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ʨʱʥʢʥʠ 2024 

ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ, 
ʺ/ʣʡʫʰ ʺ/ʧʷʥʸ, 

 

ʬʹ ʠפʥʸʬ ʯʥʬעʡʥ ʯʫʸʶʬ ʯʥʬעʡ ʭʩʰʥʫʣע ʬע עʩʣʥʤʬ ʺʹʷʡʮ ʮ"עʡ ʬʰʥʩʹʰʸʨʰʩʠ ʥʸʺ ʺʸʡʧ 
ʯʥʣʰʡʹ ʸʩʹʫʺʤ: 

 ʤʩʮʥʬʩʠ100 ʬ"ʮ/ʢ"ʮ Ilumya 100 mg/ml 
 

:ʺʸʹʥʠʮ ʤʩʥʥʺʤ 

Treatment of adults with moderate-to-severe plaque who are candidates for systemic therapy or 

phototherapy. 

ʡʩʫʸʮ ʬʩפע: Tildrakizumab 100 mg/ml 

 

ʩʹʫʺʤ ʬʹ ʯʺʮʤ ʺʸʥʶ:ʸ solution for injection s.c     

 

 ʲʷʸʡ ʭʩʹʢʣʥʮ ʤʸʮʧʤ ʭʩʥʥʤʮʤ ʭʩʰʥʬʲʡ ʭʩʩʥʰʩʹʡʥʤʶ ʲʡʶʡ ʺʥʰʮʥʱʮ ʺʥʴʱʥʺ ,ʭʥʣʠ ʺʥʨʮʹʤʥ 

 ʥʲʶʥʡ ʭʩʰʥʬʲʡ ,ʯʫ ʥʮʫ .ʩʷʴʥʠ ʥʷʡ ʺʥʰʮʥʱʮʲʣʩʮ ʺʨʮʹʤ ,ʲʣʩʮ ʺʴʱʥʺ ʭʩʬʬʥʫʤ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ 

.ʤʸʮʧʤ ʭʩʥʥʤʮ ʭʰʩʠʹ ʧʱʥʰ ʩʰʥʫʣʲʥ 

 

ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʱʸʥʴʮ ʯʥʬʲʤ :https://israeldrugs.health.gov.il  

 ʸʥʨʩʷʤ ʡʥʧʸ ,ʮ"ʲʡ ʬʰʥʩʹʰʸʨʰʩʠ ʥʸʺ ʺʸʡʧ :ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰʴ ʩʣʩ ʬʲ ʱʴʣʥʮ ʥʬʡʷʬ ʯʺʩʰ14, 

ʵʸʴʮ  ʤʴʩʧ2624761  .ʬʨ ,04-8475700 

 

ʠפʥʸʬ ʯʥʬעʡ ʭʩʩʸʷʩעʤ ʭʩʰʥʫʣעʤ ʯʬʤʬ: 

2. Qualitative and quantitative composition 

[…] 

Excipient with known effect: 

Each pre-filled syringe of Ilumya 100 mg contains 0.5 mg of polysorbate 80. 

[…] 

4.4 Special warnings and precautions for use  
[…] 

Excipients 

Ilumya contains 0.5 mg of polysorbate 80 in each pre-filled syringe of 100 mg, which is 

equivalent to 0.5 mg/ml. Polysorbate may cause allergic reactions. 
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4.8 Undesirable effects  
[…] 

Long-term Safety Description of selected adverse reaction   

The safety profile of tildrakizumab observed during the long-term extensions periods of 

resurface 1 and resurface 2 was consistent with that of the double-blind periods. 

 

5.1 Pharmacodynamic properties 
[…] 

Clinical efficacy and safety  
[…] 

In these studies, patients were randomised to either placebo or tildrakizumab (including 200 

mg and 100 mg at 0, 4 and every twelve weeks thereafter [Q12W]), up to 52 or 64 weeks. In 

the active comparator study (reSURFACE 2), patients were also randomised to receive 

etanercept 50 mg twice weekly for 12 weeks, and weekly thereafter up to 28 weeks. Patients 

who did not respond to etanercept treatment (˂75% reduction in PASI from baseline) were 
switched to tildrakizumab 200 mg Q12W up to 52 weeks, while patients who responded to 

etanercept were discontinued from the study. 

 

Eligible patients who completed the double-blind periods of reSURFACE 1 and reSURFACE 

2 with ≥ 50% improvement in PASI from baseline could participate in open-label extension 

phases of these studies in order to evaluate the long-term safety and maintenance of efficacy 

of continuous tildrakizumab treatment. Patients entering the extension periods of 

reSURFACE 1 and reSURFACE 2 continued treatment at the same dose of tildrakizumab, 

100 mg or 200 mg, that they were receiving at week 64 or 52, respectively. Up to 6 years of 

follow-up data are available.  
[…] 

Maintenance of response 
[…] 

Of the patients who completed the double-blind period, 506 (79%) in reSURFACE 1 and 730 

(97%) in reSURFACE 2 entered the extension period. Across studies, at least 76% of patients 

who had a PASI 90 response at the end of double-blind period, maintained a PASI 90 

response during the extension period, when tildrakizumab 100 mg or 200 mg treatment was 

continued during a period of 192 weeks (Figure 2 and Figure 3). 
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Figure 2. Percentage of patients who maintained a PASI 90 response by visit in the 
openlabel extension of reSURFACE 1 (Full Analysis Set, Extension Period*) 

 
*Among PASI 90 responders at the end of the double-blind study period. No imputation of missing data. 
Note: Visit week is nominal, as study participants had a window of up to approximately 12 weeks from week 64 to 
begin the extension. 

 
Figure 3. Percentage of patients who maintained a PASI 90 response by visit in the 
openlabel extension of reSURFACE 2 (Full Analysis Set, Extension Period*) 
 
 

 
 
*Among PASI 90 responders at the end of the double-blind study period. No imputation of missing data. 
 
[…] 

Immunogenicity 
[…] 

The development of neutralizing antibodies to tildrakizumab was associated with lower 
serum tildrakizumab concentrations. 
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ʯʫʸʶʬ ʯʥʬעʡ ʭʩʩʸʷʩעʤ ʭʩʰʥʫʣעʤ ʯʬʤʬ: 

2 .ʩʰפʬ ʤפʥʸʺʡ ʹʥʮʩʹʤ 

 ]...[ 

 ʩʡʢ ʬʲ ʲʩʴʥʮ( ʤʥʥʶʠʤ ʸʴʱʮʥ ʪʩʸʠʺʤ ʺʠ ʭʥʹʸʬ ʡʥʹʧ ,ʤʩʮʥʬʩʠ ʬʹ ʤʹʣʧ ʤʦʩʸʠ ʬʡʷʮ ʤʺʠʹ ʭʲʴ ʬʫʡ
 ʩʸʧʠ ʤʦʩʸʠʤLot .ʧʥʨʡ ʭʥʷʮʡ ʤʦ ʲʣʩʮ ʸʥʮʹʬʥ ) 

]...[ 

ʤפʥʸʺʤ ʬʹ ʭʩʡʩʫʸʮʤʮ ʷʬʧ ʬע ʡʥʹʧ עʣʩʮ 

 ʤʩʮʥʬʩʠ ʬʹ ʹʥʮʩʹʬ ʯʫʥʮ ʷʸʦʮ ʬʫ100  ʬʩʫʮ ʢ"ʮ0.5 ʥʴ ʬʹ ʢ"ʮ ʨʠʡʸʥʱʩʬ80  ʬ ʩʨʰʬʥʥʩʥʥʷʠ ʸʹʠ0.5 ʡ ʢ"ʮ- 
1 .ʬ"ʮ 

.ʩʤʹʬʫ ʤʩʢʸʬʠ ʬʲ ʪʬ ʲʥʣʩ ʭʠ ʠʴʥʸʬ ʸʴʱ .ʭʩʨʠʡʸʥʱʩʬʥʴʬ ʭʩʹʩʢʸʤ ʭʩʬʥʧʡ ʺʥʹʩʢʸʬ ʭʥʸʢʬ ʬʥʬʲ ʸʩʹʫʺʤ 

]...[ 

ʹʥʮʩʹ ʺʥʠʸʥʤ 
]...[ 

11. ʹʮʥʹʮʤ ʷʸʦʮʤ ʺʠ ʠʶʥʤ  
]...[ 

• ʠ ʤʦʠʢ ʣʴ ʥʠ ʯʴʢ ʸʮʶʡ ʤʷʸʦʤʤ ʭʥʷʮ ʺʠ ʤʷʰ ,ʭʣ ʨʲʮ ʥʠ ʬʦʥʰ ʺʥʩʸʠʹ ʥʸʺʥʰ ʭ ʺʬʲʴʤ ʪʥʺʬʩʲʴʤʬ ʩʬʡʮ 
.ʤʷʸʦʤʤ ʭʥʷʮ ʩʥʱʩʫʬ ʷʡʣʩʮ ʣʢʠʡ ʹʮʺʹʤʬ ʬʫʥʺ ,ʪʸʥʶ ʹʧ ʤʺʠ ʭʠ .ʵʧʬ 


