23.03.2018. Bigk/IuKaHHA TOProBHUX JIileH3il 00/1e3aCMOKIMIUBHX JTIKAPCHKUX
3ac00iB, mo wMicrare ¢ayniprun (flupirtine) cxpaseno KoopauHaiiiiiHo 0
rpynomo 3 npoijeypu B3a€EMHOI0 BU3HAHHSA Ta /lelleHTPa/i30BaHoi npoueaypH —
ans moguan (CMDh)

ITogidomneHHs1 npo ceplio3Hi npobaemu 3 GOKy neuiHKu npoooexicy8anu Haoxooumu,
He3eaxcarouu Ha nonepeOHi OOMeX’CEeHHSI CMOCOBHO BUKOPUCMAHHS AIKAPCbKUX
3acobie (0ani — J13), wo micmsamb ¢paynipmuH.

CMDh cxBanuia pekoMeH/allito €Bponeicbkoi areHiiii ikapcbkux 3acobis (EMA)
BiIKTMKAaTU TOProBi JileH3ii JI3, 110 MicTATb GAyHipTUH 4yepe3 PU3UK CepHO3HUX
npobnem 3 60Ky meuinku. [le o3Hauae, 1o 1i JI3 Ginbiiie He OyAyTb JOCTYIHI B
€BpornencbkoMy coro3i (EC).

[TpoBenenuii Komiterom 3 oluiHku pusukiB y dapmakoHarnsai (PRAC) ornsg
bnymiptuay BigOyBcsi micas momepegHboro orysgy EMA B 2013 por, 3a
pe3y/ibTaTaMU $IKOTO 0yJ/I0 peKOMeHJJ0BaHO OOMEXUTU HOro BUKOPUCTAHHS uepe3
TIOBiIOM/IEHHSI TIPO Cepi03Hi 1pobsieMu 3 OOKY MeUiHKH.

B pamkax oOMexyroumx 3axofiB, mnpuiiHATAX y 2013 poll, BHUKOPHUCTaHHS
dbnymiptiHa Oy/s0 peKOMeH/I0BaHO 3aCTOCOBYBaTHM He Oifibllie, HiXK 2 TWKHI ¥y
TMaljieHTiB 3 rocTpuM 6oJjieM, sIKi He MOT/IM BUKOPUCTOBYBATH iHIII 60/1e3acnoKiiuBi
3acobu. Ilpu 1poMy TOTPiOHO Oy/0 ILIOTWXKHA POOUTU AOCTimKeHHS GYHKIT
TeYiHKHY TiJ] yac JikyBaHHA QuyniptuHoM. EMA Takox 3ampocuia JaHi /51 OLiHK!
TOrO, UM JOTPUMYBA/IMCSA 1IUX OOMe)KeHb B K/IiHIUHIA MpakTuili, i ud Oy/sud BOHHU
edeKTUBHUMU B 3HMKEHHI pHU3UKY PO3BUTKY Mpo0sieM 3 60Ky MeuiHKu.

Ilpu ornapi, wo posnoyascs y 2017 pori, PRAC po3r/isiHyB pe3yabTaTid OTPUMaHUX
JlaHUX Pa30M 3 HasiBHOIO Ha TOW MOMEHT iH(opMalli€t0 PO KOPUCTb Ta PU3UKU,
OTpMMaHy 3 KiiHiYHMX BurpobyBaHb i TIOBiZoMsieHb TIpo mTOOiUHI peakiiii,
BK/TFOUAIOUM BUIAJKU CEPHO3HOTO MOIIKO/KeHHSI TIeUiHKM MPOo SIKi MOBiZIOMJISIZIOCH
panimre. IpyHryrounmce Ha npoMmy orsgi, CMDh mnorogumace 3 PRAC, 1o
obMekeHb, BBefieHMX y 2013 porji, HeAOCTaTHBO AOTPUMYIOTHCA B KJIiHIUHIN
MpaKTULli, a BUMAJKU CEPUO3HOI0 YpakKeHHs TIeUiHKM BCe IIle MarwTh MiCIle,
BK/IIOUAKOUM [eYiHKOBY HeAocTaTHiCTb. PRAC BHBUMB MOX/IMUBICTb BBEeJEHHS
TO/IA/IBIITMX 3aXO/iB 3 MiHiMi3allii pH3WKiB, ajie He 3Mir BHU3HAUWTH, 1[0 MOr/a0 O
T IBUIITATH TIPUXUATBHICTE 0OMEXKeHHSIM i aZileKBaTHO 3HU3UTH PU3MK MpobsieM 3 60Ky
TIeUiHKHU.

Takum urHoM, CMDh noroaunace, 1110 mnaijieHTH, siKi rpuiiMaroTh JI3, 1110 MiCTSTb
GnymipTvH, §K 1 padille MOiANazalTe Mif BIUIMB CEPUO3HUX DPU3MKIB, L0
repeBakalOTb KOPUCTh Bifl LIUX JIiKiB. 3 MeTOI 3aXUCTy 37j0poB's HaceneHHs: CMDh
cxBawia pekoMmeHgauniro PRAC 100 BigK/IMKaHHS TOProBux JiueHs3in JI3, mjo
MICTATb (UIYTTINTHH.

Indopmariis q1a nanieHTiB



JI3, 1o wMictare GAymipTUH, 3aCTOCOBYIOTHCSI [Jisl  JIIKyBaHHS TOCTPOTO
(kopoTKouacHoro) 6o/it0 TPOTAroM He OifnbIlle ABOX TWXKHIB y JOPOCIUX, SIKi He
MO>XyTh BWKODHCTOBYBATH iHIIIi 3HeOomroroui 3acobu (Taki $K HecTepoigHi
TIpOTH3anabHi JiikapchbKi 3acoou (HI133) Ta cnabki omioian).

Li nikv BUBOAATHCA 3 pUHKY B €C uepe3 pU3KK CepHO3HOTO ypaKeHHsI MeUiHKH.

3axo/u, CrIpsIMOBaHi Ha 3MeHIIIeHHs 1IbOT0 PU3HMKY, Oyiu 3anpoBamkeni B 2013 porii,
ajle BOHM He Oy/nM peasmi3oBaHi [JOCHTh IIMPOKO Ha TPaAKTHIl, i MPOJOB)KyBasa
HaJXOJUTU iHQoOpMallii Npo BHUIIAJKK T[OLIKO/I)KeHHS TeuiHKu. Kpim TOro,
NOJATKOBUX 3aXOZiB L1040 3MEHIIeHHS pPU3MKY PO3BUTKY YpaKeHb T[eUiHKU
HEMOJK/IUBO BCTAHOBUTH.

3 2013 p. 6y/s1 3apeecTpoBaHi BUMaJKH CepHO3HOTO TMOIIKO/PKEHHS TIeUiHKU, Y TOMY
ynCIi 23 BUIMAJKUA TOCTPOI MEUYiHKOBOI HENOCTATHOCTI, AesKi 3 SIKUX TPU3BeU [0
cmepti abo moTpeOyBanu TpaHcrianTaiii. Lli Bumaaku Oysu 3apeecTpoBaHi B
€BporielicbKiii 6a3i JaHUX TMOBiZOMJeHb TIPO MO6iuHi peakiyii JikapcbKHUx 3acobiB
(Eudravigilance) B nepiog 3 kBiTHs1 2013 poky 1o rpyaeds 2017 poky.

AnbTepHaTHBHI BapiaHTU JiKyBaHHS € JOCTYNMHUMM. [larfieHTH, 1[0 MaroTh OyIb-sKi
3alMTaHHSAMM TIOBUHHI 3BepHYTUCS [0 JIiKapsl.

Indopmaiiis g/1a MeUMUHUX NPALIBHUKIB

JI3, ujo mictate GaynipTUH, BUBOAATHCS 3 PUHKY B €C uepe3 pU3MK Cepii03HOrO
TIOLLKO/PKEHHS [IeYIHKU.

Obmeskennsi, BBeZieHi B 2013 pori, 1o nepenbayanyu oOMekeHHS] BUKOPHUCTaHHS
baymnipuHy 10 ABOX TWDKHIB, i pPery/sipHUi MOHITOPUHT (YHKIil MediHKH, He Oyu
[IOCTaTHbO JOTPUMaHI B KJIiHIYHIM NpakTuLi. He3Ba)karoun Ha Te, 1110 BUKOPHUCTaHHS
JI3, 110 MicTsTh bAyIipTHH 3MEeHIIUI0Ch, BXXUTI 3aX0u He 0y edeKTUBHUMU /IS
MiHIMi3aLjil pyU3UKYy.

KpiMm TOro, HEMOXXIMBO PO3POOMTH TIOAQ/BIINI 3aXOAW I[0JI0  30i/bIIIeHHS
TIPUXUJILHOCTI /0 OOMe)XeHb Ta a/eKBaTHOTO 3MEHIIIeHHSI PH3UKY DPO3BUTKY
TMOIIKO/KEeHb MeUiHKH.

MeayuHi mpaliiBHUKM TIOBMHHI BpaxOBYBaTW aJ/IbTePHATHMBHI METOAW JIIKyBaHHS
TaL[i€HTIB.

Criellia/iicTd CUCTeMM OXOPOHH 3710pPOB'si B KpaiHax €C, fie peasni3yeTbcs GhaymipTHH,
OTPUMaAlOTh JIUCT i3 [eTa/lbLHUMU PeKOMEeHAaLlisIMU TIPO BiATIOBIAHI Ail, 30KpeMa, KOJIx
niKapchKi 3ac00U CTaHYTh HEAOCTYITHUMHU.

3 2013 p. peecTpyBa/viCs BUIIaIKMU CEPHUO3HOIO MOILUKOJKEHHSI TEUiHKH, Y TOMY
YUCI 23 BUIAAKUA TOCTPOI MEUYiHKOBOI HEeAOCTAaTHOCTI, AesKi 3 SIKUX TIPU3BeU [0
cmepTi abo TpaHcrianTaiii. Lli Bunagku O6ynu 3apeecTpoBaHi B €Bpomeiichkiii 6asi
JaHUX TIOBifloM/IeHb TIpO MOOiuHi peakiiil Jiikapcekux 3aco6iB (Eudravigilance) B
riepiof 3 kBiTHA 2013 poky 1o rpyzgens 2017 poky.



[Ticte goc/impKeHb 3aCTOCYBaHHS JiKapChbKMX 3acob0iB 3 [iF0UOI0 pPEUOBHHOIO
baymipTHUH ToKa3aayd HeBiJMOBiHICTb 3ax0/aM, sAKi Oyu MpUUHATI Ay MiHiMi3allil
PU3UKY X rernaToTOKCUYHOCTI.

JertanbHime npo JI3

Oayniptun  (flupirtine) €  aHambretukoM  (Oome3acnokiiiviBuM), IO
BUKOPUCTOBYETLCS AJIsl JIIKyBaHHSI TOCTPOTO (KOPOTKOYAacHOTo) 00/it0 TIPOTSTOM He
OisibIlle Hi’K 2 THXKHI Y MaLli€HTIB, fKi He MOXKYTh BUKODUCTOBYBATH iHIi JI3, Taki siK
omoizm abo HII33. ®nymipTMH HaMeXUTh [0 «CEJIeKTUBHUX AaKTHUBATOPiB
HEeUPOHA/bHUX Kasli€eBUX KaHajiB». lle o3Hauae, 110 BiH Ma€ 3/]aTHICTb BiJIKpHMBATH,
TaK 3BaHi, Ka/li€BI KaHa/d HEpPBOBUX KJIITUH. BIJKpPUTTA LMX KaHa/liB 3MEHIIye
HaZIMipHy eJIeKTPUUHY aKTHMBHICTb, II[0 CIPUYMHIOE BUHUKHEHHS OOTbOBUX
BiguyTTiB. JlikapchKi 3acobu, 1m0 Mictate dmaymniptuH, 6ynu mo3sosneHi y 1980-x
pOKax 1 Hapasi AOCTYIHI B TakuX KpaiHax-wieHax €C: Ecrtonii, HimeuuuHi, JlaTsii,
Jlutei, JIrokcemOyp3i, I[Tosbiri, [MToprtyramii Ta CsioBauuwHi. BoHM mOCTYIHI i
JeKi/IbKkOMa TOProBe/TlbHUMH Ha3BaMU Ta B Pi3HUX JIiKapCbKUX (popMax.

JeranbHilue mpo npoueaypy B €C

Orasip dayniptyHy 6y1o0 posnodaro Ha 3anutT HimeuunHu 3a crarreto 31 [IupeKTuBU
2001/83/EC.

Orniag, noriepefiHbo OyB TpoBesieHnt PRAC, 1110 BiAmoBiZlae 3a OI[iHKY NHUTaHb
Ge3meku MiKapCbKUX 3aco0iB [s1 rofield, sIKHMM po3pobMB HU3KY peKOMeHallild.
Ockifibku ~ miKapchKi  3acobm, 1[0 MicTTh  QUIyIipTHH, 3apeecTpoBaHi Ha
HairjioHanbHOMY piBHi, pekoMeHfallii PRAC Oynu HampasneHi go CMDh, ska
npuiiHssia pimteHds 21 6epesnsi 2018 poky. CMDh € opraHowm, 110 BiAmoBizae 3a
3abe3mneueHHs] TapMOHi3allii cTaHJapTiB Oe3rmeKu MiKapCchbKux 3acobiB, 03BOIEHMX
yepe3 Hal[ilOHa/IbHI TIpoUeAypu y KpaiHax-wieHax €C, a Takox lciaHgii,
JlixTeHirreriHi Ta Hopgerii.

Ockinek CMDh 3atBepamsia CBOe pillleHHS Ha OCHOBi KOHCEHCYCy, BOHO Oye
Oe3rocepefHLO  BMOPOBaPKeHe  Jlep>kaBamu-wieHamu €C, BigmoeigHo 7m0
y3ro/i>keHoro rpadika.

ITocunanus: http://www.ema.europa.eu/ema/index.jsp?
curl=pages/medicines/human/referrals/Flupirtine-containing_medicinal_products/
human_referral_prac_000069.jsp&mid=WC0b01ac05805c516f



