IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KOPCAP® TPIO

(CORSAR TRIO)

Cknao:
Oitoui peuosuHu: valsartan, amlodipine, hydrochlorothiazide;
1 TabneTka, BKpUTA ILUTIBKOBOIO 000JIOHKOO, MiCTUTh:

160 mr Bancaptany; 6,935 Mr amnogurminy 6ecunary, 10 eKBiBaJIeHTHO 5 MT aMJIofuIiny; 12,5 mMr
TigpoXJIOpOTia3uny;

abo 160 mr Bancaptany; 13,87 Mr amnoguIminy 6ecunarty, 1o ekBiBageHTHO 10 Mr ammomuminy; 12,5
MT TiIpOXJIOPOTia3umy;

0onoMidicHi peyosuHu: 1EJII0JI03a MiKPOKPUCTalIiyYHa, HaTPil0 KpoCKapMesio3a, KpeMHIi
mioKCH[ KOJIoigHuY 0e3BOIHMM, MarHiio cTeapart;

njaigKkose noKkpumms:

rimpomeno3a, TuTany fgiokcup (E 171), momieTUneHrIiKob.

JIikapcbKa ¢opma. TabreTk, BKPHUTI ITiBKOBOK 060I0HKOIO.

OcHOBHI (hi3uK0-XiMiuHi 81aCMUBOCMI: OBOOMYKIIi TabneTKu Kpyrioi hopmu, Bix Gisoro mo Maixke
61710T0 KOJIbOPY, BKPUTI IJIIBKOBOIO 060I0HKOIO.

dapMaKoTepaneBTHYHA Ipyma.

3acobu, 110 BIIMBAIOThH Ha CEPLIEBO-CYAUHHY CUCTEMY. 3aco0H, 1110 Ai0Th Ha PeHiH-aHTi0TEH3UHOBY
cuctemy. KombiHoBaHi npenapatu inribitopis aurioren3uny II. AHTaronictu anrioren3uny II, inmri
kKoMmOiHaIlril. BamcapraHl, aMIOOUITiH Ta TigpOXJI0pOTia3um,.

Koxm ATX C09D XO01.

dPapmakono2iuHi e1acmusocmi.

®apmakoOuHamika.



Io cknapy nmikapcekoro 3aco6y Kopcap® Tpio BXO#ATh TP aHTUTiNEPTEH3UBHI 3aco0u 3
OOTIOBHIOIYKMME OUH OJHOT0 MeXaHi3MaMH [JIs1 KOHTPOJII0 apTepiaTbHOTO TUCKY Yy HAIliEHTIB 3
€CeHIIiaIbHOIO TiepTEeH3i€10: aM/100uNniH HaleXMUTh OO0 KJTaCy aHTArOHICTIB KabIlilo, 8a/1CAPMAH - [0
KJIaCy aHTaroHiCTiB aHTioTeH3uHY lI, a 2i0poxs10pomia3ul - [0 Kiacy Tia3ugHUX AiypPeTUKiB.
KomGiHaris ux TpboX KOMIIOHEHTIB XapaKTepPU3y€EThCS B3aEMOJIOTIOBHIOIOUOI0 aHTUTiIEPTEH3UBHOIO
Hi€ro.

Amao00uniH

AMITOIHMIIIH, IO BXOAMTH 10 CKIIafy Jikapcekoro 3aco0y Kopcap® Tpio, iHribye TpaHcMeMOpaHHMI
BXi[l i0HIB KaJIbI[if0 Y M’SI3U CepLd Ta IJlafKi M'g3U CynouH. AHTUTIEepTEH3UBHA i aMJIOOUIIIHY
3MiCHIOETHCS IIJITXOM IIPSIMOI PelakCyioydoi Ail Ha I7IafKi M's3U Cy[IWH, CIIPUUNHSAIOUY 3HUKEHHS
PE3UCTEHTHOCTI Tepu(pepUYHUX CYOUH Ta apTepiabHOTO TUCKY.

AMJofuIiH y TepaleBTUYHUX N03aX Y Nalli€HTIiB 3 apTepiaJbHOIO TiepTeH3iel0 CIIPUYNHSE
Ba30[MJIaTallio, 1110 IPU3BOSUTH [0 3HUXKEHHS apTepiaJbHOT0 TUCKY Y IIOJI0KEHHI MalfieHTa jieXkadyu
Ta CTOSA4YU. Take 3HUKEHHS apTepiaJbHOT0 TUCKY He CYIIPOBOAXKYETHCS BUPaXKeHUMHU 3MiHaMU
YaCTOTH CepleBUX CKOPOYeHb ab0 PiBHS KaTeXoJaMiHiB y Ia3Mi KpOBi IpX TPUBAJIOMY
3aCTOCYBaHHI.

Kon1eHTpanis B mi1a3Mi KpoBi CIIiBBiZHOCUTHCS 3 €(PeKTOM SK Y MOJIOAMX Talli€HTiB, TaK i y MallieHTiB
JIITHBOTO BIKY.

Y namieHTiB 3 apTepianbHOIO TilepTeH3i€l0 i HOpMaIbHOIO QYHKITEI0 HUPOK aMJIOOUIIIH Y
TepaneBTUYHHUX N03aX IIPU3BOAUTD N0 3HUXKEHHS PE3UCTEHTHOCTI HUPKOBUX CYOUH i MiIBUIIEHHS
MIBUAKOCTI KJTy004uK0BOI Pinbrpariii (IIIK®) Ta epeKTUBHOTO HUPKOBOI'O IJIa3MOTOKY 6e3 3MiHu
¢inpTpaniiiHol ¢ppakiil abo mpoTeixypii.

Basacapman

BarncapraH € akTUBHUM IIpY I€POPaIbHOMY 3aCTOCYBaHHI, IOTYKHUM i CIeIX(PIiYHUM aHTarOHICTOM
pelienTopiB aHrioreH3uny lI. BasiicapTaH [i€ CeIeKTUBHO Ha IiATUN AT,-peuentopis,
II0 BiATIOBiZAIOTH 3a BimoMi eeKTu aHrioTeH3uHY lI.

[IpuiioM BajicapTaHy HallieHTaMU 3 apTepiasibHO TilepTeH3ie CIpusie 3HUKEHHIO apTepialbHOT0
TUCKY 0€e3 BIIJIUBY Ha LIBUIKICTH IIYJIbCY.

Y GinbirocTi nanieHTiB Mic/Is NepopasbHOTO 3aCTOCYBaHHS OTHOPA30BO1 103U TOYATOK
TiNOTEH3UBHOIO e(eKTy HacTa€ IPOTATOM 2 FOOUH, a MaKCUMallbHe 3HUKEHHS apTepialbHOr0 TUCKY
OOCSATAETHCS IPOTIATOM 4-6 rOouH. AHTUTIIEPTEH3UBHUM €(EKT TPUBAE IIPOTSATOM 24
TOIUH IIiCNI 3aCTOCYBaHHA IIpenapary. [Ipy NOBTOPHOMY 3aCTOCYBaHHI MaKCUMallbHe 3HUKEHHS
apTepiaybHOTO TUCKY (IIPH BCiX pexXuMaxX A03yBaHHS) NOCATAETHCS 3a3BUYAX IPOTATOM 2-4 TUXKHIB.

Tidpoxsopomiasud

Micuewm pii Tia3ugHUX [iypPeTUKIB € IepeBakHO OUCTaIbHI 3BUBUCTI KaHa/IbIli HUPOK. [1iiTBepaXKeHO,
110 Y KIpKOBOMY IIapi HUPOK ICHYIOTb BUCOKOCIIOPITHEH] PELelITOPH, AKi € OCHOBHUM I[eHTPOM
3B’3yBaHHS [Jd Tia3WOHUX OiypeTHKiB Ta iHribimil TpaHcnoptyBaHHg NaCl y gucTanbHi 3BUBUCTI
KaHasblli. MexaHi3M [ii Tia3upiB monsrae B iHribimii mepeHOCHUKIB Na Cl, MOXIHUBO, IIIIIXOM
KOHKYpeHIIii 3a 1ieHTpu Cl, 1110, Y CBOIO Uepry, fie Ha MexaHi3aMu peaOcopOilii e 1eKTpoJIiTiB:
6e3nocepegHbO MOCUITIOE eKCKPellito HaTpilo i XJ10py Ho mpubIu3HO eKBiBaJIEHTHOTO CTYIIEHS i
OTI0CEePeKOBAHO, 3aBASIKKN CEYOTIHHOMY e(deKTy, 3HUKY€E 00'€M IJIa3MHU 3 MOAAIbIINM ITiIBUIIEHHSIM



aKTHBHOCTI PEHiHy y IJla3Mi KpOBi, CeKpellil albA0oCTEPOHY Ta BUBEAEHHSIM KaJlilo i3 cedelo, a TaKoXK
3HUXKEHHAM PIBHSA KaJlilo y CUPOBATLi KPOBI.

HeMenanoMHUY pakK IIKipu

HasiBHi naHi enigeMiosoriyHUX OOCTIAXKEHb CBif4aTh PO KyMYJISTUBHUN [0303aJI€2KHUM 3B’ 130K MiXK
€KCIIO3UIIEI0 TiAPOXJIOPOTia3uay Ta PO3BUTKOM HeMeJIaHOMHOTr0 paky mkipu (HMPII). Opue
mocrimKeHHs BKio4asno 71533 Bunmapgku 0a3anbHoKIiTHHHOL KapuuHoMu (BKK) (3 Hux 1430833
YOJIOBIK 3 KOHTPOIBHOI rpymnu) i 8629 BunaakisB ninockokmiTuHHOL KapiuuHoMu ([TKK) (3 Hux 172462
Y0JIOBiKa 3 KOHTPOJIbHOI IPyNH). 3aCTOCyBaHHSA BUCOKHUX 03 rimpoxiopoTiaduny (= 50000 Mr
KyMYJISITHBHO) OyJI0 TI0B’sI3aHO 3i CKOpuroBaHUM KoedimienToM pu3uky 1,29 (95 % nosipuuii
inTepsan (CI): 1,23-1,35) onsg BKK i 3,98 (95 % CI: 3,68-4,31) mns [TKK. KymynsaTusHa
3aJIeXKHICTh M03a-BifmoBigh crocTepiranacs Ak npu bKK, tak i npu IIKK. [HIIe gocmimKeHHS
II0Ka3aJI0 MOXKJIMBUH 3B’A30K MixXK pakoM ryou (I[IKK) i 3actocyBanHaM rimpoxnopoTiasugy: 633
Bumanku paky ryou (ITKK) nopiuioBanu 3 63067 mallieHTaMu KOHTPOIbHOIL MOMYJISII],
BUKOPUCTOBYIOUM CTPATETil0 BUIIAOKOBOI BUOIPKOBOI CYKYITHOCTi. KyMynsaTUBHA 3aI€XKHICTh «I03a-
BifmoBimb» Oysa mpogeMoHcTpoBaHa 3i ckopurosanuM OR 2,1 (95% CI: 1,7-2,6) 3i 30inbIIeHHAM 00
OR 3,9 (3,0-4,9) gns Bucokol go3u (~ 25000 mr) i OR 7,7 (5,7-10,5) mns Hausumol go3u (~ 100000
MT).

dapmakoKiHemuxka.
JIIHIWHICTD
AwmroguImiH, BajicapTaH i TifpoXI0poTia3uy OeMOHCTPYIOTh JIiHIMHY (hapMaKOKiHETHKY.

Amao0uniH/eaacapmax/2idpoxsi10pomia3ud

[Ticns mepopanbHOr0 3aCTOCYBaHHS KOMOiHAIlil aMTOAUITIHY, BaJicapTaHy i TigpoXIopoTia3umy ix
MaKCHMaJlbHi KOHIIEHTPallil y Ia3Mi KpOoBi JOocATaIuCs MPOTAroM 6-8 roguH, 3 roguH i 2 TOouH
BigmosigHo. IIIBUOKicTE Ta 06’eM abcopOilii amyIonuIIiHy, BajicapTaHy i TigpoxyiopoTia3uny npu
3aCcToCyBaHHI ix KoMOiHallil aHAJIOTiuHi TOKa3HMUKaM, 1110 CIIOCTEePIraaucs IpH iX 3aCTOCyBaHHI K
OKpEMUX IIpernaparis.

AMa00uniu

AGcopOitis

[Ticns mepopabHOTO 3aCTOCYBAHHS y TepaleBTUUYHUX J03aX OKPeMO aMJIOAUIIiHy MaKCHUMallbHa
KOHIIeHTPallisg B m1a3Mi Kposi (C,,,,) mocsaraeTbcst yepe3 6-12 rogus. A6comoTHa 6i0OCTYIHICT
CTaHOBUTSH Bifl 64 1o 80 %. BxxuBaHHS 1XKi He BIJIMBa€ Ha 0i0OOCTYIIHICTh aMJIOTHUITIHY .

Po3nopin

O6’eM posmnopiny ctaHoBUTh npubnu3no 21 n/kr. [Ipubnusuo 97,5 % mpemnapary, 1m0 3HaXOAUTHCS V
IIUPKYII0I0Yill KPOBi, 3B'A3y€ThCS 3 GiTKaMu 1J1a3MHU KPOBI.

bioTpaHcdhopmarris

AmmopuniH akTuBHO (mpu6nu3Ho 90 %) MeTabomi3yeThCs y NMediHIli 10 HeaKTUBHUX MeTa0OoJTiTiB.



BusBenmenns

AmMnopuniH BUBOOUTHCS 3 MJIa3MHU KPOBi IBOMa eTanaMy, KiHIIeBUY [1epiof HalliBBUBEIEHHS
ctaHoBUTh nmpubau3no 30-50 roguH. PiBHI piBHOBaXKHOT0 CTaHY B IJ1a3Mi KPOBi 1OCATAIOTHCS IiCTIs
TIOCTiMHOTO 3aCTOCyBaHHS poTsaroM 7-8 mHiB. 10 % BuxigHoro amnoguminy i 60 % mMeTabomiTiB
aMJIOOUIIIHY BUBOAATHCS i3 CeUero.

Basacapman

AGcopOitis

[Ticns mepopalbHOTO 3aCTOCYBaHHS OKPEMO BajicapTaHy MOr0 MaKCUMaJllbHi KOHIIEHTpallii
mocsiraloThes uepes 2-4 rogunu. CepenHs abcomoTHa 6i000CTYHICTh CTaHOBUTL 23 %. BXuBaHHS
1K1 3HMXKY€ IJIONTY Iif papMaKOKiHETUYHOI KPUBOIO «KOHIleHTpalisf-9ac» (AUC) BancapTany
npubnusno Ha 40 %, a C,,, - mpubnusno Ha 50 %, xoya mpubIU3HO Yepes3 8 rogUH Micis
3aCTOCyBaHHS KOHIIEHTpAllig BajicapTaHy € MOLiOHOI0 y rpyliax IPUKUOMY IIpernapaTty HaTile i mics
BXKMBaHHA ixi. OnHak Take 3MeHIneHHss AUC He CyIPOBOAXKYETHCS KITIHIYHO 3HAYYIIUM 3HUKEHHSIM
TepaneBTUYHOTr0 edeKTy, TOMy BajicapTaH MOXKHa 3aCTOCOBYBaTH HE3aJIeKHO Bifl BAUBaHHSA 1XKi.

Posnmopin

O06’eM po3mopiny BajicapTaHy y PiBHOBaXXHOMY CTaHi ITiCJIs BHYTPITHEOBEHHOTO BBeJIEHHSI CTAHOBUTD
npu6bnu3Ho 17 nmiTpiB, Ile BKa3ye Ha Te, I0 BiH He PO3MOMiIgEThCS EKCTEHCUBHO Y TKaHWHAX.
BancapTaH akTHBHO 3B’43y€ThCs 3 Oinikamu cupoBaTKH KpoBi (94-97 %), TONIOBHUM YMHOM 3
anb0yMiHaMu.

BiotpaHncdhopmariis

Bancapran He TpaHCHOPMYETHCS 3HAYHOI MipoI0, OCKinbKM nuiie mpubau3Ho 20 % 103U BUBOOUTHCS
y Burnsani metabomnitis. I'impokcumeTtabosit 6yio imeHTH(hiKOBaHO B M1a3Mi KPOBi ¥ HU3bKUX
KoHIeHTpalisax (MeHme 10 % Big AUC BancapTany). Lle#t MmeTabomiT papMaKonorivyHo HeaKTUBHUM.

BuBegeHHd

Barncapran BUBOOUTHCS IEPEBaxKHO 3 KanoM (mpubau3Ho 83 % mo3u) i ceuero (mpubnusro 13 %
[03H), TOJIOBHUM YMHOM y BUTJISIAI HE3MiHEHOTO IIpenapary. [1icyis BHyTPilIHbOBEHHOTO BBEIEHHS
TJTa3MOBUM KITipEHC BajicapTaHy CTAHOBUTH IIPUOIM3HO 2 JI/TOOUHY, a HUPKOBUH KitipeHC - 0,62
n/roguny (mpubnu3no 30 % Bimg 3aranbHOro KiaipeHcy). [lepion HamiBBUBeNeHHS BajlicCapTaHy - 6
TOJUH.

lidpoxsopomia3ud

AGcopbiris

AGcopObist rimpoxopoTia3uay Mmiciist mepopaabHOT0 3aCTOCYBaHHS BinOyBaeThCs MIBUOKO

(T, - TpuOIU3HO 2 Tomuum). I[limBuinenHs cepenaboro AUC € MiHINHUM i TpomopLinHuM
1031 IIpX 3aCTOCYBaHHI y TepaneBTUYHOMY Aiana3o0Hi 703. He criocTepiraeTscs 3MiH KiHETUKHU
TifpoxJIopoTia3uay npu MOBTOPHOMY 3aCTOCYBaHHI, a KyMyslisa Oya MiHiManbHO IpH npuiiomi 1
pas Ha mo0y. [Ipu ogHOYaCHOMY IpUKOMi 3 1Ket0 BiTMidanoch K MifBUIIIEHHS, TaK i 3HUXKEHHS
CHCTEMHOI JOCTYITHOCTI TilpoXJI0p0Tia3uay MOPiBHSAHO 3 MPHUMOMOM HaTIIe. BupaxkeHiCcTh 1IuX
edeKTiB He3HaUHa i Ma€ HEBENIUKY KJIiHIYHY 3HAUyLIiCTh. AOCOII0THA 6i0fOCTYIHICT
rigpoxyiopoTia3uny craHoBUThE 60-80 % micis mepopaabHOTO 3aCTOCYBaHHS.



Po3nonin

Bupumuii 06’eM po3mopiny cTaHOBUTD 4-8 j1/Kr. I'impoxiopoTia3un y UPKYII0I0Yili KPOBi 3B I3YETHCS
3 6inmkamu mma3mu Kposi (40-70 %), TOOBHUM YMHOM 3 anbOymiHaMu. ['igpoxyiopoTia3u TaKoxk
HaKOMMYYETHCA B €PUTPOLMUTAX ¥ KiTbKOCTI, 1110 B 1,8 pa3a nepeBullye Taky y Ijaa3Mi KpoBi.

BioTpaHcdhopmarris

ligpoxsopoTia3uy BUBOOUTHECS Y HE3MIHEHOMY BUTJTIAML.

BuBeneHHd.

Bineime 95 % abcopboBaHOi 1031 BUBOOUTHCS Y HE3MIHEHOMY BUTJISAMI i3 ceueto. HUpKoOBUM KitipeHc
CKJIafa€ThCS 3 TaCUBHOI (PinbTpaliil 1 aKTUBHOI CEKpellil y HUPKOBUX KaHanblsax. [lepion
HaliBBUBeIeHHd - 6-15 rogus.

OKpeMi epynu nauieHmis
Ilimu (8ikom 0o 18 pokis)
HeMmae mauux 1100 papMaKOKiHETHKH y TiTeH.
ITauieHmu aimHb020 BIKYy (8iKoM 810 65 pokKia)

Yac pmo mocsaraesHs C,,, aMJIOAUIIIHY TOMIOHUHM ¥ MOIOAUX Ta JIiTHIX MaIlieHTiB. Y MallieHTiB JIiTHHOTO
BiKy KJIipeHC aMJIOAUIIHY Ma€ TEHIOEHI[iI0 10 3HUKEHH, cipuuyrHA4M nigsuiierss AUC Ta nepiony
HaniBBuBeneHHs. CepenHiu cucteMHuy noka3HUK AUC Basicaptany Bului Ha 70 % y nauieHTiB
JIITHBOTO BiKYy, HiXK y MOJIOJIINX IAIli€EHTiB, TOMY 103y TAaKKUM IaIliEHTaM IIiIBUIYIOTh 3 00epPeKHICTIO.

CucrteMHa eKCIO3Ullis BajJiCapTaHy [ello BUIlla Y MAllieHTiB JITHHOIO BiKy IIOPIBHAHO 3 MOJIOLALIUMU
IalfieHTaMy, ajie lie He Ma€ KJIiHi9YHO1 3HAa4yIIOCTi.

OOMexeHi maHi BKa3yloTh Ha Te, 110 CUCTEeMHUM KITipeHC TiIpoXnopoTia3uny 3HUXKEHUH 5K
3[M0POBUX MOOPOBOIIBLIIB JIITHHOTO BiKY, TaK i y MallieHTiB TiTHLOTO BiKy 3 apTepialbHOIO TinepTeH3ieln
MIOPIBHSHO 3 MOJIOAIINMHU 3[I0POBUMHU T0OPOBOJIBIISIMH.

OCKinTbKM TPY KOMIIOHEHTH IIpernapaTy OfHaKOBO f00pe MepeHoCIThCS MOJIONUMHU TalliEHTaMH Ta
IalieHTaMU JIiTHBOTO BiKYy, MallieHTaM JIITHBOTO BiKy PEKOMEHI0BaHO 3BUYAHUN PEXKUM J03yBaHHS.

ITopyweHHA pYHKUiT HUPOK

[TopyieHHs QYHKII HIPOK CYTTEBO HE BIUIMBA€E Ha (hapMaKOKiHETHKY aMIOAUMIHY. AK i
OYiKyBaJsocCs, AJid IIpenapaTy, HUPKOBUY KJIipeHC AKOro cTaHoBUTH nuile 30 % Bif 3arajabHOTO
IIJITa3MOBOTO KJIipeHCY, He CIIOCTepPiranocs B3aEMO3B’ 13Ky MiX (YHKIIi€I0 HUPOK i CHCTEMHOIO
€KCIIO3UIIi€I0 BajicapTaHy. TOMy Malli€eHTH 3 MOPYIIEeHHIMHU (PYHKI1 HUPOK Bif IETKOTO [0 IIOMipHOTO
CTyIleHsI MOXKYTh 3aCTOCOBYBATH IIpelapaT y 3BU4alHii T04YaTKOBIiH H03i.

IMopyweHHA pyHKUII neviHKu

IcHyIOTD OykKe oOMexkeHi KIiHiYHi faHi 00 3aCTOCyBaHHS aMJIOAOUIIIHY MallieHTaM i3 MOPYIIeHHIMU
GyHKII] TediHKY. Y NalieHTiB i3 MOPYLIIeHHSIMU (PYHKI1 IeYiHKY KJTipeHC aMJIONUIIiHY 3HUXKEHUH, 10
IPU3BOAUTH 10 30inmbinenHs mokasuuka AUC mpubnusso Ha 40-60 %. Y cepenHbOMY B TAIiEHTIB i3
XPOHIYHUMU 3aXBOPIOBAaHHAMU JIETKOr0 Ta noMipHoro crynenss AUC-BajcapTaHy y 2 pa3a BUllla, HixX



y IOpOCIuX 0OOPOBOIBINB (3rPYIIOBAHO 3a BiKOM, CTATTIO i MacoIo Tina). 3 06epexkKHiCTIO CIif
IIpHU3HavaTH Mpelapar nalieHTaM i3 3aXBOPIOBAHHAMU MEYiHKHU.

Kom06iHalist BajicapTaH/aMIOOUITiH/TiIPOXIOPOTia3u/l He TeCTyBajacs 040 TeHOTOKCUYHOCTI Ta
KaHIIEPOTEHHOCTI, OCKIJIbKY He CIIOCTEPiranoch 03HaK B3aEMOil MiXK IIUMU IIperapaTaMu, II0
IIpeACTaBlIEH] Ha PUHKY IIPOTATOM TpUBasoro yacy. OfHaK BajicapTaH, aMJIOOUIIIH i
TigpoXJIopoTia3up NPOTECTOBaH] IHAUBIAYaTIbHO CTOCOBHO T€HOTOKCUYHOCTI Ta KaHIIEPOIreHHOCT];
Oynu oTpMMaHi HeTaTUBHI Pe3ybTaTH.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

JIikyBaHHS eCeHLiaJIbHOI TinepTeHsil y JOpOoCIuX MalieHTiB 3 apTepialbHUM THUCKOM,
aJeKBaTHO KOHTPOJIbOBaHUM KoMOiHalli€lo aMIOOuIiHy, BaJcapTaHy i TimpoxiopoTia3uny, sSKi
3aCTOCOBYIOTh TPY OKpEMUX IIpeliapaTy ado [Ba IpenapaTy, OOUH 3 IKUX € KOMOIHOBaHUM.

IIpomunoka3aHHsA.

- TinmepuyTnuBicTh [0 [Ail0YKUX PEYOBUH, IHIIKUX CyIbPOHAMIMIB, MOXigHUX OUTiApONipUANHY abo g0
Oymb-sIKO1 JOTIOMiKHOI PEUYOBHHU IIpenapary;

- BariTHiCTh abo MIaHyBaHHS BariTHOCTI (IKUB. PO3MiN «3acTOCyBaHHS Y Iepiof BariTHOCTI abo
TOyBaHHS I'PYAOIO»);

- IIeYiHKOBa HEOOCTATHICTh, OimiapHui 1Mpo3 abo xonecras;

- TXKKi mopymenHs QpyHKLii HEpok (IIIK® < 30 miu/xs/1,73 M%), aHypid, a TaKoX nepebyBaHH Ha
fiamisi;

- CYIYTHE 3aCTOCYBaHHSl @aHTArOHICTIB peleNnTopiB aHrioTeH3uHy (APA), BKII04ar04u BajcapTaH,
abo iHriOGiTOpiB aHTiOTEH3UHIIEPETBOPIOBAIbHOTO PpepMeHTy (AIID) 3 amickipeHOM y pa3i I[yKpoBOT0O
mia6ety a6o npu nopymeHHi ¢pyukmil Hupok (IIIK® < 60 mr/xs/1,73 M%);

- pedpakTepHa rimokaieMis, FinOHATPiEMid, TimepKaIbIlieMis, CAMOITOMATAYHA TiIepypUKeMis;
- TSXKKa TiloTeH3is;
- IIOK (BK/IOYal04¥ KapAiOTeHHUY 1IOK);

- oOCTpPYyKIIisl BUBIIHOTO TPAKTY JIiBOTO UIIYHOYKA (HampuKiag, TineprpodiuHa o0CTPYKTHBHA
Kapaiomionaris Ta CTEHO3 a0PTHU TAXKKOTO CTYIIEHS);

- reMoauHaMiuHO HecTa0ilbHa ceplieBa HEIOCTATHICTH IiC/Is TOCTPOro iHpapKTy MioKappaa.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

HocnigxkeHHs B3aeMofiii kombiHalii BayicapTal/aMIOAUIIIH/TiAPOXI0POTia3uy 3 iHIIMMU JTiKAapChKUMU
3acobamu He mpoBomuIKCs. Huxye mpefcTaBiaeHa jauie iHhopMallis Mpo B3a€MOII0 3 iHITUMHU
JiKapChKUMH 3aco0aMu, 110 BimoMa st KOXKHOI OKPeMoi Iif040l peYOBUHH.

OpHaK BaXkJIMBO BPaxOBYBaTH, 10 JiKapchKui 3aci6 Kopcap® Tpio MoxKe MOCHITIOBATH TillOTeH3UBHUM
eeKT iHIIKWX aHTUTINePTeH3UBHUX IIpeIaparTiB.

OpHOoYacHe 3aCTOCYBAHHA HE PEKOMEHIOBAHE

BaacapmaH ma 2idpoxaopomiasud
JIimit
[Tpo 060pOTHE MifBUILIEHHST KOHIIEHTPAIil JTiTif0 B CHPOBATIIi KPOBi i TOKCUYHICTh IOBiIOMIISNIOCS

IIPOTSITOM OOHOYACHOTO 3aCTOCYBaHHS JIiTito 3 iHTribiTopamu AII®, aHTaroHicTamMu perenTopiB
aHrioTeH3uny I, y ToMy 4uci 3 BajicapTaHoM abo 3 Tia3ugaMu, TaKUMU 5K TigpPOXIOPOTia3uf.

OcCKinbKM HUPKOBUY KJIIPEHC JITiI0 3HUKYETHCS Tia3UgaMH, PU3UK TOKCUYHOCTI JIiTif0, iMOBIpHO,
Mo2Ke 30iIbIIyBaTHCS i3 3aCTOCYBaHHSAM JiKapchkoro 3acoby Kopcap® Tpio. V 3B’3Ky 3 UM
PEKOMEH0BaHO IIPOBOAUTH PETEJIbHIUYM MOHITOPUHT PiBHS JIiTiI0 B CHPOBATII KPOBI IIifl 4aCc CyMiCHOTO
3aCTOCYBaHHA IIpelaparis.

Basacapman

Kanitizbepiearoui diypemuku, 0ob6asKu Kasito, 3amMiHHUKU €0i, sIKi Micmsamb Kaaili, ma iHwi 3acobu,
W,0 MoJCYymb nidsuw,y8amu pigeHsv Kaniwo

fAxmo HeoOXifiHe 3aCTOCYyBaHHS JTiKapChKOro 3aco0y, Io BIIJIMBA€E Ha piBeHb KaJliio, y KoMOiHatii 3
BaJICApTaHOM, PeKOMEH0BAHO YaCTO IIePeBipsATH PiBEHD KaJlilo y I1a3Mi KPOBIi.

Ama00uniH
I'petingppym abo 2petinppymosuti cik

3acTocyBaHHS aMJIOHUIIIHY 3 TpeindpyToM abo rpeindpyToBUM COKOM He peKOMEHI0BaHe, OCKiIbKH
y mesIKUX TallieHTiB MOXKe MPU3BOAUTH [0 30iNblIeHHS e(peKTy 3HUKEHHS apTepialbHOTO THUCKY.

OmHoYacHe 3aCTOCYBaHHSA NOTPeOye 06epexkHOCTi

Ama00uniH
Inzi6imopu CYP3A4 (maki K KemoOKOHA30.1, impakoHa30, pumoHasip)

HocmimKeHHS 3a y4acTIO MallieHTiB JIITHHOTO BiKy MIPOIeMOHCTPYBAJIH, 110 OUITiazeM iHTibye
MeTab01i3M aMJIOfUIIiHY, MOXKIUBO, 3a yuacTio CYP3A4 (KoHIleHTpallisl y Ia3Mi KpoBi 3pocTae
npu6nu3Ho Ha 50 % Ta epeKT aMIONUIIiHY TOCUIIOETHCSA). He MOKHa BUKTIOYUTH BipOTigHOCTI TOTO,
1o Ginbin moTyxkHi iHribitopu CYP3A4 (Taki sK KETOKOHA30JI, iTpaKOHa30J1, PUTOHABIP) MOXKYTh
IiIBUIIyBaTU KOHLIEHTPAllil0 aMJIOOUIIIHY B ITa3Mi KPOBi Oi/bI BUpaXKeHO, HiXK OUITia3eM.

OpHovyacHe 3aCTOCYBaHHS aMJIOOUIIHY i3 cunbHUMHU abo moMmipHuMY iHribiTopamu CYP3A4
(iuribiTopu mpoTea3u, a30JIbHI IPOTUTPUOKOBI 3aCc00M, MaKpOJIiAK, TaKi IK epUTPOMILMH abo
KJIAapPUTPOMIIMH, BepanaMin abo gunaTiazeM) MOXKe IPHU3BECTH [0 3HAYHOT0 30iTbIIeHHS €KCIIO3UIIi1



amiopumniny. Kniniyni nposiBu 1ux papMakoKiHETUYHUX 3MiH MOXKYTb OyTH Oi/IbII BUPAXKEHUMHU Y
TALiEHTIB MTHLHOTO BiKy. TaKUM YUHOM, MOXKYTh OyTH MOTPiOHI KTiHiUHMIE MOHITOPUHT Ta
KODUTYBaHHA [O3HU.

Inoykmopu CYP3A4 (npomucydomHi npenapamu, maki six kapbama3seniH, peHobapbiman, peHimoiH,
(pocperimoin, npumiooH), pupamniyuH, 38ipobill 38uyatiHull

Hewmae manux npo BinuB iHOyKTOpiB CYP3A4 Ha amiopunid. OgHOYaCHe 3aCTOCYBaHHS iHAYKTOPIB
CYP3A4 (manpukmnap, pudaMminuHy, 38ipo60i0) MoxKe IMPU3BOTUTH 00 3HUKEHHS KOHIIEHTpallii
aMJIOJUITIHY y 11a3Mi KpoBi. [IoKka3aHO IPOBOAUTY KIiHIYHUN MOHITOPHUHT i3 MOXKJIMBUM
KOPUTYBaHHSM [03U aMJIOJUIIIHY POTATOM JIiKyBaHHS IHAYKTOPOM i MiC/IS MOTO BiAMIHH.

AMJTOIUIIIH CITig 3aCTOCOBYBaTH 3 00epexkHicTI0 pa3oM 3 ingykTopamu CYP3A4.
CumsacmamuH

3acTocyBaHHs Oaratopa3oBux 103 10 Mr amnopumniny 3 80 M cuMBacTaTUHY IIPU3BOOUTE [I0
30inTbINIEHHS €KCITO3UIlil CUMBAcTaTUHY Ha 77 % MOPIiBHSIHO i3 3aCTOCYBaHHSM OJHOTO CHMBACTaTHHY.
PexoMeH0BaHO 3HUKYBaTH [0O0BY 003y CUMBAcTaTUHY [0 20 MT MalfieHTaMm, siKi 3aCTOCOBYIOTh
AMJIOJMIIIH.

[lanmposeH (iH@ya3ii)

Y TBapuH CIloCTepiranucs yeTaabHi BUMTafKKA BHACTIINOK BEHTPUKYISIPHUX QiOpunsiii Ta
KaprioBacKyJISIPHUX KOJIAICIB y 3B’43KY 3 TillepKalieMi€lo MMiciIg 3aCTOCYBaHHA BepanaMiny Ta
[NaHTPOJIEHY BHYTPIIIHbOBEHHO. Yepe3 PU3MK TillepKalieMil peKOMeHAYETLCS YHUKATH CYIIyTHLOTO
3aCTOCYBaHHS 0JI0KATOPiB Ka/IbI[iEBUX KaHAJIiB, TAKUX SK aMJIOOUIIIH, MAlliEHTaM, YyTIIMBUM [0
37I09KIiCHOI rimepTepMil, Ta P JTiKyBaHHI 3I0IKiCHUX TilepTEepMii.

BasicapmaH ma 2iopoxsiopomiasud

HecmepoioHi npomu3anaavHi npenapamu (HII3I1), ekatouarouu cesekmugHi iHeibimopu LIOI-2,
auemuscaniuusnosy kucaomy (> 3 2/0oby) i HecenexmuaHi HII3IT

HIT3II moxyTh ocnabiiioBaTy aHTUTIEPTEH3UBHUY e(PeKT K aHTaroHiCTiB aHrioTeH3uny lI, Tax i
TiApoXJIOpOoTia3uay pyu OGHOYACHOMY 3acToCcyBaHHi. KpiM TOro, ogjHO4YacHe 3aCTOCYBaHHS
nikapcekoro 3aco6y Kopcap® Tpio 3 HII3IT MoKe IpU3BOAUTH [0 MOPYIIeHHs QYHKILI HUPOK Ta
MigBUIIEHHS PiBHS Kalliio B CHPOBATIl KPOBi. TOMy peKOMeHA0BaHO IPOBOAUTH MOHITOPHHT (PYHKIIil
HUPOK Ha II0YaTKY JIIKyBaHHS, a TAKOXK BIIOBifHY rifpaTallifo Halji€HTa.

IH2i6imopu nepeHoCHUKA HakonuyeHHs (pupamniyuH, yuka0cNopuH) abo ep10KCHO20 NepeHOCHUKA
(pumoHasip)

PesynbrTaTy mocnigXxeHs in vitro 3 TKAHUHOIO NIEYiHKY JIIOOUHYU I10Ka3aJjiy, 110 BajiCapTaH €
cyOcTpaToM Ie4iHKOBOTO epeHocHUKa HakonndeHHSI OATP1B1 Ta neyiHkoBoro e(pioKCHOTO
neperocirka MRP2. CynyTHe 3acToCcyBaHHA iHTiOITOPIB MEpeHOCHUKA HAaKOTTMYEeHHS
(pudamminmH, 1UKI0CIOpUH) a0 e(II0KCHOTO ITePpeHOCHUKa (PUTOHABIP) MOXKe
30i/IbIIIyBATH CUCTEMHY €KCIIO3UITiI0 BaJICapTaHy.

idpoxaopomia3ud

AK020.1b, 6apbimypamu abo HAPKOMUYHI npenapamu



OpHOoYacHe BBeEHHS Tia3UIHUX OiyPETUKIB 3 peYOBUHAMH, SKi TAKOXK MalOTh ePEKT 3HUKEHHS
apTepianbHOTO TUCKY (HApPUKIaL 3 TAKUMHU, [0 3HUKYIOTh CUMITATUYHY aKTUBHICTh IeHTPAJIbHOI
HEPBOBOI cucTeMu ab0 IPSMY Ba3oguIaTalliio), Moxe IMOCUIUTA OPTOCTATUYHY TillOTEH3ii0.

AmaHmaouH

Tia3upu, BKIOYaUM TigpoXJIOPOTia3uy, MOXYTh HMiIBUIIyBaTA PU3UK PO3BUTKY MOOIYHUX peakKIiii,
CIIpUYUHEHUX aMaHTaUuHOM.

AHMuxoiHepeiuHi npenapamu ma iHwi AiKapceki 3acobu, w,0 8NAUBAMb HA MOMOPUKY WAYHKA

BiogocTynHiCcTh AlypeTUKiB Tia3WAHOTO TUIY MOXKYTH MIBUINYBATH aHTUXOJIIHEPriyHi IIpenapaTu
(HampuKIaf, aTPoIiH, OinepuneH), OYeBUOHO, BHACTIIOK 3HUKEHHS IITYHKOBO-KUIITKOBOI PYXIUBOCTI
Ta IIBAAKOCTI BUMIOPOXKHEHHS IIIJIYHKA.

[ HaBmaky, nepenbavaeThCs, 110 MPOKIHETUYHI PEYOBUHMY, TaKi K LU3ANPUL, MOXKYTh 3HUKYBATU
6i0lOCTYIHICTh AiypeTUKIB Tia3UIHOTO TUILY.

AHmuoiabemuyuHi npenapamu (Hanpukaad, iHCyAiH i nepopaavHi aHmudiabemuyHi 3acobu)

Tia3ugHi OlypeTUKY MOXKYTh 3MIiHIOBAaTH TOJIEPAHTHICTD O TJIIOKO3H, Yepes 110 MOXKe BUHUKHYTU
HeOOXiIHICTh MOBTOPHO CKOPUTYBATH 03y iHCYJiHY Ta MepopalbHUX TimorikeMiuHuX 3aco0iB.

MemdopmiH

MeTdhopMiH citig 3aCTOCOBYBaTH 3 00€peXkKHiCTIO0, OCKIJIbKY iCHYE PU3UK PO3BUTKY JIAKTOALKUO03Y,
iHAYKOBaHOTO MOXKJ/INBOI0 (PYHKITIOHATBHOI HEPKOBOI HEJOCTATHICTIO, 10 ITOB’A3aHa i3
3aCTOCYBaHHSM TigpOXJIOPOTia3umay.

B-610kamopu ma diazokcud

OpHOYaCHe 3aCTOCYBaHHS Tia3UOHUX AiypeTHKIB, BKIIOYAKYHU TrigpoXI0pOTia3us,

3 B-6;mokaTopaMu MOXKe IIOCHJTIOBATH PU3UK rinmepriikemil. Tiazupwi
[iypeTHKH, BKIIYAI0UYY TiAPOXIOPOTia3uy, MOXKYTh IOCUTIOBATH TiNePriIiKeMidyHul epeKT
nia3oKcupy.

Kapbama3zeniH

Y marnieHTiB, IKi OTPHMYIOTh TiTPOXJIOPOTia3ua OMHOYACHO 3 KapOaMa3emiHoM, MOXKe PO3BUHYTHCS
rimoHarpieMis. ToMy HaIiEHTIB CIIif HONEPENUTH IIPO MOXKJIUBICTh TIIIOHATPIEMIYHUX peakIid, a
TaAKOXK CIIOCTepPiraTu 3a iX CTAHOM.

LukaocnopuH

OpHouacHe J'IiKYBaHHﬂ IUKIJIOCIIOPHHOM MO2K€ IIOCHUJIIOBATU PU3UK rir[epypI/IKeMﬁ Ta YCKIIaOAHEHHS
MOAarpu4YHoOro TUITY.

ITumomoxcuuHi npenapamu (Hanpukaao, yukaopocpamio, memompexcam)

Tia3umu, BKITIOYAIOYY TiTPOXJIOPOTia3ua, MOXKYTh I0C/IabI0BaTH HUPKOBY €KCKPEI[ilo IIMTOTOKCUYHUX
nmpenapariB (Hanpukiaf, nukinopochaMiny, METOTPEKCATY) i MOTEHLiIOBAaTH 1X Mi€TOCYIPECUBHUM
edexT.

I'71ixo3udu HanepcmsHKu



Tia3upiHgyKOBaHa rimokasnieMis abo rimoMarHieMisi MOXyTh BUHUKATHU K He0axKaHi e(eKTH, 1110
CIPUYUHSIOTH PO3BUTOK AUTITAIiCIHAYKOBAHOI CEPIIEBO] apUTMil.

HodosemicHi koHmpacmHi 3acobu

Y pagsi miypeTHKiHAyKOBaHOI gerigpaTaliil iCHye miABUIIEHUN PU3UK PO3BUTKY TOCTPOI HUPKOBOI
HEeJOoCTaTHOCTI, 0COOIMBO IIPY BUCOKUX [[03aX IIpenaparis #ofy. [lepen 3aCTOCyBaHHAM CIIif
IIPOBECTU perigpaTaliio.

IoHO0bOMIHHI cMoaUu

[TornvuHaHHs Tia3uAHUX OIyPETHUKIB, Y TOMY YMCIIi IAPOXIIOPOTIa3uay, 3HUXKYETHCS X0IEeCTUPaMiHOM
abo konectumosnoM. 1le Moxke Mpu3BeCTH OO0 CyOTEpAneBTUUHUX edEKTIB Tia3UIHUX OiyPETHUKIB.
[IpoTe Bpaxkarwya f03a rigpoxJI0poTia3uay Ta CMOJIM Taka, LI0 TiAPOoXI0pOoTia3uy 3aCTOCOBYETHCS
ImoHaliMeHIIe 3a 4 roguHu 10 a6o yepe3 4-6 TOOUMH IiCsA 3aCTOCYBaHHS CMOJI, IO ITOTEHIINHO
MiHIMi3y€e B3a€EMOZIIO.

JlikapcuKi 3acobu, w0 8nau8ame Ha piseHbv Kaiw (KaaillypemuyHi diypemuku, Kopmukocmepoiou,
nocaabaowui 3acobu, adpeHokopmukomponHuil 20pmoH (AKTT'), amppomeput,uH, KapbeHOKCON0H,
newiuuin G, noxioHi caaiyus080i Kucsio0mu), ma aHmuapummiyuHi 3acobu

limokaniemiyHu e(PeKT TiApOXIOPOTia3uay MOXKYTh ITOCUAJIIOBATU KaIilypeTUdHi AiypeTUKY,
KOPTUKOCTEPOInH, mocnabmooui 3acobu, AKTI, ampoTepuiint, KapOeHOKCOJIOH, IeHiumin G,
TIOXi[IHI Ca/TiUIOBOI KHUCJIOTY Ta aHTMApUTMIiuHi 3acobu. AKIo Taki mpenapaTy IPU3HAYAOTh 3
kKoMOiHallielo aMToquIIiH/BacapTaH/TifpoXI0poTia3uy], peKOMEHI0BAHO ITPOBOAUTY MOHITOPUHT
PiBHA KaJliio y 11a3Mi KpOoBi.

Jlikapcyvki 3acobu, wo 8na1usarwme Ha pieeHb HAMpIo

linonaTpieMiuyHu edeKT OiypeTUKiB MOXKe IOCUIIOBATUCS IIPY OTHOYACHOMY 3aCTOCYBaHHI TaKUX
nmiKapchKux 3aco0iB K aHTUIENIPECAaHTH, HEUPOIENTUKY, IPOTUETIINIeNTUYHI TpenapaTu. Crix 3
0GepeKHICTIO TpU3HaYaTH Jikapchkuil 3aci6 Kopcap® Tpio nmpu TpuBanoMy JiKyBaHHi
BHUIIleHaBeJeHUMHU IIpellapaTaMi.

Jlikapcuvki 3acobu, SiKi Mo} cymb cnpuyuHumu 08oHanpasaeHy maxikapoito (torsades de pointes)

Y 3B’sI3Ky 3 pU3UKOM PO3BUTKY TillOKasieMii TrifpoxaopoTia3up CiIifl 3aCTOCOByBaTH 3 06ePeKHICTIO
OJHOYACHO 3 JTIiIKapChKUMU 3acobaMu, SKi MOXKYTh CIPUYMHUTH JBOHAIIpaB/IeHy TaXikaphiio (torsades
de pointes), 30KpeMa, 3 aHTHapPUTMiYHUMHU 3aco0amu Kiacy la i knmacy III Ta gesikuMu
HeUpOJIeNITUKaMU.

Jlikapcwvki 3acobu, wo 3acmocosyromucs 045 AiKy8aHHA nodazpu (npobeHelud, cyab(piHnipasoH i
anaonypuHos)

MoxXe BUHUKHYTU HEOOXiOHICTh Y KOPUTYBaHHI J03U YPUKO3YPUUHUX JTiKapChKUX 3aC00iB, OCKiIbKH
TiApoxIopoTia3ug MoxXKe MigBUIIYBaTH PiBEHb CEYO0BOI KMCIOTH Y CUPOBATII KPOBi. MoXKe BUHUKHYTH
HeoOXiHICTh y MifBUILeHH] 103U TpobeHenuay abo cynbQiHIipa3oHy.

OpHOYacCHe 3aCTOCYBaHHS Tia3UOHUX AiypeTUKiB, BKIIOYAKYHU igpOXI0p0Tia3uy, Moxe HiABUILYBaTU
YaCTOTY BUHUKHEHHS peaklii TinepuyTAUBOCTI 10 aJ0NypPUHOIY.

Memusadona



Bynu okpeMi OBifoMJIeHHS PO PO3BUTOK T€MOJTITUYHOL aHEMIl ITpX OTHOYACHOMY 3aCTOCYBaHHI
TiApOXJIOPOTia3uay i MeTUJIAOMNH.

Heodenoaspu3ywui peaakcaHmu ckeiemuux m’sa3ie (Hanpukaad, myboKypapuH)
Tia3unu, BKIII04Yal04y rifipoxJIopoTia3uf, IOTEHIII0ITE [0 IOXIAHUX Kypape.
IHwWi aHmuezinepmeH3ueHi sikapcvki 3acobu

Tia3upHi AlypeTUKY NOTEHIII0I0Th aHTUTINEPTEH3UBHY [il0 IHIIUX aHTUTINEePTEH3UBHUX IIperapaTis
(HampuKIan, TyaHeTUAUH, MeTUNAoma, B-010KaTOpU, Ba30AUIaTaTOPH, 0JI0KaTOPU Kaslblli€BUX
KaHaJtiB, iHribiTopu AII®, 61oKaTopu peLenTopiB aHrioTeH3uny Il Ta npsMi iHTiOiTOPH peHiHy).

ITpecopHi amiHu (Hanpukaad, HopadpeHaaiH, a0peHaiH)
ligpoxsopoTia3ug MoXkKe 3MEHIIYyBaTH peakllito Ha IPeCOPHi aMiHy, TaKi K HOpaJpeHaJliH.

KriniuHe 3HaYeHHS LOTO e(eKTy € HEBU3HAUYEHUM 1 HeIOCTATHIM [JI BUKJIIOUEHHS 1X
3aCTOCYBaHHS.

Bimamin D ma coai Kaavuiro

3acToCyBaHHS Tia3WOHUX OiypPETHKiB, BKIIIOYAIOYM TigpoxIopoTia3uf, 3 BitaminoMm D abo i3 conmsmu
KaJblIlil0 MOXKe MMOTEHIiI0BaTH iABUINEHHS PiBHSA KaIbIlil0 B CHPOBATII KPOBI.

OpgHoOYacHe 3aCTOCYBaHHSA Tia3UOHUX OiypETUKIB MOXKE IIPU3BECTH [0 TilepKabIlieMil
(HampuKaf, rimepnapaTApeos, 37I0IKiCHI HOBOYTBOPeHHS a0 BiTaMiH-D-ommocepenkoBaHi
CTaHU) Y CXUIbHUX [0 IIbOTO TAIli€HTIB 3a PaxyHOK 30iNbllIeHHS KaHalblleBoi peabcopOiril
KaJIbIIi1o.

IToositiHa 6.10Kada peHiH-aH2iomeH3uH-aa1b0ocmepoHoeoi cucmemu (PAAC) 3 APA, iHzibimopamu
AII® abo anickipeHoM

Kniniuyni mani npogeMoHCTpyBany, 1o moaBiiiHa 61mokaga PAAC 3a q0omoMoroio CymmyTHbEOTO
3acTocyBaHHS iHTi6iTOpiB ATI®, aHTaroHicTiB pelenTopiB aHrioten3uny Il abo amickipeHy 1moB’sg3aHa
3 MiABUIIEHUM PU3UKOM PO3BUTKY ITOOIYHUX peakiliii, TaKWX SIK apTepiajbHa rinoTeH3id,
rinepkasnieMis i mopymeHHs QYHKIIil HUPOK (BKJII0Ual04YM TOCTPY HUPKOBY HELOCTATHICTh), IOPIBHIHO
3 MOHOTEpAIli€l0 PeYyoBUHOM, 1110 BiyiuBae Ha PAAC.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Besmnexka Ta e(eKTUBHICTH 3aCTOCYBaHHSA aMJIONUIIIHY IIPU TIEPTOHIYHOMY KpHU3i He
LOCIIiAKYBaJIUCE.

ITauienmu 3 degiuumom Hampiro ma/abo deziOpamauiero

HapmipHa rinoteHn3sis, BKIYal4Yy OPTOCTAaTUYHY TiNOTeH3it0, cnocTepiranacsa y 1,7 % nauieHTis, ki
OTPUMYBaJIM MaKCUMaJlbHY 03y KoMOiHallii amnogumit/Bancaptan/ rimpoxnopotia3ug (10 mr/320
Mr/25 mr), nopiBHSHO 3 1,8 % malieHTiB, 9Ki OTpUMYyBau BajicapTaH/rigpoxnopoTia3ug (320 mr/25
Mmr), 0,4 % mallieHTiB, AKi oTpuMyBaau amnopumnid/BancapTas (10 mr/320 mr), ta 0,2 % malfieHTiB, sKi
OTPUMYyBaJIU TifipoxjopoTia3ug/amnonumnit (25 mr/10 Mr), y KOHTPOJIbOBaHOMY OOCHIiAKEHHI 3a



y4acTIO Talli€HTiB 3 TOMIpHOIO a0 TSIKKO0I0 HEYCKJIaJIHEHOIO TillepTeH3i€Elo.

Y nanieHTiB i3 gedinrToM HaTpio Ta/abo gerigpaTali€io, sIKi OTPUMYIOTh [AiyPEeTHUKHU Y BUCOKUX [03aX,
MOXKe BUHMKATU CUMIITOMaTH4YHa apTepiajbHa rinoTeH3id. PeKoMeHO0BaHO KOPUTYBAaTU TaKUi CTaH
Tepeq 3aCTOCYBaHHSM JIiKapChKoro 3aco0y Kopcap® Tpio a0 yBaxHO CIIOCTepiraTv 3a IalLieHTOM Ha
[I0YaTKy JIiKyBaHHS.

SIK10 U 3aCTOCyBaHHI JiKapchKoro 3acofy Kopcap® Tpio BUHHKaE BUpaXkeHa apTepianbHa
TiMoTeH3is, MallieHTy CIif HafaTy TOPU30HTaJIbHE TI0JI0KEHHS Ta NPUIMIAHATYA HUXKHI KiHI[IBKY i,
SIKIII0 HeoOXigHO, BHYTPIIIHEOBEHHO iH(DY3iliHO BBecTH (izionoriunuit po3uyuH. JIiKyBaHHS MOXKHA
IIPOJOBXKYBATH Micys cTabinmizallii apTepialTbHOTO TUCKY.

3MIHU piBHA e/s1eKmpoaimi8 cupo8amku Kposi

AmnonuniH/BancapTaH/TigPOXIOPOTia3u

Y KOHTPOJIbOBAHOMY [OCITifizKeHHi KoMOiHalii amIoaumil/BascapTal/TigpoxI0poTia3us MPOTUOiI0YNi
edekT BancapTany 320 MI Ta rifpoxopoTia3ufy 25 MTI Ha piBeHb KaJlilo B CUPOBaTLi KPOBi
npubIU3HO BPiBHOBAXKYE ONUH OOHOTO V¥ 6araThoxX XBOPUX. B iHINMMX nauieHTiB oguH 3 e(heKTiB MOxKe
OyTH JOMiHYIOUUM.

Heo06xigHo mepioguyHO, 3 BiANOBIAHNMY iHTepBajlaMy IEPEBIPSITH PiBeHb €J1eKTPOJIiTiB CUPOBATKU
KPOBI, 11100 BU3HAUUTH MOXKJIUBUY €JIEKTPOIITHUI gucbanaHc.

[lepioguyHe BU3HAUYEHHS PiBHSA €JIEKTPOJIITIB i Kasilo y CUPOBATLi KPOBi CJIif IPOBONUTH Yepes
BiIMTOBiIHI MPOMIKKY Yacy [jisl MOTepeKeHHs MOXKJIIUBOTO eJIEKTPOJIITHOTO ArcOanaHcy, 0COOIUBO Y
MAI€HTIB 3 TaKUMH (aKTOpaMU PU3UKY, SK MOPYIIeHHA QYHKIN HUPOK, JTiIKyBaHHS iHITUMU
ImpernapaTaMy Ta eJIeKTPOJITHUY qucOalaHC B aHaMHe3i.

BancapTan

OpHoYacHe 3aCTOCYyBaHHS 3 KaJIiiBMiCHUMM [o6aBKaMu, Kaji30epiralouuMu fiypeTuKaMu,
3aMiHHMKaMH COJIi, 1[I0 MiCTSATh KaJiiid, abo 3 iHIIKMHU IperapaTaMy, 1[0 MOXKYTh IMiIBUIIYBaTH PiBEHb
KaJlito (HanpuKiaj, 3 TellapuHoM), He peKoMeHoBaHe. [1py HeoOXiTHOCTI CITii KOHTPOTIOBATH PiBeHb
KaJliio.

ligpoxnopoTia3ung

[ToBimoMIsANIOCS IPO PO3BUTOK TilOKasieMil IIpH JIiKyBaHHI Tia3WOHUMHU OiypeTUKaMH, Y TOMY YUCIi
TiAPOXJIOPOTia3uAOM.

JlikyBanHs npenaparoM Kopcap® Tpio cif moYnHaTH TiMbKY Hic/Is KOPeKIii rinokamiemii Ta Gymb-
KOl CIiBiCHyI04o0l rimomaruiemii. Tia3upgHi giypeTUKYU MOXKYTh IPU3BECTH [0 IOSIBU TilloOKamieMil abo
3arocTpIOBaTH HAaSBHY TillOKAIiEMIil0, TOMY IX CJTifl 3aCTOCOBYBAaTH 3 00€peKHiCTIO MaIlieHTaM 3i
CTaHaMy, IO BKIIYAKTh BTPATYy KaJjlilo, HallpUKJIa[ CoJeBTpaTHA HedpoaTis Ta IpepeHasbHe
(kapmioreHHe) opylIeHHs QYHKIII HUPOK. fAKIIO TrinmokasieMis po3BUBA€ETHCS IIif] Yac Teparil
Ti[pOXJIOPOTia3uA0M, 3aCTOCYBaHHS JIIKapCchkoro 3aco6y Kopcap® Tpio Crif NPUIMHHATH [0
cTabinpHOI KOpEeKIil KasieBoro OamaHcy.

JIiKyBaHHA Tia3UAHUMU [iypeTUKaMU, BKIIOYAI0UM TiAPOXJIOPOTia3u, OB A3aHe 3 PO3BUTKOM
rinoHaTpieMil i rimoxyiopemMi4Horo ankano3y abo i3 3aroCTPeHHSIM iCHY0401 rinoHaTpieMil.
CrocTepiraeTscs rinoHaTpieMis, 10 CYIPOBOAXKY€ETHCA HEBPOJIOTIYHUMU CUMIITOMaMu (HyZOTa,
Iporpecyloda fe30pi€eHTalis, anaTisa). JIiKkyBaHHSA TiApOXJI0pOTia3uaoM CIIif TOYUHATH JIUIIE MMiCd



KOpEeKIIil icHyto4ol rinoHaTpiemil. ¥ pasi TskKo01 ab0 IMIBUAKOI TiOHATPieMIl Mif Yac JTiKyBaHHS
Kopcap® Tpio 3acToCyBaHHs Ipenapary CJif IPAIMHUTHE 40 HOpMaisalil HaTpieMil.
Tia3upgu, y TOMy 4UCIIi TifpOXIOPOTia3uf, IOCUIIIOI0TE BUBEIeHHS MarHiio i3 cedero, 1110
MOXKe IIPU3BECTHU [0 rinoMarHiemil. [1pu 3acTocyBaHHI Tia3UOHUX AiypPETUKIB 3HUKYETHCS
eKCKpellisl Kasbllifo, 1110 MOXKe ITPU3BECTH [0 TinmepKasbliiemii.

Bcim manieHTaMm, sIKi OTPUMYIOTH Tia3ufHi AiypeTHKH, HeOOXiTHO TPOBOJUTH IEPiOOUYHIH
MOHITOPHUHT PiBHS €JIeKTPOJIiTiB, 0COGIMBO Kasliio, HaTPilo Ta MarHiw.

HemeaaHoMHUU paK wKipu

[TinBuIeHHS PU3UKY BUHUKHEHHS HEMEJIaHOMHOT'0 paKy IIKipH 3i 30iIbIIeHHAM KyMYJISTABHOI JO3U
rigpoxsiopoTia3unmy 6y10 BUSIBIEHO V IBOX (papMaKOemigeMiooTiYHUX OOCTiIXKEeHHX.
®ortoceHncubinizyBanbHa Oisl TigpoxXIopoTiasugy Moxke OyTH MeXaHi3MOM PO3BUTKY IIi€l MaTOJIOTii.

[MarienTis, sIKi mpuMaOTh TifpoXIOPOTia3un okpeMo abo B KoMOiHallil 3 iHITMMY TiKapChKUMU
3acobamu, cyif moindopMyBaTH IIPO PU3UK PO3BUTKY HEMETIAHOMHOTO PaKy IIKipH, 0COOIMBO MIpU
TPUBAJIOMY 3aCTOCYBaHHi, ITPO HEOOXiHICTh PEeTyISAPHO OTJIIAATH IIKipy Ta HeralHO MOBiHOMIISITH
JiKaps PO HOBi ypaxkeHHS abo0 mpo 6yab-sKi migo3pini HOBOYTBOPEHHS Ha IIKipi, 3MiHU ypaxkKeHb
mKipu abo pOOUMOK.

[l71s1 3HUKEHHS PU3UKY PO3BUTKY PakKy WIKIpHU MAI[ieHTiB CJIif MOiH(GOPMYyBaTU PO MOXKIIUBI
npodilakTUYHI 3aX0H, TaKi IK 00MeXKeHHS BIIJINBY COHSYHOTO CBiT/Ia i YP-onpoMiHeHHS, a ¥ pasi ix
BIUIUBY - IIPO HEOOXigHICTh afleKBaTHOT'O 3aXUCTY WIKipHUX MOKPXBiB. HeoOXimHO B HAaUKOPOTIII
TepMiHM 00CTEXKUTH Ii03Piii ypaxkeHHs IMKipHUX MOKPUBIB, BKJIIOUAIOYH TiCTOJIOTiUHE HOCITimXKEeHHS
6iomciftHoro MaTepiay.

HaHiGHTaM, SKi paHiH.Ie InepeHeciin HeMeJIaHOMHUIHR paK H.IKipI/I, TaK0OX MOXe 3HaJZ[061/ITI/IC${ neperiadan
3aCTOCYBAHHS IiIpOXJIOPOTia3umy.

TI'ocmpa pecnipamopHa MOKCuyHicmbo

[Ticns npuitoMy TigpoxJIOpPOTia3uay MOBIHOMIIANIOCS PO AyKe PifKiCHI BaXKKi BUNAgKU TOCTPO1
pecIipaToOpHOl TOKCUYHOCTI, BKII0Yal0uy TOCTPUM pecripaTopHuii guctpec-cuagpom (CPIIC). Habpsk
nereHb 3a3BUYail PO3BUBAETLCS NMIPOTATOM HEKiIbKOX XBUIMH a00 TONUH MiCTI IPUAOMY
rigpoxmnopoTia3uny. Ha noyaTky 3aXxBOpIOBaHHS CUMITOMU BKIIIOYAlOTh 3a0UIIKY, INXOMAaHKY,
IOTipIIEHHS CTaHy JlereHb Ta rinoteHsiro. fAkimo € nigo3pa Ha ['PIIC, 3acTocyBaHHS
TiApOXJIOpOTia3uay Ciif IPUNUHUTY Ta IPOBECTHU BIANOBiAHE JIiKyBaHHA. ['iIpoxopoTia3un He
MOXKHa IIpU3HayvyaTH Nali€eHTaM, sKi paHime neperecnu I'PIC micis npuioMy rigpoxXaIopoTia3umy.

ITopyweHHA pYHKUII HUPOK
Tia3upHi AlypeTUKY MOXKYTh IPUCKOPUATH a30TEMIIO V IAl[i€HTIB 3 XPOHIYHUM 3aXBOPIOBAHHAM HUPOK.

HeMae HeoOXiIHOCTI Y KOPUI'YBaHHi 003K JTiKapchkoro 3aco0y Kopcap® Tpio mamienTam i3
nopyIeHHsMY QYHKINI HEPOK Biff JIETKOro o moMipHoro cTyness (IIK® = 30 mn/xs/1,73 ).

Jlikapceku# 3aci0 TPOTUIIOKA3aHUH MalliEHTaM i3 TSIKKO0H HUPKOBOI HEIOCTATHICTIO, aHypiewo Ta
malieHTaM, IKi 3HaXOoOsaThbCS Ha Hiajisi.

PekxoMeHIOBaHO MEPiOAUYHO KOHTPOJIIOBATH PiBEeHb Kaslilo, KpeaTUHIHY Ta CEY0BOI KUCIIOTH B
CHPOBATIII KPOBi y MAIiEHTIB 3 MOpPYyIIeHHIMHU (YHKIIII HUPOK MTPU 3aCTOCYBaHHI JTiIKapChKOT0 3aco0y



Kopcap® Tpio.
CmeHo3 Hupkosoi apmepii

Jlikapcekuii 3aci6 Kopcap® Tpio moTpiGHO 3aCTOCOBYBATH 3 00€PEXKHICTIO 7S JIIKyBaHHS
rimepTeH3il y maIi€eHTiB 3 ogHOOiYHUM ab0 ABOOIYHKUM CTEHO30M HUPKOBOI apTepil abo
CTEHO30M €IMHOI HUPKH, OCKINTbKY PiBeHb CEYOBMHU Ta KPEaTHHIHY B CUPOBATIII KPOBi MOXKe
30iTbIITYBaTHUCE.

TpaHcnaaHmauyisa HUPKU

Ha crorogni Hemae indopmariil momo 6e3meKy 3acToCyBaHHs JTiKapchKoro 3acoby Kopcap® Tpio
nalieHTaM, SKUM HeloJaBHO ITPOBENEeHO TPaHCIJIaHTAllil0 HUPKH.

ITopyweHHA PYHKUII neviHKu

BasncapraH rojloBHUM YMHOM BUBOOUTHLCS y HE3MIHEHOMY BUTJIAAL 3 2K0BUM0. [lepion HaniBBUBENeHHS
aMJIOOUIIIHY TOAO0BXKY€EThCS Ta AUC Bullle y NAIli€HTIB i3 MOPyIIeHHIMU QYHKIII1 TeYiHKHY;
PeKOMeHpalil [0i0 403yBaHb He BCTAHOBJIEHI. [[1 MaIlieHTiB i3 IOpyIIeHHAMYU QYHKIIl Ie9iHKI
JIETKOT0 Ta IIOMIPHOT0 CTYIIEHS, 1[0 He CYIPOBOAXKYIOTHCA X0/IeCTa30M, MaKCUMaslbHa
PEeKOMeHI0BaHa [j03a BajicapTaHy CTaHOBUThL 80 Mr. 3 miel npuyuHYM Iikapchkuii 3aci6 Kopcap® Tpio
He TTOKa3aHuM AJIS TaKol TPYIY NallieHTiB.

AHzioHegapomuyHulli HAbpsakK

Habpsk KBiuke, y ToMy uncii HaOpsSK TOpTaHi Ta TOI0COBOI LIiIINHHU, 1IT0 MOXKYTh IIPU3BECTH
1o OOCTPYKIIil UXabHUX IUISAXiB, Ta/ab0 Habpsk o6nuyys, ry0, TIOTKM Ta/abo s3uMKa
3adikcoBaHO y MallieHTIiB, SKi 3aCTOCOBYBaJX BajicapTaH. [lesKi 3 WX Nalli€HTiB Maju B
aHaMHe3i HaOpsK KBiHKe mpu mpuiioMi iHIMX Impenaparis, y TOMy 4ucii iHribiTopis AII.
3acTocyBaHHs TiKapcekoro 3aco6y Kopcap® Tpio ciifi HerailHO IPUIKAHATY TP BUHUKHEHH]
HabOpsKy KBiHKe; MOBTOPHE 3aCTOCYBaHHS He PEKOMEH[IOBaHE.

Cepuesa HedocmamHicmbs ma 3ax80pHOBAHHA KOPOHAPHUX apmepill/cmaH nicas nepeHeceHo20
iHhapkmy miokapda

Bracnipok npurHidveHHs: PAAC y nauieHTiB i3 MigBUILIEHO0 YYTIUBICTIO MOXYTh OUiKyBaTUCS
MOPYIIeHHS GQYHKINI HUPOK. Y MAIiEHTIB i3 TAKKOIO CePIIEBOI0 HEMOCTATHICTIO, Y IKUX QYHKIIIS
HUPOK MOXKe 3ajexaTy Big aktuBHOCTi PAAC, nmikyBaHHS iHriOiTopamu AII® Ta aHTaroHicTaMu
aHTiOTEH3WHOBUX PEIeNTOPiB MPU3BOAUTD [0 OJirypii Ta/abo mporpecyodoi a3oTeMii (pigko) 3
TOCTPOI0 HUPKOBOIO HEJOCTATHICTIO Ta/abo yeTaabHUM HaciifgkoM. I1po nomibHi pe3ynbraTtu
TIOBiIOMIISNIOCS IIOMO BajicapTaHy. OIliHKa XBOPHX i3 CeplieBO0 HeOCTATHICTIO abo micys
mmepeHeceHoro iHdapKTy MioKapaa MOBUHHA 3aBXKOM BKIIIOYATHU OIIHKY (PYHKIIiI HUPOK.

Y moBrocTpoKoBOMY IInTalie00-KOHTPOJIbOBAaHOMY HochimkenHi amnogumniny (PRAISE-2) y mairieHTiB i3
CeplLeBOI0 HeOCTaTHICTIO HeilleMidHOro noxoaxxeHHd Kiacy 111 i IV 3a knmacudikariero NYHA (Hsto-
HMopkchKoi Kapaionoriurnoi acomiamnii) mpy 3acToCyBaHHI aMIONUIIHY YaCTOTa BUIAAKIB PO3BUTKY
HaOpPsKY ereHb Oysa BUIOI0, He3BaXKalouy Ha He3HAYHY Pi3HUIIIO Y MOSBi YU MOTipIIeHHI cepIiieBol
HEeJOCTAaTHOCTi ITOPiBHSIHO 3 TAKOIO IIPHU 3aCTOCYBaHHi maie6o.

[TarmienTaM i3 3aCTifHOI CepIIeBOI0 HEOOCTATHICTIO 6/I0KATOPH KaJbIiEBUX KaHAJIB, BKIIOYAIYH
aMJIOMIIIH, CJTif] 32aCTOCOBYBATH 3 00€peXkKHiCTI0, OCKIJIbKA BOHM MOXKYTb MiJBUIIYBaTH PU3UK
CepIEeBO-CYAUHHUX 01l Ta MPU3BOLUTH A0 JIETAIbHOTO HACIIKY.



PexomeH0BaHO 3 00epeXHICTIO MpHU3HaYaTH IIpernaparT NallieHTaM i3 ceplieBoi0 HeJOCTAaTHICTIO Ta
3aXBOPIOBAHHAMH KOPOHAPHUX apTepii, 0co6IMBO y MaKCHMaIbHIM [03i JliKapchkoro 3acofy Kopcap®
Tpio - 320 mr/10 Mr/25 Mr, OCKiJIbKY AaHi 00 3aCTOCYBaHHSA IIpernapaTy Ly IPyIIi Mali€HTiB
oOMexkeHi.

CmeH03 aopmasibH020 ma MimpaabHO20 KAANAHIB

4K i mpu 3acTOCyBaHHI iHIITMX Ba30AUIATATOPIB, 3 0COONMMBOI 06€PEeKHICTIO MPU3HAYAIOTh ITpPemapaT
maljieHTaM 3i CTeHO30M aopTaJIbHOTO Ta MITpaJIbHOI'0 KjlanaHiB HEBUCOKOTO CTyIIEeHS.

BazimHicmb

JlikyBaHHS aHTaroHictamu penentopiB anrioteH3uny Il (APAII) He crig moOYKMHATH Mif Yac BariTHOCTI.
Akmo npopoxkeHHs Teparii APAIL € HeoOxigHuM, MalieHTaM, SKi IIaHYIOTh BariTHICTh, HE0OXigHO
nepeilTy Ha JTiKyBaHHS aJbTePHATUBHUMY aHTUTINIePTEH3UBHUMU 3aco0aMu, SKi MalOTh
BCTAHOBJIeHUY Mpodinb Oe3meKu g 3aCTOCYBaHHS BariTHUM. Y pa3i HaCTaHHS BaTiTHOCTI JTiKyBaHHS
APAII noTpi6HO HeraHo MPUNUHUTH i, SKII0 HeOOXiIHO, TI0YaTH albTePHATUBHY Teparliio.

ITepguHHul 2inepanb0oCcmepoHiam

[Ta1fieHTiB i3 IePBUHHUM TrillepajbA0oCTePOHI3MOM He CJIif JIiKyBaTH aHTarOHiCTOM aHrioTeH3uny II -
BaJicCapTaHOM, OCKiJIbKM Y HUX He aKTUBOBaHa PEHIH-aHTIOTEH3WHOBA CUCTeMa. TOMY JIiKapChbKUI
3aci6 Kopcap® Tpio He peKoMeH0BaHui A L€l IPYNH Halli€HTiB.

CucmeMHull 4ep8oHUll B0BUAK

[ToBimOMIISINIOCH, 10 Tia3UOHI MiypeTHKY, BKIIOUAIOYH TiIpoXI0poTia3uy, 3ar0CTPIOI0Th a0
aKTHBYIOTh IIepebir CUCTeMHOT0 YePBOHOTO BOBYAKa.

IHwi nopyweHHsA memaboaiamy

Tia3upHi OlypeTuKy, BKIII0YalYU TiAPOXI0POTia3uf, MOXYTh 3MiHIOBAaTU TOJIEPAHTHICTh A0 TJIFOKO3M i
IMiOBUIYBAaTH PiBEHb XOJIECTEPUHY, TPUTITIIEPUIB Ta CEY0BOI KMCIOTH Y CUPOBATIi KpoBi. Moxe
BUHUKHYTH HEOOXiTHICTh KOPUTYBaHHS NO3HU iHCYIiHY a00 mepopaibHUX TinoriaikeMiyHuX 3aco0iB
nalieHTaM i3 IyKpoBUM fiabeToM.

Ockinbku nikapcekuit 3aci6 Kopcap® Tpio MiCTUTB TimpoxIopoTiasuf, BiH NPOTUIOKA3aHUi IpH
CHUCTeMHil rinepypukewmii. I'ifpoxiopoTia3up Moxe MiABUIIYBaTH PiBEHb CEUOBOI KUCIIOTH B
CHPOBATIIi KPOBi BHACIIIOK 3HNKEHHS KJTIPEHCY CEY0BOI KHMCJIOTH Ta MOXKEe CIPUYMHSATH 3arOCTPEHHS
rinepypukeMil, a TaK0Xk PanTOBYy NOAArpy y YyTIUBUX MAlli€HTIB.

Tia3upu MOXKyTh 0CIabIIiI0BaTH €KCKPELiio KaJIbIfilo i3 ceyero i CIpUYMHATH IepiofrdHe Ta
He3HauHe MiIBUINEHHS PiBHS KaJbIIil0 B CUPOBATLI KPOBI IIPY BiICYTHOCTI BiIOMUX IIOPYIIEHb
MeTab01i3My KasblIio.

Jlikapcekuii 3aci6 Kopcap® Tpio mpoTuIoKa3aHuii MallieHTaM 3 rinepkasblieMicro. Moro MoxHa

3aCTOCOBYBaTHU TaKWM MAaI[i€eHTaM JIMIIe MiC/Is KOPeKIil HasiBHOI rinepKanblfieMil. [Ipu po3BUTKY

rinepkanbIieMil iy yac IiKyBaHHSA CIIif IPUIXHATH 3aCTOCYBaHHA JiKapchKoro 3acoby Kopcap®
Tpio.

BupaxeHa rinepkasblieMis MOXKe CBIIYUTU IIPO IPUXOBaHUM rineprnapatupeol. Clig IpUIUHUTH
3aCTOCYBaHHS Tia3U[iB Mepe[ MPOBeeHHSIM TECTIB 00 (YHKIIiI MapalluTOBUAHOI 3aJI03M1.



domouymausicmeb

[Tpo Bumagxu peaxiii GOTOUYTIUBOCTI IOBIAOMIIANIOCS IIPX 3aCTOCYBaHHI Tia3UAHUX OiypPETUKIB.
Ko peaxii GOTOYYTIMBOCTI BUHUKAKOTH IIPOTATOM IIPUIOMY JiKapchkoro 3acoby Kopcap® Tpio,
PEKOMEH0BAHO IPUNIUHUTH JIIKyBaHHA. fIKII0 BifHOBJIEHHS 3aCTOCYBaHHS [lypeTHKa BBaKa€ThCs
HeoOXiTHUM, PeKOMEHI0BAHO 3aXMINATH BiIKPUTI HiITHKY TiNa Big COHIYHUX IIPOMEHiB abo
IITYYHOTO YIbTPadioneToBOro OPOMiHEHHS.

Mionisa ma 3akpumokymoaa 21ayKoma

TippoxmopoTia3up, cynbdoHaMin Oyau acolifioBaHi 3 ifioOCHHKPAaTUYHOIO peakllieio, 1[0 IPU3BOLUIA
[0 XOpioigambHOTO BUIIOTY 3 IeGEeKTOM 30POBOTO0 IO, TPAH3UTOPHOIO MIOITIEI0 Ta TOCTPOIO
3aKPUTOKYTOBOIO I'JIayKOMOK. CUMIITOMY BKJ/IOYaJIM IOCTPUU II0YATOK 3HUKEHHS I'OCTPOTHU
30py abo 6inb B 0Yax Ta 3a3BUYail 3'SIBJISNIMCS B IepIIi TOOUHY a00 MepIui TUXKOEHb IiCs
[I0YaTKY JIiKyBaHHs. HellikoBaHa rocTpa 3aKpUTOKYTOBa IrlayKoMa MOXKe IIPU3BOOUTH 10
Heo0OpPOTHOI BTPATH 30DY.

Hacammnepen HeoOXigHO SKOMOTa IIBU/AIIE IPUIIMHUTH 3aCTOCYBaHHS JIiKapChKoro 3acoby. Y pasi,
SIKIIO0 BHYTPIITHROOYHUY THCK 3aJINIIAETHCS HEKOHTPOIHOBAHUM, CJIifl PO3TJISHYTH HEOOXigHICTh
HeralHOr0 MeOUKaMeHTO3HOro abo xipypriuxoro nikyBaHHs. ®akTopaMu PU3UKY PO3BUTKY
3aKPUTOKYTOBOI I'TAyKOMH MOXKYTb OyTH ajiepriuni peakiril Ha cynbdoHamin abo meHinumiy B
aHaMHe3l.

3azanvHi

3 o6epexkHICTIO MPU3HAYAIOTh JIiIKaPChKUY 3acil MmallieHTaM, y SIKUX CIIoCTepiranacs rinepuyyTiauBiCTh
[0 iHIIMX aHTArOHICTiB peLenTopiB aHrioTeH3uny Il. BUHMKHEHHS peakLiil TinepyyTIuBOCTI 40
rimpoxmnopoTia3ugy Oinbil HMOBIpHE Y MAIiEHTIB 3 ajieprieio Ta aCTMOIO.

ITauieHmu aimHb020 BiKY (8iKoM 8i0 65 pokKie)

PekoMeHI0BaHO 3 00€pEKHICTIO, 30KpEMa YacTO KOHTPOJIIOIUM apTepialbHUM TUCK, TPU3HAYaTH
Kopcap® Tpio mamieHTaM JiTHBOTO BiKy, 0COGIHBO HOr0 MaKCHMasbHi 7o3u (320 mr/10 mMr/25 mr),
OCKIiJIbKY [IaHi 1010 3aCTOCYBaHHS JIIKapChKOT0 3ac00y MallieHTaM Ifi€l rpymnu o0OMexKeHi.

ITodsitiHa 6a0kada PAAC

[Topgitina 6mokaga PAAC 3a paxyHOK KOMOiHOBAHOTO 3acTocyBaHH iHTiOiTopiB ATI®, APA a6o
arickipeHy 1oB’si3aHa 3 Oi/TbII BUCOKOIO YaCTOTOI BUHMKHEHHS HeOaxkKaHUX MO0IiYHUX peakllii, TaKux
SK TIIOTEeH3is, rinepKaiemis i 3HUXKeHHS QYHKIi1 HUPOK (BKJI0Yal04YX rOCTPY HUPKOBY
HEeOOCTaTHICTh).

Tomy He peKOMeHYEThCS BUKOPHUCTOBYBaTH noABiiHy 6nokany PAAC muisixoM KOMOiHOBaHOTO
3acTtocyBaHHS iHTibiTOpiB AII®, APA a6o amickipeny.

fK110 TEpatmis 3a JOmoMOT00 IMOABiMHOI OI0Kaay BBaXKaETHCS aOCOIOTHO HEOOXiTHO0, BOHA
IIOBUHHA MTPOXOIUTH JIUIIIE ITifl pETEJIbHUM HarJsa0M JliKaps 3 MOCTiMHUM MOHITOPUHTOM
apTepianbHOTO TUCKY, QYHKIII HUPOK Ta PiBHS e1eKTPoriTiB. IHribiTopu AII® ta APA He crin
3aCTOCOBYBATH OJHOYACHO MalieHTaM 3 Hia0eTHYHOI0 Hedpomnariero.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.



BaeimHicme.
AMa00uniH

HocnimkeHHS o0 6e3MeKu 3aCTOCYBaHHS aMJIONUIIIHY IIifl 4Yac BariTHOCTI He TTPOBOAUIIUCE. Y
OOCIIAKEHHAX Ha TBAPUHAX PENPONYKTABHA TOKCAYHICTE CIIOCTepiranacsa pu 3aCTOCYBaHHI BUCOKUX
[03 aMJIOAUIIHY. 3aCTOCYBaHHS IIifl YaC BariTHOCTI PEKOMEHI0OBAHO, TiIbKY SKIIO BiOCyTHIN OinbIm
Oe3neyHul anbTePHATUBHUY JTiKapChKUM 3acib Ta SIKI0 3aXBOPIOBAaHHS Hece OiNbImii pu3uK s
BariTHOI Ta Mofa.

Basacapman

[TpemapaT MPOTHUIIOKA3aHO 3aCTOCOBYBATH BariTHUM abo0 XKiHKaM, SIKi IJIaHYIOTh 3aBaTiTHITH. AKIIO0
Iif yac JTiKyBaHHS BaJiCApTAHOM IIiITBEPOKY€EThCS BariTHICTh, H0T0 3aCTOCYBAHHS HEOOXiTHO
HeTaWHO MPUIIMHUTH i, K0 HeoOXigHO, - 3aMiHUTH iHIITUM JIiIKapChKUM 3ac000M, JO3BOJIEHHUM [I0
3aCTOCYBaHHS BariTHUM.

T'idpoxaopomia3ud

IocBim 3acToCyBaHHS TiIpOXI0POTia3umdy y mepion BariTHOCTiI, 0co6muBo y I TpuMecTpi, 06MeKeHUH.
llaHnx, OTPUMAaHUX IIifl 9ac JOCIIiAKEeHb Ha TBAapUHAX, HeJOCTAaTHLO.

ligpoxnopoTia3ug IpoHUKae yepes maneHTy. apMaKoIoriyHUM MeXaHi3M Ail TifpoXI0poTia3umy
[la€ MOXKJIMBICTb CTBEPAXKYBATH, 1110 3aCTOCYBaHHS LbOro npenaparty y nepiox II ta III TpumMecTpis
BariTHOCTI MOXKe IOPYLIyBaTU (eToIlaleHTapHy epdy3ito i CHPUUNHATHA BUHUKHEHHS (eTalbHUX
Ta HEOHATaJIbHUX Peakiliii, TaKUX K XKOBTSHUIS, IOPYIIEHHS eJIEeKTPOIITHOTO OalaHCy i
TPOMOOIIMTOIIEHis, @ TAKOXK MOXKE aCOLi0BaTUCS 3 iHIIMMY MOOIYHUMHU PeaKIisiMHU, 110
CIIOCTePIramThCs Y JOPOCIIUX.

Amao0uniH/eancapmat/2iopox.aopomia3ud

HeMmae focBify 3acTocyBaHHS JiKapchkoro 3aco6y Kopcap® Tpio BaritHuM xkinkaM. HasBHi fani
1000 KOMIIOHEHTIB IIpenapaTy gatTh MOXKJIUBICTh CTBEPIXKYBATH, 1[0 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y Kopcap® Tpio y mepiof BariTHOCTI IPOTHIOKA3aHo.

IIepiod 200y8aHHA 2py0010.

AMTOUIIIH BUBOOUTLCS Y TPyOHE MOJIOKO. YacTKa MaTEPHUHCHKOI 1031, OTPHMaHOI HEMOBIISIM,
OIliHIOBAJIaCsl 3 MeXKKBapPTUJIbHUM [iarnma3oHoM 3-7 %, MakcuMainbHO 15 %. Brinus ammoguriny Ha
HEMOBJISI HeBioMuii. [HpopMalis 1100 3aCTOCYBaHHHS BajiCapTaHy ITifl 4YaC rOAYBaHHS IPYIII0
BifiCyTHS. ['igpOXJI0pOTia3uy BUABIISETLCSA Y TPYTHOMY MOJIOL Y HEBEJIMKUX KiIbKOCTAX. Tia3ugu y
BHCOKMX [103aX, 1[0 BUKJIMKAIOTh CUJIbHUM [Iiype3, MOXKYTb ITePeIKOAXKaTh BUPOOIEHHIO IPYAHOTO0
MOJIOKaA.

3acToCcyBaHHS JiKapceKoro 3aco0y Kopcap® Tpio mpoTUIOKa3aHo y Hepiof TOMyBaHHs IPYALIO.

depmusabHicmb

Kniniynux gocrnigKeHs, OB’ sI3aHUX i3 3aCTOCyBaHHSIM KoMOiHallii amIoaumnil/BancapTaH/
rigpoxnopoTia3um, momo GepTUnbHOCTI HEMaE.

Baacapman



BarncapraH He MaB XKOOHOTO IIKiIJIMBOTO BIIJIUBY Ha PENMPOAOYKTUBHY (PYHKIIiIO caMIliB abo caMOK
IIypiB Ipu mepopanbHuX Ho3ax mo 200 mMr/kr/moby. List mo3a y 6 pa3iB mepeBHUIye MaKCUMAJIbHY
PEKOMeHI0BaHy 03y AJIS JIIOAWHY, PO3Pax0BaHy B MilirpamMax Ha KBafipaTHUM MeTp (pO3paxyHKU
nepenbadaloTs nepopanbHy go3y 320 Mr/mo0y mis mallieHTa 3 Macoo Tina 60 Kr).

Amao0uniH

Y mesikux matli€eHTiB, sSKi oTpuMyBau 6J10KaTOPU KaJbIlieBUX KaHaliB, Oyau 3apeecTpoBaHi 060poTHi
6ioximiuHi 3MiHM T'0JIOBOK criepMaTo30ifiB. Kiniuni maHi € HeocTaTHIMU 11010 TOTEHIINHOTO
BIIJIUBY aMJIOJUITIIHY Ha QepTUnIbHICTE. B omHOMY OCHiXKeHHI Ha 1ypax Oy10 BUSIBIIEHO
HECIPUATINBUY BIUIMB Ha YOJIOBiUy (DEepPTUBHICTE.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

V marienTiB, gKi 3aCTOCOBYIOTh TiKapchkuil 3aci6 Kopcap® Tpio, MoXKe BUHUKATH
3armaMopo4YeHHs a0o BimuyTTs c1abKOCTI micsa MpuitoMy IpenapaTy, TOMY BOHY ITOBAHHI
BPAXOBYBATH 1ie il YaC KepyBaHHS aBTOTPAHCIOPTOM Ta POOOTH 3 MOTEHIIINHO
He0e3MeYHUMHU MeXaHi3MaMH.

Awmmopumin Moxe cia0ko abo MoMipHO BIJIMBATH Ha 3[ATHICTh KEPYBAaTH aBTOTPAHCIOPTOM abo
IIpalfoBaTy 3 IHIIUMHU MeXaHi3MaMu. AKIo NalieHTy i Yac 3aCTOCYBaHHS aMJIOQUIIIHY Bif4yBalOTh
3allaMOpOY€eHHs, TOJI0BHUY 6inb, BTOMY a00 Hy[OTY, IX peakilis MOoXKe ITOPYIIyBaTUCS.

Cnoci6 3acmocyeaHHss ma do3u.
Cnocib 3acmocyeaHHs

Jlikapcekuit 3aci6 Kopcap® Tpio MoXHa 3aCTOCOBYBaTH He3alleXHO Bifl BXUBaHHSA 1Xi. TaGlIeTKH CIIif
KOBTATH I[i/IMMH, 3alIMBAIOYH BOMOIO, B OUH i TOM ke yac moOu, 6axkaHO BPAHIIi.

Ho3ysaHHA
PekoMeHMI0BaHa [103a Jikapchkoro 3acofy Kopcap® Tpio - 1 Tabnerka Ha 700y, 6axaHo BpaHILi.

Tlepern mepexofoM Ha 3aCTOCYBaHHA JiKapchkoro 3acoby Kopcap® Tpio cTaH marjieHTa mOBUHEH OyTH
KOHTPOJbOBAaHUM HE3MIHHMMH I03aMHU MOHOIIPEIapariB, SKi IpHUMaloTh OMHOYACHO. J103a
JIiKapChKOT0 3ac00y Kopcap® Tpio moBHMHHA 3a7eXaTH Bif 03 OKPEMUX KOMIIOHEHTIB KoMOiHallii, 1110
3aCTOCOBYIOTHCS Ha MOMEHT 3MiHU Mpenapary.

MakcuManbHa peKOMeH0BaHa fo3a Jikapcekoro 3acoby Kopcap® Tpio - 320 mr/10 mr/25 mr.
OKpeMi epynu nauieHmis

ITopyweHHA PYHKUiIT HUPOK

OCKiNbKY [I0 CKJIafy IpenapaTty BXOAHUTh TiIpoXIopoTiasuf, nikapchkuii 3aci6 Kopcap® Tpio

NPOTUIIOKA3AaHMUI MAIiEHTaM 3 aHyPI€I0 Ta TAXKUMH HOPYLIIEHHAME QYHKII HUPOK (KITipeHC
kpeaTuHiny < 30 mi/xs/1,73 M°).



HeMae HeoOXiTHOCTI y KOPUTYBaHHi 03H IMalliEHTaM i3 MOpPyIIeHHIMU (QYHKIIii HUPOK Bif
JIETKOT'0 [0 IIOMIPHOI'0 CTYIIEHS.

ITopyweHHA pyHKUII neviHKu

OCKiNBKY 10 CKJIafy IpenapaTty BXOAUTh BajcapTaH, Jikapchkuii 3aci6 Kopcap® Tpio
IIPOTUIIOKA3aHUY MallieHTaM i3 TSIXKKUMHU MOPYLIIeHHSIMU QYHKIN] nevyinku. [TamieHTaM i3
MOPYILIEHHAMHU (PYHKIIiI TeYiHKY Bifl IETKOT'0 [0 IOMIPHOTO CTYIIEHS, III0 He CYIIPOBOIKYIOThCS
X0J1eCTa30M, MaKCUMaJlbHa PeKOMeHJ0BaHa [03a BajicapTaHy CTaHOBUTH 80 MI, TOMY JIiIKapChKUM
3aci6 Kopcap® Tpio He moKa3aHuil AJIs Liel rpymny namieHTis. [TalieHTaM i3 mopyeHHaMy QyHKILi
IIeYiHKY Bif] IETKOTO OO0 IIOMIpHOTO CTyIIeHs PeKOMeHpallil o0 J03yBaHHSA aMJIOOUIIiHY He
BCTAHOBJIEHI.

IIpu 3acTOCyBaHHI Malji€eHTaM i3 Ie4iHKOBOK HELOCTATHICTIO TiKapchkoro 3acoby Kopcap® Tpio crif
3aCTOCOBYBaTH HaWHUKYY JO3y ONHOTO 3 KOMIIOHEHTIB IIpernapaTy - aMJIOAUIIIHY.

Cepuesa HedocmamHicmb ma 3axX80PHBAHHA KOPOHAPHUX apmepil

IlocBif 3acTOCyBaHHS JTiKapchkoro 3acoby Kopcap® Tpio, 0cO6IKMBO y MAKCUMAIbHUX [03aX,
malieHTaM i3 ceplieBO0 HeIOCTATHICTIO Ta 3aXBOPIOBAHHSIMU KOPOHAPHUX apTepi 0OMeKeHuH.
PexomMeH0BaHO 3 00epeXKHICTIO 3aCTOCOBYBATH ITpelapar MallieHTaM i3 ceplieBoio HeJOCTaTHICTIO Ta
3aXBOPIOBAHHAMH KOPOHAPHUX apTepili, 0co6IMBO MaKCUMasbHy 03y JiKapchKkoro 3acoly Kopcap®
Tpio - 320 mr/10 mr/25 mr.

ITauieHmu aimHb020 BIKY (8iKoM 8i0 65 pokKie)

PekxoMeHmoBaHO 3 00epeXkKHICTIO, 30KpeMa YaCTO KOHTPOJIIOIYY apTepiaTbHUM THUCK, TPU3HAYATH
Ipernapar IallieHTaM JIiTHbOTO BiKy, 0COOIMBO y MaKCUManbHUX mo3ax (320 mr/10 Mr/25 mr),
OCKiJIbKY [IaHi IIOI0 3aCTOCYBaHHS IIpenapary il Tpymi nalieHTiB 00MexkeHi.

IIpu 3acToCyBaHHi HallieHTaM JiTHLOTO BiKy JiKapchkoro 3aco6y Kopcap® Tpio ciif 3acTocOByBaTH
HaWHUXKYY 03y OOHOTO 3 KOMIIOHEHTIB JIiIKapChKOT0 3aC00y - aMJIONUIIHY.

Himu.

Jlikapcekuit 3aci6 Kopcap® Tpio He 3aCTOCOBYIOTE [iTSM BiKOM [0 18 POKIB y 3B’I3KY 3 BiCyTHICTIO
maHUX 1070 Oe3rneku Ta ePeKTUBHOCTI MOT0 3aCTOCYBaHHS.

Ilepedo3yeanHs.
Cumnmomu

HeMmae maHuX oo nepeno3yBaHHs JTikapchkoro 3acoby Kopcap® Tpio. OCHOBHHIA CUMIITOM
Ilepeno3yBaHHS - MOXKJIMBa BUPaXeHa apTepiajibHa rinoTeH3id i3 3armaMopodeHHsaM. [lepeno3yBaHHSA
aMJIOJUIIIHY MOXKe IIPU3BOAUTH [0 BUPaXKeHOl Ba3oaunarallil nepupepuyHux CyauH i, MOXKJIKBO,
pednekTopHoi Taxikapmil. IToBimoMIgnI0CsS PO BUPaXKeHy i MOTEHIIMHO IIPOJIOHTOBaHy CUCTEMHY
TinoTeH3i10, BKII0YAKUM 0K i3 TeTanbHUM HaCIigKoOM. PigKo MOBIigOMIISIOCS PO PO3BUTOK
HEKapIioTeHHOTo HAOPSIKY JIeTeHiB, SK HACTIIOK Iepe03yBaHHsI aMJIOTUITiHY, TKUH MOXKe
PO3BUBATHUCH BigTepMiHOBaHO (Uepe3 24-48 roguH micns npuitomy) i moTpebyBaTH ITYYHOI



BEHTHUTISII TereHb. [IpoBoKyounMy HpakTopaMu MOXKYTh OYTH paHHI peaHiMalliitHi 3axoqu
(BKITIOYAOUM TIepeBaHTaKEHHS PiOUHOIO0) OIS MiATPUMKH Iepdys3il Ta CepiieBoro BUKULIY.

JIiKy8aHHA

Amaoduniu/eaacapmat/2iopoxsiopomia3ud

KniHigHO BupaXkKeHa apTepianbHa TillOTeH3id IpH Hepefo3yBaHHi nTikapchkuM 3aco6om Kopcap® Tpio
noTpebye aKTHBHOI MiATPUMKU CEPIIEBO-CYAUHHOI CUCTEMHU, BKIII0OUAI0YX YaCTUIM MOHITOPUHT QYHKIIil
CepIs i IUXaNbHOI CUCTEMU, YTPUMAHHS HUXKHIX KiHIIBOK y IPUITITHITOMY IIOJIOKEHHI, KOHTPOJIb
00’eMy IMPKYITI0I0Y01 KPOBi Ta Aiype3y. CyouHO3BYKYBaJbHi IIpernapaTi MOXKYTh OYyTH HOPEUHUMHU
[J1S1 BiTHOBIIEHHS TOHYCY CYOUH i apTepiaJbHOr0 TUCKY IIPY YMOBI, 1110 HEMa€ MPOTUIIOKa3aHb AJIA 1X
3aCTOCyBaHHS. BHYTpillTHhOBeHHE BBEIEHHS KaJIbIlilo TTIIOKOHATY MOXKe OyTH e(PeKTUBHUM [JIs
peBepcii edekTiB 610Ky KaIbIlieBUX KAHAJIIB.

Amao0uniH

fAKIo micsg mpuiioMy IpenapaTy MUHYJIO HebaraTo 9acy, CIif po3TIsSHYTH MUTaHHS PO iHTYKIIiI0
6moBaHHS a00 MPOMUBAHHS LINYHKA. [Ipy 3aCcTOCYBaHHI aKTUBOBAHOI'O BYTi/JIsg Bimpa3y abo uepes 2
TONUHU TiCIIS MPUHUOMY aMIoauniny abcopbilisi 0CTaHHBOTO BUpPaXKeHO 3HUXKYBalach.

MarnouMOBIpHO, 110 aMJIOAUIIIH BUBOOUTLCS IPU reMOofiamiai.
Basacapman

ManoiiMOBIpHO, 1110 BajiIcCapTaH BUBOOUTLCS IIPU reMofiatiai.
I'idpoxaopomia3ud

[Tepeno3yBaHHSA TigPOXJIOPOTia3UAOM CYIIPOBOAXKYETHCSA OeiUTOM eJIeKTPOiTIiB (TimoKamieMi€ero,
rinoxsiopeMi€ro) i rinoBojIeMi€r0 BHACIIAOK HaagMipHOro giype3dy. HalyacTiluumMu cCUMITOMaMu
nepeno3yBaHHs € Hy[0Ta i COHnuBicTh. imokanieMis MoXe MPU3BOJUTH 0 CIa3MiB M’s13iB Ta/abo
3aroCTpPeHHs apuTMii, MOB’g3aH0l 3 OQHOYACHUM 3aCTOCYBaHHSAM TJIiKO3U[IiB HAllePCTSHKH abo
OesKUX aHTHAPUTMIYHUX JTIKapChbKUX 3aC00iB.

PiBeHb, 00 SIKOTO TigpOX/JI0pOTia3uf BUBOOUTHCS IIPU IPOBEEHHI reMofianily, He BCTAaHOBJIEHUM.

ITobiuni peakuii.

[Tpodins Ge3mexu 3acTocyBaHHSA KOMOiHAIlil BajicapTaH/aMIOOUIIiH/TiAPOXIOPOTia3uy,
IpeaCcTaBIeHui HuxX4e, 0a3yeThCs Ha KITiHIYHUX HOCTiAKEHHSX IIpenapaTy Ta BimoMoMy mpodiso
Oe3meky OKpeMUX MOT0 KOMIIOHEHTIB: aMJIO[UIIIHY, BaJicapTaHy Ta TiApOXJIOpOTia3umdy.

Pesome HQO@UIIO Ge3meku

Besneka 3acTocyBaHHs KOMOiHallil BajcapTaH/aMJIOAUIIIH/TigPOX/I0POTia3uy OLliHIOBajach 3a
MaKCUMaJibHOI0 103010 320 Mr/10 Mr/25 Mr B KOHTPOJILOBAHOMY KOPOTKOCTPOKOBOMY

(8 TKHIB) KIiHIYHOMY JOCTiIXKeHHi 3a y4acTio 2271 maliieHTa, 582 3 IKuxX
OTpUMaJM BajicapTaH y MOEgHaHHI 3 aMJIOAUIIIHOM Ta TigpoxiopoTiasumoM. [To6iuHi peakiiii,
SIK TTpaBuUJIO, OyJIM JIETKUMU Ta MUHYIIUMU i JIUIE PigKo BUMaraau MpUIMHEHHS Teparii. ¥
ITbOMY aKTUBHOMY KOHTPOJILOBAaHOMY KJIiHIYHOMY JOCif?KeHHi HaibibIl MOIMUPEeHNMHU



IpUYrHaAM¥ IPUNIMHEHHS Teparil i3 3acTocyBaHHSIM KoMOiHa1ii
BaJICapTaH/aMJIONUIIIH/TigpoxIopoTia3u Oynu 3arraMopodeHHs Ta rinotensis (0,7 %).

Y 8-THXKHEeBOMY KOHTPO/IbOBAHOMY KITIHIYHOMY [HOCTIiAKEHHI He CIIOCTepiranu KOOHUX CYTTEBUX
HOBUX ab0 HeouikyBaHUX MOGiYHUX e(eKTiB TP 3aCTOCYyBaHHI IOTPiMHOI Teparii y mopiBHSIHHI 3
BimoMuMu edeKkTaMy MOHOTeparii abo moABiliHOI Teparnii KOMIIOHEHTaMH IIpemnapary.

Y 8-THkHEBOMY KOHTPOJIbOBAHOMY KJIIHIYHOMY OOCTiXKeHHi 3MiHM Tab0paTOPHUX MMOKa3HUKIB, 110
CIIOCTEepiranucs Mpy 3acTOCYBaHHI KoMOiHallil BajcapTaH/aMIOOUIIiH/TigpoxmopoTia3u, Oyiu
HEe3HAYHKMH i BigmoBifanu ¢papMaKoIoTigyHOMY MeXaHi3My [iii MOHOTepareBTUYHUX 3aC00iB.
HasiBHiCTH BajicapTaHy B NMOTPiliHiN KoMOiHalii mocnabiioe rinokamieMiyuuii eekT
TigpoXJIOpOTia3umy.

ITig yac 3acTocyBaHHA JiKapchKoro 3aco0y Kopcap® Tpio (BancapTas/aMIoguIis/
TiApOXJIOPOTia3uf) Ta aMJIOAUIIIHY, BaJicapTaHy Ta TiApOXJIOPOTia3uay Y MOHOTepaIril
MOXKYTh CIIOCTepiraTucs HUXK4e3a3HadyeHi Mo0iuHi eeKTH, SKi 3a YACTOTOI PO3IMOMiNeHi
TaKUM YUHOM: qyXke dacTto (= 1/10), gacro (= 1/100, < 1/10), HewacTto (= 1/1000, < 1/100),
pigko (= 1/10000, < 1/1000), my=xe pigko (< 1/10000), yacToTa HeBifoMa (He MOXKe
OyTy BU3HaueHa 3TifHO 3 HasgBHOIO iH(popMalri€io).

3 6oky kposi ma aim¢pamuyuHoi cucmemu: arpaHyJIOLUTO3, HEJOCTATHICTh KICTKOBOTO MO3KY
(OyKe pigKo - TimpoXJIopoTia3uf), 3HUKEHHS PiBHA reMorno0iHy Ta reMaTOKPUTY (4acToTa
HeBiloMa - BaJjicapTaH), TeMOJIiTHYHa aHeMid (TyKe PifKo - TigpoXJI0poTia3ufg), TeNKOIeHisa
(oDyXe pigKo - aMJIOAUIIIH, TiAPOXJI0POTia3uf), HEUTPOIIEHis (4acToTa HeBigoMa -
BaJICapTaH), TPOMOOIIMTOIIEHis, iHOM 3 MypPIypoIo ([y>Ke PifKo - aMIOAUIIiH, YacTOTa
HeBiloMa - BaJjicapTaH, PifKo - TigpoXJI0pOTia3up), anjlacTUdHa aHeMisd (JacToTa HeBigoMa -
TigpoxnopoTia3um).

3 6oky iMyHHOI cucmemu: TiMepuYyTAUBICTh (OyKe PifKo - aMJIOAUIIIH, TiTPOXJIOPOTia3u, YacToTa
HeBimoMa - BaJicapTaH).

[opyweHHsa memabo.1i3amy ma o6MiHy peuosuH: aHOpPeKcid (HedacTo - Kopcap® Tpio),
rinepxkarnbiliemisa (He4acTo - Kopcap® Tpio, pigko - TigpoxyopoTia3umd), rinepriikemisa (oyxe
PiKO - aMJIOOHMIIH, PifKO - FifpoxIopoTia3uf), rinepmimigemis (2egacto - Kopcap® Tpio),
rinepypukeMis (Hegacto - Kopcap® Tpio, 9acTo - TifpoxI0poTia3us), rinepxiopeMiyHui
ankasno3 (gyXe pifKo - FigpoxIopoTiasun), rimokamiemia (dacto - Kopcap® Tpio, yzxe 4acTo
- TiIpOXJIOpOTia3up), rimoMarHiemisa (4acTo - TifpoxJIopoTia3un), rinoHaTpiemisa (He4acTo -
Kopcap® Tpio, 9acTo - TifpoxnopoTia3uy), MOTipIIeHHsT MeTaboIiYHNX 03HaK fiabeTy (pigko -
rigpoxopoTia3ug).

3 60Ky ncuxiku: gempecis (HevacTo - aMJIOAUIIIH, PigKo - TimpoxyiopoTia3un), 6e3COHHS/ MOPYIIeHHS
CHY (HedacTo - Kopcap® Tpio, aMnofuIiz, pigKo - TifpoxiIopoTiasun), 3MiHK HaCTPOIO (He4acTo -
aMJIO[UIIIH), 3HIIKOBITiCTh (PiAKO - aMIIOOUIIiH).

3 60Ky Hepsosoi cucmemu: IOPyIIEeHHs KOOPAXHaLii (HeyacTo - Kopcap® Tpio), 3amaMopoyYeHHs
(gacto - Kopcap® Tpio, amnogumis, PifgKo - TigpoXI0poTia3uy), 3allaMOPOYEHHS IOCTypalbHe,
3aIaMOpOYeHHs IIPU HampyXeHHi (HedacTo - Kopcap® Tpio), mucressis (Heuacto - Kopcap® Tpio,
aMJIOIUITIH), eKCTpamipaMifHui CUHAPOM (YacTOoTa HEBiToOMa - aMJIOUIIIH), TOJIOBHUM 6inb (4acTo -
Kopcap® Tpio, amnogumiz, pifgKo - rigpoxa0poTia3up), rinepreH3sia (AyKe piaKo - aMJIOOUIIiH),
netapria (Hegacto - Kopcap® Tpio), mapectesia (Heuacto - Kopcap® Tpio, aMIoguIIiz, pigko -



rigpoxnoporiasuf), nepudepryHa Helponaris, Heiiponaris (HegacTto - Kopcap® Tpio, myxe pifko -
AMJIONMIIH), COHIUBICTH (HeuacTo - Kopcap® Tpio, 9acTo - amMnI0auIIiH), CUHKOIIE (He4acTo - Kopcap®
Tpio, amnogumiz), TpeMop (He4acTo - aMJIOAUIIIH), rinecTesisd (HeYacTo - aMJIONUIIIH).

3 60Ky opaaHie 30py: TOCTpPa 3aKPUTOKYTOBA TJlayKoMa (4acToTa HEBifloMa - TiIpoXI0poTia3um),
TopyLIeHHs 30py (HedacTo - Kopcap® Tpio, aMIONUIIIH, PiAKO - TiIpOXIOPOTia3uy), po3agy 30py
(He4YacTo - aMJIOAUIIIH), XOPioiganbHUX BUIIIT (4aCTOTa HEBigOMa - TiAPOXJIOPOTia3um).

3 6oky opaaHis cayxy ma nabipuHmy: O3BiH Y ByxaX (He4acTO - aMJIOAUIIiH), BEPTUTO (HE4acCTO -
Kopcap® Tpio, BasicapraH).

3 60Ky cepus: manbmiTanis (4acTo - aMIOAUIIH), Taxikapaid (Hewacto - Kopcap® Tpio), aputMii (y
TOMY 4uCJIi OpafiuKapis, IIJTyHOYKOBa Taxikappis Ta Gpibpunsnis mepencepas) (Ayxe pigko -
aMJIOJUIIIH, PifKO - TigpoxjIopoTia3un), iHpapKT MioKapaa (AyKe piAKo - aMJIOUIIiH).

3 60Ky cyOuH: TPUILIUBY KPOBi (4aCTO - aMJIOAHUIIiH), TilMOTeH3is (4acTo - Kopcap® Tpio, HeuacTo -
aMJIO[MIIIH), OPTOCTaTHYHA TimoTeHsis (Hewacto - Kopcap® Tpio, 4acTo - rigpoxIopoTiasun),
¢nebit, TpomMGodebiT (HegacTto - Kopcap® Tpio), BacKymiT (IyKe pigKo - aMIOOMIIIH, YacToTa
HeBiZloMa - BaJicapTaH).

3 60Ky pecnipamopHoi cucmemu, op2aHie 2pyo0Hoi KAimKu ma cepe0oCcmiHHA: Kauienb (HeYacTo -
Kopcap® Tpio, BasicapTaH, gyXe pifKo - aMJIOfHIIiH), AUCIHOe (HeyacTo - Kopcap® Tpio, aMmomumin),
pecmipaTOpHUY OUCTPeC, TOCTpUY pecmipaTopruil guctpec-cuagpom (I'PIOC) (myxke pimko -
rigpoxyopoTia3un), HaOpsK J1ereHs, THEBMOHIT (Ay2Ke PifKO - TigpOXJI0poTia3un), PUHIT (He4acTo -
aMJIOAMIIIH), Moipa3HeHHs ropia (Hevacto - Kopcap® Tpio).

3 60Ky WAYHKOBO-KUWKO0B020 Mpakmy: abooMiHanbHUN TUCKOMMOPT, 6iNb y BEpPXHill YaCTHHI XKUBOTa
(zeuacTo - Kopcap® Tpio, BasicapTaH, 4acTo - aMJIONHUIIIH, PiIKO - TiIpoXI0pOoTia3uy), HeIPUEMHNUI
3amax IIpu guxaHHi (HeuacTo - Kopcap® Tpio), 3MiHa wacToTu medekariil (HedacTo - aMIOAHIIIH),
3amnop (pigKo - rigpoXJIopoTia3uf), 3HUKEHHS aleTUTy (94acTo - TigpoXIopoTia3un), Aiapes (HedacTo
- Kopcap® Tpio, aMIOmuIIiH, PigKo - TigpoxIopoTias3uf), CyXicTs y poTi (Heyacto - Kopcap® Tpio,
aMJIONMIIH), mucHeIncisa (4acto - Kopcap® Tpio, HEYACTO - aMIOAUIIIH), TaCTPUT (AyXkKe PiAKo -
aMJIO[UIIIH), TilepIasis sceH (AyXe pifKo - aMIOOuIiH), HygoTa (HedacTto - Kopcap® Tpio, yacTo -
aMJIOJUIIIH, TiIPOXJIOPOTia3uy), IaHKPeaTuT (AyKe PigKo - aMJIOHUIIiH, TiIpOXI0POTia3un),
6oBaHHA (HewacTo - Kopcap® Tpio, aMIofuIIiH, 4acTo - TigpoxIopoTiasum).

3 60Ky eenamobisiapHoi cucmemu: MigBUIEHHS PiBHS (GepPMEHTIB IeUiHKH, BKII0YA0UU MiTBULIIEHHS
piBHg 6inmipy0iHy y cupoBaTIli KpoBi (OyxKe pigko* - aMIofuIIiH, YacTOTa HeBifoMa - BajicapTaH),
renatuT (OyKe PiAKo - aMJIOAUIIiH), BHYTPIIIHBOIIEYiHKOBUY X0J1€CTa3, KOBTIHULA (OyXKe PigKo -
aMJIOAMIIIH, PIAKO - TiZPOXIOPOTia3um).

3 6oky wkKipu ma nidwkipHoi k1imkosuHu: anomnenis (He4acTo - aMJIOAUIIIH), aHTiIOHEBPOTUYHU I
HaOpsK (TyxKe PifmKo - aMJIOAUIIIH, YacTOTa HEBimoMa - BajicapTaH), OyIbO3HUN OepPMaTUT
(yacToTa HEBigOMa - BajicapTaH), IIKipHi peakiii, momiOHi 10 Y4epPBOHOT0 BOBYAKaA,
peakTHBallig MKipHOI (GOPMHU YepBOHOTO BOBYaKa (Iy>Ke PifKo - TimpoxiIopoTia3um),
MynbTU(HOPMHA epUuTeMa (TyKe PifKo - aMJIOOUIIIH, YacTOTa HeBijoMa - TiIpoXJI0poTia3un),
ek3aHTeMa (He4acTo - aMJIOfuIIiH), Tineprigpo3 (2egacto - Kopcap® Tpio, aMIonumis),
peaxirii GOTOUYTIUBOCTI (OyKe PigKo - aMIOUIIiH, PiKO - TigpoxyiopoTia3um), cBepbix
(meuacTto - Kopcap® Tpio, aMIoauIIiH, 4aCcTOTa HEBiloMa - BajcapTaH), IypIypa (HeyacTo -
aMJIO[MIIIH, PiIKO - TiAPOX/JI0pOTia3uf), BUCANIaHHS (He4acTO - aMJIOQHUITiH, YacToTa



HeBioMa - BaJicapTaH, 4acTo - TiIpOXJIOpOTia3up), 3MiHa KOJIbOPY IIKip# (He4acTo -
aMJIO[MIIIH), KPOIIMB SHKA Ta iHII (OpMHU BUCHUITY (AyKe PigKO - aMJIOOHUITIH, YacCToO -
TiAPOXJIOPOTia3uf), HEKPOTU3YIOUUY BaCKYyJIiT Ta TOKCUYHUY elifepMaIbHIN HEKPOJIi3
(YacToTa HeBioMa - aMJIOJHIIiH, IyKe PiAKO - TiApoXIopoTia3un), eKchomiaTuBHUAN
mepMaTuT (OyXe pifgkKo - amnopuiil), cuagpoM CriBeHca-[2KOHCOHa (IyxKe pigKo -
amonuiin), Habpsk KBiHke (myxe PifKo - aMJIOIUIIIH).

3 60Ky ckesnemHo-M’A30801 cucmemu ma cnoAy4YHOi MKAHUHU: apTpaiTis (HeYacTo - aMJIOfUIIiH),
6inp y cnuHi (HewacTto - Kopcap® Tpio, amnogumin), Habpsik cyrno6is (Hedacto - Kopcap® Tpio),
cIa3Mu M’s13iB (HeyacTo - Kopcap® Tpio, amnogumid, YacToTa HEBiOMa - TiIPOXJIOPOTia3um), M 130Ba
crabkicTs (HewacTo - Kopcap® Tpio), mianris (Heuacto - Kopcap® Tpio, aMmnoaumis, yacToTa
HeBijoMa - BasicapTaH), ik y KiHIiBKax (HedacTo - Kopcap® Tpio), HaOpsK MUKOIOTKY (4acTo -
aMJIOOHIIIH).

3 60Ky HUpPOK i ceuo8udiabHOI cucmemu: MIiABULLIEHHS PIBHS KpeaTUHIHY Y CUPOBATI] KPOBI
(mewacto - Kopcap® Tpio, 4acToTa HEBigoMa - BajJcapTaH), IOPYLICHHS CeYOBUIYCKAHH
(HEeYacTo - aMJIOHUIIIH), HIKTYpis (He4acTo - aMJIOAMIIH), IouTaKiypia (dacto - Kopcap®
Tpio, HeYacTo - aMJIOANIIIH), peHalbHa OUCQYHKINA (YacToTa HEBiOMA - TigpOXIOPOTia3um),
rocTpa HUPKOBA HEJOCTAaTHICTE (HeuacTo - Kopcap® Tpio, yacToTa HepifoMa -
TiAPOXJIOPOTia3uf), HUPKOBA HEAOCTATHICTE 1 MOPYIIEHHS (PYHKIIil HUPOK (4acToTa HeBimoMa
- BaJICapTaH, PiIKo - TigpOXJIOpoTia3um).

3 60Ky penpodykmusHoi cucmemu ma Mo10YHUX 3d103: IMITOTeHIisa (HedacTo - Kopcap® Tpio,
aMJIOOUIIiH, YaCTO - TiZpOXJIOPOTia3um), riHEKOMACTis (He4acTo - aMJIOQUIIiH).

3azanvHi nopyweHHs: abasis, mopymeHHs Xoau (HedacTto - Kopcap® Tpio), acTenis (HedacTo -
Kopcap® Tpio, aMIOAMIIIH, 9aCTOTa HEBioMa - TifpOX/IOPOTia3uy), TUCKOM(OPT, He3MyKaHH
(mewacto - Kopcap® Tpio, amnogumin), cnabkicts (yacto - Kopcap® Tpio, aMIOfuIIiH, HE4acTo -
BajicapTaH), HeKap/ianbHui Gisb y rpyaHii Kiitai (HewacTto - Kopcap® Tpio, aMionumin), HabpsaKu
(gacto - Kopcap® Tpio, aMmnonumis), Gisib (HE4acTo - aMJIOUIIIH), IIPONACHHUIA (4aCTOTa HeBiToMa -
TigpoXopoTia3um).

JlabopamopHi noKa3Huku: MigBUILIEHHS PiBHSA JiMiAiB (HyXKe pifKo - TigpoxiopoTia3up), MigBUILIEHHS
piBHA a30Ty ce4oBuHHU (HeuacTo - Kopcap® Tpio), HigBUILEHHS PiBHSA C€490BOI KHUCIOTH B KPOBi
(geuacTto - Kopcap® Tpio), ImoKo3ypis (pigKo - FifpoXI0opoTiasus), 3HUKEHHS PiBHS Kaiko y
cupoBarTIi KpoBi (HewacTo - Kopcap® Tpio), migBUIEHHS PiBHS Kailo y CAPOBaTIi KPOBi (YacToTa
HeBimoMa - BajicapTaH), 30ibIIeHHs Macu Tina (HedacTo - Kopcap® Tpio, aMIonumiz), 3MeHIIeHHS
MacHu Tina (HevacTo - aMJIOOHUIIiH).

[lobposKicHi, 3105KICHI ma He ymo4HeHi HoOBOYyMBOPeHHA (8KAKUAOYU Kicmu ma noainu):
HeMenaHoMHUY pak mkipu (BKK i ITKK) (dacToTa HeBigoMa - rifipoxJIOpoTia3u).

*B1iNIBIII IOB’I32HO 3 X0JIECTa30M

HemenanoOMHUM pak IIKipH: Ha OCHOBI HasgBHUX MaHUX EIieMiOIOTriYHX OOCIiIXKEeHb
CIIOCTEPIraeThCsa KyMyJIATUBHA 3a/IeKHICTh «[103a-BiAIOBIAL» MiXK 3aCTOCYBaHHAM TigpOXJIOPOTia3umy
1 po3zButkoM HMPIII.

Tepmin npudamHocmi.



2 POKH.

YmMmoBH 30epiranssi.
30epiratu npu Temnepatypi He Buile 30 °C B opuriHanbHi# yIaKoOBIIi.

30epiratu y HegOCTYIIHOMY OJIS1 OiTel MiCIi.

YnakoBkKa.

ITo 10 Tabnetoxk y 6mictepi. [To 3 GmicTepu y mayiri.

KaTteropis Bigmycky.

3a pelenToM.

BupoOHHK.

AT «®apmak».

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs HOro Tis/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

3aaBHHK. AT «®apmak».

Micue3HaxoaKeHHsI 3asiBHHKa. YKpaina, 04080, m. Kuis, Byn. KupuniBceka, 63.



