3ATBEP/’KEHO
Haka3 MinicTepcTBa 0XOpOHH
310pOB’st YKpaiHu
29.07.2022 Ne 1352
PeecTpaniiine nocBigueHHs

Ne UA/16392/01/01

UA/16392/01/02

UA/16393/01/01

3MIHH BHECEHO
Haxa3 MinicrepcTBa oxoponun
310pOB'sl YKpaiHu

04.03.2023 Ne 841
IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JTiIKAPCHKOIo 3aco0y
KOPCAP® AM
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Cknao:

Oiloui pewosunu: BaJICapTaH Ta aMJIOUIIIHY OeCHIIaT,

1 tabmerka MicTuTh amiomuminy Oecunary (y mepepaxyBaHHi Ha 100 % O0e3BOJHY pEYOBHHY) —
6,94 Mr, 0 eKBIBaJICHTHO aMJIOJMITIHY — 5 MT; BajcapTany (y mepepaxyBanHi Ha 100 % Oe3BomHy
pedoBuny) — 80 Mr abo

amionuniny 6ecunary (y nepepaxysanti Ha 100 % 0e3BoAHY pe4oBUHY) — 6,94 M, 1110 €KBIBaJCHTHO
amytonuIiny — 5 Mr; Banicaprany (y nepepaxysanti Ha 100 % 0e3BoaHy pedoBuny) — 160 mr, abo
ammonuniny Oecunary (y mnepepaxyBanHi Ha 100 % Oe3BoaHy pedoBuHy) — 13,88 mr, mio
ekBiBasleHTHO amuofumniny — 10 mr; Bancaprany (y nepepaxysanti Ha 100 % 0e3BoIHY peYOBHHY) —
160 mr;

OONOMIJICHI peuoguHU: TIENI0NI03a MIKPOKPHCTAIIYHa, KPOCIOBIIOH, KPEMHIIO MIOKCHJ KOJOITHHI
0€3BO/IHUI, MarHIIO cTeapar;

obononxa o maobnemox 5 me/80 me: Opadry 11 85F 220088 Yellow (mosmiBiHIIOBHI CIUPT, TUTAHY
miokeun (E 171), makporou, Tajibk, 3amiza okcu sxoptuit (E 172), 3amiza okcup uepBonwuii (E 172));
obononxa ons mabnemox 5 mel160 me: Opadry 11 85F 220088 Yellow (momniBiHinOBHi CLIMPT, TUTAHY
miokeua (E 171), makporon, Tanbk, 3amiza okcun >xoBtuil (E 172), 3amiza okcujx uepBOHUMN
(E 172));

obononxa onst mabnemox 10 me/160 me: Opadry 11 85F 220087 Yellow (mosiBiHiIOBHIH CIUPT, TATAHY
miokcun (E 171), makporou, TaybK, 3amiza okcu sxotuii (E 172), 3amiza okcun uepsonwuii (E 172)).

Jlikapcbka ¢gopma. TabneTku, BKpUTI TTIBKOBOIO 000JIOHKOIO.

OcHo8HI Pi3uK0-XIMIUHI 61ACMUBOCTI:

mabnemxu 5 me/80 me: TabmeTku Kpyrioi GopMHU 3 ABOOIYKIIOK MOBEPXHEI, BKPHUTI ILTIBKOBOIO
000JIOHKOI0, )KOBTO-KOPHYHEBOTO KOJIBOPY;

mabnemxu 5 me/160 me: Tabnerku Kpyrioi GOpMH 3 IBOOIYKJIOK MOBEPXHEIO, BKPHUTI ILTIBKOBOO
000JIOHKOIO, )KOBTO-KOPHYHEBOTO KOJIBOPY;

mabnemxu 10 me/160 me: TabneTkn Kpyriaoi GOpMH 3 JBOOITYKIIO MOBEPXHEIO, 3 PUCKOIO 3 OAHIET
CTOPOHH, BKPUTI MJIIBKOBOIO 000JOHKOO, CBITJIO-KOBTOT'O KOJIOPY 3 KOPUYHEBUM BIATIHKOM.

dapmakorepaneBTHYHA rpyna. Kom6iHOBaHI npenapaTH 1Hri6iTopiB aHrioTeH3uny II.
Koxg ATX C09D BO1.

Dapmakonoziuni eracmusocmi.
Dapmarxoounamixa.
Kopcap® AM MicTUTh [1Ba aHTHTiNepPTEeH3UBHI KOMIIOHEHTH 3 JOJATKOBUMU MEXaHi3MaMU KOHTPOJIIO



apTepialbHOTO THUCKY Yy MAIIEHTIB 3 €CEHIIaJbHOIO TIMEepPTEeH31€10: aMIIOAMIIIH HAJCKUTh A0 Kiacy
AQHTAroHICTIB KaJbllil0, a BajicapTaH — 10 Kjiacy aHTaroHictiB aHrioren3uny II. KomOinaris nux
IHTpeNli€HTIB Ma€ aJUTUBHUN aHTUTINEPTEH3UBHUNA €(eKT, 3HWKYIOUM apTepiallbHUN THCK OUBIIO0
MIpOI0, HI’K KOXKEH 13 KOMIIOHEHTIB OKPEMO.

Amnoounin.

Amitonumin iHTiOye TpaHCMEMOpaHHE NMPOHUKHEHHS 10HIB KAJIBIIIO y TJIAJIKI M’S3U Cepls 1 CyIIHH.
MexaHi3M aHTUTINEPTEH3UBHOI il aMJIOAMIIIHY 3YMOBJICHHUU NPSMHUM PEIAKCYIOYMM BIUIMBOM Ha
IJaaKli M’S3W CyAWH, L0 HIPU3BOAMTH 0 3MEHUICHHS NEepUPEpUYHOro CYJUHHOIO OMIOpY 1 O
3HWKCHHSI apTepiajbHOr0 THCKY. EKcrmepuMeHTanbHI JaHi MHiATBEPIKYIOTh, IO aMJIOAMIIIH
3B’SI3YETHCS O JUTIAPOMIPUAMHOBUX 1 HETAPOMIPUAMHOBUX MICISIX 3B’ 513Ky. CKOPOTIMBI MPOLIECH
CEepLIEBOTO M’s3a 1 TTAJAKUX M’ S31B CyIMH 3aJI€KaTh BiJ MPOXOHKCHHS MO3AKIITHHHOTO KNI B I
KJIITHHH Yepe3 crienn iyl 10HHI KaHaIH.

[Ticns BBeZIeHHS TEpaneBTHYHUX 703 MAI[iEHTaM 3 apTepiaIbHOIO TIMEPTEH31EI0 aMIIOJUITIH CIIPHYNHSIE
Ba30/IMJIATALlIO, 1110 IPU3BOIUTH J10 3HUKEHHSI apTepiajIbHOIO TUCKY B IIOJIOXKEHHAX MaLll€HTA JIeKaun
1 crosiun. Take 3HIKEHHS apTepialibHOTO THCKY HE CYMPOBOJDKYETHCS ICTOTHOIO 3MIHOKO IIBUIKOCTI
CEPIICBUX CKOPOYEHB a00 PiBHIB KaTE€XO0JIaMiHIB Yy IJIa3Mi KPOBI ITPH TPUBAJIOMY 3aCTOCYBaHHI.

Edekt kopertoe 3 KOHIIEHTPAIISIMH Y T1a3Mi KPOBI y MOJIOJIMX TAIIEHTIB 1 MAII€HTIB JITHHOTO BIKY.

VY maimi€eHTiB 3 apTepiaNbHOIO TINEPTEH31€10 Ta HOPMAIbHOIO (PYHKIIEI0 HUPOK TEparieBTUYHI 103U
aMJIOJTUTIIHY TPHU3BOIATH A0 3HIDKCHHS PEHAJBHOTO CYAMHHOTO OIOpY 1 WiJABHINCHHS pIiBHS
rIoMepynsapHoi pinbTpailii, a TaKoK ePEeKTUBHOTO HUPKOBOTO MOTOKY IIa3MU 0e3 3MiH (pakiiii, 110
GbinbTpy€eThes, a00 POTETHYPII.

Sk 1y BUMaaKy 3 iHIKMMH OJIOKATOpaMH KaJbl1€BUX KaHAJIB, BUMIPIOBaHHS T€MOIMHAMIKU CEePIIEeBOL
¢yHKIii y crnokoi Ta mpu HaBaHTaXeHHI (a00 mpu X01p01) y MALi€HTIB 3 HOPMAIBHOI (QYHKIIIEIO
LUTYHOUKIB, MPOJIKOBAHUX aMJIOJIMIIIHOM, y LIJIOMY MOKa3aJd HEBEJIUKE MiJBUIIEHHS CEpLEBOrO
iHnekcy Oe3 icrotHoro BBy Ha dP/dt abo Ha KiHIEBHWHA AiacTONIYHMN THCK YU 00’€M JIiBOTO
LUTYHOUKa. Y reMOJUHAMIYHUX JOCIIIKEHHSIX aMJIOAMIIIH HE MPOSBISIB HETraTUBHOI'O 1HOTPOITHOTO
edeKTy TpH 3aCTOCYBaHHI TEPANEBTUYHMX 103 B IHTAKTHUX TBAPHH Ta JIIOJICH, HABITH IPH CYMICHOMY
BBEJICHHI 3 OeTa-0JI0KaTOpaMHu JIFOISIM.

AMIomuniH HE 3MiHIOE (DYHKIIFO CHHYCHO-TIEPEICEPIHOTO By3Jia abo MepencepIHO-IUTYHOYKOBOT
MPOBITHOCTI Y 3J0pOBUX TBAapUH a00 JIOAWHU. Y KIIHIYHUX JIOCHIIKEHHSX, B SKUX aMJIOAMITIH
3aCTOCOBYBaJM B KOMOiHaIlli 3 OeTa-OjiokaropamMu y TAII€HTIB 3 apTepiaibHOIO TINEpTeH3i€0 abo
CTEHOKap/Ii€10, 3MiH OKAa3HUKIB €JIeKTpOKapiorpaMu He OYJ0 BiI3HAYEHO.

Crnocrepirayivucs MO3UTHBHI KJIIHIYHI €(DEKTH aMJIOIUIIIHY Y MAalll€HTIB 3 XPOHIYHOIO CTa0lIbHOIO
CTEHOKap/Ii€10, Ba30CIMACTUYHOIO CTEHOKAPJIEI0 Ta 1MIEMIYHOI0 XBOPOOOIO, 110 Oyna MiJTBEp/KEeHa
aHriorpagiyHo.

3acmocyeanus nayieHmam 3 apmepianbHOI0 2inepmeH3iero

[Ipn nocnigkeHHI AHTUTINEPTEH3UBHOI Ta TINOJIMIAEMIYHOI Tepamii MONEepeIKeHHsI CEeplEeBOro
HamaJy IpH JIETKii Ta MOMIpHIA apTepiajbHii rinepTeHs3ii y MamieHTiB 3 HasiBHUM Xouya O MO OJHUM
JOIATKOBUM (DAKTOPOM PHU3HMKY PO3BHUTKY 1IIEMIYHOI XBOPOOH ceplisl 13 3aCTOCYBAHHSIM aMJIOJUITIHY
(y mo3i 2,5-10 Mr Ha 100y) abo i3 3actocyBanHsaM disuHonpuiy (y 103i 10—40 Mr Ha 100y) sk mepioi
JiHiT Teparii HOPiBHSHO i3 3aCTOCYBaHHSIM Tia3UIHOTO JiypeTHKa XjiopTaiinony (y mo3i 12,5-25 mr Ha
100y), Oyi0 BHUSIBJICHO, IO 3HAYYIIMX BiIMIHHOCTEH y KiIbKICTI BUMAJKIB iIEMiYHOT XBOPOOH cepIist
3 JIETAJIbHUM DPe3yJbTaToM a0o0 iH(}apKTy Miokapaa 0e3 JeTaabHOTO PEe3yJbTaTy HE CIOCTEPIranaocs.
KinpkicTh BHIAJKIB PO3BUTKY CEpLEBOI HEAOCTaTHOCTI Oyna 3HAYymo OUIBIIOK B TIpymi
3aCTOCYBaHHSI aMIIOAHIIIHY TOPIBHSHO 3 TPYIOK 3acTOCyBaHHS xXjopTamigoHy. OmHak He Oymo
BIJ3HAUEHO 3HAUYUIMX BIJMIHHOCTEW 3a IMOKa3HUKOM JIETAJBHOCTI 3 YCIX HPUYMH MK TpyHamu
3aCTOCYBAaHHS aMIIOJIUTIIHY Ta XJIOPTAIiIOHY.

Bancapman.

Bancapran € akTUBHHM, MOTYXKHUM 1 crielU(IYHUM aHTaroHICTOM penenTopiB aHrioreHsuny I, mo
MpU3HAYSHUH U1 BHYTPILIHBOTO 3acTocyBaHHs. BiH i€ BuOipkoBo Ha perentopu miarumy ATz, siki
P1AKO MOIIMPEH] 1 € BiANOBIAaIbHUMU 3a edextu aHrioteH3uny Il. IligBumieni piBHi anrioren3uny 11
BHacIiJoK Onokaan ATi-penenTopiB BalcapTaHOM MOXKYTh CTUMYIIOBaTH BUIbHI AT2-penentopu, 1o
BpiBHOBaxye edekr ATi-peuenrtopi. Bancapran He Mae Oyap-sSKOi YaCTKOBOi aKTMBHOCTI aroHicTa
BiqHOocHO ATi-penentopiB i mMae Habarato Ounbmy (mpubauszno y 20000 pasiB) cHOpiIHEHICTH 3
ATi-penentopamu, Hix 3 AT2-penentopamu.

Bancapran He mnpurHiuye AII®, Bimommii Takox miJ Ha3Boro KiHiHaszu I, skuil meperBoproe



anrioreH3uH | B anriotensuH Il i pyitHye Opanukinin. Buxonsuu 3 BiacytHocTi BiuuBy Ha AIID Ta
MTOTEHITIIOBAaHHS aKTUBHOCTI OpaauKiHiHy abo cyOcraHiii P, 3acTocyBaHHS aHTaroHiCTIB PereNTOpPiB
aHrioreH3uny Il 3a3Bu4ail He CynpOBOKYETHCS KallieM. Y KIIHIYHUX JOCTKEHHSX, JIe BaJcapTaH
nopiBHOBaK 3 1HTiIOITOpoM AII®, yacTtoTa BHNAAKIB CyXOro Kamuio Oysida 3HAYHO MEHIIOH0
y TAIl€HTIB, fKi JIKyBaJUCs BaJCApTAHOM, HDX Yy MAIli€HTIiB, siKi mpuiiManu ixribitop AllD. VY
MaIi€eHTIB, K1 paHime jikyBaiaucs iHriditopom AIID, po3BuUBaBCs Cyxuil Kaiielib, NMpU JIKyBaHHI
BaJICAapTaHOM L€ yCKJIaJHEHHs Oyno Bim3HayeHo y 19,5 % Bumaaki, a mpu JiKyBaHHI Tia3WIHUM
niypetukoMm — y 19 % Bumaakis, TOA1 SIK Y TPyMi XBOPHUX, K1 OTPUMYBAIU JIIKYBaHHS 1HT101TOpOM
AIl®, xamens crioctepirasest y 68,5 % BunajakiB. Bancapran He BCTymae y B3aeMOJIif0 1 HE OJIOKye
pElenTopH HIIMX TOPMOHIB 200 10HHI KaHAIH, SKi, SIK BIJOMO, BiIIrpalOTh BAXKJIMBY POJIb Y PETYIISIT
(byHKLIN cepreBO-CyJUHHOT CHCTEMH.

[Ipu3HaueHHs mnpenapary Hali€eHTaM 3 apTepialbHOK TiNEPTEH31€:0 MPHU3BOAUTH OO0 3HUKEHHS
apTepialbHOTO TUCKY, HE BIUTUBAIOYM IIPU I[bOMY Ha YaCTOTY IYJbCY.

Y OuIbIIOCTI TAIIEHTIB TICIsA MPU3HAYEHHS BHYTPIIIHBO pPa30BOi J03M Tpernapary I[MOYaTOK
AHTUTIMEPTEH3UBHOI AKTUBHOCTI BIJ3BHAYAETHCS y MeXaxX 2 TOAWH, a MaKCUMaJbHE 3HWKECHHS
apTepianbHOIO TUCKY JOCATAEThCS Y MeKax 4—6 rouH.

AHTHUTIIEpTECH3UBHUN eeKT 30epiraeThes Oimbine 24 TOIWH MiCIs MPUHOMY pa3oBOi J03HU. 3a YMOBHU
PEryJsipHOro 3aCTOCYBaHHS IpenapaTy MaKCHUMalbHUN TeparneBTUYHUN eeKT 3a3BHuail JoCATaeThCs
npoTsiroMm 2—4 TWXXHIB 1 YTPUMY€EThCS Ha JIOCSATHYTOMY piBHI B XoJi TpuBayoi Tepamii. PamroBa
Bi/IMiHAa BajcapTaHy HE MPU3BOAHWTH JI0 BIAHOBJICHHS apTepiaibHOI TimepTeHs3ii ado 10 1HIIUX
MOOIYHUX KIIHIYHUX SBUILI.

BceranoBneHno, mo BajicapTaH 3HAYHO 3HIDKYE pIBEHb TOCIITaNi3allii MAli€eHTIB 13 XPOHIYHOIO
cepueBoto HenoctatHicTio (NYHA kiacy 1I-1Y). Binbin 3nauymmii eexT gocsraBcs y MamieHTiB, sKi
He oTpuMmyBanu iHriditopu AII® abo Hera-6mokaTopu. Takok BCTaHOBIIEHO, IO BaJcapTaH 3HUKYBAaB
CEepIEBO-CYAMHHY JICTAIBHICTh Y KIIHIYHO CTa0UIbHUX MAI[IEHTIB 3 MATOJIOTIEO JIIBOTO IITYHOUYKa 200
JBOILTYHOYKOBOIO TUCHYHKINIEIO Tics iHPapKTy MioKapa.

3rigHO 3 JAaHMMHU JIOCITIKEHb HE CIiJ CyMicHO 3actocoByBatd iHTiOiTOpH AIID Ta anTaroHicTu
peuenrtopiB aHrioreHsuHoreHy (APA) marieHTam i3 1ia0€THYHOIO HEPPOMATI€r0, OCKIIbKH
BCTAaHOBJICHUH MiJABUINCHUNA PH3MK DPO3BUTKY TilEpKallieMii, TOCTPOTO YpaK€HHS HHUPOK Ta/abo
rinoren3ii. [lpu BUBYEHHI AOMIIBHOCTI ONATKOBOI Teparii amickipeHom no tepamii AIID/APA y
MaIeHTIB 13 IyKpoBuUM Jaiaderom Il Tumy Ta XpOHIYHOIO XBOPOOOI HHMPOK, CEPLIEBO-CYTUHHUM
3aXBOPIOBAHHAM a00 TMO€IHAaHHAM 000X OyB BCTAHOBJIGHUH MiJBUINEHUH PHU3UK BUHUKHUHEHHS
YCKJIaJIHEHHsl Teparii, po3BUTKY He0akaHUX SBUII Ta CEpHO3HUX HEOaXaHMX SBUIL OCOOJIMBOTO
3Ha4yeHHs (TinepKajieMis, TIMOTEH31d Ta MOpYyIEeHHs (YHKIIT HUPOK) IPU 3aCTOCYBaHHI alliCKipeHy.
Bancapman/amnoounin.

Kom0iHanis amnoauIiiny 1 BajicapTany 3abe3nedye J10303aleKHe aJluTUBHE 3HIKEHHS apTepiaJbHOro
TUCKY Y BChOMY IHTEpBall TepaneBTUYHUX 103. ['imoTeH3uBHA nis Micas MpUiloMy pa3oBOi A03U
KOMOIHaIlii 30epiraeTbcst poTsIrom 24 rojauH.

Komb6inHanito BajicapTan/aMaoIuIiH BUBYAIN Y JOCIIPKEHHSIX 3 Y4acTIO MAIIEHTIB 3 HEYCKIIaJHEHOO
€CEHIL1AIbHOIO TIMEePTEH3I€0 JIETKOro abo MOMIPHOTO CTYMEHS, KpIM MAI[iEHTIB 3 BUCOKUM PH3UKOM
CEepLEBO-CYAMHHUX MOpPYIIeHb. byla BCcTaHOBIEHa HOpMai3alis apTepiaibHOTO TUCKY y MAIll€HTIB,
apTepialbHUA THUCK SKHMX HE KOHTPOJIOBAIM HAJIEKHUM UYMHOM 3a JIOIOMOTOI MOHOTEeparii
BaJicapTaHoM y 031 160 wmr. AprepiaibHUN THUCK HOpMaiizyBaBcsi y 75 % marfieHTiB, sKi
3actocoByBaii 10 mr/160 Mr ammnoauminy/BajicapTaHy, y 62 % maIli€HTiB, SKI 3aCTOCOBYBAJIU
5 mr/160 Mr ammomurminy/BajicapTaHy MOpiBHSAHO 3 53 % mallieHTiB, sKi 3acTocoByBamu 160 mr
Basiicaprany. JlomaBanHs 10 Mr Ta 5 Mr amiaoJumiHy 3yMOBJIIOBAJIO JIOJATKOBE 3HIKEHHS
CUCTOJIIYHOTO/J1aCTONIYHOTO THCKY IOPIBHSHO 3 MalliEHTaMH, SIKI 3aCTOCOBYBalM TiIbKH 160 mr
BajicapTaHy.

[Ipn ponaBaHHI BajcapTaHy BCTaHOBJIEHA HOpPMaJli3allisl apTeplalibHOrO THUCKY Y MAalll€HTIB,
apTepialbHUA TUCK SKHUX HE KOHTPOJIOBAIM HAJIEKHUM UYMHOM 3a JIOIIOMOTOI0 MOHOTEpartii
awsogumiHoM y 1031 10 wmr. AprtepiadbHuMl TUCK HOpMalidyBaBcs y 78 9% mallieHTiB, sKi
3actocopyBain 10 mr/160 Mr amioguminy/BajncapTaHy TMOpIBHAHO 3 67 % TalieHTIiB, sKi
MPOJOBXKYBaIM 3acTocoByBath Tinbku 10 wmr ammonuminy. [lomaBanHs 160 wmr BancapranHy
3YMOBJIIOBAJIO JIOJIATKOBE 3HUKEHHS CUCTOJIIYHOTO/A1aCTOIIYHOTO TUCKY MOPIBHSAHO 3 MAIlieHTaMHU, SIKi
3aCTOCOBYBaJIM TUIbKH 10 MI aMJIOUIIIHY.

Kombinamis amnoaumniny/Bancaptany Bix 5 mr/160 mr mo 10 mMr/160 mMr y XBOpHX Ha e€cCEHI[iaJIbHY



rinepTeH3ito OUTbII BUPAXKEHO 3HIKYE CTAIHMH apTepiajJbHHUN THCK IMOPIBHAHO 31 CXEMOIO J03YBaHHS
Ji3uHONPUIY/TiapoxiaopoTiazuny Big 10 mr/12,5 mr qo 20 mr/12,5 mr.

Bbyno noseneno, mo edext koMmOiHamii Bancaprany/aminoauminy 30epiraBcs Outbme 1 poky. Panrosa
BIJIMiHa ITpenapary He NPU3BOANIA [0 IIBUJIKOTO MiABUILEHHS apTepiallbHOIO THCKY.

Y mamieHTiB, y SKUX apTepialbHUN THUCK aJCKBATHO KOHTPOIIOETHCS aMIIOJAUIIHOM, TMPH
HETIPUHUHATHUX HaOpskax KOMOIHOBaHa Teparis MOXKe 3a0e3MeYuTH aHAJIOTIYHUH KOHTPOJIb
apTepialbHOTO TUCKY MTPH 3MEHIICHHI HAOPSIKIB.

€ naHi, WO BiK, CTaTh, PacoBa NPHUHATEKHICTH Ta iHmekc Macu Tima (> 30 xr/m?, < 30 kr/m?) He
BIUIMBAIOTh Ha KIJIIHIYHY BiAMOBIIb IPU 3aCTOCYBaHHI KOMOIHAIIl BapcapTaHy/aMIOJUIIIHY.
JocmimxkenHs koMOiHalii BajcapTaHy/amMJIOAMIIIHY 3 YYacTIO MAIli€HTIB 1HIIMX MOMYJIAIIA, KpiM
XBOPHX Ha apTepiayibHy TilEpTeH3il0, HEe MPOBOAWIH. ICHYIOTH JOCIHIKEHHS BajcapTaHy 3 y4acTiO
MAaIiE€HTIB 13 CEpPIIEBOI0 HEIOCTATHICTIO Ta Yy mocTiHapkTHOMy nepioai. I[IpoBemeHi mgociimKeHHs
aMJIOJIUIIHY 3 Y4YacTIO TMAalli€HTIB 3 XPOHIYHOIO CTaOUIBHOIO CTEHOKApAI€l0, Ba30CHACTUYHOIO
CTEHOKAP/IEI0 Ta aHTi0rpadivHO MiATBEPHKEHOO 1IIIEMIYHOK XBOPOOOIO CepIIs.

Dapmaxokinemuxa.

Jinitinicme.

BascapraH i aMino Ui nposBIsIIOTh JiHIHHICTE PapMaKOKIHETHKH.

Amnoounin.

Bcemoxmysanna. Tlicns BHYTPIIIHBOTO 3aCTOCYBaHHS TEPANEBTHYHUX J03 aMIIOJAHMIIIHY OKPEMO
MakcuManbHa KOHIeHTpaist (Cmax) y IU1a3Mi KpOBi J0CATaeThes MPOTsroM 6—12 ronun. Po3paxoBana
abcomroTHa O010IOCTYIHICTh CTaHOBUTH Bim 64 % 1m0 80 %. BkuBanHs TKi He BIUIMBaE Ha
010J0CTYIHICTh aMJIOJUITIHY.

Posnooin. O6’eM po3noaiay CTaHOBUTh MpUOIM3HO 21 J/Kr. YV JOCHIKSHHSIX aMIJIOIUIiHY IN Vitro
JIOBEJICHO, 110 Yy Malli€HTIB, XBOPUX HA ECEHIlaNIbHY TiepTeH31t0, MpudIu3Ho 97,5 % uupKyIo0doro
mpernapary 3B’ SI3y€ThCs 3 OUTKaMU TUIa3MH KPOBI.

biompancgopmayis. Amnoaumnin iHTeHCUBHO (mpubmuzHo 90 %) merabomizyeTbcs y MEYiHI
710 HEAKTUBHUX METa0OJIITiB.

Buseoenns. BuBeneHHs amIIOAMIiHy 3 TUIa3MH J1BodasHe, 3 MEepiofoM HamiBBUBEICHHS MPUOIIM3HO
30-50 ronuH. PiBHOBaXkHI piBHI Yy Mmj1a3Mi KpOBi JOCATAIOTHCS MICIS MOCTIMHOTO BBEJACHHS HPOTATOM
7-8 nuiB. 10 % nouyaTkoBoro amioauminy i1 60 % MeTaboniTiB aMIOIUIIIHY BUBOJSATHCS 13 CEUEIO.
Bancapman.

Bcemoxmysanna. 1licns mpuiiomy npenapary BHYTpIlIHBO Cmax BajlcapTaHy y IU1a3mi  KpoBi
nocaraetbest npotaroM 2—4 ronumH. CepenHsi BelMuuMHA a0OCOMIOTHOI O10J0CTYMHOCTI IpernapaTy
ctanoButh 23 %. Dxa 3Hmkye excrosumilo, sk mokasye AUC (KOHIEHTpamis y Iuiasmi — dac),
Banicaptany mnpuoimu3Ho Ha 40 %, a Cmax — Ha 50 %, Xoua uepe3 8 roAMH MICIs 3aCTOCYBaHHS
KOHIIEHTpALlis BajJcapTaHy Yy IUIa3Mi OJHAKOBa JJIs TPYIH, siKa MpuiiMala mpenapar Hariie, i Tpynu
MaII€eHTIB, fKa npuiiMana npenapaT micis inu. 3HwkeHHsS AUC He CynpoBOJKYETHCS KIIHIYHO
3HAYYIIUM 3HHKEHHSM TeparneBTUYHOIo eeKTy, TOMY BajcapTaH MOXHa NMPUMMaTH HE3aJeXHO BiJ
puiioMy xi.

Posnooin. PiBHOBaxxHUII 00’€M poO3MoAiay BajcapTaHy Micis BHYTPIIIHBOBEHHOTO BBEIEHHS
CTaHOBHUTH NpUOMM3HO 17 1, MO BKa3ye Ha Te, HIO BaJCapTaH PO3MOIUISIETBCS Yy TKaHWHAX
HEIHTeHCHBHO. Bancapran MillHO 3B’s13yeThest 3 Oimkamu uia3mu Kposi (94-97 %), TOJOBHUM YHHOM
13 CHPOBATKOBUM aJIbOYMIHOM.

Biompancgopmayia. Bancapran 3Ha4HOIO Miporo He TpaHC(HOpMYyeThCs, OCKUIbKH TTbkH 20 % no3u
MepexXoIUTh y MeTabomiTH. Y IuiasMi KpoBI B HU3bKUX KOHHeHTpamisx (menme 10 % AUC
BajicapTaHy) 11€HTU(IKOBAHUN T1IPOKCUMETA0OMIT, IKUH (papMaKoJOTi4YHO HEAaKTUBHHM.

Buseoennsi. JIns BalicapTaHy XapakTepHa OaraToeKCIOHEHIlialbHAa KIHETHMKAa BHUBEIEHHS (dac
HaniBBuBeneHHS T1200 < 1 ronunu 1 Ti2B npubnusno 9 roaun). Bancapran BUBOAUTHCS TOJIOBHUM
YMHOM y HE3MIHEHOMY CTaHi 3 KajioM (mpubausHo 83 % no3u) i ceuero (01m3bko 13 % moszm). Ilicns
BHYTPILUTHLOBEHHOT'O BBEJCHHS KJIIPEHC BaJICApTaHy Y IJ1a3Mi KPOB1 CTAHOBUTH MPUOIIM3HO 2 JI/TOA, a
fioro peHanbHUi KinipeHc — npubmusHo 0,62 n/rox (mpubnusno 30 % 3araneHoro KiipeHcy). Ilepioa
HaIliBBUBEICHHSI BaJICApTaHy — 6 TOAMH.

Bancapman/amnoounin.

IMicns mepopansHoro 3actocyBanHs Kopcap® AM Cmax BancapTaHy i aMIOJMIIIHY y IIa3Mi KpoBi
jocsraeThest 3a 3 i 6-8 romuH BigmosimHo. IIBuakicTs i cTyminb BecMokTyBanHs Kopcap® AM
€KBiBaJICHTH1 010/I0CTYITHOCTI BaJICApTaHy Ta aMJIOAMIIIHY MPY MPU3HAYEHHI B OKPEMHUX Ta0JIeTKaX.



Oco0HB1 MOMYJISAIL].

Jimu

JlaHni npo GpapMaKoKiHETUKY Ipenapary y JiTei BiICYTHI.

Tlayienmu nimnvoeo 6iKy (8ikom 6i0 65 pokis)

Yac nocsirHeHHS! Cmax aMIIOJIMIIIHY Y TUIa3Mi KPOBI MPHUOIM3HO OJHAKOBUU Y MAlli€HTIB MOJIOJIIOTO
BIKY 1 MAIli€HTIB JITHBOTO BiKy. Y MaIli€HTIB JITHHOTO BIKY KJIIPEHC aMJIOJUITIHY Ma€ TEHICHIIIIO 110
3HIKEHHS, 10 MPU3BOAUTH 10 3poctanHs AUC i1 monoBkeHHs mepioay HamiBBuBeaeHHs. CepenHs
cucremHa AUC Basicaprany B oci0 JiTHBOro Biky Ha 70 % BuIla, HIX Yy MAlliEHTIB MOJIOJALIOTO BIKY,
TOMY HEOOX1THO JOTPUMYBATUCS 00EPEKHOCTI IPU MiABUIICHHI JJO3H.

Huproea neoocmammuicmeo.

[opymenns ¢yHKIIT HIPOK iICTOTHO HE BIUTUBAE HA (hapMaKOKIHETHKY aMJIONUIIIHY. SIK 1 ouikyBayocs
CTOCOBHO JO CIIOJIYKH, HUPKOBHUH KIipeHC fKoi cTaHOBHUTH juiie 30 % 3arajbHOrO IUIa3MOBOIO
KIIIPEHCY, KOpenslii MK CTaHOM (YHKII HUPOK 1 CHCTEMHOIO EKCIO3MII€I0 BajcapTaHy He
BII3HAYAJIOCH.

THopywenns @yHxyii nevinku.

VY mnami€eHTiB 3 MEYiHKOBOK HEIOCTATHICTIO 3HMKYETHCS KIIPEHC aMJIOJUITIHY, IO MPU3BOAUTH 0
nigsumeHast AUC npubnuzno Ha 40-60 %. Y cepenqHbOMy y MAalli€HTIB i3 JETKUMHU 1 MOMIpHUMH
XPOHIYHMMHU 3aXBOPIOBAHHSIMHM MEYiHKU eKcro3ullisl (Bu3HaueHa 3a 3HaueHHsMU AUC) BajcapTaHy B
CepeHHOMY BIIBIUi TIEPEBHIYE TaKy Yy 3J0POBHX JOOPOBOJIBLIB (BiiOpaHUX 3a BIKOM, CTATTIO Ta
Macoro Tina). [lamieHTH, sIKi MaloTh 3aXBOPIOBAHHS IIEYiHKH, MOBUHHI OYTH OOEpEeKHUMHU NIpU
3aCTOCYBaHHI Ipenapary.

Kuainiuni xapakrepucTuku.

Ilokaszanna.

EceHuianpHa rinepTeH3is y AOPOCIMX MAIi€HTIB, apTepialibHUM TUCK SKHX HE PETYIIOEThCS 32
JI0NIOMOT'0K0 MOHOTEpaIlii aMJI0JUIIIHOM a00 BaJCapTaHOM.

Ilpomunokazanns.

e [ligBuiieHa 4yTIMBICTH O aKTUBHOI CYOCTaHIii, MOXITHUX AWUTIApONipuauHy abo 1o Oyab-
SIKOi 3 JONOMDKHHX PEYOBHH IpETapary.

e Tspkki nopymeHHs pyHKIIT neyiHky, OUTiapHUM IMPO3 MEeUiHKH ado X0JecTas.

e (CymyTHe 3acTOCyBaHHsS aHTaroHICTIB peuentopiB aHrioreHsuHy (APA), Bxirodarouu
BajicapTaH, a0o0 1HT10ITOpPIB aHT1OTEH3UHIIEPETBOPIOBANIbLHOTO epmeHTy (AIID) 3 amickipeHOM
marieHTaM 3 IyKpoBUM  giaberoM  abo 3 MOpYyWEHHAMH  (QYHKIIT  HHUPOK
(LLIK® < 60 mr/xs/1,73 m?).

e BariTHUM Ta XIHKaM, SIKlI IUIAHYIOTb 3aBariTHITH (JUB. PO3JALT «3aCTOCYBaHHS Yy MeEploj
BariTHOCTI a00 TOAYBaHHS TPYAIION).

e Tspxka rinoreH3is.

e Illok (BK/IIOYAIOYM KAPA10T€HHUH IIOK).

e OOCTpyKIisi BUBIJHOTO TPAKTY JIBOrO IUTYHOUYKA (HANpHUKiIa[ rinepTpodiuHa oOCTpyKTHBHA
KapA1oMionaTisi 1 CTEHO3 a0PTH TSKKOTO CTYIIEHS).

e ['emonnHamiuHO HecTaOULIbHA CEpIIeBa HENOCTATHICTD MICIIsA TOCTPOTO 1H(MAPKTY MiOKapa.

B3aemodia 3 inmumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOOIIL.

Bzaemooii, 3aeanvni onsa kombinayii

Jocnimxenns B3aemozii npenapaty Kopcap® AM 3 iHmmmMu gikapchbKUME 3aC00aMU He TTPOBOTHIINCH.
JlikapcoKi 3acodu, npu Cynymnbomy 3acmoCy8anti AKUX ci0 OV YaICHUMU

Inwi cinomensueni npenapamu

YacTo 3acTOCOBYBaHI TIMOTEH3MBHI Ipenapatd (Hampukiaa anbda-O61okatopu, IIypeTHKH) Ta IHII
JKAapChKi 3ac00HU, SIKI MOXYTh CIPUYMHHUTHU TOSBY TIMOTEH3UBHUX HEOAKaHUX SBUL (HAIPUKIIAL
TPULIMKJIIUHI aHTUIETIPECAaHTH, alb(a-O0I0KaToOpH, 110 3aCTOCOBYIOTHCS JAJIS JIIKYBaHHS JOOPOSKICHOT
rinepruiasii nepeaMixypoBoi 3aJ103H1), MOKYTh ITOCHIJIIOBATH TIIOTEH3UBHY J110 KOMOIHAIII].

Bzaemooii, nos’sazani 3 amnoouninom

Cynymue 3acmocyeants He peKomMeHoosane

I'peiingppym abo epetinghpymosuii cix

He pexomeHayeTbcsi 3aCTOCYBaHHS aMIIOAMIIHY 3 TpeHndpyToBHM COKOM abo 3 rpertndpyTom,




OCKUTBKU y JAEAKHX MaIli€eHTIB 010J0CTYNHICTh MOXKE OYyTH 30UIblIEHA, 110 MPHU3BEAE 0 MOCHICHHS
TIMOTEH3UBHOTO €EeKTy Ipemapary.

JlikapcvKi 3aco0u, npu CynymHuboMy 3aCOCY8AHHI AKUX CNI0 OYMU YEANCHUMU

Ineioimopu CYP3A4

CynyTHe 3acTOCyBaHHS AaMmJIOJUIIHY 3 OUIBII YM MEHII NOTyXHUMH iHrioitropamu CYP3A4
(iaribiTOpamMu TIpoTEa3W, a30JIOBUMH MPOTUTPUOKOBHUMH 3ac00aMH, MAaKpoJiJaMu, TaKHUMH SK
EpUTPOMIIIMH a00 KIAPUTPOMIIMH, Bepamamili abo IWiITia3eM) MOXe MPU3BECTH 10 3HAYHOTO
MTOCWJICHHSI CHCTEMHOT'O BIUIMBY amuiofuminy. KiiHiuHI mposiBU TakuX (apMaKOKiHETHYHUX 3MiH
MOXYTh OyTH TOCHWJIIEHUMH Y MAIi€HTIB JITHHOTO BiKy. MOXyTh OyTH HEOOXiTHHUMH KIIHIYHUN
MOHITOPHHT Ta KOPEKIIis J103.

Inoykmopu CYP3A4 (npomucyoomui npenapamu (Hanpukiad Kapbamasenit, Genobapbimar,
Gernimoin, ghocenimoin, npumioon), pugpamniyun, 36ipooiil 36unatinuti (Hypericum perforatum)

[Ipu cymytHpOMY 3acTtocyBaHHI Bimomux iHAyKkTOpiB CYP3A4 KoHLEHTpallis aMJIOIUIIHY B IJIa3Mi
Mo’ke 3MiHIoBaTHCs. OTXKe, ClliJl KOHTPOJIOBATH apTepiajibHUI TUCK 1 peryJIlOBaTH J03yBaHHS I1]] 4ac
1 miCJA CymyTHBOTO 3aCTOCYBAaHHsS, OCOONMBO y pa3i moTyxHuX iHAYKTOpiB CYP3A4 (mampukian
pudamminuny, Hypericum perforatum).

Cumeacmamumn

bararopazoBe 3actocyBanHa 103 10 Mr amsoaumiHy 3 80 Mr CHUMBAacTaTUHY IpPHU3BOJIUTH J0
30UTBIICHHS €KCIO3HUIIIT CHMBAcCTaTUHY Ha 77 % TOpPIBHSAHO 3 3aCTOCYBaHHAM OJHOTO CHMBACTaTHHY.
PexomeH10BaHO 3HMKYBaTH 10OOOBY /103y CUMBAacTaTHHY 10 20 MI' JUld Halll€HTIB, SIKI 3aCTOCOBYIOTb
aMJIOTUTIIH.

Jlaumponen (inghysii)

VY TBapHWH CHOCTEpirajucs JIeTaIbHI BUMAIKA BEHTPUKYISPHUX (iOpWISLiA Ta KapIioBacKyISIpPHUX
KOJanciB 'y 3B’A3Ky 3 TiNepKallieMi€l0 TICas 3acTOCYBaHHS BepamaMily Ta JaHTPOJIEHY
BHYTPIIIHFOBEHHO. Uepe3 pU3UK TiMepKalieMii peKOMEHAYEThCS YHUKATH CYITyTHBOTO 3aCTOCYBaHHS
OJI0KaTOPIB KaJbI[1€BUX KaHAIIIB, TAKUX SK aMJIOJUIIIH, MAlliIEHTaM, CXUJIBHUM JI0 PO3BUTKY 3J10SKICHOT
rinmeprepmii Ta Ipu JIIKyBaHHI 3JIOSIKICHUX TiEpTEpMii.

JlikapcoKi 3aco0u, npu Cynymnbomy 3acmoCy8anti AKUX ciio OVMu YealcHuMu

Tnwi

VY Xoal KIHIYHUX JOCHIPKEHb aMJIOJMIIIH HE BIUIMBaB Ha (DapMaKOKIHETHKY aTOpBacTaTHHY,
TIOKCUHY, BappaprHy a00 [UKIOCTIOPUHY.

Bzaemodii, nos’azani 3 eancapmanom

Cynymue 3acmocyeants He peKomMeH008ane

Jlimiu

IIpn onHouacHOMy 3acTocyBaHHI JiTit0 3 1Hrioitopamu AII® abGo aHTaroHictamMu peLENTOpiB
a"riorensuny II, BkIOWaroum BajicapTaH, BiJ3HA4ajgoCs OOOPOTHE MiJBHUIIEHHS CHPOBATKOBUX
KOHLEHTpaliid JiTito 1 Horo TokcM4HOCTI. CymyTHE 3acTOCYBaHHS BajcapTaHy 1 JITIIO He
PEKOMEHAYEThCs. SIKIO K 3aCTOCYBaHHS TaKoi KOMOIHaIlli He0O0X1THO, CIIiJl PETEIbHO KOHTPOIIOBATH
piBEHb JITIIO B CHUPOBATLI KpoBl. PU3MK NiABHILEHHS TOKCHUYHOCTI JITIIO MOXe OyTHM Hajami
NiIBUIIEHNI TpU cyMicHOMY 3acTocyBanHi 3 Kopcap® AM Ta fiypeTukamu.

Kaniesi oobasku, raniiizoepiearoui Oiypemuxu, CONbOGI 3AMIHHUKU, WO MICMAmMb Kaliu, abo iHuli
npenapamu, sKi MOXCYyms Ni08UULY8aMU PIBEHb KATIIO

Axmo ikapceki 3aco0u, M0 BIUIMBAIOTh Ha Kali€Bl KaHAIM, TMPU3HAYAIOTh y KOMOIHammii 3
BaJICapTaHOM, CJIiJ] Tepe10aYNTH YacTUI KOHTPOJIb BMICTY KaJlil0 y I1a3Mi KpOBI.

JlikapcoKi 3aco0u, npu Cynymubomy 3acmoCy8anHi AKUX Ci0 OVIMU YEaAICHUMU

Hecmepoioni npomuszananvui npenapamu (HII3I1), y momy uucni cenexkmugni ineioimopu L]OI-2,
ayemuacaniyunosa kucioma (>3 2/006y) i necenexmueni HI13I1

IIpu cynyrtHpOMy 3acTocyBaHHI aHTaroHicTiB anrioteHsuny II i HII3II moxnuBe mnocnaOneHHs
rinoreH3uBHOI 1ii. Takoxk CynyTHe 3acTocyBaHHS aHTaroHicTiB anriorensuny II 1 HII3IT moxe
MiBHUIYBATH PU3MK MOTIPIIEHHS HUPKOBUX (DYHKIIIN Ta MiJBUIIEHHS PIBHA KaJlll0 B CUPOBATIIi KPOBI.
Tomy Ha mouaTKy JiKyBaHHS PEKOMEHIYEThCS KOHTPOJIOBATH CTaH (YHKINI HUPOK, a TaKOXK
3a0e3neuyBaTy HaJIS)KHUHM piBEHb PIMHU B OpraHi3Mi MaiieHTa.

Ineibimopu nepenocHuka HAKONUYeHHS (PUpamniyut, YuKIoCnopur) abo epuoKcCHo20 NepeHOCHUKa
(pumonasip)

PesynpraTi mocmijpkeHb N VItr0 3 TKAaHWHOK TEYiHKM JIFOJAWHHM TIOKa3aid, IO BajcapTaH €
cyocTparoM mnediHkoBoro mnepeHocHuka HakornudeHHs OATP1B1 Tta meuinkoBoro egiaroKCHOTro




nepeHocHuka MRP2. CynyTtHe 3acTocyBaHHs 1HTIOITOPIB MEPEHOCHUKA HAKOMHMUYCHHS (pUQaMITILUH,
IUKJIOCTIOpHH) a00 eQIIOKCHOTO TEepPEeHOCHUKA (PUTOHABIP) MOXKYTh 301IBIITYBAaTH CHCTEMHY
€KCIO3HMIIII0 BaJICAPTaHYy.

Tloositina 6noxada PAAC 3 APA, incioimopamu AII®D abo anickipenom

Pesynprat KIIHIYHHUX IOCITIKEHb MOKa3aid, 1o nojasiiiHa Onokaga PAAC mpu xomOiHOBaHOMY
3actocyBaHHi iHTiOITOpiB AII®, APA un amickipeHy MNpPU3BOAWTH A0 30UIBIICHHS YacTOTH
BUHUKHCHHS TaKWX HEOQKAaHUX SIBUI SK TIMOTEH3is, TiMEpPKATieMis Ta 3HMKCHHS (QYHKIIT HHUPOK
(BKIIFOYAFOYH TOCTPY HUPKOBY HEJIOCTATHICTH), TOPIBHSIHO 3 JIIKYBAaHHIM OJIHHM JIIKAPCHKUM 3aC000M,
mo BumBae Ha PAAC. Tomy cynytHe 3actocyBanHs APA, BkIo4aiouu BajcapTaH, abo iHriOiToOpiB
AII® 3 amickipeHOM MPOTHIOKA3aHO MAIllEHTaM 3 IIYKPOBUM JiabeToM abo mopymieHHIMH (DYHKITT
Hupok (IIK® < 60 mr/xs/1,73 m?).

Tnwi

[Ipu MoHOTepamii BajicapTaHOM HE BCTAHOBJICH! KIIIHIYHO 3HAUYIIi JIKApChKi B3a€MOJIi 3 TaKMMHU
npenapatamMu:  OUMETHIWH, BapdapuH, Qypocemil, IUTOKCHUH, aTCHOJION, 1HJIOMETAIIHH,
T1IpOXJIOPOTia3n, aMIIO/IUIIIH, TTI0CHKIaMI].

Ocobnueocmi 3acmocyeants.

besneka Ta eheKTUBHICTh aMIIOJIUIIIHY MIPH JIIKYBaHHI MIEPTEH3UBHOTO KPU3Y HE BCTAHOBJICHI.
THayicumu 3 deghiyumom 8 opeanizmi Hampiro ma/abo 06’ emy YupKyIr0Yoi Kposi.

VY narieHTiB 3 HEYCKIAJHEHOIO apTepialbHOIO TIEPTEH31€10 CIocTepiranacs HaaMipHa TrinoTeH31sl Ipu
JiKyBaHHI KOMOIHAIII€IO BaJICapTaHy/aMJIOTUIIIHY Y paMKax I1ane00-KOHTPOJIbOBAHUX JOCTIKEHb. Y
MAIIE€HTIB 3 aKTUBOBAHOIO PEHIH-aHT10TeH3MHOBOIO cuctemMoro (PAC) (31 3HM)KEHUM BMICTOM HATPIlO
Ta/abo 00’eMOoM Ta y pas3i OIEp)KaHHS BHCOKMX J103 JIYPETHKiB), SKi HPUHAMAIOTH OJIOKaTOpH
aHTOTEH3UH-PELeNTOPIB, MOXKE BUHHMKATH CHUMITOMAaTH4YHA TinoTeH3is. PexoMmeHJoBaHa KOPEKIis
IILOTO CTaHy mepen 3actocyBaHHAM Kopcap® AM abo peTenpHHMil MeIWYHMH HAJIA] HA IOYATKY
Tepartii.

IIpyu BUHMKHEHHI apTepianbHOI rimoTensii mpu 3actocysanni Kopcap® AM marieHTa CIi IOKIacTH
Ha COHMHY 1 SKIIO HEOOXiTHO, MPOBECTU BHYTPIIIHHOBEHHY 1HQY3it0 (hizionoriyHoro po3uuny. [licms
crabimizamii apTepialbHOTO THCKY MOKHA TIPOIOBXKHUTH JIIKYBaHHS.

L'inepkaniemis.

Cain 3 00epexHICTIO MPOBOJUTH OJHOYACHE JIIKYBaHHS KallleBUMHU J0oOaBKaMHM, Kalliii30epirarounMu
JlypeTUKaMH, COJIbOBUMH 3aMiHHUKaMH, 1[0 MICTATh Kajlili, abo IHIIMMHU IpenapaTaMmi, sIKi MOXKYTh
MIJBUIIYBATH PIBEHb Kalilo (FeMapuH TOLIO), @ TAKOXK MepeadaynTH YaCTH KOHTPOJIb BMICTY KaJilo.
Cmeno3s nHupkogoi apmepii.

Kopcap® AM ciif 3aCTOCOBYBATH 3 OOEPEXKHICTIO s JKyBAaHHS TilepTeH3ii y MNAalli€HTiB 3
0JIHOO1YHUM a00 TBOOIYHMM CTEHO30M HHUPKOBOI apTepii a0 CTEHO30M €AMHOT HUPKH, OCKIJIBKU PiBHI
CEUYOBMHU Ta KPEaTUHIHY B CHPOBATLII KPOBI MOXKYTb 301JIbIITYBaTUCH.

Tpancnaanmayiss HUPKU.

Jlocin Gesmeunoro 3actocyBanHs Kopcap® AM marieHTaM i3 HEMIOJABHO IEPEHECEHOIO
TPAHCIUIAHTAIII€}0 HUPKH BiJCYTHIMH.

THopywenns ¢hynxyii neuinxu.

Basncapran BUBOAMTHCS TOJOBHUM YMHOM y HE3MIHEHOMY CTaHi 3 >koButo. [lepion HamiBBUBEICHHS
aMJIOIMITIHY MOA0BKYeThes Ta nmokasHUK AUC (KoHLeHTpallis y 1a3Mi — 4ac) BUILKK y MAlll€HTIB 3
VIIKO/DKeHHAMHM (DYHKIIT TMEYiHKK; PEeKOMEHMAIlli IIoJ0 J03yBaHb He BcTaHoBIeHi. OcoOnuBa
obepexHicTh HeoOXiaHa 1py 3acTocysanHi Kopcap® AM mamieHTaM 3 nopymeHHsM QYHKIIT HediHKn
JIETKOTO 200 MOMIPHOTO CTYyIEHs1 400 0OCTPYKTUBHUMH 3aXBOPIOBAHHIMHM KOBYHOT'O MiXypa.
MaxkcruManbHa pEeKOMEHJOBaHA J03a JJs MNAIl€HTIB 3 JErKUMH a0 TOMIPHHUMH TOPYIICHHIMHU
¢byHkuii nedinku 6e3 xoJjectazy cTaHOBUTH 80 MI BajicapTaHy.

Topywenns ¢hynxyii HuUpox.

[Tamientam 3 moOpymieHHAMH  (QYHKIII ~ HUpPOK  Jlerkoro  abo  MOMIPHOTO  CTYIEHs
(ILIK®>30 m/xB/1,73 M?) Kopekilis 1031 He moTpiOHa. [Ipy MOMIpHHX MOpYyIEHHAX (yHKIiI HUPOK
PEKOMEHAYEThCS KOHTPOIIOBATH PiBHI KaJIilo 1 KPEaTHHIHY B KPOBI.

CynyTHe 3acTOCyBaHHS AHTaroHICTIB pELENTOpPIB aHTIOTEH3MHY, BKIIOYAIOUM BajcapTaH, abo
1HT10ITOPIB aHT1OTEH3UHIEPETBOPIOBAIBHOTO (PEPMEHTY 3 aJICKIPEeHOM NMPOTUIIOKA3aHO MAIliEHTaM 3
nopymenasvu Gyakii aupok (IIK® < 60 mr/xs/1,73 m?).

Ilepeunnuii einepanrb00cmepoHism.



[TamienTaM 3 MEPBUHHUM TiNEpajbJ0CTEPOHIZMOM HE CJiJ MPUUMATH AHTAroHICT aHTioTeH3HHY Il
BaJIcapTaH, OCKUIBKM iX pEHIH-aHTIOTEH3WHOBAa CHCTeMa IMOpyIieHa Y 3B’A3Ky 3 OCHOBHUM
3aXBOPIOBAHHSM.

Aneionespomuunutl HAOPsK.

Habpsx Kginke, y ToMy 4mcii HaOpsK TropTaHi Ta TOJOCOBOI LIUIMHH, IO MOXYTh MPHU3BECTU IO
0O0CTpyKIIIi MTUXanbHUX NUISAXIB Ta/a00 HAOPSAKY 00MyYs, TYO, IIIOTKH Ta/abo si3uKa, CIIOCTEPITAIUCS Y
MAIlI€HTIB, SIKi 32CTOCOBYBAJIM BayicapTaH. /Jlesiki 3 IIMX MalieHTiB Mainu B aHaMHe31 HaOpsik KBinke npu
MpUHOMI 1HIIMX TpernapariB, Y TOMY YHCII 1HTIOITOPIB aHT10TEH3WHIIEPETBOPIOBAIIBHOTO (PEPMEHTY
(AII®). 3acrocysanns Kopcap® AM ciii HeraiHO HPUNMHUTU NP BUHMKHEHHI Habpsaky KsiHke;
MTOBTOPHE 3aCTOCYBaHHS HE PEKOMEHI0BaHE.

Cepyesa Heoocmamuicms/nicjisi nepeHeceno2o inapkmy miokapoa

Bnacnijiok mnpurHideHHS peHIH-aHTi0TeH3WH-aibaocTepoHoBoi cucremMu (PAAC) y uyrnuBux
MAIiEHTIB MOYJIMBI MOPYIIEHHS (DYHKIIIM HUPOK. Y MAIEHTIB 13 TSHXKKOIO CEPLIEBOIO HEIOCTATHICTIO, Y
SKUX (PYHKIIT HHPOK MOXYTh 3anexaru Big aktuBHOcTi PAAC, 3acTocyBaHHs 1HTI0ITOpIB
aHT10TEH3WHIEPETBOPIOBANBHOTO (epMmenty (AIID) Ta aHTaroHiCTiB peLENTOpiB aHTiIOTEH3UHY
CIPUYMHSIIO PO3BUTOK OJITypii Ta/abo mporpecyrodoi azoremii, a TakoK (y PIAKICHUX BHITaJIKaX)
TOCTPOi HUPKOBOI HEOCTATHOCTI Ta/a00 JieTabHOTO Hacminky. IlomiOHI pe3ynapTaTH Bia3HAYATHCS
IpU 3acTOCyBaHHI BaycapTaHy. [lamieHTam i3 ceplieBOI0 HEAOCTAaTHICTIO a0o0 MicCisl MEePEeHEeCeHOTro
iH(papKTy MiOKap/a CJi/1 OiHIOBaTH (PYHKIIIIO HUPOK.

VY pocmikeHHI amMIIOUIIIHY Yy TAIlEHTIB 13 CeplEBOI0 HEJAOCTATHICTIO HEIIEMIYHOTO MOXOKEHHS
kracy III i IV 3a xnacubpikaumieto NYHA (Hbro-Mopkcbkoi Kapamionoriunoi acomiauii) mpu
3aCTOCYBaHHI aMJIOAMITIHY YacTOTa BUMAAKIB PO3BUTKY HAOPSKY JieTeHb Oylia BHUILOK MOPIBHSHO 3
TaKOIO IPHU 3aCTOCYBaHHI TuTanedo, oAHaK He OyJI0 3HAYHOI Pi3HHMII y MMOsIBI 00 MOTIPIICHH] CepLeBOi
HenoctatHocTi. [lamienTam 13 3acTiiiHOO CEpIIEBOI0 HEIOCTATHICTIO OJOKATOPH KaJIBIIIEBUX KaHAJIB,
BKJTIOYAIOUM aMJIOJUIIIH, CJIiJ] 3aCTOCOBYBATH 3 O0EPEKHICTIO, OCKUIBKM BOHH MOXXYTh ITiJIBUIYBATH
PU3HK CEepIIEBO-CYIMHHUX MO/ii Ta JeTaJbHUX BUIAJIKIB.

Cmenos aopmu i MImpaibHO20 K1ANana

Sk 1 mpu JiKyBaHHI 1HIIUMHU Ba3OAWJIATATOPaMH, OCOOJIIMBO OOEPEKHUMHU MOBHHHI OyTH MAIliEHTH, Y
AKX KOHCTaTOBaHWH CTEHO3 MITpPaJIbHOTO KiamaHa a00 BHPAXEHWH CTEHO3 AOPTH HEBHCOKOTO
CTYHEHS.

Tloositina 6noxada penin-anciomensun-anrboocmeporosoi cucmemu (PAAC)

IcHytoTh maHi, 1m0 cyMmicHe 3acTocyBaHHA 1HTiOiTOpiB AIID, APA abo anmickipeHy MiABHILY€E PU3UK
PO3BUTKY TINOTEH31i, TiMepKamdieMmii Ta 3HMKEHHS (QYHKIII HUPOK (BKJIIOYAIOUU TOCTPY HHUPKOBY
HE/OCTaTHICTh). TOMy He pEKOMEHIYeThCsl MNpPOBOIUTH TNOABiMHY Onokany PAAC nuiaxom
KOMO1HOBaHOTrO 3acTocyBaHHs 1HT101TOpiB AIID, APA abo anickipeny.

Sxmio monBiifHa Oiokaga € abCONMIOTHO HEOOXiNHOO, 11 CIiJl MPOBOJUTH BUHATKOBO i HATJISII0M
creriaiicra 31 3AIHCHEHHSM 4YacTOrO PEeTENbHOI0 MOHITOPUHTY (YHKLII HHUPOK, KOHLEHTpaLii
eJIEKTPOJIITIB Ta apTepiaiibHOro THUcKy. He cmig cymicHo 3actocoByBaTH iHriOiTopun AII® ta APA
TnarieHTaMm 3 11a0eTHYHOI0 HedpomaTiero.

3acTocyBaHHs KOMOIHAIl BajcapTaHy/aMJIOMUIIHY HE BUBYAIM Yy TMAI[€HTIB 3 I1HIIUMHU
3aXBOPIOBAaHHSIMHU, KPIM apTepiaibHOi IIepTeH3ii.

3acmocyeanns y nepioo eazimuocmi abo 200y8anHs 2pyoor.

BaritHicTh

Jlikapcbkuit 3aci0d MPOTUIIOKA3aHO 3aCTOCOBYBATH BariTHUM a0 jKiHKaM, sSIKl TUIaHYIOTh 3aBariTHITH.
SIKIIo mij yac JiKyBaHHS IIMM 3aCO0OM IMiJITBEP/DKYETHCS BariTHICTh, HOro 3aCTOCYBaHHs HEOOX1THO
HEraHO NPUMMHUTU 1 3aMIHUTHU IHIOUM JIKapChbKUM 3ac000M, JO03BOJICHUM JJIsi 3aCTOCYBaHHS
BariTHUM.

JlaHi emniieMioJIOTIYHUX JOCTIIKEHb PU3UKY TE€pPaTOreHHOCTI micis ekcrosuuii iHriditopis AIID y
I TpumecTpi BariTHOCTI He OyJIM NEPEKOHIUBUMHU; IPOTE HEBEIHKE 3pOCTAHHS PU3HMKY BUKIIOYATH HE
MOXHa. XoO4Ya JaHl KOHTPOJHOBAHUX EMIAEMIONOTIYHUX JOCTIPKEHb AaHTaroHICTIB PEIENnTOopiB
anriorensuny II (APAII) BincyTHi, moaiOHMI pU3UK MOKEe BUHUKATH MPH 3aCTOCYBaHHI IpenapaTiB
IILOTO KJIacy.

Excnosunis APAIl y II i III TpumecTpi, SIK BiZIOMO, YMHHUTh TOKCHYHY [0 Ha IUI JIIOJUHU
(3HMKEHHSI HHUPKOBOI (YHKIIi, OJIrOrijpaMHIOH, 3aTpUMKa ocu(ikalii KICTOK uepemna) Ta
HOBOHAPOJKEHOTO (HUPKOBA HEOCTATHICTh, apTepiasibHa TMOTEH3id, TilepKaieMis).



VY pas3i skmo APAII 3actocoByBanu, nounHaioun 3 Il TpumecTpy BariTHOCTi, pPEeKOMEHIYETHCS
YIBTPa3BYKOBE JTOCIIIKEHHSI HUPKOBOT (YHKIIIT Ta KICTOK Ueperna Tioja.

HemoBnsra, matepi skux npuiimanun APAIL noBuHHI mepeOyBaTH MiA peTEeIbHUM HArisaoM Ha
BHIIQJIOK PO3BUTKY apTepiaibHOI TIOTEH311.

[lepiox rogyBaHHs rPyUTIO

AMIIOWITIH TIPOHWKAae y TPyAHE MOJIOKO. YacTka MAaTepuHCHKOI 103, OTPHUMAHOi HEMOBIISIM,
OLIIHIOETBHCST 3 IHTEPKBAPTHIBHUM Jiama3zoHoM 3—7 %, makcumyMm 15 %. BrmB amnoauminy Ha
HEMOBJISIT HEB1JIOMHUH.

Ockinbku iHGOpMaLis Ipo 3aCTOCYBaHHs KOMOiHAIii BajcapTaHy/aMJIOAMITIHY y MEpPioa TOJyBaHHS
TPYAJIO BIJICYTHS, INpernapaT He PEKOMEHAYEThCS 3aCTOCOBYBAaTH y IEpioJ] TOAYBAaHHS TPYIJIIO;
0a)kaHO 3aCTOCOBYBATH AJIbTEPHATHBHI MpemnapaTu 3 BUBYCHUM Mpodinem Oe3neku, 0coOimBo y pasi
TO/lyBaHHS IPYJUII0 HOBOHAPOKEHNUX a00 HEJOHOICHUX JITEH.

DepTUILHICTD

Kitiaivai 1ociipKeHHs BIVIMBY Ha (PepTUITbHICTh HE POBOIHIIH.

Bancapman

Bancapran He cnpuunHsB HeOakaHUX peakmiid 3 OOKYy penpoayKTHBHOI CUCTEMH y CaMIliB Ta CaMOK
IIypiB TpHU TEPOpabHOMY 3acTocyBaHHI y go3ax g0 200 mr/kr Ha no0y. Jlama no3a y 6 pasi
TepeBUIlye MaKCHMAalbHy PEKOMEHIOBaHY 103y Ui JIIOAMHM y IepepaxyBaHHi Ha MI/M? (y
pO3paxyHKax BUKOPUCTOBYBaU 03y 320 Mr Ha A00Y AJIs IEpOPAILHOTO MPUIOMY HaIiEHTOM Macok0
60 xr).

Amnoounin

VY neskux MaIi€eHTiB, sIKi MPOXOIUIIH JIIKYBaHHS 0JOKAaTOpaMH KalbIIEBUX KaHAJIB, MOBIIOMIISUTH PO
BUTAIKK O0OPOTHHX Ol0XIMIYHMX 3MiH Yy TONIBKax crepmaro3oigiB. KIiHIYHUX NaHUX 3 MPUBOIY
BIUIMBY aMJIOJUIIIHY Ha (EpTHIIBHICTE HENOCTaTHHO. B ogHOMY 3 1MociipkeHb Ha OIypax Oynu
BHSIBJICHI HeOaKaH1 peakilii 3 00Ky QepTUIHLHOCTI CaMIIiB.

30amuicms enausamu Ha WEUOKICMb pearkyii npu KepysauHi A8MOMPAHCHOPMOM abO0 I[HWUMU
Mexauizmamu.

V mamienTiB, ski 3acTocoBytoth Kopcap® AM, Moke BHHHKATH 3aIlaMOPOYEHHS ab0 BimuyTTs
CabKOCTi micls mpuiioMy MpemnapaTy, TOMY BOHHM TMOBHMHHI BpPaxOBYBAaTH 1€ MiJ 4Yac KepyBaHHs
ABTOTPAHCTIOPTOM Ta POOOTI 3 MOTEHIIMHO HEOE3MEUHUMH MEXaHI13MaMHU.

AMioaunin Moxke cia0ko a0o MOMIpHO BITMBAaTH Ha 3[aTHICTh KEPyBaTH aBTOTPAHCIIOPTOM abo
MpalioBaTH 3 IHIIMMHU MeXaHi3MaMu. SIKII0 Mall€HTH MiJ Yac 3aCTOCYBAaHHS aMJIOJIUIIIHY BI4YBalOTh
3amaMOpOYEHHS, TOJOBHUI 0171b, BTOMY 200 HYJOTY, iX PeaKIlisi MO)Ke MOPYIIyBaTUCS.

Cnoci6 3acmocysanna ma 0o3u.

[NamienTH, y sSIKUX apTepiallbHUA TUCK HEAaIEeKBATHO PETYIIOETHCS MOHOTpEnapaTaMy aMJIOAMITIHY a0o
BallcapTaHy, MOKyTh OyTH mepeBelieHi Ha KoMObiHOBaHy Tepamilo mnpemapatom Kopcap® AM.
PexomenioBaHa 03a — 1 Tabnerka Ha 100y. Tabnerku Kopcap® AM MokHA NpUMaTH HE3aIeKHO
Bi npuitomy ixi. Pekomennyerbes npuitmatn Kopeap® AM, 3anuBaroun HOro HEBEITHKOKO KiIbKICTIO
Boau. Ta0ieTKH He I IAraloTh JUICHHIO.

TamieHTiB, SKi IPUIMAKOTh BalcapTaH i aMIOUITIH OKPEMO, MokHa TlepeBecTH Ha Kopcap® AM, sikuit
MICTHUTB Ti K cami 1031 KOMIIOHEHTIB.

Ilepen mepexoaoM Ha KoMOiHamliO0 (iKCOBAaHUX 103 PEKOMEHAYETHCS 1HAMBIAYaNbHUN MiAOIp 103H 3
KOMITIOHEHTaMU (TOOTO aMmIUIOAMIIIHY 1 BajicapTaHy). Y pa3l KIIHIYHOI HEOOXIJHOCTI MOXHa
PO3IIISIHYTH MOKJIMBICTH O6€310ocepeIHbO1 3aMiHM MOHOTEpaIlii Ha KOMOiHaIi10 (HiIKCOBAaHUMH J03aMH.
MakcumanbHa 1060Ba f03a — 1 Tabnerka Kopcap® AM 5 mr/80 mr a6o 1 tabnerka Kopcap® AM
5 mr/160 mr, a6o 1 Ttabmerka Kopcap® AM 10 mr/160 Mr (MakcHManbHO IOMYCTHMI JO3H
KOMIIOHEHTIB Mpenapary — 10 Mr 3a BMicTOM amiouniny, 320 Mr 3a BMICTOM BaJCapTaHy).
Jlo3yBaHHS JUIs OKPEMUX TPYI Nalli€HTIB

Topywenus ¢pynxyii Hupox

Hemae pocTynmHuX KITIHIYHMX JAaHUX IIOJI0 3aCTOCYBAaHHS NAalli€eHTaM 3 TSDKKHUMU TOPYIICHHIMHU
(GyHKIIT HUPOK.

[Tamientam 3 nopymeHHsIMH (QYHKII{ HUPOK JIETKOro a00 MOMIpPHOTO CTYIEHS TSXKKOCTI KOPEKIis 1031
He MOTpiOHA. Y Mali€eHTIB 3 MOPYMIEHHAMH (QYHKIIT HUPOK MOMIPHOTO CTYIEHS PEKOMEHIYETHCS
KOHTPOJIIOBATH PiBHI KaJIil0 1 KPEaTHHIHY B KPOBI.




CynytHe 3actocyBanHs Kopcap® AM 3 amickipeHOM IPOTHIOKAa3aHO MAI[€HTaM 3 MOPYIIEHHAMH
dynkuii aupox (IIK® < 60 mr/xs/1,73 m?).

Llyxposuti oiabem

CynytHe 3actocysanHs Kopcap® AM 3 ajickipeHOM HPOTHMIIOKA3aHO MAL€HTaM 3 IyKPOBUM
niabeToM.

THopywenusn ¢pynxyii nevinku

[penapar Kopcap® AM IpoTUNOKa3aHMH MAIi€HTaM 3 TSHKKMMH ITOPYLIICHHAME (QyHKIIIT HEeUiHKH.

3 obepexHicTIo ¢ 3acTocoByBati Kopcap® AM maiieHTaM 3 MOpylIeHHAMU (GyHKII Tedinkn a6o
OOCTPYKTHBHHMMH 3aXBOPIOBAHHSMH JKOBUHMX NUIAXiB. /[ mamieHTIB 3 MOpyHmEHHAMH (QYHKIIi
MEYiHKH JIETKOro a00 IOMIPHOTO CTyNeHs 0Oe3 XoJiecTaly MaKCHMallbHa PEKOMEHIOBaHa /032
ctaHoBUThH 80 Mr BajcapTaHy.

Pexomenpariii 3 7o3yBaHHSI aMJIOAUIIIHY JJI TAIIEHTIB 3 JIETKAM Y4 TIOMIPHUM TOPYIICHHSIM (YHKITT
nevinku He po3pobiieHi. [lpu mepeBeneHHI TakuxX Mali€HTIB 3 apTepiajbHOIO TiMEpTEH3i€l0 (IMB.
posnin «ITokazanHsA») i HopymeHHAM (yHKII] meuinky Ha amuoxumin a6o Kopcap® AM HeobXimHO
NpU3HAYaTH HaWMEHIIy 3 pEKOMEHIOBAaHUX /03 aMJIOIUIIHYy B MOHOTepamii abo y ckianui
KOMOIHOBaHOI Teparii.

Tlayienmu nimnvoeo 6iky (6ikom 6i0 65 pokis)

J1J14 mami€eHTiB JITHHOTO BiKY pEeKOMEHO0BaHI 3BUYaliHI CXEeMH J103.

Cain goTpumyBaTUCs 00€pEeKHOCTI TPH MiABUIICHHI 03U Mpenapary Mami€HTaM JITHbOTO BiKY.

[Ipn mepeBeneHHI TaKWUX TAIlIEHTIB 3 apTepiayIbHOI TinepTreHsiero (auB. po3nin «llokazaHHS»)
i mopyurenHsaM QyHKIii edinkyu Ha amaoaumia a6o Kopcap® AM HeoOXifHO TIpU3HAYATH HAHMEHITY
3 PEKOMEHI0BaHUX J103 aMJIOJIUITIIHY Y MOHOTepaIllii abo y ckiiafi koMOiHOBaHOI Teparii.

Ilediampuuni nonyasayii

besneka Ta edexkTHBHICTH 3acTOCyBaHHS KOMOiHAIil BajcapTaHy/aMmJOJIUIIIHY HITSAM (BIKOM [0
18 pokiB) He mocmimxkena. JlaHi BiICyTHI.

Mimu.

JlochimkeHHsl JIIKyBaHHS UMM TpenaparoMm aited (Bikom 1o 18 pokiB) He mpoBoawnu. Tomy 1o
oTpuMaHHA G6inemn 1oBHOI iH(opmanii Kopcap® AM He peKOMEHIYEThCS 3aCTOCOBYBATH LIS
JKyBaHHS JITEH.

Ilepeoosysanna.

Cumnmomu

JloTtenep BIACYTHIM JOCBi mepeno3yBaHHS KoMOiHamii BaicapTany/amioauniny. OCHOBHUM
CUMIITOMOM TM€pel03yBaHHs BajcapTaHy, IMOBIPHO, € BHpa)k€Ha apTepiajbHa TINOTEH31s 13
3armamMopodeHHsM. [lepeo3yBaHHS aMJIOAMIIIHY MOJKE€ MPHU3BECTH A0 HapocTarouoi nepudepuyHoi
BazoJuIaTalli i, IMOBIpHO, 0 pedaexTopHoi TaxikapAii. [loBimomisuin mpo 3HaYHY 1 MOTEHUINHO
MIPOJIOHTOBaHY CUCTEMHY TIOTEH3110, aX /10 IIOKY 1 JIETAIbHOT'O HACTIIKY.

Pinxo moBimoMIIsIIOCS PO PO3BUTOK HEKApIIOT€HHOTO HAOPSKY JIETEHIB SIK HACIIJOK Mepe03yBaHHS
aMJIOJIUIIHY, SIKUH MOXE TPOSIBIATUCS 3 BIACTPOYEHHMM IouyaTkoM (uepe3 24-48 roauH micins
npuiioMy) 1 moTpeOyBaTH IUTYYHOI BEHTWJALIT JiereHb. (DakTopamy, IO CHPUSAIOTH PO3BUTKY
HEKapJiOTeHHOro HaOpsKy JereHb, MOXYTb OyTHM paHHI peaHIMaliifHi 3axoau (BKJIIOYAIOYU
MEepPEeBaHTAXKEHHS P1IMHOI0) JUISl MIATPUMKH 1epdy3ii Ta cepLeBOro BUKUIY.

Jlixysanns

Sxmo mnpenapar NPUWHATO HEUIOJABHO, CIIJI BUKJIMKATH OJIOBaHHS a00 MPOMUTU IIIYHOK.
BcMoOKTYBaHHS aMIIOIMITIHY 3HAYHO 3HMXKYEThCS IPU 3aCTOCYBAaHHI aKTUBOBAHOT'O BYT'ULIS 0JIpa3y K
a00 BIPOJOBK 2 TOAMH MICIs TPUHOMY aMIIOJIUTIIHY.

KniniuHO 3HaYymna apTepiadbHa TiNOTEH3is, cIpHYMHEHa mepenosysanHaMm Kopcap® AM, Bumarae
aKTHUBHOI MIIATPUMKH CTaHy CEepIEBO-CYIUHHOI CHCTEMH, BKJIIOYAIOYM YaCTUH KOHTPOJIb CEPIEBOI i
IUXaJIbHOI (YHKIIH, MiJHOM KiHIIBOK, yBaru 10 00’€My IIMPKYJIIOIOUOi PITUHM 1 CEUOBUITYCKAHHS.
JUis  BITHOBIEHHA CYAMHHOTO TOHYCY Ta apTeplaibHOTO THUCKY MOKHA  3acTOCYyBaTH
CYAMHO3BY)KYBAJIbHUI TpenapaT MHpW BiJICYTHOCTI MPOTHIIOKa3aHb s Horo 3actocyBaHHs. [lpum
CTIMIKOMY 3HM)KEHH1 apTeplaJIbHOTO THCKY, SIKE€ € HAaCI1IKOM OJIOKaau KaJbI[leBUX KaHAJB, MOXe OyTH
JOLTBHUM BHYTPIITHHOBEHHE BBEJICHHS KAJIBIIIIO TIIOKOHATY.

BuBenenns BajcapTaHy 1 aMJIOAMITIHY 3a JOIIOMOIOI0 reMo/l1ali3y MaJOMMOBIPHO.



Ho6iuni peakuii.

besneka koMOiHalii BajcapTaHy/aMIOAIIHY Oyjia OIliHEHA Yy XOJi KIIHIYHUX JOCHKeHb. [1o0iuHi
peaxkiii, o crocrepiranucs Haiyacrtine abo Oynu 3HAYHUMHU a00 TSHKKUMHU: Ha30(apUHTITH, TPHIL,
rinepuYyTIMBICTh, TOJOBHUW Oib, HEMPUTOMHICTb, OPTOCTATHYHA TIMOTEH3is, HAOPSIKW, HAOPSKH
M’SIKUX TKaHWH, HaOpsIku oOnuuyst, nepudpepudHi HaOpSAKW, MiJBUINEHA BTOMIIIOBAHICTH,
MIOYEPBOHIHHS 00JINYYs, aCTEHIs Ta IPUILIIUBY.

[Ipu ouiHOBaHHI YacTOTM BHHUKHEHHS MOOIYHMX pEaKlii BUKOPHCTaHI Taki KpUTEpii: AyKe 4acTo
(>1/10); gacro (>1/100, <1/10); nHeuacto (=1/1000, <1/100); piako (=1/10000, <1/1000); myxe piako
(<1/10000); HEBiZOMO (4aCTOTy HE MOKHA OILIIHUTHU 33 HASBHUMU JAHUMH).

Knac cucremu opranis [ToGiuyna peakuis Yacrota
MedDRA Bancapran/ |Amioaunin | Bancapran
aMJIOTUITIH

Iadexuii Ta iHBa3il Hazodapunrit Yacrto -- --
['pun Yacrto -- -

3 Ooky KpoBi  Ta | 3HM)KEHHS PIBHS reMOrJIo0iHy -- -- Hesinomo

niMpaTHIHOT cUCTEMHU 1 TeMaTOKPUTY
JleitkoneHist -- Jlyxe -

piIKO
Heiitponenis -- -- Hesizomo
TpomOouuTomneHis, iHKOMM 3 -- Hyxe Hesinomo
IypIypoI0 piKo

3 6oky iMmyHHOI cuctemu | ['inepayTinuBicTh Pinxo Hyxe Hesinomo

piIKO

[lopymenns xapuyBaHHs | AHOpEKCis Heuacto -- --

Ta MeTabomizmy ['inepkanbIiemis Heuacro -- --
[nepriikemis -- Hyxe -

piIKO
[inepninigemis Heuacro -- --
['inepypukemis Heuacro -- --
['inokaniemis Yacro -- --
['inoHaTpieMis Heuacto -- --

3 OOKY MCUXIKH Jenpecis -- Heuwacro --
TpuBora Pinxo -- --
be3conHs/po3naau cHy -- Heuacro --
Ilepenaau HACTPOIO -- Heuacto --
CrryTaHiCTh CB1JIOMOCTI -- Pinko --

3 6oky HepBoBoi cuctemu | [TopymieHHst KoopAMHALT Heuacro -- --
3anaMopo4YeHHs Heuacto Yacro --
[TocTypasibHe 3aaMOpOUYEHHS Heuacto -- --
Jucres3is -- Heuacto --
Excrpamipaminauii cuapomM -- Hesinomo --
["onoBHUI O11b Yacro Yacro --
I'inepren3is -~ Hyxe =

piako
[Tapecresist Heuacto Heuacto ~=
[lepudepuuna  HeBpomaris, -- Hyxe --
HEBpoOMaTis p1IKO
COHIIUBICTB Heuacto Yacro --
HenpuromHicth -~ Heuacto ~=
Tpemop -- Heuacro --
['inectesist -- Heuwacro --

3 OOKy oprasiB 30py [Topymienns 30py Pinxo Hewacro --
OcnabieHHs 30py Heuacrto Heuacto --




3 Ooky opraniB cinyxy i | lllym y Byxax Pinko Heuacto --
nalbipuHTy
3anaMoOpoO4YeHHS Heuacro -- Heuacto
3 60Ky cepis BimuyrTs cepueOutTTs Heuacto Yacrto --
HenpuToMHICTB Pinko -- --
Taxikapmis Heuacto -- --
Aputmii  (y TOMy  umcIi -- Hdyxe --
Opamukap/is, IIUTYHOYKOBA piako
Taxikapmis, ¢bi0opmALis
nepeacep/ipb)
IndapkT miokapra -- Hdyxe --
P1IKO
3 OOKy cyAMH [inepemis -- Yacro --
['inoToHist Pinko Heuwacro --
OpTocTaTnyHa TiNOTeH31s Heuacto -- --
Backynit -- Hdyxe Hesinomo
piIKO
3 00Ky muxanpHoi | Kamenp Heuacto Hdyxe Hyxe pinko
CUCTEMU piIKO
3aaunika -- Heuacto --
dapuHronapuHreaabHui O1J1b Heuacto -- --
Punir -- Hewacrto --
lacTpoinTecTHHANBHI AbGnomiHanpHUNA 1uCKOMMOPT Heuacro Yacro Heuacro
MOPYILIEHHS Ta OUTb y BEpXHIX HUISHKAX
KHBOTA
3miHa puTMy Aedexarii - Heuacto --
3anop Heuacto -- --
iapes Heuacto Heuwacrto --
CyxicTb y poTi Heuacto Heuacto --
Jucnerncis -- Heuwacrto --
I'actpur -- Hyxe --
P1IKO
I'inepnnaszis siceH -- Hdyxe --
P1IKO
Hynora Heuacto Yacto --
ITankpeatur -- Hyxe --
piako
biroBaHHs -- Heuacto --
3 Ooky renatoOutiapHOi | ATHIOBI TPOOH PYHKIIIT -- Hyxe Hesinomo
CUCTEMU MEYiHKH, BKIIOYAI0UN piako*
M1JBUIICHHS P1BHS OUTIpYO1HY
B KpOBI
I'ematut -- Hyxe --
piako
BHyTpimHboneuiHKoBUi -~ Hyxe =
X0JIeCTa3, )KOBTSHUIISA piako
3 00Ky  LIKIpH 1 | Anorneris -- Heuwacro --
MIIITKIPHUX TKAaHUH AHT10HEBPOTHYHHI HAOPSK -- Hyxe Hesinomo
piako
Bynbo3HUI nepMaTuT -- -- Hesinomo
Epurema Heuacro -- --
MynpsTudopmMHa epurema -~ Hyxe =
piako
Ex3anrema Pinxo Heuacto --




I'ineprigpos Pinko Heuacto --
CBITJIOYYTIUBICTh peaKiii -- Heuwacro --
Cep0bix Pinko Heuacto Hesigomo
Ilypnypa -- Heuacto --
Bucun Heuacto Heuacto Hesigomo
3uebapBieHHS MIKipU -- Heuwacro --
Kpornup’saka Ta iHmi ¢opmu -- Hdyxe --
BHCHITY P1IKO
ExcdomniatuBHuii nepmMatut -- Hdyxe --
p1IKO
Cunnpom CriBeHca— -- Hyxe --
JxoHCOHA p1IKO
Hab6psix KBinke -- Hdyxe --
P1IKO
Tokcnyauii  emizepMaibHUN -- Hesizomo --
HEKpOJIi3
3 00Ky KICTKOBO-M’s130BOi | ApTpaurist Heuacro Heuwacro --
CUCTEMU bine y cniuni Heuacrto Heuacto --
[Tpunyxiicts cyrinoda Heuacro -- --
M’s130Bi1 cy1oMHU Pinko Heuwacro --
binp y M’s13ax - Heuacto Hesigomo
[Tpumyxmicts -- Yacro -
TOMIJIKOBOCTOITHOTO Cyrio0a
BimgyTTs TSODKKOCTI Pinxo -- --
3 00Ky HUPOK 1 | 30iIbIICHHS PIBHS KpEaTUHIHY -- -- Hesinomo
CEYOBHIIBHOT CUCTEMHU B KPOBI
Posnan ceyoBunyckanus -- Heuacto --
Hikrypis -- Hewacrto --
[Tomiakiypis Pigko Heuacto --
[Toniypis Pinxo -- --
HupkoBa HemoctaTHiCTh 1 -- -- Hesigomo
nopyuIeHHs GyHKLIT HUPOK
3 00Ky penpoayKTUBHOI | IMroTeHist -- Heuacto --
CUCTEMH EpexrtunbHa nuchyHKLis Pinko -- -
['iHekomacTis -- Heuwacro --
3aranbHi MOPYIIEHHS AcreHis Yacto Heuacto --
Juckom¢popT, He3yKaHHS -- Heuacro --
ITigBuIIEHa BTOMIIIOBAHICTH Yacrto YacTto Heuacto
HaOpsix o6nnyus Yacro -- --
['inepemisi, NPUILIUBU Yacto -- -
bine y rpynsx, He OB’ A3aHUM -- Heuacto --
13 cepiieM
Habpsiku Yacto Yacrto ~=
[Tepudepuyni HabpsiKu Yacro -- -
binp -~ Heuacto ~=
HaOpsik M’KMX TKaHUH Yacto -- --
JocaigxeHHs 301IbIIEHHS] PIBHS Kalilo B -~ - Hesinomo
KpOBI
301IbIIEHHS MacH Tija -~ Heuacto --
3MeHIIeHHSI MacH Tijia -~ Heuacto --

* B OCHOBHOMY TOB’SI3aHO 3 XOJIECTa30M.
Jlooamkosa inghopmayis wo0o komobinayii.

[lepudepuunnii HaOpsK, BiAOMUI MOOIYHMN e(eKT aMJIOJUIiHYy, y MAali€HTIB, SKI 3aCTOCOBYBAJIU
KOMOIHAIIIO aMITIOIUITIH/BajICapTaH, y IIIJIOMY BiJ3HAYaBCS 3 MEHIIOK YacTOTOIO, HIX Ha Tl
3aCTOCYBaHHA amioaumiHy okpemo. CepenHs dactoTa mnepudepuuyHoro HaOpsKy, PpIBHOMIPHO



po3moIijieHa B yChOMY iHTEepBaJi 103, cranoBuia 5,1 % s koMOiHAaIT aMIIoIUITiHY/BalicapTaHy.
Jlooamkosa inghopmayis wo0o Komnonenmis npenapamy.

Hebaxani peakuii, o paHilie BiJ3HAYaJuCs MPU 3aCTOCYBaHHI OJHOTO 3 KOMIIOHEHTIB Mpenapary
(amsmomumniiny abo BajcapTaHy), MOXYTh TaKOX BHHUKATH 1 TIPU 3acTOCYBaHHI IIpemapary
Kopcap® AM, HaBiTh AKIO BOHU He OyJIM BiA3HAUEHi Y XOi MPOBEIEHHS KIHIYHUX TOCITiIKeHb a60
B TIOCTMapKETUHTOBHH MIEPIOI.

AMIIOIUITIH.

Yacmo CoHNHBICTh, 3allAMOPOYCHHS, BIMYYTTS CEpLHEOUTTS, aOAOMiHANIBHUN OuTb, HYJOTA,
MPUITYXJTICTh IUKOIOTKH.

Heuacmo be3conns1, 3MiHN HacTporO (BKJIFOUAIOYM 3aHETIOKOEHHS), JACTIPECis, TPEMOp, JUCTEB3is,
HETIPUTOMHICTb, TINECTE31s, MOPYHIIEHHS 30py (BKJIIOYAIOUN JWUIUIONIIO), IIyM B ByXax,
TiNOTEeH31s, JUCIHOE, pPHUHIT, OJIIOBaHHS, IUCIICIICIsS, ajomerlis, Mypnypa, 3MiHa
3a0apBieHHS MIKIpH, TIMEPTiIpo3, CBEpOK, EK3aHTEMa, MIaJIris, M S30B1 CylIOMH, Oib,
CCUOBI MOPYIICHHS, 30UIBIICHHS] YaCTOTH CCYOBHITYCKAHHS, IMITOTCHIIIS,, TIHEKOMACTIs,
OUTh y TPYAHIN KIIITII, 3arajibHEe HEe3My)KaHHs, 30UTbIICHHS a00 3MEHIIEHHS MacH Tija.

Pioko CrutyTaHicTh CBiIOMOCTI.

Iyorce pioko  JIeWKOIIUTONEHIs, TPOMOOLIUTOIICHISI, alepriuyHi peakuii, TinmepriikeMis, TiMepTOHis,
nepudepuyHa HEBpoImaris, iHQapKT Miokapjaa, apuTMis (BKIOYAOUYM OpajauKapiro,
BEHTPUKYISIDHY Taxikaplito Ta (iOpuismiro mnepeacepnipb), BacKyIiT, ITaHKPEATHT,
TacTpUT, Timepiuiasis SCEH, TeNaTHT, JKOBTSHUII, IiJBUINECHHS pIiBHIB ()epMEHTIB
MEeYiHKK, 3a3BMYail  MOB’s3aHE 3  XOJECTa30M, AHTIOHEBPOTUYHHUH  HAOPSK,
MyI6TH(QOpPMHA €pHTEeMa, KPOMUB’SIHKA, eKc(oNiaTHBHUNA JEPMATHUT, CHHAPOM
CriBenca—/[»xoHcona, HaOpsk KBinke, GOTOUyTIHBICTD.

Hegioomo TokcuyHU emigepMaaIbHUN HEKPOITi3.

Bimznauanucst okpemi BUNIAJAKU KCTpaIipaMiIHOTO CHHAPOMY.

Basicapran.
Huxde3aznaueHni nonaTkoBi MOOIYHI SBUINA BiJ3HAYANM B XOJi KJIIHIYHMX BUIPOOYBaHb MpH

MOHOTepamnii BaJicapTaHOM HE3aJeKHO Bl NPUYMHHO-HACIIJKOBOTO 3B 3Ky 3 IpenaparoMm, o

BUBYAETHCSL.

Yacmoma negiooma 3HWXKEHHS PIBHA TeMOIVIOOIHY, 3HI)KEHHS pIBHS TI'€MaTOKpUTY, HEHTpOIEeHis,
TPOMOOLIUTOIICHISI, MiABUIICHHS PIBHSA Kalil0 B CHPOBATIIl KPOBi, MiABUIICHHS
3HA4YEHHS MEYIHKOBHUX MPO0, y TOMY YMCII KOHLIEHTpalii O1ipy0iHy B cUpOBaTIii
KpOB1, HUPKOBA HEJOCTATHICTh 1 MOPYIIEHHS HUPKOBUX (QYHKIIM, MiABUILEHHS
pPIBHS KpeaTHHIHY B CHpPOBaTIl KpOBI, aHTIOHEBPOTUYHHI HaOpsK, Miairis,
BaCKYJIT, peakii rnepyyTInBOCT, y TOMY YHCIII CHPOBAaTKOBa XBOpoOa.

Tepmin npuoamnocmi. 2 poxu.
He 3acTocoByBaTH npenapar micist 3aKiH4eHHsI TEPMIHY IPUJIATHOCTI, BKa3aHOT'O Ha YMAKOBLII.

YMmoBu 30epirannsi. 36epiraTv B OpUriHaibHIN ymakoBIll Mpu Temmnepatypi He Buie 25 °C.
30epiraT y HEIOCTYITHOMY JJIS 1iTEH MicLi.

Ynakoska. [To 10 tabnetok B 6iictepi. 1o 3 abo 5, abo 6 6micTepiB y nmaui.
Kareropis Binmycky. 3a penenrom.
Bupoonnk. AT «Papmak».

Micue3Haxoa:KeHHs1 BUPOOHMKA Ta HOro agpeca Micusi IPOBazKeHH TisJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JaTa ocranuboro neperJsiay. 04.03.2023.



