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 :שם תכשיר

Pabal  

 חומר פעיל:

Carbetocin 100 micrograms/ml. 

 

 התוויה:

PABAL is indicated for the prevention of uterine atony following delivery of the infant by 
Caesarean section under epidural or spinal anaesthesia 

 

את כל העדכונים.  המכיל האינ המטה. חשוב להדגיש שהטבלה מפורטים בטבלעדכונים עיקריים המהווים 
 .ןלכל העדכונים יש לעיין בעלו

 העדכונים העיקריים מפורטים בטבלה מטה

 פרק העדכון
• During pregnancy and labour before delivery of the 

infant. 
• Carbetocin must not be used for the induction of 

labour. 
• Hypersensitivity to carbetocin, oxytocin or to any 

of the excipients listed in section 6.1. 
• Hepatic or renal disease. 

• Cases of pre-eclampsia and eclampsia. 
• Serious cardiovascular disorders. 
• Epilepsy. 

 
 

 Contraindications4.3   
 

Carbetocin is intended for use only at well equipped 
specialist obstetrics units with experienced and qualified 
staff available at all times. 
 
The use of carbetocin at any stage before delivery of the 
infant is not appropriate because its uterotonic activity 
persists for several hours after a single bolus injection. This 

4.4 Special warnings and 
precautions for use 

 



 
is in marked contrast to the rapid reduction of effect 
observed after discontinuation of an oxytocin infusion. 
 
In case of persistent vaginal or uterine bleeding after 
administration of carbetocin the cause must be determined. 
Consideration should be given to causes such as retained 
placental fragments, perineal, vaginal and cervix 
lacerations, inadequate emptying or repair of the uterus, or 
disorders of blood coagulation. 
 
Carbetocin is intended for single administration only. In 
case of intravenous administration, It it must be 
administered slowly over 1 minute. In case of persisting 
uterine hypotonia or atonia and the consequent excessive 
bleeding, additional therapy with another uterotonic 
oxytocin and/or ergometrine should be considered. There 
are no data on additional doses of carbetocin or on the use 
of carbetocin following persisting uterine atony after 
oxytocin. 
 
Animal studies have shown carbetocin to possess some 
antidiuretic activity (vasopressin activity: <0,025 IU/vial) 
and therefore the possibility of hyponatraemia cannot be 
excluded, particularly in patients also receiving large 
volumes of intravenous fluids. The early signs of 
drowsiness, listlessness and headache should be recognised 
to prevent convulsions and coma. 
 
In general, carbetocin should be used cautiously in the 
presence of migraine, asthma and cardiovascular disease or 
any state in which a rapid addition to extracellular water 
may produce hazard for an already overburdened system. 
The decision of administering carbetocin can be made by 
the physician after carefully weighing the potential benefit 
carbetocin may provide in these particular cases.  
No data is available on the use of carbetocin in patients 
with eclampsia. Patients with eclampsia and pre-eclampsia 
should be carefully monitored.  
 
Specific studies have not been undertaken in gestational 
diabetes mellitus. 
 
The efficacy of carbetocin has not been assessed following 
vaginal delivery. 
 
Pregnancy 
Carbetocin is contraindicated during pregnancy and must 
not be used  for the induction of labour (see section 4.3). 

 
Breastfeeding 

4.6 Fertility, pregnancy and 
lactation 

 



 
No significant effects on milk let-down have been reported 
during clinical trials. Small amounts of carbetocin have 
been shown to pass from plasma into breast milk of nursing 
women (see section 5.2). The small amounts transferred 
into colostrum or breast milk after a single injection of 
carbetocin, and subsequently ingested by the infant are 
assumed to be degraded by enzymes in the gut. 

feeding does not need to be restricted after the use -Breast
of carbetocin. 

 
רק על החלק שהתעדכן. למידע מלא על ת.לוואי יש לעיין  המידע
 בעלון

 
Cardiac disorders.  
Not known (cannot be estimated from the available data):  
Tachycardia, bradycardia***, arrhythmia***, myocardial 
ischaemia***, and QT prolongation*** 
 

* Based on studies in caesarean section 
*** Reported with oxytocin (closely related in 
structure to carbetocin) 

 
 

 

4.8 Undesirable effects 

 המידע רק על החלק שהתעדכן. למידע מלא יש לעיין בעלון
 

 
Clinical efficacy and safety 
The efficacy of carbetocin in the prevention of postpartum 
haemorrhage due to uterine atony following Caesarean 
section was established in a randomised, active controlled, 
double-blind, double dummy, parallel-group trial designed 
to establish the efficacy and safety of carbetocine compared 
to oxytocin 25 IU. Six-hundred fifty nine healthy pregnant 
women undergoing elective Caesarean section under 
epidural anaesthesia received either carbetocin 100 µg/ml 
as an IV bolus dose or oxyctocin 25 IU as an 8 h IV 
infusion.  
The results of analysis of the primary endpoint, the need for 
additional oxytocic intervention, showed that additional 
oxytocic intervention was required in 15 (5%) of the 
subjects receiving carbetocin 100 µg IV compared with 32 
(10%) of the subjects in the oxytocin 25 IU group 
(p=0.031). 
 

5.1  Pharmacodynamic 
properties 

 

 

 נשלח לפרסום באתר האינטרנט של אגף הרוקחות. ןמעודכה ןהעלו

  ,מ"בע פרמצאוטיקלס פרינג חברת: הרישום לבעל פניה י"ע קשיח בעותק ןנאת העלו לקבלגם  ניתן
 



 
 .קיסריה 8 השיטה רחוב

 
 בברכה,

 ת זוזוטיאור
 

 ואיכותמנהלת רגולציה 
 מ"בע פרמצאוטיקלס פרינג
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