MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX 3ABEPLUEHO PO3I /A4, PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH O
PEECTPALIVHNX MATEPIA/IB NMPOTAIOM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBW, AKI SAPEECTPOBAHI
KOMNETEHTHUMWY OPIFAHAMW CMOMTYYEHUX WUTATIB AMEPUKW, BEJTMKOI BPUTAHII, LULBEULAPCbKOI KOH®EAEPALLII,

KOMMNETEHTHAM OPFAHOM EBPOMENCbLKOIO COO3Y

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPA/NISOBAHOIO NMPOLUEAYPOKO 3APEECTPOBAHI

KopooLi 3
MapKyBaHHSAM
YKpaiHCbKOo Ta
aHrNincoLKo MoBamu;
no 400 mr/16 mny
donakoHi; no 1
haKkoHy y KapTOHHIl
Kopobu,i 3
MapKyBaHHSAM
YKpaiHCLKOI Ta
aHrNincbLKo MoBaMu

TecTyBaHHS npu
BUMYCKY, BUMYCK
cepii, BTOPUHHE

nakyBaHHS,
MapKyBaHHS:
dapmauis i
AngxoH KomnaHi
NINC, CWA

TecTyBaHHA npu
BMNYCKyY cepii,

TECTyBaHHS npu
LOCHIAKEHHI
cTabinbHOCTI:

Baet Biodapma

LisbxH och Baet

PapmaceyTukasnc

NNC, CWA

TecTyBaHHA npu

BUNYyCKyY cepii,

TeCcTyBaHHS npu

LOCNIMKEHHI

cTabifibHOCTI:

Mdpaiizep IpnaHaisa

dapmacbioTikans,

IpnaHgjs In addition, the
Bunyck cepii: applicant has
Mdpaiizep Cepsic taken the
KomnaHi BB, opportunity to
Benbris bring editorial

AS or of a starting
material/
reagent/intermedia
te for AS — The
change relates to
a biological AS or
a starting material
[-] used in the
manufacture of a
biological/immunol
ogical product.
To add Samsung
Biologics Co. Ltd.
300 (Plant 4),
Songdo bio-daero,
Yeonsu-gu,
Incheon, 21987,
Republic of Korea
as an alternative
site responsible for
WCB storage and
manufacture and
QC testing of the
bevacizumab
active substance.

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*
1. 3IPABEB Bevacizu 6eBaumnsy | LO1FG KOHUEeHTpaT ans Mdpaiizep CWA 36epiraHHa Adl, CLIA/ Type Il B.l.a.l.e - 3a UA/18148/01/01
mab Mab 01 pO34uHy ANs iHy3il, EiAy.Ci.Mi. BUPOGHULTBO, Ipnangis/ Change in the peuenmom
25 mr/mn; no 100 mr/4 KopnopeiLuH nepBuHHE Benbris manufacturer of
MYy pnakoHi; no 1 nakyBaHHs,
thnakoHy y KapTOHHil




updates to the
eCTD 3.2.S
sections.




