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:תכשירשל הרופא עדכון העלון ל עלמבקשת ליידע  פאדאגיסחברת   

 
Marcaine 0.5%  

Solution for injection 
 

Composition: bupivacaine hydrochloride 5 mg/ml 
 :הרשומה לתכשיר בישראלהתוויה 

Long  acting local anaesthetic 
שינויים המהווים החמרות או שינויים מהותיים.   בהודעה זו מצוינים ומוארים ברקע צהוב רק  

. נים צרכן המעודכרופא וללמידע נוסף יש לעיין בעלון ל  
 :משרד הבריאותבמאגר התרופות שבאתר לפרסום  ונשלח ניםהמעודכ ניםהעלו
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 ,בברכה

 בע"מ סוכנויותישראל  דאגיסאפ
 

 לרופא בעלון בטיחות עדכוני
 
4.4. Special Warnings and Special Precautions for Use  
 […] 
Hepatic dysfunction, with reversible increases in aspartate aminotransferase (ASAT), 
alanine aminotransferase (ALAT), alkaline phosphatase (ALP), and bilirubin, have been 
observed in rare cases following repeated bupivacaine injections or bupivacaine 
infusions of long duration. Immediate discontinuation of bupivacaine has led to rapid 
clinical improvement. If signs of hepatic dysfunction are observed during administration of 
bupivacaine, the medicinal product must be discontinued immediately. (See section 4.8). 
 
4.8  Undesirable effects 
 […] 

Organ system Frequency Symptom 

 Uncommon (≥ 1/1,000, < 1/100) Symptoms of CNS toxicity 
(convulsions, circumoral paraesthesia, 
numbness of the tongue, 
hyperacousis, visual disturbances, loss 
of consciousness, tremor, feeling of 
intoxicationlight-headedness, tinnitus, 
dysarthria). 

Not known 
(cannot be 
estimated from 
the available 
data) 

Impaired hepatic 
function/increase in ASAT and 
ALAT*. 

Not known (cannot be estimated from 
the available data) 

*Hepatic impairment, with reversible increases in ASAT, ALAT, ALP, and bilirubin, have 
been observed following repeated bupivacaine injections or bupivacaine infusions of long 



 

duration. If signs of hepatic impairment are observed during treatment with bupivacaine, 
the medicinal product must be discontinued immediately. (See section 4.4). 


