MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPrAHAMMU CMOJTYHYEHUX LUTATIB AMEPUKW, LUBENLIAPCbKOI KOH®EAEPALLI, AMOHII, ABCTPANII, KAHAAWN, NIKAPCbKUX 3ACOBIB, WO

3A LEHTPA/II3OBAHOIO NPOLEAYPOK 3APEECTPOBAHI KOMNETEHTHUAM OPIFAHOM EBPOMENCBLKOIrO COK3Y

Ne Hassa ®dopma sunycky 3asasHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, BiOnycKy peecmpayjiliHo2o
3acoby YnakoskKa) nocsio4YeHHs1
1. BI3KbHO PO3YMH ANS iH'EKLN, Hosaprtic OBepci3 Leiiapis BUWMYCK Cepiii: AJIKOH- Benbrisi/ C.1.4.,Il — Update of section 4.2 of the SmPC 3a UA/18277/01/01
120 mr/mn; no 1 IHBEeCTMEHTC Al KyBpbop, Benebris; LLIseliapis to update the wording of the posology, peuyenmom

(hN1aKoHy B KOMIMJ/IEKTI
3 r0/IKOI0
iNbTpyBasIbHO B
KOpo6Lii 3 KapToOHY

BMPOGHMLITBO
CTepUIbHOro
nNikapcbkoro 3acoby -
rOTYETbCS aCENTUYHO;
nepBUHHE NaKyBaHHS;
KOHTPO/b AKOCTI -
XiMIYHWIA/Di3NYHMIA,
KOHTPO/b SIKOCTI -
MiKpo6ionoriyHuii - He
CTEePW/IbHICTb;
KOHTPO/b SIKOCTI -
MiKpOGIOOriYHNA -
CTEePW/IbHICTb;
BTOPVHHE MaKyBaHHS:
HoBapTic ®apma
LTeiiH AT,
LBeliuapisi; KOHTPONb
AKOCTI - BioNoriYHNIA:
HosapTic ®apma AT,
LLiBeiiuapis

following the assessment of procedure
EMEA/H/C/004913/11/0002. In addition,
section 4.4 of the SmPC is updated to inform
that the interval between two Beovu doses
during maintenance treatment should not be
less than every 8 weeks as warranted and
the package leaflet is updated accordingly.
Furthermore, the marketing authorization
holder has taken the opportunity to
implement minor editorial changes in section
6.5 of the SmPC.

C.1.4.Il — Update of section 4.4 of the SmPC
with a subsection on intraocular
inflammation and update of the warning on
intraocular inflammation including retinal
vasculitis and/or retinal vascular occlusion,
and update section 4.8 of the SmPC ito
update the frequency of the ADRs "Retinal
vasculitis" and "Retinal vascular occlusion”
to "uncommon" to merge "Retinal artery
occlusion" and "retinal vascular occlusion”
into "retinal vascular occlusion” and update
the description of immunogenicity. All of this
is based on the final results of 2
retrospective real-world studies that
evaluated patients with nAMD for up to 6
month after initiating treatment with
brolucizumab and a mechanistic study
BASICHRO0049 that identified an immune
cause of intraocular inflammation including
retinal vasculitis and retinal vascular
occlusion. The Package leaflet is updated
accordingly. The update RMP vertion 7.0
has been submitted.




