MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. CIBPABA PO3UMH ANA H'EKLN, Hosaprtic LBeliuapis BMPOGHULITBO, NEPBMHHE NakKyBaHHS, AscTpis/ A.5.b, type IA - Administrative 3a UA/19037/01/01
284 mr/1,5 mn; no 1,5 OBepci3 BTOPVIHHE NakKyBaHHs, KOHTPO/1b HimeuunHa/ change - Change in the name peuyenmom
MJ/1 PO3YUHY Y IHBECTMEHTC SIKOCTi (YaCTKOBWI1), BUNYCK Cepiii: ®paHuia/ and/or address of a
nonepeaHL0 Al HoapTic ®apmMacbioTukan Icnanis/ manufacturer/ importer of the
HaNoOBHEHOMY LLNPWL; MaHydhakTypiHr TM6X, ABCTpIS; ITanis/ finished product, including quality
no 1 nonepesHbLO BUWMYCK Cepiii: CnoseHis/ control sites (excluding
HarnoBHEHOMY LUNPULLY CaHpio3 F'M6X, ABCTpis; LBeliuapis manufacturer for batch release) -
B KApPTOHHIli Kopobu,i BUNYCK Cepii: To change of the name of the site
HoBapTic ®apma MmM6X, HimeuuunHa; responsible for quality control
BMPOGHMLITBO CTEPU/BHOIO testing of the finished product
NiKapcbKoro 3acoby - acenTnyHa from Sandoz GmbH
nigrotoska Ctepunisavis - (Biochemiestrasse 10, Kundl
hinbTpavis, KOHTPOsb AKOCTI 6250, Austria) to Novartis
(hi3NKO-XIMIYHWIA, BIONOTIYHNIA, Pharmaceuticals Manufacturing
MiKpOG6IONOriYHUIA - CTEPU/IBHICTB), GmbH. The address remains
nepBrHHE NakyBaHHSA: unchanged. BBeieHHs 3MiH
KopaeH ®apma C.n.A, Migpo3gin npoTsirom 6 MicsiLiB micns
UP3, Itanis; 3aTBEPKEHHA.
BTOPVHHE NaKyBaHHA: A.5.b, type IA - Administrative
KopaeH ®apma C.n.A., ITanis; change - Change in the name
BTOPVHHE NaKyBaHHS: and/or address of a
dapmnor dapma Slogxuctik TmMoeX, manufacturer/ importer of the
HimeuunHa,; finished product, including quality
BTOPVHHE NaKyBaHHS: control sites (excluding
Jendbapm XtoHiHr CAC, ®paHLis; manufacturer for batch release) -
BTOPVIHHE NaKyBaHHS: To change of the name of the site
Mikinr ®apma C.A., IcnaHis; responsible for manufacturing,
BTOPVHHE NaKyBaHHA: quality control testing, primary
KOMC Xenckep ITania C.P.J1., ITanisi; and secondary packaging of the
KOHTPOJIb SKOCTi (i3MKO-XIMiYHWIA): finished product from Sandoz
Yenab C.p.n., ITanis; GmbH (Biochemiestrasse 10,
KOHTPO/b SKOCTi (4aCTKOBWIA): Langkampfen 6336, Austria) to
HosapTic ®apmacbloTvkan Novartis Pharmaceuticals
MaHydaktypiHr JINC, CnoBeHis; Manufacturing GmbH. The
KOHTPO/b SKOCTi (4aCTKOBWIA): address remains unchanged.
Jlek ®apmacsroTukasnic 4.4,., BBefeHHA 3MiH NpoTArom 6
CnoseHis; MicALiB NiCNsA 3aTBEPAYKEHHS.
KOHTPO/b SKOCTi (4aCTKOBWIA): A.5.b, type IA - Administrative
HosapTic ®apmacbloTvkan change - Change in the name
MaHydakTypiHr JINC, CnoseHis; and/or address of a
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KOHTPO/b AKOCTi (4aCTKOBWIA): manufacturer/ importer of the
HoBapTic ®apma LTeitH Al finished product, including quality

TekHikan OnepeliwH3 Lseii,
LWTeitH Ctepaiins, LLBseiiuapis;
KOHTPO/Ib SKOCTi (4acTKOBWIA):
HoBapTic ®apmacbkloTvkan
MaHydhakTypiHr TM6X, ABCTpis

manufacturer for batch release) -

Ljubljana, Slovenia). The location
remains unchanged. Additionally,

control sites (excluding

To change of the name and
update the address of the site
responsible for quality control
testing of the finished product
from Lek Pharmaceuticals d.d.
(Verovskova ulica 57, 1526
Ljubljana, Slovenia) to Novartis
Pharmaceuticals Manufacturing
LLC (Verovskova ulica 57, 1000

the address of the Lek
Pharmaceuticals d.d.
(Verovskova Ulica 57, 1526
Ljubljana, Slovenia) site remains
as a site responsible for quality
control testing (Bacterial
endotoxins, Sterility and Sub
visible particulate matter only) of
the finished product. BeegeHHs
3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPMAKEHHS.
A.5.b, type 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 of the name and
update the address of the site
responsible for quality control
testing of the finished product
from Lek Pharmaceuticals d.d.
(Poslovna enota Proizvodnja
Menges, Kolodvorska cesta 27,
1234 Menges, Slovenia) to
Novartis Pharmaceuticals
Manufacturing LLC.,
(Kolodvorska cesta 27, 1234
Menges, Slovenia). The location
remains unchanged. BBegeHHs
3MiH NpOTArom 6 MicsLiB nicns
3aTBEPLKEHHS.

B.ll.b.2.c.l, type IAin - Change to

importer, batch release
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arrangements and quality control
testing of the FP - Replacement
or addition of a manufacturer
responsible for importation and/or
batch release - Not including
batch control/testing - To
Novartis Pharmaceutical
Manufacturing GmbH located in
Langkampfen, Austria as an
alternative site responsible for
batch release of the finished
product.
3MiHU BHECEHO B IHCTPYKLit0 AN
MeJNYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis
«BUpo6HMK» Ta
«MicLe3Haxo4KeHHA BUPOGHMKa
Ta agpeca Micus NpoBaKEHHS
oro OjsinbHOCTI» 3 BigNoOBIigHNMYN
3MiHaMW y TeKCTi MapKyBaHHS
ynakoBOK. BBefieHHs 3MiH
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS.




