MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB NMPOTArOM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBMW, AKI 3SAPEECTPOBAHI KOMMETEHTHUMU

OPFAHAMM CMO/TYYEHUX LUTATIB AMEPUKW, LIBEALAPCLKOT KOH®EAEPALLI, ANOHII, ABCTPATI, KAHAAW, NIKAPCBKNX 3ACOBIB, L0
3A LUEHTPANI3OBAHOIO NMPOLEAYPOIO 3APEECTPOBAHI KOMMNETEHTHUM OPFAHOM EBPONENCHLKOI0O COK3Y

Ne Ha3ssa snikapcbko20 dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKky peecmpayjiliHo2o
YnakoskKa) nocBi04Y€eHHs1
1. AQXoBI™ PO34UH AJ151 iH'EKLLNA, TOB "TeBa YkpaiHa BMPOBHULTBO NiKapCbKOro HimeuunHa/ CTuCAuiA onuc 3MiH: 3a UA/17822/01/01
225 mr/1,5 mn; no YkpaiHa" 3acoby, nepBrHHE YropuwmHa/ - A.6, type IA — Administrative peyenmom
1,5 M1 po3ynHy y nakyBaHHs, BTOPUHHE cuA/ change — Change in ATC Code/ATC
nonepeaHLo nakyBaHHs, KOHTPO/b Higepnangn Vet Code;
HarnoBHEHOMY SIKOCTi NliKapCbKOro - C.1.4, type Il — Change(s) in the
wnpuui; no 1 a6o no 3acoby: Bettep ®apma- SPC, Labelling or PL due to new
3 wnpuuy B ®epTiryHr F'm6X Ta Ko. KT, quality, preclinical, clinical or

KapTOHHI KopoobLi

HimeuumnHa; KOHTpOsb
SAKOCTI JTiKapCbKOro
3acoby: Bettep d®apma-
®eptiryHr F'm6X Ta Ko. K,
HimeyunHa; KOHTpONb
SAKOCTi NiKapCbKOro
3acoby: Bettep dapma-
®eptiryHr F'm6X Ta Ko. K,
HimeyunHa; KOHTpONb
SIKOCTi NikapCbKOro 3acoby
(nvwe cuna 3cysy Ta cuna
KOB3aHHs nicns
BTOPUHHOIO NakyBaHHS):
BetTtep ®apma-dPepTiryHr
v6X Ta Ko. KI,
HimeuumnHa; KOHTpOsb
AKOCTI NikapcbKoro 3acoby
(BUNpo6YBaHHSA KNITUHHOT
aKTMBHOCTI NikapcbKoro
3acoby): AT
dapmaveBTUYHUIA 3aBOJ,
TEBA, YropwuHa;
KOHTPO/b SIKOCTI
nikapcbKoro 3acoby
(uinicHicTb cuctemmn
KOHTelHep/3aKynopoBasib
HWiA 3aci6 nicna
BTOPUHHOIO NakyBaHHS):
BaiiTxay3 AHaniTikan
Nab6opaTopis, JIIC, CLUA,
BTOPUHHE NaKyBaHHS:
Mepkne T'M6X,
HimeyumHa; BTOpVHHE

pharmacovigilance data: update of
section 5.1 of SmPC to include data
from Study TV48125-CNS-30068
(Focus) — A Multicenter,
Randomized, Double-Blind, Parallel-
Group, Placebo-Controlled Study
with an Open-Label Period to
Evaluate the Efficacy and Safety of
Fremanezumab for the Prophulactic
Treatment of Migraine in Patients
with Inadequate Response to Prior
Preventive Treatments;

- 3a pesynbTatamu posrnagy PSUR,
pekomeHpauili Ta ouiHku PRAC
6y/1 BHECEeHi 3MiHW [0 po3ginis 4.4
Ta 4.8 KOPOTKOI XapaKTepucTuku
nikapcbkoro 3acoby (gofaaHHs
iHchopma,ii Woao peakuiii
rinepyyTAnBOCTI Ta aHadiNaKTUYHNX
peakLii).
3asBHUK NPOMOHYE TEPMiIH BBEEHHS
3MiH NpoTArom 6 micsauiB micns
3aTBEPAKEHHS.




Ne

Tabnetok y
KOHTeliHepi; mo 1
KOHTEliHepy B
KapTOHHI Kopoobui

3aTBEpPAXKEHHS. [aHa 3MiHa,
obymoB/ieHa BUMoram
3aKoHOZaBCTBa YKpaiHu Ta nogaHa
y BignoBigHOCTI A0 pekomeHAaav,i
[EL| w00 BHECEHHS 3MiH A0
IHCTPYKLUiT AN1a MeAn4HOoro

3acTOCyBaHHS Mikapcbknx 3acobis,
L0 MicTATb Banibnpoatu (valproate).

HasBga snikapcbko20 dopma BUMYCKY 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
nakyBaHHs: TpaHcapm
NoricTik TM6X, HimevyunHa;
[03BiN Ha BUMYCK cepil:
Mepkne 'M6X,
HimeuumnHa; f03Bin Ha
BMNyCK cepii: TeBa
PapmacbioTrkans Koepon
B.B., Hinepnanan
2. TEPABAC TabneTkn [O-p Pepgpj'c IHais [-p Peggi'c Nabopatopic IHais 3MiHM [0 iHCTPYKUiT A58 Mean4Horo 3a UA/18012/01/01
NPOIOHIOBaHOI Aji NabopaTtopic Nimiten 3acTocyBaHHA. BBeeHHsA 3MiH peyenmom
no 250 mr, no 100 nrg npoTArom 6-Tn MicALiB nicns
TabneToky 3aTBep/xeHHs. [laHa 3miHa,
KOHTeliHepi; no 1 06yMOB/fieHa BUMOram
KOHTEliHepy B 3aKoHOZaBCTBa YKpaiHu Ta nogaHa
KapTOHHI KopoobLi y BigMoBigHOCTI 4O pekomeHAaav,i
[EL| woa0 BHECEHHS 3MiH A0
IHCTPYKUii A1 MeguyHoro
3aCcTOCyBaHHA NikapCbKnx 3acobis,
L0 MiCTATb Banbnpoatu (valproate).
3. TEPABAC Tabnetku [-p Peppj'c IHAain [-p Peggi'c Nabopatopic IHAis 3MiHW J0 IHCTPYKUiT AN8 MeaNYHOro 3a UA/18012/01/02
NPOJIOHroBaHOI fji NabopaTtopic Nimiteq 3acTocyBaHHs. BBeaeHHs 3MiH peyenmom
no 500 mr; no 100 nta NpoTArom 6-Tu MicAliB nicas




