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 ၪၷၧၣၧ2023א  
 איၶרביק, ၯמוၷות
Inrebic, capsules 

 
   ၥ,/יႁၿ  ת/ၧႁ/ၥ, ၩၿၧႁפא

 ၰၧၪၷיႁၢ תႁၢၩ‐  (ၰאႁႂי) ၢיၧၧၿၷ ၷႁי מאייၶၧၯၤၸ ၰၸ ၥၸיၤၧמၰႂ פאၧႁၰ ၵၧၰၸၢ ၱ  ၥ ႁႂיၯת  .ၵၧၤၶၢႂ   

 : ၥתၧၧית ၥתၯႂיၯ ႁפי ႂאၸ ၧႁႂၧ"י מႁၢၥ ၤႁႂיאၧת

INREBIC®  is  indicated for the treatment of adult patients with  intermediate‐2 or high‐risk primary or secondary (post‐
polycythemia vera or post‐essential thrombocythemia) myelofibrosis (MF). 
 

  :ၰיၸפၥ ၢיၯႁמၥfedratinib 100 mg per capsules   

ၰ ၧၰၸၢ ၱתייၧၥמၥ ၱיၶၧၯၤၸၥ ၵၰၥၵ פאၧႁၰ   ၪၧႁא פיၰၰ) (ၱתייၯיႁၸ ၱייၧၶႂי . 

 .  ၩၥמၥႁ מၣၤၧႂת ၢၧၥၾၢ,  אၧၿၢ ၱၧၤ אמၸၾי , מၩיၿת ၪၷၿၪ אၧၿၢ ၱၧၤ תၩתၵၧתၷၧפת ၪၷၿၪ מၧၷמၶת   

ၰႂ פיၯ ၵၯႁၾၰ ၵၧၰၸၢၧ פאၧႁၰ ၵၧၰၸၢ ၵייၸၰ ႂי ၥפၧႁתၥ ၰၸ אၰמ ၸၤמיၰ ၧၩၰႂၶ  .תၧיאႁၢၥ ၤႁႂמ 

מאייၷႁ  ‐מၤၧפၰၸ ၷ יၤי פၶייႁၥ ၰၸၢၰ ၥיႁၢ ၱၧႂיႁၢၥ ၧ  ၰၧၪၷיאၧת ၶၧיתၰၰၢၿၰ ၵפၢ ၱၧၷႁמאၥ ႁၣתၧႁפၧת ၢႂאתႁ מၧႁၰ ၵၧၰၸၥၩၰႂၶ  ၤႁႂפא 
 ၧၧၿၷיၢ (יႁႂאၰ) ၸၢ"מ.   

 
 

ၥၯႁၢၢ  ,   
 ၤၧၤ ၵၢ ႁၣၶיၰၨ תၸיפ   

 ၥၶၧת ממၩၿၧႁ      
ၰၧၪၷיႁၢ ‐(ၰאႁႂי) ၢיၧၧၿၷ ၷႁמאיי   
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 ၯၤၸוၶיၱ מၥותייၱ בၰၸוၰ ၵרופא:  
7 DRUG INTERACTIONS 

7.1 Effect of Other Drugs on INREBIC 

[…] 

Dual CYP3A4 and CYP2C19 Inhibitors 

Avoid Coadministration of INREBIC with a dual CYP3A4 and CYP2C19 inhibitor. The effect of concomitant 

administration of a dual CYP3A4 and CYP2C19 inhibitor with INREBIC has not been studied increases 

fedratinib exposure [see Clinical Pharmacology (12.3)]. Increased exposure may increase the risk of adverse 

reactions. Due to potential increase of exposure, patients taking concomitant dual CYP3A4 and CYP2C19 

inhibitors require more intensive safety monitoring and, if necessary, dose modifications of INREBIC based on 

adverse reactions [see Dosage and Administration (2.5)]. 

 

[…] 

12 CLINICAL PHARMACOLOGY 

[…]  

12.3 Pharmacokinetics 

[…]  

 

Drug Interaction Studies  

 

Clinical Studies and Model-Informed Approaches 

 

Effect of Strong and Moderate CYP3A4 Inhibitors 

Coadministration of ketoconazole (strong CYP3A4 inhibitor: 200 mg twice daily) with a single dose of 

INREBIC (300 mg; 0.75 times the recommended dose) increased fedratinib AUCinf by 3-fold [see Dosage and 

Administration (2.3) and Drug Interactions (7.1)].  

 

Based on modeling and simulation, coadministration of a strong CYP3A4 inhibitor such as Coadministration of 

ketoconazole (400 mg once daily) with INREBIC 400 mg once daily is predicted to increase fedratinib AUC at 

steady state by 2-fold [see Dosage and Administration (2.3) and Drug Interactions (7.1)]. 

 

Based on modeling and simulation, coadministration Coadministration of moderate CYP3A4 inhibitors, 

erythromycin (500 mg three times daily) or diltiazem (120 mg twice daily), with INREBIC 400 mg once daily 

is predicted to increase fedratinib AUC at steady state by 1.2-, and 1.1-fold, respectively. 

 

Effect of Dual CYP3A4 and CYP2C19 Inhibitor 

The effect Coadministration of concomitant administration with a fluconazole (dual CYP3A4 and CYP2C19 

inhibitor on; 200 mg once daily) with a single dose of fedratinib pharmacokinetics (100 mg; 0.25 times the 

recommended dose) increased the AUCinf by 1.7-fold. 

 

Coadministration of fluconazole (200 mg once daily) with INREBIC 400 mg once daily is not known [see Drug 

Interactions (7.1)] predicted to increase fedratinib AUC at steady state by approximately 1.5-fold. 


