NMEPENIK

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

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

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

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. KICKANI TabneTku, BKPUTI Hosaprtic LBeliuapis BUPOGHMLITBO, YACTKOBWIA CnoseHisa/ BHECEHHS 3MiH 10 peecTpaviiHnx 3a UA/18157/01/01
NNiBKOBOIO dapma Al KOHTPO/b SIKOCTi, MepBUHHE Ta PymyHis/ marepianis: peyenmom
060/10HKO10, Nno 200 BTOPVHHE NaKyBaHHSA, BUNYCK CiHranyp/ B.Il.b.2.c.I type IAin — Change to
Mr, no 21 Tabnetuiy cepi: HimeuunHa/ importer, batch release
6nictepi, no 3 HosapTic ®apmacbioTkan LLseiiuapis arrangements and quality control

6nicTepun y KapTOHHIl
Kopo6ui; no 21
Tabnetuiy énictepi,
no 3 6nictepu y
KapTOHHiiA kopo6Li, no
3 KOPOOKN y KapTOHHIl
Kopoo6Li

ManydaktypiHr /I/IC, CnoBeHis;
4aCTKOBWIN KOHTPOSIb AKOCTI,
BUNYyCK cepil:

Nek ®apmacbloTukasic g.4.,
CnoBeHis;
KOHTPO/1b SIKOCTI:
Cangos C.P.J1., PymyHis;
BVMPOGHMLTBO:
Hosapric Cinranyp
PapmacbloTikau
MeHbtodpekyepiHr Mre. NT4,.,
CiHranyp;
YacTKOBWIN KOHTPO/Ib SIKOCTI,
NepBUHHE Ta BTOPUHHE
nakyBaHHS:
Hosaprtic ®apma MNMpogakLuH
vM6X, HimeuunHa;
YacTKOBWIN KOHTPOSIb SIKOCTI,
NepBrHHE Ta BTOPUHHE
nakyBaHHS:
HoBapTic ®apma LUTeiiH AT,
LLiBeiiuapis;
4aCTKOBWI KOHTPO/Ib:
dapmaHanituka CA, LLseiiuapis;
BWMNYCK Cepil:
Hosaptic ®apma 'm6X,
HimeyunHa

testing of the FP - Replacement or
addition of a manufacturer
responsible for importation and/or
batch release — Not including batch
control/testing
To add Novartis Pharmaceutical
Manufacturing LLC (Verovskova
Ulica 57, 1000 Ljubljana, Slovenia)
as an alternative site responsible
for batch release of the finished
product. BBefieHHs1 3MiH NPOTArom
6-TN MicALIB NiC/1A 3aTBEPAKEHHS.
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 the name and update
the address of the site responsible
for manufacturing, quality control
testing (except microbiological
testing), primary and secondary
packaging of the finished product
from Lek Pharmaceuticals d.d.
(Verovskova Ulica 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, the address of the Lek
Pharmaceuticals d.d. (Verovskova
Ulica 57, 1526 Ljubljana, Slovenia)




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

site remains as a site responsible
for quality control testing
(microbiological testing) of the
finished product. BBefeHHS 3miH
NpOTAroM 6-Tu MicAuiB nics
3aTBEPAKEHHS.




