Pu3HK yTBOpPEHHS TPOMOIB /iIereHb NMPH 3aCTOCYBaHHI JIIKapCHKOTro 3aco0y
Kcenbaus

KomMiteT 3 OLIHKM pU3MKIB y (apMakoHarisAi €EBpomencbkoi areHuii 3
nikapcbkux 3aco6iB (PRAC) pekoMmeHye JiiKapsiM He TpH3HauYaTH JIiKapChKUM 3acib
(J13) Kcenmbsin3 (TodaruTtrnib) y m03i 10 Mr ABiui Ha [eHb y TAI[i€HTIB 3 BUCOKUM
PU3HMKOM YTBOPeHHSI TPOMOIB y jereHsix. /1o HUX BiIHOCATbCS MAlli€eHTH, SIKi MalOTh
CceplLieBy HeJOCTATHICTb, OHKOJIOTIYHI 3aXBOPHOBAHHS, CIIQJIKOBI MOPYILEHHS
3ropTaHHs KpoBi abo 3 TpoM003 B icropii XxBopoOu, a TaKOX MaIieHTH, sKi
MpUiiMaloTb KOMOiHOBaHi TOPMOHa/IbHI KOHTpAI[eNITUBYU, OTPHUMYIOTH 3aMiCHY
rOPMOHANBHY Teparito abo TMmiJ/sraloTb TIPOBeZIeHHIO BeJMKOTO OIepaTHBHOTO
BTPYYaHHS.

Kpim ToOro, sikapi MNOBWHHI BpaxoByBaTW iHIli (akKTopH, $SKi MOXYTh
30iMbIIUTH PU3WK YTBOPEHHsI TPOMOIB y JiereHsX, BK/IIOUAIOUM BiK, OXKUPIiHHS,
KypiHHs ab0 iMMobinizariito.

KcenbsiH3 B aHWl 4ac [0O3BOJIEHUM [JIs1 JIIKyBaHHS PEBMAaTOIZJHOTO apTpUTY,
IICOPIaTUYHOIO apTPUTY 1 BaXKKOrO BUPA3KOBOIO KOJiTy. B YKpaiHi 7j03BOJIeHO [0
BUKOpHcTaHHs JI3 KcenbsiH3 TiJIbKY 3@ MOKa3aHHAM PeBMAaTOiJHUM apTPUT.

Pekomenpariii PRAC 3acHOBaHi Ha pe3ysibTaTaX IIOTOYHOIO KIIIHIYHOIO
nocnimkenns (gocmigkenHs A3921133) y naijieHTiB 3 peBMaToifiHUM apTputoM. Lle
JIOCJTiDKEHHST TI0Ka3a/l0 HasBHICTh ITi/IBUIIIEHOTO PU3UKY YTBOPEHHS TPOMOIB Yy
JIeTeHsIX Ta PU3MKY CMepTI MaLi€eHTiB 1pyu BUKOpUcTaHHi JI3 KcenbsgH3 B f03i 10 mr
[BiUl Ha /[leHb, 10 BJBiUl TepeBUIyE€ DPEKOMEHJO0BaHy [03y [/ JIiKyBaHHS
peBMaToOIfHOrO apTPUTY.

Ockinbku fo03a 10 Mr sABISETbCS PEKOMEH/0BAHOK IMOYAaTKOBOK 103010 TIpU
JIKyBaHHI BHMpa3KoBOro KoJity, JI3 KcesbsgH3 He MOKHa Ha3HayaTH MallieHTaM, SIKi
MarloTh BUCOKHI PH3UK YTBOPEHHS TPOMOiB.

[TarjieHTH, fIKi OTPUMYIOTH Tepamit0 B LM 031 Ta BIJHOCATBCS [0 TPy
TTiIBUIIIEHOTO PU3UKY TTOBHHHI OyTH IepeBeZieHMMU Ha a/lbTePHATUBHE JTIKyBaHHSI.

[MarfieHT” He MOBWHHI TIPUINMHATH abo 3MmiHoBatu 03y JI3 KcenbsiH3, 6e3
riorepeJHbOI KOHCYJIbTALIil 31 CBOIM JliKapeM.

[larjieHTaM MOTPiOHO HeramHO 3BepHYTUCS 3a MeJWYHOI [JOTIOMOTOI0, SIKIIO
BOHM Bi/[UyBalOTh TaKi CUMIITOMH, SIK YTPyZHeHe AuxaHHs, Oinb y rpyasx abo
BEPXHiM YaCTUHI CMHWHU | Kalle/lb 3 KPOB’I0, II0 MOXKE CBIiJUMUTH TIPO HASIBHICTb
TPOMOY B JIETeHSIX.

PRAC mpoBejie or/isifi yCix HassBHUX J0Ka3iB. OHOB/eHi pekoMeHa1lii 0y1yTh
Ha/laHl TaLjieHTaMm i MeJMYHUM [paLjiBHUKAaM ITiC/Is 3aBepLleHHs TIepeBipKU.

JoknajHinIe nmpo Jiku
JI3 KcenbsiH3 (Todarururi6) 6yB Brepiie fo3eoseHuii B €C 22 6epesns 2017
POKY /ISl TIKyBaHHS JOPOC/IMX 3 TIOMipHUM Ta TSDKKAM PEBMAaTOiJHUM apTPUTOM. Y



2018 pori i#ioro 3actocyBaHHs Oy/0 pO3IIMPEHO /s MiKyBaHHSA JOPOCIUX 3
IICOPiaTUYHUM apTPUTOM i BaXKKOMY BHUPa3KOBOMY KOJIITI.

Hiroua peuoBuHa B JI3 Kcenbsan3, TodaiutuHioO, gie mumsxoMm 6/10KyBaHHS il
(depmeHTiB, BijomMux sK fHyc-KiHasu. Lli (epmMeHTH Bifirpar0Te BaXXJIMBY pO/b Y
TpoLieci 3araseHHs], 1[0 BUHUKAE IPU peBMaTOIJHOMY, ICOPIaTUYHOMY apTpUTI Ta
BHPA3KOBOMY KoJiTi. byiokytoun fito gepmeHTiB, TopauuTHHIO Criprsie 3MeHILIeHHIO
3ariajieHHs1 Ta IHIIMX CUMIITOMIB LJUX 3aXBOPIOBaHb.

BinbI geTanbHy iHpOpMaLiito Tpo JIiKKM MOXKHa 3HaUTH Ha Beb-caiiti EMA:
ema.europa.eu/medicines/human/EPAR/xeljanz

Jok1aHilIe nmpo npoueaypy

Ornsag JI3 Kcenbsin3 OyB iHiljiioBaHuid Ha MpoxXaHHS €Bporeiicbkoi Kowmicii,
3rigHo 3i crarrero 20 Pernamenty (€C) Ne 726/2004.

Ornag mpoBoguth PRAC, sikmii cknazse Habip pekomeHparii. ITicis 1jp0oro
pekomeHa1jii PRAC OyayTth HaripaBrieHi Ao KomiteTy 3 /ikapChKuX 3aco0iB /st
moguan (CHMP), gkui BUCIOBUTE AYMKY EBpOIENCHKOI areHLjii 3 JiKapChbKUX
3aco0iB. 3aBepilla/lbLHAM €TarioM TPOLIeYPU PO3TJISiAY € MPUUHSATTS €BPOIeHChKO0
Komici€ero 1opyuuuHo 000B'SI3KOBOTO pillleHHs, 1110 3aCTOCOBYEThCS Y BCiX Jiep’KaBax-
yneHax €C.



