1) X9 7R 19 ,N7X 'RI7 NIYDINA NWN DX .NA9ZINI VPY-'R -



http://www.lundbeck.com/

