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Important note: Before prescribing, consult full prescnbmg information. Presentation: Solution for injection. Each vial contains 27.6 mg of brolucizumab in 0.23 mL solution. Each
pre-filled syringe contains 19.8 mg of brolucizumab in 0.165 mL solution. Indications: Beovu® is indicated for the treatment of neovascular (wet) age-related macular degeneration
(AMD).Dosage regimen and adminis tration: Single-use vial or single-use pre-filled syringe for intravitreal use only. Each vial or pre-filled syringe should only be used for the treatment
of a single eye. Beovu® mus t be adminis tered by a qualified physician. Adults: The recommended dose for Beovu® is 6 mg (0.05 mL) adminis tered by intravitreal injection every 4
weeks (monthly) for the firs t three doses. Thereafter, Beovu® is adminis tered every 12 weeks $3 months). The pl gswcwan may individualize treatment intervals based on disease activity
as assessed by visual acuity and/or anatomical parameters. The treatment interval could be as frequent as every 8 weeks (2 months). Special populations: #Renal impairment: No dose
adjus tment is required. ¢Hepatic impairment: No dose adjus tment is required. #Geriatric patients: No dose adjus tment is required. ¢Pediatric patients: Safety and efficacy have not been
es tablished. Contraindications: #Hypersensitivity to the active subs tance or to any of the excipients. #Active or suspected ocular or periocular infection. #Active intraocular inflammation.
Warnings and precautions: ¢Endophthalmitis, retinal detachment, retinal vasculitis and/or retinal vascular occlusion: Intravitreal injections, including those with Beovu®, have been
associated with endophthalmitis and retinal detachment. Proper aseptic injection techniques must always be used when adminis tering Beovu®. Retinal vasculitis and/or retinal vascular
occlusion, t{plcally in the presence of intraocular inflammation, have been reported with the use of Beovu®. Patients should be ins tructed to report any symptoms sugges tive of the
above mentioned events without delay. #Intraocular pressure increases: Transient increases in intraocular pressure have been seen within 30 minutes of injection, similar to those
observed with intravitreal administration of other VEGF inhibitors. Sus tained intraocular pressure increases have also been reported. Both intraocular pressure and perfusion of the optic
nerve head must be monitored and managed appropriately. #Driving and using machines: Patients may experience temporary visual disturbances after an intravitreal injection with
Beovu® and the associated eye examination. Advise patients not to drive or use machinery until visual function has recovered sufficiently. Pregnancy, lactation, females and males of
reproductive potential Pregnancy: The potential risk of use of Beovu® in pregnancy is unknown. However, based on the anti-VEGF mechanism of action, brolucizumab must be regarded
as potentially teratogenic and embryo/fetotoxic. Therefore, Beovu® should not be used during pregnancy unless the expected benefits outwelghs the potemlal risks to the fetus.Lactation:
Breas t-feeding is not recommended during treatment and for at leas t one month after the las t dose when s topping treatment with Beovu®. Females and males of reproductive potential:
Women of reproductive potential should use effective contraception (methods that result in less than 1% pregnancy rates) during treatment with Beovu® and for at leas t one month after
the las t dose when stoppln? treatment with Beovu®. Adverse drug reactions: Common (1 to 10%): Visual acuity reduced, retinal haemorrhage, uveitis, iritis, vitreous detachment, retinal
tear, cataracts, conjunctival haemorrhage, vitreous floaters, eye pain, intraocular pressure increase, conjunctivitis, retinal pigment epithelial tear, vision blurred, corneal abrasion,
punctate keratitis, hypersensitivity. Uncommon (<1%): Endophthalmitis, blindness, retinal artery occlusion, retinal detachment, conjunctival hyperaemia, lacrimation increased, abnormal
sensation in eye, detachment of retinal pigment epithelium, vitritis, anterior chamber inflammation, irirodyclitis, anterior chamber flare, corneal oedema, vitreous haemorrhage. Frequency
not known: Retinal vasculitis, retinal vascular occlusion. Interactions: No formal interaction studies have been performed.

EU RMP V3.1 Dec 2020 3 i N OVA RT I S

SA2102030644


ALHAWAH1
Highlight


allo]| 20)

honll s aljliall 0a® Jaui 26 .jaall 20y (poll ilbgas o) eliab club pgdmw
il anell dla puai giu.ledi\I:)

.U lo U2y 28 .Beovu® Jio clg ol Jala gaall aos o jualll pos (o

" alaall gbl wlaill” (o wgac anlnibo 6ale greall o sla aidlg il pe Lilaill -
ausuib o agoall aucglll wilaill) (oll adub (o aygoall aweqll (o wilaill any 26 -

6 a1goall aeglll alawil) ol yo walall ejall (e agoall aregll slawil gi / g (ol
gl wlogloo épiig aliall  pilna (palo Cyani piw ( axduill

el gbl wilaill” tow ladlll o 634 Jol pgi-
(aclioll aylaiwll) welio Joo 3)-
Plel dsle lad yul 49 caoiliv 6bjl 020 . (poll hen (e aidgo 63bj-

(i) cuSui Igjmgi(gihium) aduill JInail &igaal Jlaial lie

Pl 030 o [ cialg I5]jgall e cluby Jloill paall o

<lvg) Jlao wo oponll wilijjall 3ac 6abj <lla g Loy« clivg) gé tnalao poi gl plaail -
clie (o jloal of alejil of pli-
«qnll po ulhog-

falloll a0y Jasl I5lo

paaiui gl 2gai ll.(agyl agng pac . Jliall Juw wle) Eogo argyl il 26 « aall 2o
awlal Ul 020 el lallb Ul

<lbg) g6 wluas ol cihall 15] clbjao gi elub palg blw ¢35
<lub oy qogl wall 8ujil Jgaa elil paall 3o

(wbyl) ilegll geddljganll g Lo
¢(AMD) ja0lU huijall

.aoalll cini gaiig atoub pé ago awegl g4l baie joell hijjoll (sl jgonll ¢iany

d;cgﬂl Jwi 26 .aablgll agyl e dgduo . pell jo alall ejall (no gai il acal
| o lao . aeall aalhq go Jalaiig el W] pall gidilg.uﬂl aeuhll ¢ agoall
agjl ploail

f W Beovu® wnggpilslol

agalll yo acgano wi| il il . wlogjsglgp aleall 63kl tle Beovu® wginy
("ol Jala gaall”) el se Beovu® yaa pir.argoall aeglll 63lao Jolge wnowi
gl aice yaoll hijall eadl il alle) club Ji6 30

)l o agoall aeglll goi cuwi (VEGF-A) T wiilegll wilhwl goill Jole wrawi 63lo

e argoall aieqlll gai go Jlarg lapili Beovu® giay« VEGF-A 4 glnilll Jlla o
Jw pall gidjlg.ulll Jui (o Jlay 0jgy rallg .« jaoll hijjall (eall jganll (o aeuhll
el





