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 ʨʱʥʢʥʠ2023  

 

 ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ ,ʤ/ʠʴʥʸ 
 ʯʥʫʣʲ ʬʲ ʪʲʩʣʥʤʬ ʥʰʰʥʶʸʡʥʬʲʡʭʩʰ   ʠʴʥʸʬʥ ʬʹ ʯʫʸʶʬLustral tablets 50 mg ʥ-Lustral tablets 100 mg : 

 
 :ʬʩʲʴʤ ʡʩʫʸʮʤ 

sertraline (as hydrochloride) 50 mg; sertraline (as hydrochloride) 100 mg;  

 

 :ʯʥʰʩʮ ʺʸʥʶ                            Film coated tablets                                                                                                    
 

 :ʤʩʥʥʺʤ 
 

Sertraline is indicated for the treatment of symptoms of depression in patients with or without a history of 

mania. Following satisfactory response, continuation with sertraline therapy is effective in prevention relapse 

of the initial episode of depression or recurrence of further depressive episodes. 

 
 :ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 

4.5 Interaction with other medicinal products and other forms of interaction 
… 

Metamizole 

Co-administration of sertraline with metamizole, which is an inducer of metabolising enzymes including 

CYP2B6 and CYP3A4, may cause a reduction in plasma concentrations of sertraline with potential decrease 

in clinical efficacy. Therefore, caution is advised when metamizole and sertraline are administered 

concurrently; clinical response and/or drug levels should be monitored as appropriate. 

 

4.8 Undesirable effects 

… 

 
Table 1 displays adverse reactions observed from post-marketing experience (frequency not known) and 

placebo-controlled clinical trials (comprising a total of 2542 patients on sertraline and 2145 on placebo) in 

depression, OCD, panic disorder, PTSD and social anxiety disorder.   

Some adverse drug reactions listed in Table 1 may decrease in intensity and frequency with continued 

treatment and do not generally lead to cessation of therapy.  

 

Table 1: Adverse Reactions 

Frequency of adverse reactions observed from placebo-controlled clinical trials in depression, OCD, panic 

disorder, PTSD and social anxiety disorder. Pooled analysis and post-marketing experience. 

System Organ 

Class 

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) 

Frequency 

Not Known 

(Cannot be 

Estimated 

From the 

Available 

Data) 

Respiratory, 

thoracic and 

mediastinal 

disorders 

 yawning 

 

dyspnoea, 

epistaxis, 

bronchospasm* 

hyperventilation, 

interstitial lung 

disease§, eosinophilic 

pneumonia*§,  

laryngospasm, 

dysphonia, stridor§, 

hypoventilation, hiccups  

 

 ADR identified post-marketing 
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§ ADR frequency represented by the estimated upper limit of the 95% confidence interval using “The Rule of 
3”. 
† This event has been reported for the therapeutic class of SSRIs/SNRIs (see sections 4.4, 4.6). 

… 

 ʯʬʤʬ :ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ 
4 ʩʠʥʥʬ ʺʥʲʴʥʺ . 

ʬʸʨʱʥʬʡ ʹʥʮʩʹʤ ,ʤʴʥʸʺ ʬʫʡ ʥʮʫ   ,ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʺʮʩʹʸ ʠʸʷʮʬ ʬʤʡʩʺ ʬʠ .ʭʩʹʮʺʹʮʤʮ ʷʬʧʡ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʭʥʸʢʬ ʬʥʬʲ 
 .ʯʤʮ ʺʧʠ ʳʠʮ ʬʥʡʱʺ ʠʬʥ ʯʫʺʩ 

... 
ʺʥʸʩʣʰ ʩʠʥʥʬ ʺʥʲʴʥʺ  ʡ ʲʩʴʥʤʬ ʺʥʩʥʹʲ(- ̡ ʣ1 ʪʥʺʮ 1,000  :)ʭʩʹʰʠ 

• ʺʥʠיʸ ʺʬʧʮ ʬʹ ʤʸʥʶ ʤʲפʥʤ ʤʡ ʹיʹ ʬʹ  ʬפיʥʰיʦʥʠʠ ( ʭי  )ʯʡʬ ʭʣ ʠʺ ʬʹ ʢʥʱ ʮʡ  ʭיʸפʱ ( ʭיʸʡʢʥʮ)ʺיʬפיʥʰיʦʥʠʠ ʺʥʠיʸ ʺʷʬʣ.   

… 

 

 ,ʯʥʬʲʡ ʤʰʩʥʶ ʠʬʹ ʩʠʥʥʬ ʺʲʴʥʺʮ ʬʡʥʱ ʤʺʠ ʸʹʠʫ ʥʠ ,ʤʸʩʮחʮ ʩʠʥʥʬʤ ʺʥʲʴʥʺʮ ʺחʠ ʭʠ ,ʩʠʥʥʬ ʺʲʴʥʺ ʤʲʩʴʥʤ ʭʠ 
 .ʠʴʥʸʤ ʭʲ ʵʲʩʩʺʤʬ ʪʩʬʲ 

 

 ʭʩʩʥʰʩʹʤʡʥʤʶ ʲʷʸʡ ʭʩʹʢʣʥʮʤ   .ʤʸʮʧʤ ʭʩʥʥʤʮ  ʧʱʥʰ ʩʰʥʫʣʲʥ ʲʣʩʮ ʺʨʮʹʤ ,ʲʣʩʮ ʺʴʱʥʺ ʭʩʬʬʥʫʤ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʥʲʶʥʡ ,ʯʫ ʥʮʫ
ʮʧʤ ʭʩʥʥʤʮ ʭʰʩʠʹ .ʤʸ 

:ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʮʥʱʸʴ ʪʸʥʶʬ ʺʥʠʩʸʡʤ ʣʸʹʮʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤ מאגר התרופות 
(health.gov.il) . 

 
 ʸʷʰʹ  ,ʮ"ʲʡ ʬʠʸʹʩ ʤʷʩʨʡʶʮʸʴ ʸʦʩʩʴ ʺʸʡʧʬ ʺʥʰʴʬ ʯʺʩʰ ʱʴʣʥʮ ʠʬʮ ʯʥʬʲ ʺʬʡʷʬ ,ʯʩʴʥʬʩʧʬ9 .ʣ.ʺ ,12133   

 ,ʧʥʺʩʴ ʤʩʬʶʸʤ46725 . 
 

 
 ,ʤʫʸʡʡ 

 ̫ ʥ'ʶʹʩʬʥʴ ʤʨʩʸʢʸʮ 
 ʤʰʥʮʮ ʺʧʷʥʸ 

https://israeldrugs.health.gov.il/#!/byDrug
https://israeldrugs.health.gov.il/#!/byDrug

