13.06.2014. Pexomenpauii Komirery 3 ojiHKM pu3uKy y hapMaKoHarasji
(PRAC) o0 3acTocyBaHHsA (PTOPXIHO/IOHIB

http://www.ema.europa.eu/docs/en_GB/document_library/
PRAC_recommendation_on_signal/2014/07/WC500169486.pdf

3B'SI30K MK IpUiioMOM (hTOPXiHOJIOHIB /ijisi CHCTEMHOI'O 3aCTOCYBaHHS i PO3BUTKOM
BiZjlIapyBaHHS CITKIBKM JOC/III)KYBaBCS B KIJIbKOX €MijeMiOIOrTYHUX JOC/IIPKEHHSIX.
HOea pocnigkenHs (Etminan et al. 2012, Kuo et al. 2014) BUsBUIM CTaTUCTUYHO
3HauyIre 30i/IbIIIeHHs] PU3UKY PO3BUTKY BiflllapyBaHHs CiTKiBKU. Lle 36isbIeHHs He
Oysio miATBeppKeHO B iHIIMX JOC/TipKeHHsX, 110 myomikyBanucs (Chui et al. 2014,
Eftekhari et al. 2014, Fife et al. 2014, Kapoor et al. 2014, Pasternak et al. 2013), a
TaKOXX B JIOC/Ti/KeHHi, poBeieHOMY E€BPOTENCHKOI0 areHIli€lo 3 TiKapChbKUX 3aco0iB
(EMA) y 2014 poui (http://www.encepp.eu/encepp/viewResource.htm?id=6709).
[TpoTe, B GinblLIOCTI AOCHiKeHb, iHTepBas AOCTOBIPHOCTI OYB BiJHOCHO LLIMPOKUM i,
TaKUM YMHOM, HeBesMKe 30i/bIlIeHHs] PU3UKY PO3BUTKY BiflllapyBaHHSI CiTKiBKU He
Moke OyTH BUK/IIOUEHO, 0COOJ/IMBO y TAllieHTIB 3 (hakTopamu pusvKy. Kpim Toro,
HEeKJIiHIUHI JlaHi MiATBep)KYIOTbh MOXX/IMBICTE O(TaJIbMOIOTIYHOI TOKCUYHOCTI
(TOpPXiHO/IOHIB /7151 CUCTEMHOTO 3aCTOCYBaHHS.

TakuM UHMHOM, TIPUUYMHHO-HACTIIKOBUM 3B'SI30K Mi>K MPUMOMOM (hTOPXiHOJIOHIB /1/Is
CHUCTEMHOTO 3aCTOCYBAHHS i PO3BUTKOM BiJIlIapyBaHHS CiTKiBKH He Moyke OyTH Hi
BCTAaHOB/IEHWM, Hi BUK/IIOUEHUM Ha OCHOBI HAasBHUX JaHUX. 3 ypaxyBaHHSM
Ceprio3HOCTI TPOSIBY BifllIapyBaHHS CIiTKiBKM cepefi iHIIMX MOMKIWUBUX TMOOIYHUX
peakijii i HeoOXimHOCTI HeralHOro BTPyuYaHHS OQTanbMoOJIOTa y Ppasi, SKI0 Ife
Bif0ynocs, PRAC BBaxae, 1110 iH(opmallisi B Ait0UMX iHCTPYKLiSIX A1 MeJUYHOTO
3aCTOCYBaHHS BCiX (DTOPXiHOJIOHIB [/ CUCTEMHOI'0 3aCTOCYBaHHSI TOBUHHA MiCTUTH
TIoIepe/iy)KeHHs 100 po3/a1aay 30py.

Takox PRAC pekoMmeHJyBaB B/JaCHHKaM pPeE€CTpalLliiHAX MOCBiJUeHb JIiKapChbKHUX
3aco6iB, 1110 MiCTSTh (DTOPXiHOMOHU JJ/Is1 CUCTEMHOT'O 3aCTOCYBaHHS YBa)KHO CTEXKUTU
3a BUMNAJKaMHU BiJIapyBaHHS CITKIBKUA LIJISXOM BUSIBJIEHHSI CUTHA/IIB, BK/IHOUAOUU
MOHITOPUHT JIiTePaTypPHUX yKepel.



