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  ,ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ          

ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ,   

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

AMIKACIN - MEDO 
 ʯיʶʷיʮדו   – אʮ 

 

    ʸʮʥʧ :ʬʩʲʴ   AMIKACIN ( AS SULFATE ) 250 mg / 1 ml  

     ʺʸʥʶ ʯʥʰʩʮ:    SOLUTION FOR INJECTION / INFUSION 

  ʯʥʬʲʡ ʭʩʰʥʫʣʲ  ʠʴʥʸʬ 

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

   כפי ႂאוၥႁႂ בתעוၤת ႁၥיႂום: ၥၥתווי

AMIKACIN - MEDO is indicated in the short-term treatment of Gram-negative organisms, 
including pseudomonas and some Gram-positive organisms. 
Sensitive Gram-negative organisms include; Pseudomonas aeruginosa, Escherichia coli., 
indole-positive and indole-negative Proteus spp., Klebsiella, Enterobacter and Serratia spp., 
Minea-Herralae, Citrobacter freundii, Salmonella, Shigella, Acinetobacter and Providencia spp. 
The principal Gram-positive organism sensitive to amikacin is Staphylococcus aureus, 
including some methicillin-resistant strains. AMIKACIN - MEDO has some activity against other 
Gram-positive organisms including certain strains of Streptococcus pyogenes, Enterococci and 
Diplococcus pneumoniae. 

 
 ʯʥʬʲʤʹ ʲʩʣʥʤʬ ʥʰʰʥʶʸʡʠʴʥʸʬ   .ʯʫʣʥʲ  ʺʥʸʮʧʤ .ʣʡʬʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ ʭʩʬʥʬʫ ʥʦ ʤʲʣʥʤʡ

 .ʤʶʥʧ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʷʩʧʮ ,ʯʥʺʧʺ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʴʱʥʺ ,ʡʥʤʶʡ ʺʥʰʮʥʱʮ 
 

4.4 Special warnings and precautions for use 

... 

Aminoglycosides are quickly and almost totally absorbed when they are applied topically, except 

to the urinary bladder, in association with surgical procedures. Irreversible deafness, renal failure 

and death due to neuromuscular blockade have been reported following irrigation of both small 
and large surgical fields with an aminoglycoside preparation. 

As with other antibiotics, the use of amikacin may result in overgrowth of non-susceptible 

organisms. If this occurs, appropriate therapy should be instituted. 
 

Macular infarction sometimes leading to permanent loss of vision has been reported following 
intravitreous administration (injection into the eye) of amikacin. 

... 

 

 

 



 

 

 

4.6 Fertility, pregnancy and lactation 

Pregnancy 

The safety of amikacin in pregnancy has not yet been established. 

Amikacin should be administered to pregnant women and neonatal infants only when clearly 

needed and under medical supervision (see section 4.4). 

 
There are limited data on use of aminoglycosides in pregnancy. Aminoglycosides can cause 

foetal harm. Aminoglycosides cross the placenta and there have been reports of total, 
irreversible, bilateral congenital deafness in children whose mothers received streptomycin 

during pregnancy. Adverse effects on the foetus or newborns have not been reported in 

pregnant women treated with other aminoglycosides, therefore, the potential for harm exists.  
If amikacin is used during pregnancy or if the patient becomes pregnant while taking this drug, 
the patient should be apprised of the potential hazard to the foetus. 

 
... 

4.8 Undesirable effects 

 

... 

Macular infarction sometimes leading to permanent loss of vision has been reported following 

intravitreous administration (injection into the eye) of amikacin. 

 

... 

 

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

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


