«KiHKH, fKi NMPUUMaKTh JiKapcbKuM 3acio Ecmia 3 Merow Tepamii mMiomu
MAaTKH, IOBUHHI pery/isApHO MPOBOJUTH MeUiHKOBi TeCTH, MOKU He 3aKiHUMTHCS
oryisiA €BponeiicbKoi MeanuHoi areHnii (EMA)»

XKoOHa Hoea nayieHmKka He NOBUHHA houuHamu Aiky8aHHs npenapamom Ecmis 8
OaHutl uac.

KowmiTeT 3 orjinku pusuky y dapmakoHarysiai EMA (PRAC) B gaHuii yac aHami3ye
repeBary Ta PU3WKU BijJl 3aCTOCYBaHHS JiKapchbKoro 3acoby EcMis mic/isi oTpuMaHHs
TIOBiZIOM/IEHDb TIPO CE€PUO3Hi TMOMKOKeHHs 3 60Ky MeuiHKW, BK/IIOUalOUM TeuiHKOBY
He0CTaTHICTh, 1[0 TIPU3BOAUTH [0 TPAHCIIaHTAL]ii.

B sKocTi TMMYacoBOi Mipu, MOKM TpOJOBXKyeTbCcsA or/sn, PRAC pekomeHnzaye
TIPOBOJUTH PEryJIipHUMA MOHITOPUHI (DYHKLil MEYiHKW AJis1 XKIHOK, SIKi NTPUUMAar0Th
EcwMiro 3 MeTor0 J1iKyBaHHSI MiOMU MaTKU.

Bci kiHKM, #AKi TIpuMMarOTh JiKapchKui 3aci6 Ecwmisi, mMOBUHHI MpoxoauTH
JIOC/Ti/PKeHHSI CTaHy TIeUiHKU TPUHAWMMHI OJWH pa3 Ha MiCALb Mif, Yac JIiKyBaHHSI.
SAKio pe3ynbTaT AOC/TIPKEHHS CBiZjYaTh MPO MOpYILIeHHs (PYHKLil nMeviHKu (piBeHb
depMeHTiB TeuiHKM OifbIl HI’)K y 2 pa3W TIepeBUII[YE BEPXHIO MeXY HOPMH),
MeJWYHWK NpPALiBHUK T[OBUHEH TMPUIUHUTH JIIKYBaHHA Ta YBa)KHO CTEXUTHU 34
rnarfieHToM. /[loC/mi/pkeHHs IIediHKU CJIif TIOBTOPUTU uyepe3 2-4 TWKHI Micas
TIPUITMHEeHHS JIIKyBaHHS.

PRAC TakoX peKOMeHZye He TIpu3HayaTd JiiKapcbKui 3aci6 Ecmis HoBuM
TaLjieHTKaM Ta He MPU3HayaTy NMOBTOPHO TUM, 1110 MPOMIIUIA KypPC paHillie.

3B'SI30K MiX JlikapcbKuUM 3acobom Ecwmist Ta BUnaskaMuy cepiio3HUX TIOpPYIIIeHb 3 00Ky
TeYiHKU po3risafacTbcs. LI pekomeHaallil € TUMYaCOBUMU 3aX0[aMU LI0A0 3aXUCTy
3/OPOB'Sl TIALli€HTIB, [0 3aBepIlieHHs Or/sgAy JiiKapchbKoro 3aco0y Ecwis, 1m0
posrnouascs y rpyzHi 2017 poky.

Indopmaiiis g5 nanieHTiB:

e 3acToCcyBaHHS JIiKapChKOro 3aco0y EcMisl, 110 BUKOPUCTOBYETLCS AJIsI TiKyBaHHS
bibpoMioMu MaTKH, TEPEerisifaeTbCs, OCKIIbKA Yy XKiHOK, sKi MpUMMAalOTh LieH
nikapchbKui 3acib, crioctepiratoTbCsi cepiio3Hi mpobsiemu 3 meuiHKO}O.

e 3 MeTOK TMorepeykeHHs, Mif uyac TpuiioMy Jikapcbkoro 3aco0y Ecwis Bam
NMoTpibHO TPOBECTU aHasli3u KPOBi, 1100 MepeBipuTH, UM MpALfO€ Ballla MeviHKa.
SIKITII0 TeCTH TMOKa3yloTh, 1[0 Y BaC € MpobjemMHu 3 IeuiHKO, JIIKyBaHHSI Oy[e
3yIMUHEHO.

e fkmo y Bac Hygota (He3ngykaHHsi), OmroBaHHs, Oifib y >KMBOTI, Bi/[CyTHiCTb
arieTuTy, BToMa abo TO’KOBTiHHS oueill abo MIKipH, HeramHO 3B'sDKIThCsS 3 Barmm
niKapeM, OCKi/IbKH 1li CUMIITOMHM MOXKYTb OyTH 03HaKaMu mpo0sieMu 3 TIeuiHKO}O.



e ko Bu 30upaerecs TmouaTtv JiKyBaHHs JIiKapCbKuM 3acobom Ecwmis abo
po3MouYaTv HOBUH KYPC JiKyBaHHs, Baill nikap Bifkaage Baiy Teparito 0 MOKU
EMA He 3aBepLIUTE OIJISAJ,.

e (ko siKyBaHHS MPUNMHEHO, JiKap MepeBipuTh HACKi/IbKU A00pe Bailia rneuiHka
npaloe uepe3 2-4 TWXKHI MiC/Ag TOro, SK BYU NMPUNWHWIN MPUMOM JIIKapChKOTO
3acoby Ecwmis.

Indopmaris a1 npaiBHUKIB rajay3i 0XOPOHH 30POB’ A
pMamia ; pan y P Aop

BpaxoByrouu 1oBiJOMJ/IEHHS TIPO YPa)KeHHS IMeUiHKU Ta MeYiHKOBY HeJOCTaTHICTh Ha

TJTi

npuiiomy jikapcekoro 3aco0y Ecmis EMA 3pobuna Taki TUMuacoBi

peKoMeH/jarlii:

He mpu3Hauvaiite nikapcekuii 3aci6 Ecmisi HoBuM xBopuM abo He TIOUMHaMTe
HOBI KYypCH JIIKYBaHHSl y TALli€EHTOK, SKi B)Xe TPOWIIM TornepeHid Kypc
JIIKyBaHHS.

[TpoBozbTe JochimkeHHsT GYHKIIiM MeuiHKH I1[oHaliMeHIlle OJWH pa3 Ha MiCSilb
JIIS1 BCiX TMALi€HTIB, sIKi npuMaroTh Ecmiro. K10 y naiji€eHTa 3pocTae piBeHb
TpaHcaMmiHa3 Oinblll HXK y 2 pa3u TOHaJ BEPXHIO MeXy HOPMH, TIPUIHHITH
JIIKyBaHHSI Ta YBa)KHO CTe)KTe 3a MalieHTOM. [lepeBipKy cTaHy IeuUiHKWA CJIi[
TIOBTOPUTH Yepe3 2-4 THKHI TTiC/I IPUTTMHEHHS JIIKYBaHHS.

Ons  Oyap-gKOro  TaljieHTa 3  O3HakKaMd abo  CUMITOMaMu,  II[0
CYTIDOBO/KYIOTBCSI TIOpPYILIeHHSIMA 3 OOKy TeuiHKu (Harpukaaf, Hy[A0Ta,
OrOBOTA, AHOPEKCis, acCTeHis, >KOBTSHUI[S), HeraHO TiepeBipTe piBeHb
TpaHcaMiHa3. SIKIIo piBHI TpaHcamiHa3 Oi/bIll, Hi’)K y 2 pa3ul MepeBUIIyIOTh
BEPXHIO MeKy HOPMH, 3YTIMHITH JIIKYBaHHS Ta YBa)KHO CTEXXUTE 3a MaLli€HTOM.

[TomepenbTe CBOIX TAI[i€EHTIB MPO O3HAKU Ta CUMIITOMU ITOPYIIIEHHS 3 OOKY
TMeviHKY TIPY 3aCTOCYBaHHI JTikapChbKOTro 3acoby Ecwmisi.

IIi pekomeHjaLlii € TUMYaCOBUMH 3axO[aMU, [0 3aBepPIIEHHS IIOTOYHOTO OISy
nikapcekoro 3aco0y Ecmis y EMA. Meauuni mpai[iBHUKH, $Ki TpH3HAYarOTh
nikapcekmit 3aci6 Ecmist B €C, oTpUMaroTh JIMCT 3 J0/IaTKOBUMH PeKOMeH IallisiMHU.

[TocunanHs: http://www.ema.europa.eu/ema/index.jsp?
curl=pages/news_and_events/news/2018/02/
news_detail_002902.jsp&mid=WC0b01ac058004d5c1



