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  רופא /ה, רוקח/ת  כבד/ה                                                                                                    

  של התכשיר  לרופאובעלון   לצרכן  בעלוןחברת טבע מודיעה על העדכוים הבאים  

 

  Tablets lKaluri                טבליות ורילקל 

Contains:                            : שם וכמות החומר הפעיל  

Amiloride (as Hydrochloride anhydrous)  5 mg 

 Hydrochlorothiazide                                  50 mg  
  

  

    רופאבעלון לו עדכוים בעלון לצרכן

‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐  

 : הרישום בתעודת  שאושרה  כפי התוויה

Hypertension: 

Kaluril is indicated in the management of hypertension either as the sole therapeutic agent or to 

enhance the effectiveness of other antihypertensive drugs in the more severe forms of the disease. 
 

Edema: 

Edema associated with congestive heart failure and hepatic cirrhosis. 
 

  

     ,    ,         

  

  
  ה כמפורט מטה.והחמר לתכשיר  עם הוספת מיון    ועודכ   ולרופא   לצרכןים  ברצוו להודיע שהעלו

  והסרות מידע כטקסט מחוק):  באדוםבלבד (תוספות מסומות    העדכוים העיקרייםבפירוט שלהלן כלולים 
  
  

 :ʯʫʸʶʬ ʯʥʬʲ 
 

 

2   .  

[...]  

         

   ,    :  

[...]  

 ʹʩʹʷ ʤʺʠ ,ʩʹ ʯʫʺʩ ʹʸʣʩ ʯʥʰʩʮʤ ʺʠ ʭʩʠʺʤʬ ʺʥʬʺʫ ʡʥ ʺʥʩʬʫʤ ʣʥʷפʺʡʺʩʰʩʬʷʤ ʤʡʥʢʺ. 
  

    

   ,ʥʦ ʤפʥʸʺ ʬʨʥʰ ʤʺʠ ʸʹʠʫ ʤʬ ʬʥʬʲ ʸʡʣʤ ʬʨʥʰ ʤʺʠʹ ʠפʥʸʬ ʸʩʫʦʤʬ ʹʩ .ʯʺʹʥ ʭʣ ʺʥʷʩʣʡ ʬʲ ʲʩפʹ
 .ʩʤʹʬʫ ʤʷʩʣʡ ʲʶʡʬ ʪʺʥʠ ʤʰפʮ ʠʥʤ ʭʠ ʬʩʸʥʬʷ  



  

 ʹʥʧ ʠפʥʸʤ ʭʠ ʥʠ ʺʸʫʥʱ ʪʬ ʹʩ ʭʠʣ  ,ʺʸʫʥʱ ʪʬ ʹʩʹ ʩ ʯʫʺʩʹ ʺʬʡʷ ʩʰפʬ ʺʥʷʩʣʡ ʸפʱʮ ʸʥʡʲʬ ʪʸʨʶʺ
.ʬʩʸʥʬʷʡ ʬʥפʩʨ 

  ,ʺʥʡʥʸʷ ʭʩʺʲʬ ʭʥʸʱʡ ʯʢʬʹʠ ʺʥʮʸ ʸʧʠ ʡʥʷʲʬʥ ʺʥʸʩʤʦʡ ʹʮʺʹʤʬ ʹʩ ,ʤʩʮʬʷʸפʩʤʬ ʯʥʫʩʱʤ ʬʹʡ
ʧʷʬʰ ʸʹʠʫ  ʬʫ ʭʲ ʺʩʰʮʦ ʥʡ ʸʩʹʫʺפʸʩʠʥ  .ʯʢʬʹʠ ʬʹ ʺʥʤʥʡʢ ʺʥʮʸʬ ʭʸʥʢʫ ʲʥʣʩʤ ʸʧʠ  

  

  
  

 :ʠפʥʸʬ ʯʥʬʲ 
 

 

4.2 Posology and method of administration 

[...] 

Paediatric population: 

Kaluril Tablets are not recommended for is contraindicated in children under 18 years of age 

because safety and efficacy have not been established (see section 4.3). 

[...] 

4.3 Contraindications 

[...] 

 The safety of amiloride hydrochloride for use in children under 18 years of age 

has not been established. Kaluril is contraindicated in children. For “use in 

pregnancy” and “use in breast-feeding mothers”, see section 4.6 (Pregnancy and 

lactation). 

4.5 Special warnings and precautions for use 

Hyperkalaemia has been observed in patients receiving amiloride hydrochloride, 

either alone or with other diuretics, particularly in the aged and in diabetics. It has 

been reported in seriously ill hospital patients with hepatic cirrhosis or congestive 

heart failure with renal impairment, or were undergoing vigorous diuretic therapy. 
 

Such patients should be carefully observed for clinical, laboratory and ECG 

evidence of hyperkalaemia (not always associated with an abnormal ECG). Some 

deaths have been reported in this group of patients. 
 

Due to the risk of hyperkalemia, use with caution and monitor serum potassium 

levels frequently, if concomitant use with any other medicinal product known to 

cause elevated potassium levels is indicated. 
 

[...] 

 

 

 
  העלון לצרכן שלח לפרסום במאגר התרופות שבאתר האיטרט של משרד הבריאות 

  https://israeldrugs.health.gov.il.יה לחברת טבעיתן לקבלו מודפס ע"י פו , 


