NMEPENIK

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,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM 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. HIMEHPUKC NOPOLLIOK Ta PO3YNHHUK AN MOANIEP CWA hopMyBaHHS, HanoOBHEHHS, Benbris C.1.4, type Il - Change(s) in the SPC, 3a UA/16901/01/01
® PO3uMHy A5 iH'eKuii, 1 gosay EMY.CLIL. niocpinizauis, KOHTPOIb Labelling or PL due to new quality, peyenmom
thnakoHi; no 1 pnakoHy 3 KOPIMOPEWLL SAKOCTI, preclinical, clinical or
nopotuxkom (1 gosa) B H nakyBaHHA/MapKyBaHHs, pharmacovigilance data.

KOMMEKTi 3 po34nHHUKOM (0,5
M) y nonepeaHbLo
HanoBHEHOMY LUNPWLi Ta
[BOMa rosikaMy 3anakoByoTb
y 6nicTep Ta BKIagatTb y
KapTOHHY KOopobKy; no 1
hnakoHy 3 nopowkom (1 gosa)
B KOMMNJIEKTi 3 PO34YMHHNKOM
(0,5 mn) y nonepegHsL0
HaMoBHEHOMY LUNpuLi 6e3
TO/IKM 3anakoByoTb Y 6riicTep;
10 6nicTepiB BknagawTb y
KapTOHHY KOPOGKY

BMMYCK Cepii roTOBOro
NpoaykTy; hopMyBaHHS Ta
HanoBHEHHS,
nakyBaHHsA/MapKyBaHHS,
KOHTPO/b SKOCTi, BUMYCK
cepii po3unHHuka: Mdpaiizep
MeHtodhekuypuHr Benbris
HB, Benbris;
hopmyBaHHA Ta
HanoOBHEHHS PO3UYMHHMKA,
MapKyBaHHs, KOHTPO/1b
AKOCTi PO3UYMHHUKA:
KataneHT Benbmkiym CA,
Benbrisi; popmyBaHHsA
BaKLWHU, HANOBHEHHS
donakoHiB, niodpinisays,
KOHTPO/b AKOCTI:
nakcoCmiTKnsinH
Bionogxikanc CA, benebris;
KOHTPO/Ib SIKOCTi PO3YMHHYMKA
3a NOKa3HUKOM
"CTtepwnbHicTb": CI'C /1ab
CimoH CA, benbrist

Update of section 5.1 of the SmPC
in order to update immunogenicity
response information based on
results from Study C0921062 and
following
EMEA/H/C/002226/P46/057
procedure. Study C0921062 is a
Phase 3b, open-label, with a single-
arm design study, to evaluate the 58
Opinion of the committee for
medicinal products for human use
on a type Il variation to the terms of
the marketing authorisation
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safety and immunogenicity of a
single dose of Nimenrix in infants at
3 months of age, followed by a
booster dose at 12 months of age. In
addition, the MAH took the
opportunity to implement editorial
changes in the SmPC.
3MiHM B po34ini «IMyHONOriYHi i
6i0/10ri4Hi BNACTMBOCTI» IHCTPYKLT
A5 MeNUYHOro 3acTOCyBaHHs
NiKapcbKoro 3acooy.

TepMiH BBEAEHHS 3MiH — NPOTArom 6
MicALiB MiCNsA 3aTBEPAYKEHHS.
C.1.3.b, type Il - Change(s) in the
SPC, Labelling or PL intended to
implement the outcome of a
procedure concerning PSUR or
PASS or the outcome of the
assessment done under A 45/46 -
Change(s) with new additional data
submitted by the MAH.
Update of section 4.8 of the SmPC




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
in order to add ‘hypersensitivity’ and

‘Anaphylaxis’ to the list of adverse
drug reactions (ADRs) with
frequency ‘uncommon’ and ‘not
known’ respectively, following
PRAC'’s recommendation for
procedure
EMEA/H/002226/PAM/LEG/058.
The Package Leaflet is updated
accordingly. In addition, the MAH
took the opportunity to introduce
minor editorial changes to the PI.
3MiHu B po3aini «Mo6iyHi peakwii»
IHCTpYKLUiT ANA MeanyHOoro
3aCTOCyBaHHS NiKapcbKoro 3acooby.
TepMmiH BBeZleHHS 3MiH — NPOTArom 6
MicALiB Nic/1A 3aTBEPAKEHHS.




