
Lundbeck Israel Ltd.     

 
11 Galgaley Haplada 

P.O.B. 13105                 Tel:   + 972 3 910 0100 

Herzliya                  

Israel 4672211                            www.lundbeck.com 

  

  
  

 

 

 
 

 

 

 
        y ʡʥʨʷʥʠ 2023 

 ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ 
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 ʭʩʸʩʹʫʺʤ ʸʥʡʲ ʯʫʸʶʬʥ ʠפʥʸʬ ʭʩʰʥʬʲ ʯʥʫʣʲ :ʯʥʣʰʤ 

 
Brintellix 5 mg,  Brintellix 10 mg, Brintellix 15 mg, Brintellix 20 mg 

film-coated tablets 
 

 ʱʷʩʬʨʰʩʸʡ5   ʱʷʩʬʨʰʩʸʡ ,ʢ"ʮ10   ʱʷʩʬʨʰʩʸʡ ,ʢ"ʮ15   ʱʷʩʬʨʰʩʸʡ ʥ ʢ"ʮ20   ʢ"ʮ 
  ̋ ʥפʥʶʮ ʺʥʩʬʡʨ 

 
 

               :ʬʩʲʴʤ ʸʮʥʧʤActive ingredient:                                                                                  

                                                                                                                                                  

 

Vortioxetine ( as Hydrobromide ) 

 :ʸʩʹʫʺʬ ʺʸʹʥʠʮʤ ʤʩʥʥʺʤʤ 

 

Brintellix is indicated for the treatment of major depressive episodes in adults. 

 
 

 ʷʡʣʰʥʬ ʺʸʡʧ  ʮ"ʲʡ ʬʠʸʹʩ hʩʸʡ ʩʸʩʹʫʺ ʬʹ ʯʫʸʶʬʥ ʠʴʥʸʬ ʭʩʰʥʬʲʤ ʩʫ ʲʩʣʥʤʬ ʺʹʷʡʮ  ʥʰʫʣʥʲ ʱʷʩʬʨ         

ʡʸʡʥʨʷʥʠ 2023.   

  ʤʸʮʧʤ ʤʥʥʤʮʤ ʯʥʫʣʲ ʤʹʲʰ ʭʤʡ ʭʩʴʩʲʱ ʭʩʰʩʥʶʮ ʥʦ ʤʲʣʥʤʡ-  ʹʢʣʥʮʡʥʤʶʡ .   ʥʷʡ ʯʮʥʱʮ ʷʧʮʰʹ ʨʱʷʨ

( ʤʶʥʧ ʨʱʷʨ( ʲʡʶʡ ʯʮʥʱʮ ʳʱʥʤʹ ʨʱʷʨ ,) ʨʱʷʨ .) 

ʤ ʭʩʥʥʤʮ ʭʰʩʠʹ ʭʩʴʱʥʰ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ  ʭʩʰʥʬʲʡ .ʺʥʸʮʧ 

 ʭʥʱʸʴʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤ  ʠʮʡʸʢ ʺʥʴʥʸʺʤ ʸʺʠʡʹ  ʣʸʹʮ ʬʹ ʨʰʸʨʰʩʠʤ   ʺʥʠʩʸʡʤ  ʭʬʡʷʬ ʯʺʩʰʥ
 :ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰʴ ʩ"ʲ ʭʩʱʴʣʥʮ ʤʣʬʴʤ ʩʬʢʬʢ ,ʮ"ʲʡ ʬʠʸʹʩ ʷʡʣʰʥʬ11 .ʣ.ʺ ,  13105  ʤʩʬʶʸʤ ,

4672211  . 
 

 ,ʡʸ ʣʥʡʫʡ 
 

 ʭʩʰʥʬʱ ʤʷʡʸ 
 ʤʰʥʮʮ ʺʧʷʥʸ 

 ʮ"ʲʡ ʬʠʸʹʩ ʷʡʣʰʥʬ 
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ʸʬ ʯʥʬʲʤʯʫʣʥʲ ʠפʥ  :ʭʩʠʡʤ ʭʩפʩʲʱʡ   
 
 

4.2 Posology and method of administration 
[…] 
 

Treatment discontinuation 

Patients treated with vortioxetine can abruptly stop taking the medicinal product without 

the need for a gradual reduction in dose (see section 5.1). 

A gradual reduction in dosage may be considered to avoid the occurrence of 

discontinuation symptoms (see section 4.8). However, there is insufficient data to provide 

specific recommendations for a tapering schedule for patients treated with Brintellix. 
 

 
4.8 Undesirable effects 
[…] 
 

Tabulated list of adverse reactions  

 

Adverse reactions are listed below using the following convention: very common (≥1/10); 
common (≥1/100 to <1/10); uncommon (≥1/1,000 to <1/100); rare (≥1/10,000 to <1/1,000); 
very rare (<1/10,000), not known (cannot be estimated from the available data).  

 The list is based on information from clinical trials and post-marketing experience. 

 
SYSTEM ORGAN CLASS FREQUENCY ADVERSE REACTION 

[…] […] […] 

Endocrine disorders Not known* Hyperprolactinaemia, 

in some cases associated with 

galactorrhea 

Nervous system disorders Common Dizziness 

Uncommon Tremor 

Not known * Serotonin Syndrome,  

Headache, 

Akathisia, 

Bruxism, 

Trismus, 

Restless leg syndrome 

Eye disorders Uncommon Blurred vision 

Rare  Mydriasis (which may lead to 

acute narrow angle glaucoma - 

see section 4.4) 

Gastrointestinal disorders Very common Nausea 

Common Diarrhoea, 

Constipation, 

Vomiting, 

Dyspepsia 



 

 
 
 
 
 
 
 

General disorder and 

administration site conditions 

Not known* 

 

Discontinuation syndrome 

[…] […] […] 

* Based on post-marketing cases 
 

Description of selected adverse reactions 

[…] 

 

Sexual dysfunction 

In clinical studies, sexual dysfunction was assessed using the Arizona Sexual Experience 

Scale (ASEX). Doses of 5 to 15 mg showed no difference to placebo. However, the 20 mg 

dose of vortioxetine was associated with an increase in  sexual dysfunction (TESD)(see 

section 5.1) . 

In the post-marketing setting cases of sexual dysfunction have also been reported with 

doses of vortioxetine below 20 mg. 

 

[…] 

 

Symptoms upon discontinuation of vortioxetine treatment 

In the clinical studies, discontinuation symptoms were systematically evaluated following 

abrupt cessation of vortioxetine treatment. There was no clinically relevant difference to 

placebo in the incidence or nature of the discontinuation symptoms after treatment with 

vortioxetine (see section 5.1). Cases describing discontinuation symptoms have been 

reported in the post-marketing setting and have included symptoms such as dizziness, 

headache, sensory disturbances (including paraesthesia, electric shock sensations), sleep 

disturbances (including insomnia), nausea and/or vomiting, anxiety, irritability, agitation, 

fatigue and tremor. These symptoms may occur within the first week of vortioxetine 

discontinuation. 

 
 

 
ʯʫʣʥʲ ʯʫʸʶʬ ʯʥʬʲʤ   :ʭʩʠʡʤ ʭʩפʩʲʱʡ 

 
3.  ?ʤפʥʸʺʡ ʹʮʺʹʺ ʣʶʩʫ 

 ]...[ 
ʤפʥʸʺʤ ʺʬʩʨʰ ʺʠ ʷʩʱפʮ ʤʺʠ ʭʠ 

 .ʠʴʥʸʤ ʭʲ ʺʥʶʲʩʩʺʤ ʠʬʬ ʤʴʥʸʺʡ ʬʥʴʩʨʤ ʷʩʱʴʤʬ ʯʩʠ ,ʪʺʥʠʩʸʡ ʡʶʮʡ ʸʥʴʩʹ ʬʧ ʭʠ ʭʢ 
 ʺʣʸʥʤ ʬʲ ʨʩʬʧʩ ʠʴʥʸʤʥ ʯʫʺʩ ʯʥʰʩʮ  .ʯʩʨʥʬʧʬ ʤʺʥʠ ʬʥʨʩʬ ʷʩʱʴʺʹ ʩʰʴʬ ʪʬʹ ʤʴʥʸʺʤ 

 
ʭʩʬʴʥʨʮ  ʤʮʫ  ʥʷʩʱʴʤ  ʸʹʠ    ʤʴʥʸʺʤ  ʺʬʩʨʰ  ʺʠʠʸ  ʩʡʠʫ  ,ʺʥʸʥʧʸʧʱ  ʯʥʢʫ  ʭʩʰʩʮʱʺ  ʥʥʧ  ,ʹ  ʥʮʫ  ʵʥʶʷʲ  ʬʹ  ʺʥʹʥʧʺ

ʭʸʦ  ʺʩʥʮʣ  ʤʹʥʧʺ  ʥʠ  ʺʥʫʩʱ  ʺʸʩʷʣ-  )ʹʠʸʡ  ʣʧʥʩʮʡ(  ʩʬʮʹʧ  ʺʹʥʧʺ  ,ʤʠʷʤ  ʥʠ  ʤʬʩʧʡ  ʺʹʥʧʺ  ,ʯʥʹʩʬ  ʺʬʥʫʩ  ʩʠ  ,
  ,ʤʣʸʧ  ʥʠ  ʨʷʹ  ʩʠ  ʭʩʬʥʬʲ  ʤʬʠ  ʭʩʰʩʮʱʺ  .ʣʲʸ  ʥʠ  ʺʥʴʩʩʲ  ,ʤʧʥʰʮ  ʸʱʥʧʤʬ  ʲʥʡʹʤ  ʪʬʤʮʡ  ʲʩʴʥ  ʸʧʠʬʹ  ʯʥʹʠʸʤ

 .ʱʷʩʬʨʰʩʸʡ ʺʬʩʨʰ ʺʷʱʴʤ 
 ]...[ 

 
4ʩʠʥʥʬ ʺʥʲפʥʺ .  : 

 ]...[ 
 

( ʺʥʧʩʫʹ ʩʠʥʥʬ ʺʥʲפʥʺcommon)  ʡ ʺʥʲʩʴʥʮʹ ʺʥʲʴʥʺ10 -  1   ʪʥʺʮ ʭʩʹʮʺʹʮ100 



 

 
 
 
 
 
 
 

-   ʤʠʷʤ ,ʺʥʸʩʶʲ ,ʬʥʹʬʹ 
-   ̋ ʸʥʧʸʧʱ 
-  r ʥʢʤ ʬʫʡ ʵʥʶʷʲ 
-  ʭʩʩʬʮʸʥʰ ʠʬ ʺʥʮʥʬʧ 
-  ʤʡʥʸʮ ʤʲʦʤ 
-ʷ ʬʥʫʩʲ ʩʩʹ 
 

ʥʺ ʺʥʧʩʫʹ ʯʰʩʠʹ ʩʠʥʥʬ ʺʥʲפ(uncommon)  ʡ ʺʥʲʩʴʥʮʹ ʺʥʲʴʥʺ10 -  1  ʪʥʺʮ ʭʩʹʮʺʹʮ1,000 
- ʤʷʮʱʤ 
-  ʤʬʩʬ ʺʥʲʦʤ 
- ʤʩʠʸ ʹʥʨʹʨ 
- ʩʰʥʶʸ ʠʬ ʣʲʸ )ʨʨʸ( 
 

ʤʲʥʣʩ ʤʰʩʠ ʯʺʥʧʩʫʹ ʸʹʠ ʩʠʥʥʬ ʺʥʲפʥʺ )ʭʩʮʩʩʷʤ ʭʩʰʥʺʰʤʮ ʯʺʥʧʩʫʹ ʺʠ ʪʩʸʲʤʬ ʯʺʩʰ ʠʬʹ ʺʥʲʴʥʺ( 
- ( ʭʣʡ )ʭʥʩʣʥʱ( ʯʸʺʰ ʬʹ ʺʥʫʥʮʰ ʺʥʮʸ  ʥʠ ʺʥʩʰʥʰʹʩ ,ʬʥʡʬʡ ,ʤʹʬʥʧ ,ʺʸʥʧʸʧʱ ʺʹʢʸʤ ʭʩʬʬʥʫ ʭʩʰʩʮʱʺʤ

  ʥʠ ʭʩʱʥʫʸʴ ,ʯʥʴʬʩʲ ʭʤ ʸʺʥʩ ʭʩʸʥʮʧ ʭʩʰʩʮʱʺ ;ʤʬʩʧʡ ʥʠ ʤʬʩʧʡ ʺʹʥʧʺ ,ʤʡʸ ʺʥʴʩʩʲ )ʺʥʬʩʴʰ 
-  ʳʩʲʱ ʤʠʸ( ʯʩʰʥʨʥʸʱ ʭʥʸʣʰʩʱ2 ) 
-  ʥʠ ʯʥʹʬʤ ,ʭʩʩʺʴʹʤ ,ʭʩʰʴʤ ʬʹ ʺʥʧʩʴʰʬ ʺʥʮʸʥʢʤ ,ʺʥʸʥʮʧ ʺʥʩʤʬ ʺʥʬʥʬʲ ʸʹʠ ,ʺʥʩʢʸʬʠ ʺʥʡʥʢʺ  ,ʯʥʸʢʤ

 )ʺʸʥʧʸʧʱ ʬʹ ʤʹʥʧʺʬ ʪʬ ʺʮʸʥʢʤ( ʭʣʤ ʵʧʬʡ ʺʩʮʥʠʺʴ ʤʣʩʸʩ ʥʠ /ʥ ,ʤʲʩʬʡ ʥʠ ʤʮʩʹʰ ʩʩʹʷ 
-  )ʤʧʩʸʴ( ʺʣʴʸʱ 
- ʫ( ʸʡʱʥʮ ʩʺʬʡ ʭʥʮʩʣ ʥʠ ʸʺʩ ʭʥʮʩʣ )ʩʬʰʩʢʥ ʭʥʮʩʣʥ ʬʥʫʩʲʤ ʺʫʸʲʮʮ ʭʥʮʩʣ ,ʳʠʤʮ ʭʥʮʩʣ ,ʺʥʸʥʡʧ ʺʲʴʥʤ ʬʬʥ 
-  ʤʧʩʸʴ 
-  ʤʰʩʹ ʺʥʲʸʴʤ 
- ʩʠ-ʬʠ ʩʠʥʥʬ ʺʥʲʴʥʺʡ ʺʹʧ ʭʠ .ʺʥʰʴʷʥʺʥ ʨʷʹ  ʳʩʲʱ ʤʠʸ( ʠʴʥʸʤ ʬʠ ʤʰʴ ,ʤ2 .) 
-  ́ ʠʸ ʡʠʫ 
-  .ʯʩʨʷʬʥʸʴ ʠʸʷʰʤ ʯʥʮʸʥʤʤ ʬʹ ʭʣʡ ʺʥʮʸʤ ʺʩʩʬʲ 
- ʷʠ( ʦʥʦʬ ʲʥʡʷ ʳʧʣ ̋ ʠ)ʤʩʦʩ 
-  )ʭʦʩʱʷʥʸʡ( ʭʩʩʰʩʹ ʺʷʩʸʧ 
-  ʤʴʤ ʺʠ ʧʥʺʴʬ ʺʬʥʫʩ ʩʠ  ʺʱʬ( " "ʤʬʥʲʰ ) 
- ʧʥʰʮʤ ʺʸʱʧ ʬʢʸʤ ʺʰʥʮʱʺ  ʠ ʦʩʦʤʬ ʭʩʴʧʣ(ʺ  ʥʸʦʥʮ ʥʠ ʺʥʡʩʠʫʮ ʺʥʹʥʧʺ ʷʩʱʴʤʬ ʩʣʫʡ ʭʩʩʬʢʸʤ  ʸʹʠ ,ʺ

ʬ)ʤʬʩʬʡ ʺʥʹʧʸʺʮ ʺʥʡʥʸʷ ʭʩʺʩʲ 
- ʤʦʧʤʮ ʺʩʬʮʸʥʰ ʠʬ  ʺʩʡʬʧ ʤʹʸʴʤ  )ʤʠʩʸʥʨʷʬʢ( 

 
 ]...[ 

 
 
 
 
 


