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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIIKAPCHKOIo0 3ac00y

KOPCAP® AM
(CORSAR AM)

Cknao:

Oiloui pewosuny: BaJICapTaH Ta aMJIOUIIIHY OeCHIIaT,

1 Tabnerka MicTuTh amyoaumiHy Oecwiaty (y nepepaxyBaHHi Ha 100 % O0e3BOIHY pEYOBUHY) —
6,94 Mr, 0 eKBIBaJICHTHO aMJIOJMITIHY — 5 MT; BajcapTany (y mepepaxyBanHi Ha 100 % Oe3BomHy
pedoBuny) — 80 Mr abo

awtonuiiny oecunaty (y nepepaxyBanti Ha 100 % 6e3BoHY pedoBHHY) — 6,94 MT, 0 €KBIBAJICHTHO
amytonuIiny — 5 Mr; Bancaprany (y nepepaxysanti Ha 100 % 0e3BoaHy pedoBuHy) — 160 mr, abo
awonuminy Oecunaty (y mepepaxyBanHi Ha 100 % Oe3BogHy pedoBuny) — 13,88 wmr, mio
ekBiBasieHTHO amutoauminy — 10 mr; Bancaprany (y nepepaxysanti Ha 100 % 0e3BoIHY peYOBHHY) —
160 mr;

OONOMIICHI peqosuHu: TENI0I03a MIKPOKPUCTAIIYHA, KPOCIOBIAOH, KPEMHIIO TIOKCHJ KOJIOITHUI
0e3BOIHMIA, MarHilo cTeapar;

obononxa o maobnemox 5 me/80 me: Opadry 11 85F 220088 Yellow (mosmiBiHIIOBHI CIUPT, TUTAHY
miokeun (E 171), makporou, Tajibk, 3amiza okcu skoptuii (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 uyepBOHUMN
(E 172));

obononxa onst mabnemox 10 m2/160 me: Opadry 11 85F 220087 Yellow (mosiBiHIIOBHIH CIUPT, TATAHY
miokcun (E 171), makporou, TaybK, 3amiza okcu sxotuii (E 172), 3amiza okcun uepBonwuii (E 172)).

Jlikapcbka ¢gopma. TabneTku, BKpUTI ITIBKOBOIO 000JIOHKOIO.

OcHo8HI Pi3uK0-XIMIUHI 61ACMUBOCTI:

mabaemku 5 mel80 me: Tabnetku Kpyrioi (GOpMHU 3 JBOOMYKIOK IOBEPXHEI, BKPUTI ILIIBKOBOO
000JIOHKOI0, )KOBTO-KOPHYHEBOTO KOJIBOPY;

mabnemku 5 mel160 me: Tabnetku Kpyraoi Gopmu 3 ABOOIMYKIIOK IMOBEPXHEH, BKPHTI ILTiIBKOBOKO
000JIOHKOI0, )KOBTO-KOPHYHEBOTO KOJIBOPY;

mabnemxu 10 me/160 me: Tabnetkn Kpyriaoi GopMH 3 TBOOIYKIIOK MOBEPXHEIO, 3 PUCKOIO 3 OJHI€]
CTOPOHH, BKPUTI MJIIBKOBOIO 000JOHKOO, CBITJIO-KOBTOT'0 KOJIOPY 3 KOPUUHEBUM BIATIHKOM.

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

Dapmakonoziuni eracmusocmi.

Dapmarxoounamixa.

Kopcap® AM MicTUTP /1Ba aHTHTiNEPTEH3MBHI KOMIIOHEHTH 3 J0AAaTKOBUMH MEXaHi3MaMK KOHTPOIIO
apTepiaJIbHOTO THCKY Yy Malll€HTIB 3 €CEHLIaJbHOI TIMEPTEeH31€I0: aMJIOAUIIH HAJIEKHUTh 10 KJacy
AHTAroOHICTIB KaJbIlif0, a BajJcapTaH — A0 Kjiacy aHTaroHicTiB anrioreH3unHy II. KomOiHaris 1ux
IHTpEIEHTIB Ma€ aJIUTUBHUN aHTUTINEPTEH3UBHUN €(EKT, 3HWKYIOUU apTepiaJbHUIl TUCK OUIBLIO0
MipOIO, HI’K KOKEH 13 KOMIIOHEHTIB OKPEMO.



Amnoounin.

AwmitonumiH iHTIOye TpaHCMeMOpaHHE NMPOHUKHEHHS 10HIB KAJBINIO y TJIAJIKI M S3U Cepls 1 CyIIHH.
MexaHi3M aHTUTINEPTEH3UBHOI il aMJIOAMIIIHY 3YMOBJICHUH NPSMHUM DPEJAKCYIOYMM BIUIMBOM Ha
IJaaKl M’S34 CyAMH, L0 NPU3BOAMTH 0 3MEHUIEHHS MEepU(PEpUYHOro CyJUHHOIO OMIOpY 1 0
3HIKCHHSI apTepiajibHOr0 THCKY. EKcrepuMeHTanbHI JaHi MiATBEPKYIOTh, IO aMJIOAMIIIH
3B’SI3YETHCS IO TUTIAPOMIPUAMHOBUX 1 HETAPOMIPUAMHOBHX MICHAX 3B’ 53Ky. CKOPOTIMBI MpOLEeCH
CEepLIEBOTO M’s3a 1 TTIAJAKUX M’ S31B CyJIMH 3aJI€KaTh BiJ MPOXOHKCHHS MO3AKIITHHHOTO KNI B I
KJIITHHH Yepe3 crienn iyl 10HHI KaHaJIH.

[Ticns BBeZIeHHS TEpaNeBTHYHUX 103 MAI[IEHTaM 3 apTepialIbHOO TNEPTEH3IEI0 AMIIOAMITIH CIPUIHHSIE
Ba30/IMJIATALlIO, 1110 IPU3BOIUTH J10 3HUKEHHSI apTepilaJIbHOIO TUCKY B ITOJIOKEHHSX Nalli€EHTa JISKauH
1 crosiun. Take 3HIKEHHS apTepialibHOTO THCKY HE CYMPOBOJPKYETHCS ICTOTHOKO 3MIHOKO IIBHUIKOCTI
CEPIICBUX CKOPOYEHB a00 PiBHIB KaTE€XO0JIaMiHIB Yy IJIa3Mi KPOBI ITPH TPHUBAJIOMY 3aCTOCYBaHHI.

Edekr koperntoe 3 KOHIIEHTPAIISIMH Y IIa3Mi KPOBI y MOJIO/IMX TAIIEHTIB 1 MAII€HTIB JITHHOTO BIKY.

VY nauieHTIB 3 apTepialbHOIO TINEPTEH31€I0 Ta HOPMAIbHOIO (DYHKIIIEI0 HUPOK TEpaneBTHYHI 103U
aMJIOIUIIHY TPHU3BOJATH JO 3HWKCHHS PEHAJBbHOTO CYAWHHOTO ONOPY 1 MiJBUIICHHS pPIBHS
rJIOMepyJsipHOi (uIbTpalii, a TakoK e€(EeKTUBHOIO HUPKOBOTO MOTOKY IUIa3Mu 0e3 3MiH (pakiii, 1o
binbTpy€eThes, a00 POTETHYPII.

Sk 1y BUMaaKy 3 iHIKMMH OJIOKATOpaMH KaJbl1€BUX KaHAJIB, BUMIPIOBaHHS T€MOIMHAMIKU CEePIeBOL
¢byHKIii y cnoKoi Ta mpHW HaBaHTaXeHHI (a00 mpu Xoap0il) y MAaIi€HTIB 3 HOPMAIBHOK (DYHKIIIERO
IUTYHOUKIB, MPOJIKOBAHUX aMJIOAMIIIHOM, y LIJIOMY MOKa3aJud HEBEJIUKE IMiJBUIIEHHS CEpLEBOrO
iHekcy 6e3 icrorHoro BBy Ha dP/dt abo Ha KiHIEBHWHA AiacTONIYHMN THCK YU 00’€M JIiBOTO
LUTYHOUKa. Y TFeMOJUHAMIYHUX JIOCIIPKEHHSIX aMJIOAMIIIH HE MPOSBIISIB HETraTUBHOI'O 1HOTPOITHOTO
edeKTy IpH 3aCTOCYBaHHI TEPANEBTUYHMX J103 B IHTAKTHUX TBAPHH Ta JIIOJICH, HABITH IPH CYMICHOMY
BBEJICHHI 3 OeTa-0JI0KaTOpaMHu JIFOISIM.

AMyomuniH He 3MiHIOE (DYHKIIFO CHHYCHO-TIEPEICEPIHOTO By3Jia abo TepencepaHO-IUTYHOYKOBOT
MPOBIIHOCTI Y 3J0POBUX TBApUH a00 JIOAUHU. Y KIIHIYHUX AOCTIKEHHSX, B AKX aMJIOJUIIH
3aCTOCOBYBaJIM B KOMOiHarii 3 OeTa-Ojokaropamu y MAIli€HTIB 3 apTepiaibHOIO TIiMEpPTEH3i€0 abo
CTEHOKAap/i€r0, 3MiH MOKAa3HUKIB €JIEeKTPOKapAiorpaMu He OyIio BiA3HAYEHO.

Croocrepiraiucsi MO3WTHBHI KIIHIYHI €(EKTH aMIIOAMITIHY y TAIi€HTIB 3 XPOHIYHOIO CTabiIbHOIO
CTEHOKap/Ii€10, Ba30CMACTUYHOIO CTEHOKAPJIEI0 Ta 1MIEMIYHOI0 XBOPOOOIO, 110 Oyna MiJTBEp/KEeHa
aHriorpagiyHo.

3acmocyeanus nayieHmam 3 apmepianbHOI0 2inepmeH3iero

[Ipyn nocnigkeHHI aHTUTINEPTEH3MBHOI Ta TINOJIMIAEMIYHOI Tepamii MONEepeKeHHs CEepLEeBOro
HamaJly IpH JIETKii Ta NOMIpHIH apTepiajbHii rinepTeHs3ii y MaiieHTiB 3 HasBHUM Xo4a 0 M0 OJAHUM
JOTaTKOBUM (DAKTOPOM PHU3HMKY PO3BHUTKY 1IIEMIYHOI XBOPOOM ceplisl 13 3aCTOCYBAHHIM aMJIOJIUTIIHY
(y mo3i 2,5-10 mr Ha 100y) abo i3 3actocyBanHsaM JizuHonpuny (y 1o3i 10—40 Mr Ha 100y) sk mepioi
JiHiT Teparnii HOPiBHSHO i3 3aCTOCYBaHHSIM Tia3UIHOTO JiypeTHKa XjopTaiinony (y mo3i 12,5-25 mr Ha
100y), Oyi0 BHUSIBJICHO, IO 3HAYYIIMX BIAMIHHOCTEH y KiJIbKICTI BUMA/KIB ilIEMiYHOT XBOPOOHU ceplist
3 JIETAJIbHUM pPe3yJbTaToM a0o iH(apKTy miokapaa 0e3 JeTalbHOTO Pe3ysbTaTy HE CHOCTEPITaIocs.
KinpkicTh BHIAJKIB PO3BUTKY CEpLEBOI HEAOCTaTHOCTI Oyla 3HAuymo OuIbLIIOK B TIpymi
3aCTOCYBaHHSI aMIIOAMIIIHY TOPIBHSHO 3 TPYIOK 3acTOCyBaHHS XjopTamigoHy. OmHak He Oyso
BIJ3HAYEHO 3HAUYUIMX BIJMIHHOCTEH 3a IMOKAa3HUKOM JIETAJBHOCTI 3 YCIX HPUYMH MK TpyHamu
3aCTOCYBaHHS aMIIOJIUTIIHY Ta XJIOPTAITiJIOHY.

Bancapman.

Bancapran € akTMBHHMM, NMOTYXXHUM 1 crielU(IYHUM aHTaroHICTOM perenTopiB aHrioreHsuny ll, mo
NpU3HAYSHUH U1 BHYTPILIHBOTO 3acToCyBaHHs. BiH i€ BuOipkoBo Ha peuentopu miarumy ATi, ski
P1AKO MOIIMpPEH] 1 € BiANOBIAaIbHUMU 3a edextu aHrioteH3uny II. IligBumeni piBHi anrioren3uny 11
BHacIiJIOK Onokaau ATi-penenTopiB BalcapTaHOM MOXKYTh CTUMYMIOBaTH BiTbHI AT2-penentopu, 1o
BpiBHOBaxye edekt ATi-peuenrtopi. Bancapran He Mae Oyap-sKOT YaCTKOBOi aKTUBHOCTI aroHicTa
BigHocHO ATi-penentopiB i mMae Habarato Ounbimy (mpubauszno y 20000 pa3iB) CHOpiIHEHICTH 3
ATi-penientopamu, Hix 3 AT2-penentopamu.

Bancapran He mnpurHiuye AII®, Bimommii Takox miJ Ha3Boro KiHiHaszu I, skuil meperBoproe
anrioten3uH I B anriorensud Il 1 pyitHye Opaaukinid. Buxonsuu 3 BigcytHocTi BBy Ha AIID Ta
MOTEHI[IIOBaHHs aKTUBHOCTI OpaauKiHiHy abo cyOcraHiii P, 3acTOCyBaHHS aHTaroHiCTIB PELENTOpiB
anrioteH3uny Il 3a3Buyail HEe CynpOBOKY€ETHCS KanuieM. Y KIIHIYHHUX JOCIIDKEHHSX, /1€ BajcapTaH
nopiBHIOBanM 3 iHri0iTopom AII®, dHacToTa BHIAAKIB CyXOro Kamumo Oylla 3HaYHO MEHIIOIO



y TAIl€HTIB, SKI JIKyBaJUCs BaJicapTaHOM, HDXK Yy MAIli€HTIB, sAKi mpuiimManu iHriditop AIlD. ¥V
MaIli€HTIB, K1 paHime jikyBaiaucs iHriditopom AIID, po3BuBaBcs Cyxuid Kallellb, TPH JIKyBaHHI
BaJICAapTaHOM L€ yCKJIaJHEHHs Oyno Bim3HayeHo y 19,5 % BumazakiB, a mpu JiKyBaHHI Tia3WIHUM
niypetukoMm — y 19 % Bumaakis, TOIl SK y TPYyIi XBOPUX, SIKI OTPUMYBAJIHU JIKyBaHHS 1HT1OITOpOM
AIl®, xamens croctepirasest y 68,5 % BunajakiB. Bancapran He BCTymae y B3aeMOJIit0 1 HE OJIOKye
pElenTopH HIIMX TOPMOHIB 200 10HHI KaHAIH, SKi, SIK BIJOMO, BiIIrpalOTh BAXKJIUBY POJIb Y PETYIISIi
(byHKLIN cepreBO-CyJUHHOT CHCTEMH.

[Ipu3HaueHHd mnpenapary Hali€eHTaM 3 apTepiajlbHOIO TiNEPTEH31€I0 MPHU3BOJIUTH A0 3HMKEHHS
apTepialbHOTO TUCKY, HE BIUTUBAIOYM IIPU I[bOMY Ha YaCTOTY MYJbCY.

Y OuIbIIOCTI TAIIEHTIB TICIsA MPU3HAYEHHS BHYTPIIIHBO pPa30BOi J03W Tpermapary I[MOYaTOK
AHTUTIMEPTEH3UBHOI AKTUBHOCTI BIJ3HAYAEThCA Yy MeXax 2 TOAWH, a MaKCUMaJbHE 3HWKECHHS
apTepialbHOIO TUCKY JOCATAEThCS Y MeKax 4—6 rouH.

AHTHTIIEpTEeH3UBHUN eeKT 30epiraeThes OuTbine 24 TOIUH MICs MPUHOMY pa3oBOi J03U. 32 YMOBH
PEryJIsipHOro 3aCTOCYBaHHS IpenapaTy MakCUMalbHMH TepalneBTUYHUN e(eKT 3a3BUuail JocsaraeTbes
npoTsiroMm 2—4 THXXHIB 1 YTPUMYEThCS Ha JOCATHYTOMY piBHI B XoJi TpuBayioi Tepamii. PamrTosa
Bi/IMiHA BajJicapTaHy HE NPU3BOAWTH 1O BIAHOBICHHS apTepiaabHOI TinmepTeH3ii abo a0 I1HIMX
MOOIYHUX KIIHIYHUX SBUILI.

BceranoBneHno, mo BalicapTaH 3HAYHO 3HIDKYE pPIBEHb TOCHITami3allii MAali€HTIB 13 XPOHIYHOIO
cepueBoto HenoctatHicTio (NYHA kmacy 1I-1Y). Binbin 3nauymmii eexT gocsraBcs y MamieHTiB, sKi
He oTpuMmyBanu iHriditopu AII® abo Hera-6mokaTopu. Takok BCTAaHOBIEHO, IO BaJCapTaH 3HUKYBAaB
CEepIeBO-CYAMHHY JICTAIBHICTh Y KIIHIYHO CTa0UIFHUX MAIIEHTIB 3 MATOJIOTIEO JIIBOTO IITYHOYKA 200
JBOILTYHOYKOBOIO TUCHYHKINIEIO TS iHPapKTy MioKapa.

3rigHO 3 JaHMMH JIOCIiKEHb HE CIiJ CyMicHO 3actocoByBatd iHTiOiTOpH AIID Ta aHTaroHicTu
peuentopiB anrioreHsuHoreny (APA) mamientam 13 ngia0eTHYHOIO Hedpomari€ro, OCKUIbKU
BCTAaHOBJICHUH MiABHIICHUNA PH3UK PO3BHUTKY TilEpKallieMii, TOCTPOro ypakeHHS HHPOK Ta/abo
rinorensii. [lpu BUBYEHHI AOLIIBHOCTI 0AAaTKOBOI Tepamii amickipeHom no Tepamii AIID/APA y
MaIieHTiB 13 mykpoBuM pgiabetom I Tumy Ta XpOHIYHOIO XBOPOOOIO HHUPOK, CEPLEBO-CYIWHHHM
3aXBOPIOBAHHAM a00 MO€IHAHHAM 000X OyB BCTAHOBJIGHUH MiJBUILEHUH PHU3UK BUHUKHUHEHHS
YCKJIaJHEHHsl Tepalii, po3BUTKY HEOaKaHUX SBUI Ta CEPHO3HMX HeDakaHUX SBUII OCOOJIUBOrO
3Ha4yeHHs (TinepKajieMis, TIMOTEH31d Ta MOpyIeHHs (PyHKIIT HUPOK) MPHU 3aCTOCYBaHHI alliCKipeHy.
Bancapman/amnoounin.

Kom0iHaris amnoauiny i BajicapTany 3abe3nedye 10303aleKHe aJluTUBHE 3HI)KEHHS apTepiaJbHOro
TUCKY Y BChOMY IHTEpBall TepamneBTUYHUX 103. ['iMoTeH3uBHA nis Micis MpUiloMy pa3oBoi J03U
KOMOiHaIlii 30epiraeTbcs IpoTsIrom 24 rojauH.

Komb6inamito BasicapTan/aMaoIuIiH BUBYAIN Y JTOCHIKEHHSIX 3 Y4acTIO MAIIEHTIB 3 HEYCKIIaJHEHOO
€CEHIL1AIbHOIO TIMEePTEH3I€I0 JIETKOro abo MOMIPHOTO CTYMEHS, KpIM MAIlEHTIB 3 BUCOKUM PH3UKOM
CepLEBO-CYAMHHUX MOpPYIIeHb. byla BCcTaHOBIEHa HOpMali3alisi apTepiaJbHOrO THUCKY y TAalll€HTIB,
apTepialbHUA THUCK SKHMX HE KOHTPOJIOBAIM HAJIEKHUM UYMHOM 3a JIOIOMOTOI0 MOHOTEparii
BaJicapTaHoM y 031 160 wmr. AprepiaibHUN THUCK HOpMaiidyBaBcsi y 75 % marfieHTiB, sKi
3actocoByBanu 10 mr/160 Mr ammoauminy/BajicapTaHy, y 62 % malli€HTiB, SKI 3aCTOCOBYBAJIU
5 mr/160 Mr amsonuminy/BajicapTaHy mopiBHsSHO 3 53 % mamieHTiB, siKi 3acTocoByBaiu 160 mr
Basiicaptany. JlogaBanHs 10 Mr Ta 5 Mr amioJumiHy 3yMOBJIIOBAJIO JI0JIaTKOBE 3HMIKEHHS
CUCTOJIIYHOTO/J1aCTONIYHOTO THCKY IOPIBHSHO 3 MalllEHTaMH, SIKI 3aCTOCOBYBAIM TiIbKH 160 mr
BajicapTaHy.

[Ipu ponaBaHHI BajicapTaHy BCTaHOBJIEHA HOpPMaJli3allisl apTeplalibHOrO THUCKY Y TMAalll€HTIB,
apTepialbHUA TUCK SKHUX HE KOHTPOJIOBAIM HAJIEKHUM UYMHOM 3a JIOIIOMOTOI0 MOHOTEpartii
awsoaumiHoM y 1031 10 wmr. AprepianbHuil TUCK HOpMaiidyBaBcs y 78 9% marllieHTiB, sKi
3actocopyBain 10 mr/160 Mr ammomumiHy/BancapTaHy TMOpIBHAHO 3 67 % mWalli€eHTiB, SKi
MPOJOBXKYBAIM 3acTocoByBaTh Tinbku 10 wmr ammonuminy. [omaBanns 160 wmr BancapraHy
3YMOBJIIOBAJIO JIOJIATKOBE 3HUKEHHS CUCTOJIIYHOTO/A1aCTOIIYHOTO TUCKY MOPIBHSAHO 3 MalliEHTaMH, SIK1
3aCTOCOBYBaJIM TUIBKH 10 MI aMJIOUIIIHY.

Kom0inarmis amnoaumniny/Bancaptany Bix 5 mr/160 mr go 10 mMr/160 mMr y XBOpHX Ha eceHIalbHY
rifnepTeH3iio OUThII BUPAXXEHO 3HMXKYE CTAIUN apTeplalbHUM THUCK MOPIBHIHO 31 CXEMOIO JI03yBaHHS
Ji3uHONpUITy/TiApoxyiopoTiazuny Big 10 mr/12,5 mr o 20 mr/12,5 mr.

Bbyno noseneno, mo edext komOiHalii BajgcapTaHy/amioauminy 30epirascs Outbiie 1 poky. Panrosa
BiIMiHa IIpernapary He MPU3BOAMIA JI0 IIBUIKOTO MiABUILEHHS apTepiaIbHOTO THCKY.



VY nmnauieHTiB, y SKUX apTepiaibHUM TUCK aJEKBATHO KOHTPOJIOETHCS aMIIOAMIIIHOM, MpHU
HETIPUHHATHUX HaOpskax KOMOIHOBaHAa Tepallis MOXKe 3a0e3MeYUTH aHAJIOTIYHUN KOHTPOJIb
apTepialbHOTO TUCKY MTPH 3MEHIICHH1 HAOPSIKIB.

€ naHi, WO BiK, CTaTh, PacOBa NPHUHATIEKHICTh Ta iHAeKc MacH Tima (> 30 kr/m?, < 30 kxr/M?) He
BIUIMBAIOTh Ha KJIIHIYHY BiAMOBIIb IPU 3aCTOCYBaHHI KOMOIHAII1 BapcapTaHy/aMIOIUIIIHY.
JocmimkenHs kKoMOiHalii BajcapTaHy/amJIOAWIIHY 3 YYacTIO MAI[iEHTIB 1HIIMX MOMYJIAIIA, KpiM
XBOPHX Ha apTepiajibHy TilepTeH3il0, He MPOBOAWIH. ICHYIOTH JOCHIKEHHS BajcapTaHy 3 y4acTio
MAaIIE€HTIB 13 CEPILIEBOI0 HEIOCTATHICTIO Ta Yy mocTiHgapkTHOMY mepioni. IIpoBeneni mociiKeHHS
aMJIOJIUIIHY 3 Y4YacTIO TMAalli€HTIB 3 XPOHIYHOIO CTaOUIBHOIO CTEHOKApAi€l0, Ba30CHACTUYHOIO
CTEHOKApAI€I0 Ta aHT10rpadivHO MiATBEPHKEHOO 1IIIEMIYHO0 XBOPOOOIO CepIls.

Dapmaxokinemuxa.

Jinitinicme.

Bascapran i aMmiIo Ui nNposBIsIOTh JiHIHHICTE (JapMaKOKiHETHUKH.

Amnoounin.

Bcemoxmysanna. 1Ilicns BHYTPIIIHBOTO 3aCTOCYBaHHS TEPANEBTHYHUX J03 aMIIOJHMIIIHY OKPEMO
MakcuManbHa KOHIeHTpawist (Cmax) y TU1a3Mi KPOBi JOCATa€Thes POTSroM 6—12 ronun. Po3paxoBana
abcomroTHa 010IOCTYIHICTH CcTaHOBUTH Bim 64 % 1o 80 %. BxuBaHHS TKi HE BIUIMBAaE Ha
010J0CTYIHICTh aMJIOUITIHY.

Po3nooin. O6’eM po3noaiay CTaHOBUTh MpUOIM3HO 21 J/Kr. YV JOCHIKSHHSIX aMJIOIUIiHY IN Vitro
JIOBEJICHO, 110 Yy Malli€HTIB, XBOPUX Ha €CEHIIalIbHY TiNnepTeH3ito, Npudbau3Ho 97,5 % uupKymo0doro
mpernapary 3B’ SI3y€ThCs 3 OUTKaMU TUIa3MH KPOBI.

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

Buseoenns. BuBeneHHs amIIOAMIIIHY 3 TUla3MH JBodasHe, 3 MepioJoM HammiBBUBEICHHS MPUOJIM3HO
30-50 ronuH. PiBHOBaXkHI piBHI Yy MmJ1a3Mi KpOBi JOCATAIOTHCS MICIS MMOCTIMHOTO BBEJCHHS HPOTATOM
7-8 nuiB. 10 % nouyaTtkoBoro amioauminy i 60 % mMeTaboiTiB aMIOIUITIIHY BUBOJATHCS 13 CEUECIO.
Bancapman.

Bcemokmysaunsa.  Ilicns npuiiomy mpemapaTy BHYTPIIIHBO Cmax BajlicapTaHy y IUia3Mi  KpOBI
nocsiraeTbest mpoTsirom 2—4 roauH. CepenHs BelMWYMHA aOCOIMIOTHOI 010IOCTYIHOCTI Tpemnapary
ctanoButh 23 %. Dxa 3Hmkye excrosumilo, sk mokasye AUC (KOHIEHTpamis y Iuiasmi — dac),
Basicaptany mnpuoim3Ho Ha 40 %, a Cmax — Ha 50 %, Xoya yepe3 8 TOIMH TICIS 3aCTOCYBaHHS
KOHIIEHTpALlis BajcapTaHy Y IUIa3Mi OJHAaKOBa JJIS TPYIH, siKka MpuiiMala mpenapar Hariie, i Tpynu
MaII€eHTIB, fKa npuiiMana npenapaT micas inu. 3HwkeHHs AUC He CynpoBOJKYETHCS KIHIYHO
3HAYYIIUM 3HWKEHHSAM TEeparneBTUYHOTO e(eKTy, TOMY BajlcapTaH MOXHA MPUIMaTH HE3aJIeXKHO Bij
npuiioMy xi.

Posnooin. PiBHOBaxxHUII 00’€M poO3Mojiay BajcapTaHy Micis BHYTPIIIHBOBEHHOTO BBEIEHHS
CTaHOBHUTH NpUOMM3HO 17 1, MmO BKa3ye Ha Te, MIO BaJCapTaH PO3MOIUISETHCS Yy TKaHWHAX
HEIHTeHCHBHO. Bancapran MillHO 3B’s13yeThest 3 Oikamu ruia3mu Kposi (94-97 %), TOJOBHUM YHHOM
13 CHPOBATKOBUM aJIbOYMIHOM.

Biompancgopmayia. Bancapran 3Ha4HOIO Mipor0 He TpaHC(OpMYeThCs, OCKUIbKH TUTbkH 20 % 1031
MEepPEeXOIUTh Yy MeTabomiTH. Y Iu1asMi KpoBI B HU3bKMX KOHHEHTpamisx (menme 10 % AUC
BajicapTaHy) 11€HTU(IKOBAaHUN T'1IPOKCUMETAOOIT, AKUN (hapMaKOJIOTIYHO HEAKTUBHUIA.

Buseoennsi. JIns BalicapTaHy XapakTepHa OaraToeKCIOHEHIlialbHAa KIHETHMKAa BHUBEIEHHS (dac
HamiBBuBeneHHs T1200 < 1 romunu i TyzB npubnuzno 9 roawn). BancapTaH BUBOAUTHCS TOJIOBHUM
YMHOM y HE3MIHEHOMY CTaHi 3 KajioM (mpubau3Ho 83 % no3m) i cevero (6mu3pko 13 % nosm). [licns
BHYTPILUTHLOBEHHOT'O BBEACHHS KJIIPEHC BaJICApTaHy Y IJIa3Mi KPOB1 CTAHOBUTH MPUOJIM3HO 2 J/TOA, a
fioro peHanbHui KinipeHc — npubmusno 0,62 n/rox (mpubausHo 30 % 3arampHoro KiipeHcy). Ilepion
HaIliBBUBEICHHSI BaJICApTaHy — 6 TOAMH.

Bancapman/amnoounin.

Iicns mepopansHoro 3acrocyBanHs Kopcap® AM Cmax BancapTaHy i aMIOAHMIIHY y TTa3Mi KpOBi
mocaraeThesa 3a 3 i 6-8 romw Biamosizmo. IlIBuakicTs i cTyminb BcMokTyBamHsS Kopcap® AM
€KBi1BaJICHTH1 010/J0CTYITHOCTI BaJicapTaHy Ta aMJIOJIUITIIHY NPU MpU3HAYEHH] B OKPEMHUX Ta0JIeTKax.
Oco6auBI TOMYJIAII].

Jimu

JlaHi npo papMaKkOKiHETUKY IIpenapary y JiTei BiICYTHI.

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




Yac nocsrHeHHS! Cmax aMIIOIMIIIHY Y TUIa3Mi KPOBI MPUOIM3HO OJHAKOBUN Y MALli€HTIB MOJIOJIIIOTO
BIKY 1 MAII€HTIB JIITHHOTO BiKy. Y MAIli€HTIB JITHHOTO BIKY KJIIPEHC aMJIOJUITIHY Ma€ TEHICHIIIIO 10
3HIDKEHHS, [0 Tpu3BOAUTE 10 3pocTanHs AUC 1 mojoBkeHHs mepiony HamiBBUBeAeHHS. CepenHs
cucremHa AUC Basncaptany B oci0 niTHbOro Biky Ha 70 % BuIlla, HIX Yy Malli€HTIB MOJIOJIIOTO BIKY,
TOMY HEOOX1THO JOTPUMYBATUCS 00EPEKHOCTI IPU MiABUIICHHI JJO3H.

Huproea neoocmammuicmeo.

[Topymenns ¢yHKIIT HUPOK ICTOTHO HE BIUTUBA€E Ha (hapMaKOKIHETHKY aMJIOIUIIiHY. SK 1 ouikyBamocs
CTOCOBHO IO CIIOJIYKH, HUPKOBHUH KIipeHC sKOi cTaHoBHUTH juine 30 % 3araJbHOro Miaa3MoBOTO
KIIIPEHCY, KOpeNAlii MK CTaHOM (YHKII HUPOK 1 CHCTEMHOIO EKCIO3MII€I0 BajcapTaHy He
BII3HAYAJIOCH.

THopywenns @yHxyii nevinku.

VY mnamieHTiB 3 MEYiHKOBOK HEIOCTATHICTIO 3HWKYETHCA KIIPEHC aMIIOJUIIIHY, IO MPU3BOJMUTH 10
nigsumeHass AUC npubnuzno Ha 40-60 %. Y cepenHbOMy y MAalli€HTIB 13 JETKUMHU 1 MOMIpHUMH
XPOHIYHUMH 3aXBOPIOBAHHSIMHM MEYIHKU eKcro3ullisl (Bu3HaueHa 3a 3HaueHHsMU AUC) BajcapTaHy B
CepeHhOMY BIIBIUi TEPEBUIIYE€ TaKy Yy 3J0POBHX JOOPOBOJIBLIB (BiliOpaHUX 3a BIKOM, CTATTIO Ta
Macoro Tina). IlamieHTH, sKi MarOTh 3aXBOPIOBAHHS II€YIHKH, MOBHHHI OyTH OOEpEKHUMH IpHU
3aCTOCYBaHHI IIpenapary.

Kuainiuni xapakrepucTuku.

Ilokaszanna.

EcenuianpHa rinepreH3is y IOPOCIHMX TMAIli€HTIB, apTepiaibHUM THUCK SKHX HE PETYIIOEThCS 32
JIOIIOMOT'0F0 MOHOTEpaIlii aMJI0JUIIIHOM a00 BajcapTaHOM.

Ilpomunokazanns.

e [ligBuiieHa 4yTIMBICTh JO aKTUBHOI CYOCTaHIii, MOXITHUX AWUTIApONipUuauHy abo 1o Oyab-
SKOI 3 JONOMDKHHMX PEYOBHH IIpETapary.

e Tspxki mopymeHHs QpyHKIIT ediHKy, OlTiapHUid IUPO3 MEYiHKU a00 X0yecTas.

e (CynyTHE 3acTOCYBaHHsS AaHTaroHICTIB peuentopiB anrioreHsuHy (APA), BkiIrodarouu
BajicapTaH, a0o iHri0ITOPIB aHT10TEH3UHIIEPETBOPIOBATBHOTO (epMeHTy (AIID) 3 amickipeHom
marieHTaM 3 IYKpoBUM  giaberoM  abo 3 MOpymEHHAMH  (QYHKIIT  HHUPOK
(LLIK® < 60 mr/xs/1,73 m?).

e BariTHUM Ta XIHKaM, SIKI TUIAHYIOTb 3aBariTHITU (JUB. PO3AUT «3aCTOCYBaHHSA Yy THepioj
BariTHOCTI a00 TOAYBaHHS TPYAIIO»).

e Tspxka rinoreH3is.

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

e OOCTpyKIisi BUBIJHOTO TPAKTY JIBOrO NUTYHOYKA (HANpHKIAJ] rinepTpodiuHa oOCTpyKTHBHA
KapA1oMioNaTisi 1 CTEHO3 a0PTH TSKKOTO CTYIIEHS).

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

B3aecmooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63acMO0Il.

Bzaemodii, 3aeanvui ons kombinayii

Jocmimxerns B3aemoii npenapaty Kopcap® AM 3 iHIMMMHE TiKapchKHMHU 3aC00aMH HE TIPOBOIHITHCE.
JlikapcvKi 3aco0u, npu CynymHuboMy 3aCHOCY8AHHI AKUX CNI0 OYMU YEANCHUMU

Inwi cinomensueni npenapamu

YacTo 3acTOCOBYBaHI TIMOTEH3MBHI IpenapaTd (Hampukiax anbha-0J0KaTopu, IIypeTHKH) Ta IHII
JIKapChKi 3ac0o0U, SIKI MOXYTh CIPUYMHHUTHU TOSBY TIMOTEH3UBHUX HEOAKaHUX SBUI (HAIPUKIIAL
TPULMKJIIUHI aHTUICTIPECAaHTH, alb(a-O0I0KaTOpH, 110 3aCTOCOBYIOTHCS IS JIIKYBaHHS JOOPOSKICHOT
rinepruiasii nepeaMixypoBoi 3aJ103H), MOKYTh ITOCHIIOBATH TIIOTEH3UBHY 110 KOMOIHAIII].

Bzaemooii, nos’sazani 3 amnoouninom

Cynymue 3acmocyeants He peKomMeHo008ane

I'peiingppym abo epetinghpymosuii cix

He pexomenayeThcsi 3acTocyBaHHS aMJIOJUIIHY 3 TpedndpyToBUM COKOM abo 3 rpeindpyrom,
OCKIUJTBKU y JAEAKHX MaIli€HTIB 010J0CTYIMHICTh MOKe OyTH 30UIbIIEHA, IO NMPHU3BEAE 10 MOCHIICHHS
TIOTEH3UBHOTO €EKTyY Ipemapary.

JlikapcoKi 3acodu, npu cynymnbomy 3acmoCy8anti AKUX Cii0 OV Y8aAICHUMU

Ineioimopu CYP3A4




CynyTHe 3acTOoCyBaHHS aMmJIOJUMIHY 3 OLIBII YW MEHII NOTyXHUMH iHrioitopamu CYP3A4
(iaribiTOpamMu TIpoTea3w, a30JIOBUMH MPOTHUTPUOKOBUMH 3ac00aMH, MAaKpoJigaMd, TaKUMH SIK
EpUTPOMIIIMH a00 KIAPUTPOMIIMH, Bepamamili abo [WiITia3eM) MOXe MPU3BECTH 10 3HAYHOTO
MMOCWJICHHSI CHCTEMHOI'0 BIUIMBY amuioAumiHy. KiiHiuHI MposiBU TakuX (PapMaKOKIHETHYHHX 3MiH
MOXYTh OyTH TOCWJICHUMH Yy MAIi€HTIB JITHBOTO BiKy. MOXYTh OyTH HEOOXITHUMH KIIHIYHHHA
MOHITOPHHT Ta KOPEKIIis J103.

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

[Tpu cymytHpOMy 3actocyBaHHI BimoMux iHIykTOpiB CYP3A4 xoHUIEHTpallis aMJIOAUIIIHY B IIa3Mi
Mo’Ke 3MiHIoBaTHCs. OTXKe, CliJl KOHTPOJIIOBATH apTepiajibHUI TUCK 1 peryJIlOBaTH J03yBaHHS I11]] 4ac
1 TiCJIA CYymyTHBOTO 3aCTOCYBaHHS, OCOOJMMBO y pa3i moTyxHHX iHAYKTOpiB CYP3A4 (mampukian
pudamminuny, Hypericum perforatum).

Cumeacmamumn

bararopa3zoBe 3actocyBaHHa 103 10 Mr amsoaumniHy 3 80 Mr CUMBAacTaTUHY IPU3BOIUTH [0
30UTBIICHHS €KCIO3ULIT CHMBAcTaTUHy Ha 77 % MOPIBHSAHO 3 3aCTOCYBaHHSM OJJHOT'O CHMBAacCTAaTUHY.
PexomeH10BaHO 3HMKYBaTH OOOBY 103y CUMBAacTaTHHY 10 20 MI JUIsl NALI€HTIB, SIKI 3aCTOCOBYIOTb
aMJIOTUTTIH.

Jlaumponen (inghysii)

VY TBapWH CHOCTEpIirajucs JIeTaIbHI BUMAIKA BEHTPUKYISPHUX (iOpWIISLid Ta KapIioBacKyISIPHUX
KOJamciB y 3B’A3Ky 3 TiNepKalieMi€l0 TICasl 3acTOCYBaHHS BepanaMily Ta JaHTPOJIEHY
BHYTPIIIHFOBEHHO. Uepe3 pU3MK TilnepKalieMil peKOMEHAYEThCS YHUKATH CYIYTHBOT'O 3aCTOCYBAaHHS
OJI0KaTOPIB KaJbI1€BUX KaHAIIIB, TAKUX SK aMJIOJUIIIH, MAlliEHTaM, CXUJIBHUM JI0 PO3BUTKY 3J10SKICHOT
rimepTepmii Ta Ipu JIIKyBaHHI 3JIOSIKICHUX TiEpTEpMii.

JlikapcoKi 3acodu, npu cynymnbomy 3acmocy8anti AKUX ciio Oymu y8ariCHUMuU

Tnwi

Y Xxoni KIHIYHMX JOCHIIKeHb aMJIOJUIIH HE BIUIMBaB Ha (apMaKOKIHETHKY aTOpBAacTAaTHHY,
TioKCUHY, BapdapuHy a00 IUKIIOCTIOPHHY.

Bzaemodii, nos’azani 3 eancapmanom

Cynymue 3acmocyeants He peKomMeHoosane

Jlimiu

[Ipn onHouacHOMy 3acTocyBaHHI JiTit0 3 1HriGiTopamu AIID abo aHTaroHicTamMu peLENTOPiB
a"riorensuny II, BkIOWaroum BajicapTaH, BiJ3HA4ajgoCs OOOPOTHE MiJBUIIEHHS CHPOBATKOBUX
KOHILEHTpaliid JiTit0o 1 Horo TokcHM4HOCTI. CylmyTHE 3acTOCyBaHHS BajcapTaHy 1 JITIIO He
PEKOMEHAYEThCs. SIKIO K 3aCTOCYBAaHHS Takoi KOMOiHaLii He0OX11HO, CIiJl PEeTeIbHO KOHTPOJIIOBATH
piBEHb JITIIO B CHUPOBATLI KpoBl. PU3MK NiABHILEHHS TOKCHUYHOCTI JITIIO MOXe OyTu Hajami
TiBUIIeruit npu cymicHoMy 3acTocyBanHi 3 Kopcap® AM Ta fiypeTukamu.

Kaniesi oobasku, raniiizoepicaroui Oiypemuxu, CONbO8I 3AMIHHUKU, WO MIicmame Kanid, abo iHuii
npenapamu, sKi MOXCYyms Ni08UULY8aMU PiBeHb KAi0

Axmo mikapceki 3aco0u, 10 BIUIMBAIOTh HA KallieBl KaHAM, TMPU3HAYAIOTH y KOMOIHamii 3
BaJicapTaHOM, CJIiJ] Tepe10aYNTH YaCTUI KOHTPOJIb BMICTY KaJlit0 y I1a3Mi KpOBI.

JlikapcoKi 3aco0u, npu Cynymubomy 3aCmoCY8anHi AKUX Ci0 OV YEaAlICHUMU

Hecmepoioni npomusananeni npenapamu (HII3I1), y momy uucni cenexmusni ineibimopu L{OI-2,
ayemuacaniyunosa kucioma (>3 2/006y) i necenexmueni HI13I1

IIpu cynyrHpOoMy 3acTocyBaHHiI aHTaroHicTiB anriorensuny Il i HII3II moxnuBe nocnabieHHS
rinoreH3uBHOI 1ii. Takoxk CynyTHe 3acTocyBaHHS aHTaroHicTiB anriorensuny II 1 HII3IT moxe
MiBHUIYBATH PU3MK MOTIPIIEHHS HUPKOBUX (DYHKIIN Ta MiIBUIIEHHS PIBHS KaJil0 B CUPOBATL KPOBI.
Tomy Ha mouaTKy JiKyBaHHS PEKOMEHIYEThCS KOHTPOJIOBATH CTaH (YHKIII HHUPOK, a TaKOX
3a0e3neuyBaTy HaJIS)KHUH piBEHb PIMHU B OpraHi3Mi MaiieHTa.

Ineioimopu nepenocHuka HaKONudeHHs (pughamniyut, YuKioCnopur) abo ephuioKcHo2o nepeHoCHUKd
(pumonasip)

PesynapraTi mocmijpkeHb N VItr0 3 TKAaHWHOK TEYiHKM JIFOJAWHHU TOKa3alid, [0 BajcapTaH €
cyocTparoM mnediHkoBoro mnepeHocHuka HakonudeHHs OATP1B1 Tta meuiHkoBoro egiaroKCHOro
nepenocHuka MRP2. CynyTHe 3acTocyBaHHS 1HTIOITOPIB MEPEHOCHUKA HAKONMUYEHHS (pU(paMIIIMH,
LUKJIOCHIOpHH) a00 eQIIIOKCHOTO TNepeHOCHHKa (PUTOHaBip) MOXKYTh 30LIbIIYBATH CHCTEMHY
€KCITO3UII10 BaJicapTaHy.

Toogitna 6nokaoa PAAC 3 APA, ineioimopamu AII® abo anickipenom




Pesynbprat KIIHIYHUX IOCHIIKEHb TMOKa3and, o mnoxaBiiiHa Omokaga PAAC mpu komMOiHOBaHOMY
3actocyBaHHl 1HTiIOITOpiB AIl®, APA uwm amickipeHy MNpU3BOAWTH A0 30UTBIICHHS YacTOTH
BUHUKHEHHS TaKMX HEOaXaHMX SIBUI SK TINOTEH3is, TiMepKalieMis Ta 3HWKEHHS (QYHKLII HHUPOK
(BKIIIOYAIOYH TOCTPY HUPKOBY HEJIOCTATHICTH), TOPIBHSIHO 3 JIIKYBAaHHIM OJIHMM JIIKAPCHKUM 3aC000M,
mo BumBae Ha PAAC. Tomy cynytHe 3actocyBanHs APA, BkIto4arouun BajicapTas, abo iHriOiTOpiB
AII® 3 amickipeHOM MPOTHIOKA3aHO MAIliEHTaM 3 IIYKPOBUM JiabeToM abo mopymieHHIMH (DYHKITT
Hupok (IIK® < 60 mr/xe/1,73 m?).

Tnwi

[Ipu MoHOTepamii BajicapTaHOM HE BCTAHOBJICH! KIIIHIYHO 3HAUYIi JIKApChKi B3a€MOJii 3 TaKMMHU
npernapatamMu:  OUMETHIUH, BapdapuH, ¢ypocemin, IUTOKCHUH, aTCHOJION,  1HIOMETAIlWH,
T1IpOXJIOPOTia3n, aMIIO/IUIIIH, TTI0CHKIaMI].

Ocobnueocmi 3acmocyeanns.

besneka Ta epeKTUBHICTh aMJIOUIIIHY MPHU JIKYBaHHI T1IIEPTEH3UBHOTO KPU3Y HE BCTAHOBJICHI.
THayicumu 3 deghiyumom 6 opeanizmi Hampir0 ma/abo 06’ emy YupKyIr0Yoi Kposi.

V mnari€eHTiB 3 HEYCKJIQJHEHOIO apTepialibHOIO TIEPTEH31€I0 criocTepiraiacs HaaMipHa TIMOTeH31s IpH
JiKyBaHHI KOMOIHAIII€IO BaJICAPTaHy/aMIIOUIIIHY 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
aHIOTEH3UH-PELENTOPIB, MOK€ BUHHUKATH CHMITOMAaTH4yHa TiNnoTeH3isd. PekoMmMeHJoBaHAa KOpEeKLis
IILOTO CTaHy mepen 3actocyBaHHAM Kopcap® AM abo peTenpHHMil MeIWYHMIA HAJIAA HA IOYATKY
Tepartii.

IIpy BUHMKHEHHI apTepianbHOI rimoTensii mpu 3actocysanni Kopcap® AM marieHTa CIii MOKIacTH
Ha CHHUHY 1 SKIIO HEOOXiJHO, MPOBECTU BHYTPIUIHBOBEHHY 1H(Y3it0 (i3ionoriunoro pozuuny. Ilicis
crabimizamii apTepialbHOTO THCKY MOKHA TIPOIOBXKHUTH JIIKYBaHHS.

T'inepraniemis.

Crin 3 00epeXHICTIO POBOAUTH OJHOYACHE JIIKYBAaHHS KaJlieBUMH 100aBKaMH, Kallii30epirarounmMu
JiypeTHKaMH, COJIbOBHUMH 3aMiHHUKaMU, 110 MICTSATh Kaiiil, a0 1HIIUMU IpernapaTamu, siki MOXKYTb
MiABHUIYBATH PiBEHB Kalito (TemapyH TOIIO), a TAKOXK MepeadaYnTH YacTHi KOHTPOJIb BMICTY KaJifo.
Cmeno3z nHupkogoi apmepii.

Kopcap® AM ciifi 3acTOCOBYBAaTHM 3 OOEDPEXKHICTIO JUTi JIKYBaHHS TillepTeH3ii y MaIlieHTiB 3
0JIHOO1YHUM a00 TBOOIYHMM CTEHO30M HHUPKOBOI apTepii abo CTEHO30M €JMHOT HUPKH, OCKIJIBKU PiBHI
CEUOBMHU Ta KpPEaTUHIHY B CUPOBATLII KPOBI MOXKYTb 301JIbIITYBaTUCH.

Tpancnaanmayiss HUPKU.

Jlocin Gesmeunoro 3actocyBanHs Kopcap® AM mamieHTaM i3 HEIIOJABHO MEPEHECEHO0
TPAHCIUIAHTAIII€}0 HUPKH BiJCYTHIMH.

THopywenns ¢hynxyii neuinxu.

Basncapran BUBOAMTHCS TOJOBHUM YMHOM y HE3MIHEHOMY CTaHi 3 >koButo. [lepion HamiBBUBEICHHS
aMJIOMITIHY MOAO0BKYyeThes Ta nokasHUK AUC (KoHLeHTpallis y Ia3Mi — 4ac) BUILMK y MAlll€HTIB 3
VIIKO/DKEHHAMM (DYHKIIT TMEYiHKK; PEeKOMEHJAIi IIoJ0 J03yBaHb He BcTaHOBieHi. (OcoOiuBa
obepexHicTs HeoOXinHa mpu 3actocyBanHi Kopcap® AM mamientam 3 mopymeHHsM GyHKIIT HediHKH
JIETKOT0 a00 MOMIPHOTO CTYINEHsI 800 0OCTPYKTUBHUMH 3aXBOPIOBAHHSIMH dOBYHOT'O MiXypa.
MaxkcruManabHa pEeKOMEHJOBaHA J03a JJs MAIl€HTIB 3 JIETKUMH a00 TMOMIPHUMH HOPYLIEHHSIMHU
¢byHkuii nedinku 6e3 xoJjectazy cTaHOBUTH 80 MI BajicapTaHy.

Topywenns ¢hynxyii HUpoK.

[Tamientam 3 moOpymieHHAMH — (QYHKIIT ~ HUpPOK  Jlerkoro  abo  MOMIPHOTO  CTYIEHs
(IIK®>30 m/x8/1,73 M?) Kopekilis 1031 He moTpiOHa. [Ipy MOMIpHHX MOpYyIEHHAX (yHKIiI HUPOK
PEKOMEHAYEThCS KOHTPOIIOBATH PiBHI KaJIilo 1 KpeaTHHIHY B KPOBI.

CynyTHe 3acTOCyBaHHS AHTaroHICTIB pELENTOpPIB aHTIOTEH3MHY, BKJIIOYAIOUM BajcapTaH, abo
1HT10ITOPIB aHT1OTEH3WHIEPETBOPIOBAILHOTO (PEPMEHTY 3 aliCKIpeHOM MPOTUIIOKA3aHO MaIliEHTaM 3
nopymenasvu Gyakii aupok (IIK® < 60 mr/xs/1,73 m?).

Ilepsunnuil 2inepanb0ocmeponizm.

[TamienTam 3 MEPBMHHUM TiNepaibJOCTEPOHIZMOM HE CIIiJI MPUIIMAaTH aHTAroHicT aHrioTeH3uHy Il
BajicapTaH, OCKUIBKM iX pEHIH-aHT10TEeH3MHOBA CHCTEMa TIOpyIleHa Yy 3B’S3Ky 3 OCHOBHHUM
3aXBOPIOBAHHSIM.

Aneionespomuunuili HAOPsK.



HaGpsx KBinke, y ToMy 4Mcii HaOpsK TropTaHi Ta TOJOCOBOI LIUIMHH, IO MOXYTh MPHU3BECTU IO
00CTpyKIIIi MTUXaNbHUX NUISXIB Ta/a00 HAOPSAKY 00MyYs, TyO, TIIOTKH Ta/abo si3uKa, CIIOCTEPITATACS Y
MAIlIE€HTIB, SIKi 3aCTOCOBYBAJIM BasicapTaH. /lesiki 3 IUX Malie€HTiB Malu B aHaMHe31 HaOpsk KBiHke mpu
MpUHOMI 1HIIMX TpenapariB, Y TOMY YHCII 1HTIOITOPIB aHT10TEH3WHIIEPETBOPIOBAIBHOTO (PEPMEHTY
(AII®). 3acrocysanns Kopcap® AM ciifi HeraiiHO HPUNMHUTU NPM BUHMKHEHHI Habpsaky KsiHke;
MTOBTOPHE 3aCTOCYBaHHS HE PEKOMEHI0BaHE.

AncionespomuyHuil HAOPSAK KUWEUHUKY

[ToBimomisiocss TPO  BUITAJIKM  AHTIOHEBPOTHYHOTO HAOPSAKY KHUIIEYHUKY YV TIAIIEHTIB, SKI
3aCTOCOBYBaJM OJOKATOpPH pelenTopiB aHrioreH3wHy I, Bkitouaroum  BajcapTaH (IUB. PO3JLT
«ITo6iyHi peakiriin). Y IHMX MaIli€HTIB CHOCTEpiraBcs OUIb y KWUBOTI, HyJ0Ta, OJIOBAaHHS Ta Jiapes.
CuMnTOMH MMHAIM TICHs BiAMIHK OJ0KaTopiB peuentopiB anriotensuny ll. SIkmo aiarHocroBaHO
AQHT1OHEBPOTUYHHUM HAOPSK KUIIEYHUKY, 3aCTOCYBAaHHS BajcapTaHy CiliJl NPUIUHUTH Ta PO3MOYATH
BiJIMTOBITHAI MOHITOPUHT 70 TOBHOTO 3HUKHEHHS CUMITTOMIB.

Cepyesa HeoocmamHicmvb/nicis nepeHeceHo2o inghapkmy miokapoa

BHacnijok mpurHiueHHs peHiH-aHrioTeH3uH-anbaocTepoHoBoi cuctemu (PAAC) y uyrnuBux
TMaIi€HTIB MOXKJIMBI MOPYIICHHS (YHKIIH HUPOK. Y TAIIEHTIB 13 TSHKKOKO CEPIIEBOIO HEJJOCTATHICTIO, Y
AKX (YHKIOIT HUPOK MOXYThb 3anekatd Bifg aktuBHOCTI PAAC, 3actocyBanHHs iHTIOITOpIB
aHT10TEeH3UHIIEPEeTBOPIOBaIbHOTO (pepmeHTy (AIID) Ta aHTaroHIiCTiB pelenTopiB aHTIOTEH3UHY
CIPUYMHSIIO PO3BHTOK OJITypii Ta/abo mporpecyrodoi azoTemii, a Takox (y PIAKICHUX BHITaJKaX)
rOCTPOi HUPKOBOI HEIOCTATHOCTI Ta/a0o0 JeTanbHOro Hacmiaky. IlomiGHI pe3ynabTaTu BiA3HAYAIHCS
IpHU 3aCTOCYBaHHI BaicapTany. [lamieHTaMm 13 cepueBO HEJIOCTATHICTIO ab0 MiCisi MepeHEeCeHOTro
iH(bapKTy MiOKap/a CIiJ OIIHIOBATH (PYHKIIIIO HUPOK.

VY mociiKeHHI aMIIOJHITIHY Y TAIIEHTIB 13 CEpIIEBOI0 HEJIOCTATHICTIO HEIMEMIYHOTO MOXOKEHHS
kracy III i IV 3a wmacudikaumiero NYHA (Hpro-Fopkebkoi kapaionoriunoi acomiamii) mnpu
3aCTOCYBaHHI aMJIOJUIIIHY YacTOTa BUMAJKIB PO3BUTKY HAOPSKY JIETeHb Oyla BHILOKO MOPIBHSHO 3
TaKOIO0 MPU 3aCTOCYBaHHI I1ae0o0, ogHaK He OyJ0 3HAYHOI Pi3HUIII Y MOsIBI a00 MOTIpIIEHH] cepleBOl
HezmoctaTHOcTi. [lamienTaM i3 3acTiifHOIO CepIeBOI0 HEAOCTATHICTIO OJOKATOPH KAJIbII€BUX KaHAIIB,
BKJIIOUAIOYU aMIIOJIMITIH, CJIiJI 3aCTOCOBYBATH 3 00EPEXKHICTIO, OCKIIBKM BOHU MOXYTb IiJBUIIYBATH
PU3UK CepIeBO-CYAMHHUX MOJIN Ta JETATbHAX BHUIAIKIB.

Cmeno3 aopmu i MimpanbHO20 K1anama

Sk 1 npu JiKyBaHHI 1HIIMMHU Ba3oAWJIaTaTOPaMH, 0COOJIMBO OOEPEKHUMHU MOBHHHI OyTH NAIlEHTH, Y
SKMX KOHCTaTOBaHMH CTEHO3 MITpPaJbHOIO KiamaHa abo BHMpaK€HUH CTEHO3 aopTH HEBUCOKOTO
CTYTICHS.

Iloositina bnokaoa penin-anziomensun-anrboocmeponosoi cucmemu (PAAC)

[cuytoTh nmaHi, 1o cymMmicHe 3actocyBaHHs 1HTIOiTOpiB AII®, APA abo amickipeHy NIABUILYE PU3UK
PO3BHUTKY TiNOTEeH3il, Tilmepkajiemii Ta 3HIKEHHS (YHKUII HUPOK (BKJIIOYAIOYHM TOCTPY HHUPKOBY
HEJOCTaTHICTh). ToMy HE pEeKOMEHAYETbCs MPOBOAUTH TNOJBIMHY Onokany PAAC nusxom
KOMO1HOBaHOTro 3actocyBaHHs 1Hri0iTopiB AII®D, APA a6o anickipeny.

Axmo nosgiiiHa OoKaga € adCONIOTHO HEOOXITHOM, T CIiJl MPOBOJUTH BUHITKOBO TiJ HATJSIOM
crieniaiicra 31 31MCHEHHSM YacTOro pPETeIbHOr0 MOHITOPUHTY (YHKIII HUPOK, KOHIIEHTpAIii
€JIEKTPOJIITIB Ta aprepianbHOro THCcKy. He cmin cymicHo 3actocoByBaTH iHTIOITOpH AIID Ta APA
MarieHTam 3 1iabeTHYHOI0 HepomnaTi€ero.

3actocyBaHHs KoMOIHalli BajcapTaHy/aMmJOAWIIIHY HE BHUBYAIM Yy TMAlll€HTIB 3 1HIIUMHU
3aXBOPIOBAaHHIMM, KPIM apTepiajbHOI TiepTeHs3ii.

3acmocysanns y nepiod sacimuocmi abo 200y8anHs 2pyooro.

BariTHicTh

Jlikapcpkuit 3aci0 MPOTUIIOKA3aHO 3aCTOCOBYBATH BariTHUM a0 JKiHKaM, fKi MJIaHYIOTh 3aBariTHITH.
SAxmo mig yac JIKyBaHHS UM 3aCO00M MIATBEPKYETHCS BariTHICTh, HOTO 3aCTOCYBaHHS HEOOX1THO
HEraifHO MPUIMHUTHU 1 3aMIHUTH IHIIMM JIKapChbKUM 3ac000M, TO3BOJEHHUM Uil 3aCTOCYBaHHSA
BariTHUM.

JlaHi emiieMioNoriYHUX JOCHIKeHb PU3MKY TE€paTOreHHOCTI micis ekcro3uiii iHriditopis AIID y
[ TpumecTpi BariTHOCTI He OyJiM MEPEKOHIMBUMHU; IPOTE HEBEJUKE 3POCTAaHHS PU3UKY BUKIIIOYATH HE
MOXKHa. Xouya JlaHI KOHTPOJIbOBAHMX €MiJeMIOJIOTIYHUX JIOCTI/PKEHb AHTaroHICTIB pelenTopiB
anrioten3uny II (APAII) BincytHi, moAiOHUI pU3MK MOK€ BUHUKATU MPH 3aCTOCYBaHHI MpernapaTiB
IIBOTO KJIacy.



Excnosunis APAIl y II i III Tpumectpi, SIK BiZIOMO, YMHHUTh TOKCHYHY JiI0 Ha I JIIOJUHU
(3HWKEHHS HUPKOBOI (yHKIII, omiroriipaMHioH, 3aTpuMKa ocudikamii KICTOK dYepema) Ta
HOBOHAPOJKEHOTO (HUPKOBA HEJJOCTATHICTh, apTepialibHa riNOTeH31s, rinepKaIieMis).

VY pas3i akmo APAII 3acrocoByBanu, mounHaroum 3 Il TpumecTpy BariTHOCTI, PEKOMEHIYETHCS
yIABTPA3BYKOBE JOCITIKEHHS HUPKOBOI (DYHKIIIT Ta KICTOK Yeperna Mioja.

HemoBnsita, marepi sikux mnpuiiManu APAIL, nmoBuHHI mepeOyBaTu mMij PETEIbHHM HAIISIOM Ha
BUIIA/IOK PO3BUTKY apTepialibHOI TIOTEeH31].

[lepion rogyBaHHs IPYJUTIO

AMJIOMUTIIH TIPOHUKAE Yy TPydHE MOJOKO. YacTka MaTepUHCHKOI 03, OTPUMAHOI HEMOBIISIM,
OLIIHIOETHCST 3 IHTEPKBAPTWIBHUM Jiana3oHoM 3—7 %, makcumym 15 %. BrumB ammonuminy Ha
HEMOBJIAT HEBITOMHIA.

Ockinbku iH(MOpMAaIlisS PO 3aCTOCYBaHHSA KOMOIHAIli BaJicapTaHy/aMJIOJUITIHY y TIEpioJl TOyBaHHS
TPYJII0 BIJCYTHS, IperapaTr He PEeKOMEHIYEThCS 3aCTOCOBYBAaTH Y MEpioJ TOAYBAaHHS TPYAIIO;
Oa)kaHO 3aCTOCOBYBATH aJbTEPHATHBHI MpeNapaTv 3 BUBUCHUM MpodijaeM Oe3reKku, 0co0JuBO Yy pasi
TOAYBaHHS IPYIII0 HOBOHAPOHKEHUX a00 HEIOHOIIEHUX JIiTEH.

DepTUIbHICTD

Kniniuni gocnipkeHHs BIUTUBY HA (PEPTHIIBHICTD HE TIPOBOIMIIH.

Bancapman

Bancapran He cnpuynHIB HeOaKaHUX peakiii 3 OOKY pPernpoAyKTUBHOI CHCTEMHU Yy CaMIIiB Ta CAMOK
IIypiB IpU MEpopaibHOMY 3acTocyBaHHI y go3ax no 200 mr/kr Ha noOy. [lana nmosa y 6 pasis
TIEpEBUINYe MAKCHMaldbHY PEKOMEHOBAHY 03y IS JIONMHHM y TlepepaxyBaHHi Ha Mr/m? (y
PO3paxyHKax BUKOPUCTOBYBaIH 103y 320 Mr Ha 700y Il IepOpaibHOro NPUHOMY MAIliEHTOM Macol0
60 xr).

Amnoounin

VY HesKuX maIieHTiB, SKi MPOXOAMIIH JIIKYBaHHs OJOKaTOpaMH KaJIbLI€BUX KaHATIB, MOBIIOMIISLITN TIPO
BUIAIKA OOOPOTHUX OIOXIMIYHMX 3MiH y TOJIBKax crepmaro3o0imiB. KIiHIYHMX JaHUX 3 MPUBOILY
BIUIMBY aMJIOJIUIIIHY Ha (DepTUIIBHICTD HEAOCTaTHRO. B OgHOMY 3 JAOCHiKeHb Ha Imypax Oynu
BUSBIICHI HEeOaXKaH1 peakilii 3 60Ky (epTUIBHOCTI CaMIIiB.

30amuicms  énausamu Ha WEUOKICMb peakyii npu KepysawHi asmompaHcnopmom abo HWUMU
MexaHismamu.

V namienTiB, ski 3acTocoByloTh Kopcap® AM, Moke BHHHKATH 3amaMOpOuYeHHs abo BigdyTTs
CIIabKOCT1 Mmicis IpuiioMy IpernapaTy, TOMY BOHM IOBHHHI BpPaxoBYBaTH 1€ MiJ] Yac KEpPYyBAaHHS
aBTOTPAHCIOPTOM Ta poOOTi 3 MOTEHLIIHO HEOE3MEUHUMH MEXaHI3MaMHu.

AmItoMmiH MoOXe clla0ko abo TMOMIpHO BIUIMBATHM Ha 3JAaTHICTh KEPYyBAaTH aBTOTPAHCHIOPTOM abo
MPALIOBATH 3 IHIIMMU MEXaHI3MaMU. SIKIO MallleHTH MiJ] 4ac 3aCTOCYBaHHS aMJIOAUIIHY BiJUyBalOTh
3araMoOpOYEHHsI, TOJIOBHUM O171b, BTOMY a00 HYJOTY, iX PEaKI[isi MOYKe MOPYIIYBaTUCS.

Cnocio 3acmocysannsa ma 0o3u.

[NamienTH, y sIKUX apTepiajbHUM TUCK HEaJIeKBaTHO PETYJIIOETHCS MOHONpEnapaTaMu aMmJIoIuIiHy abo
BallcapTaHy, MOXyTh OyTH mepeBelieHi Ha KoMbiHoBaHy Tepamito mpemapatom Kopcap® AM.
PexomenioBaHa 103a — 1 TabneTka Ha 106y. Tabnetku Kopcap® AM MoxkHA MpUitMATH HE3ANEKHO
Bix mpuitomy ixi. PexomennyeTses npuitmati Kopcap® AM, 3amuBaroun #0ro HEBETHKOIO KilbKiCTIO
Boau. TaOJIeTKH HE M UIATal0Th JUIEHHIO.

TarieHTiB, SKi MPUItMAIOTH BalcapTaH i aMIOMIIIH OKPeMo, MokHa TiepeBecTH Ha Kopcap® AM, sikwui
MICTHTBD Ti K CaMi 03U KOMIIOHEHTIB.

[Tepen mepexomaoM Ha KoMOiHAIIO (PIKCOBAHUX 7103 PEKOMEHAYETHCS 1HIAUBIAYaTbHUN MiIOIp A03H 3
KOMIIOHEHTaMHu (TOOTO aMIUIOAMITIHY 1 BajicapTany). Y pasi KIIHIYHOT HEOOXiJHOCTI MOXHa
PO3MISTHYTH MOXJIMBICTH O€3MOCEPETHBOT 3aMiHM MOHOTEparii Ha KoMOiHaIi0 (HIKCOBAHUMHU JI03aMHU.
MaxkcumanbHa 1060Ba g03a — 1 Tabnerka Kopcap® AM 5 mr/80 mr a6o 1 tabnerka Kopcap® AM
5 mr/160 wmr, a6o 1 Tabmetka Kopcap® AM 10 mr/160 mr (MakcHMMaibHO MOMYCTHMi I03M
KOMITOHEHTIB mpemnapaty — 10 Mr 3a BMicToM amiioautiny, 320 MT 3a BMICTOM BajicapTaHy).
Jlo3yBaHH4 JUIsl OKPEMUX TPV MAalli€HTIB

Topywenns ¢ynxyii HUpoK

Hemae mocTymHWX KITIHIYHMX JAaHUX IOJO 3aCTOCYBaHHS NAIi€HTaM 3 TSDKKHUMH TOPYIICHHSMH
¢byHKLIT HUPOK.




[Mamientam 3 mopymeHHsIMU (QYHKII{ HUPOK JIETKOro a00 MOMIPHOTO CTYIEHS TSHXKKOCTI KOPEKLis 1031
He ToTpiOHA. Y TAaIll€HTIB 3 MOPYIICHHSAMU (YHKII HUPOK TOMIPHOTO CTYINEHS PEKOMEHIYETHCS
KOHTPOJIIOBATH PiBHI KaJIil0 1 KPEaTHHIHY B KPOBI.

CynyTHe 3actocyBanHs Kopcap® AM 3 amicKipeHOM IPOTHIIOKAa3aHO MAIi€HTaM 3 MOPYIIEHHAMH
dynkuii mupox (LIK® < 60 mr/xs/1,73 M?).

Llyxposuii diabem

Cynytre 3actocyBaHs Kopcap® AM 3 aicKipeHOM HPOTHIOKA3aHO MAIi€HTaM 3 IIyKPOBUM
niabeTom.

THopywenus @yHryii nevinku

penapar Kopcap® AM npoTunoka3aHnii mamieHTam 3 TSHKKMMH TTOPYIICHHAME QYHKIIIT MeuiHKH.

3 obepexHicTio ciia 3acTocoByBatu Kopcap® AM namnienTam 3 mopymeHHaMH QYHKII medinku a6o
OOCTPYKTUBHMMH 3aXBOPIOBAHHSAMH JKOBUHUX MIIAXiB. JIJIs Mami€HTiB 3 MOpPYHICHHAMH (YHKIIT
MEYiHKH JIETKOro a0o TMOMIpHOTO CTymeHs Oe3 XoyiecTady MaKCHMalbHa PEKOMEHIOBaHa /032
cTaHoBUTH 80 MT BajicapTaHy.

Pexomennanii 3 103yBaHHs aMJIOJUIIHY JJISl TAIIEHTIB 3 JIGTKMM YU MOMIPHUM MOPYIIECHHIM (QYHKITIT
ne4yiHku He po3poOneHi. [Ipu mepeBefeHH! TakWX MAIliEHTIB 3 apTEPiaIbHOIO TIMEPTEH3IE (IUB.
posain «[lokazannsy) i mopymennam (yHknii nedinku Ha ammoaumin a6o Kopcap® AM HeoOximHO
MpU3HAYaTH HaWMEHIly 3 PEKOMEHJOBaHMX J03 aMJIOJUIiHy B MOHoTepamii abo y ckiaai
KOMOIHOBAHOI Tepartii.

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

JIist manieHTIB JITHHOTO BiKY PEKOMEH/I0BaH1 3BUYAiiHI CXEMH J103.

Crig notpumyBatucsa 00epeXHOCTI MU MiABUIICHHI 03U MpenapaTy MnaiieHTam JITHBOTO BiKY.

[Ipu mepeBeneHHI TakuX MAIiEHTIB 3 apTepiayibHOIO rinmepTensiero (auB. po3nin «lloka3aHHs»)
i mopymrenHaM QyHKIii medinky Ha amnoaumin abo Kopcap® AM HeoOXifHO IIpU3HAYATH HaiMEHITY
3 PEKOMEH/IOBAaHHMX /103 aMJIOJUITIHY Y MOHOTepartii a0o y ckiiai KoMOiHOBaHOI Teparmii.

Iediampuuni nonynsayii

besneka Ta edexkTHUBHICTH 3acTOCyBaHHS KOMOiHaLii BaJcapTaHy/amJIOTUIIHY IiTSM (BIKOM [0
18 pokiB) He nocnigxena. JlaHi BiICyTHI.

Himu.

JlocaikeHHsl JIIKYBaHHS UMM IpenaparoM aited (Bikom 1o 18 pokiB) He mposoawnu. Tomy 1o
oTpuMaHHs 6imbm moBHOI iHdopmamii Kopcap® AM He pekoMeHIyeThcs 3aCTOCOBYBATH IS
JIKYBaHHS JITEH.

Ilepeoo3ysanns.

Cumnmomu

Jlotemep BIACYTHIM JIOCBi Tepeno3yBaHHsS KoOMOiHaIi BajcapTany/amionumidny. OCHOBHUM
CUMIITOMOM TIepello3yBaHHs BaJicapTaHy, IMOBIpHO, € BHUpPaX€Ha apTepiajibHa TiNMOTEH3isd 13
3arnaMopodeHHsIM. [lepeno3yBaHHs aMJIOIUIIIHY MOXKE€ MPHU3BECTH JI0 HAPOCTaKouoi nepupepuyHoi
BazoaMiartauii i, IMOBIpHO, A0 pediexTopHoi Taxikapaii. [ToBitomisiin mpo 3HauHy 1 MOTEHLIHHO
MIPOJIOHIOBaHY CUCTEMHY T1IIOTEH3110, @K JI0 IIOKY 1 JIETaIbHOI'O HACHTIJIKY.

Pinxo moBiioMIIsUIOCS PO PO3BUTOK HEKApIOT€HHOT0 HAOPSIKY JIETEHIB SIK HACIIJOK Iepe103yBaHHs
aMJIOIMITIHY, SKMM MOXE MpPOSBIATUCS 3 BIACTPOUEHUM IMOYaTKOM (depe3 24-48 roauH micns
npuiioMy) 1 mOTpeOyBaTH IMITY4YHOI BEHTWIALIT JiereHb. PakTopamu, M0 CHPHUSIOTH PO3BUTKY
HEKapAI0reHHOro HaOpsKy JiereHb, MOXYTh OyTH paHHI peaHiMaliiHi 3axofu (BKJIHOYAOUd
NepeBaHTAKEHHSI PIAMHOIO) U1 MIATPUMKH niep(y3ii Ta cepieBOro BUKULY.

Jlikyeanns

SIkmo mpemapar MNPUMHATO HEN[OJaBHO, CIIJI BHUKJIMKATH OJIOBaHHS a00 MPOMUTH IIIITYHOK.
BcMokTyBaHHS aMITOINTIIHY 3HAYHO 3HIDKYETHCS TIPU 3aCTOCYBaHHI aKTHBOBAHOTO BYTULIA 0/Ipa3y XK
a00 BNPOJOBK 2 TOAMH Micis MPUHOMY aMIIOJIUIIIHY.

Kniniuno 3Hadymma apTepiadbHa TiMOTEH3is, cIpHYMHEHa mepenosyBaHHaM Kopcap® AM, Bumarae
aKTHUBHOI MIATPUMKU CTaHY CEpLEBO-CYJMHHOI CHCTEMH, BKJIIOYAIOYM YacCTUH KOHTPOJIb CEpIEBOi 1
nuxaiabHOi (YHKIIIHM, MiJHOM KIHIIBOK, YBaru 70 00’€My LMPKYIIOKOYOi PIIMHU 1 CEUOBUITYCKAHHS.
Jns  BIIHOBIEHHS  CYAMHHOTO TOHYCY Ta apTepiaibHOrO THCKY MOJKHA  3aCTOCYBaTH
CYAMHO3BY)KYBAJILHUI TIpenapaT TpW BiJICYTHOCTI MPOTHIIOKa3aHb Il HOro 3actocyBaHHs. [lpm
CTIMKOMY 3HMKEHHI apTepiajIbHOTO THCKY, SIKE € HACHIIJIKOM OJIOKaJM KaJbI[IEBUX KaHAIIIB, MOXe OyTH



JOLTBHAM BHYTPIITHHOBEHHE BBEJICHHS KAJIBIIIO TIIIOKOHATY.
Busenenns BancapTany 1 aMJIOMITIHY 32 IOIMTOMOTOI0 T€MO11aJT1i3y MaJOMMOBIPHO.

Ilo6iuni peaxuii.

besneka koMOiHallii BajgcapTaHy/aMaoauminy Oyina OIiHeHa y XOi KIHIYHUX JOCHiKeHb. [1o01uHi
peaxiiii, mo crocrepiramcs HaidacTtime abo Oynu 3HaAYHUMU a00 TSOKKUMU: Ha30(apUHTITH, TPHII,
rinepuyTauBiCTh, TOJIOBHHM OiJb, HEMPUTOMHICTh, OPTOCTATHMYHA TiMOTEH3is, HAOPSKU, HAOPSKU
M’SKHUX TKaHWH, HaOpsaku oO0nuuus, nepudepudyHi HaOpsSKWA, MiABUIICHA BTOMIIIOBAHICTD,
MOYEPBOHIHHS 00JIMYYS, aCTEHIs Ta MPUILIUBH.

[Ipu omiHIOBaHHI YaCTOTH BHHHKHEHHS IMOOIYHMX pPEaKIii BUKOPUCTAHI TakKi KpUTEpli: AyXe 4acTo
(>1/10); gacro (>1/100, <1/10); nwegacto (>1/1000, <1/100); pinko (=1/10000, <1/1000); myxe pinko
(<1/10000); HeBimOMO (4aCTOTY HE MOYKHA OIIHUTH 32 HASBHUMH JTAaHUMH ).

Kiac cucremu opranis [To6iuynHa peakiris Yacrora
MedDRA Bancapran/  |Amuogunin | Bancapran
amMJIOTUTIH

Iadekmii Ta inBazii Hazodapusrit Yacrto -- --
['pun Yacto -- --

3 00Ky KpoBl  Ta | 3HM)KEHHs PIBHS IreMOrjo0iHy -- -- Hesinomo

TiM(paTUIHOT CHCTEMH 1 TEMaTOKPHUTY
Jleitkonenist -- Hyxe --

piaKo
Hetitponenis - -- Hesigomo
TpomOoruToneHiss, IHKOIU 3 - Hyxe Hesigomo
ypIyporo piako

3 60oky iMmyHHOI cuctemu | ['inepuyTiauBicTb Pinxo Hyxe Hesimomo

piaKo

[lopymenns xapuyBaHHs | AHOpeKCis Heuacto -- --

Ta MeTabomi3my ['inepkanbIiemis Heuacro -- --
[nepruikemis -- Hyxe --

P1IKO
[nepainigemis Heuacro -- -
['inepypukeMis Heuacto -- -
I'inokaniemis Yacto -- -
['inonarpieMis Heuacro -- -

3 OOKy MCUXIKU [Henpecis -- Heuacto --
Tpusora Pinxo -- --
be3conHs/po3naau cHy -- Heuacto --
Ilepenaau HaCTPOIO -- Heuacro --
CrutyTaHicTh CBIZJOMOCTI -- Pinko --

3 Ooky HepBoBoi cuctemu | [lopymeHHst koopauHalii Heuacro -- --
3anaMopoYeHHs Heuacto Yacro --
IToctypanbHe 3an1aMOpOYEHHS Heuacrto -- --
Jlucressis -- Heuwacto --
ExcrpanipamMiHuii cuHIpoM -~ Hesinomo ~=
["ostoBHMIA 6111b Yacro Yacro --
['inepren3is -- Hyxe --

piaKo
[TapecTtesis Heuacto Heuacro --
[Tepudepuuna HEeBpOIaTis, -~ Hyxe =
HEeBpOMaTis piako
COHIHBICTh Heuacto Yacro --
HenpuToMHICTh -- Heuacro --
Tpemop -~ Heuacto ~=
['inectesis - Heuacto -




3 60Ky oprasiB 30py [Topymenus 30py Pinko Heuacto --
OcnabieHHs 30py Heuacrto Heuacto --
3 Ooky opraniB ciyxy i | lllym y Byxax Pinxo Heuwacro --
Ta0IpUHTY
3anamMopoYeHHSs Heuacro -- Heuacrto
3 Ooky cepiist BimayrTs cepueOuTTs Heuacto Yacrto --
Henpuromuicts Pinko -- --
Taxikapuis Heuacro -- -
Aput™mii  (y TOMy  4HCII -- Hyxe --
Opanukapnis, LUIYHOYKOBA piako
Taxikap/is, Gbi0puITsIIIis
nepeacep/ib)
IandapkT miokapa -- Hdyxe --
P1IKO
3 OOKy cyAMH [inepemist -- Yacro --
l'oronis Pinko Heuacto --
OpTtocTaThyHa TIOTEH3Is Heuacto -- --
Backynit -- Hyxe Hesinomo
piaKo
3 00Ky nuxanpHoi | Kamens Heuacro Hyxe Hyxe pigko
CHUCTEMU piaKo
3anunika -- Heuacto --
dapuHronapuHreaabHui O01J1b Heuacto -- --
PuniT -- Heuwacro -
l"acTpoiHTecTHHAIBHI AOnomiHanbHUN JAUCKOMGOPT Heuacto Yacrto Heuacto
MOPYILIEHHS Ta OUTb y BEpXHIX AUTSHKAX
XKHUBOTA
3MiHa puTMY Aedekarii -- Heuacto --
3amop Heuacro -- --
Hiapes Heuacto Heuacto --
CyxicTb y poTi Heuacto Heuacto --
Jucnerncis -- Heuwacrto --
I'actpur -- Hyxe --
piako
INinepruiasis siceH -- Hyxe --
piako
Hynora Heuacto Yacro --
ITankpeatur -- Hyxe --
P1IKO
biroBaHHs -~ Heuacto =
AHTIOHEBPOTUYHMNA  HaAOpsK Hyxe pinko
KAIICYHUKY
3 Ooky renatoOutiapHOi | ATHMIOBI TPOOH PYHKIIIT -~ Hyxe Hesinomo
CUCTEMH NEYiHKH, BKIIOYAIOYH piako*
M1JBUIICHHS P1BHS OUTIpYO1HY
B KpOBI
I'ematut -- Hyxe --
piako
BHyTpimHboneyiHkoBUi -~ Hyxe =
XO0JIeCTa3, JKOBTSHUIISA piako
3 00Ky HIKipH 1 | Anonenis -~ Heuacto ~=
MAMKIPHUX TKAaHUH AHT10HEBPOTUYHHI HAOPsIK -- Hyxe Hesinomo

p1IKO




Bynbo3Huii nepMatut -- -- Hesigomo
Epurema Heuacto -- --
MynbeTrdopMHa epuTeMa -- Hyxe --
piako
Ex3anTema Pinko Heuacto --
[ineprigpo3 Pinko Heuwacro --
CBITJIOUYTIUBICTh peaKIlii -- Heuacto --
Cep0Oix Pinko Heuacto Hesigomo
Ilypnypa -- Heuacto --
Bucun Heuacto Heuacto Hesigomo
3ue0apBieHHs MIKipU -- Hewacro --
Kponup’suka ta iHm ¢opmu -- Hyxe --
BUCUITY piako
ExcdomiatuBHuii gepmMatut -- Hyxe --
piako
Cunapom CriBeHca— -- Hyxe --
JlxoHcoHa piaKo
Habpsx KBinke -- Hdyxe -
piIKO
Tokcnyamii  emizepMaibHUN -- Hegsinomo -
HEKpOJIi3
3 00Ky KICTKOBO-M’s130BOi | ApTpaurist Heuacro Heuwacro --
CUCTEMU bine y cniuHi Heuacrto Heuacto --
[Tpumyxuicts cyraoba Heuacro -- --
M’s130B1 cyjoMH Pinko Heuacto --
binb y M’s13ax -- Heuacto Hesizomo
[Tpumyxmicts -- Yacro -
TOMIJIKOBOCTOITHOTO Cyrio0a
BiguyTTs TsOKKOCTI Pinxo -- --
3 00Ky  HHUPOK 1 | 30UIbLIEHHS PIBHS KpEeaTUHIHY -- -- Hesinomo
CEYOBUAUIBHOT CUCTEMHU B KpOBI
Po3iag ceyoBunyCcKaHHs -- Heuacro --
Hixrypis -- Heuacto --
[Tomiakiypis Pinko Heuwacro --
[Toniypist Pinko -- --
HupkoBa HemoctaTHiCTh 1 -- -- Hesigomo
NOpyUIeHHs GYHKLIT HUPOK
3 00Ky penpoayKTUBHOI | IMIoTeHist -- Heuacto --
CUCTEMH EpexrtunbHa nuchyHKLis Pinko -- -
['iHekomMacTis -- Heuacto --
3arajibHi MOPYILIEHHS AcTeHis Yacto Heuwacro --
JluckomdopT, He3y)KaHHS -- Heuacro --
[TigBuIIEHa BTOMIIIOBAHICTH Yacto Yacto Heuacto
HaOpsix o6nnyus Yacro -- --
['inepemisi, NPUIIMBU Yacto -~ -
binb y rpynsx, He 1MoB’si3aHUN -- Heuacro --
13 ceprieM
HaOpsiku Yacto Yacro --
[Tepudepuyni HaOpsiKu Yacto -~ -
binp -~ Heuacto ~=
HaOpsik M’KHX TKaHUH Yacrto -- --
JocaigxeHHs 301IbIIEHHS] PIBHS Kalilo B -~ - Hesinomo
KpOBI
301IbIICHHS MacH TiJIa -~ Heuacto --
3MEHIICHHS MacH Tijla -- Heuwacro --




* B OCHOBHOMY TOB’5I3aHO 3 XOJIECTa30M.
Jlooamkosa inghopmayis w000 komobinayii.
[epudepuunnii HaOpsK, BiAOMUI MOOIYHMN e(eKT aMJIOJUITIHY, y TMAalli€HTIB, SKi 3aCTOCOBYBAJIU
KOMOIHAIIII0 aMILIOUITIH/BajIcapTaH, y IIJIOMY BiJ3HA4YaBCAd 3 MEHIIOK YacTOTOO, HIXK Ha T
3acTOCYyBaHHA amionuniHy okpemo. Cepenns uactota mnepudepuuyHoro HaOpsKy, PpIBHOMIPHO
po3mo/iijieHa B yChbOMY 1HTepBaJi 103, cTaHoBuia 5,1 % 1 koMOiHaIiT aMmIIoAuIIiHY/BaicapTaHy.
Jlooamxosa ingpopmayis w000 KOMROHEHMI8 npenapamy.
Heb6axani peakiiii, mo panimie BiJ3HAYAJIUCS MPH 3aCTOCYBaHHI OJHOTO 3 KOMITOHEHTIB Ipenapary
(amnoguminy abo BajcapTaHy), MOXYTh TaKOXX BHMHUKAaTH 1 TPH 3aCTOCYBaHHI Ipemnapary
Kopcap® AM, HaBITh SKIIIO BOHU HE OyJIM Bi3HAYCHI y XOJII IPOBEICHHS KIIIHIYHUX JTOCITIKEHb a00
B IOCTMapKETUHT OB MEPIOI.

AMIIOTAITIH.

Yacmo CoHNUBICTh, 3alaMOPOYCHHS, BITYYTTSA CEpLUEOUTTS, abaoMiHAIBbHUN OiTb, HYIOTA,
HMPUITYXJIICTh IIIUKOJIOTKH.

Heuacmo be3coHHs, 3MiHM HACTPOKO (BKJIIOYAIOYH 3aHETIOKOEHHS), JACTPECis, TPEMOp, JAUCTEB3is,
HETNPUTOMHICTD, TilecTe3is, MOPYMEHHs 30py (BKIIOYAIOUN TUILIONIIO), IIIyM B ByXax,
TiNOTeH3is, JHWCITHOE, PHHIT, OJIOBaHHS, IUCIENCIs, ajolelis, Iypimypa, 3MiHa
3a0apBIICHHS IIKIPH, TIMEPTiapo3, CBEpOiXK, eK3aHTeMa, MIaJIris, M’sI30B1 CyIOMH, Oib,
CEUOBi MOPYIICHHS, 301IbIICHHS] YaCTOTU CEYOBUITYCKAHHS, IMIIOTEHIIiS,, TIHEKOMACTis,
O1IIb y TPYAHINM KT, 3arajibHe He3MyKaHHs, 30UTbIICHHS a00 3MEHILEHHS MacH Tijia.

Pioko CrutyTaHicTh CBiIOMOCTI.

Hyorce pioko  JIeHKOIUTONCHIA, TPOMOOIMTOICHIS, ajJepriyHi peakuii, TinepriikeMis, TiNepTOHis,
nepudepuyHa HeBpomaris, iHQapKT MioKapaa, apuTMis (BKIIOYAI0YH OpaaHKapIiio,
BEHTPUKYISIPHY Taxikapiailo Ta (iOpuisLilo mepenceplib), BAaCKYIIT, MaHKPEATHUT,
racTpHT, TiMepIuias3is sCEH, TIeNaTHT, >KOBTSHUIIA, ITIBUIICHHS piBHIB ()EPMEHTIB
MEYiHKW, 3a3BUYail MOB’si3aHE 3  XOJEeCTa30oM, AaHTIOHEBPOTUYHMHA  HaOpSK,
MyI6TH(QOPMHA €pHTEeMa, KPOMUB’SIHKA, eKc(oNiaTHBHUNA JEPMATUT, CHHAPOM
CriBeHnca—/l»oHcoHa, HaOpsk KBiHke, GOTOUYTIHBICTD.

Hegioomo ToxcuuHMi enigepMaTbHUN HEKPOITI3.

Bigznauanucst okpemi BUTIAJKH €KCTPAMIPaMiTHOTO CUHIPOMY.

Basicapran.

Hwxue3a3snadeHi A07aTKOBI MOOIYHI SIBHINA BiJA3HAYaIM B XOJ1 KIIHIYHUX BHUIPOOYBaHb MpHU

MOHOTEparnii BaJCapTaHOM HE3aJEeKHO BiJ NMPUYMHHO-HACIIIKOBOIO 3B’S3KYy 3 IpernapaTroM, IO

BHUBYAETHCS.

Yacmoma negiooma 3HWKEHHS PIBHS TE€MOIIOOIHY, 3HM)KEHHS pIBHS T'€MaTOKpPUTY, HEWUTPOIIEHIs,
TPOMOOLIUTOIEHISI, MIABUIIECHHS PIBHSA Kalil0o B CHPOBATI KPOBIi, MiJBUIIECHHS
3HAa4YEHHS MEYIHKOBHUX MPO0, y TOMY YMCII KOHLEHTpalii O1ipy0iHy B CUpOBaTIii
KpOBi, HUPKOBa HEJIOCTATHICTb 1 MOPYIIEHHS HUPKOBUX (DYHKIIH, MiJBUILECHHS
pIBHS KpeaTHHIHY B CHpOBAaTIi KpOBi, aHT1OHEBPOTHUYHMN HaOpsK, Miairis,
BACKYJIIT, peakilii TinepyyTIMBOCTI, y TOMY YHCII CHPOBAaTKOBa XBOPOOa.

IoBitoMIEHHS ITPO Mi/103PIOBaHI NOOIYHI PeaKIlii.

[ToBigomMieHHs po MOOIYHI peakiii miciis peecTpalii JiKapchbkoro 3aco0y mMae Benuke 3HaueHHs. Le
Jla€ 3MOTY MPOBOJUTH MOHITOPUHT CIIiBBIJHOIICHHS KOPUCTH/PU3UK MPHU 3aCTOCYBaHHI I[OTO
JKapCchKOTO 3acol0y. Meauyaum Ta (GapMareBTUYHUM MpaIliBHUKAM, a TaKOXX TallieHTaM abo iXHIM
3aKOHHHMM IPEJCTaBHUKAM CIIiJ] MOBIIOMIIATH MPO yCi BUMAJIKU MiJ03pPIOBAaHUX MOOIYHHUX peakiliii Ta
BIICYTHICTh €(DEKTHBHOCTI JIKapCHKOTO 3ac00y dYepe3 aBTOMATH30BaHY IH(OpPMAIIHY CHUCTEMY 3
(bapmakoHarisiay 3a nocuinanssm: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 2 poxu.
He 3acTocoByBaTi npenapar miciist 3aKiH4eHHsI TEPMIHY IPUJIATHOCT1, BKA3aHOTO Ha YIaKOBIIi.

YmoBH 30epiranns. 30epiratv B OpUTiHAIBbHIN YIAKOBII Mpu TemiiepaTypi He Buie 25 °C.


https://aisf.dec.gov.ua/

30epiratu y HEJJOCTYITHOMY TSI IITEH MicCIIi.

YnakoBka. [To 10 tabnetok B 6iictepi. 1o 3 abo 5, abo 6 6micTepiB y nmauii.
Kareropis Binmycky. 3a peuenrom.

Bupoonnk. AT «®apmak».

Micue3Haxo/:keHHs1 BUPOOHMKA Ta HOro ajgpeca Micusi IPOBAKEHHA TisIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupuiisceka, 74.

Jata ocranuboro neperJsiay. 30.09.2025.



