הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך:  22/05/13
שם תכשיר באנגלית:  Flumazenil Mylan 0.1 mg/ml
מספר רישום:  133 66 31544 00
שם בעל הרישום:  Genmedix
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indications
	4.1
Therapeutic indications
Flumazenil is indicated,
In a hospital setting:
....
In intensive care to neutralise the sedative effects of benzodiazepines on the central nervous system
· specific cancellation of the effects on the central nervous system by excessive benzodiazepine doses (re-establishment of spontaneous ventilation to avoid intubation or interrupt ventilatory assistance).

….
	4.1
Therapeutic indications
Flumazenil is indicated,

Benzodiazepine antagonist for reversal of benzodiazepine anesthesia, as well as for patients with Benzodiazepine intoxication. 

In a hospital setting:
....

In intensive care to neutralise the sedative effects of benzodiazepines on the central nervous system and treat a coma of unknown aetiology, in adults and children (including newborns) if the semiology is compatible with the hypothesis of a benzodiazepine or related substance-induced coma:
· diagnosis and/or treatment of intentional or accidental benzodiazepine overdose,

· aetiological diagnosis of an unexplained coma in order to differentiate what is caused by a benzodiazepine from another cause (pharmacological or neurological).

· specific cancellation of the effects on the central nervous system by excessive benzodiazepine doses (re-establishment of spontaneous ventilation to avoid intubation or interrupt ventilatory assistance).

….

	Posology and administration
	4.2.   Posology and method of administration
b) In children over 6 years old
	4.2.  Posology and method of administration
b) In children over 6 months old

	Contra-indications
	4.5 Interaction with other medicinal products and other forms of interaction

Flumazenil blocks the central effects of benzodiazepines by competitive interaction at the receptor level; the effects of nonbenzodiazepines acting via the benzodiazepine receptor, such as zopiclone,

are also blocked by flumazenil. However, flumazenil is ineffective when unconsciousness is due to other substances.

Interaction with other central nervous system depressants has not been observed. However, particular caution is necessary when using flumazenil in cases of intentional overdosage since the toxic effects of other psychotropic drugs (especially tricyclic antidepressants) taken concurrently may increase with

the subsidence of the benzodiazepine effect.
The pharmacokinetics of benzodiazepines are unaltered in the presence of flumazenil and vice versa.


	4.5 Interaction with other medicinal products and other forms of interaction

Not applicable


העלון, שבו מסומנים השינויים המבוקשים על רקע צהוב הועבר בדואר אלקטרוני בתאריך  
 FORMCHECKBOX 
  קיים עלון לרופא והוא מעודכן בהתאם.
 FORMCHECKBOX 
   אסמכתא לבקשה:   CPP
 FORMCHECKBOX 
  השינוי הנ"ל אושר על ידי רשויות הבריאות בצרפת
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 FORMCHECKBOX 
  אני, הרוקח הממונה של חברת _ג'נמדיקס__ מצהיר בזה כי אין שינויים נוספים בעלון.
_____________________________
חתימת הרוקח הממונה
