NMEPENIK

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

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

KOMMNETEHTHAMM OPITAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LLEHTPANISOBAHOIO NPOLEAYPOKO SAPEECTPOBAHI KOMMNETEHTHUM OPrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. 3IPABEB KOHLeHTpaT 415 Mdpaiizep CWA 36epiraHHsa Adl, cwaA/ Type IB C.1.2.a - Change in the 3a UA/18148/01/01
pPO34unHy AnA Eiiu.Ci.Mi. BMPOGHULITBO, NEPBUHHE Ipnangis/ SPC, Labelling or PL of a peyenmom
iHQoy3iA, 25 mr/mn; KoprnopeiwH nakyBaHHs1, TECTYBaHHs Npu Benbris generic/hybrid/biosimilar

no 100 mr/4 mn'y
donakoHi; no 1
donakoHy y
KapTOHHI kopobui 3
MapKyBaHHAM
YKPaiHCbKOI
MO0BOI0; no 400
Mr/16 mny
nakoHi; no 1
donakoHy y
KapTOHHI kopobLi 3
MapKyBaHHAM
YKPaiHCLKOI0
MOBOI0; Nno 100 mr/4
My cpnakoHi; no 1
n1akoHy y
KapTOHHI kopoo6Lyi 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO 3
HaHeCeHHsM
CTuKepy
YKPaiHCbKOI
MO0BOI0; no 400
Mr/16 mny
nakoHi; no 1
donakoHy y
KapTOHHI kopobui 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO 3
HaHeCeHHsAM
CTUKepy
YKPAaiHCbKOK MOBOIO

BUMYCKY, BUMYCK cepil,
BTOPUHHE NakyBaHHS,
MapKyBaHHS:
dapmaduia i AngxoH KomnaHi
NNnc, CWA
TecTyBaHHSA Npu BUMNYCKY
cepii, TecTyBaHHA npu
OOCNIMKEHHI CTabifIbHOCTI:
BaeT Biodapma [iBixH o
Baet ®apmaceytukasnc /1/1C,
CLUA
TecTyBaHHSA Npy BUMYCKY
cepii, TeCTyBaHHSA npu
OOCNIfKEHHI cTabifbHOCTI:
Mdpbaiizep IpnaxHgis
dapmacbtoTikans, Ipnangis
Bunyck cepii:
Mdpaiizep Cepsic KomnaHi
BB, Benbris

products following assessment
of the same change for the
reference product -
Implementation of change(s)
for which NO new additional
data is required to be submitted
by the MAH - Update of section
4.2 and 6.6 of the SmPC and
section 3 of the package leaflet
by adding “Do not shake the
vial”.
3MiHM BHECEHO A0 IHCTPYKUIT
ONst MEAVYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"Cnoci6 3acTocyBaHHs Ta
nosn"
BBeneHHs 3MiH npoTarom 9-tn
MicAUIB NicNs 3aTBepKEHHS.
The CHMP, having considered
in accordance with Article 28 of
Regulation (EC) No 726/2004
the
PSUR on the basis of the
PRAC recommendation and
the PRAC assessment report
as appended,
recommends by consensus,
the variation to the terms of the
marketing authorisation(s) for
the above mentioned medicinal
product(s), concerning the
following change(s): Opinion of




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

the Committee for Medicinal
Products for Human Use on
Periodic Safety Update Reports
EMA/CHMP/796784/2022 -
Update of section 4.4 of the
SmPC to amend a
warning/precaution regarding
anaphylactic shock. Update of
section 4.8 of the SmPC to add
the adverse reaction
anaphylactic shock with a
frequency rare, and to change
the frequency of the adverse
reaction hypersensitivity and
infusion reactions in table 2 and
3 from not known to common.
The Package leaflet is updated
accordingly.
3MiHM BHECEHO A0 IHCTPYKUiT
ONst MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3gainis «Ocob6anBOCTi
3acTocyBaHHs» Ta «lMo6iyHi
peakuii»

BBefieHHs 3MiH NpOTArom 9-1m
MicALIB NicNs 3aTBepaXKeHHS.
Information on the use of a
sterile needle and syringe for
the preparation of the drug
Zirabev was added to section
6.6 of the SmPC to align with
the SmPC of the reference
product Avastin in the process
of renewal of a marketing
authorisation (R-0029) of the
drug Zirabev. 3miHu BHeceHO
[0 [HCTpyKLUii s MegnyuHoro
3aCTOCYyBaHHSA NiKapCbKoro
3acoby go posginy "Cnoci6
3aCToCyBaHHA Ta Ao3n"
BBefieHHs 3MiH NpOTArom 9-1m

MicALIB NicNs 3aTBEPAKEHHS.




