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          רופא/ה נכבד/ה,  

   ,רוקח/ת נכבד/ה 

  מודיעה על העדכונים הבאים בעלון לרופא של התכשיר: בע"מ  מרקט -איי.אל.מדיחברת 

OXYTOCIN – GRINDEKS 

 גרינדקס-אוקסיטוצין
 OXYTOCIN 10 IU / 1 ML פעיל:  חומר                                        

  SOLUTION FOR INJECTION/INFUSION    :צורת מינון                                        

 עדכונים בעלון לרופא 

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

    כפי שאושרה בתעודת הרישום: ההתווי 

- Induction of labour for medical reasons; 
- Stimulation of labour in hypnotic uterine inertia; 
- During Caesarean section following the delivery of the child; 
- Prevention and treatment of postpartum uterine atony and hemorrhage. 
- In early stages of pregnancy as an adjunctive therapy for the management of incomplete, 
inevitable of missed abortion. 

בהודעה זו כלולים העדכונים המהותיים בלבד. החמרות  ברצוננו להודיע שהעלון לרופא עודכן. 
 עי. ה מסומנת בקו אמצומחיק  מסומנות בצהוב, תוספת טקסט מסומנת בקו תחתון

4.2 Posology and method of administration 
… 
For patients in whom infusion of sodium chloride must be avoided, 5% dextrose sodium 
solution may be used as the diluent (see section 4.4 Special warnings and precautions 
for use).  
… 
 
4.4. Special warnings and precautions for use 
… 
 

   Anaphylaxis in women with latex allergy 

There have been reports of anaphylaxis following administration of oxytocin in women 

with a known latex allergy. Due to the existing structural homology between oxytocin 

and latex, latex allergy/intolerance may be important predisposing risk factor of 

anaphylaxis following oxytocin administration. 

 

 

 

 



 

… 

 

4.6 Fertility, pregnancy and lactation 

Animal reproduction studies have not been conducted with oxytocin. The effects of 

oxytocin on fertility are unknown. Based on the wide experience with this drug and its 

chemical structure and pharmacological properties, it is not expected to present a risk of 

fetal abnormalities when used as indicated. One study has shown that treatment of rats 

with oxytocin in early pregnancy at doses considered sufficiently in excess of the 

maximum recommended human dose caused embryonic loss. No standard reproductive 

performance studies with oxytocin are available. 

… 

4.9 Overdose 
… 
In cases of water intoxication, it is essential to restrict fluid intake, promote diuresis, 

correct electrolyte imbalance, and control convulsions that may eventually occur by 

judicious use of diazepam. 

… 

 

 .המלא בעלון לעיין יש העדכונים לכל

העלון לרופא נשלח לפרסום במאגר התרופות שבאתר האינטרנט של משרד 
   .   https://israeldrugs.health.gov.ilהבריאות
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