Broip npaBuiabHOT O3

EJIIKBICY ona Bawmx nauieHTIB

Eniksic

anikcabaH

MouatkoBa po3a EJIIKBIC 5 mMr y nauieHTiB 3 HK®OMN

MouaTok Tepanii EJNIIKBIC

PekomeHpoBaHa no3a EJNMIKBIC cknapae 5 mr
OBa pa3u Ha AeHb (Ap4) 4ns 6inbLUoCTi NaujieHTiB 3 HKDM™

Bukopucrosyiute EJIIKBIC y posi 2,5 Mr gpa

Jvwe y nauieHTiB 3 HK®M, axi:'

e BignosigatoTh ABOM abo GinbLue KpuTepiam
3HMXEHHA OO3UN

\A4
3 :
A

PAHOK BEUYIP
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EJNIKBIC 5 mMr ENIKBIC 5 Mr Bik Maca Tina KpeaTuHiH
1 TabneTtka 1 TabneTtka 280 pokiB <60 Kr 21,5 mr/pn
. . (133 MKMonb/n)

¢ AEO MatloTh TiJIbKU BaXXKKy HUPKOBY

HaBepneHi TabneTkn He € peasnibHOro Po3Mipy. HepocTaTHicTb (KnKp 15-29 mn/xB)

e EJIIKBIC He peKOMeHAOYETbCA 3aCTOCOBYBATHU Y MALLIEHTIB
3 KNiPeHCOoM KpeaTuHiHy <15 M1/xB abo y MaLieHTIB,
AKi NpoXoaaTh Aianisl

[ToBHa iHGhopmauisi npeacTaBieHa y KOPOTKIv XapaKTepUCTULI J1IKapCbKOro 3acoby Eﬂ/KB/C.]

EJ1IKBIC MOXXHa npuhnMaTtu
3 DKelo a6o 6e3 Hel'’
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NMpocTtun nepexip Ha EJIIKBIC

PP-ELI-UKR-0158

MouaTtok
npunomy
ENIKBIC ppa

LLloneHHun
MOHITOPUHI
MHB po <2,0

Mepexin

3 BapdhapuHy
Ha EJNNIIKBIC’

Mepexip 3 HMI
a6o iHworo
NMOAKt Ha EJ1IIKBIC*

3a maTepianamu IHCTPYKUIT 47151 MEANMYHOIrO 3aCTOCYBAaHHS JIIKapCbKOro 3acoby EJIIKBICT

BigMiHa
BapdapuHy

MouyaTok npurioMy
§ EJTIIKBIC 3 HacTynHoOI
3anjlaHOBaHOI fo03uU

Cnip po3srnapatv EJIIKBIC B akocTi MOAK nepLioro sué6opy
ANA NigTPUMYBAHHSA NMO3UTUBHUX Pe3yNbTaTiB ANA BAalLUUX NALEHTIB

1. IHCTpYKUIS 47151 MEANYHOIO 3aCTOCYBaHHS JIIKapCbKoro 3acoby EJIIKBIC (ELIQUIS®). 3ateBepaxeHo Haka3z MO3 YkpaiHn 05.07.2019 Ne 1554.
PeecTpayiiHe nocsigyeHHs Ne UA/13699/01/01; Ne UA/13699/01/02. 3MIHV BHECEHO Haka3 MO3 YkpaiHn 22.12.2020 Ne 2970

O = hibpunaLis Nnepencepas; 4pa = ABa pasnt Ha BoBy; KnKp = knipeHe kpeaTuHiHy; MOAK = npamuii nepopanbHiin aHTVKoarynsHT, MHB = MikHapoaHe HopManizoBaHe BigHoLLeHHs HKOI = HeknanarHa hi6punauis nepeacepas opx, = OvH pa3 Ha Joby
* KpiM ENIKBIC, NOAK siKi B AaHuil Yac NoKa3aHi Ans NpoMinaKkTyku IHCYNsTy/cucTemHoil eMBonii y fopocanx nauieHTis; *HKOIM 3 0HMM a60 KiNbkoMa (hakTopamu PU3VKY, BKOYAIOTh 1abiraTpaH, efokcaba Ta pyBapokcabaH.5-7

ENIKBIC (anikcabaH), Tabnetku, BKpWTI NNIBKOBOK 060N0HKO0; TabneTku no 5 Mr, no 10 Tabnetok y Gnictepi, no 3, no 6 abo no 10 GnicTepis y nauyLli 3 kapToHy. Tabnetkv no 5 mr, no 14 Tabnetok y GnicTepi, no 2 6nicTepy y nadLi 3 KapToHy. Tabnetku no 2,5 mr, no 10
Tabnetok y 6nictepi, No 2 6nicTepy y NauLli 3 KapTOHY.

KopoTka iHCTPYKList AN MeAMYHOro 3aCTOCYBaHHs Npenapary.

TMoka3aHHs 10 3aCTOCYBaHHS: NPOMINAKTUKa IHCYNTIB Ta CUCTEMHOT eMBOSIT Y AOPOCANX NALIEHTIB 3 HekNanaHHow (iGpUNSLIED Nepeaceps, SKi MalTb OfVH ab0 Kinbka (MaKTOPIB PY3NKY, TaKIX SIK HAsIBHICTb Y aHaMHE3! IHCYNLTY Uk TDH3UTOPHO ILLEMIUHOT aTaki,
Bik Bifl 75 POKiB, apTepianbHa rinepTeH3is, LyKpoBUil fiaBeT, CUMMTOMATUYHa CepLIEBa HEOCTATHICTb (LLOHaMMeHLLe Knac Il 3a knacuikaLieio Hbio- MopKCbKol kapaionoriuHol acoLyiaLii). JTikysaHHs TooMB03y rmbokux seH (TIB) Ta TooMBoeMEoni nereHeBoi apTepii
(TENTA), a Takox npodinakTrka peunansie TI'B Ta TEJIA y nopocavx. TabneTku no 2,5 Mr: npodinakTyka BeHo3HOi TpoMBoemMBonii y fOPOCMX NALIEHTIB, SKi NepeHeCcM NaHoBY onepajio 3 NPOTe3yBaHHS KONiHHOMO abo KyNbLIoBoro cyrnoba. (6insl AetansHo - Ave
[HCTPYKLt0). MPOTUNOKA3aHHS: riNepyyTNMBICTb 0 3KTVUBHOT PEUOBHUHI 360 L0 BYfib-SKOTO LOMOMIKHOIO KOMMOHeHTa. KNIHIYHO 3Ha4yLLa aKTVBHa KPOBOTEYA. 3aXBOPIOBaHHS NEYiHKY, sIKi CYNPOBOIKYIOTLCS KOAMYNONATIE Ta KNIHIUHO CYTTEBIM PU3MKOM KPOBOTEY!
MaTonorist a6o CTaH, LLO CYNPOBOMKYETHCS 3HAUHVM PU3MKOM CUNBHOT KPOBOTEU], OfHOUACHE 33CTOCYBaHHS BYfb-IKMX IHLLMX aHTUKOATYNAHTIB, HANPUKNAL HEPAKLIOHOBAHOMO renapiHy, HI35KOMONEKYISIPHIX renapyHIB, MOXIAHUX renapiHy, NepopanbHuX aHTu-
KOArYNAHTIB, 33 BUHATKOM CNeLMIYHIX BUNSAKIB 3MiHW aHTUKOAryNFHTHOT Tepanii a0 BBEAEHHS HEDPAKLIOHOBAHOIO renapuHy y 103ax, HeoOXiaHMX ANs 3a6e3neueHHs NPOXIAHOCTI LIEHTPaNbHOrO BEHO3HOMO abo apTepianbHOro KateTepa abo BBEAEHHS HePaKLo-
HOB&HOTO renapyHy M Yac KaTeTepHoi abnsLlii Ans NikysaHHs diopunaLii nepeacepab. (6inbll AeTansHo - Ans IHCTpyKLiio) Coci6 3acTOCyBaHHS Ta A03K: NPernapaT 3aCTOCOBYIOTL NEPOPasbHO, 3aNuBaUM BOLOI0, 3 IXel0 Uk 6e3 i, PekoMeH108aHa 103a Npenapaty
AN9 NPOMINAKTUKY BEHO3HOT TPOMBOEMBONT Y Pasi NPOTe3yBaHHS KOMIHHOMO aBo KyNbLIOBOrO Cyrnoba CTaHOBUTL 2,5 M NepopansHO ABii Ha AeHb. MepLuy A03y CIA NPUAHATY Yepes 12-24 roanHK nicns onepaLlii. PeKoMeHL0BaHa TOMBANICTb NiKYBAHHS NaLieHTIs,
LLO NnepeHecn onepaLiiio 3 MeToK 3aMiHU Ky/bLLIOBOTO Cyrno6a CTaHoBUTh 32-38 AHiB; koniHHoro - 10-14 aHis. PekoMeH0BaHa A03a npenapaty Npu npodinakTuyi iHCynsTy Ta cucTeMHol emMBonii y NaLieHTiB 3 HeknanaHHow dibpunauien nepeacepib CTaHOBUTb 5 MI
nepopanbHo ABIYi Ha fieHs. PekoMeHoBaHa fo3a npenapaty Enikeic ang nikyeanHs TIB Ta TEJTA ctaHoBuTs 10 Mr nepopansHo fABiYi Ha AeHb NPOTAroM nNepLuvx 7 AHie. M0TiM Nnpenapat 3aCToCOoBYOTs Y A03YBaHHI 5 M NepopanbHO ABiYi Ha AeHb. TPUBANICTb NiKyBaHHS
CTaHOBWTB LLOHaNMeHLLe 3 Micaui. ins npodinakTiku TBI Ta nereHesol emM60ii [03a CTaHOBUTH 2,5 MI nepopansHo ABivi Ha A0BY. AKLLO NaLieHTy Noka3aHa NpodinakTyka peuransie, 4O3y 2,5 Mr ABidi Ha 40Oy CNif NoYMHaTY NPUIAMATY NiCNS 3aBepLUeHHs B-MICSYHOr0
Kypcy NikyBaHHs npenapaToM ENikeic y f03i 5 Mr ABiYi Ha 106y a60 KypCy NikyBaHH: IHLUMM aHTUKOAryNsHTOM (6ibll eTansHo - AVB IHCTPYKUio). Mo6iuHi peakuii: yacTyMi HeBaxaHUMK peakLiaMn Gy KDOBOTEUa, KOHTY3iS, HOCOBa KPOBOTEYa Ta reMatoma. 3acTo-
CcyBaHHs Enikaic Moxe ByTu NOB'si3aHe 3i 36iMbLUEHHAM PU3VIKY NPKXOBaHOT 360 SBHOT KDOBOTEYI 3 BY/ib-SIKMX TKaHIIH a60 OPraHiB, Lo MOXe NPM3BECTY 40 NOCTremMopariuHol aHemil. (GinbLu fAeTansHo - Ans IHCTPYKLUo). OCOBNMBOCTI 3aCTOCYBaHHS: K | y pa3i NpuitoMy
IHLLIX @HTVKOAryNSHTIB, NaLieHTU, Aki npuitMaioTs ENikeic, noTpeGyioTs PeTensHoro Harnaay 3 METoK BUSBNEHHS 03HaK KDoBOTeu. [penapaT HEOBXIAHO 33CTOCOBYBATI 3 0GEPEXHICTIO NPU CTaHaX, SKi CYNPOBOMKYIOTHCS NABLLEHM PU3VKOM KDOBOTEYI. Besneka Ta
e(heKTUBHICTb Npenaparty ENikeic He AOCAILKYBANMCS Y NALIEHTIB, SIKi MIOTb LUTYUHWI1 KnanaH cepLis 3 abo 6e3 apTepiansHol iGprnaLii. epopansHi aHTUKOAryNSHTY NPSIMOT A, BKKUaIoUN anikcabaH, He PEKOMEH/0BaHI NaLlieHTam 3 TOOMGO30M B aHaMHe3l, Y AKIX
LiarHOCTOBAHO aHTUOCHONINIAHNI CUHEPOM. JTiKyBaHHS NpenapaToM ENiKBIC Cif NPUNMHWTY LLOHaMEHLLe 38 48 rofiH A0 NPOBEeHHsS NNaHOBOT OnepaLii 360 iHBa3MBHIX NPOLEAYP 3 NOMIPHUM UK BICOKIM PU3VKOM PO3BITKY KPOBOTEYI. [JaHMX NPO 3aCTOCYBaH-
HA anikcabaHy BariTHUM XKiHkaM Hemae. Hapasi HesioMo, Uk BUAINAETLCS anikcabaH abo oro MeTaboniTi 3 FpYAHAM MONOKOM MioAyHN. ENIKBIC NPOTVNOKa3aHNI NaLEHTaM i3 33XBOPIOBAHHSMI NEUHKY, AKi CYNDOBOMKYIOT5CS KOAMyNONaTIE Ta KNIHIYHO CyTTEBNM
PU3VMKOM KpOBOTeu. [lesiki KNiHIUHI AaHi CBiAYaTL NPO Te, L0 KOHLEHTPALLS anikcaGaHy Y nnasMi KpoBi MIABULLEHa Y NALIEHTIB 3 THKKIM NOPYLIEHHAM BYHKLIT HUPOK (KNipeHe KpeaTuHiHy 15 - 29 Mn/XB), LLO MOXe MIABMLLYBATY PU3NK KpoBOTeY, KniHiuHMil 4oCBia
33CTOCYBaHHS anikcabaHy NaLlieHTaM 3 KNDeHCOM KpeaTUHIHY < 15 M/1/X8 360 NaLlieHTaM, ki 3HaXOLATbCS Ha Ajanisi, BIACYTHIN, TOMy anikcabaH He PeKOMEHIOBaHMI ANS 33CTOCYBaHHS Ll KaTeropil naLieHTie. (GinbLu AeTanbHO - AVB IHCTPYKL0).B3aeMopin 3 iHWMMM Ni-
KapCbKUMU1 33CO6aMM Ta iHLLi BUAVM B3aEMOAI: ENKBIC He PEKOMEH0BHO NPM3HAYSTI NALEHTEM, SKi OTPUMYIOTb CUCTEMHE NIKYBaHHS NOTYXKHIMIA IHriGiTOpamMin CYP3 A4 Ta P-gp, TaKUMY SIK a30/16Hi aHTAMIKOTVIKIA (HaNPYIKNa[ KETOKOHA30J, ITPaKOHa3071, BOPHKOHa30N
Ta N0CakoHa30n) abo IHriGiTopy npoteasu BIJT ( HaNPUKNaZ PUTOHaBID). Y 38'83KY 31 3pOCTaHHSIM PU3VIKY KPOBOTEY] OHOUACHE 33CTOCYBaHHS NaLlieHTaM By/b-AKUX HLMX 3HTUKOArYASIHTIB NPOTUNOKa3aHe, 33 BUHATKOM KOHKDETHIX OBCTABMH 3MiHV aHTUKOAMYNSHTHOI
Tepanii, Konn HedPaKLIOHOBaHNI renapyH BBOAMTLCS B [03aX, HEOBXIAHIX ANs 336e3MeueHHs NPOXIAHOCTI LIHTPAIbHOrO BEHO3HOTO ab0 apTepiansHOro KaTeTepa, 360 He(PaKLOHOBAHMI renapuH BBOAWTLCS Mifl YaC KaTeTepHOi abnaLiii Ans NikysaHHs diGpunsLi
nepezcepmb. 3aCTOCYBaHHS aKTUBOBAHOIO BYFiNNS 3HUXYE piBHi ekcno3uLil anikcabaHy. ( 6inbLU AeTanbHo - 1B IHCTPYKL0). PapMakKonoriyHi BNacTMBOCTi: AnikcaBaH € NOTY)KHVIM 0BOPOTHIM NPAMIM Ta BIUCOKOCENEKTVBHIM IHrIGITOPOM aKTUBHOT AINSIHKM (hakTopa
Xa, NpU3HauYeHUM AN NepoPasbHOro NPUoMy. s aHTUTPOMBOTIYHOT Aji BIH He NoTpebye aHTUTPOMBGIHY IIl. AnikcabaH NPUrHIYYe BiNbHIIA Ta 38'3aHUM 3 TDOMOOM (HaKTOP Xa, @ TakoX NPUrHiuye akTUBHICTL NPOTPOMBIHa3W. KaTeropis Bignycky. 3a peuenTom

é Pﬁzer

lMepen BUKOPUCTAHHAM Npenapaty i ITUCb 3 MOBHOIO IHCTPYKLI€EIO ANS 3aCTOCYBAHHS.
IHchopMaLlist Ans nikapis Ta hapMaLesTis. MPU3HAYEHO Ans PO3NOBCIOMKEHHS Ha CeMiHapaX, KOH(MEPEHLIfX, CYMNO3iyMax 3 MeAVIHOT TeMaTUKN.
PeecTpaLiiite nocsinyerHs MO3 YkpaiHn Ne UA/13699/01/01, UA/13699/01/02, 3ateepmwero Hakasom MO3Y Ne 1554 gig 05.07.2019 p. 3Minu BHeceHo Hakasom MO3 Ykpaitu Ne2034 sif 23.09.2021 p.

3a 00AaTKOBO iH(opMaLlieto 3BepTanTecs v: MNpeactaBHMUTBO «[Mdansep Excnopt bi. Biy B YkpaiHi:
03680, M. Kuis, Byn. AMocoBa, 12. Ten. (044) 391-60-50.



