NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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 dopma sunycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsio4YeHHs1
1. MUTUKAINL, Kancynm m'ski, no 25 wr, HosaprTic LBeliuapis BMPOBHULITBO, KOHTPOSIb AKOCTI Himeuunna/ «The CHMP, having 3a UA/18988/01/01
no 4 kancynwu y énictepi, OBepci3 OKpiM TecTy "BuU3HayeHHs uncna LLiBeliyapis considered in accordance peuyenmom
no 7 6nicTepiB y KapTOHHIl IHBECTMEHTC MiKpOOpraHi3mis": with Article 28 of Regulation
naJui; no 2 a6o no 4 Al KataneHT HimeuunHa E6epbax (EC) No 726/2004 the PSUR
KapTOHHI Naykun y KOpooLii v6X, HimeuunHa on the basis of the PRAC
nepBuMHHE Ta BTOPUHHE recommendation and the
nakyBaHHs: PRAC assessment report as
KataneHT HimeuunHa LLopHaopd appended, recommends by
'm6X, HimeyunHa consensus, the variation to
KOHTPO/b AKOCTi TECTY the terms of the marketing
"Brn3HauYeHHs uicna authorization(s) for the
MiKpOOpraHi3mis": above mentioned medicinal
Na6op IC CE eHpg Ko. KT, product(s), concerning the
HimeuunHa following change(s): update
BUMYCK Cepii: of section 4.4 of the SmPC
HosapTic ®apma M'v6X, to clarify the non-infectious
HimeuunHa aetiology of pneumonitis and
KOHTPO/Ib AAKOCTi OKPiM TeCTy of section 4.8 of the SmPC
"Bu3HayeHHs uncna to add the adverse reactions
MiKpOOpraHi3miB": Pneumonitis, Interstitial lung
dapmaHanituka CA, Lseiiyapis disease and
Electrocardiogram QT
prolonged».
B iHCTpyKUiT 4Ns MeanYHOro
3acTocyBaHHsA
OHOB/IIOIOTLCA HACTYMHI
po3ainu: «OcobnmBocTi
3acTocyBaHHs», «IM06IYHI
peakuii».
TepMiH BBEAEHHS 3MiH
npoTArom 6 micAuis nicns
3aTBEPKEHHS.
2. CIBPABA pO34UH ANs iH'eKUiA, 284 Hosapric Lseiiapis BUpPO6HULTBO CTEPUSIBHOTO ITania/ C.1.13, Il - Other variations 3a UA/19037/01/01
mr/1,5 mn; no 1,5 mn OBepci3 NiKapcbKoro 3acoby - acenTnyHa HimeuunHa not specifically covered peyenmom
pO34uHYy y nonepesHbo IHBECTMEHTC nigrotoBka Ctepunisauis - elsewhere in this Annex
HanoBHEHOMY LUNPUL; NO Al hinbTpaLis, KOHTPOSb AKOCTI which involve the

1 nonepefHLO
HanoBHEHOMY LINPULY B
KapTOHHiA KopooLi

(chi3nKO-XiMiYHWIA, BGIOSOMYHWIA,
MiKpPOGIONOriYHNIA - CTEPU/IBHICTB),
NepBUHHE NakKyBaHHS):
KopgeHn ®apma C.n.A, Migpo3sgin

submission of studies to the
competent authority:
Submission of the final

report from ORION-3 study




Ne Hassa ®opma surnycKy 3asaBHUK KpaiHna Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs1
UP3, ITanis; (CKJX839A12201E1 or

BTOPVHHE NaKyBaHHS:
KopgeHn ®apma C.n.A., ITanis;
BUMYCK Cepii:

Hosaprtic ®apma M'vbX,
HimeuuunHa;
BUMYCK Cepii:
CaHpo3 'M6X, ABCTPIsl; KOHTPO/Ib
AKOCTI (Chi3nKo-XiMiYHWIA):
Yenab C.p.n., Itanis

MDCO-PCS-16-01) listed as
a category 3 study in the
RMP. This is an open label,
active comparator extension
trial to assess the effect of
long-term dosing of inclisiran
and evolocumab given as
subcutaneous injections in
subjects with high
cardiovascular risk and
elevated LDT-C. The RMP
version 2.0 has also been
submitted.




