MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMMNETEHTHAMUN OPITAHAMW_CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPANII,
KAHAAN, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPA/TISOBAHOIO NMPOLUEAYPOIO 3APEECTPOBAHI KOMMNETEHTHAM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. BOHCIPI PO34MH ANa iH'ekuiid, 20 HosaprTic LBeliuapis BMPOGHULITBO CTEPUSIBHUX Lseliuapis/ Type IA, A.6 - Administrative 3a UA/19004/01/01
mr/0,4 mr; no 0,4 mn OBepci3 NiKapCbKNx 3acobis - HimeuuunHa/ change - Change in ATC peuyenmom
pPO34MHYy Y nonepeaHLO IHBECTMEHTC Al acenTn4He BUrOTOBJIEHHS,; Icnais Code/ATC Vet Code - To
HanoBHEHOMY LNpuL; no 1 nepBuHHE NakyBaHHS; change the ATC Code of
nonepegHbLO HarNoBHEHOMY KOHTPO/1b ofatumumab from LO4AA52 to
Linpuui y 10Tky-6nictepi; no AKOCTI-XiMiYHWIA/Pi3NYHWIA, LO4AG12. 3MiHM BHECEHO B
1 a6o no 3 noTkn-6nictepu B 6ionorivyHuiA, IHCTPYKLi0 ANA MeguyHoro
KapTOHHI KOpooL;i MiKPOGIOMOriYHNIA - HE 3acTOCyBaHHS NiKapCbKOro
CTEPUSIBHUNA, 3acoby y po3gin
MiIKPOBIONOTiUHWIA - «®apMakoTepanesTuyHa rpyna.
CTEePW/IbHUIA; BTOPUHHE Kog ATX».
nakyBaHHs; cTepunisauis - [Litoua pepakuis:
inbTpauis; 36epiraHHs dapmakoTepanesTUyHa rpyna.
Ta/ab0 PO3NOBCHOAKEHHS: AHTUHeOoNIacTUYHI Ta
HoBapTic ®apma LLTeiiH AT, iMmyHOMoAyntotoui 3acobu.
LBeliuapis; IMyHocynpecaHTu. CenekTuBHi
KOHTPO/1b AKOCTI - iMyHOCYNpecaHTw.
6ioNorivyHmiA: Kog ATX LO4AAS52.
Hosaptic ®apma Al MponoHoBaHa pegakLis:
Lselilapis; dapmakoTepaneBTMyHa rpyna.
BUNYCK cepil: AHTUHeONIacTNYHi Ta
Hosaprtic ®apma 'm6X, iMmyHOMOAyNtotoui 3aco6u.
HimeuumnHa; IMyHOCynpecaHTw.
BUNYCK cepil: MOHOK/MOHa/bHI aHTuTINa.
HosapTic ®apmacbioTuka Odpatymymab.
C.A., IcnaHis Koa ATX LO4A G12.
BBefeHHS 3MiH - NpoTSArom 6
MicALiB NiCNsA 3aTBEPAYKEHHS.
Type I, C.L.4 - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical,
clinical or pharmacovigilance
data - Update of sections 4.4
and 4.8 of the SmPC in order to
amend an existing warning on
injection-related reactions and to
add 'Hypersensitivity reactions'
to the list of adverse drug
reactions (ADRs) with frequency
not known.




(PEKOMBIHAH
THA,
AICOPBOBAH
A)

6poMBYTMNIOBUIA enacTomep
i3 nokpuTTAM FluroTec) Ta
KOBMAYKOM (CUMHTETMYHA
i3onpeH-6pom6yTUIOBa
cymiw). Mo 1 nonepeAHbLO
HanoBHEHOMY LINpULy 3 2
ronkamu a6o no 10
nonepeaHbL0 HaNoOBHEHUX
WwnpuuiB 3 2 rosikamv ans
KOXHOrO wnpuua B
KapTOHHI kopobui 3
IHCTPYKLi€0 AN1A MeANYHOro
3aCTOCYyBaHHSA

MOMHT), HANOBHEHHS
LnNpuuis (NepBnHHe
nakyBaHHS), TECTyBaHHSA Npu
BUMYCKY ANS LWUNPULLIB,
HanoOBHEHWUX Ha AibHUL
Bakctep (nuwe
©HA0TOKCUHM Ta
CTEPUSBHICTD):
Bakctep ®apmacbloTikas
ConowHe JI/1C, CLUA,;
TeCTyBaHHS NpW BUMYCKY
NS WNPULIB, HANMOBHEHNX
Ha AinbHuL Kapnoy,
TecTyBaHHS Npu BBE3€EHHI
(4Ns Wwnpuuis, OTPUMaHNX 3
AinbHuui BecT MoMHT Ta
AinbHuuUi BakcTep)?,
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs, cepTudpikauis Ta
BWMNYCK Cepil:

2 TecmyBaHHSs1 Npu BBE3eHHI
BK/IKOYAE MPOBEOEHHS BCIX
mecmis npu BurnycKy cepii
KIHYeB020 rnpodykmy
Mepk Wapn i Joym B.B.,
HigepnaHgu;
BMPOGHULITBO: DOPMYALLS,
HanoBHEHHSA Ta NepPBUHHE
nakyBaHHs LUNpULiB,
TecTyBaHHSA Npy BUMYCKy
(kiHueBoro
chopMy/IbOBAHOTO Gasiky Ta
LUMPWLIB, HANMOBHEHNX Ha

be implemented after approval.
B.l.b.2.e, IB Consequential

changes to the description of the

existing registered protocol for

the qualification of new working
reference standards.

TepMiH BBEAEHHS 3MiH -

BepeceHb 2026 poky.

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs
3MiHM BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3aCToCyBaHHA
nikapcbKoro 3acoby y po3ginu
«OCco6NMBOCTI 3aCTOCYBaHHS»,
«[Mo6iuHI peaxuii». BBefeHHs
3MiH - MPOTAromM 6 MicAuiB nicns
3aTBEPAKEHHS.
2. FAPOACUN® 9 cycneHsis ans iH'ekuiid, no Mepk LWapn i LLIBeiiuapis 06'eiHaHHSA rOTOBOro CuwA/ B.l.b.2.d, Il To introduce a 3a UA/20128/01/01
BAKUUHA 0,5 mn (1 gosa); no 0,5 mn Joym IAEA npoaykTy (NOBTOpPHE Ipnangis/ protocol for the qualification of peuyenmom
MPOTU BIPYCY | cycneHsii y nonepefHbo 6X cycrneHAyBaHHA Ta Icnanis/ primary reference standards.
nAnIoMn HanoBHeHOMY LNpuLi (CkIo) 06'efHaHHSA KiHLLEBOro HigepnaHnaun The new HPV Type 58 primary
N anHM 9- 3 06MexXyBayem xoay CchopMy/IbOBAHOTO Gasiky, reference standard qualified in
BANNIEHTHA nopLHA (CU/IIKOHI30BaHWiA OTPVMaHOro 3 AiflbHuLi Bect accordance with the protocol will
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

AinbHuUi BecT MOMHT Ta Ha
ninbHULUi Bakctep),
TeCTyBaHHs CTabiIbHOCTI:
Mepk LWapn i foym IC,
CLUA;
BMPOOHULITBO: DOPMYALLS,
HarMoBHEHHSA Ta NepBUHHE
nakyBaHHS LLINpUL;iB,
TECTyBaHHS Npy BUMYCKy
(KiHUeBoro
chopMyibOBaHOro 6anky Ta
LUMPULIB, HANOBHEHUX Ha
AinbHuui Kapnoy),
TeCcTyBaHHs CTabiIbHOCTI:
MC/A IHTepHewwHn
M6X/MC/L IpnaHgais
(Kapnoy), Ipnangis;
MapKyBaHHs Ta BTOPUHHE
nakyBaHHS:

Posi ®apma IHaacTpian
Cepsicec, C.A., IcnaHis




