09.02.2018 «Komiter 3 oriHku pusukiB y ¢dapmakonariaaai (PRAC)
€BponeiicbKoi areHifii 3 jiKapcbkux 3aco6iB (EMA) peKoMeHJy€ BiAK/IMKaTH
TOProBi JiineHsii 0Oo/ie3acCnOKiW/IMBHX JIiIKapCBKHUX 3ac00iB, IO MiCTATH
¢aynipTus (flupirtine)»

IogioomneHHs1 npo ceplio3Hi npobaemu 3 GOKY neuiHKu npoooe8xcysaau Haoxooumu,
He38adcaruu HA nonepeoHi O0OMeNCeHHsI CMOCOBHO BUKOPUCMAHHS AIKAPCbKUX
3acobig (dani — J13), wjo micmamb haynipmu.

PRAC pekomeHAye BigkmuKath TOpro.i JiileH3ii 6Gome3acmnokiiiimBoro JI3
dnymiptuHa. Lle o3Hauae, mo mi JI3 Gisbiiie He OYAYTh AOCTYIHI B EBpONEHCEKOMY
coro3i (EC).

[Tpoeenennii PRAC ornsig duynipTuHy BigOyBCs IMic/is norepeaHboro orisgy EMA
B 2013 porji, 3a pesynbraTaMHd SKOTO Oy/I0 pPEKOMEH/I0BAaHO OOMEKUTH WOro
BUKOPUCTaHHS yepe3 TMOBiZIOM/IeHHs PO Cepiio3Hi mpobemu 3 60Ky MeuiHKU.

B pamkax oOMexyroumx 3axofiB, mnpuiiHATAX y 2013 poll, BHUKOPHUCTaHHS
dbnymiptiHa Oy/0 peKOMeHJOBaHO 3acTOCOBYBaTH He Oifbllle, HiXK 2 TWKHI ¥y
natjieHTiB 3 rocTpuM 6oJjieM, sKi He MOT/IM BUKOPUCTOBYBATH iHIII 60/1e3acnoKiiuBi
3acobu. Ilpy 1bOMy mMOTpPiOHO Oy/I0 IIOTMXKHSA POOMTH JOCHTiIKeHHS (QYHKIiT
MeYiHKY Tij| yac yikyBaHHA (QuyniptuHoM. EMA TakoX 3anpocusia JaHi A5 OLiHK!
TOrO, UM JOTPUMYBA/IMCSA LIMX OOMe)KeHb B K/IiHIUHIA MpakKTuili, i ud Oy/sd BOHHU
edeKTUBHUMU B 3HWKEHHI pHU3UKY PO3BUTKY Mpo0sieM 3 60Ky MeuiHKU.

IIporsirom oryisagy, posmnovatoro y 2017 poui, PRAC posrisHyB pe3y/bTaTtu
OTPHMMaHHUX JaHUX pPa30oM 3 HasBHOKO Ha TOM MOMeEHT iHdopmalli€ro Tpo KOPUCTh Ta
PU3MKH, OTPMMaHy 3 K/ITiHIYHMX BUIIPOOyBaHb i TMOBifOM/IeHb TPO TOOiUHI peakiiii,
BK/TFOUAIOUM BUIMAJKU CEPHO3HOTO MOIIKO/KEeHHSI TIeUiHKU MpOo SIKi MOBiZOMJISIZIOCH
paHime. [pyHTyrounch Ha npoMmy ornsgi, PRAC mnpuillioB A0 BUCHOBKY, IO
obMekeHb, BBefieHMX y 2013 poiji, HeAOCTaTHBO AOTPUMYIOTHCA B KJIiHiUHIN
MpaKTULli, a BUMAJKU CEPUO3HOIO YpakKeHHs TIeUiHKM BCe IIle MarwTh MiCIle,
BK/IIOUAKOUM TMeUiHKOBY HenoctaTHiCTb. PRAC BHBUMB MOX/IMBICTH BBeJE€HHS
TO/IA/IBIITMX 3aXO/iB 3 MiHiMi3allii pH3MKiB, ajie He 3Mir BU3HAUWTH, 1[0 MOrao0 O
i IBUIIUTH TIPUXUIBHICTD 0OMEKEeHHSIM i aZieKBaTHO 3HU3UTH PU3UK MpobsieM 3 O0KY
TIeUiHKHU.

Tomy PRAC BBaxkae, 1110 MAaL[i€HTH, 5Ki MpUKMaroTh JI3, 1110 MicTITh (JIymipTHH, fK i
paHillle Miat0TbCS CePHO3HUM pH3UKaM, 1110 TlepeBa)Kat0Th KOPUCTD BiJ| LIUX JIIKIB i
PEKOMEH/ly€ TPUNWHUTHA [0 TOPrOBUX JIL|eH3iM 3 YypaxyBaHHSIM HasiBHUX
a/lbTePHATUBHUX METO/IB JIIKyBaHHS.

Pekomenpauiss PRAC 6yge posrnsHyta KoopauHallifiHOIO Tpyriow 3 mpoLeaypu
B3a€EMHOI0 BU3HAHHS Ta JelleHTpani3oBaHoi mpoueaypu — aas awoguau (CMDh) 3
MEeTOR0 TIPUUHSATTS OCTAaTOYHOTO pitieHHs1 EMA.

[TaujieHTH i MeMyYHI NpaL[iBHUKU MMOBUHHI BPaXOBYBATH, 1[0 TOPTOBI jiLeH3ii Ha JI3,
10 MicTATh (AYMipTHH, Ille He BiJK/IWKaHi, i OCTaToOuHe pillleHHs 3HaXOJUTbCS Ha
po3rsisigi. Ilicns toro, sk mpouenypa B €C Oyme 3aBepiieHa, Oyze omyGrikoBaHa



JofaTkoBa iHdopMallisi, B TOMy UMC/Ii peKOMeHAallil J/s Talli€eHTiB i MeJuuHuX
npaliBHYKIB. daxiBl[i OXOpOHU 340pOB'A B KpaiHax €C, e MapKeTyeTbCs
GbaymipTHH, TaKO’)XK OTPUMAOTh JIMCT 3 JleTaabHOI iHhOopMalli€ro Npo BiAnoBiAHI Ail,
10 HeoOXifHO peanidyBaTh. TWUM yacoM Tal[ieHTH, y AKUX € Oy/Ab-fKi MUATaHHS,
TIOBHHHI TTIPOKOHCY/IbTYBaTUCS 3i CBOIM JiikapeM abo (apmMaiieBTOM.

JetanbHime npo J13

Onyniptud (flupirtine) €  aHaJbIeTUKOM (boste3acTOKiTUBUM), 110
BHKOPUCTOBYETLCS ZIJIs1 JIIKyBaHHSI TOCTPOro (KOPOTKOYAacHOro) 00/it0 MPOTSITOM He
Oisblile Hi’K 2 TVDKHIB y TIALiEHTIB, sIKi He MOXKYTb BUKOPUCTOBYBATH i JI13, Taki sk
omioign abo HectepoigHi mpoTu3ananbHi giku (HI133). ®nymiptuH HanexuTb [0
«Ce/IeKTUBHUX aKTMBATOPIiB HEMPOHAIbHUX Kasli€eBUX KaHamniB». Lle o3Haudae, 110 BiH
Ma€ 3[1aTHICTb BiJIKpMBATH, TaK 3BaHi, Kajl€Bi KaHa/lu HEPBOBUX KJITUH. BigkpuUTTs
LUX KaHa/liB 3MeHIIYE€ HAAMIDHY eJIeKTPUUHY aKTUBHICTb, L0 CIIPUUYUHIOE
BUHUKHEHHs1 00/1bOBUX BifuyTTiB. JIikapchKi 3acobwu, 1110 MicTSTh GaymipTyaH, 0yau
no3sosieHi y 1980-x pokax i Hapasi JOCTyIHI B Takux KpaiHax-uieHax €C: EcToHii,
HimeuuuHi, JIatsii, JIutsi, JlrokcemOyp3i, [Tosbiigi, [Toptyranii Ta CnoBauunHi. Bonu
JOCTYIIHI MiJ| AeKiTbKOMa TOProBeJIbHUMM Ha3BaMM Ta B Pi3HUX JIIKAPCbKUX (popmax.

JeTtanbHime npo npoueaypy B €C

Oryisag daynipTrHy 0yJ10 po3rnoyaTo Ha 3anuT HiMeuunnawm 3a crarreto 31 JIMpeKTUBH
2001/83/EC.

Ornsim 6yB mpoBenennii PRAC, 1o BiAmoBifae 3a OLiHKY THMTaHb Oe3meKu
nMiKapchKUX 3acobiB At rofiei, siKuii po3poOuB HU3KY peKoMeHAar(iv. OcKimbKu
niKapceKi 3acobu, 1110 MicTATh (yMipTUH, 3apeecTpoBaHi Ha HallioHabHOMY PiBHI,
pekomeHatjii PRAC rteriep OyayTte HampaBneHi 7o CMDh, sika mpuiiMe pimieHHsI.
CMDh € opraHoM, 1o BifnoBigae 3a 3a0e3reueHHs TrapMOHi3allii CTaHIAPTiB
Ge3meku /liKapchbKHX 3aco0iB, /103BOJIEHUX Uepe3 HallioHa/bHi Tpolielypy y KpaiHax-
yneHax €C, a Takox Icmangii, JlixTeHiurenHi Ta Hopgerii.

[Tepenik 3apeecTpoBaHMX B YKpaiHi JI3, 1[0 MiCTATh (GyMipTHH.

ITocunanHs:

http://www.ema.europa.eu/docs/en_GB/document _library/Referrals _document/
Flupirtine-containing medicines/

Recommendation_provided by_Pharmacovigilance Risk Assessment_Committee/
WC500243553.pdf
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