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   :  Zopiclone 7.5 mg  

  

  :ʺʸʹʥʠʮʤ ʤʩʥʥʺʤʤ  

  

Hypnotic when the disorder of insomnia is severe and disabling. 
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 :ʺʰʫʣʥʲʮʤ ʤʩʥʥʺʤʤ ʯʬʤʬ  

Imovane is indicated for the short-term treatment of insomnia in adults . 
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 :ʠפʥʸʬ ʯʥʬʲʡ  

4.1      Therapeutic indications 

Hypnotic when the disorder of insomnia is severe and disablingImovane is indicated for the 

short-term treatment of insomnia in adults. 

 

4.2       Posology and method of administration 

             Dose 

Use the lowest effective dose. Imovane should be taken in a single intake and not 

be re-administered during the same night. 

As with all hypnotics, long-term use of zopiclone is not recommended 

Treatment duration Treatment should be as short as possible, from a few days to 4 and 

should not exceed four weeks, including the period of tapering-off. period (see 4.4 

Special warnings and special precautions for use).  The patient must be informed of the 

duration of treatment: 

2 to 5 days for transient insomnia (caused by travel, for example) 

2 to 3 weeks for short-term insomnia (i.e. caused by the occurrence of a serious event) 

In some cases, it may be necessary to extend  Extension beyond the maximum treatment 

beyond the recommended period should not take place without re-. This requires detailed 

and repeated evaluation of the patient’s status, since the risk of abuse and dependence 

increases with the duration of treatment (see Section 4.4). 

…. 
 

4.4  Special warnings and precautions for use 

….. 

Other psychiatric and paradoxical reactions 
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Other psychiatric and paradoxical reactions have been reported (see section 4.8), like 

restlessness, agitation, irritability, aggression, delusion, anger, nightmares, hallucinations, 

inappropriate abnormal behaviour, delirium and other adverse behavioural effects are known 

to occur when using sedative/hypnotic agents like zopiclone. Should this occur, use of 

zopiclone should be discontinued. These reactions are more likely to occur in the elderly. 
….. 
 

4.8  Undesirable effects 
….. 

Psychiatric disorders 

….. 

Not known: restlessness, delirium, delusion, anger, abnormal behaviour (possibly associated 

with amnesia) and complex sleep behaviours including somnambulism (see section 4.4), 

dependence, withdrawal syndrome (see below) 

….. 
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