
 

 

 
ʬʩʸʴʠ 2024 

  ,ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ          

ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ,   

  ʺʸʡʧ ʩʣʮ.ʬʠ.ʩʩʠ-  ʨʷʸʮ  ʮ"ʲʡ :ʸʩʹʫʺʤ ʬʹ ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʠʡʤ ʭʩʰʥʫʣʲʤ ʬʲ ʤʲʩʣʥʮ 

MIDAZOLAM KALCEKS 1 MG/ML 

MIDAZOLAM KALCEKS 5 MG/ML 
 ʮ 1   ʬ"ʮ /ʢ"ʮיʷʶʬʷ ʭʬʥʦʣס

 ʮ5   ʬ"ʮ /ʢ"ʮיʷʶʬʷ ʭʬʥʦʣס 

                                         y ʮʥʧ  :ʬʩʲʴ MIDAZOLAM 1 MG/ 1 ML 
                                                                MIDAZOLAM 5 MG/ 1 ML    

                                         ʯʥʰʩʮ ʺʸʥʶ:    SOLUTION FOR INJECTION / INFUSION 

 ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲ 

---------------------------------------------------------------------------------------------------------- 

   כפי ႂאוၥႁႂ בתעוၤת ႁၥיႂום: ၥၥתווי

Midazolam Kalceks is a short-acting sleep-inducing drug that is indicated: 
In adults 
•CONSCIOUS SEDATION before and during diagnostic or therapeutic procedures with or 
without local 
anaesthesia 
•ANAESTHESIA 
- Premedication before induction of anaesthesia 
- Induction of anaesthesia 
- As a sedative component in combined anaesthesia 
•SEDATION IN INTENSIVE CARE UNITS 
In children 
•CONSCIOUS SEDATION before and during diagnostic or therapeutic procedures with or 
without local 
anaesthesia 
•ANAESTHESIA 
- Premedication before induction of anaesthesia 
•SEDATION IN INTENSIVE CARE UNITS 

 

  .ʯʫʣʥʲ ʠʴʥʸʬ ʯʥʬʲʤʹ ʲʩʣʥʤʬ ʥʰʰʥʶʸʡʺʥʸʮʧʤ .ʣʡʬʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ ʭʩʬʥʬʫ ʥʦ ʤʲʣʥʤʡ  
 .ʤʶʥʧ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʷʩʧʮ ,ʯʥʺʧʺ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʴʱʥʺ ,ʡʥʤʶʡ ʺʥʰʮʥʱʮ 

 

 

 

 



 

 

4.8 Undesirable effects 

... 

Table 4: Summary of adverse reactions 

 

Immune System Disorders  

frequency not known Hypersensitivity, angioedema, 

anaphylactic shock 

Psychiatric Disorders  

frequency not known Confusional state, disorientation, emotional 

and mood disturbances, changes in libido 

 

Physical drug dependence and withdrawal 

syndrome 

 

Abuse 

 

Paradoxical reactions* including; 

restlessness, agitation, irritability, 

nervousness, hostility, anger, aggressiveness, 

anxiety, nightmares, abnormal dreams, 

hallucinations, psychoses, inappropriate 

behaviour and other adverse behavioural 

effects, paroxysmal excitement 

Nervous System Disorders  

frequency not known Involuntary movements (including 

tonic/clonic movements and muscle 

tremor)*, hyperactivity* 

 

Sedation (prolonged and postoperative), 

alertness decreased, somnolence, headache, 

dizziness, ataxia, anterograde amnesia**, the 

duration of which is directly related to the 

administered dose 

 

Convulsions have been reported in premature 

infants and neonates 

 

Drug withdrawal convulsions 

Cardiac Disorders  

frequency not known Cardiac arrest, bradycardia, Kounis 

syndrome**** 

 

 

 



 

 

*Such paradoxical drug reactions have been reported, particularly among 

children and the elderly (see section 4.4). 

**Anterograde amnesia may still be present at the end of the procedure and in 

few cases prolonged amnesia has been reported (see section 4.4). 

***There have been reports of falls and fractures in benzodiazepine users. The 

risk of falls and fractures is increased in those taking concomitant sedatives 

(including alcoholic beverages) and in the elderly. 

**** Particularly after parenteral administration 

... 

  ʬʹ ʨʰʸʨʰʩʠʤ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸʴʬ ʧʬʹʰ ʯʫʥ ʥʦ ʤʲʣʥʤʬ ʳʸʥʶʮ ʠʴʥʸʬ ʯʥʬʲʤ
ʺʥʠʩʸʡʤ ʣʸʹʮhttps://israeldrugs.health.gov.il    .   

ʲ ʱʴʣʥʮ ʯʥʬʲʤ ʺʠ ʬʡʷʬ ʯʺʩʰ "ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʰʴ ʩ  ,ʩʣʮ.ʬʠ.ʩʩʠ ʺʸʡʧ-ʮ"ʲʡ ʨʷʸʮ.  


