
 

 

 

 
  ʪʩתאר ʨ2024: אוגוס 

 רופא /ה, רוקח/ת  נכבד/ה                                                                                                     

 של התכשיר  לצרכן  בעלון חברת טבע מודיעה על העדכונים הבאים 

Septal Scrub 

 ספטל סקרב 

 

Chlorhexidine Gluconate 4% W/V 

Solution External 

Topical 

 

 ולרופאעדכונים בעלון לצרכן 

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

 :  הרישום  בתעודת שאושרה כפי התוויה

•Antiseptic hand wash 

• Pre-operative Surgical Scrub  

• Pre-operative Skin Preparation 

בפירוט שלהלן כלולים העדכונים העיקריים בלבד )תוספות   . נו עודכולרופא ברצוננו להודיע שהעלון לצרכן  
 והסרות מידע כטקסט מחוק(:  באדום מסומנות 

 

 עלון לצרכן

[ ]... 
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[ ]... 

 ʤפʥʸʺʡ ʹʥלʹימ ʺʥעʢʥנʤ ʺʥʣʧʥמי ʺʥʸʤʦʠ 

[ ]... 



 

 

 

•  ʬ ʯʩʠ .ʤʩʩʠʸʡ ʤʲʩʢʴʬ ʹʹʧ ʬʬʢʡ ʭʩʩʰʩʲʤ ʭʲ ʲʢʮ ʸʹʴʠ  ʭʩʩʰʩʲʤ ʭʲ ʲʢʮ ʭʸʢʰ ʭʠ-  ʩʣʩʩʮ ʯʴʥʠʡ ʳʥʨʹ  
 ʤʰʴ ʤʩʩʠʸʬ ʤʲʸʴʤ ʥʠ ,ʯʩʲʡ ʡʠʫ ʥʠ ʭʣʥʠ ,ʩʥʸʢ ʬʹ ʤʸʷʮʡ .ʭʩʮ ʭʲ ʩʣʥʱʩʥ  .ʩʣʩʩʮ ʯʴʥʠʡ ʩʠʥʴʸ ʵʥʲʩʩʬ

ʬʹ ʭʩʸʥʮʧ ʭʩʸʷʮ ʺʩʰʸʷ ʺʬʺʹʤ ʹʥʸʣʬ ʤʬʥʬʲʹ )ʯʩʲʤ ʧʨʹʮʡ ʤʲʩʢʴ( ʺʩʰʸʷʡ ʺʫʹʮʺʮ ʤʲʩʶʴ  ʧʥʥʣʥ  
  ʺʩʬʬʫ ʤʮʣʸʤʡ ʭʩʬʥʧʡ ,ʺʥʩʢʸʥʸʩʫ ʺʥʸʥʣʶʥʸʴ ʪʬʤʮʡ ʯʩʲʤ ʭʲ ʲʢʮʡ ʺʥʲʨʡ ʥʠʡ ʭʩʮʥʣ ʭʩʸʶʥʮ ʸʹʠʫ

 .)ʭʩʡʠʫ ʠʬʬ ʤʷʥʮʲ ʤʰʩʹ( 
 

 ʺʥפעʥʺ לʠʥʥי  .4

[ ]... 

 :ʤʲʥʣʩ ʤʰʩʠ ʯʺʥʧʩʫʹʹ ʺʥʴʱʥʰ ʩʠʥʥʬ ʺʥʲʴʥʺ 
•   ʺʥʩʢʸʬʠ ʺʥʡʥʢʺ( ʤʮʢʥʣʬ  ,ʸʥʲʡ ʩʥʸʩʢ ,ʺʣʴʸʱ ,ʤʧʩʸʴ ,ʤʮʦʷʠ ,ʺʥʩʮʥʮʣʠ ,ʣʥʸʩʢ ,ʸʥʲʤ ʺʷʬʣ

  .)ʺʥʩʧʥʴʬʹ 

•  ̡ ʥʡʷ ʤʩʩʠʸ ʩʥʷʩʬ ʬʬʥʫ ʭʩʩʰʩʲʬ ʲʥʡʷ ʷʦʰʥ ,)ʯʩʲʤ ʧʨʹʮʡ ʤʲʩʢʴ( ʺʩʰʸʷʡ ʤʲʩʢʴ  ʤʴʩʹʧ ʺʥʡʷʲʡ(  ʺʩʸʷʮ
 ʤ ʬʹʭʩʩʰʩʲ  ʺʧʺ ʭʩʬʥʧʡ )ʸʠʥʥʶʥ ʭʩʰʴ ,ʹʠʸ ʩʧʥʺʩʰ ʪʬʤʮʡ )ʭʩʡʠʫ ʠʬʬ ʤʷʥʮʲ ʤʰʩʹ( ʺʩʬʬʫ ʤʮʣʸʤ . 

 

 רופאעלון ל

[…] 

4.4 Special warnings and precautions for use 

[…] 

Septal Scrub must not come into contact with the eye. Serious cases of persistent corneal injury, 

potentially requiring corneal transplant, were reported following accidental ocular exposure to 

chlorhexidine containing medicinal products despite taking eye protective measure due to migration 

of solution beyond the intended surgical preparation area. Extreme care must be taken during 

application to ensure that Septal Scrub does not migrate beyond its intended application site into the 

eyes. Particular careshould be taken in anaesthetised patients, who are unable to immediately report 

ocular exposure. If Septal Scrub comes into contact with the eyes, wash out promptly and thoroughly 

with water. An ophthalmologist’s advice should be sought. 

 
4.8 Undesirable effects 

[…] 

 

Eye Disorder 

Frequency not known: 

- Corneal erosion, epithelium defect/corneal injury, significant permanent 

visual impairment* 



 

 

 

 

System Organ 
Class 

Very common 
(≥1/10) 

Common  
(≥ 1/100 < 

1/10) 

Uncommon  
(≥ 1/1,000 < 

1/100) 

Rare 
(≥ 1/10,000 < 

1/1,000) 

Very rare  
(< 1/10,000) 

Not known  
(cannot be 

estimated from 
available data) 

Immune 
System 

Disorders 

     

Hypersensitivity 
 

 Anaphylactic 
shock 

Skin and 
Subcutaneous 

Tissue 
Disorders 

     

Allergic skin 
reactions 

 
Chemical burns 

neonates 

Eye Disorder 

     

Corneal erosion, 
epithelium 

defect/corneal 
injury, significant 
permanent visual 

impairment* 

*Cases of severe corneal erosion and permanent significant visual impairment due to 

inadvertent ocular exposure have been reported post-marketing, leading to some patients 

requiring corneal transplant (see section 4.4). 

 

 

 העלון לצרכן נשלח לפרסום במאגר התרופות שבאתר האינטרנט של משרד הבריאות 

https://israeldrugs.health.gov.il .וניתן לקבלו מודפס ע"י פניה לחברת טבע , 

https://israeldrugs.health.gov.il/

