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IHCTPYKLUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

EBPAHTWN
(EBRANTIL®)

Cknag:

Airoya pevosmHa: urapidil;

1 kancyna E6panTtuny no 30 mr mictutb 30 Mr ypaniguny;

1 kancyna E6paHTMny no 60 Mr mictuTb 60 Mr ypaniguny;

LOMOMIXKHI PeYOBMHU: MeTakpunaTHWin cononimep (Tun B); pieTundtanar; Tanbk; rinpomenosa;

Knucnota (ymapoBa; eTWLENon03a; TinpoMenosv (@ranar; Kuciota CTeapvHOBa;  LyKOp

chepryHIni;

o6onoHka ana kancyn no 30 Mr: enaTuH; TuTaHy giokeug (E 171); 3aniza OKcug >XOBTWIN
(E 172); Boga ounLLeHa; YOPHWUMO YOpHE (419 MapKyBaHHS);

obonoHka ans kKancyn no 60 Mr: >XenaTuH; TuTaHy piokemg (E 171); eputposuvH (E 127);

iHgurokapmiH (E 132); 3aniza okcug 4vepBoHuin (E 172); Bofa OuMLLEHA; YOPHWUIO YopHe (aNs

MapKyBaHHS).

Nikapcbka thopma. Karcynv nposioHroBaHol il TBepsi.

OcCHOBHI (hi3VKO-XiMiYHi BNacTMBOCTI:

Kancynu no 30 Mr: TBepgi >kenatnHosi kancynu (Ned) 3 Henpo3opyM KOPMyCOM >KOBTOMO KOJIbOPY
Ta KPYLLEYKOO XKOBTOrO KOMbOPY 3 HAHECEHVMM Ha KOPMyC HannmcoM YOpHOro Konbopy «Ebr 30».
BMmicT kancyn— rpaHynu >XOBTOro KONbopy;

Kancynm no 60 mr: TBepAi enatuHosi kancynv (Ne2) 3 Henmpo3opum KOPMyCOM POXEBOr0 KOJIbOpy
Ta KPULLEYKOI SICKPaBO-YEPBOHOI0 KOJIbOPY 3 HAHECEHUM Ha KOPMYC HArMMCcOM YOPHOTO KObopy
«Ebr 60». BMICT Karncy/ — rpaHy/v >KOBTOr0 KO/bopy.

dapmakoTepaneBTUYHa rpyna. AHTUTINEPTEH3VNBHNI 3acib. BnokaTtopu
anbha-agpeHopeuentopis. Kog ATX C02C AO6.

dapmako/oriyHi BnacTmBOCTI.

dapmakognHamika.

Ypanignn npusBoanTb 40 3HUDKEHHA CUCTONIYHOrO Ta AiaCTOMYHOIO TUCKY LUIAXOM 3HVKEHHSA
MepugepryHOro onopy.

UacToTa cepueBMX CKOPOYeHb 3a/MLLAETLCA MPaKTUYHO He3MmiHeHow. CepueBuil  BUKWUA,
3UIMWAETECA HE3MIHEHUM; CepueBud BUKWULG, SKUA 3MEHLIYETbCH Y pe3ynbTati 36i/bLUeHHS
MOCTHaBAHTAXKEHHSA, MOXXe 30iNbLLUNTUCH.

MexaHi3m fii. Ypanigannmae UeHTpanbHUIA Ta nepudepuydHnii mexaHiamm aii.

Ha nepudgepnyHomy piBHI  ypanigun 6G10OKye B OCHOBHOMY MOCTCMHaNTW4HI  anba-1-
aflpeHOpPeLLeNnTopK, TaKMM YAHOM MPUTHIYYHOUY CYANHO3BY>XKYBa/IbHY it KaTEX0MaMiHiB.

Ha ueHTpasibHOMY piBHI Yypaniaun MOAYNMHE aKTUBHICTb LEHTPY perynsauii KpoBoobiry; Lo
3anobirae pedIeKTOPHOMY 36i/bLLUEHHIO TOHYCY CMMMATUYHOI HEPBOBOI CUCTEMM YU 3HMKEHHIO
CUMNATUYHOTO TOHYCY.

dapmakoKiHeTuKa.
Abcopbuisa. TMicng nepopanbHOro 3actocyBaHHsi MoHag 80-90 % ypaniauny abcopbyeTbes y


mailto:

LLI/TYHKOBO-KMLLIKOBOMY TpakTi. [MikoBa KOHUeHTpauisa y nsasMi KpoBi JfliKapcbKoi opmu 3
MPOSIOHTOBAHNM BUMBI/IbHEHHAM [oCAracTbCA 4Yepe3 4-6 roAuH nicns 3acTOCyBaHHA; Mepiof
HaniBBUBELEHHS 3 M1a3MU KPOBi CTAaHOBUTL NPU6IM3HO 4,7 roguHu (3,3-7,6 roguHmn).
BiogocTynHICTb. BigHOCHa 6i040CTYMHICTb Karcy/ i3 NPoJIOHroBaHUM BMBI/IbHEHHSM MOPIBHAHO 3
nepopasibHO 3acTOCOBaHMM PO34YMHOM CTaHOBUTL 92 (83-103) %. A6CONTHA 6i0AOCTYMNHICTb
Karicyn i3 nposIoHroBaHNM BMBI/IbHEHHAM MOPIBHAHO 3 BHYTPILLIHL0BEHHUM CTaH4APTOM CTaHOBUTb
72 (63-80) %.

3B’A3yBaHHA ypanianny 3 6inkamu nnasmy KpoBsi (CMpoBaTKa NoAnHK) in vitro ctaHoBuTb 80 %. Lle
BIZJTHOCHO HU3bKe 3B’A3yBaHHA 3 GiKamMu Mmnasmy KpoBi ypanifuiy MOXe MOACHUTK, YoMy [OCi
HeBiOMi B3aeMOfii ypanianny Ta NikapcbKnX 3ac06iB 3 CUIbHUM 3B’A3yBaHHAM 3 Gi/lkaMu nia3Mu
KpOBI.

Posnogin. O6’em posnoginy - 0,77 n/kr wmacu Tina. PeyoBMHa NPOXOAMTb  KPi3b
remaro-eHuedaniyHnii 6ap’ep Ta NPOHUKAE Y NNALEHTY.

MeTaboniam. Ypanigun meTabonisyeTbCa nepeBaXXHO Yy nediHyi. OCHOBHWIA  MeTaboniTt
—TiAPOKCMNbOBAaHMIA  ypanignun y 4-my MONOXEeHHI GeH30MbHOro KifbLs, WO He Mae CyTTEBOI
aHTUriNepTeH3MBHOI aKTUBHOCTI. O-AUMETUNbOBaHMIN MeTaboNIT ypaniguny NpakTUYHO Mae Taky
X 6I0N10TIYHY aKTUBHICTb, L0 i ypanifus, ane YyTBOPHETLCA Y IyXe HEBENMKMX KiIbKOCTAX.
Ekckpenisi Ta enimiHauiga. EnimiHauia ypaniguny Ta Moro metabonitis B opraHiami N0AMHA [0
50-70 % HupKoBa, 3 AKUX 6/1M3bKO 15 % 3acTOCOBAHOI 03U — (DapMaKo/oriyHO aKTUBHUM
ypanigun; pewTa, Yy nepwy Yepry rinoTeH3MBHWIA napa-rifpoKCcWMibOBaHWI  ypanigun,
EKCKPETYETHLCA 3 (heKanisimu.

Oco6nmBI rpynu. Y nauieHTIB NITHLOTO BiKY, & TAKOX MaLiEHTIB i3 NPOrpecyoyolo NeyviHKoBO Ta
/ab0 HMPKOBOKO HeJOCTaTHICTIO 06°€M PO3MOAINY Ta KNipeHC ypanignny 3MeHLLYETbCS, a nepioj
HaniBBUBELEHHS 3 M1a3MU KPOBI — NOJ0BXYETHCA.

KniHiYHI XapaKTepUCTUKMN.
MNokasaHHA. ApTepiasibHa rinepTeHsis.

MpoTurNOKa3aHHsS.
[inepyyTAMBICTbL 4O Ai0YOT PeHOBMHM ab0 A0 Oy Ab-AKOT3 LOMOMDKHUX PEYOBUH.

B3aemogisi 3 iIHLUMMK NiKapcbKMMKM 3acobamu Ta iHLLi BUAW B3aEMO/IN.

[inoTeH3nBHa fif npenapaty E6paHTUN MOXke NOCUIOBATMCA NPV OAHOYACHOMY 3aCTOCYBaHHI 3
6nokaTopamn anba-agpeHopeLenTopiB, Basogunatatopamy Ta IHWWMU aHTUTINePTEH3VBHUMM
npenapaTtamMu, a TaKoX Npu rinosonemii (Hanpuknag, giapes, 6/110BaHHA) Ta BXWMBaHHI aIKOTONH0.
OfHoYacHe 3aCTOCYBaHHS LMMETUAMHY MOXEe MiABMLLMTM MaKCUMalbHWIA piBeHb ypaniguny y
cuposartui Kposi Ha 15 %.

Ha cborogHi iHpopmauis Wogo Komb6iHoBaHOT Tepanii 3 iHriditopamu ArN® He € LOCTaTHLOH), TOMY
Take NiKyBaHHS He PEKOMEH/YETLCH.

Ocob6nmMBOCTI 3aCTOCYBAHHS.

3 0c06/1MBOO 06EPEXHICTIO CNif, 3aCTOCOBYBaTW Npenapat E6paHTu:

- NpWU cepueBiii He[OCTATHOCTI, CNPUYMHEHIN MeXaHIYHUMK (DYHKLiIOHa/IbHUMUW MOPYLLEHHAMM
(Hanpuknag, CTeHO3 aopTa/lbHOrO abo MITPasbHOrO KnanaHa), NpW nereHeBin embonii abo
MOpYLUEeHHI cepLeBoi 4iSNbHOCTI BHACNIAOK NepuKapiansHNX po3nagis;

- JITAM, OCKINbKN AOCNIIKEHHA He NPOBOAUANCSA A1 LiET BIKOBOT rpynu NawieHTiB;

- NaujieHTam i3 NeviHKOBOK ANCHYHKLIEID;

- NawjieHTam i3 NOMipHMM ab0 THKKUM CTYNEHEM HUPKOBOT ANCHYHKUIT;

- NaujieHTam NiTHbOr O BiKY;

- nNauieHTaMm, AKi OfHOYaCHO 3aCTOCOBYHOTb UMMETUAMH (AMB. po3din «Bsaemopgis 3 iHWMMK
NiKapcbK1MM 3ac06amut Ta iHLLI BUAW B3aEMOAI»).

MayieHTaM i3 pPIAKICHOK CMafKoBOK HEMepeHOCUMICTIO  (hpYKTO3W, [/IHOKO30-ra/lakTO3HO
MasibabcopbLieto abo caxapaso-i3oMasibTa3HOK HeAOCTaTHICTIO He Chif 3aCTOCOBYBaTW Mpenapar
E6paHTu.

Mpenapat MICTUTb LYyKOp, LLO C/if BPaxoBYBaT! XBOPUM Ha LyKpOBUiA fiabeT.



3acTocyBaHHS y nepiog BariTHOCTI abo rogyBaHHsA rpyagto.
JKiHKM JiTOPOAHOrO BiKY.
YKiHKam fiTOpoAHOro BiKY, fKi HE BUKOPUCTOBYHOTb KOHTpaLenLito, E6paHTUA He peKOMeHAYETbCS.

BariTHiCTb.

[aHi BiaCyTHI abo X KiNbKiCTb 06MeXeHa LL{010 3aCTOCYBaHHSA ypaniguniy y BariTHUX XKIHOK.
JocnimkeHHs Ha TBapuHAaX NOKasanv pPenpojyKTUBHY TOKCUYHICTb.

Ypanignn npoHNKae Yepes naaueHTy.

E6paHT1n He cnif 3acTocoByBaTK Mif Yac BariTHOCTI, SKLLO TifIbKX NiKyBaHHA ypanigniom He €
Heo6XiAHMM Yepe3 KIHIYHWUIA CTaH XIiHKMN.

NakTauis.

Hesifomo, U notpannse ypaniguny rpyaHe Mooko.

He MOXXHa BUK/TIOUNTY PUSKK [J15 HOBOHAPOXKEHOTO / AUTUHN.
E6paHTuA He cnif 3acTOCOBYBATW Mif, Yac nakTaLii.

@epTUNLHICTD.
KniHi4yHMX BUNpoOyBaHb LLOAO BNMBY Ha (hepTUNbHICTL Y YOMOBIKIB Ta XIHOK He NMPOBOAM/IOCH.
[ocnimkeHHs Ha TBapnHAaX NOKasaau, Lo ypanigua Bravsae Ha GepTUIbHICTb.

30aTHICTb BN/IMBATY Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaAHCMOPTOM abo iHLWMN
MexaHizmMamu. B iHaMBiAyanbHUX BUNagkax Aeski nobiyHi peakuii 3 60Ky LeHTpabHOT HEPBOBOI
cuctemn (3anamopoYeHHs) MOXKYTb BI/IMBATW Ha 3[aTHICTb KepyBaTW aBTOTPaHCMOPTOM abo
npautoBaTy 3i CKNafHUMM MexaHi3mamu. Lle 0co6nMBo Bax/IMBO Ha MOYaTKy NiKyBaHHSA, Npw
3aMiHi NlikapcbKoro 3acoby abo y pasi BXXMBaHHSA 3 a/IKOro/ieMm.

Cnocib 3acTocyBaHHA Ta [03MW.

[N NOCTYNOBOro 3HMXXEHHSA apTepiaibHOro TUCKY NliKyBaHHA po3noynHaT 3 4o3v 30 Mr 2 pasn Ha
£06y (2 kancynu npenapaty E6paHTun, kancynm no 30 Mr Ha fo0y).

[ns LWBMAKOr0 3HVXXEHHA apTepia/lbHOro TUCKY, NiKyBaHHSA Po3noynMHaTv 3 [o3u 60 Mr 2 pasu Ha
Ao6y (2 kancynu npenapaty E6paHTMA, Kancynu no 60 Mr Ha Ao6y).

[103y MOXXHa MOCTYMNOBO aAanTyBaTu 40 iHAMBIgYabHUX NoTpe6. [iana3oH nigTpMMyo4vol 403U
— 60-180 mr ypanigunny Ha goby, 3aranbHy KifbKiCTb HEOOXIAHO PO3NOAINNTY Ha 2 IHAUBIAYabHI
[03K.

Kancynu npenapaTy E6paHTMA cnig npuiiMaTi 3paHKy Ta BBeYepi, Nif vac ign Ta KoBTaTuh LiMmu,
3anMBat0ym HeBE/IMKOH KifIbKICTHO PiAVHM.

Mpenapat E6paHTun nigxoauTb ANs [AOBrOTPMBAIOrO 3aCTOCyBaHHA. JIiKyBaHHS apTepiaibHOl
rinepTeHsii UMM NpenapaTom BUMarae perynsipHoro MeguyHoro MOHITOPUHTY.

Oco6mBi rpynu nawieHTIB.

MeyiHkoBa HefOCTATHICTb. MMayieHTaM i3 NeYiHKOBOK HeAOCTaTHICTIO MOXe OyTM HeobXigHUM
3MeHLUeHHS f03u npenapaty E6paHTu.

HupkoBa HeflocTaTHICTb. NauieHTam i3 MOMIPHOI Ta TAXKKOK HUPKOBOK HELOCTATHICTHO, MOXe
OyTV HeoOXiLHWNM 3MeHLLEHHS [03K1 npenapaTy E6paHTnn npy 4OBroTprBasioMy NiKyBaHHI.
MauieHTn niTHLOro BiKy. MauieHTaM NMiTHLOrO BiKYy MOXe OYyTW Heo6XigHUM 3MEHLLEHHS [03M
npenapaty E6paHT1N Npy SOBroTpUBa/IOMY NiKYyBaHHI.

LiTwn. KniHivKHi gaHi wogo edeKTUBHOCTI Ta 6e3neKkun 3acTOCyBaHHS npenapaty Ans NiKyBaHHS
AiTei BiACYTHI.

Nepeno3yBaHHSA.

CumnTOoMU:

- 3 BOKY CepLeBO-CyAMHHOT CUCTEMU: 3anaMOPOYEHHS, OPTOCTaTUYHA MiNOTEH3IA, Konarnc;

- 3 BOKY LeHTpasibHOT HEPBOBOI CUCTEMU: NifBMLLEHA BTOM/OBAHICTb Ta NOPYLUEHHS LUBUAKOCTI
peaxuint.



NikyBaHHA. Tpn HAAMIPHOMY 3HWKEHHI apTepiaslbHOr0 TWUCKY HeobXigHO HafaTty MauieHTy
FOPU30HTA/ILHOTO MOMOXEHHA 3 HU3bKUM Y3roniB’aM Ta po3noyvatn iHgy3iiHy Tepanito Ans
36iN1bLUEHHSA 06’ EMY LIMPKY/HOKYOT KPOBI.

AKWO Ui 3aXo4AM BUABNATLCA HeAOCTATHIMM, MOXHa BBOAWUTW BHYTPILUHbOBEHHO MOBI/IbHO
BA30KOHCTPUKTOPY Nifi MOHITOPUHIOM apTepias/ibHOro TUCKY.

Y LyXe pigKICHUX BUMaAKax HeobXigHa BHYTPILLHbOBEHHA 1H €KL KaTexonamiHis (Hanpvknag,
0,5-1 mr agpeHaniHy, possegeHoroy 10 mn 0,9 % po3unHy HaTpito Xopuay).

Mo6ivHI peakuil.

HebaxkaHi epeKTr 3a 4aCTOTOK BUHUKHEHHS KNacUiKyOTb 3a TaKUMU KaTeropisimu:

Ayxe yacto (= 1/10), yacTo (= 1/100, < 1/10), HeyacTo (= /1000, < 1/100), pigko (= 1/10000, <1
/1000), pyxe pigko (< 1/10000), HeBigoMO (AOCTYMNHI AaHi He JakTb 3MOTM OLIHUTK YacToTy).

3 60Ky cepLeBO-CyANUHHOT CUCTEMMU.

Heuacto: cepuebutTts, Taxikapgis, Opaaukapgis, BiguyTTs TWUCKy abo 600 3a rpyAuHOR
(cumnTOMM, aHANIOTIYHI CTEHOKapPAii), 3HVXKEHHA apTepiasibHOrO TUCKY NP 3MiHI NMOMIOXKEHHSA Tina,
HanpuKnaz, Nnpy BCTaBaHHI 3 MOIOXEHHS ieXayn (opTocTaTuWYHa AVUCPerynayis).

3 60Ky TpaBHOro TpakTy.

YacTo: HypoTa.

HeuvacTo: 65110BaHHS, fiiapes, CyxicTb Y pPOTi.

3aranbHi posnagy.

HeuacTo: niguLLieHa BTOM/THOBAHICTb.

L[y>e pigKo: HabpsK 3a paxyHOK 30i/bLLIEHHS 3aTPUMKK PiAVHN.

Jlocnig>KeHHs.

[y>e pifKo: TpaH3MTOPHe 36i/bLUEeHHSA NeYiHKOBUX (DePMEHTIB, TPOMOOLMTOMNEHIA* .

3 60Ky HEpBOBOT CUCTEMMU.

YacTo: 3anaMopoYeHHs, roN0BHUIA Biflb.

3 60Ky NCUXIKN.

HeuacTo: po3nagn cHy.

[y>Ke pigKo: BIAYYTTS HECMOKOLO.

3 60Ky HMPOK Ta CevyoBMBIAHMX LLNSXIB.

[y>xe pifKo: noyacTilaHHsA No3MBIB [0 CEYOBUMYCKaHHA abo 30i/bLUeHHS BUMAAKIB HETPUMAHHSA
ceui.

3 60Ky penpoayKTUBHOT CUCTEMM Ta MOMIOYHUX 3a/103.

[y>xe pigko: npianism.

3 60Ky AnxanbHOT CUCTEMM.

HeuacTo: 3aknafeHicTb Hoca.

3 60Ky LUKIpK Ta NiALWKIPHAX TKaHWH.

HeuvacTo: rinepyyTnmeicTb (BK/ItOUatOUM CBEPOIXK, NOYEPBOHIHHS LLKIPWU, BUCUMAHHS).

Hesifomo: Habpsk KBiHKe, ypTuKapis.

* - Y NOOAUHOKUX BUMAAKaxX Bi3HAYAI0CA 3HVXKEHHS KiSIbKOCTI TPOMOOLUUTIB Yy 4aCOBOMY 3B’A3KY
i3 3acTocyBaHHsAM npenapaty E6paHTW/, X04ya NPUYMHHO-HACTIAKOBUIA 3B’A30K i3 3aCTOCYBaHHAM
ypaniguny He Moxe 6yTn BCTAHOB/IEHO, HANMpUKag, 3a LOMOMOro iMyHOOTYHNX SOCNIAXKEHb.

TepmiH NpuaaTHOCTI. 18 micauis.

YMoBU 36epiraHHA. 36epirat B OpuriHaibHiA ynakosui npu Temnepatypi He Buwe 25 °C.
36epiraTv y HegoOCTYNHOMY An151 AiTel micyi!

YnakoBKa. o 50 a6o 100 kancyny thnakoHi. Mo 1 qhnakoHy y KapTOHHIN KopooL,i.
KaTteropis Bignycky. 3a peLenTom.

BupobHunk. Takega m6X, micue BupobHuuTBa OpaHieHbypr, HimeuunHa/Takeda GmbH
Betriebsstétte Oranienburg, Germany.



Micue3HaxopkeHHA BUPOOHMKa Ta 1Oro agpeca Micua NPOBaMKEHHS  Aisi/IbHOCTI.
Neniywrpacce 70-98, 16515 OpaHieHbypr, HimeuunHa/L ehnitzstrasse 70-98, 16515 Oranienburg,
Germany.



