MEPENIK
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,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1 CIBPABA PO34MH ANA iH'eKUil, 284 HosapTic LBeiiuapia | BUPOBHULTBO, NEPBUHHE ABCTpisi/ B.l.a.1.z - Change in the 3a UA/19037/01/01
mr/1,5 mn; no 1,5 mn OBepci3 naxkyBaHHs, BTOPUHHE HiMe”L!V'Ha/ manufacturer of AS or of a peyenmom
PO3UMHY Y nonepeaHLO IHBECTMEHTC naKyBaHHs, KOHTPOJb ranis/ starting
HaNOBHEHOMY LUMPWL; No 1 AT SIKOCTi (4acTKOBWIA), ql)c?::HLi‘;ﬂ/ material/reagent/intermediate for
nonepeaHb0 HaNnOBHEHOMY BWNYCK cepiii: HoBapTic CrogeHis/ AS — Other variation, type — 1B
LUNPULY B KAPTOHHIiA dapmacbloTrKa Wiseiiyapis To add ST Pharm Co. Ltd.,
Kopooui MaHydakTypiHr FM6X, Banwol site, 171 Haean-ro,
ABCTpISi; BUNYCK Cepiii: Danwon-gu, Ansan-si 15610,
CaHpos 'moX, ABcTpis; Gyeonggi-do, Republic of Korea
BMMYCK cepiii: HoBapTic as an alternative site
dapma N'vbX, responsible for manufacture and
HimeuunHa; quality control testing of the
BMPOGHULITBO active substance inclisiran
CTEepPUIbHOTO NiKapPCbKOro sodium. This site is not part of
3acoby - acenTuyHa the same pharmaceutical group
nigrotoska Ctepunisauis as the currently approved
- (hinbTpauisi, KOHTPONb manufacturer(s).
AKOCTI ((PI3NKO-XIMIYHWMIA, B.l.a.1.z - Change in the
6ionorivyHui, manufacturer of AS or of a
MiKpO6IONOriYHWiA - starting
CTEPUNbLHICTb), NePBUHHE material/reagent/intermediate for
nakyBaHHs: KopaeH AS — Other variation, type — 1B
®apwma C.n.A, Migpo3ain To add ST Pharm Co. Ltd., 231,
UP3, ITanis; BTOpUHHE Hyeomnyeok-ro, Siheung-si,
nakyBaHHs: KopaeH Gyeonggi-do Republic of Korea
dapma C.n.A., Itanis; as an alternative site
BTOPWHHE NaKyBaHHS: responsible for manufacturer of
dapmnor dapma the starting material
NopxwncTik Tm6X, phosphoramidites used in the
HimeuyunHa; BTOpUHHE synthesis of the active
nakysaHHs: Jendapm substance inclisiran sodium.
XioHiHr CAC, ®paHLuis; This site is not part of the same
BTOPUHHE NaKyBaHHS: pharmaceutical group as the
MikiHr dapma C.A., currently approved
IcnaHis; BTOpNHHE manufacturer(s).




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
nakysaHHs: FOMNC B.l.a.1.z - Change in the

Xenckep Itania C.P.J1.,
ITanifi; KOHTPONb AKOCTI
(hisuko-ximiuHwuiA): Yenab
C.p.n., ITanis; KOHTPOb
AKOCTi (4aCTKOBUIA):
HoBapTic
dapmacbroTukasn
MaHydhakTypiHr JI/1C,
Cr10BeHif1; KOHTPO/Ib
AKOCTI (YacTKoBMiA): Jlek
dapmacbioTukanc a.4a.,
CnoBeHiIf; KOHTPOJIb
AKOCTI
(vacTkoBwuin):HoBapTic
dapmacbroTukasn
MaHydhakTypiHr JI/1C,
Cri0BeHif1; KOHTPO/Ib
AKOCTI (YaCTKOBWIA):
Hosapric ®apma LUTeiH
ATl TekHikan OnepeiiLuH3
LWeiiy, WTeiiH
Crepaiinz, Wseiiuapis;
KOHTPO/b SKOCTI
(vacTkoBuiA):HoBapTic
dapmacbloTuKas
MaHydakTypiHr FM6X,
ABCTpia

manufacturer of AS or of a
starting
material/reagent/intermediate for
AS — Other variation, type — IB
To add Shanghai Hongene
Bioengineering Co, Ltd., No. 88
Chu Hua Branch Road Fengxian
District 201417, Shanghai,
China as an alternative site
responsible for manufacturer of
the starting material
phosphoramidites used in the
synthesis of the active
substance inclisiran sodium.
This site is not part of the same
pharmaceutical group as the
currently approved
manufacturer(s).
B.l.a.1.z - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate for
AS — Other variation, type — IB
To add Herbert Brown
Pharmaceutical and Research
Laboratories, W-256-A/ 257-A /
258-A, M.I.D.C., Phase Il, Shivaji
Udyog Nagar, Dombivli (East) -
421 204, District Thane,
Maharashtra India as an
alternative site responsible for
manufacturer of the starting
material 2’-OMe A PS used in
the synthesis of the active
substance inclisiran sodium.
This site is not part of the same
pharmaceutical group as the
currently approved
manufacturer(s).
The MAH took opportunity to
introduce editorial changes in
sections 3.2.5.2.2, 3.2.5.2.3,
3.2.5.2.4,3.2.5.3.1,3.2.5.3.2,

3.2.5.4.2,3.25.7.1,3.2.5.7.







