NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 KEHFPEKCAN | nopotLuok ans K'esi ABCTpis BMPOGHULITBO, KOHTPO/b ITania/ C.1.13, Il - Other variations not 3a UA/17224/01/01
KOHLeHTpaTy A1 dapmac'toTik AKOCTi Ta NepBUHHE HimeuunHa specifically covered elsewhere |peyernmom
PO34unHy AN en3 M'meX nakyBaHHSI: in this Annex which involve the

iH'eKLil / iHdy3iiA,
50 wmr; 10 donakoHiB
3 MOPOLLUKOM Y
hnakoHi B
KapTOHHI KopoobLi 3
MapKyBaHHAM
iTanilicbkoto,
HiMeLbKOoH Ta
aHrNincobKo
MoBamu 3i CTikepom
YKpaiHCLKOIO MOBOIO

MateoH Itanis C.n.A., Itanisa
BTOPUHHE NaKyBaHHS:
K'esi dapmaueytuui C.n.A.,
ITanisa
BUNYCK cepil:
[Liacphapm M'm6X & Ko. KT,
HimeyunHa

submission of studies to the
competent authority:
Submission of final study report
from study ARCANGELO
(itAlian pRospective study on
CANGTrELOY), listed as a
category 3 study in the RMP.
This is a multicentre
observational, prospective
cohort study including patients
with acute coronary syndromes
undergoing percutaneous
coronary intervention who
receive cangrelor i.v.
transitioning to either
clopidogrel, prasugrel or
ticagrelor per os. The primary
objective is to assess the safety
of cangrelor in a real-world
setting, when administered in
patients with acute coronary
syndromes undergoing
percutaneous coronary
intervention (PCI). The safety
of cangrelor is based on the
incidence of any haemorrhage
at 30 days post-PCI.
The RMP version 5.1 has also
been submitted.




