
 

Prucalopride + diverse stoffen                       M 1165A 
 
Onderbouwend Stof Effect Code 
SPC Resolor prucalopride + 

ketoconazol 
toename biologische beschikbaarheid prucalopride 
met 40% door ketoconazol 200 mg 2dd 
Dit is niet klinisch relevant. 

1A 

 
Overig Stof Effect 
EPAR Resolor prucalopride +  

ketoconazol 
p. 21: limited interactions were observed on co-administration 
with ketoconazole, Prucalopride plasma levels were 
increased by 40%. Although neither of these findings are 
likely to have major clinical implications, they were 
unexpected. The interaction with ketoconazole is likely 
explained by an effect on p-gp involving the 
active renal secretion of Prucalopride. Since the active renal 
secretion stands for approximately 43% of the total 
elimination, there is another active renal secretion transporter 
involved in the elimination of Prucalopride, since upon total 
inhibition of this pathway (of p-gp and other unknown 
transporter(s)), the exposure may theoretically increase up to 
75 %. 
 
p. 44: events that most frequently led to discontinuation were 
headache, diarrhoea, nausea, and abdominal pain with each 
of these being more common in the 4 mg group than in the 1 
or 2 mg group. 

SPC Resolor prucalopride + 
verapamil/  
ciclosporine/ 
kinidine 

verwacht wordt dat het effect van prucalopride + verapamil, 
ciclosporine of kinidine vergelijkbaar is met het effect van 
prucalopride +ketoconazol 

 
Opmerkingen 
PubMed, Hansten, Stockley: -- 
 
Risicogroep  
 
 Interactie Actie Datum 
Beslissing WFG Ja Nee 26 maart 2013 
 



 
 

Prucalopride + diverse stoffen          B 
 
Onderbouwend Stof Effect Code 
SPC Resolor + EPAR erytromycine + 

prucalopride 
toename erytromycinespiegel met 30% door 
prucalopride. 
Het mechanisme is niet duidelijk. 
Omgekeerd geen effect erytromycine op 
prucalopride. 
 
p. 21: although these findings are likely to have major 
clinical implications, they were unexpected. The effect 
on erythromycin is likely explained by the large 
variability in erythromycin absorption.  

1A 

 
Opmerkingen 
PubMed, Hansten, Stockley: -- 
 
Risicogroep  
 
 Interactie Actie Datum 
Beslissing WFG Als A   
 


