3abopoHa mpoAaxy JiKapChbKHX 3ac00iB, [0 MicTATL deHCcmipua

KomiTeT 3 oLliHKM pu3MKiB y ¢dapMakoHar/siai €EBporencbKoi areHijii 3
nikapcekux 3aco0iB (PRAC) pekomMeHZyBaB CKacyBaTU BHauy [03BOJIiB Ha MPOJaK
JUIsT TIKapChbKUX 3aco0iB, 1[0 MicTATh (eHCrmipug Ha TepuTopii €BpPONEMCHKOTO
Coro3y. Take pillleHHSI IPUKMHATO B pe3yJbTaTi Oy, 110 NiATBePAUB, L0 JTiKapChKi
3aco0M 1 MiKyBaHHS KallTio, L]0 MICTSTh (DeHCHipyuJ, MOXXYTb BUK/IUKATH
TIOPYLLIEHHS CepLieBOr0 pUTMY.

PRAC posrnsiHyB BCi HasgBHI [j0Ka3M, BKJ/IIOUAlOUM 3BiTHM [P0 BUIIAJKU
nofioBkeHHd iHTepBasly QT 1 BHHMKHEHHsI LITYHOYKOBOI Taxikapzii (aHomartii
eJ/IeKTPUYHOI aKTUBHOCTI CepLifl, IKI MOXYTb MPU3BOAUTH [0 TOpPYLIeHb CepLeBOro
pUTMYy) y TAlli€HTiB, $IKi BUKOPUCTOBYIOTb 1Iii JIiKapCbKi 3acobu, pe3y/bTaTh
nabopaToOpHUX [OC/i/I)KeHb, TiTepaTypHi /aHi Ta JjaHi 3allikaB/leHUX CTOPiH.

[Tpobnemu cepiieBOro puTMy MOXXYTb MaTU CEPHO3HI HAC/TiIKM Ta BUHWKATH
parToBO, Ta HEMOXX/MBO 3a3/ajerilb BU3HAUWTU TIAL[I€EHTIB, Yy SAKUX MOXYTh
BUHUKHYTH Taki TopyiieHHs. Tako) Oys0 BpaxoBaHO TOHW (akT, IO JTiKapChKi
3aco0u, 1110 MiCTATh (heHCTipyU/] BUKOPUCTOBYIOTHCS JJisl JIIKYBaHHS JIETKOTO KalllTio
(Hecepiio3Horo kamnumo). Tomy PRAC BBaxkae 1[0 [[03Bi Ha Mpojak HeoOXigHO
CKacyBaTH.

Pekomenzaiiii PRAC 6yayTh HajjaHi mo KoopZmHaliiHOI Tpyny 3 Mporieypu
B3aEMHOI'0 BU3HAHHS Ta JeLleHTpasli30BaHol npoueaypu — s moguau (CMDh), nns
3abe3neueHHst BUKoHaHHs pitieHHss PRAC. CMDh — opras, 1110 npeficTaB/isi€ KpaiHU-
uynenu €C, a Takox Icnanpiro, JlixteHmreriH, Ta Hopgerito.

Indopmaiiis g5 nanieHTiB:

» JlikapchbKi 3acobm /i iKyBaHHS KallUTiO, 1[0 MiCTATh (deHCITipu, Gisbiie He
OyayTb npozmaBaTucsi B €C y 3B’513Ky 3 iCHYIOUMM PHU3UKOM BUHUKHEHHS PaliTOBUX Ta
CepUO3HUX TOPYLLIEHb CEPLIEBOTO PUTMY.

* Bam c/1iJi IpPUMMHATH TIPUHAOM TaKHX JIiIKAPCHKUX 3acO0iB Ta 3BEPHYTHUCS /10
niKaps AJjisi OTPUMaHHA PeKOMEeHJallivi L[OA0 aJlbTePHAaTUBHUX METOXIB JIIKyBaHHS,
SAKIIO 1je HeobxiaHo. B iHCTPyKIIii /11 MeJUUHOTO 3acTOCyBaHHS Bu MoykeTe 3HaWTH
CKJ1a/l TiKapChbKUX 3aco0iB, 1[0 Bu npuiimacere.

» SIkiri0 y Bac BUHUK/IM 3alMTaHHS 11[0/I0 BAUKOPHCTaHHS JTiKapChKOT0 3aco0y, BU
MO>KeTe 3BePHYTHCS 0 JTiKapst abo dapmarieBTa.

Indopmaliis g/1a MeJUUHUX NPALIBHUKIB:

» MeanuHi TIpariBHUKK Oi/bIlle He MIOBUHHI TPH3HAUaTH JIiKapChbKi 3acobu, 1110
MicTSTh (heHCipuz, i mopaJuTh CBOIM TallieHTaM MPUMMHUTH iX TIPUHOM.

* BigknmkaHHa [03BOMB Ha MPOAAXK JKAapChKMX 3aco0iB, IO MiCTATb
dbeHCipuz, IPyHTYEThCS Ha HEK/IiHIUHMX JOCTiIKeHHSX (BK/IOUAOUM JOC/TiKeHHs
11010 3B'sI3yBaHHs (eHCITipyuay 3 KaHanamu hERG) Ta 3BiTax Mmpo BUITaKH MTOOIUHMX
peaklliii siKi mokasanu, 1110 (heHCITipy/J MoXKe BUK/IMKATU NposioHrallito intepeany QT,
apUTMIIO Ta LIVIYHOUKOBY TaxiKapZito.



» BpaxoByrouu /103BoJieHe TMOKa3aHHs /Il 3aCTOCyBaHHS (eHCipyuay (TibKu
O7s1  CMMITOMAaTUYHOTO JIIKyBaHHSI) Ta CEPUO3HICTh PU3MKY, CIIiBBiJHOLLIEHHS
KOPUCTb-PU3MK I[UX JIIKAPChKUX 3aC00iB € HEraTUBHUM.

Jlok/1apHinie npo JiKu:

JIikapcbKi 3acobm deHCripuy AOCTYMHI Y BUIJISAAI cUpory abo TabseTok i
3aCTOCOBYIOTBCS Y IOPOCIMX i ZIiTeN BIKOM BiJi 2 POKIB /i TIOJIETIIIEHHS KALLLTIO, 1[0
BUK/IMKaHWM JleTeHeBUMU 3axBopioBaHHsMU. B €C mikapcbki 3acobu, 1110 MiCTSTh
deHcripyg, Oy/M 103BOMEHI 0 BUKOPUCTAHHS 110 HAI[iOHA/IbHIM MpOoIeAypi B TaKUX
KpaiHax sK bonrapisg, ®panuis, Jlatsidg, JIutea, [lonbia, [Topryranisa ta PymyHisa i
JIOCTYTHI Mif pisHuMM ToproBesbHUMH Ha3Bamu (Elofen, Epistat, Eurefin, Eurespal,
Fenspogal, Fosidal, Kudorp, Pneumorel, Pulneo, Eypecnan i Cupecn).

Jok/iafHiiie nmpo npoueaypy:

Ornsag ¢encripuay Oyno posmouaro 14 mrororo 2019 poKy Ha HpOXaHHS
HarjionanpHoi areHrfii 3 Oe3mekd J/iKapcbKUX 3aco0iB i BHUPOOIiB MeaUUHOTO
ripu3HaueHHs1 @panuii (ANSM), Bignosigno go cratti 1071 dupektruBu 2001/83 /
€C. Ha yac posrisiy PRAC pekoMeHyBaB NIPpU3YIIMHUTH 3aCTOCYBAHHS JIIKAPCHKUX
3aco0iB, 1110 MiCTSATh eHCHipy/ B €BPOIIi.

Ornisag 6yB npoBegennii PRAC, KomitTeToM, BiJiIIOBijaibHUM 3a OIiHKY TTUTaHb
Oe3meku 15 JTiKapChbKUX 3aCO0iB /151 JTFOJUHU, SIKWM 3pOOMB CBOIO peKOMeH/AIlifo.

Ockinbku  Bci  miKapchKi 3acobm  deHCITipygy OTpUMaad JiiljeH3il Ha
HaljioHanbHOMY piBHi, pekomeHgaiii PRAC Oyayte Hagani go CMDh, gns
3a0e3neueHHs BuKOHaHHA pimeHHss PRAC. CMDh BiamnoBigae 3a 3a0e3reueHHs
rapMOHI30BaHUX CTaHAApTIiB 3 0e3meku MiKapchbKUX 3acobiB, 03BOJIEHUX uepe3
HalliOHaJ/IbHI npouenypu B KpaiHax-uneHax €C, Icnangii, JlixteHwrenni Ta Hopgeril.

[HpopMaliiiiHe MOCKIaHHS:

https://www.ema.europa.eu/en/documents/referral/fenspiride-containing-medicinal-
products-article-107i-referral-withdrawal-marketing-authorisations_en.pdf
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