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 ʸʠʥʸʡ2024פ 
Ciprodex 500 

 ,ʣʡʫʰ ʩʠʥʴʸ ʺʥʥʶ 

 ʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʱʷʣ ʺʸʡʧ ʯʥʬʲʡʬʬ ʯʥʬʲʡʥ ʠʴʥʸʸʩʹʫʺʤ ʬʹ ʯʫʸʶ  ʱʷʣʥʸפʩʶ500 ʢ"ʮ . 

 ʤʲʣʥʤʡ ʥʦ ʭʩʰʥʫʣʲʤ ʭʩʨʸʥʴʮ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤʣʡʬʡ ʩʺʥʧʩʨʡʤ.  ʯʩʩʲʬ ʹʩ ,ʠʬʮ ʲʣʩʮʬʥʬʲʡʭʩʰ. 

 ʯʫʸʶʬ ʯʥʬʲʤʥ ʠʴʥʸʬ ʯʥʬʲʤʧʬʹʰʥ ʥʴʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸʴʬʬʡʷʬ ʯʺʩʰʥ ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʭ ʱʴʣʥʮʭʩ  ʤʩʩʰʴ ʩ"ʲ
:ʭʥʹʩʸʤ ʬʲʡʬ  ʬʱʷʣʮ"ʲʡ ʬʱʷʣ 'ʧʸ ,1 ʠʡʩʷʲ ʸʥʠ ,3060000 :'ʬʨ ,ʬʠʸʹʩ ,04-6364000. 

:ʸʩʹʫʺʤ ʡʫʸʤ 

Each caplet contains Ciprofloxacin (as hydrochloride) 500mg 

 

ʩʥʥʺʤʤ :ʺʸʹʥʠʮ 
 

Adults: 

Broad spectrum antibiotic for infections caused by ciprofloxacin sensitive pathogens. 

Children and adolescents: 

• Broncho-pulmonary infections in cystic fibrosis caused by Pseudomonas aeruginosa 

• Complicated urinary tract infections and pyelonephritis 

• Inhalation anthrax (post-exposure prophylaxis and curative treatment) 

Ciprofloxacin may also be used to treat severe infections in children and adolescents when there is 

no other alternative. 

Treatment should be initiated only by physicians who are experienced in the treatment of cystic 

fibrosis and/or severe infections in children and adolescents 

 

ʯʥʬʲʤ ʬ ʸʠʥʸʡפʡ ʯʫʣʥʲ ʠפʥʸ2024.  ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ ʭʩʰʮʥʱʮ(ʡʠʭʥʣ): 
… 

4.4 Special warnings and precautions for use 

… 

Prolonged, disabling and potentially irreversible serious adverse drug reactions 

Cases of prolonged (continuing for months or years), disabling and potentially irreversible serious 

adverse drug reactions affecting different, sometimes multiple, body systems (including 

musculoskeletal, nervous, psychiatric and senses) have been reported in patients receiving 

quinolones and fluoroquinolones irrespective of their age and pre-existing risk factors.  

 

There are no pharmacological treatments established to be effective treatments of the symptoms of 

long lasting or disabling side effects associated with fluoroquinolones. Ciprofloxacin should be 

discontinued immediately at the first signs or symptoms of any serious adverse reaction and 

patients should be advised to contact their prescriber for advice, so that symptoms can be 

appropriately investigated and to avoid further exposure, which could potentially worsen adverse 

reactions. 

… 

4.8 Undesirable effects 

… 

Metabolism and Nutrition Disorders – Rare ≥ 1/10,000 to < 1/1,000 

… 

-Hypoglycaemic coma 

… 
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Musculoskeletal and Connective Tissue Disorders* - Rare ≥ 1/10,000 to < 1/1,000 

… 

-Tendinitis  

-Tendon rupture (predominantly Achilles tendon) 

… 

 

* Cases of prolonged (up to months or years), disabling and potentially irreversible serious drug 

reactions affecting several, sometimes multiple, system organ classes and senses (including 

reactions such as tendonitis, tendon rupture, arthralgia, pain in extremities, gait disturbance, 

neuropathies associated with paraesthesia, fatigue, psychiatric symptoms, memory impairment, and 

impairment of hearing, vision, taste and smell) have been reported in association with the use of 

quinolones and fluoroquinolones in some cases irrespective of pre-existing risk factors (see Section 

4.4). A range of psychiatric symptoms may occur as part of these side effects, which may include, 

but are not necessarily limited to, sleep disorders, anxiety, panic attacks, confusion, or depression. 

There are no pharmacological treatments established to be effective treatments of the symptoms of 

long lasting or disabling side effects associated with fluoroquinolones. The frequency of these 

prolonged, disabling and potentially irreversible serious drug reactions cannot be estimated with 

precision using available data, but the reporting incidence from adverse drug reaction reports 

indicates the frequency is at minimum between 1/1,000 and 1/10,000 (corresponding to the Rare 

frequency category). 

 

 
ʯʥʬʲʤ  ʸʠʥʸʡפʡ ʯʫʣʥʲ ʯʫʸʶʬ2024 ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ . ʭʩʰʮʥʱʮ(ʡʭʥʣʠ): 

... 
2ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ . 
... 

ʤפʥʸʺʤ ʺʬʩʨʰ ʯʮʦʡ 
 ʺʥʠʡʤ ʺʥʲʴʥʺʤʮ ʸʺʥʩ ʥʠ ʺʧʠ ʺʲʴʥʤʡ ʣʩʩʮ ʠʴʥʸʬ ʤʰʴʱʷʣʥʸפʩʶ ʺʬʩʨʰ ʯʮʦʡ ʷʩʱʴʤʬ ʪʸʥʶ ʹʩ ʭʠ ʨʩʬʧʩ ʠʴʥʸʤ .

 ʹʥʮʩʹʤ ʺʠ.ʤʴʥʸʺʡ 
... 

 ʺʥʫʩפʤ ʩʺʬʡ ʺʥʩʤʬ ʺʥʬʥʬʲʥ ʺʥʬʡʢʥʮʬ ʺʥʮʸʥʢʤ ,ʺʥʫʹʥʮʮʥ ʺʥʸʥʮʧ ʩʠʥʥʬ ʺʥʲפʥʺ  

 ʺʥʸʩʣʰ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʺʥʸʥʹʷ ʥʩʤ ,ʯʩʶʱʷʥʬʴʥʸʴʩʶ ʬʬʥʫ ,ʯʥʬʥʰʩʥʥʷ/ʯʥʬʥʰʩʥʥʷʥʸʥʠʥʬʴ ʺʶʥʡʷʮ ʺʥʩʬʠʩʸʨʷʡʩʨʰʠ ʺʥʴʥʸʺ
ʺʥʮʸʥʢ ,)ʭʩʰʹ ʥʠ ʭʩʹʣʥʧ( ʯʮʦ ʪʸʥʠʬ ʺʥʫʹʮʰ ʯʷʬʧ ʸʹʠ ,ʺʥʸʥʮʧ ʪʠ  .ʺʥʫʩʴʤ ʩʺʬʡ ʺʥʩʤʬ ʺʥʬʥʬʲ ʥʠ ʺʥʬʡʢʥʮʬ

 ʺʥʹʥʧʺ ,ʤʫʩʬʤʡ ʩʹʥʷ ,ʺʥʰʥʺʧʺʤʥ ʺʥʰʥʩʬʲʤ ʭʩʩʴʢʤ ʬʹ ʭʩʷʸʴʮʥ ʭʩʸʩʸʹ ,ʭʩʣʩʢ ʩʡʠʫ ʺʥʬʬʥʫ ʥʬʠ ʩʠʥʥʬ ʺʥʲʴʥʺ
 ʩʥʷʩʬ ʬʬʥʫ ʭʩʹʥʧʡ ʺʥʲʸʴʤ ,)ʤʩʦʺʱʸʴ( ʤʡʩʸʶ ʺʹʥʧʺ ʥʠ ʤʹʥʧʺ ʸʱʥʧ ,ʢʥʣʢʣ ,ʺʥʸʩʷʣ ,ʭʩʶʥʶʷʲ ʥʮʫ ʺʥʢʩʸʧ

,ʧʩʸʡʥ ʭʲʨʡ ,ʤʩʩʠʸʡ ,ʤʲʩʮʹʡʥ  ,ʤʣʸʧʬ ʺʬʡʢʥʮ ʧʸʫʤʡ ʠʬ ʪʠ ,ʬʥʬʫʬ ʤʬʥʫʩʹ ʺʩʹʴʰʤ ʺʥʠʩʸʡʤ ʬʲ ʤʲʴʹʤ
ʥʠ ʬʥʡʬʡ ,ʤʣʸʧ ʩʴʷʺʤ  .ʺʥʸʥʮʧ ʤʰʩʹ ʺʥʲʸʴʤʥ ʤʸʥʮʧ ʺʥʴʩʩʲ ,ʯʥʸʫʩʦʡ ʩʥʷʩʬ ,ʯʥʠʫʩʣ ʥʧʫʥʤ ʸʹʠ ʺʥʴʥʸʺ ʯʩʠ

ʺʥʸʥʹʷʤ ʺʥʬʡʢʥʮʬ ʺʥʮʸʥʢ ʥʠ ʯʮʦ ʪʸʥʠʬ ʺʥʫʹʮʺʮʤ ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʬʹ ʭʩʰʩʮʱʺʡ ʬʩʲʩ ʬʥʴʩʨʫ 
.ʭʩʰʥʬʥʰʩʥʥʷʥʸʥʠʥʬʴʬ  

 ,ʯʩʶʱʷʥʬʴʥʸʴʩʶ ʺʬʩʨʰ ʸʧʠʬ ʥʬʠ ʩʠʥʥʬ ʺʥʲʴʥʺʮ ʺʧʠ ʤʥʥʧ ʤʺʠ ʭʠʺʥʴʱʥʰ ʺʥʰʮ ʧʷʩʺ ʬʠ  ʠʴʥʸʤ ʭʲ ʸʹʷ ʸʥʶʥ
.ʺʥʴʥʬʧʡ ʡʹʧʺʤʡ ʬʥʴʩʨʤ ʪʹʮʤ ʬʲ ʥʨʩʬʧʺ ʠʴʥʸʤʥ ʤʺʠ .ʣʩʩʮ 

  ʺʥʥʧʬ ʬʥʬʲ ʤʺʠʺʥʩʸʨʠʩʫʩʱפ ʺʥʡʥʢʺ  ʬʬʥʫ ,ʭʩʰʥʬʥʰʩʥʥʷʥʸʥʠʥʬʴʤ ʺʧʴʹʮʮ ʤʷʩʨʥʩʡʩʨʰʠ ʺʬʩʨʰ ʸʧʠʬ
 ʬʡʥʱ ʤʺʠ ʭʠ .ʤʰʥʹʠʸʤ ʤʰʮʤ ʺʬʩʨʰ ʸʧʠʬ ʥʬʩʴʠ ,ʯʩʶʱʷʥʬʴʥʸʴʩʶʯʥʠʫʩʣʮ  ʥʠʤʦʥʫʩʱפʮ ʭʩʬʥʬʲ ʪʬʹ ʭʩʰʩʮʱʺʤ ,

 ʥʠ ʺʥʩʰʣʡʥʠ ʺʥʡʹʧʮʬ ʬʩʡʥʤʬ ʭʩʬʥʬʲ ʤʦʥʫʩʱʴ ʥʠ ʯʥʠʫʩʣ ,ʭʩʸʩʣʰ ʭʩʸʷʮʡ .ʯʩʶʱʷʥʬʴʥʸʴʩʶ ʭʲ ʬʥʴʩʨʡ ʸʩʮʧʤʬ
ʰ ʳʩʲʱ ʤʠʸ( ʺʥʣʡʠʺʤ ʺʥʰʥʩʱʩ4 .ʣʩʩʮ ʠʴʥʸʬ ʤʰʴʥ ʤʴʥʸʺʡ ʬʥʴʩʨʤ ʺʠ ʷʱʴʤ ,ʤʦʫ ʤʸʷʮʡ .)"ʩʠʥʥʬ ʺʥʲʴʥʺ"  ʯʫʺʩʩ

ʩʥʱʮ ʭʩʩʥʰʩʹʬ ʡʬ ʭʩʹʺ ʠʬʹʩ ʬʨʥʰ ʤʺʠʹ ʤʧʴʹʮʬʥ ʭʩʸʡʧʬ ʸʴʱʬ ʣʥʠʮ ʡʥʹʧ ʯʫʬ ,ʺʥʢʤʰʺʤʡʥ ʧʥʸʤ ʡʶʮʡ ʭʩʮ
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.ʺʥʸʩʣʰ ʺʥʩʸʨʠʩʫʩʱʴ ʩʠʥʥʬ ʺʥʲʴʥʺ ʯʰʹʩʹ ʯʫʺʩʩʥ ,ʯʩʶʱʷʥʬʴʥʸʴʩʶ  ʺʥʤʦʬ ʪʬ ʸʥʦʲʬʥ ʥʬʠ ʭʩʩʥʰʩʹʡ ʯʩʧʡʤʬ ʭʩʬʥʫʩ ʭʤ
.ʠʴʥʸʤ ʭʲ ʸʡʣʬ ʪʩʬʲ ʭʤʩʬʲ ,ʭʩʰʩʮʱʺ ʺʥʸʩʤʮʡ 

... 
 
4ʩʠʥʥʬ ʺʥʲפʥʺ . 
... 

:ʪʮʶʲʡ ʯʤʡ ʯʩʧʡʤʬ ʬʥʫʩ ʤʺʠʹ ʸʺʥʩʡ ʺʥʸʥʮʧʤ ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʺʠ ʬʬʥʫ ʠʡʤ ʳʩʲʱʤ 

ʠפʥʸʬ ʣʩʩʮ ʺʥʰפʬʥ ʤפʥʸʺʡ ʹʥʮʩʹʤ ʺʠ ʷʩʱפʤʬ ʹʩ ʨʰʠ ʬʥʴʩʨ ʬʥʷʹʬ ʺʰʮ ʬʲ ʸʺʥʩ ʥʠ ʺʧʠ ʺʲʴʥʤʡ ,ʸʧʠ ʩʨʥʩʡʩ
:ʺʥʠʡʤ ʺʥʸʥʮʧʤ ʩʠʥʥʬʤ ʺʥʲʴʥʺʮ 

ʺʥʸʩʣʰ ʩʠʥʥʬ ʺʥʲפʥʺ ʡ ʺʥʲʩʴʥʮʹ ʺʥʲʴʥʺ(-1-10  ʪʥʺʮ ʭʩʹʮʺʹʮ10,000:) 

•  ʺʧʴʹʮʮ ʺʥʩʬʠʩʸʨʷʡʩʨʰʠ ʺʥʴʥʸʺ ʭʲ ʥʸʹʷʰ ʺʥʲʥʡʷ ʥʠ )ʭʩʰʹ ʣʲ ʭʩʹʣʥʧ ʬʹ ʤʴʥʷʺʬ( ʺʥʫʹʮʺʮ ʩʠʥʥʬ ʺʥʲʴʥʺ
ʥʲʴʥʺ .ʯʥʬʥʰʩʥʥʷ/ʯʥʬʥʰʩʥʥʷʥʸʥʠʥʬʴ ʤʬʥʬʲʥ ,ʣʩʢʤ ʬʹ ʲʸʷʬ ʬʩʡʥʤʬ ʤʬʥʫʩʹ ,ʭʩʣʩʢʡ ʺʷʬʣ ʬʥʬʫʬ ʺʥʬʥʬʲ ʥʬʠ ʩʠʥʥʬ ʺ

 ʳʩʲʱʡ ʤʠʸ( )ʱʬʩʫʠ ʣʩʢ( ʬʥʱʸʷʤ ʬʹ ʩʸʥʧʠʤ ʷʬʧʡ ʬʥʣʢʤ ʣʩʢʤ ʬʲ ʸʷʩʲʡ ʲʩʴʹʤʬ2  ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ"
ʣ ,ʭʩʶʥʶʷʲ ʥʮʫ ʺʥʢʩʸʧ ʺʥʹʥʧʺ ,ʤʫʩʬʤʡ ʩʹʥʷ ,ʭʩʩʴʢʡ ʭʩʡʠʫ ,ʭʩʷʸʴʮ ʩʡʠʫ ,)"ʤʴʥʸʺʡ ʹʥʮʩʹʬ ,ʢʥʣʢʣ ,ʺʥʸʩʷ

 ʺʥʠʩʸʡʤ ʬʲ ʤʲʴʹʤ ,ʯʥʸʫʦʡ ʩʥʷʩʬ ,ʤʰʩʹ ʺʥʲʸʴʤ ,ʺʥʴʩʩʲ ,)ʤʩʺʴʥʸʩʥʰ( ʡʠʫ ʥʠ ʤʹʥʧʺ ʸʱʥʧ ,ʤʡʩʸʶ ʺʹʥʧʺ
ʬ ʺʬʡʢʥʮ ʧʸʫʤʡ ʠʬ ʪʠ ,ʬʥʬʫʬ ʤʬʥʫʩʹ ʺʩʹʴʰʤ:  ,ʤʲʩʮʹʡ ʤʲʸʴʤ ʭʢ ʥʮʫ ,ʯʥʠʫʩʣ ʥʠ ʬʥʡʬʡ ,ʤʣʸʧ ʩʴʷʺʤ ,ʤʣʸʧ

ʥʬʩʲʩʫ ʥʧʫʥʤ ʸʹʠ ʺʥʴʥʸʺ ʯʩʠ .ʧʩʸʡʥ ʭʲʨʡ ,ʤʩʩʠʸʡ ʯʮʦ ʪʸʥʠʬ ʺʥʫʹʮʺʮʤ ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʬʹ ʭʩʰʩʮʱʺʡ ʬʥʴʩʨʬ ʺ
.ʭʩʰʥʬʥʰʩʥʥʷʥʸʥʠʥʬʴʬ ʺʥʸʥʹʷʤ ʺʥʬʡʢʥʮʬ ʺʥʮʸʥʢ ʥʠ  

... 

 


