NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOMNENCBKOIO COKO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*
1. KEHIFPEKCAN | cangrelor KaHrpenop | BO1A NOpPOLLOK A/1A K'esi ABCTpIs BMPOGHMLTBO, ITania/ Type ll, C.1.4 -  Ba peyenmom UA/17224/01/01
C25 KOHUEHTparty A5 dapmac'toTike KOHTPO/b SKOCTI HimeuunHa/ Change(s) in the
PO34UHY A5 iH'EKLiA / n3 rm6XxX Ta nepBuHHe IpnaHgis SPC, Labelling or

iHcpysiid, 50 mr; 10
(h/1aKOHIB 3 MOPOLLKOM
y doN1akoHi B KAPTOHHIl

KopooLi 3
MapKyBaHHAM
iTaninceKoro,
HiMeLbKOI Ta

aHrNincbLKo MoBaMu
3i CTikepom
YKparlHCbKO0 MOBOIO

naKyBaHHS:
MateoH ITanis
C.n.A., Itanisa
BTOPUHHE
nakyBaHHs, BUMyCK
cepi:

K'esi
PapmaveyTuui
C.n.A,, Itanis
BUMYCK Cepii:

[Liachapm MM6X &
Ko. KI, HimeuunHa
BUMYCK Cepii:
Amput
dapmac'tioTikens
[OesirHelites
AkTIBITI KomMnaHi,
IpnaHgis

PL due to new
quality, preclinical,
clinical or
pharmacovigilance
- To update
sections 4.2
Posology and 4.5
Interaction with
other medicinal
products of the
SmPC with
regards to the
transitioning
scheme to the oral
therapy with
P2Y12 inhibitors.
This change is
based on the
European
guidelines and on
new evidence from
post-marketing
clinical studies
(PK/PD, real-world
safety and
efficacy).
Cangrelor dosage
will remain
unchanged. The
information




Ne
n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsi0YeHHs

intended for the
healthcare
professionals in
the Package
Leaflet is updated
accordingly. The
updated RMP
version 6.1 has
also been
submitted.
Furthermore, the
Pl is being brought
in line with the
latest QRD
template (version
10.4).
3MiHU BHECEHO B
IHCTpYKUito ons
MeaANYHOro
3acToCyBaHHs
NiKapcbKoro
3acoby Ao posainy
«Cnoci6
3acTocyBaHHA Ta
[03n» Ta
«B3aemopis 3
IHWMMK
nNiKapcbknmmn
3acob6amu Ta iHLWi
BVAW B3AEMOLiN».
BBeneHHs 3MiH
npoTAarom 6
MicauiB nicns
3aTBEPKEHHS.
B mexax 3miHu
OHoB/eHo MnaH
ynpaBiHHA
pv3ukaMmn o
Bepcii 6.1.
OHoBeHi po3ainu
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