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,ʤ/ʸʷʩ ʺ/ʧʷʥʸ ,ʤ/ʸʷʩ ʤ/ʠʴʥʸ 

 ʮ"ʲʡ )ʬʠʸʹʩ( ʤʷʩʨʡʶʮʸʴ ʹʥʸ ʺʸʡʧʭʩʰʥʫʣʲ ʸʴʱʮ ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ  ʬʹ ʯʫʸʶʬ ʯʥʬʲʡʥ ʠʴʥʸʬ ʯʥʬʲʡ

ʭʩʰʥʫʣʲ ʷʸ ʭʩʰʩʥʶʮ ʥʦ ʤʲʣʥʤʡ .ʥʮʱʩʡʠʥ ʸʩʹʫʺʤ .ʤʸʮʧʤ ʭʩʥʥʤʮ ʸʹʠ ʭʩʰʥʫʣʲʥ ʭʩʩʺʥʤʮ 

 
ʬʠʸʹʩʡ ʺʥʮʥʹʸʤ ʺʥʩʥʥʺʤʤ: 

VABYSMO is a vascular endothelial growth factor (VEGF) and angiopoietin 2 (Ang-2) 
inhibitor indicated for the treatment of patients with: 
 

1. Neovascular (wet) Age-Related Macular Degeneration (nAMD) 
2. Diabetic Macular Edema (DME) 

 

:ʸʡʱʤ 
ʩʺʧʺ ʥʷ ʭʲ ʨʱʷʨ .ʯʥʬʲʬ ʳʱʥʤʹ ʨʱʷʨ ʯʩʩʶʮ 
ʤʶʥʧ ʥʷ ʭʲ ʨʱʷʨ .ʯʥʬʲʤ ʯʮ ʸʱʥʤʹ ʨʱʷʨ ʯʩʩʶʮ 
ʩʺʧʺ ʥʷ ʭʲ ʨʱʷʨ ʤʶʥʧ ʥʷʥ .ʤʰʺʹʤ ʯʥʬʲʡ ʥʮʥʷʩʮʹ ʨʱʷʨ ʯʩʩʶʮ 

 
 ʠʴʥʸʬ ʯʥʬʲʡ ʯʩʩʲʬ ʹʩ ʳʱʥʰ ʲʣʩʮʬ ʯʫʸʶʬ ʯʥʬʲʡʥʸʹʥʠʹ ʩʴʫʥ  .ʺʥʠʩʸʡʤ ʣʸʹʮ ʩ"ʲ 

 
 ʭʬʡʷʬ ʯʺʩʰʥ ,ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸʴʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤ

ʬʲ ʭʩʱʴʣʥʮ- ʣ.ʺ ,ʮ"ʲʡ )ʬʠʸʹʩ( ʤʷʩʨʡʶʮʸʴ ʹʥʸ :ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰʴ ʩʣʩ6391  ʯʥʸʹʤ ʣʥʤ ,
4524079  ʯʥʴʬʨ09-9737777 :ʨʰʸʨʰʩʠʡ ʥʰʺʡʥʺʫ .www.roche.co.il. 

 
 

ʺʸʡʧ ʹʥʸ ʺʣʮʥʲ ʪʺʥʹʸʬ ʬʫʡ ʤʬʠʹ ʰʡʠʹʥ. 
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ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲ 
 

5 WARNINGS AND PRECAUTIONS  

5.1 Endophthalmitis and Retinal Detachments 

Intravitreal injections, including Vabysmo, have been associated with endophthalmitis and 

retinal detachments [see Adverse Reactions (6.1)]. Proper aseptic injection techniques must 

always be used when administering VABYSMO. Patients should be instructed to report any 

signs or symptoms suggestive of endophthalmitis or retinal detachment without delay, to 

permit prompt and appropriate management [see Dosage and Administration (2.5)]. 

 

… 
 

5.4 Retinal Vasculitis and/or Retinal Vascular Occlusion  

Retinal vasculitis and/or retinal vascular occlusion, typically in the presence of intraocular 

inflammation, have been reported with the use of VABYSMO [see Adverse Reactions (6.2)].  

Discontinue treatment with VABYSMO in patients who develop these events. Patients should 

be instructed to report any change in vision without delay. 

 

 

6 ADVERSE REACTIONS  

The following potentially serious adverse reactions are described elsewhere in the labeling: 

… 

• Retinal Vasculitis and/or Retinal Vascular Occlusion [see Warnings and Precautions 

(5.4)] 

6.1  Clinical Trials Experience 

…. 
Table 1: Common Adverse Reactions (≥ 1%)  
 

Adverse Reactions VABYSMO 

 

Active Control 

(aflibercept)  

 AMD 

N=664 

DME 

N=1,262 

AMD 

N=662 

DME 

N=625 

Cataract 3% 15% 2% 12% 

Conjunctival hemorrhage 7% 8% 8% 7% 

Vitreous detachment 3% 5% 3% 4% 

Vitreous floaters  3% 4% 2% 3% 

Retinal pigment epithelial teara 3%  1%  

Intraocular pressure increased 3% 4% 2% 3% 

Eye pain 3% 3% 3% 3% 

Intraocular inflammationb 2% 1% 1% 1% 

Eye irritation 1% < 1% < 1% 1% 

Lacrimation increased 1% 1% 1% < 1% 

Ocular discomfort 1% 1% < 1%  < 1% 
a AMD only 

b Including iridocyclitis, iritis, uveitis, vitritis 

 

… 
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6.2 Postmarketing Experience 

The following adverse reactions have been identified during postapproval use of 

VABYSMO. Because these reactions are reported voluntarily from a population of uncertain 

size, it is not always possible to reliably estimate their frequency or establish a causal 

relationship to drug exposure. 

 

Eye disorders: retinal vasculitis with or without retinal vascular occlusion. 
 
 

 ʯʥʬʲʡ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲʯʫʸʶʬ 
 

1. ʩʠʥʥʬ ʺʥʲʴʥʺ 

... 
ʩʡʠʥ:ʺʥʸʥʮח ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʭʥʸʢʬ ʤʬʥʬʲ ʥʮʱ 

... 
 ʭʣʤ ʩʬʫ ʺʮʩʱʧ ʠʬʬ ʥʠ ʭʲ ʺʩʺʹʸʤ ʬʹ ʭʣʤ ʩʬʫ ʬʹ ʺʷʬʣ 

... 
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 ʺʲʴʥʺʮ ʬʡʥʱ ʤʺʠ ʸʹʠʫ ʥʠ ʤʸʩʮחʮ ʩʠʥʥʬʤ ʺʥʲʴʥʺʮ ʺחʠ ʭʠ ,ʩʠʥʥʬ ʺʲʴʥʺ ʤʲʩʴʥʤ ʭʠ
.ʠʴʥʸ ʭʲ ʵʲʥʥʩʤʬ ʪʩʬʲ ,ʯʥʬʲʡ ʤʰʩʥʶ ʠʬʹ ʩʠʥʥʬ 
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