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Cknao:

Oitoul pevoguHu: cakyOiTpWIl, BalcapTaH;

1 TaGneTka, BKpUTa IUIIBKOBOK 06070HKOI, 50 Mr mictuTh: 24,3 mr cakyGitpumy i 25,7 mr
paicaptany (y BUIIsAi  KOMIUIEKCy —HaTpieBOi  comi  cakyGitpuiy 1 BancapraHy
(cakyGiTpun/BascapTan));

JOMOMDKHI PEedOBMHH: L0032 MIKPOKPHCTATIUHA, T'iIPOKCHIIPOMIIENONo3a HU3bKo3aMileHa,
KpOCHOBiIOH, MarHilo cTeapar, TallbK, KpeMHiI0 TIOKCH KOO AHHI Be3BOIHMI;

nyiBkoBa 060N0HKa: Tinmpomesnosa, Tutany aiokeua (E 171), makporon;

1 TabneTka, BKpUTA IU1iBKOBOIO 0GosoHkolo, 100 Mr mictuts: 48,6 Mr cakyGitpuiy i 51,4 mr
paicapTany (y BHIJIAAI  KOMIJeKCy — HaTpieBoi coni  cakyGitpuny 1 BancapTaHy
(cakyGiTpui/BasicapTaH));

donomisicni pewosuHu: NEN0N03a MIKPOKPUCTANYHA, IiIPOKCHIPONLILENONo3a HHU3bKO3aMillleHa,
KPOCIIOBiZIOH, MArHilo CTeapar, TalIbK, KPeMHil0 TiOKCHl KOJIOTIHKIA Oe3BOAHNIA;

niBkoBa 060M0HKa: rinpomenosa, Trany aiokens (E 171), Makporon, Tanek, 3ai3a OKCH/I XKOBTHH
(E 172);

1 TabneTka, BKpUTA MiBKoBOI 060s0HKOW, 200 Mr mictuth: 97,2 Mr cakyGitpuiy i 102,8 mr
pancaprany (y BMIIAAi  KOMIUIGKCY HaTpieoi  coni  cakyGiTpuay 1 BajacapTaHy
(cakyGiTpui/BancapTan));

donomixcri pevosunu: NemoN03a MiKpoKpHCTaliuHa, IiApOKCHIIPOMINIENoo3a HU3bKo3aMilleHa,
KPOCITOBIJOH, MarHilo cTeapar, TajlbK, KPpEMHI0 MIOKCH/T KONOiIHUI Oe3BOIHMIA;

nniBkoBa 0o00JOHKa: rimpomenosa, TMtany giokeua (E 171), makporon, 3aJ1i3a OKCHJ YEPBOHMIA
(E 172), 3aniza okcup yopHuii (E 172).

Jlikapeeka dpopma. TaGneTkn, BKPHTI IUTIBKOBOKO 000JIOHKOIO.

Ocnoeni Qizuxo-xiMiuHi gracmueocmi:

IOBenTa®, 50 Mr: TabneTKy, BKPUTI MIiBKOBOIO 0GOJIOHKOIO, Bifl Gi10ro 1o Maiike 0il0ro Konbopy,
Kpyrii, 6e3 pHcKH, ABOOMYKIIL.

[OBenta®, 100 mr: TaGneTkH, BKPUTI MIIBKOBOK OOOJIOHKOIO, BiJl CBITJIO-)KOBTOTO A0 JKOBTOrO
KOMBOPY, OBallbHi, 0e3 PUCKH, JIBOOMYKIIL.

[OeenTa®, 200 Mr: TabneTKH, BKPUTI MIIIBKOBOIO 0OOJIOHKOI, BiJl CBITIO-POMKEBOrO 10 POKEBOTO
KOMBOPY, Kpyril, 6€3 puckH, ABOOIYKII.

dapmaxorepaneBTHuHa rpyna. Jlikapceki 3aco0u, 1m0 BMIMBAalOTE Ha PEHiH-aHTI0TEH3UHOBY
cucteMy. AHTaroHicTu anriotensuny I, inmi komGinauii. Kog ATX C09D X04.

DapmaKo102iuni 61ACMUEOCHII.
Dapmaroounamira
dapmakouHamiuHi edexTn cakyGiTpuiy i BancapTaHy OUIHIOBaIM TiCasd OHOPA3OBOro i
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faraTopa3oBoro 3acTocyBaHHs J1iKapchbKoro 3acoly y 310pOBUX A00POBOJILILIB, @ TAKOK Y NALICHTIB
i3 XpOHIUHOI CepLEBOI HemocTarHicTio. Edexry, 1o Bia3Havaaucs, BiANOBiAanM MexaHismy Jii
KOMIIIEKCY AiHOUMX PEYOBHMH, IO MOJISATAE B OJHOYACHOMY NpPUIHIYEHHI HENpHAI3MHY i Onokani
peHiH-aHrioTeH3uH-anbaocTepoHoroi ciuctemu (PAAC). V 7-menHOMY JOCHIDKEHHI 33 y4acTio
nauieHTie 31 3HWKeHO (pakuiero Bukuay (PB) niBoro wulyHodka, B SKOMY BaincapTaH
3aCTOCOBYBAJIM K KOHTPOJIb, 3aCTOCYBaHHs CakyOITpuiy i BaacapTaHy CHpPHYMHSIO CTATHCTHYHO
3HAUMME KOPOTKOYacHe 30iUIblLICHHs HaTpiitypesy, 30iIbIICHHA KOHLEHTpauil LMKIIYHOro
ryazuamonodocdary (U’ M®P) B cedi i 3HMKEHHS KOHIEHTPALT 1epecepAHOro HaTpilypeTuIHOro
nentuny (MR-proANP) i N-kiHiesoro ¢parmeHTa nornepejH1iKa MO3KOBOTO HATpiilypeTM4HOro
nentuny (NT-proBNP) B nnasmi kposi (nopiBHsHo 3 BascapTtaHom). Y 21-1eHHOMY JOCHIKEHH] Y
nawieHTiB 31 3HMxkeHow OB niBoro HIIyHOYKA 3acTOCYBaHHA cakyOiTpuily 1 BajcapTaHy
CTATUCTUUHO 3Hauylle 30UIbIIYBAN0 KOHIIEHTPAI0 MepeacepAHOro HaTpilypeTHUHOro NenTHIy
(ANP) i u'M® B ceui i konuentpauiio ul M@ y nuasmi KpoBi, a TAKOK 3HMIKYRANO MIa3MOBi
kouuentpatii NT-proBNP, anbpoctepony i enpoteniny-1 (mopieHsHO 3 BUXiaHMM pieHeM). Kpim
TOrO0, 3aCTOCYBaHHs caKyOiTpuny i Bancaprany 6iokye ATi-penentop, Ha o BKaszye 30UIbIICHHS
aKTHMBHOCTI Ta KOHLEHTpauii peHiny B rmiasmi kposi. Y xoai gocnimxenHs PARADIGM-HF
KOMIUIEKC cakyOGiTpuay i BajicapTaHy CIpUUMHSB Oiiblll BUpa)KeHEe 3HIDKEHHS KoHueHTpauii NT-
proBNP B nniasmi kpoBi i Ginblu 3HauHe MiABHIIEHHS KOHLEHTpalii MO3KOBOrO HaTpiilypeTH4HOro
nentuay (BNP) Ta ul M® B ceui, i enananpui. V gocnimpkendi PANORAMA-HF cnocrepiranocs
3umKkeHHs piBHiB NT-proBNP Ha 4-My i 12-My THIKHSIX [PH 3aCTOCYBaHHi cakybiTpuny/Bancaprany
(40,2 % 1 49,8 %) it enananpuny (18,0 % i 44,9 %) nopiBusiHO 3 BUXiaHuM piBHeM. Pisni NT-proBNP
MPOJOBKYBAIH 3HHIKYBATHCS IIPOTATOM YChOrO A0CIIKEHH S, IEMOHCTPYIOUM 3HMKeHHs Ha 65,1 %
Mpu 3acTocyBaHHi cakyGiTpuiy/Baicaprany Ta 61,6 % mpu 3acTocyBaHHi €Halanpuiy Ha 52-mMy
THKHI MOPIBHSIHO 3 BUXiaHUM piBHeM. Tozai sk BNP € cyberpatom nenpunisuny, NT-proBNP takum
ne €. Tomy NT-proBNP, Ha Biaminy iz BNP, MoxHa BUKOpHCTOBYBaTH siK Giomapkep min 4ac
CTIOCTEPEKEHHS 3a NAL[ICHTAMHU i3 CEPIIEROIO HEJOCTATHICTIO, IKi OTPUMYIOTh KOMILIEKC CakyOiTpuiy
i pancaprany (aue. po3ain «OcobaMBOCTI 3aCTOCYBAHHAN).

V  pocnimxenni inteppany QTc y 310poBMX M00poBONBLIB HONOBi4OI cTaTi OAHOpasoBe
3aCTOCYBaHHs caKyGiTpuiy/BajicapTany B Ho3yBaHHsX 194 mr cakyGitpuay/ 206 Mr Bancaprany i
583 wmr cakybitTpuny/ 617 Mr Basicaptany He BIJIMBAIO HA PENOsPU3alliio cepLs.

Henpunizun — ouu i3 nekinbkox GepmenTiB, ki 6epyTs yuacTs y Merabomnismi aminoiny-f (AP)
FOJOBHOIO MO3KY i ciiHHOMO3K0BOT pinnau (CMP). Ha Tni 3acTocyBanHs cakyOiTpuiy/BancapTaHy
B n03yBaHHi 194 Mr caky6itpuny / 206 Mr Bancaptady 1 pa3 Ha 100y NpOTATOM JBOX THXKHIB y
30pOBHX 106pOBOILLIB KoHIeHTpais AP 1-38 y CMP 36inewmyeanacs, Np1 LpOMY KOHIEHTpaLis
AP 1-40 i 1-42 y CMP Hisik ne 3minroBanacs. Kniniude 3HaueHHs 11b0r0 (hakTy Hewigome.

Kniniuna edexTBHIicTE i Oe3neka

Hozysanns 50 mr, 100 mr abo 200 Mr npenapary BKa3yloThCsl B AeAKHX JuKepenax sk 24 mr / 26 mr,
49 mr/ 51 mr i 97 mr/ 103 mr npenapaty.

Hocnioocenns PARADIGM-HF

PARADIGM-HF — myabTHHALIOHANBHE paHIOMi30BaHe Mo/ABIHHO ciine JOC/IIUKeHHS 3a y4acTIo
8 442 nauicuTis, y X0/1i SKOro MOpiBHIOBANIMCS cakybiTpun/BaicapTaH i eHananpuil, ki npuiManm
J0pOoCIli NalieHTH 3 XPOHIUHOK cepleBol HemoctatHicTio [I-IV knacy 3rigno 3 knacudikanieto
Heto-Hopkebkoi aconiauii kapaionoris (NYHA) i suuskeHoro dpaxuiero Bukuay (Gpakiis BUKHITY
nigoro myHouka [OBIJII] < 40 %, misnime ckopuropaHa mo < 35 %) J04aTKOBO A0 IHIIHX
mpenapartie, 10 NPU3HAYAIOTHCS NPU cepleBiit HemoctatHocTi. IlepeuHHa kiHueBa Touka Oyna
KOMOIHOBAHOK — CMEPTh YHACHII0K CepleBO-CyMHHOT maTonorii abo rocritanizalis y 383Ky 13
cepiieBolo HepocTaTHicTio. [lauienTu i3 cuctoniynum aprepianbuum tHckoM (CAT) < 100 MM pr.
CT., 3 MOpyHIeHHsM (YHKUIT HUPOK TSIKKOTO CTYMeHs (pPO3paXyHKOBAa HIBMAKICTH KIIyOOUKOBOT
dinprpanii (pILIK®) < 30 ma / xe / 1,73 M%) i 3 nopyleHHsM QyHKLT MeYiHKH THKKOrO CTyNeHs
OyJ1i BUKJIKOYEH] 31 CKPMHIHTY 1, K HACJi0K, HE IIPOHIIUTH MPOCTIEKTHBHE MOCIIUKEHHS.

Jlo BKJIOYEHHA Y JOCTI/DKeHHS NallieHTH OTPMMYBAJM JIIKYBaHHS CTaHJapTHUMHM METOJaMH,
30KpeMa iHriGiTopaMu aHriOTEeH3MHIEPeTBOpIOBAILHOrO (epMenTy/ ONoKaTopaMHM peuenTtopis
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anriorensuny  (AII®/BPA) (> 99 %), Oera-OGnokatopamu (94 %), aHTaroHictamu
Minepanokoptukoinis (58 %) i aiyperikamu (82 %). Cepenniit nepios cnocTepekeHHs CTaHOBUB 27
MicsLiB, NalieHTH OTPUMYBAIIH Tepailito 10 4,3 poKy.

Bin nauienTtie BMMaranocs NpunuHUTH Tepanito iHribitopamu AIID aGo BPA, micas 4oro BoHu
BKJTFOYANIMCS B MOC/iIOBHMI, npocTrii cainumii nepios Beenenns it oTpumypanu eHananpui no 10 mr
2 pasu Ha 100y, N0TIM y NpOCTY cimy Tepamito cakybirpunom/sancapradom no 100 mr 2 pasu Ha
106y 3 nigguuentsam 10 200 mr 2 pasu Ha 100y (auB. po3ain «Ilobivni peakuii» 1010 MPUITHHEHHS
Tepanii mia yac uporo nepiomy). IoTim iX panaoMi3yBanu Ans ydacTi B MOJBiHHO ciinomy nepiozi
JOCIi/PKEHHs, 1€ BOHM OTpUMYBaIu abo cakybitpun/Bancapral y no3i 200 mr, abo enananpui rno
10 mr 2 pasu Ha 100y (cakyGitpui/Bancaprad: n = 4 209; enananpui: n =4 233).

Cepe/Hiii BiK marieHTis nocaikyBasoi nonysuii — 64 poku, npu usomy 19 % Gyau Bikom Bia 75
pokie. Ha MmomeHT panaomizauii 70 % nauieHTiB Manu XpoHiuny cepueBy HemocTatHicTs 11 kiacy 3a
NYHA, 24 % nauienTis — g0 Il knacy i 0,7 % — no IV knacy. Cepenniit pisens @BJILI ctaHoBuB
29 %; 963 (11,4 %) nauient manu BuxiaHuii pises GBI > 35 % i <40 %.

V rpyni cakyGiTpuny/sancaprany 76 % nauieHTiB 3anumuimcs Ha uinbosid 103i 200 mr 2 pasu Ha
100y 10 KiHLs 1ocikenHs (cepeans jo6osa josza — 375 mr). ¥ rpyni enananpuny 75 % naiieHris
saJIMILKAIKCS Ha LTBOBIH 1031 10 Mr 2 pasu Ha 100y /10 KiHs 10CiUKeHHs (cepensa n1000Ba 103a —
18,9 mr).

Caky6iTpun/BancapTad, MOPIBHIHO 3 EHANANPUIOM, CTATUCTHMYHO JIOCTOBIPHO 3HHIKYBaB PU3MK
NeTATBLHOrO HACHI/IKY Yepe3 CepleBO-CYAMHHY MaToNorin abo pu3uk notpebu rocmitamizaiii y
3B’A3KY i3 cepleroio HexpocTathicTio (21,8 % B rpyni JocHmimKyBaHoro npenapary npots 26,5 % B
rpyni eHananpuay). AGCOMIOTHE 3HIKEHHS PU3HKY JIeTalbHOrO HAaCIiIKy Yepe3 CepLeBo-CyAUHHY
narosorito abo pusHMKy noTpebu rocmitanizauii y 38°g3Ky i3 cepLeBOIO HEJOCTATHICTIO CTAHOBHUIIO
4,7 % (3.1 % — 3HUKEHHs PU3UKY JICTA/IbHOTO HACIIIKY Yepe3 CeplieBO-CyAMHHY naronorito ta 2,8 %
— 3HUXKEHHS PU3MKY TEPBMHHOT rocnitanizauii y 383Ky i3 cepleBolo HeloCTaTHICTIO). BinHocHe
3HMKEHHS PU3MKY TMOPIBHAHO 3 eHananpuiom craHoBuno 20 %. Edekr BigsHauascs Ha paHHIX
eTanax 3acTOCyBaHHs npemaparty i 30epiraBcs NPOTAroM YChOTO Mepiofy A0CiiKeHHs. PO3BUTKY
edekTy crnpusnd o0WBa JIOUMX KOMIIOHEHTH JliKapchKoro 3aco0y. Yactora BMNAjKiB panToBOT
cMepTi, sKi cTaHoBUIM 45 % yciX NeTanbHUX HACILIKIB Yepes ceplieBO-CyIMHHY NaToJIorio, B rpyii
JI0CTiAKyBaHOro npenapary 3uuszunacs Ha 20 % nopiBHAHO 3 IPYNOI0 eHananpuiy (BiAHOLICHHS
pusukis (BP) 0,80, p = 0,0082). YactoTa BUNaJKiB pO3BHTKY HEIOCTATHOCTI CKOPOTIMBOI QyHKILIT
cepus, ska Oyja NPUYMHOK JIETATBHOrO Hacaiaky y 26 % BHMAIKiB 4epe3 CepLeBO-CYAUHHY
MaTOJIOrk0, B IPYIli IOCIIUKYBaHOTO penapary 3uu3uiacs Ha 21 % nopiBHAHO 3 TAKMUM NOKa3HUKOM
y rpyni enananpuiy (BP 0,79, p = 0,0338).

3HMIKEHHS 1[bOrO PU3MKY cTabiIbHO COCTEpiranocs B MiArpynax 3a CTaTTio, BIKoM, pacoro, Miclem
npoxueanus, knacom 3a NYHA (IV/II), ¢paxuieto BUKHIY, HUPKOBOK (yHKIEK, HASBHICTIO B
aHamHesi aiabety abo aprepiaibHOI rinepreHsii, Tepamieto ceplierol HepocTaTHOCTI i GibpusLicto
nepeacepab.

CakyGiTpu//BancapTad 301IbLUIMB BHIKHBAHHS Pa3oM 31 3HAYHUM 3HHKEHHAM 3araibHOi CMEPTHOCTI
Ha 2,8 % (cakyGiTpun/sancapran — 17 %, enananpui — 19,8 %). 3HMKEHHS BiTHOCHOTO PU3HKY
cTaHOBUIIO 16 % MOpiBHAHO 3 eHanapuiaoM (auB. Tabnuuo 1).

Ta6nuusa 1. Edexr Tepanii, Bu3Hauenuii 3a JOMOMOTOK MEPBUHHOI KOMOiHOBAHOI KiHLEBOI TOYKH, ii
KOMITOHEHTIB T TIOKA3HUKIB CMEPTHOCTI 3 YCIX NPHYUH, POTATOM CepeaHBOI TPHBATIOCTI crocTepexkenns 27
MicALiB

[TokazHHKH Caxkybitpun/Bancapran | Enananpun BigHowieHHs BinHocHe | p-3HauyeHHA
N=4187" N=4212" PH3MKIB 3HUKEHHS G
n (%) n (%) (95 % Ml PU3HKY
[noBipunii
inTepran])



Komb6iHoBaHa 014 (21.83) 1117 (26,52) 0,80 20 % 0,0000002
KiHIIeBa TOYKa (0,73; 0.87)
cMepTi uepes
CepLeBO-CyMHHY
NaToJsIorito Ta
rocriTanizauii y
38°513KY i3
CepLeBOIo
HeI0OCTATHICTIO®

Okpemi KOMIOHEHTH MePBUHHOT KOMOIHOBaHOI KiHIIEBOT TOUKH
CmepTb yepes | 558 (13,33) 693 (16,45) | 0,80 20 % 0,00004
CeplEBO-CYAMHHY (0,71; 0,89)
naronorir**

Tepia 537 (12,83) 658 (15,62) 0.79 21 % 0,00004
rocritanizanis \ (0,71; 0,89)
uepes cepuery i

HEIOCTATHICTh
e ' I |

BTOpHHHI KiHLEBI TOUKH

3aransHa 711 (16,98) 835 (19,82) 0.84 16 % 0,0005
CMepTHICTh (0,76; 0,93)
0,0005

* [lepeuHHa KiHlleBa TOuka OyJa BU3HAYCHA SK HAC MEPIIOTO BHIAAKY CMEPT Yepes CepLeBO-CYHHHY Marosoritio Ta
rocmitasizauii yepes cepreBy HeOCTATHICTb.

** [1oHSITTS «CMEPTh YEpe3 CeplieBO-CYAHHHY NATOIOTio» OXOMIOE BCi JeTalbHi BHNAAKKH 0 JaTH 300py AaHuX
He3aeKHO BiJl NONEPEIHBOT rocTiTanisanii nanieHTa.

" OmHOCTOPOHHE P-3HAYEHHS.

Hocnioxcenns TITRARION
TITRATION — e 12-THxKHeBe JOCHiTKeHHs Ge3neku i NepeHOCHOCTI mpenapary 3a ydactio 538
nauieHTiB i3 XpomiuHowlo cepuesoo HemoctarHicrio (II-IV xnac 3a NYHA) i cucronivHowro
auchynkuicto (PBJILL < 35 %), axi paniure He otpumysanu inriGiropu AII® ado BPA uu npuiivanu
inricitopu ATI® a6o BPA B pisHux 103ax nepej BKIIOUEHHAM y AochimkenHs. [lauieHTy crnovaTky
oTpuMyBaiH cakyGiTpun/ancapran no 50 Mr 2 pasu Ha 100y, noTiM 103y 36inbmunn 10 100 mr 2
pasu Ha 100y, NoTiM — 10 UinboBoi A03u 200 Mr 2 pasu Ha 00y npoTArom 3- abo 6-THKHEBOTO
nepiofy.
Binplue 4ucno nauieHTis, ki paHiiuie He oTpuMmyBanu iHribiropu AIID abo bPA 4u oTtpumysanu
HU3BLKOIO30BY Tepanito (ekBiBaeHTHO < 10 Mr eHananpuiy Ha J00y), AOCSIIM PiBHS [103yBaHHS
caky6itpuny/Baicaprany 200 Mr i 3aquinanics Ha TAKOMY piBHI 0 MOMEHTY, KOJIM J103YBaHHA
36inblryBanocs nporarom 6 TkHis (84,8 %), nopisHsno 3 3 TiKHAMU (73,6 %). 3aranom 76 %
nalicHTiB A0CATIH LiNbOBOT 103K cakybiTpuiy/sancaprany 200 mr 2 pa3u Ha Ao0y i 3anuianics Ha
Hiit Ge3 nepepBy B AiKyBaHHi a60 3HWKEHHS 031 MPOTAToM 12 THXKHIB.

iTH
PANORAMA-HF
PANORAMA-HF — 1ie 6araToHalioHalbHe paHI0oMi30BaHe Mo/BiifHO ciine focnipKeHHsa dasu 3, B
XO[i AKOro TMOpIBHIOBAIM 3aCTOCYBaHHs cakyGiTpuiy/Bancaprany Ta eHasanpuny y 375
neiaTpUUHMX mauieHTis Bikom Big 1 micsAus go < 18 pokiB i3 cepueBOd HENOCTATHICTIO Yepes
CHCTEeMHY cHcToniuHy auchyHKIito fieoro mwnyHouka (OBJILI < 45 % abo dpaxuiiiHe cKOpoyeHHs
<22.5 %). OcHOBHOIO METOIO GYJI0 BU3HAYUTH, YH € cakyOiTpui/Bancapran OiibLl eheKTHBHIM, HiX
CHAJIAMPHJT, HA OCHOBI I0GanbHOI KiHLEBOT TOYKHM 7S MefiaTpHYHMX NAUiCHTIB i3 CepLEeBOIO
HEJIOCTATHICTIO MPOTArOM 52 THKHIB NiKyBaHHs. [noGanbHe paHKyBaHHs NEPBHHHOI KiHLEBOT
TOUKH OTPMMYBAIH LLJIAXOM OL[IHKH CTaHy MallieHTiB (Bil HafTipiIoro 10 HaiKpaloro pe3ynbTarty)
HA OCHOBI KJIHIYHMX MOiN, TAKUX AK CMEpTh, MOYATOK MEXAH{YHOI MiATPUMKH KMTTEMiSIbHOCTI,
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BHECCHHS 10 CMMCKY KaHJMJaTiB Ha TepMiHOBY TpPaHCIIAHTALil0 cepus, NOripuieHHs Cepleroi
HeJI0CTATHOCTI, BH3HaueHHsa QyHkuionansnoro knacy (kputepii NYHA/ROSS) Tta nopinomneni
MaLieHTOM CHMIITOMH ceplieBoi HepoctaTHocTi (InoGanbHa mKana oniHKM Juis nauicHra — Patient
Global Inventory Scale [PGIS]). [TauicHTH 3 TpaHCMO3WLICIO MaricTpa’abHUX apTepiit abo eauHum
MITYHOUKOM i NAllieHTH 3 PECTPUKTUBHOIO abo rimeprpodivHoto kapiiomionarieio Gynu BUKITOUCHI
3 nocnimkenns. Llinbosa niaTpumyioua no3a cakyOiTpuiy/BancapTany cTaHOBMIA 2,3 MI/KI 2 pasu
Ha 106y st AiTeit Bikom Bi 1 micstugt 1o < 1 poky Ta 3,1 Mr/kr 2 pasu Ha 100y A1 NALIEHTIB BIKOM
iz 1 1o < 18 pokie npu MakcumanbHiil 103 200 mMr 2 pasu Ha g00y. Llinkoea miaTpumyioua 103a
eHananpuay crasosuia 0,15 mr/kr 2 pasu Ha 100y anst aiteii Bikom Big | micaus mo <1 poky Ta
0,2 mr/kr 2 pasu Ha 106y Ana nauientis Bikom Bia 1 1o < 18 pokie npu MakcumanbHii no3i 10 mr 2
pasu Ha no0y.

V nociimkenni 6pany ydacTs 9 nanientie Bikom Bia 1 micsus 1o < 1 poky, 61 — Bikom Bia 1 poky 10
<2 pokiB, 85 — BiKkoM Bia 2 10 < 6 pokis i 220 — BikoM Bia 6 10 < 18 pokis. Ha mouaTky nocni/pkeHHs
15,7 % nauientie mamu 1 knac 3a NYHA/ROSS, 69,3 % — Il knac, 14.4 % — 11l kmac i 0.5 % — IV
krac. Cepeans @OBJI  cranoeuna 32 %. HaifuacTile OCHOBHOIO TPHYHHOK — CepLEBOT
HejocTaTHOCTI Oyna Kapaiomionatia (63,5 %). Jlo ydyacTi B JOCHiIKeHHI mauicHTH Haivactiiue
oTpumyBanu inribitopu AIID/BPA (93 %), Gera-Giokaropu (70 %), aHTaroHicTH anbA0CTEPOHY
(70 %) Ta niypetuku (84 %).

KoediuienT Manna — YiTHi 1715 r106GanbHOro paHxyBaHHsS MEPBUHHOT KiHLEBOI TOYKH CTAHOBHB
0,907 (95 % JI1 0.72; 1,14), To6TO YKMCeBHO HAa KOPUCTh caKkyOiTpuy/Bancaprany (AUB. TaONULIO 2).
Caky6iTpun/Bancaptal i eHananpui MpOAEMOHCTPYBANM MOPIBHAHHI  KJiHi4HO  3HAYyL
MOKpALICHHS 32 BTOPMHHUMH KIHLIEBMMH TOUKaMH: KJac 3a NYHA/ROSS Tta 3minu 3a mkanoro PGIS
MOPIBHAHO 3 BUXifHKUM piBrem. Ha 52-My TiokHi dyHkuionansnuii knac 3a NYHA/ROSS, nopiBHsiHO
3 BUXiJIHUM piBHeM, nokpammsces y 37,7 % ta 34,0 % nauienris, 3anummpes 6e3 3min y 50,6 % Ta
56,6 % nauienTis, noripmuses y 11,7 % Ta 9,4 % nauiedTie y rpynax caky6itpuny/sancaptady ta
eHananpuiy Bignopinuo. IlofiGHum uyMHOM nokasHuk 3a mKano PGIS, nopisHAHO 3 BUXIAHUM
piBHem, mokpaiwuees y 35,5 % ta 34,8 % nauientie, 3anmammbesa Oes 3min y 48,0 % Tta 47.5 %
nmauienTip, noripmuses y 16,5 % Tta 17,7 % mnauientie y rpymax cakyOitpuiy/BancapTaHy Ta
enananpuny Bianosigno. Pisai NT-proBNP cyTTeBO 3HM3WIMCA, TMOPIiBHSHO 3 BUXIAHUMH
[TOKa3HUKAMH, B 060X rpynax jikysanHs. Bennuuna sumkenss pisasg NT-proBNP npu 3actocysanni
cakyGiTpuny/aicaprany Oyna noaibHo 10 Ti€l, WO cnocrepiranacs Npu cepuesii HENOCTaTHOCTI
y nopocnux nauientie y pocuimkenHi PARADIGM-HF. Ockinbku  cakyGitpui/BancapTa
nokpauiysas Hacninaku Ta 3Huwkysas pisHi NT-proBNP y nocnimxenni PARADIGM-HF, suuskenns
NT-proBNP y noeanansi i3 cuMOTOMaTHyHAM Ta (GyHKUIOHAIBHMM MOKpPAILIEHHAM, MOPIBHAHO 3
BUXiHMM piBHeM, 10 cnoctepiramocs y gocaijpkenHi PANORAMA-HF, Beaxamocs
0OIPYHTOBAHOK MiJICTABOK) /Ui BUCHOBKY MpO KIiHi4HY KOPHMCTh Npenapaty MNpH CepleBii
HEIOCTATHOCTI Y me/liaTpuuHux nauientis. KinbkicTs nauienTis Bikom 10 1 poky Oyna 3amanoro, oo
OLiHUTH epeKTHBHICTE caKkyOiTpuIy/BasicapTany /s 1iei BiKOBOT rpymnH.

Ta6muus 2. Edexr nikyBaHHs s r100alpHOrO paHikKyBaHHs MEPBHHHOI KiHLEBOI TOYKH Y
nocnijkenHi PANORAMA-HF

CaxyOitpun/Bancapran | Enananpun

N=187 N=188 Edekr nikyBaHHs
['nobanbue IMOBipHiCTB IMOBIpHICTB BinHoueHHs
paHKyBaHHs CIPUAT/IMBOTO HACHI/IKY | CIPUATIMBOIO maHcip®
NIepPBUHHOT (%)’ Haciaky (%)* (95 % 1D
KiHIIEBOT TOUKH 52,4 47,6 0,907 (0,72; 1,14)

* IMOBIpHICTb CHPHSTIMBOTO Hacliaky abo iiMosipuicts Manna — Yitai (Mann-Whitney probability (MWP)) s 1poro
pexHMy TiKyBaiuHs OLIHIOBAIM HA OCHOBI BiICOTKA KPAamOro MOKA3HHKA Y IONAPHHX MOPIBHAHHSX 3araibHOrO
panrosoro Gana MiX manieHTamu, siKi 3acTOCORYBaIM cakyDiTPHI/BalcapTaH, 1 THMM, XTO 3aCTOCOBYBAB CHAJAIIPHII
(koyeH BHIIMI Gan BBAXKAECTHLCS OJHUM KPAalMM MOKA3HHKOM, 4 KOMKEH OJQHAKOBHH 0an — MOJOBHHOI KPaLoro
NOKa3HHUKa).



" Koedinient Manna — Yitui pospaxosysan sk pospaxynkosy MWP s enananpuiy, nojiieny Ha po3paxyHKoBY
MWP ans caxyGitpuiy/sancaprany, 3 xoediuicurom <1 Ha KOpueTh cakyOiTpumy/BancapTaHy Ta > 1 Ha KOPHCTH
eHananpuiy.

Mexanizm aii

Caky6iTpun/BancapTan IeMOHCTPYE MEXaHi3M Jii iHriGiTopa aHTaroHicTa pelenTopiB HENPUIII3UHY
IITSIXOM  OJIHOUACHOTO iNribyBanug nenpuiizuny (HeiiTpansHa engonentuaasa; NEP) uepes
LBQ657. aktuBHuil MeTaboiT cakyGiTpuiy, i 6mokyBaHHs peuentopis anriotensuny Il 1-ro tuiy
(AT)) Bancapranom. JlofaTKOBMii TO3MTHMBHMII BriMB cakyOiTpuiy/BancapTaHy Ha CepLEBO-
CY/IMHHY CHCTEMY Y NAL[€HTIB i3 CEPLEBOI0 HEIOCTATHICTIO MOACHIOETLCA THM, 0 LBQ657 akTnBye
MENTHAH, AKi PO3NANAIOTHC i BIUIMBOM HEMPHII3HHY, 30KpeMa Hatpiiypetnuni nentuau (HIT),
TOZi K BajgcapTaH npurHiuye neratushi edextu anriorensuny I1. HIT npossnsiors cBiii edekr 3a
paxyHOK akTHBauii MeMmOpaHO3B’s3aHMX pELENTOpiB, MNOB’A3aHMX 3 TYaHIIUHMKIA30k0, O
NPU3BOMTE 10 MiJABMIIEHHS KOHUeHTpauii ul'M® i BUKIMKae CHMITOMH Ba30QMNIaTAalLlil,
36ibLIeHHS HaTpiilypesy i Aiype3sy, 36iIbIIeHHs MBHAKOCTI KIy00ouKoBOi (inbTpalii i HUPKOBOIO
KPOBOTOKY, NpHMIHIYEHHs BHBIJBHCHHS PpEHiHY i anbaoCTEpOHY, 3HMKEHHA CHMITATHYHOL
AKTUBHOCTI, @ TAKOXK YHHMThL aHTUTiNepTpodiuHy Ta aHTU(IOpoTHUHY Aito.

Basicapran, BubipkoBo 610Kylouu peuentopu AT, IpUrHitye HeraTHBHUA BIUIMB anriotensuny Il
Ha CepleBO-CYIMHHY CHCTEMY i HUPKH, a TAKOXK GJI0KYe BUBINbHEHHs albJ0OCTEPOHY, 3aleKHE Bijl
anriorensuny II. e 3anoGirae cTiiikiit aktupauii PAAC, sika CIpHYMHSE 3BYKEHHSA CY/IMH, 3aTPUMKY
HATPilO | BOJM HUPKAMHM, aKTHBAILIFO 3POCTAHHs i Npofidepallilo KIITHH, @ TaKOXK MOMKE NPU3BECTH
1o nopyieHHs GpyHKLUIT ceplieBo-CyIMHHOT CHCTEMH.

Dapmarokinemuxa

BasicapTaH y BUIJIA/I KOMILIEKCHOT COJTi, 110 MICTHTBCA B JTiKapcbKoMy 3aco0i [OBenTa®, Mae Ginbl
BHCOKY OiOJOCTYMHICTh, MOPIBHAHO 3 BAICAPTAHOM, IO MICTHTBCA B iHIIMX TabNEeTOBaHWUX
npenaparax; 26 mr, 51 mr i 103 mr Bancaprady B JiKapchKoMy 3aco0i IOBenTa® expiBanenTHi
BignosigHo 40 mr, 80 mri 160 Mr BancapTany B iHIIKUX TabJeTKaXx.

Bemormyeanis

[Ticng mepopalbHOTO 3acTOCYBaHHs JliKapchbKMH 3acid JOBenTa® posnasacTecs Ha BajcapTaH i
HeakTHBHY (QopMy (mponiku) cakyOitpuny. CakyOGiTpun nami MeTadoNi3yeTbes 10 aKTHBHOTO
metabonity LBQ657. [TikoBi KoHUeHTpawil BULLe3a3HAYEHUX PEYOBHH y MIa3Mi KPOBi JOCAralOTHCS
yepes 2 roguuy, | romuHy i 2 roauHM BianoeigHo. AGcomoTna GiogocTynHicTs cakyGiTpuiy i
pasicaprany nepesutye 60 % i 23 % BinnosiaHo.

Ilicns 3acTocyBaHHs jikapchkoro 3aco6y IOrenta®™ 2 pasu Ha 106y piBHOBaXKHI KOHIEHTpauil
cakyOitpuay, LBQ657 i BasicaptaHy JOCAralTECs MPOTAroM TphOX AHIB. CTATUCTMYHO 3HAYMMOI0
HAKOMUUEHHS cakyOiTpuiy i BajcapTaHy B PIBHOB@XHOMY CTaHi He BiZI3HAYacThCs, B TOM JKe 4ac
HakonuueHHs LBQ657 nepeBuilye KOHLEHTpALIO MPH OJHOPA30BOMY 3acTocyBaHHiI B 1,6 pasa.
I[IpuifoM mpenapary nig yac A KJIIHIYHO 3HAYyIle HE 3MIHIOC MOKa3HMKH CHCTEMHOTO BIIMBY
cakybitpuny, LBQ657 i sancaprany. Jlikapcbkuii 3aci6 IOBenta®™ MoxkHa npnitMaTh He3aNnexKHO Bifl
npuiomy TKi.

Poznodin

Caky6itpun, LBQ657 i BajicapTat MillHO 3B’s13yr0Thest 3 Ginkamu n1asmMu Kposi (94-97 %). LBQ657
HE3HAYHOIO MipoIo MpoHKKae yepes remaroenuedaniunuii 6ap’ep (0,28 %). Cepeaniit ysiBHui 00°eM
pO3MOAiNy BancapTany i cakyGiTpuiy craHoBUTh 75 i 103 niTpu BignosiaHo.

Memabonizm

CakyGiTpun meuako Tpanchopmyerses y LBQ657 mix Brnmeom kapGokcunectepasu lb i le; pani
LBQ657 ictoTHO He MeTabonizyeThes. Bascapran MeTabomi3yeThess HE3HAUHOIO MIpOIO, Y BUTIISI
MeTaGoMiTiB BUsIBAsSETbeA JMiue OGamspko 20 % BBedeHoi 103u. Y MiasMi KpoBi B HE3HAYHMX
KoH1ueHTpauigx (< 10 %) BUSBISBCS IiIpOKCUIILHUI MeTaboIIT.

Ockinbkd 1 cakyOiTpusi, 1 Baicaprad MiHIMaIbHOIO Mipol0 MeTaboni3ylTbCsAd 3a Y4acTo
izodepmentis  muToxpomy CYP450, 3mina TxHROI (papMaKOKiHETHKH Yy pa3i OJHOYACHOro
3aCTOCYBaHHs IIPeNaparis, 10 BIIMBalOThL Ha i30depmenTn CYP450, € ManoiMoBipHOLO.
Jlocaimkenns MeTaboni3My in Vvifro BKasyloTb Ha Te, LIO HMOBIpHICTL NiKapChbKMX B3aeMOi,
onocepekoBaHux izopepmentamu nutoxpomy CYP 450, ayxe HH3bKa, OCKiIbKM MeTaboni3M
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nikapenskoro 3acofy 0senta® uepes ensumu CYP450 obmexennii. Jlikapcbkuil 3aci6 FOBenta® ne
akTuBYye i He iHribye enzumu CYP450.
Busedenns
[licas mepopanbHOrO 3acTOCYBaHHs JIIKApChbKOro 3acody IOBenta® 52-68 % cakyGirpuny
(nepesaxno y surasi LBQ657) i npubnuzno 13 % pancaprany i Horo MetaboniTie BUBOAATHCA i3
ceucto; 37-48 % cakyGitpuny (mepeakHo y Burssagi LBQ657) i 86 % sancaprany i iioro
MeTaOoJliTiB BUBOISATHCS 3 KaaoM.
Caky6itpun, LBQ657 1 BancaptaH BHMBOAATbCA 3 IUIa3MH  KpOBi i3 CepeaHiM nepiofoM
nanippusenenns (T12) npudnuzno 1,43 rogunu, 11,48 rogunu i 9,90 ronuuu BianosijHo.
Jinitnicms/neninitinicms
®apmakokineTHka cakybitpuny, LBQ657 i Bancaprany Oyna npuGiu3HO JIHIHHOIO Yy BCBOMY
nianasoni 103 nikapeskoro 3acoby Oeenta® — Big 50 1o 200 mr.
Dapmakoxinemuka 8 OKPeMux 2pyn X60pPux
Hayicumu aimuvozo sixy. Excnosuuii LBQG657 i BanicapraHy y nauieHTiB Bikom Bi 65 pokip BuILi
Ha 42 % i 30 % BiAMOBIHO, HiXK Y MALIEHTIB MOOIILIOTO BiKY.
Hopywenus Qynxyii nupox. Cnoctepiranacs KoOpeslis MK HUPKOBOK (YHKLIEID i CHCTEMHHM
priMBoM LBQ657 v mauieHTie 3 erkoro ado TsHKKoro GopMoro nopylueHHs GyHKuii Hupok. Briius
LBQ657 y nauientis i3 cepeanboro (30 ma / x8 / 1,73 M < plLIK® < 60 ma / xe / 1,73 M?) i TSKKOIO
dopmoio nopywenns (15 ma / xs / 1,73 m* < plUK® < 30 ma / x8 / 1,73 M%) 6yB y 1,4 i 2,2 pasa
BUIMM TIOPIBHSHO 3 TaKMM Y NalicHTiB 3 JIErkow (opmMow nopyuenHs (yHKUil HHpPOK
(60 Mn/ xB/ 1,73 M? < pLLIK® < 90 ma / xe / 1,73 m?); ue Haiibinpiua rpyna nauienTis, o 6pana
yuacth v pociimkenni PARADIGM-HF. Brume Bancaprany GyB OJHAKOBMM Y NaUi€HTIB i3
cepelHbOI 1 TKKOW GopMaMu mopyieHHsT QYHKIT HUPOK NOPIBHAHO 3 MalliEHTaMH 3 JIETKOIO
dopmoto. JlocmiakeHHs 3a y4acTio MaiieHTiB Ha remoianizi He npopomunucs. Oanak LBQ657 i
BaJIcapTaH 3HAYHOIO MIpOIO 3B’A3YIOThCA 3 OiNKaMM MIasMM KpOBi, TOMy iX BMBEJIEHHs Iij yac
remoiaizy € ManoiMOBIpHHUM.
Hopyuennsa Gynxyii nevinku. Y nanieHTis 3 nopyLLIeHHAMH QYHKIIT NeYiHKH JIEFKOrO Ta CEPEAHLOT0
CTYIEHs TAKKOCTI eKCMo3ullis cakybiTpuny 30inburysanacs B 1,5 i 3,4 pasa, LBQ657 -8 1,51 1.9
pasa i Bancaprany — B 1,2 i 2,1 pa3a BiMOBIAHO MOPIiBHSIHO 3 TAKOK Y 3J0POBMX JI0OPOBOJIBLLIB.
OnHaK y NanieHTip 3 NOpyWEeHHAMH QYHKILIT MeYiHKyU Jierkoro ado cepelHboro CTYNEHs TSKKOCT
BIUIMB BilbHUX KoHLeHTpaniii LBQ657 36insinecs B 1,47 i 3,08 pasa BiMOBiAHO, a BIIMB BiJIbHUX
KOHLIEHTpaLiii Bancaprany 30inbmmees B 1,09 i 2,20 pasa BiAmOBiHO MOPIBHAHO 3i 310POBUMH
no6posonblaMu. CakyGiTpui/sancapTan He JOCIIPKYBABCA Y NMAl[icHTIB 3 NOpYWeHHAMH (QyHKuii
MeYiHKH TSOKKOrO CTyNeHs, OiJiapHMM UMpO30M MediHKH abo XosiecTazoMm (JMB. pO3IiIH
«[TpotunokazanHsay i «Oco0IMBOCTI 3aCTOCYBAHHAY).
Bnnue cmami. @apMaKoKiHeTHKa Jikapehkoro 3acoby FOsenra® (caky6itpun, LBQ657 i Bancapran)
OJ/IHAKOBA Y YOJIOBIKIB i XKiHOK.

iTh
dapmMakoKiHETHKY cakyOiTpuiy/BancapTaHy OLIHIOBAIM Yy NeJiaTPUUHUX NAlieHTIB i3 CepUEBOID
HeNoCTaTHICTIO BiKoM Bijl 1 Micaus o < 1 poky Ta Bia 1 1o < 18 pokie; papmakokiHeTHUHHI npodiib
cakyOiTpuy/BancapTany y AiTeil Ta JOpOCIMX € NOAIOHHM.

Kainiuni xapakTepHcTHKH.

Hokazanns.

CeplieBa HEJIOCTATHICTb Y IOPOCIUX

JlikyBaHHS XpOHIUHOT CeplEeBOi HEJOCTATHOCTI y AOPOCIHX TMAl[ieHTiB 3i 3HHKEHOIO (paKiicio
BUKHM LY JTIBOTO HUTYHOUKA.

Cepliera HEIOCTATHICTb Y JTEH

JlikyBaHHs CMMITOMATHYHOI XPOHIYHOI ceplieBOl HEAOCTATHOCTI i3 CHCTOMIYHOK AUCHYHKLIEHO
NiBOro LWITYHOUKA Y AiTeil BikoM Bia 1 poky (auB. po3nin «PapMakoauHaMiKay).




Ipomunoxasanna.

e [imepuyTnuBicTh 70 AiOUMX pedoBHH abo 10 OyAb-AKOT 3 JIOMOMIKHHMX PEYOBHH JIiKApCHKOro
3acofy.

e OpHovacHe 3acTocyBanns 3 iuriGitopamu AII® (muB. posainn «Bsaemonia 3 iHLMMH
NiKapchbKMMHM 3aco0aMi Ta i Buan B3aemoniity i «OcobnuBocTi 3acTocyBants»). Jlikapcekuii
3aci6 HOBenTa® MokHa npuiiMaTtH, SKIO 3 MOMEHTY TPHMHHEHHs npuifomy iHriditopa All®
MHHYJIO HE MeHIUe 36 roAHH.

¢ HaseHicTb B aHaMHe31 aHTIOHEBPOTHYHOTO HAaOpsKY NpH 3actocyBanHi iHriditopie AITD aGo BPA
(nme. po3ain «OcobaMBOCTI 3aCTOCYBAHHSAN).

e Crnankopuii abo imionatu4Huii aHrioneBpoTHuHMil Habpsak (auB. posain  «OcobauBocTi
3aCTOCYBaHHAN).

e OpHOYAacHE 3aCTOCYBAHHS 3 JIKAPCHKMMH 3aco0aMM, IO MICTAThb ajicKipeH, namieHTam i3
LyKpoBHM JiaGeToM ab6o natientam 3 nopyuennsm gynkuii aupox (pLUK® <60 mn /xs/ 1,73 m?)
(muB. posginu «B3aemois 3 iHIUMMM JIKAPCHKMMM 3acO0aMM Ta iHINI BMAM B3aeMOAIN» i
«OcoBIMBOCTI 3aCTOCYBAHHSA ).

o Ilopyiienns (QyHKUii NediHKM TSKKOro cTynens, GimiapHuit umpos i xonectas (muB. posfin
«Cnocib 3acTOCYBaHHS Ta J03U»).

e Barithicts a0 nuanysaHHsi BariTHocTi (AuB. po3iin «3acTocyBaHHs Yy mepioi BariTHocTi abo

FOLYBaHHs TPYION).

B3aemodis 3 inumiumu AikapcoKumu 3acobamu ma inuii 6uou 63aemooii.

CymicHe 3aCTOCYBaHHS NMPOTUIOKA3aHO

Inzieimopu AII®. OpHo4acHe 3aCTOCYBaHHs JIKapchbKOro 3acody IOBenta® 3 inriGitopamu AIID
MPOTUNOKA3aHe, OCKIMLKK OjHOYacHe iHribyeanns nenpuiisuny (NEP) i AIID HiABMILYE PU3UK
PO3BMTKY aHTiOHeBpOoTHYHOro Habpsky. Tepanilo nikapchbKUM 3ac0b0M IOBenTta® citin mounHat He
paHilue Hix uepes 36 roauH micis npuiioMy ocTaHHEOT 03K inriGitopa ATI®. Teparis iHriGiTopom
ATI® MoBMHHA MOYMHATHCS HE paHille HiK yepe3 36 roJMH IicIs 3aCTOCYBAaHHA OCTAHHBOI O3H
nikapepkoro 3aco6y FOBsenta® (us. poszinu «[IpoTunokasanHsy i «Crnocid 3acTocyBaHHs Ta J031).
Anickipen. OnHOYacHE 3aCTOCYBAHHA JIKapChKOro 3acoly IOBenta® 3 mpenaparamu, WO MIiCTATH
alicKipeH, NpOTHIIOKa3aHe NallieHTaM i3 yKpoBHUM JiaGeToM i mauieHTaM 3 nopyuweHHam GyHKuil
HUpoK (pILIK® < 60 mn / xB / 1,73 M%) (mmB. posnin «IIporunokazanus»). Kombinauis nikapeekoro
3aco0y FOBenTa® i npsmMux iHriGiTopiB peHiHy, TaKHX K anicKipeH, He PeKOMEHAYEThCs (JIMB. PO3/IiJI
«OcobnuBocti  3acTocyBaHHs»). [loeqHanns JikapchKkoro 3aco0y FOBenta® 3 anickipeHom
MOTEHIifHO MOB’A3aHO 3 OINBII BHCOKOK 4acTOTOI MOOIYHMX peakllif, Takux fK apTepianbHa
rinoTensis, rinepkasiemis i 3HWKeHHs QYHKUIT HUPOK (BKIIOYHO 3 TOCTPOID HHPKOBOHO
HemocTaTHicTIO) (auB. po3ainyu «lIpotunokasanusy i «OcoOIUBOCTI 3aCTOCYBAHHAN).

CymicHe 3acTocyBaHHs HeDaxaHe

Jlikapcekuit 3aci6 [Osenta® MicTuTh BancapraH, ToMy Lei JiKapchkuii 3aci® He MOBMHEH
3aCTOCOBYBaTHCS 3 iHUIMMH Tpenapatamu, wo Micrate BPA (muB. posain «OcobmuBocti
3aCTOCYBaHHY).

CyMicHe 3acTOCYBaHHs BUMArae 3anobiKHUX 3aX0J1iB

Cybempamu OATPIBI i OATPIB3 (inzi6imopu I'MI'-KoA-pedyxmasu), nanpuxnad cmamunu. Jlani
in vitro BKa3yloThb Ha Te, 1110 caky6itpui inriGye rpancnoprepu OATP1B1 i OATP1B3. Ak Hacnijok,
I0BenTa® Moxe 36inbIMTH cucTeMHy ekcnosuuito cyberpatis OATPIBI i OATP1B3, 30xpema
cratuHie. OjiHOYACHE 3aCTOCYBAHHS caKyOiTpuiy/Baicaprany 30i1b1yBano Cmax aTOpBacTaTUHY |
fioro Metabomnitie y 2 pasu, a AUC — B 1,3 paza. Takum 4MHOM, CIIiJI NPOSBIATH 0OEPEKHICTE Y pasi
OIIHOYACHOTO 3acTOCYBaHHs Jikapchbkoro 3acoby IOsenta® 3i cratmnamu. Ilpu onHouacHomy
3aCTOCYBAHHI CHMMBACTaTHHY Ta cakyGiTpuiy/BancapTaHy KIiHIYHO 3HAuyuwloi B3aeMoOAii He
criocTepiranocs.

InziGimopu ocodiecmepasu 3, exuouaiovu cundenagin. Y NaLIEHTIB 3 BAPAKEHUM [11ABULIEHHAM
apTepianbHOro THCKY, fAKi OTpuUMyBamu cakyOiTpui/ajicapTaH (10 JAOCATHEHHs PIBHOBaXKHOI
KOHLIGHTPALIIT), OJHOPA30BE 3acTOCYBAaHHs CHMJAEHA(iNy IOCHIIOBANO AHTHIiNEPTEH3UBHY O
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MOPIBHAHO i3 3aCTOCYBAHHSM Npenapaty sk MoHoTepanii. 3 Liei NpUIHHHU naiieHTaM, siKi OTpPUMYIOTh
nikapebknit 3aci6 FOsenta®, sacrocosyBati cunnenadin abo inumii inridirop docdoniecrepasu 5
¢zl 3 06EepPEKHICTIO.

Kaniti. OnpouacHe 3acTocyBaHHA Kaniesbepiraiouux AiypeTHKiB (TpMamTepeHy, aminopuay),
aHTaroHICTIB MiHEPAIOKOPTHKOTIB (HANPUKIIaj, CIipOHOIAKTOHY, EMIEPEHOHY), KalieBUX 100aBOK
ab0 KanieBMIiCHHUX 3aMiHHMKIB KYXOHHD'I' cosi, IHIIMX npenapatiB (HanpuHKIaj, rernapuiy) Moxe
NPH3BECTH /10 i IBUILEHHS pIBHﬂ Kailo B CUPOBATIli KPOBI Ta PiBHS CHPOBATKOBOIO KpeaTHHIHY. Y
NauieHTiB, AKi OTPUMYIOTH Jikapchkuii 3aci6 IOBenta® OJHOYACHO 3 LMMM INpenaparamu,

PEKOMEH/IYCThCSl PETYJISPHO KOHTPOJIIOBATH BMICT Kanilo B CHpOBATUi KpOBI (1MB. po3ain
«OcobnMBOCTI 3aCTOCYBAHHA).

Hecmepoioni  npomusananeni — 3acobu  (HII33),  exmouaiouu  cenekmugHi ineioimopu
yurnooxcucenazu-2 (LJOT-2). Y mauieHTi TTHBOrO BiKy, MallieHTiB 3 TIIOBONEMIEIO (BKIIIOYAOYH
THX, XTO OTPUMYE HiypeTuku) abo Tlal_li€HTiB 3 MOpYIIEHHSM HUPKOBOT (yHKLIT ofHOYacHe
3aCTOCYBaHHS nmapcmcoro 3acoby FOeenta® i HI133 Hi,[IB!dHJ,yG PU3MK ToripLeHHs QyHKIiT HUPOK.

V nauieHTiB, AKi OTPUMYIOTh JiKapChKuii 3acib fOeenta® onHouacHo 3 HII33, pekomeHyeThes
KOHTPOOBATH (YHKILIO HUPOK (auB. po3in «OcobMMBOCTI 3aCTOCYBAHHS»).

Hpenapamu gimiro. TloBizomasnocs npo oGOpPOTHE MiABUILEHHS KOHUEHTpauii JIiTiio B cupoaaml
KpOBi Ta TOKCHYHICTh MPH OJJHOYACHOMY 3aCTOCYBaHHI JITi0 i inriGiropie ATI® abo aHTaroHicTiB
peuemopm anriotensudy I, Bimouaroun cakyGitpui/BancaptaH. Omke, KomOiHamis —LHX
npenaparie He PEKOMEH/1yEThCS. Akwo 3acTocyBaHHs Takoi KomOiHauii HeoOXiaHe, HOTp16eH
peTenbHUI MomTopMHr piBHs 7iTiI0 B cHpoOBaTIi KpoBi. ¥ pasi 3acTocyBaHHi NiypeTHKIB pU3MK
TOKCUYHOT JIii JIITII0 MOXe 3pOCTaTH.

dypocemio. OHOUACHE 3aCTOCYBaHHs cakyOiTpuiTy/BancapTany i dbypoceminy He BIIMBAJIO Ha
dpapmafcor{memxy caKyGITpuny/BancapTaHy, ane 3meHmyBano Cmax 1 AUC (bypoceMl,uy Ha 50 % i
28 % pianoeiano. Toxi sk 06’eM cedi ICTOTHO He 3MIHIOBABCH, BHJIIJICHHS HaTpito i3 cedero
CKOpOUYBANOCs NPOTArOM 4 i 24 ronuu nicas omHouacHoro 3actocyeaHHs. Cepe/Hs no0oBa 103a
dypoceminy He 3MiHIOBanacs MOPIBHAHO 3 BMXiIHOIO [03010 [0 KiHIA JOCITJPKEHH S
PARADIGM-HF y nauienTie, ski oTpuMyBaIi cakyOiTpui/sancapTaH.

Himpamu, nanpuxiad nimpozniyepun. JlikapchKoi B3aemOjii MK cakyOiTpuIOM/BalicapTaHOM |
HITPOTTLIEPUHOM, 110 BBOIMTHCS BHYTPIIIHLOBEHHO IUIS 3HMIKEHHS apTepialbHOrO THCKY, He
BizzHaueHo. V pasi 0lHOYaCHOTO 3aCTOCYBaHHS HITPOTTiLlepUHY i cakybiTpuny/BancapraHy 4acTora
CcepleBUX CKOpOYEHb Bifpi3HsIacs Ha 5 yaapiB 3a XBUIMHY TOPIBHAHO i3 3aCTOCYBAHHAM TiJIBKH
HITpOriLEpUHY sK MOHOTepanii. AHaNOriYHMH BIUIMBE Ha 4acTOTY CEpUEBMX CKOPO4CHb
crocTepirascsi, KOMM cakyGiTpuii/BaicapTal MpuiiMany i3 cyOaiHrBanbHUMM, NepopalbHUMK abo
TpaHc/epMallbHUMH HiTpaTaMu. 3arajioM KOpUryBaHHs 71031 He noTpiGHe.

Tpancnopmepu OATP i MRP2. Axtupuuit mertabonit cakyGitpuiy (LBQ657) i i BancaprtaH €
cy6erpatamn OATPIBI, OATP1B3, OAT1 i OAT3; Bancapran — e Takox cyberpat MRP2.
Taxum uHMHOM, OJHOUACHE 3aCTOCYBaHHA nikapenkoro 3acoby IOpenta® 3 inriGiropamu OATP1BI,

OATP1B3, OAT3 (manpuknaj, i3 pudamniuuHom, uukiocnopunom), OAT1 (manpuknaz, i3
Tenoosipom, uuaodoeipom) abo MRP2 (Hanpuknaz, i3 pUTOHaBIpOM) MOKE MPHU3BECTH O
MiBMILIEHHs cucTeMHOT ekcriozutii LBQ657 aGo sancaprany. Cniij JoOTpMMyBaTHCh 00€pEKHOCTI Ha
T0YATKY i B MOMEHT 3aBEpLIEHHS CyMiCHOIO 3aCTOCYBaHHsI JIIKapchKOro 3aco0y IOBenTa” i BKazaHKX
npenaparis.

Memeopmin. OnHodacHe 3acTOCyBaHHs caKyGiTpuny/Bancaprany i MeTOPMIiHY TPU3BOIMIO 10
samkenHst Cmax 1 AUC meTdopminy Ha 23 %. Kniniuna 3HauymicTs UMX JaHuX Hepigoma. Tomy 1o
NpU3HAYeHHs J1iKapchKoro 3acoly [Oeenta® mauiesram, siki npuimMaioTh MeTOpMiH, MOTpiGHO
OLLIHMTH TXHil KJIiHIYHUHA CTaH.

Hesnauni B3aeMoiii

Kniniuno 3Hadymi Jikapceki B3aemonii He Oynu  Bif3HaueHi mijg  dyac 3acTOCYBaHHs
cakyGiTpuny/pancaprany i AMroKCHHy, Bap(apuHy, IiipoXnopTiasuy, amJIOJHUIIHY, OMenpasony,
KapBe U0y abo koMOiHaLlil 1eBOHOprecTpeny/eTHHINeCTpa1iony.




Ocobaugocmi 3acmocygania.

Todesiima 6roxada penin-anziomenszun-aivdocmeponogoi cucmemu (PAAC)

Kom6inauis nikapeekoro sacoby FOsenra® 3 inriGitopamn AIID npoTunokasana yepes nipuileHHH
PH3HK PO3BUTKY aHrioHeBpoTHYHOTro HabpsKy (aue. po3ain «IIporunokasanss»). Jlikapeekui 3acib
[OBenTa® He MOKHA NPUIAMATH, MOKH 3 MOMCHTY OCTaHHBOTO MpHHOMY 103K inridiTopa AIlD nHe
npoitae 36 roguu. Ilicas NPUITHHEHHS Tepanii fikapchkuM 3acobom tOBenta® npuiiom iHribiTopis
ATl® He MOBHMHEH MOUYMHATHCA padimie HDK yepe3 36 TOAMH micns NpuiioMy OCTaHHBOI /103U
J'lil{apCbKOl‘O 3acoby MOmenta® (mue. p03,£liHH «ITpoTunokazanHs», «BzacMmomis 3 IHIIMMH
niKapchKUMH 3aco0amMu Ta iHILi BUAKM B3aemosii» i «Cnocib 3acTocypaHHs Ta ,]103”)})

He peKOMEHAYEThCA OJHOYACHO 3acTOCOBYBATH J'[lKapChKldH 3aci6 FOsenta® 3 npamumu
iHridiropamu peHmy, 30KpeMa 3 allicKipeHOM (,[lldB po3zain «B3aemois 3 iHIIMMHM NIKapCHKUMH
3aco0aMu Ta iHIII BUM B3aeMoiiin). KomGinais nikapeskoro 3acoGy YOBenTa” 3 npenapatam, 1o
MICTATH ANCKipeH, MPOTHNOKA3aHA MallieHTaM i3 IyKpoBMM JliaGeToM abo 3 mopyleHHaM QyHKIii
Hupok (pIIK® < 60 ma / xe / 1,73 M%) (auB. posaimn «[Tporunokazannsy i «Bzaemoais 3 iHWAMA
niKapchKUMH 3acobaMy Ta iHLIi BUAM B3acMOMIIH»).

Jlikapebkuit 3aci6 FOsenta® MmicTuTh Banmcapran, omke, Lel Jikapchkuii 3aci® He NOBHHEH
3aCTOCOBYBATHCA 3 iHIIMMH Npenapatamy, o mictste BPA (quB. poszinu «Bsaemopist 3 iHIAMH
nikapchbkumu 3acoGamu Ta iHIui Buan B3aemoiii» i «Cnocib 3acTocyBaHHs! Ta J1031).

Apmepianena 2inomensis

JlikyBauns He cnin noynnat, skimo CAT ne cranoButh > 100 MM pT. CT. y IOPOCIHX nauieHTiz abo
>5-ro NpoueHTHs s BiKy y neaiatpuunux nauieHTis. ITauientn i3 CAT <100 mm pr. cT. HE
mochmimkyBanucs (auB. posain «®dapMakopuHaMikay). BizomMo npo BUMAAKH CHMITOMAaTHYHOT
apTepiaabHOl TiMOTeHsii y AOpOC/MX MalieHTiB, sKi OTPUMYBAIM cakyOiTpui/BaicapTaH Mij dac
KkIiHiuHKEX gocaipkens (quB. posain «Ilo6iuni peakuii»), 0co6IMBO y MallieHTIB BikoM > 65 pOKiB,
nauienTis i3 xBopo6oio Hupok i nauienTis 3 Hu3bkuM CAT (< 112 MM pt. c1.). Ha nouarkosii cranii
Tepanii abo miji Yac TUTPYBaHHA 1034 JIIKAPCHKOTo 3a006y IOBenta® aprepianbHuii THCK nOTPiOHO
KOHTPOJIIOBATH B MJIaHOBOMY MOPsiAKY. Y pasi aprepiaibHOi rinoTensii pBKOMBH,IIyETbCH THMYacOBO
3MEHIIMTH J03y ab0 NMPUITMHUTH Tepailo JIKapchbKuM 3acobom IOBenTa® (nmB. p03mn «Cnocib
3aCTOCYBaHHA Ta J03u»). Chif BpaxoByBaTd HEeOOXiAHICTE KOPUTYBAHHA 103M JiypPETHKIB, CyMyTHIX
AHTUTiNepTeH2UBHUX 3aco0iB, a TAKOX B3ATH JIO YBArd iHII NMPUYMHM apTepianbHOI TinoTeHsii
(HanmpuKIa, rinososeMis). IMOBIpHICTS BUHHKHEHHS BUPAXEHOrO 3HUIKEHHS apTepiaNbHOro THCKY,
K TPaBUIIO, BUIL@A Y MAI[IEHTIB 3 HAsABHICTIO rinoBoJeEMii, SKa Moxe OyTH BUKIHKAHA OJTHOYACHHM
3aCTOCYBAHHAM JiypeTHYHHX 3aco0iB, JOTPMMAHHAM HU3LKOCONBOBOT MIETH, HAABHICTIO Alapel abo
GmioBaHHA. SHUIKECHUH piBEeHb HATPilO B KpoBi Ta/abo 3MeHLIeHuiH 06’ eM uupkymoyoi kposi (OLIK)
Ci/l BIAKOpMIYBAaTH 10 IOYATKY Tepamil JiKapchbKuM 3aco0oM IOBenTa®™ 3a yMmoBHM, WO Lie HE
npu3Bejie 10 pu3uky Hapmmky OLIK.

Hopyuenns gyuryii HUPOK

OGCTeKEHHS MALliCHTIB i3 CepleBOl0 HEJIOCTATHICTIO 3aBKAH MOBMHHO BKJIIOYATH OLIHKY (yHKLIT
HupoK. [TalieHTH 3 MopymeHHAM GYHKLIT HUPOK JIErKOro Ta MOMipHOTo CTyNeHs THKKOCTI 3HaYHOIO
MipOIO CXHMJILHI 10 PO3BUTKY apTepianbHol rinotensii (auB. po3jiin «Crocid 3actocypanHs Ta 1031»).
KniniyHuii JOCBiA 3acTOCYBaHHA Npenapary MalieHTaM 3 MOpYIIeHHAM (yHKLIT HUPOK TSIKKOTO
crymenst (pLIK® < 30 ma / xB / 1,73 M%), sKi MaloTh BHCOKHH PH3MK PO3BHTKY apTepianbHOi
rinorensii, gy:xe ooMexennii (uB. posain «Croci6 3acTocyBaHHA Ta 103K»). JlocBily 3acTOCYBaHHS
cakyGiTpuIly/BajicapTaiy naijieHTam 3 nopyueHusM QyHKUiT HUpOK y TepMiHabHil cTazii XBopoou
HUPOK HEMae, TOMY 3aCTOCYBaHHS NMPenapary B LIbOMY BUIAJIKY HE PEKOMEH/1YEThCs.

Hozipwenns gpynryii HUpox

3acTocyBaHHs JIKapChKOro 3acody I0Benta®, sik i 6ymp-sKoro iHmoro npenapary, o jaie Ha PAAC,
MO3KE MPU3BECTH 10 noripiuenHs (QyHKUil HUPOK. PHM3MK migBMiLyeThes npu aeriparauii abo
oznHouyacHoMy 3actocyeanHi HIT33 (auB. po3nin «B3aemonia 3 iHWIMMK JiKapCcEKMMH 3acobaMH Ta
iHIIi BUM B3aeMOiit»). ¥ pasi KJIiHIYHO 3HAYUMOro moripiieHHs GyHKIUIT HUPOK Cia pO3risHYTH

NUTAHHsA PO 3MEHIIEHHs 103H JiKapchKOro 3acody IOpenTa®.

Linepranicmis
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JlikyBaHHs He ClIiJ MOYMHATH, SIKIIO PiBEHb CHPOBATKOBOrO Kauit > 5.4 MMOJL/N y JOpOCAHX
nauiedtie i >5,3 MMone/n1 y jiteit. Tepanis nikapcbkum 3acoGom IOBenTa® 36inbliye pusuk
PO3BUTKY TinepKamieMii, Mpu LbOMY TiloKalieMis TaKoK MOXke BUHUKHYTH (auB. po3ain «[To6iuni
peakiii»). PekoMeH1yeThCsl pery/spHO KOHTPOMIOBATH PiBEHb CMPOBATKOBOIO Kajlilo, 0COOIMBO Y
MauieHTiB 3 TakuMu (PaKTOpPaMH PH3MKY, SIK HOpylleHHs (YHKUIT HMpOK, LyKpomuii niaGer,
rinoanbaocTepoHizM abo Ji€Ta 3 BHCOKMM BMICTOM Kallilo, a TaKO)K MNPHIOM AaHTaroHiCTiB
MiHepaJoOKOPTHKOINiB (1uB. po3ain «Crocib 3acrocyBaHHs Ta 103u»). Y pasi po3BUTKY KIiHIYHO
3HAYYLOT rinepkanieMii peKOMEHAYEThCS KOpeKilis 1034 CYNYyTHIX npenapaTiB ado THM4Yacope
3HWKEHHS 1034, ab0 NpunMHEHHs Tepanii. IIpunuHeHHs Tepanil peKOMEHIYETbCs, KLU0 PiBEHb
CHUpPOBATKOBOTO Kamito > 5,4 MMOJIb/J1.

Anzionespomuunuil Habpsx

Ha tTni  s3acrocyBaHHs  cakyOiTpuiy/BaicapTaHy — BiJI3HAyaJucs  BMNAJIKH  PO3BUTKY
aHrioHeBpoTHYHOro HaOpsky. Ilpy BHUHUKHEHHI aHTIOHEBPOTHYHOrO HAOPAKY 3aCTOCYBAaHHS
nikapeskoro 3aco6y MOpenrta® ciif HeraiiHo NPUMMHUTH | NPU3HAYUTH HANEKHE JiKYBaHHS Ta
CIOCTEPEIKEHHS 3a CTAHOM MAallieHTa 10 TIOBHOTO i CTIHKOTO 3HMKHEHHA BCiX cuMnToMie. llpenapar
He CJ1iJI 3aCTOCOBYBATH MOBTOPHO. Y BUIMAAKaX MiATBEPIKEHOTO aHMNIOHEBPOTHYHOTO HAOPAKY, AKHUHA
MOLIMPIOBABCA TUILKH Ha 00aMuYs i ryOu, uel crad, K MPaBHIO, MMHaB cam no cobi, Xoua
NpU3HA4YEHHs AHTUTICTAMIHHHX 3aCO0IB CIIPUSIO NOJIETEHHIO CHMITOMIB.

AHriOHEBPOTHYHMI HAOPAK, 10 CYNPOBOKYETbCS HAOPAKOM TOpTaHi, MOXeE MNPU3BECTH [0
J€TaNBbHOrO HACHiAKY. YV THX BHMAJIKaxX, KOJIH HabpsK MOLMPIOETCS Ha A3HK, TONOCOBI CKIIAAKU a00
ropTaHb, 1O MOXKEe MPU3BECTH N0 OOCTPYKLIT AMXanbHUX LLIAXiB, HEOOXIJHO HeraifHo moyaT
HaJIeKHE JTIKYBaHHSA, HANpPHKIAL BBeJeHHs posunny aapenaniny 1 mr / 1 ma (0,3-0.5 mn), ta/a6o
3a0e3Me4nTH NPOXiHICTh JUXaNbHUX HIIAXIB.

[larieHTH, sKi ManM B aHaMHe31 aHTIOHEBPOTHMYHMI Habpsk, He Jocnimkyanucs. Lliit kareropii
NaLicHTIB peKOMEH/IYEThCS PU3HAYATH JIiKapehkuii 3acid fOeenTa® 3 BENMKOK 00EpPEKHICTIO Yepes
BUCOKMI pM3MK pO3BMTKY aHrioHeBpoTuyHoro HaOpsaky. Jlikapcekui —3aci IOpenTa®
NPOTUIOKA3aHMIl MalieHTaM, B aHaMHe3l SIKHX € aHTiOHeBPOTHYHMIT HaOpAK Ha TIi 3aCTOCYBaHHS
inriGiropa AII® un BPA a6o cnaakoBuii un igionatHunmii aHTioOHeBPOTHUHHE HAOPAK (IMB. O3
«[IpoTunokasanusm).

[NatieHTd HerpoigHOi pacH GIIBIIOK MipOK CXMIIbHI 10 PO3BUTKY aHTIOHEBPOTHYHOrO HabpAKY
(muB. posain «[ToGiuni peakitiin).

[loBigomasnocs Npo aHTIOHEBPOTHYHHMI HaOpsAK KUIIEYHMKY B IMaUieHTiB, fAKi OTpUMYBau
aHTaroHicTH peuentopis anriotensuny I, Bkaovatouu pancaptan (auB. po3ain «[loGiuni peakuii»).
1li maumiedTd Manu Ginb y KMBOTI, HygoTy, OmioBaHHs Ta jaiapeto. CUMNTOMU 3HMKIH Micis
NPUNIMHEHHs NPUAOMY aHTAroHicTiB peuenTopiB aHrioreHsudy I Slkuo miarHocTOBaHO
AHTIOHEBPOTUYHHMI HAOPAK KULIECUHMKY, CIi/I IPUTTUHUTH 3aCTOCYBAaHHs caKyOiTpuiy/BaacapTany Ta
PO3MOYaTH BiJNOBIAHUH MOHITOPHHT 10 TIOBHOTO 3HHKHEHHS CUMIITOMIB.

Hayicumu 3i cmeno3om Huprocoi apmepii

Jlikapchkuii 3aci6 IOBenTa® ModKe CIIPMUMHKMTH MiIBUIICHHS KOHIEHTPALii CEHOBHHH i KpeaTHHiHy
B CHUpOBATIi KPOBI y marieHTiB 3 oaHOGIiYHMM abo ABOOGIYHMM CTEHO30M HMPKOBHX apTepii.
TNauieHTaM 3i CTEHO30M HMPKOBOT apTepil npenapar ciiiji 3acTOCOBYBATH 3 00EPEXKHICTIO, PETyIAPHO
KOHTPOJIIOHYM (PYHKILIIO HUPOK.

Hayicnmu 3 xpouiunoio cepyesoio nedocmamuicmio gyuxyionansrozo kracy IV za NYHA
[loTpi6HO aOTpUMyBaTHCs 00€pEKHOCTI y pasi 3acTocyBaHHA JIKapchbKOro 3acody IOBenTa®
MaLieHTaM 3 XpOHI4HOIO CEPLEBOIO HeaocTaTHICTIO hyHKLioHansHoro Knacy IV 3a NYHA, ockinbku
JaHi po KiiHiYHe 3acTocyBaHHs Ui KaTeropii nauieHTip oOMexeHi.

Hampitypemuunuii nenmud B-muny (BNP)

BNP He € HanexHuM OiOMapkepoM cepleBOl HEJOCTATHOCTI y HaUieHTIiB, AKI OTpUMYBaiu
nikapcekuii 3aci6 IOpenta®™, ockinbku BiH sBIsic coG0K cyOcTpar HENMpUisuHY (IMB. pO3Ain
«@DapMaKkoIHHAMIKay).

Hauiemnu 3 HEYIHKOBOIO HedoCmamuicnio

JlocBin KMiHiYHOTO 3acTOCyBaHHs Mpenapary MalieHTaM 3 MOPYIECHHAMH QYHKIi MeviHKd
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MOMipHOro cTyneHs TsxkoceTi (kmac B 3a knacubikauicio Yaiinna — I1'0) abo 31 3HauCHHIMH
acnaprataminoTpancepasu/ananinaminorpancgepasu (ACT/AJIT), mwo nepeBULLyIOTh BEPXHIO
MKy HOPMH Y JiBa pa3H, obmexenuit. [lauientn wiei kareropii Ginbw 4yTaMBi 10 Ail npenapary, i
cTyniHb Ge3neku 18 HUX He BeraHoBjeHWH. OTKe, HeoOXinHo 3 OOEPEKHICTIO NpH3HAYATH
npenapar Takum naiientam (1ue. po3ainu «PapmakokineTukay i «Cnoci 3acToCyBaHHs Ta A03UY).
Jlikapcbkuit 3aci6 FOBenTa® npoTHIOKa3aHUil NawicHTaM 3 NOpyuIeHHsIM QYHKIIT MeYiHKH TAKKOro
crynens (knac C 3a knacudikauieio Yaitnaa — I110), 6iniapuum 1Mpo3oM nedinku abo xoecTasom
(auB. po3ain «[Iporunokasanus»).

Hcuxiuni poznadu

[Tix yac npuiiomMy cakyGiTpuy/BajicapTany crioctepiraancs Taki NcHxiuHi po3ia/u, K ramonuHauir,
napaHosi Ta po3NamM CHY, o Oyau acouilioBani 3 npuiomom npenapary. fkio y naiieHTa
BUHMKAIOTH Taki SBWIA, CHiJl PO3MISAHYTH [MTAaHHA [P0  TIPUMMHEHHS  JIKYBaHH:
caKkyOITpHIIOM/BaJICAPTAHOM.

Buicm nampiio

Lleit nikapchbkuii 3aci6 MicTHTH MeHIe 1 MMOJIb HAaTpito (23 MI) Ha 103y, TOOTO BBaKAETLCS TAKUM,
1110 He MICTHThL HATPilO.

3acmocysanns y nepiod eazimnocmi ado 200ysanns 2pyooio.

Bazimuicmo

JlikapchKuit 3aci6 He c/1ia 3acTOCOBYBaTH BariTHUM abo JKiHKaM, sKi IIaHYIOTh 3aBariTHiTH. SIKIIO
mig yac NiKyBaHHs MM 3ac060M TiITBEPAKYETHCS BariTHICTh, JiKyBaHHA Tpeba HeraiHo NPUIHHUTH
i IpU3HAYMTH MM TiKapchKKii 3aci6, 103BONEHHMH 110 3aCTOCYBaHHS BariTHAM.

Bancapman. Enizemionoriuni maHi 1Moo pU3HKy TepaTOTeHHOCTi BHACIIJOK BIUIMBY iHTiOiTOPIB
AIl® nij yac mepuioro TPUMECTPY BariTHOCTI HE € OCTATOYHWMH; OJHAK HEC MOMKHA BUKIHOMATH
NeSKOro TiABMIUEHHS TaKoro pu3uKy. HesBakaioud Ha BIACYTHICTH  KOHTPOJBOBAHHX
eniaeMioNoriuHuX JOCHiIKeHb TepaToreHHocTi, nos’szanoi 3 BPA, momibHi pU3HKH MOXYTb
icHyBaTH y pasi 3acTOCYBaHHs LIbOTO KJ1acy JikapchKux 3aco6is. KpiM BUNAKIB, KO MPOIOBKEHHS
tepanii BPA € HeoOXizuuM, MALiEHTOK, SKi MIAHYIOTh BariTHICTb, MOTPIOHO mMepeBecTH Ha
aNbTepPHATHBHI aHTHUrINEpPTEeH3UBHI MpenapaTH 3 nepepipenum npodinem Ge3nexu s 3acToCyBaHHs
nig wac BaritHocti. JIikyBaHHs mpenmapataMmd BPA ciing TPUNMHWTH Biapasy MicC/s HAcTaHHS
BariTHOCTI i, AKILO HEOOXiaHO, MPH3HAYMTH AlbTEpHATHBHY Teparliio. Binomo, mo tepanis BPA mij
4ac PYroro i TPETHOrO TPHUMECTPY NPOBOKYE (ETOTOKCHUHICTb (3HMKEHHS (YHKLIT HHPOK,
OJiroripamMHioH, YNOBiTbHEHHS OKOCTEHIHHsS ueperna) i HeoHaTanbHY TOKCHYHICTh (HHpKOBa
HEJIOCTATHICTh, apTepianbHa rinoTeHsis, rinepkaniemis).

Slkmo npenapatd BPA 3acTocoByBand 3 JpYroro TPHMECTPY BariTHOCTI, PEKOMEHIYEThCH
31ifiCHIOBATH YbTPa3ByKoBe 06CTEXKEHHs HUPOK i CTaHy KicTok 4yepena. Hoonapoakenux, matepi
AKUX npuitMamu BPA, citia peTesibHO KOHTPOJIOBATH LIOJ0 PO3BUTKY apTepianbHOi rinoTensii (Aus.
pozain «[Iporunokasanus»).

Caxy6impur. JIaHuX Tpo 3acTOCYBaHHs CakyOITpHIY BariTHMM jKiHKaM Hemae. JIoCTmi/KkeHHs Ha
TBapMHAX BUABWIIM PEIIPOLYKTHBHY TOKCHYHICTb.

Caxy6impun/eancapman. JJaHux mpo 3acTOCYBAHHs BariTHUM 3KiHkam Hemae. JlocrmimkeHHs Ha
TRApMHAX BUABUIN PENPOJYKTHBHY TOKCHUHICTb.

I'pyoue eucodosyeantis

O6MexeH] JaHi MOKa3yIoTh, 10 cakybiTpua Ta Horo aktuBHUiT MeTabomit LBQG657 BUAIMIOTECS B
IHOYE MOJIOKO B J1y’KE€ HU3BKHMX KiIbKOCTSIX 3 OPIEHTOBHOIO BiJHOCHOIO 103010 JIISl HEMOBJIAT 0,01
% nnist cakyGiTpuity Ta 0,46 % nna aktueHoro merabosity LBQ657, npy 3acTocyBaHHi XKiHKaMHu, sKi
roAyIOTh TPYULIO, ¥ 1031 50 Mr caky6iTpuny/Bancaprany 2 pasu Ha 100y. ¥ THX JKe JaHHX BaJiCapTaH
6yB mig Mexkero BuspieHHs. Hepocratnbo inopmaiii mpo Bname cakyOitpuiy/sancapTany Ha
HOBOHApPOKCHUX/ HeMoBNAT. Uepes NOTEHUiWHMHA pPH3MK BHHMKHEHHS NOOIYHMX peakuiil y
HOBOHAPOLKEHUX/ HEMOBJIAT, AKi nepebyBaroTh Ha TPYHOMY BMIOI0BYBaHHI, HE PEKOMEHIYEThCS
3aCTOCOBYBATH JIIKAPCHKMi 3aci0 KiHKaM, SAKi FOIYIOTh IPyALLO.

Penpodykmusna hynxyis
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Jlani npo BMIMB cakyGiTpuiy/BajicapTaHy Ha PenpoyKTHBHY (yHKLUiIO MoauHK BiacyTHi. [1ia yac
NOCHiKeHb Npenapary Ha camigX i caMKax UIypiB OynM BHABJICHI NOPYLICHHS PENpoayKTHBHOT
byHKILT.

30amuicme enaueamu Ha WEHOKICMb peakyii Rpu Kepyeanni aénompancnopmom ado inmumu
mexanizmamu. Y 3B’A3KY 3 MONKIJIMBHM BHHHUKHEHHSM 3allaMOpPOYEHHs abo  MiJBHILEHOT
CTOMJIIOBAHOCTI CJIi/l IOTpUMYBATHCh OGEPEXKHOCTI MPH KepyBaHHi aBTOTpaHenopToM abo poboTi 3
iHINUMM MeXaHI3MaMH.

Cnocit 3acmocyeanns ma 003u.

Sazanvua ingopmaunis

HiKapCbKHﬁ 3aci6 FOBenTa® He cnijt 3actocoByBaTH ofHO4acHO 3 iHridiropom ATI® aGo GnokaTopom
peuenTopiB anriotensuny Il (bPA). qepes MOTEHIIHHMIA PU3UK BUHHKHEHHS aHTiOHEBPOTHYHOTO
HaOpAKY TPH OAHOYACHOMY 3acTocyBaHH1 3 inribitopom AII® He MOXKHA MOYMHATH JIiKYBaHHS
MPOTATOM TpuHaiMHI 36 TFOAMH Micis NMPUITMHEHHs Tepanii 1Hr|61Top0M AllD (nus. p03,:11mf1
«IIpotrrokasanusy, «B3aemopis 3 iHIIMMK JIKapCbKMMHM 3acofamMy Ta iHIIi BUAM B3a€MOZIH» i
«Oc0o611BOCTI 3aCTOCyBaHHH)))

BasicapTtaH y BUITISI KOMIUIEKCHOT COJTi, 1[0 MICTHTBCS B JliKapchKoMy 3ac00i FOrenTa®, Mae Hisbiu
BHCOKY 6]0)ZLOCTyHH1CTb MOpIiBHAHO 3 BaiCapTaHOM, LIO MIiCTMThCA B IHLIMX Ta6neT05aan
npenaparax (IuB. po3ain «PapMakoKiHETHKaY).

Jlikapcekuit 3aci npusﬂaqeﬁnu ANsi TIEPOPATBHOTO 3aCTOCYBAHHS. Yac npuiioMy JiKapcbKOro
3acoby IOBenta® He 3aieKUTh BiJ yacy npuiiomy i (MB. posain «@DapMakokiHeTuka»). Tabnerku
CJIIJL KOBTATH LIITUMU, 3aMUBAOUX CKIIAHKOIO BOJIH.

SIKIIO MaLieHT NPONYCTHB NPHITOM Npenapary, HoMmy ciifi NpUAHATH HACTYIHY A03Y Y npu3HaYSHUH
yac. He pekoMeH1yeThes AiMUTH a00 noipiOHIOBATH TAONETKH.

Jlo3yBauns

Cepuyeea nedocmamuicny Y 00pOCHUX

PekoMeH10BaHa MoyaTKoBa J103a Jikapcbkoro 3acoby FOsenta® — no 1 Tabnerui 100 Mr 2 pasu Ha
106y, 33 BUHATKOM CHTYalliii, Onucanix Hikde. SKILo nainieHT 100pe nepeHoCHTh JiKapChKuit 3acio,
703y MOTPiGHO 36INBIIMTH BJBIYI yepe3 2—4 TWKHI mpuilomy, Tak, 100 BOHA CTAHOBMJIA OAHY
tabnerky 200 Mr 2 pa3u Ha 100y.

SIKLIO y nauieHTiB pO3BMBAETHCA HENEePeHOCHICTh (cucToniunmii aprepianbuuii Tuek (CAT) <95 MM
pPT. CT., CAMIITOMATHYHA TiMoTeH3is, rinepkanieMis, nopymenHs GyHKIIT HIPOK), peKOMEHIYETbCA
cKoperyBaTi KOMGiHOBaHY Tepartio, TAMYACOBO 3HH3HTH /103y a00 NPUIMHUTH TEPAIito JiKapCbKUM
saco6om FOBenta® (mue. po3ain «OcobiMBOCTI 3aCTOCYBAHHS»).

[ndopmaltis npo NiKyBaHHs NalieHTiB, SKi He NpuiiMaloTh iHriGitopu AII® yu bPA abo npuiimaroTs
X y HM3bKMX 032X, oOMekeHa. ToMy Juis Takol KarTeropii MaiieHTiB peKOMEHJOBaHa MOYaTKOBa
n03a cranoBuTh 50 Mr 2 pasu Ha 100y 3 NOBUILHUM MiJIBUIIEHHAM 1034 (I10BOEHHA 1060801 103H 1
pa3 Ha 3—4 THXKHI).

He peKOMEH/IYEThCS TOYMHATH J1iKYBaHHS MallieHTaM i3 piBHEM CHPOBATKOBOTO Kalilo > 5,4 MMOJIB/JI
a60o i3 CAT < 100 mm pr. c1. (auB. po3ain «Ocobnusocti 3actocyBanHs»). [Touarkosa nosa S0 mr 2
pasu Ha 100y pekoMeHayetbes mid nauientis i3 CAT > 100110 mm pr. cr. Jlikapebkuii 3aci6
[0Benta® He cnin 3actocoByeaTH 3 inriGitopom AII® a6o BPA. 3 ornsny Ha NOTEHUIHHUI pU3HK
PO3BHTKY aHTiOHEBPOTHMHOrO HAOpPsKY MpPH OJHOYACHOMY 3acTOCYBaHHI 3 inriditopom AIlD
niKapehKuii 3aci6 He Il 3aCTOCOBYBATH, KO 3 MOMEHTY TIPUNMHeHHs npuifomy iHribitopa ATID
He MUHYJIO LioHaliMeHLe 36 roauH.

Cepyesa nedocmamuicms v 0imeil

V Tabuil 3 HaBe#eHO PeKOMEHI0BaHe 103yBaHHs s AiTeil. Pekomennosany o3y ciia npuiimaru
rnepopasbHo 2 pasu Ha Jo0y. 3a1exHO BiJi NepeHOCHMOCTI MallieHTOM 103y CJTi 1 301bILYBATH KOXKHI
2—4 THXKHI 10 1iJIbOBOT J03H.

Jlikapeskwuii 3aci6 [0BenTa® y opmi TabeToK, BKPUTHX TIIiBKOBOK 0GOJIOHKOIO, HE IPU3HAYCHUH
JUIsl 3aCTOCYBaHHA AiTAM 3 Macoto Tina mexiue 40 kr. JIis LUX NalieHTiB 3aCTOCOBYIOTh xomOiHOBaHI
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nikapebki 3ac00M 3 AIOYMMH pevyoBHHAMHU cakyOiTpu//BancapTan y BiANOBIAHOMY J0O3yBaHHI Ta B
iHL# nikapebKiit Gopmi.

Tabnuug 3. PexomenoBaHe TUTPYBAHHS 103U

Maca Tisia namjieHTa Ilpuitmaru 2 pasu Ha 100y
[Tonoeuna
. [TouaTkoRa ; y
MOYaTKOBOT e [TpomixHa qo3a LlinsoBa go03a
no3u’” a
[lepiaTpuuHi ientd 3| 0.8 i
UFIDPIEE Hasne L 1,6 mr/xr” 2,3 mr/kr’ 3,1 mr/kr”
Macoro Tijia MeHue 40 kr
INepiaTpu4Hi NauieHTH 3 0,8 mMr/xr”
macoto tina Big 40 no 50 24 mr/26 mr | 49 Mr/51 mMr 72 mr/78 Mr
KT
[Neniatpuuni nauieHTH 3 | 24 Mr/26 mr
MAacol0 Tija He MeHILe 49 mr/51 mr 72 mMr/78 mr 97 mr/103 Mr
50 kr

* Tlauientam. ski He npuiiMaioTh iHriGitop AII® uu BPA abo npuiiMaioTh HH3BKI 103M LMX JiKapchKuX 3acobis,
nauieraM i3 mopymenusM GyHxuii Hupok (pLUIK®] < 60 ma/x8/1.73 M%) Ta nauieHTam 3 MOMIPHOI MEYiHKOBOIO
HEOCTATHICTIO PEKOMEHIYETHCA 3aCTOCOBYBATH IIOJIOBHHY TOYATKOBOT 103M) (AMB. Mipo3jin «OcobmuBi rpynu
NaieHTiBy ).

#Iosu 0.8 mr/kr, 1,6 mMr/kr, 2.3 mr/kr Ta 3,1 Mr/kr 031a4aioTh KOMGIHOBaHY KinbKicTh cakyOGiTpuiy i Baicaprany Ta
3aCTOCOBYIOThCA B iHIIiH Jlikapebkiit opmi.

TManienTam, siki Hapasi He mpuiimMaroTh inriGitop ATI® i BPA aGo npuiMaloTh HH3bKI 1031 LKX
NiKapchKUX 3aco0iB, PEKOMEHIYEThCS 3aCTOCOBYBATH MOJIOBMHY M04aTKOBOT po3u. Jlist JiTel 3
MAacoto Tia Big 40 kr g0 MeHmI Hidk 50 Kr peKkoMeHI0BaHa Mo4YaTKoBa 103a cTaHoBUTh 0,8 mr/kr 2
pasu ua 106y (A7s UMX MALieHTiB 3aCTOCOBYIOTH KOMGiHOBaHi Nikapcbki 3acofM 3 Ailo4MMHM
peuoBHHAMH CaKyGiTpun/BajicapTa y BiAMOBIIHOMY J03yBaHHi Ta B iHIWifi sikapcekiii dopmi).
[licns mouatky npuifomy 103y ciif 3G1ABIMTA 10 CTAHJAPTHOI MOYATKOBOI 103M, NOTPUMYIOUHCH
PEeKOMEH/I0BAHOTO B Tabau1li 3 THTPYBaHHS, | KOPUTYBaTH KOXKHI 3—4 THXKHI.

Hanpuknan, muTuHi 3 Macolo Tina 25 Kr, sika paHiie He oTpuMyBana inriditop AII®, nikysaHHs ¢
[IOYHHATH 3 MOJOBMHHU CTAHJAPTHOI MOYATKOBOI 103H, WO Bianosinae 20 mr (25 xr x 0,8 Mr/kr) 2
pasy Ha 100y, 3aCTOCOBYIOYH MPEnapar B iHwii nikapcbKii popmi.

JlikyBaHHS He C/Iifl PO3MOYMHATH Y NALCHTIB 3 PIBHEM Kanilo B CUpOBATIi KpoBi > 5,3 Mmob/it abo
3 CAT < 5-ro mpolleHTHIs is BiKy naiienTa. Ko y nauieHTiB po3BHBAECTLCS HEMEPEHOCUMICTh
(CAT <5-ro mponeHTMIs And BiKy MNalieHTa, CHMITOMATHYHA TilOTEH3id, TinmepkamnieMis,
nopyieHds GyHKLIT HUPOK), PEKOMEHAYEThCs CKOPUTYBATH CYMYTHIO TEPAITi0, TAMYACOBO 3HU3HUTH
no3yBaHHs ab0 NMPUMMHUTH TPHIHOM JliKapckKoro 3acoly [OBenta® (aue. posain «OcobaueocTi
3aCTOCYBaHHAY).

Jo3yBaHHs 11 OKPEMMX TPYII MMALiCHTIB

Iayicnmu nimubo2o Giky

JIn1st nalienTiB JITHBOTO BiKY J03YBaHHA BU3HAUYAIOTH 3 ypaxyBaHHAM (QYHKIIIT HUPOK.

ITayienmu 3 nopyuteHHam QYHKYIT HUPOK

Jlast nauieHTis 3 nopymennaM GyHkuii HUpoK serkoro cryneds plIK® 60-90 ma / xs / 1,73 M?)
KOPHMTYBaTH 1031 He noTpibHo. TTouarkosa 103a 50 Mr 2 pazu Ha 00y peKOMEH/YEThCS MallieHTaM
3 momipuuM nopymeHHsM yHkuii Hupoxk (pIUIK® 30-60 mn / xB / 1,73 M?). 3Baxarouu Ha
oOMesKeHuii KIiHIYHHI TOCBIA 3aCTOCYBaHH J1IKapCHKOro 3aco0y nauieHTaM 3 TSKKHM ITOPYIIeHHIM
dynxuii Hupok (pLUK® < 30 ma/xe/ 1,73 M%) (auB. po3ztin «DapmakoauHaMikay), Tikapebkuii 3aci6
FOpenTa® pekoMeHyeThes MpU3HauaTH 3 00ePeXkHICTIO 3 NOJOBMHH MOYATKOBOT J03H.

Jns piteit 3 macoro Tina Bix 40 Kr 10 MeHw HiXK 50 Kr peKOMEHI0BaHa MOYATKOBA 1034 CTAHOBUTH
0.8 mr/kr 2 pasu Ha 00y (W1 LUMX MAli€HTIB 3aCTOCOBYIOTH KOMOiHOBaHi JiKapcbki 3aco0M 3
JUKOYMMH PEUOBHHAMH CaKyOiTpu/BajcapTal y BiAMOBIJHOMY J03YBaHHi Ta B iHLUIH JiKapchKii
dopmi). Tlicns mouaTky MiKyBaHHA A03Y CJil 30UIBLIMTH LUISIXOM PEKOMEHI0BAHOIO THTPYBaHHS

14



KOMKHI 2—4 THXKHI.

JlocBiny 3actocyRaHHs cakyGiTpuiy/BancapTaHy mMallieHTaMm 3 TEpMiHalbHOK CTajli€lo XBOPoOH
HUPOK HEMae, i MPUItoM Mpenapary B LIbOMY BUINAAKY HE PEKOMEH/TYEThC.

Hayicumu 3 nopyutennam Qynryii newinku

JIns nauienTie 3 nopyieHHsM (yHKUii NeuiHkuM nerkoro crymeds (knac A 3a Kiacudikauiero
Yaitnna — IT°10) KopuryBaHHs 1034 JiKapchKoOro 3acoly [OBenTa® He notpibue. Kniniunuit 1ocBin
3aCTOCYBAHHs MallieHTaM 3 MOMipHHUM nopyueHHsM dyHkuii neuinku (knac B sa knacudikauicio
Yaitnga — I1°10) a6o 3 nmokasuukamu ACT/AJIT, y 2 pa3sd BHIWMMH BiJl BEPXHBOI MEXi HOPMH,
o6mexxenuit. Jlikapchkuii 3aci6 1Osenta™ ciim 3 ofepexHicTio 3acTOCOBYBAaTH il Karteropii
nauieHTie. J{na giredt 3 macoro Tina Bia 40 kr 10 MeHw HiK 50 Kr pekOMEH/I0BaHa MOYaTKOBa /1034
cranosuth 0,8 Mr/kr 2 pasu Ha 1006y (TS IMX MAL€HTIB 3aCTOCOBYIOTH KOMOIHOBaHi JiKapehKi
3ac06M 3 JIIOYMMM PEYOBMHAMM CaKyGiTpui/BancapTad y BiAMOBiJHOMY [03YBaHHi Ta B iHLUIMH
nikapebkiii dopmi). TTicns noyarky AiKyBaHHsS 03y /il 30iNbIIYBATH LWIAXOM PEKOMEHI0BAHOIO
TUTPYBaHHsI KOXKHI 2—4 THIKHI.

Jlikapcbkuii 3aci6 FOBenta® npoTunokasanuii npu TAKKiM nevinkoBil HegocTaTHOCTI, GimiapHOMY
nMposi neuinku abo xonecrasi (wrac C 3a knacudixauiero Yainma — [T'w) (auB. po3nin
«[TpoTHNOKa3aHHAY).

Himu.

Besrneka Ta e)eKTHBHICTb 3acTOCYBaHHs cakybiTpumy/Baacaprany JiTsAM Bikom J0 1 poky He
pcTaHoRNeHi. HasBHi Ha chOrOHI MaHi onucano B po3aini «@apmMakoanHaMiKa», ane peKoMeHAauii
11I0JI0 /IO3yBAHHS HAJIaTH HE MOXKHA.

Ilepedosyeanns.

Jlanux mpo nepeozyBaHHs caKyOiTpuity/BancapTany y JIOIMHA HEAOCTATHLO.

OpHOpa3oBe 3acTOCYBaHHs JliKapekkoro 3acofy B 103i 1200 mr i Gararopasose B 1031 900 mr (14
JIHiB) 3J0POBMM JOPOCIUM JOOPOBOIBIISIM TIEPEHOCUIIOCS 100pe.

HaiiGinbi iMOBIDHUM CHMITOMOM IEPENO3YBaHHS € BHPaXKEHE 3HUKEHHSA apTepialbHOro THCKY,
0OYMOBJIEHE AHTHTIMEPTEH3MBHOIO JICI0 JilOUMX peyoBMH. B TakoMy pasi peKoMeH1oBaHE
CUMMTOMATUYHE JiKyBaHHS. IMOBipHiCTE BHBEIEHHS JiKapchkoro 3aco0y 3a J0NOMOror
remMojianizy JIy)ke Mana 3 orfisly Ha BUCOKE 3B’s3yBaHHs 3 GilKaMH Mia3sMM KpoBi (JMB. PO3Ain
«®DapMakoKiHETHKaY).

Io6iuni peaxuii.

Ilix 4ac Tepanii cakyGiTpuIOM/BancapTaHoM y J0OPOCIHX HaifuacTilue crnocTepiranucs Taki modiuHi
peakiiii, sk apTepianbha rinorensia (17,6 %), rinepkaniemis (11,6 %) i nopyuwenns QyHkuii HUpok
(10,1 %) (aue. posain «OcobAMBOCTI 3acTocyBaHHA»). DBynM MNOBIIOMICHHS MPO  BHMAJKH
AHTiOHEBPOTHYHOrO HabpsKy y MauieHTiB, ski npuiiManu cakyGitpun/sancapran (0.5 %) (auB.
niapo3aia «Onuc oKpeMux NoOIYHUX peakLiiy HHKYE).

o6iuni peakilii K1acHikylOTECs 3@ CUCTEMAaMH OPraHiB i 3a YaCTOTOK BUHMKHEHHS (B MOPSAKY
3MeHLIeHHS YacToTH): yxke yacTo (> 1/10); yacto (= 1/100 — < 1/10); nevacro (> 1/1 000 — < 1/100);
pimko (= 1/10 000 — < 1/1 000); xyxe piako (< 1/10 000); HeBiIOMO (HACTOTY HEMOKIMBO OLIHUTH
33 HAsSBHMMM JaHuMM). Y KOXKHiH rpyni 3a yacTorolo moOiuHi peakuii HaBeICHO Yy MOPSAKY
3MEHILIEHHS TXHBOT cepio3HOCTI.

Tatauug 4. [Nepenik noGiuHMX peakiii

! sl Kareropis
CucremMu Opragis [Tobiuni peaxuii
YaCTOTH
Kpoe Ta niMmparuuna cucrema aHeMist 4aACTO
IMyHHa cucTeMa rinepuyTIHBICTh HEeYyacTo
OOMiH pe4OBHH Ta Xap4yBaHHs rinepxanigmig* imy> ke 4acTo
rinokasniemis 4acTo
rinoriikemis 4aCTO
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rinoHaTpieMis HEYacTo

Heprora crcTema 3a11aMOPOUEHHs 4acTo
ronoBHui Ginb 4acTo
HETPUTOMHICTb (CHHKOIIE) 4acTo
MOCTYpalbHE 3araMopoO4eHHs HEYacTo
MiOKJIOHiS HEBiIOMO
OpraHu cyxy Ta piBHOBaru BEPTUTO 4aCTO
CynuHU apTepianbHa rinoTensis’ [Iy2Ke 4acTo
OpTOCTATHYHA IiMOTeH3is HacTo
JluxanbHa cucTeMa, OpraHu rpyaHol Kallelb 4acTo
KJTITKH Ta CePenoCTiHHsI
111y HKOBO-KUILIKOBHIi TPAKT niapest 4acTo
Hy[oTa 4aCTO
racTpuT HacToO
AHTIOHEBPOTHYHHI HAOPSAK KMIICUHHUKY TyIKe piaKo
[Ikipa i miguKipHi TKAHUHH cBepOik HEYacTo
BHCHUII HEeYacTo
AHTiOHEBPOTHYHHIT HAOPAK HeyacTo
Hupky i ceuoBUBIIHI LIUIAXH nopyLeHHs (YHKIIT HUPOK J1yKE 4acTo

HHPKOBA HEJOCTATHICTh (30KpeMa rocTpa |4acTo
HHMPKOBA HEJIOCTATHICTh)

3araieHuii cTaH CTOMJIFOBAHICTh 4acTo
acTeHis 4acTo

[cuxika raoLUHALL piaKko
NopyLIeHHs CHY pinko
napaHos yiKe pifko

* JluB. Hukde «OTHC OKpeMHX NOOIMHEX peaKitiiiy.
** BKJIIOYHO 3i CTyXOBMMH T& 30pOBHMH TaFOLHHAIIAMH.

Onuc oKkpeMuX nodivyHUX peaKuii
Anzionespomuunuii HabPsK
[MoBimomMasyiocs, 1O Y MalieHTiB, ski npuiManum  cakyOiTpui/BancapTad, pO3BHBABCA
aHrioHeBpOTHUHME Habpsak. Y jocnimkenni PARADIGM-HF  anrioneBpoTH4HWA HaOpsK
possunyscst y 0,5 % nauieHtiB, SKi oTpumyBanM cakyGiTpui/ancapra, mopiBHaHO 3 0,2 %
nauicHTiB, AKi OTPUMYBalM eHananpui. Binbll BUCOKA 4acTOTAa PO3BMTKY aHIiOHEBPOTHYHOTO
HabpsKy crocTepiranack y NauicHTIB HErpoiHOI pacd, AKi OTpUMYBanu CakyOiTpHIl/BaacapTaH
(2.4 %) ta enananpun (0,5 %) (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).
Tinepxaniemis i cuposamrosuil kanii
[ig uac mocmimkenns PARADIGM-HF rinepkaniemis i KoHLeHTpauii CHpOBaTKOBOrO Kaiito
> 5.4 mmone/n  cnioctepiranues y 11,6 % Tta 19,7 % nauientiB, AKi OTpUMYyBalH
cakyGitpun/sancapran, i B 14,0 % i 21,1 % nauientis, ki OTPUMyBaIH €HANANPUI BIANOBIAHO.
Apmepianvnuit muck
[lig uac nocnimkenus PARADIGM-HF aprepianbha rinoTeH3sis i KiiHiYHO 3HAYUMMA HU3bKHI
CHCTOMUHMM THCK KPOBi (< 90 MM PT. CT. i 3HMKEHHS Bi/l BUXiIHMX TOKa3HUKIB Ha > 20 MM pT. CT.)
Gynu Bigznaueni y 17,6 % ta 4,76 % nauieHTis, siki otpumysaiu cakybitpui/sancapran, i B 11,9 %
Ta 2,67 % nauicHTis, AKi OTPUMYBAJIM €HANANPUIT BiZIMOBIIHO.
Iopywienns yHryii HUPOK
Ilizn uac PARADIGM-HF mnopyuesns ¢yHknii supox posusanoch y 10,1 % nauientie, ski
OTpHMYBanH cakyGiTpun/Bancapran, i B 11,5 % nauieHTie, Kl OTpUMYBANH CHaANPUIL.

iTH
Besneky cakyGiTpuny/saicapTaiy MOPIiBHAHO 3 CHATATIPUIOM OUIHIOBAJIHU Mil YaC PaH0Mi30BaHOIO
aKTHBHO KOHTpONbOBaHOro S52-TikHeBoro pociimkenns PANORAMA-HE 3a  ywactio 375
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nejiaTPMUHUX NALieHTiB i3 CEpLEeBOK HEJ0CTAaTHICTIO Bikom Bij 1 Micsaws a0 < 18 pokis. 215
nauieHTie, AKi Oy/I1 BK/IIOUEH] B IOBFOTPUBAJIE BIAKPUTE PO3LIMPEHE 10CTI/UKEHHS (PANORAMA-
HF OLE), oTpuMyBanu JiKyBaHHs B CEPeIHbOMY 2,5 POKY, MaKCUMyM 4.5 POKY. [Ipodins Oesnekn,
AKHil criocTepiraBest B 060X A0CHiKenHax, 6ye noaiGHuM 10 npodinko y gopocaux nauieHTis. Jlani
o0 Ge3MeKH 3acToCyBaHHsA Jikapehbkoro 3aco0y naiieHtam Bikom Bi 1 micsus g0 <1 poky
obmeskeni. JlocTynHi ofMekeHi Aani moa0 Gesneku 3acToCyBaHHs MeAiaTPUYHUM MallieHTaM i3
MOMipHUM NOPYLICHHSIM (YHKLUIT ne4iHKyn a00 MOMIPHUM UM TSDKKMM NOPYLICHHAM dyHKLIT HUPOK.
IloBizOMEHHS 11pO Nifo3proBaHi noGiuHi peakuit

ToBizoMIeHHs Ipo NoGiuHi peakitii micas peecTpaii dikapcbkoro 3acoby Mae BaX/IHBE 3HAUEHH.
Lle 1ae 3MOry MPOBOJMTH MOHITOPHHT CTiBRiIHOIIEHHS KOPUCTB/PU3HK MPH 3aCTOCYBaHHI 1[bOTO
nikapebkoro 3acofy. MeaudHuM Ta GapMalleBTHUHUM NpalliBHAKaM, a TaKOoX natientam abo IXHIM
3aKOHHMM TPEICTABHUKAM CJIi/l MOBITOMSTH PO YCi BUMA/IKK MiJ03PIOBAHUX nobiYHMX peakilii Ta
BiICYTHOCTI e()eKTHBHOCTI JikapchKOro 3acoly 4yepe3 ABTOMATH30BAHY indopmatiiiHy cucTemy 3
dapmakonarnany 3a nocunanuam: https://aisf.dec.gov.ua.

Tepmin npuoamuocmi. 2 poKu.

VmoBu 30epiranns. He notpeGye ocoGnmeux ymoB 30epiranns. 30epirati B opuriHabHiit
ynaKoBili. 36epiratd y HEAOCTYITHOMY IS TiTel Micli.

Ynaxoska. [To 10 TaGaerok y 6rictepi. ITo 3 abo 6 Gnicrepip y maui.
Kareropis Biamycky. 3a peLenToM.
Bupoouuk. AT «@apmarn.

Micnesnaxoakennsi BHPOOHHKA Ta ajpeca Miclsi NPOBaUKeHHs Horo aisibHoCT. YKpaiHa,
04080, m. Kuie, Byn. Kupunieceka, 74.

JlaTa 0CTaHHLOIO Neperisny. ¢’ j O/, ZOZ. -
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