MEPENIK

NIKAPCbKUNX 3ACOBIB LWOAO AKNX 3ABEPLWWEHO PO3rnsj PEECTPALIAHNX MATEPIANIB NMPO BHECEHHSA 3MIH AO PEECTPALINHNX
MATEPIANIB NPOTAMOM All PEECTPALINHOIO NOCBIAYEHHA HA JIIKAPCbLKI 3ACOBW, AKI SAPEECTPOBAHI KOMNETEHTHUMW
OPIrAHAMU CNONTYHEHUX WUTATIB AMEPUKIN, LUBENUAPCBKOI KOH®EAEPALIL, AMNOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, WO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COKO3Y

nonepeaHLO
HanoBHEHOMY LUNPULL;
no 1 a6o 2
nonepeaHLO
HanoBHEHVX LINPULIB
y 6nictepax y
KapTOHHIA KopooLi

HosaprTic ®apma Ar,
Llseiuapis;
KOHTpOsb cepii (6ionoriyHni):
Nex a.4a., NME BUpo6HULTBO
Metrew, CnoBeHisi;
MOBHWIA LMK/ BUPOOHMLTBA:
CaHpo3 'M6X - BupobHuua
AinbHMUA AcenTnyHi Jlikapcbki
3acobu WadteHay (AcenTuyHi
N3LW), ABCTPIs; KOHTPOSIb cepil
(XiMiYHWIA/chiznuHwMin): €BpOIHC
®ACT M'mbX, HimeuunHa;
KOHTPO/b cepil
(MiKpOBIONOTiYHWIA -CTEPUNBHI
MOKa3HWUKK, MiKpOBIiosIoriYHWiA -
HecTepusibHI MOKa3HUKN):
CaHpo3 'm6X - BupobHuua
OinbHUUS BioTexHonorivHi

Other variation:

To remove process impurities DNA,
HCP and protein A from active
substance release specifications.
B.l.b.2.d, Il - Change in test
procedure for AS or starting
material/reagent/intermediate -
Substantial change to or
replacement of a
biological/immunological/immunoche
mical test method or a method using
a biological reagent for a biological
AS:

To replace the TNF-alfa
neutralisation reporter gene assay
(RGA) by the apoptosis inhibition
(Al) assay for active substance and
finished product release and sheif

Ne Hassa dopma suUrnyckKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoskKa) nocsi0YeHHs1
1. CIBPABA PO3YUH AN1S1 iH'EKLLNA, Hosapric LBeiiLapis Bypo6HMLTBO CTEPUNIBHOIO ITania/ B.Il.f.1.b.1, IB- Stability of FP - 3a UA/19037/01/01
284 mr/1,5 mn; no 1,5 OBepci3 nNiKapcbKoro 3acoby - acenTnyHa HimeuunHa/ Extension of the shelf life of the peyenmom
M1 PO3YMHY Y IHBECTMEHTC nigrotoBka Ctepwunisauis - ABCTpIs finished product - As packaged for
nonepegHL0 Al hinbTpaLis, KOHTPOb AKOCTI sale (supported by real time data):
HarnoBHEHOMY LUNPULL; (chiznko-xiMiYHWiA, GIONOTIYHWIA, To extend the shelf-life of the
no 1 nonepegHb0 MiKpOBIOOriYHWIA - finished product Inclisiran 284
HanoBHEHOMY LLNpULY CTEPW/IbHICTb), NepBUHHE mg/1.5 mL Solution for injection in
B KapPTOHHIi Kopo6Lyi nakyBaHHs): pre-filled syringe as packaged for
KopaeH ®apma C.n.A, Nigpo3ain sale from 2 years to 3 years.
UP3, Itanis; BBeneHHs 3MiH NpoTAroM 6-Tu
BTOPVHHE NaKyBaHHSA: MiCALIB MIiCNA 3aTBEPLKEHHS.
KoppeHn ®apma C.n.A., ITanis;
BUMNYCK Cepiii:
Hosaprtic ®apma MM6X,
HimeuuunHa;
BUMNYCK Cepiii:
CaHpo3 M'mM6X, ABCTpis;
KOHTPO/Ib SKOCTi (chi3nko-
XiMiYHMiA):
Yenab C.p.n., ITanis
2. XAUPIMO3 40 PO34YUH ANS iH'EKLN, CaHpo3s 'm6X ABCTpIs KOHTPO/b (XIMIYHWIA/Di3NYHWIA): LLBenuapis/ B.l.b.1.z, IB - Change in the 3a UA/17973/01/01
40 mr/0,8 mr; no 0,8 HoBaprTic ®apma LUTaiiH AT, CnoseHis/ specification parameters and/or peuyenmom
MJ/T PO3UUHY Y Llseiuapis; AscTpisi/ limits of an AS, starting
KOHTpOsb cepii (6ionoriyHui): HimeuyunHa material/intermediate/reagent -




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

Nikapcbki CybeTaHuii KyHanb
(BT NICK), ABcTpis;
KOHTpPO/b cepii (6ionoriyHni):
CWHNAB AHaniTukc eHg,
Cepgicuc LLseliyapisa AT,
LLisefuapis

life specifications.
B.Il.d.1.c, IB - Change in the
specification parameters and/or
limits of the finished product -
Addition of a new specification
parameter to the specification with
its corresponding test method:
To introduce break loose and glide
force specifications for finished
product release and shelf life
specifications.




