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ϭϭ/ϮϬϮϯ 

Tepmetko (Tepotinib), 

Film coated tablets 
 ၧႁפא/ၩၿၧႁ ,ၥ/ת ၧၧၾၧת ႁפၧאי ၤၢၯၶיၱ, 

 ႁႂיၯתၥ ၰႂ ၵၯႁၾၰ ၵၧၰၸၥၧ פאၧႁၰ ၵၧၰၸၥ יၯ ၱၯၸיၤၧၥၰ ၱႂיၿၢמ ၧၶאTepmetko .ၧၶၯၤၧၸ 
 

 ၥၥתוויၥ ၥמאוႁႂת: 

TEPMETKO is indicated for the treatment of adult patients with metastatic non-small cell lung 

cancer (NSCLC) harbouring a MET tyrosine kinase receptor exon 14 (METex14) skipping mutation. 

 

 (: ၶႂ ၪၷၿၪၥၾၧၩ ၧၿמၿၩ מၧפיၧၿ,  ၱၸ ၸ תၩתၵၧמၧפיၸ ၸၱ )ၰၸၢ ၱ ၹၷၧၶႂ ၪၷၿၪוႁၰ ၵופא ၥיၥ ၶႂיၶוייၱ
 
 

Interactions 

Effect of other medicinal products on the pharmacokinetics of tepotinib 

Avoid concomitant administration 

CYP3A- and/or P-gp-inducers: 

In healthy participants, co-administration of a single 450 mg tepotinib dose with the strong CYP3A-

/P-gp-inducer carbamazepine (300 mg twice daily during 14 days) resulted in a decrease of the 

AUCinf of Tepotinib by 35% (geometric mean ratio of 65.2%, 90% confidence interval of 59.8% to 

71.0%) and of the Cmax of tepotinib by 11% (geometric mean AUC ratio of 89.3%, 90% confidence 

interval of 83.4% to 95.6%), compared to administration of tepotinib alone. 

This could reduce the efficacy of Tepmetko. Concomitant administration of Tepmetko with strong 

CYP3A- and/or P-gp-inducers ;e.g. ĐarďaŵazepiŶe, pheŶytoiŶ, rifaŵpiĐiŶ, St. JohŶ’s ǁortͿ should ďe 
avoided. 

Strong CYP3A and/or P-gp inducers: 

The effect of strong CYP3A and/or P-gp inducers on Tepmetko has not been studied clinically. 

However, metabolism and in vitro data suggest concomitant use may decrease tepotinib exposure, 

which may reduce Tepmetko efficacy. Concomitant use of Tepmetko with strong CYP3A and/or P-

gp inducers (e.g. carbamazepine, phenytoiŶ, rifaŵpiĐiŶ, St. JohŶ’s WortͿ should ďe aǀoided. 
 

 

 

 



Strong CYP3A- and P-gp-inhibitors: 

In healthy participants, co-administration of a single 450 mg dose tepotinib with the strong CYP3A- 

and P-gp-inhibitor itraconazole (200 mg once per day during 11 days) resulted in a 22% increase in 

the AUCinf of tepotinib (geometric mean ratio of 122.4%, 90% confidence interval of 111.5% to 

134.3%), with no change in the Cmax of tepotinib, compared with tepotinib alone. 

This could lead to increased or increased occurrence of adverse events. Therefore, concomitant 

administration of Tepmetko with potent CYP3A- and P-gp-inhibitors should be done with caution 

and monitoring for adverse events. 

Dual strong CYP3A inhibitors and P-gp inhibitors: 

The effect of strong CYP3A inhibitors or P-gp inhibitors on tepotinib has not been studied clinically. 

However, metabolism and in vitro data suggest concomitant use of drugs that are strong CYP3A 

inhibitors and P-gp inhibitors may increase tepotinib exposure, which may increase the incidence 

and severity of adverse reactions of Tepmetko. Concomitant use of Tepmetko with dual strong 

CYP3A inhibitors and P-gp inhibitors (e.g. itraconazole, ketoconazole, ritonavir, saquinavir, 

nelfinavir) should be avoided. 

 

(…) 

 

Undesirable effects 

;…Ϳ 
 

System organ class/Adverse 

reaction 

Tepmetko 

N=448 

All grades Grade ≥ 3 

n (%) Frequency 

category 

n (%) Frequency 

category 

Increase in alkaline phosphatase 

(ALP) 

35 (7.8) Common 4 (0.9) Uncommon 

;…Ϳ 

Hepatoxicity 

Hepatotoxicity has occurred in patients treated with Tepmetko. In the main clinical study, ALT/AST 

elevations occurred in 12.2% of patients. In 3.1% of patients, an increase in ALT/AST to grade 3 or 

higher was observed. In one patient, a fatal case of liver failure occurred. No patients treated with 

Tepmetko discontinued treatment due to elevated ALT/AST. The median time to onset of an 

elevated ALT/AST increase to grade 3 or higher was 7.3 weeks (range 3.1 to 8.6 weeks) “(see 

sections Dosage/Administration and Warnings and precautions). 

ALP increase did not lead to any dose reductions, temporary discontinuation, or permanent 

discontinuation. The observed ALP increase was not associated with cholestasis. Based on 

laboratory values, a worst-on-treatment increase of at least 1 grade was observed for 47.5% of 

patients for ALP in the main clinical study. An increase to grade 3 or higher occurred in 1.6% of 

patients. 

;…Ϳ 

 
 
 
 
 



 (: ၶႂ ၪၷၿၪၥၾၧၩ ၧၿמၿၩ מၧפיၧၿ,  ၱၸ ၸ תၩתၵၧמၧפיၸ ၸၱ )ၥ  ၱ ၹၷၧၶႂ ၪၷၿၪיၰၸၢၵၯႁၾၰ ၶוၥ  ၵႂיၶוייၱ
 

 תၣוၢות ၢיၵ תႁופתיות

ၰၰၧၯ תၧႁפၧת ၰၰא מၧ ၱႂႁתၷၧפၬ תၶၧၨה, ၷפၧႁၰ ၭၯ ၰၸ ႁפא  אၱ אתה ၧၰקၩ אၧ אၱ ၰקၩת ၰאၶၧႁၩה תၧႁפၧת אၧႁၩת 
 .ၩקၧႁၰ ၧא   

 
:ၧၿၪפמၪ ၰႂ ၥၸႂפၥၥ ית אתၩפၥၰ ၧא ႁיၢၣၥၰ תၧၰၧၰၸ תၧאၢၥ תၧפၧႁתၥ 

• ၿאၢႁ ၵאיၧၪיၶפ ၧא ၵפיၨת  –אמאၧיתၧၧၸ ၧפיၱ אၿתၥၰ ၱמႂמႂיၥ 

• ၵၬၾၬפאמפၬႁ – פתၩႂၢ ၰၧיפၪၰ ႂמႂמၥ 

 תၧႁפၥ ממၾ ႁၧၿמၩי ၥמႂמႂת ၪၰיפၤၢ ၰၧיၯאၶၷ (St. JohŶ’s ǁort  )– ၵၧט ႁၧၧ ၷၶၧ'ၣט •

• ၰၧၨאၶၧၿאႁטၬא ၰၧၨאၶၧၿၧၪၿ ၧיתייၱ  – אႁၪמיၱ פၧၥיၨၢ ၰၧיפၪၰ  

• ႁၬၢאၶၧטၬႁ ,ႁၬၢאၶၬၧၧၿאၷ ,אၶၬפၰၶၢႁၬ  – ၥ ၹיၣၶၢ ၰၧיפၪၰ-HIV 

 
 )...( 

 

ၥופႁתၢ ႂתႂתמ ၤၾיၯ 

 )...( 

 ၥၰיၪၶၥ תႁၧၾ 

.ၥפၥ ၭႁၤ ၥၰၬטၶၰ ၤၸၧၬמ ၧၿטפמט  
 ၰႂၢמၧתၵ מၰၢי ၷၧၸၰၰ יၸ ၤၩၱ אၰၯၧ אၨ ၧמၰ ႁၾၿ ၵאၥ ႁၩאၥၩၧႁ.יႂ ၸၧၰၢၰ את ၰၢၪၥיၧת 

 איၷၧၸၰၰ ၵ את ၰၢၪၥיၧת. 

 

 תופၸות ၰוואי

 )...( 

 תופၸות ၰוואי ၶוၷפות: 

...( ) 

 (:ϭϬϬמႂתמၬႂၱ מתϭ-ϭϬ  ၭၧ-מၧפၧၸၬת ၢתၧפၧၸת ႂ) תၧפၧၸת ၧၧၰאၧၩၬၯႂ ၬת
ၨאၰၬמၸ ၰႂ ၰၬၣႁၥת מၧၥၧၢၣ תၧמႁ, ၧא  ၨפאၬၰ ၧאၬၷၬၷၢ ၨפאטאၷၧפ  .ၱၤၢ 

 

 ၰמיၥ ၸၤמၰא יႂ ၸၰייၧႁၰ ၵၧၰၸၢ ၵפא ၯפי ႂאၰၸ ႁႂၧ יၤי מႁၢၥ ၤႁႂיאၧת. 

ၱ מוၤפၢ ၱ  ၷמאၥ ႁၣתႁופות ၢႂאתႁ מႁၢၥ ၤႁႂיאות, וၶיתၩၰႂၶ  ၰၢၿၰ ၵו ၰפၷႁוၱ  וႁၰ  ၵၯႁၾၰופא   ၶיၰၸၥၱו ၰၸ יၤי   י
 ၵיႂוၿၥ 'ၩႁ ,מ"ၸၢ וၶוႁၷ ၿႁיႂוၱ מႁၥ ၰၸၢၰ ၥיၶפϭϴ ၥၶၢי ,ϴϭϮϮϬ  'ၰၪ ,Ϭϵ-ϵ5ϭϬϳϯϳ . 

 

ၥၯႁၢၢ, 

 ၷၿၧית פႁၧא 
ၥၶၧת ממၩၿၧႁ 


