09.02.2018 «Komiter 3 oniHku pusukiB y ¢apmakonariaagl (PRAC)
€BponeiicbKoi areHifii 3 jskapcbKkux 3acodiB (EMA) pekoMeH/Iy€ HOBi 3axoau
AJIA YHUKHeHHs BIUTUBY Ba/ILNPOATY Iij] Yac BariTHOCTi»

Hoei o0bmediceHHs1 Wo00 BUKOPUCMAHHS: NOBUHHA Oymu enpoeadiceHa npozpamd
3anobi2aHHA 8a2imHocmi.

Excnieptu EMA 3 6e3mneku Jyiikapcbkux 3aco6iB, PRAC pekoMeHyIOTh HOBi 3ax0/u
3a/l/I1 YHUKHEHHs BIUIMBY Ba/bllpoaTa Ha IUIiJ. ICHye€ pU3MK PO3BUTKY BPOKEHUX
BaJl i mpo6sieM po3BUTKY HOBOHAPO/KEHHUX.

SIki ocHOBHI 3axoau pekoMeHgoBaHi PRAC?

. [Toka3zaHHS [0 3aCTOCYBaHHS: Mi2peHb, 0ino/asApHi po3aadu:

— BaJ/IbIIPOAT He MOBUHEH BUKOPHUCTOBYBATUCA MiJ] UAC 8ARIMHOCMI;

— y X80pUX JCIHOK 3 MOMeHmy HACMAaHHs penpodyKmueHo20 8iKy,
Ba/bIIpOAaT He TOBHWHEH BUKOPHCTOBYBATHUCSA, AOKUA He OyIyThb BUKOHAHi YMOBU
HOBOI npo2pamu 3anofizanHs eazimHocmi (JUB. HIDKUE).

. [Toka3aHHs 10 3aCTOCYBaHHS: eni/1encis:

— BaJ/IbIIPOAT He MOBYMHEH BUKOPUCTOBYBATUCA TTiJ uac eazimHocmi. OHaK
BU3HAETLCS, 10 Ui JIedKUX JKIHOK 3 eITiJiericiero Mo)ke OyTH HeMOK/IUBO
BiIMIHUTU BajbIpoaT, i BOHM MOXYTb MPOJOBXYBaTU JIiKyBaHHS (TpU
BiZIMOBiZAHOMY crieljia/li30BaHOMY JAOTJISIZ) Mif 4ac BariTHOCTI;

- y X80puX JXCIHOK 3 MOMEHMY HACMAHHS penpoOyKMuUe8HO20 BiKy -
Ba/IbIIPOAT He [IOBMHEH BUKOPUCTOBYBaTUCH, SKILO He BUKOHYIOTbCS YMOBU
HOBOI npozpamu 3ano0bizaHHs eazimHocmi.

. PRAC TakoX peKoMeH/[Iy€, 11100 30BHIIITHS yIIaKOBKa BCiX JIiIKapChKUX 3aC00iB
JIiFOUOK0 PEUYOBMHOK SIKMX € BasblpoaT MiCTW/Ia 6i3ya/ibHe nonepeodceHHs1 TpO
PU3MKH I1iJ, yac BariTHOCTI. KpiM TeKCTy Ha ynakoBLii, MApKyBaHHSI MOXKe BK/IFOUaTU
CUMBOJI/TIIKTOTpamy, 3 JieTa/isMH, 1110 OyAyTh aflariToOBaHi Ha HallioHA/JIbLHOMY PiBHi.

. Kapmka-Hazadyeanus 0151 nayieHma mae OyTv TIPUKpirvieHa /10 30BHIITHbOI
CTOPOHH YTIAaKOBKM 3 METOI0 OOroBOpeHHs I[bOr0 TMUTaHHSA MiK (apMaijeBTOM Ta
TaLieHTOM KOXKeH pa3, KOJIU JIIKU BiIIyCKarThCA.

. KomnaHii, 1[0 MapKeTylOTb Ba/IbIIpOaTH, TAKOXX MOBWHHI HA/JlaTU OHOB/eHi
Haeua/sbHi Mamepiaau y BUI/S[iI HACTaHOB /Jid MeAWYHUX TMpalliBHUKIB Ta
TAL[I€HTIB.

SIKi 0CHOBHi MOMEHTH HOBOI IPOrpaMH 3ano0iraHHsA BariTHOCTi Ba/jibIpoary?

e (uiHKa MaLi€eHTOK Ha TOTeHL{ia/l BariTHOCTI Ta 3a/y4YeHHs MaL[iEHTKU 0 OLIHKU
il iHguBiAyanbHUX 006CTaBUH Ta MPUHUHATTS 0OTPYHTOBAHUX PillleHb;

® TEeCTH Ha BariTHICTh repej OYaTKOM i mif yac JIiKyBaHHs, KOJIU Iie MOTpibHO;
® KOHCYJIbTYBaHHS TAL[I€EHTIB PO PU3UKU JIIKYyBaHHS Ba/IbIIPOATOM;
®  [I0sSICHeHHs HeoOXiHOCTiI eheKTMBHOI KOHTPALIEMLIil MPOTATOM JIiKyBaHHS;

® meperJisiJ JiKyBaHHs CIieLiaicTOM NPUHaKWMHI III0POKY;



® BBe/IeHHS HOBOI «()OpMM TMiITBEP/)KEHHSI PU3UKY» 3 METOI TOr0, IO TallieHTH
Ta JIKapi-pO3MOPSAHUKA TMPOXOAWIA 4Yepe3 KOXeH TakKuh OrJisf, Ta
TiTBEP/PKEeHHSI TOT0, 1110 Bi/ITIOBiIHI peKoMeH/ar1lii Oy/i1 HaZlaHi Ta 3p0O3yMiJIi.

JlikapcbKi 3aco0u, 1[0 MICTSITh BasbIIpoaT, Oy/iv JiiljleH30BaHi Ha Hal[iOHaJbHOMY
piBHi B €C A5 MiKyBaHHS erlijienicii, GirmossipHOro po3sasy Ta B [JesIKUX KpaiHaX —
IJist JTiKyBaHHsI mirpeHi. Taki J/likapcbki 3acobu, siK BiJloMO, MalOTh 3HAUHUM PU3UK
BaJi PO3BUTKY IIoZia Ta TpoOsieM pPO3BUTKY Yy HEMOBJ/ST, B pe3y/bTaTi BIUIUBY
Ba/IbIIPOATy B yTPobi Marepi. Y morepeJHbOMY OrJisifii Oy peKOMeH/I0BaHi 3aX0/iy,
CTIpIMOBaHi Ha Kpaille iH(popMyBaHHS >KiHOK TpO I[i PU3UKH 3 METOH 3MeHIIIeHHSs
BUKOPUCTaHHS JIiKapChKOTO 3aco0y TiJi yac BariTHOCTI Ta 3arobiraHHsi MOYaTKy
JIIKYBaHHSI Ba/IbIIpOAaTOM, 3a BUK/IFOUEHHAM CUTYyallil, KOJU JIIKyBaHHS IHIIWMU
rperiapaTamMu He € Hee)eKTMBHUM, ab0 BOHU He MOXKYyThb OyTW BHUKODUCTaHi uepe3
nobiunHi peaxiii. [ToTouHuit or/isg Oy/0 po3royaTo yepe3 3aHETIOKOEHHS 3 TIPUBOAY
TOTO, 1110 I[i 3aX01 He OyJIH I0CTaTHbO eheKTHBHUMU.

PRAC BuBuUaB HasgBHI /J0OKa3u i KOHCYJIbTYBaBCSl 3 IIMPOKUM KOJIOM IIpalliBHUKIB
OXOPOHM 3/I0POB'Sl Ta 3 MalllEHTaMH, B TOMY YHWCJIi KIHKaMM Ta IXHIMU JiTbMH, SAKI
MOCTPaXKJaJu BiJy BUKOPMCTAHHS BajbIIPOATy MiJi YaC BariTHOCTI, BUBYAKOUU
IMCbMOBI Marepiaiy, OpraHi3oByIOUM HapaJu eKCIepTiB, 3yCTpiul i3 3aljikaBieHUMU
CTOpPOHaMM, B TOMY 4HC/i (axiBLIMHA B rajy3i OXOpOHH 3/0pOB's, OpraHisalsiMu
TnaljieHTiB, Ta yepe3 myb6stiunHi cyxanHs. PRAC 3a3Hauae, 1110 )KiHKU [0Ci He 3aBXIu
OTPUMYIOTh MOTPiOHY iH(MOpMaIllif0 CBOEUAaCHO Ta CUTYyaIlisi TIOTPeOyIO€E TOAABbIINX
3aXOZiB L[0[0 YHUKHEHHS BUKOPHMCTAaHHSI Ba/bIIPOATIB IIiJf yac BariTHOCTi. OjHak,
IS [esIKUX JKIHOK, sKi MaroTh TeBHI (OpMM emisierncii, BajablpoaT € €JUHUM
HaJIeXXHUM 3ac000M JTiKyBaHHSIM i He Moyke OyTH 3aMiHeHU.

Takum unHoMm, PRAC BBaxae, 1[0 Croci0 BUKOPHCTaHHS BasbIIpoaTiB Mae OyTu
3MiHeHHd. BiH pekoMeHJye TMOCHUIUTH OOMe)KeHHsI I[0/0 iX BUKODUCTAaHHS Ta
3arpoBa/Ky€ HOBI 3aX0/H.

PRAC TakoX peKOMeHJlye KOMIIaHisiM, III0 MapKeTyIOTb IIi JiiKapCbKi 3acobu
IIPOBOJUTU [JOJAATKOBI [OC/IipKeHHs [Ji [OJaJbLIOro BU3HAUEHHSl XapakTepy i
CTYIIEHIO PU3MKIB, TIOB'A3aHMX 3 Ba/lbPOaTOM, MOHITOPUHTY T[IOTOYHOI'O
BUKOPHCTaHHS Ba/IbIIPOATIB i BUBUEHHS JOBIOCTPOKOBUX e(eKTiB iX BIUIMBY TIiJ] yac
BariTHOCTI.

Ockinbku y  €Bponiericbkomy cowsi  (€C) BanbnpoaTd  JIil[eH30BaHI  Ha
HalioHa/TbHOMY piBHi, pekomeHawii PRAC OyayTs HarpaBneHi 7o KoopauHailitiHoi
Ipynu 3 TMpOLieAyPU B3aEMHOTO BU3HAHHS Ta JielieHTpasi30BaHoi TpoLeAypyu — AJis
moguuu (CMDh), gka npuiime pillieHHS.

[Mpu ubomy, XiHKam, siKi MalOTh TMPOOJeMU TPY 3aCTOCYBaHHI BasbIIPOATiB, CITif,
3BepHYTUCA A0 Jikapsa. JKIHKM Ta JiByaTa, KOTPUM [pPU3HAya/M BajblIpoaT, He
MOBUHHI MPUMMUHATU X 3acToCcyBaHHSI 0e3 KOHCYy/bTallii 3 JiikapeM, OCKiIbKU Lie
MOXKe IM 3aIIKOJUTH.



JeTanbHilIe mpo JKapchbKi 3aco0u

JlikapceKi 3acobu, 1[0 MiCTSTh BaJbIPOAT BUKOPWUCTOBYIOTHCS [/Isl JIIKyBaHHs
erisiericii Ta OGirmosgpHUX po3nafiB. Y fedkux KpaiHax-uneHax €C BOHU TaKOX
nitieH30BaHi /7151 3amo0iraHHst roJIOBHOTO 60JT0 TIPU MirpeHi.

AKTUBHUM iHTDEJIIEHTOM IMX JiKapChKUX 3aco0iB MOXyTh OyTH BalbIIpO€Ba
KWUC/I0Ta, BajbIIpoaT MarHilo, BaJ/bIIPpoaT HaTpito, valproate semisodium ab6o
BaJILIIPOMIL.

Basnbripoatn 6ynm ninieH30BaHi B ycix KpaiHax-usmeHax €C, Hopgerii Ta Icmangii 3a
Hal[lOHa/IbLHUMU TipoLieypaMu. BOHM MapKeTyrTbCA TMiJ [eKiIbKOMa TOPrOBUMM
Mapkamu, cepen sgkux: Absenor, Convival Chrono, Convulex, Delepsine, Depakin,
Depakine, Depapote, Depamag, Depamide, Deprapine, Diplexil, Dipromal, Epilim,
Episenta, Epival, Ergenyl, Espa-Valept, Hexakin, Kentlim, Leptilan, Micropakine
LP, Orfiril, Petilin, Valepil, Valhel PR, Valpal, Valpro i Valprolek.

JeTtanbHime npo npoueaypy B €C

Ornsip yikapcbKux 3acobiB Basbripoaty Oysio posriouato 9 6Gepesns 2017 p. Ha
rpoxaHHsl (PpaHIy3bKOI pery/saropHoi areHiii fikiB (ANSM) BigmoBigHo 10 cTarTi
31 Jupektusu 2001/83/EC .

PRAC, 110 BiJroBifja€ 3a OLiHKY TUTaHb Oe3MeKu JIiKapCbKUX 3aco0iB /st rofel,
KUl po3pobuB HU3KY pekomeHzaliid. Pekomenpariii PRAC OyayTb HaripaBsieHi 7o
CMDh, sika mpuiime pimeHHs. CMDh Hece BiamoBifanbHICTL 3a 3abe3reueHHS
rapMoHi3arliii craHjapTiB Oe3meku /s JiKapCbKUX 3aco0iB, 3apeecTpoBaHMX 3a
HaLllOHa/IbLHUMHU TpoLieaypamMu B pamkax €C.

[Mepernik 3apeecTpoBaHUX B YKpaiHi JiKapChKUX 3ac00iB BasbIIpoary.

ITocunanus:
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/
Valproate_2017_31/
Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/
WC500243552.pdf



