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Beovu 120 mg/ml [36377] :ymn
Solution for injection
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Beovu is indicated in adults for the treatment of neovascular (wet) age related macular degeneration (AMD).

Brolucizumab 120 mg/ml (6 mg per a single dose of 0.05 ml)  :5vsn 2057900

39989 119V2Y ROYID NOYA OIMNITY DY DIV TIN DN

SONIYIN MINYIAN TIVN 7Y TYINY 295 215181 RITY Poya 19995 ¥ 0 y1Ind

SY25 M9 O T-HY DXOITIN DIAPY 1NN, MNIAN TIVH INNIY NMIMINT NNNY INDYI 19780 NOYN XD NoYN
DN

$NDYYY )oya DINITYN
44 Special warnings and precautions for use

Endophthalmitis, intraocular inflammation, traumatic cataract, retinal detachment, retinal vasculitis,
and/or retinal vascular occlusion

Intravitreal injections, including those with Beovu, have been associated with endophthalmitis,
intraocular inflammation, traumatic cataract and retinal detachment (see section 4.8). Proper aseptic
injection techniques must always be used when administering Beovu.

Patients should be instructed to report any symptoms suggestive of the above-mentioned events
without delay

Intraocular inflammation, including retinal vasculitis and/or retinal vascular occlusion

inflammation-have Intraocular inflammation, including retinal vasculitis and/or retinal vascular
occlusion, has been reported with the use of Beovu (see sections 4.3 and 4.8). A higher number of
intraocular inflammation events were observed among patients with treatment-emergent antibodies.
After investigation, retinal vasculitis and/or retinal vascular occlusion were found to be
immune-mediated events. Intraocular inflammation, including retinal vasculitis and/or retinal vascular
occlusion, may occur following the first intravitreal injection and at any time of treatment. These
events were observed more frequently at the beginning of the treatment.

Based on clinical studies these events were more frequent in female patients treated with Beovu than
male patients (e.q., 5.3% females vs. 3.2% males in HAWK and HARRIER) and in Japanese patients.

In patients developing these events, treatment with Beovu should be discontinued and the events
should be promptly managed. Patients treated with Beovu with a medical history of intraocular
inflammation and/or retinal vascular occlusion (within 12 months prior to the first brolucizumab
injection) should be closely monitored, since they are at increased risk of developing retinal vasculitis
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and/or retinal vascular occlusion.

4.8 Undesirable effects

>y e
Retinal vascular occlusion Notknrown Uncommon
Retinal vasculitis Notknown Uncommon

Immunogenicity
There is a potential for an immune response in patients treated with Beovu. After dosing with Beovu

for 88 weeks, treatment-emergent anti-brolucizumab antibodies were detected in 23-25% of patients.

Among patients with treatment-emergent antibodies, a higher number of intraocular inflammation
adverse reactions were observed. After investigation, retinal vasculitis and/or retinal vascular

occlusion, typically in the presence of intraocular inflammation, were found to be immune-mediated

adverse events related to exposure to Beovu (see section 4.4). Fhe-clinical-sighificance-of
anti-breluecizumab-antibodies-en-safety-is-tnelearat this-time—Anti-brolucizumab antibodies were not

associated with an impact on clinical efficacy.
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