NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayiliHo2o

nocsi0YeHHs1

BI3KbIO

PO3UMH ANA H'EKLN,
120 mr/mn; no 1
dhnakoHy B KOMM/IEKTI
3 FO/IKO0
QiNbTPYBa/IbHOK B
KOpOOGLii 3 KApTOHY

Hosaprtic
OBepci3
IHBECTMEHTC
Al

LWseliuapis

BUMYCK cepili:
AnkoH-KyBpbop,
Benbrig;

BUMYCK cepili:
HoBapTic ®apma 'mbX,
HimeyunHa,;
BUMYCK cepili:
HoBapTic
®apmacsioTuka, C.A,,
IcnaHis;

BUNYCK Cepiii, BTOPUHHE
nakyBaHHs:

Jlex ®apmacboTuKasic
A.4., CnoseHis;
BMPOGHMLTBO
CTEPULHOIO
nikapcbKoro 3acooby -
rOTYETbCA acenTUYHO;
NepBUHHE MaKyBaHHS;
KOHTPO/1b SKOCTI -
XiMiYHWA/Pi3NYHNIA,
KOHTPO/Tb SKOCTI -
MiKpPOGIOSIOriYHUIA - He
CTEPUSIbHICTb; KOHTPO/b
SAKOCTI -
MiKPOGiOOriYHMIA -
CTEPUSbHICTb; BTOPUHHE
nakyBaHHs:
HoBapTic ®apma LUTeliH
Ar, LWBeliyapis;
KOHTPO/Tb SKOCTI -
6i0/IONYHWIA:
HosapTic ®apma Ar,
Liseliuapis

Benbrisi/
HimeuunHa/
Icnanis/
CnoseHis/
LLIseliyapis

Type Il variation: B.l.a.1.g Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for AS -
Introduction of a new manufacturer of the AS
that is not supported by an ASMF and requires
significant update to the relevant AS section in
the dossier - To add "Lonza AG, Lonzastrasse,
3390 Visp, Switzerland" as an alternative site
responsible for manufacturing and quality control
of the active substance brolucizumab.

3a
peyenmom

UA/18277/01/01

BI3KbIO

PO3YUH AN1S iH'EKLN,
120 mr/mn; no 1
onakoHy B KOMMIEKTI
3 FO/IKOI0
QiNbTpyBa/IbHO B
KOpo6Li 3 KApTOHY

HoBapTic
OBepci3
IHBECTMEHTC
Al

LBeiiuapis

BWMYCK CepiiA:
AnkoH-Kyspbop,
Benbris;
BWMYCK CepiiA:
Hosaprtic ®apma N'vbX,
HimeuunHa;

Benbrisi/
Himeuunna/
Icnanisa/
CnoseHis/
LLiBefiuapis

BrinpaBneHHs TeXHIYHOT MOMUIKU Y HOPMYBaHHI
3a nokasHuKamu «laeHTugikauia Ta ymctota
MeTOOM aHIOHOOO6MiIHHOI Xpomartorpadii
(AEX)», «lgeHTnyHicTb Ta unctota metogom CE-
SDS (pepyKoBaHi Ta HepeayKoBaHi YMOBW)»,
«AKTUBHICTb/MPUTHIYEHHA Nponidepadyii»

3a
peyenmom

UA/18277/01/01




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

BWMYCK CepiA:
Hosapric
®PapmacbioTuka, C.A,,
IcnaHis;

BUMYCK Cepili, BTOPUHHE
naxkyBaHHs:
ek ®apmacboTukanc
4.4., CnoseHis;
BVMPOGHMLTBO
CTEpUIbHOIO
niKkapcbKoro 3acoby -
roTYETbCS acenTUYHo;
nepBUHHE MakKyBaHHS;
KOHTPO/Ib AKOCTI -
XIMIYHWA/Di3NYHMIA,
KOHTPO/1b AKOCTI -
MiKpO6ioNoriYHUiA - He
CTEPUSIbHICTb; KOHTPOb
AKOCTI -
MiKpOBIOOriYHWIA -
CTEPUSIbHICTb; BTOPUHHE
nakyBaHHS:
HoBaprTic ®apma LUTeitH
Al Weeiiyapis;
KOHTPO/1b AKOCTI -
6i0NOriYHWIA:
HoBapTic ®apma Ar,
LLiBefiuapis

cneumdikaLii roToBoro ikapcbkoro 3acoby y

MeToaax KOHTPO/I0 AKOCTi NikapCcbKoro 3acoby.

lMponoHoBaHa pepakuis:
MeToaun KOHTPOIO AKOCTI:

CHNELNODIKALLIA
Koa Ha3sa Bumorn
BMNpOGY | BMNPOGYBaHHSA
BaHHSA
53002 laeHTudikayis
Ta yncToTa
MeToAoM
aHiOHOOOMIHH
ol
Xpomatorpadii
(AEX)
Ynuctota He meHwe
95.0 % (npwn
BUMYCKY)
He meHwe
92.0 %
(npoTsarom
TEPMiHY
npuaaTHoOCTI)
Cyma He 6inbwe 3.5
KMCNOTHUX % (npu
[LOMILLIOK BUNYCKY)
He 6inblwe 3.5
% (npoTarom
TepMiHy
NpUAATHOCTI)
Cyma He 6inbwe 2.5
OCHOBHUX % (npw
[OOMILLIOK BUMYCKY)
He 6inbwe 4.5
% (npoTsarom
TepMiHy
npuaaTHOCTI)
55503 |BeHTUYHICTb
Ta yncToTta
metoaom CE-




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

SDS

(peaykoBaHi

Ta

HepeayKoBaHi

yMOBW)

pefyKoBaHi

yMOBM

Ynctota He meHwe
98.0 % (npwu
BUMYCKY)
He meHwe
97.0 %
(npoTsarom
TEPMiHY
npuaaTHoOCTI)

3arasnbHa He 6inbwe 2.0

KiNbKiCTb % (npu

[LOMILLIOK BUNYCKY)
He 6inbwe 3.0
% (npoTArom
TepMiHy
npuaaTHoOCTI)

HepeayKoBaHi

YMOBW

Ynuctota He meHwe
99.0 % (npwn
BUMYCKY)
He meHwe
98.5 %
(npoTarom
TEPMiHY
npuaaTHoOCTI)

3arasibHa He 6inbLwe 1.0

KiNbKIiCTb % (npu

[OMILLIOK BUMYCKY)

He 6inbwe 1.5
% (npoTArom
TEPMiHY




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

npuaaTHoOCTI)
AKTUMBHIC
Tb
66159 AKTUBHICTb/ 80 9% - 125 %

NPUrHiYeHHs
nponidepauii

BiJHOCHOI
6ionorivHoi
aKTMBHOCTI
MOPIBHAHO 3
€Ta/IOHHOK
PEeYOBMHOK




