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ʤ/ʣʡʫʰ ʤ/ʠפʥʸ   
 ̋  , ʷʥʸ  ʤ/ʣʡʫʰח/

:ʥʰʫʣʥʲ ʸיʹʫʺʤ ʬʹ ʯʫʸʶʬʥ ʠפʥʸʬ ʭיʰʥʬʲʤ יʫ ʭʫʲיʣʥʤʬ יʰיʸʤ 

 
 ʩʡʥʨפʸʡ75 ʢ"ʮ 

 
Braftovi 75 mg 

HARD GELATIN CAPSULES 
 ʬʩʲפ ʡʩʫʸʮ  : encorafenib 

 
 

ʺʸʹʥʠʮ ʤʩʥʥʺʤ   : 

BRAF V600E or V600K Mutation-Positive Unresectable or Metastatic Melanoma 

Encorafenib is a kinase inhibitor indicated, in combination with binimetinib, for the treatment of 

adult patients with unresectable or metastatic melanoma with a BRAF V600E or V600K 

mutation . 

BRAF V600E Mutation-Positive Metastatic Colorectal Cancer (CRC) 

Encorafenib is indicated in combination with cetuximab, for the treatment of adult patients with 

metastatic colorectal cancer (CRC) with a BRAF V600E mutation, as detected by an approved 

test after prior therapy . 

 ʠפʥʸʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʯʬʤʬ   ʭʩʰʮʥʱʮ(ʡʥʤʶʡ ) : 

7.1 Effect of Other Drugs on BRAFTOVI 

[…] 
Strong or Moderate CYP3A4 Inducers 

Coadministration of BRAFTOVI with a strong or moderate CYP3A4 inducer may decrease 

encorafenib plasma concentrations [see Clinical Pharmacology (11.3)] and may decrease 

encorafenib efficacy. Avoid coadministration of BRAFTOVI with strong or moderate CYP3A4 

inducers. 

 

7.2 Effect of BRAFTOVI on Other Drugs 

Sensitive CYP3A4 Substrates 

BRAFTOVI is a strong CYP3A4 inducer at steady-state. Concomitant use Coadministration of 

BRAFTOVI with sensitive CYP3A4 substrates may increase adverse reactions or decrease 

efficacy of these agents. 
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Coadministration of BRAFTOVI with the plasma concentrations of CYP3A4 substrates 

(including hormonal contraceptives (CYP3A4 ), [see Clinical Pharmacology (121.3)], which 

may reduce the efficacy of these substrates) can result in decreased concentrations and loss of 

hormonal contraceptive efficacy. Avoid the coadministration of BRAFTOVI with hormonal 

contraceptives [see Use in Specific Populations (8.3)]. CYP3A4 substrates for which a decrease 

in plasma concentration may lead to reduced efficacy of the substrate. If the coadministration 

cannot be avoided, see the CYP3A4 substrate product labeling for recommendations. 

 

8.1 Pregnancy 

[…] 

In the U.S. general population, the estimated background risk of major birth defects and 

miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively. 

11.3 Pharmacokinetics 

[…] 

Strong CYP3A4 Inducers: The effect of a strong CYP3A4 inducer on encorafenib exposure has 

not been studied. However, [see Drug Interactions (7.1)]. 

Moderate CYP3A4 Inducers: Repeat dose administration of BRAFTOVI 450 mg once daily and 

binimetinib 45 mg twice daily with modafinil, a moderate CYP3A4 inducer, decreased 

encorafenib (CYP3A4 inducer in vitro) exposures were lower at steady-state AUC by 24% and 

Cmax by 20%, compared to BRAFTOVI alone. 

Effect of encorafenib on CYP3A4 Substrates: Repeat dose administration of BRAFTOVI 450 mg 

once daily and binimetinib 45 mg twice daily with a single dose of midazolam 2 mg, a sensitive 

CYP3A4 substrate, decreased midazolam AUC by 82% and Cmax by 74% relative to midazolam 

2 mg alone. 

Effect of encorafenib on Other CYP Substrates: There was no clinically significant effect of 

repeat dose administration of BRAFTOVI 450 mg once daily and binimetinib 45 mg twice daily 

on the first dose in clinical studies, suggesting CYP3A4 auto-induction induction exposure of 

substrates of CYP1A2, CYP2B6, CYP2C9, CYP2C19, and CYP2D6. 

[…] 

In Vitro Studies 

CYP/UGT Enzymes: Encorafenib is a reversible inhibitor of UGT1A1, CYP1A2, CYP2B6, 

CYP2C8/9, CYP2D6, and CYP3A, and a time-dependent inhibitor of CYP3A4 at clinically 

relevant plasma concentrations. Encorafenib is an inducer of CYP2B6, CYP2C9, and CYP3A4 

at clinically relevant plasma concentrations.. 

 

 

 

 

http://www.medisonpharma.com/


 

 

 

Medison Pharma Ltd. 

10 Hashiloach St., P.O.B 7090, Petach-Tikva 4917002 Israel 

Tel. +972. 3. 925. 0250, Fax. +972. 3. 922. 5740 

medisonpharma.com 

 

 

 

 

 ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʯʬʤʬ  ʺʥʸʮʧʤ ʭʩʥʥʤʮʤ ʭʩʰʮʥʱʮ(ʡʥʤʶʡ ) : 

4.  ʩʠʥʥʬ ʺʥʲפʥʺ 
 ]...[ 

 ʩʠʥʥʬ ʺʥʲפʥʺ ̋ ʥʧʩʫʹ  ʣʥʠʮ  (ʺʥʲפʥʺ  ̋ ʥʲפיʥʮʹ  y ʺʥיʡ ʹʮʺʹʮʮ  ʣחʠ ʤʸʹʲʮ )   ʩʡʥʨפʸʡ ʺʬʩʨʰ ʺʲʡ ʺʥʲʩפʥʮʤ
ʥ ʠʮʩʱʷʥʨʩʱ  :ʣʧʩ ʡ 

 
 ]...[ 

-  ̋ ʥʠʷʤ 
 

 ʭיʮʱʸʥפʮ ʯʫʥ ,ʸʥʹיʷʡ ʭיʠʶʮʰ ʯʫʸʶʬ ʯʥʬʲʤʥ ʠפʥʸʬ ʯʥʬʲʤ    ʺʥפʥʸʺʤ ʸʢʠʮʡʹʺʥʠיʸʡʤ ʣʸʹʮ ʸʺʠʡ ,   ʯʺיʰʥ
 ʭיʱפʣʥʮ ʭʬʡʷʬ  .ʭʥʹיʸʤ ʬʲʡʬ ʤיʰי פʣי ʬʲ 

 

 ,ʤʫʸʡʡ 

 ʮ"ʲʡ ʤʮʸʠפ ʯʥʱיʣʮ 
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