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 ה /ה נכבד /רופא

ה /נכבד ת /רוקח  
  

 : יםלרופא של התכשיר ניםהעלועל עדכון  להודיעכם מבקשת בע"מ ישראל לילי  אלי חברת

Omvoh 100 mg/ml  מ"ג/מ"ל  100אומבו  
 Mirikizumab 100 mg/ml: ל חומר פעי

  Solution for injection:צורת מינון

 

Omvoh 300 mg  מ"ג  003אומבו  
 Mirikizumab 20 mg/ml: ל חומר פעי

 Concentrate for solution for infusion  :צורת מינון

 :לתכשיר תוהמאושר ההתוויות
 

Ulcerative colitis  
Omvoh is indicated for the treatment of adult patients with moderately to severely 
active ulcerative colitis who have had an inadequate response with, lost response to, 
or were intolerant to either conventional therapy or a biologic treatment. 
 
Crohn's disease 
Omvoh is indicated for the treatment of adult patients with moderately to severely 
active Crohn's disease who have had an inadequate response with, lost response to, 
or were intolerant to either conventional therapy or a biologic treatment. 

 
 . כחולב  מסומן שהתווסף טקסט

  לבעל   פנייה ידי   על מודפסים לקבלם  וניתן הבריאות משרד  שבאתר  התרופות  במאגר  מפורסמים המעודכנים  העלונים
 . 09-9606234:' . טל, רעננה  4, השיזף,  מ" בע  ישראל  לילי  אלי: הרישום

 
  ,בברכה

 רונן שוורץ 
 רוקח ממונה 

 מ " בע  ישראל לילי   אלי
 

 להלן העדכונים המרכזיים בעלון לרופא: 

5. PHARMACOLOGICAL PROPERTIES  

 

5.1 Pharmacodynamic properties 

 

[…] 

Clinical efficacy and safety 

 

Ulcerative colitis 

[…] 

Study extension 

Patients who responded to mirikizumab induction treatment in LUCENT-1, who were then re-

randomized to mirikizumab maintenance therapy during LUCENT-2 and completed 52 weeks of 

continuous mirikizumab treatment entered the long-term extension study LUCENT-3 (n = 316). Of 

the patients in clinical remission at week 52 (n = 179), 62.2 % maintained clinical remission, 65.5% 

achieved endoscopic improvement (i.e. endoscopic remission) and 52.8 % achieved histo-endoscopic 

mucosal remission (HEMR) at week 212. 

[…] 
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Crohn’s disease 

[…] 

Study extension 

Patients who completed VIVID-1 through week 52 were eligible to continue treatment in the long-

term extension study VIVID-2. Among VIVID-1 endoscopic responders who also achieved clinical 

remission by CDAI at week 52 and entered VIVID-2 (n = 191), 78.1 % maintained combined 

endoscopic response and clinical remission by CDAI at week 104 with continued mirikizumab 

treatment. 

[…] 
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