NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

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

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

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

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby yrnakosKa) nocsioYeHHs
1 PUKCATOH KOHLLeHTpaT Ansa posunHy | CaHpo3 M'moX ABCTpis BUPOGHMK, LLO ABcTpis/ A.4, IA- Administrative change 3a peyenmom | UA/17421/01/01
Ans iHdysiii, 10 mr/mn; BiAnoBifae 3a BUMYyCK CnoseHis/ - Change in the name and/or
no 10 mn (100 mr) abo no cepii: HimeyunHa / address of a manufacturer or
50 mn (500 mr) y CaHpo3 'm6X - bisHec Lsenuapis an ASMF holder or supplier of

chnakoHi; no 2 a6o 3
hnakoHu no 10 mn B
KapTOHHI Kopobui; no 10
M1 (100 mr) a6o no 50
M (500 mr) y dhnakoHi;
no 1 a6o 2 gpnakoHu no
50 MmN B KAPTOHHI
Kopob6uji

ni4po34in TexHonorivHa
po3pobka Ta
BMPOGHULITBO
6i010rYHKX NiKapPCbKMX
3aco6is LWagTteHay
(6TAM ANC), AscTpis

BUPOGHULITBO
Hepo3dacoBaHol
NPOAYKLi, NepBUHHE Ta
BTOPWHHE NakKyBaHHSA,
TecTyBaHHS, [03Bi/T Ha
BUMYCK CepiiA:
ek ®apmaveBTnyYHA
KOMMaHis g.4,.,
CnoseHis

BMPOGHULTBO
Hepo3dacoBaHol
NPOAYKLi:
HoBaprTic
dapmacboTikan
MaHydhakTypuHr N1/1C,
CnoseHis

TeCcTyBaHHS:
HosapTic
dapmacbloTikan
MaHycpakTypuHr J1/1C,
CnoseHis

the AS, starting material,
reagent or intermediate used
in the manufacture of the AS
or manufacturer of a novel
excipient:

To change the name of the
site responsible for
manufacturing, quality control
testing and storage of MCB
and WCB of the active
substance from Sandoz GmbH
— Business Unit Biologics
Technical Development and
Manufacturing Drug Product
Schaftenau (BTDM DPS),
Austria (Biochemiestrasse 10,
6336 Langkampfen, Austria) to
Novartis Pharmaceutical
Manufacturing GmbH. The
address remains unchanged.
A.4, |1A- Administrative change
- Change in the name and/or
address of a manufacturer or
an ASMF holder or supplier of
the AS, starting material,
reagent or intermediate used
in the manufacture of the AS
or manufacturer of a novel
excipient:

To change the name of the

site responsible for quality




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

€spodoiHc PACT 'mbX,
HimeuunHa

HoBapric ®apma Al
LBeiiyapis

control testing and storage of
MCB and WCB of the active
substance from Sandoz GmbH
— Business Unit BP Kundl,
Austria (Biochemiestrasse 10,
6250 Kundl, Austria) to
Novartis Pharmaceutical
Manufacturing GmbH. The
address remains unchanged.
A.4, 1A- Administrative change
- Change in the name and/or
address of a manufacturer or
an ASMF holder or supplier of
the AS, starting material,
reagent or intermediate used
in the manufacture of the AS
or manufacturer of a novel
excipient:

To change the name and
update the address of the site
responsible for quality control

testing and storage of MCB
and WCB of the active
substance from Lek
Pharmaceuticals d.d.
(Kolodvorska 27, 1234
Menges, Slovenia) to Novartis
Pharmaceutical Manufacturing
LLC (Kolodvorska Cesta 27,

1234 Menges, Slovenia).

A.5.b, IA - Administrative
change - Change in the name

and/or address of a
manufacturer/importer of the
finished product, including
quality control sites (excluding
manufacturer for batch
release):

To change the name and
update the address of the site
responsible for quality control
testing of the finished product
from Lek Pharmaceuticals d.d.

(Kolodvorska 27, 1234
Menges, Slovenia) to Novartis




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

Pharmaceutical Manufacturing
LLC (Kolodvorska Cesta 27,
1234 Menges, Slovenia).
3arBepaXeHHO:
TeCTyBaHHS:

Nek chapmaueBTnyHA
KOMMaHisa g.4.
Konogsopcka 27, 1234
MeHnrew, CrioBeHis
Lek Pharmaceuticals d.d.
Kolodvorska 27, 1234
Menges, Slovenia
3anponoHoBaHo:
TeCTyBaHHS:
HoBapTic ®apmachbtoTikas
MaHychakTypuHr J1/1C

Konogsopcka Cecra 27,

Menrew, 1234, CnoseHisi

Novartis Pharmaceutical

Manufacturing LLC
Kolodvorska Cesta 27,

Menges, 1234, Slovenia

A.5.b, IA - Administrative
change - Change in the name

and/or address of a
manufacturer/importer of the
finished product, including
quality control sites (excluding
manufacturer for batch
release):

To change the name and
update the address of the site
responsible for manufacturing

and storage and/ or
distribution of the finished
product from Lek
Pharmaceuticals d.d.
(Verovskova 57, 1526
Ljubljana, Slovenia) to
Novartis Pharmaceutical
Manufacturing LLC
(Verovskova Ulica 57, 1000,
Ljubljana, Slovenia). There is
no change in the location of
the site. Additionally, Lek




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

Pharmaceuticals d.d.
(Verovskova 57, 1526
Ljubljana, Slovenia) remains
as a site responsible for batch
release, manufacturing, quality
control testing, primary and
secondary packaging of the
finished product.
3arBepaXeHHo:
BMPOGHULITBO
Hepo3dacoBaHOT NPOAYKLT,
nepBuMHHE Ta BTOPYHHE
nakyBaHHS, TECTyBaHHS,
[03BiN Ha BUNYCK cepiii:
Jlek chapmaueBTUYHaA
KOMMaHisa g.4.
BepoBlkoBa 57, Mllo6nsHa
1526, CnoBeHisi
Lek Pharmaceuticals d.d.
Verovskova 57, Ljubljana
1526, Slovenia
3anponoHoBaHo:
BMPOGHULTBO
Hepo3dhacoBaHOi NPoAYKLUIT,
nepBWHHE Ta BTOPYHHE
nakyBaHHS, TECTyBaHHS,
[03BiN Ha BUNYCK cepiii:
Nek chapmavueBTyHA
KoMnaHisa a.a.
BeposLlkosa 57, MTio6nsaxHa
1526, CnoseHis
Lek Pharmaceuticals d.d.
Verovskova 57, Ljubljana
1526, Slovenia
BMPOBGHULITBO
Hepo3dacoBaHoi NPoAYyKLUiT:
HosapTic ®apmacbtoTikan
MaHydaktypuHr J171C
BeposuwkoBa 57, Jlto6nsiHa,
1000, CnoseHis
Novartis Pharmaceutical
Manufacturing LLC
Verovskova Ulica 57, Ljubljana
1000, Slovenia







