NMEPENIK

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®ELEPALLYI, ANOHII, ABCTPANII,

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

HarmoBHEHOMY LUNPULYY B
KapTOHHI KopoobLi

MaHydakTypiHr FTM6X, ABCTpIs
BUNYCK Cepili:

CaHpo3 'm6X, ABCTpis
BUNYCK Cepili:
HoBapric ®apma 'mM6X,
HimeuunHa
BMPOGHNLITBO CTEPUIBHOTO
nikapcbKoro 3acoby - acenTuyHa
nigrotoBka Ctepunisauis -
inbTpauisi, KOHTPOsIb SAKOCTI
(4acTkoBwMif), NEpPBUHHE
nakyBaHHs):

KopaeH ®apma C.n.A,
Migpo3ain UP3, ITania
BTOPWHHE NaKyBaHHS:
KopgeH ®apma C.n.A., ITanis
BTOPVHHE NaKyBaHHS:
®apmnor dapma JIOAKUCTIK
Mvm6X, HimeyunHa
BTOPWHHE NaKyBaHHS:
Jendhapm XioHiHr CAC, ®paHLis
BTOPVHHE NaKyBaHHS:
MikiHr ®apma C.A., IcnaHis
BTOPVHHE NaKyBaHHS:
OMNC Xenckep Itania C.P.J.,
ITania

Other variation:

To add Novartis
Pharma
Schweizerhalle AG,
Rothausstrasse,
Pratteln, BI, 4133,
Switzerland, as an
alternative site
responsible for the
manufacturing of the
active substance
inclisiran sodium
used in the
manufacturing
process of the active
substance inclisiran
sodium.
B.l.a.l.z, IB - Change
in the manufacturer of
AS or of a starting
material/reagent/inter
mediate for AS -
Other variation:

To add Primopus AG,
Rothausstrasse 61,
4132 Muttenz,

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyeoypa Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1 CIBPABA PO34YmMH Ans iH'ekuili, 284 HoBaprTic LLseliuapis BMPOGHULTBO, NEPBUHHE ABcTpist/ B.l.a.l.z, IB - Change 3a UA/19037/01/01
mr/1,5 mn; no 1,5 mn OBepci3 nakyBaHHs1, BTOPYHHE Hi'\"e””_'/'”a/ in the manufacturer of | peyenmom
PO3UMHY Y nonepeaHLo IHBECTMEHTC naKyBaHHS, KOHTPO/b SKOCTI I'Ta“'_‘"/ AS or of a starting
HanoBHEHOMY LUMPULL; NO Al (4acTkoBwMiA), BUNYCK CePiiA: ng:::fm/ material/reagent/inter
1 nonepefHbO HoBapTic ®apmacboTrKasn Wseiiyapis mediate for AS -




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

KOHTPO/1b AKOCTI (¢hi3nko-
XiMIYHWUIA):

Uenab C.p.n., Itania
KOHTPO/b SAKOCTI (4aCTKOBWIA):
HoBapTic ®apmacbkioTvkan
MaHycpaktypiHr JI/1C, CnoseHis
KOHTPO/Ib AKOCTi (4aCTKOBWIA):
ek ®apmacboTukasic 4.4.,
CnoseHis
KOHTPO/Ib AKOCTi (4acTKOBWIA):
HoBapTic ®apmacboTrkasn
MaHycpakTypiHr J1/1C, CnoseHis
KOHTPO/b AKOCTi (YacTKOBWiA):
HoBapTic ®apma LUTeliH Al
TekHikan OnepelilwH3 LBeiiu,
LWTteitH CTepaiing, LWsenuapis
KOHTPO/Ib AKOCTi (4aCTKOBWIA):
HoBapTic ®apmacbioTvkan
MaHydakTypiHr FTM6X, ABCTpIs

Switzerland, as an
alternative site
responsible for the
manufacturing of the
starting material
phosphoramidites
used in the
manufacturing
process of the active
substance inclisiran
sodium.
B.l.a.l.z, IB - Change
in the manufacturer of
AS or of a starting
material/reagent/inter
mediate for AS -
Other variation:

To add Shanghai
Desano Chemical
Pharmaceutical Co.,
Ltd., No. 417 Binhai
Road, Laogang
Town, Pudong New
Area, Shanghai,
201302, China as an
alternative site
responsible for the
manufacturing of the
starting material
phosphoramidites
used in the
manufacturing
process of the active
substance inclisiran
sodium.
B.l.a.l.f, IA - Change
in the manufacturer of
AS or of a starting
material/reagent/inter




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

mediate for AS -
Changes to quality
control testing
arrangements for the
AS -replacement or
addition of a site
where batch
control/testing takes
place:

To add Lek
Pharmaceuticals d.d.,
Verovskova Ulica 57,

Ljubljana, 1526,
Slovenia as an
alternative site
responsible for quality
control of the active
substance inclisiran
sodium.
B.l.a.l.f, IA - Change
in the manufacturer of
AS or of a starting
material/reagent/inter
mediate for AS -
Changes to quality
control testing
arrangements for the
AS -replacement or
addition of a site
where batch
control/testing takes
place:

To add Novartis
Pharmaceutical
Manufacturing LLC,
Verovskova Ulica 57,
Ljubljana, 1000,
Slovenia as an
alternative site




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

responsible for quality
control of the active
substance inclisiran
sodium.
B.l.a.lf, IA - Change
in the manufacturer of
AS or of a starting
material/reagent/inter
mediate for AS -
Changes to quality
control testing
arrangements for the
AS -replacement or
addition of a site
where batch
control/testing takes
place:

To add Novartis
Pharmaceutical
Manufacturing LLC,
Kolodvorska Cesta
27, Menges, 1234,
Slovenia, as an
alternative site
responsible for quality
control of the active
substance inclisiran
sodium.
B.ll.b,4.a, IB -
Change in the batch
size (including batch
size ranges) of the
finished product - Up
to 10-fold compared
to the originally
approved batch size:
To increase the batch

size of the finished

product for Inclisiran




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
284 mg/1.5 mL

Solution for injection
in pre-filled syringe
manufactured at
Novartis
Pharmaceutical
Manufacturing GmbH
from 18 - 60 L to 18 -
90 L.
B.Il.b.3,a, IA -
Change in the
manufacturing
process of the
finished or
intermediate product -
Minor change in the
manufacturing
process:

Minor change in the
manufacturing
process of the
finished product at
the microbial filtration
stage with the aim to
optimize the
production process
for 90 L batch size.




