Ckian

Oitoyi peyosuHU: BaJicapTaH Ta aMJIOOUITiHy Oecuinar;

1 TabrmeTka MicTUTh aMmioguItiny 6ecunarty (y nepepaxyBaHHi Ha 100 % 6e3BomHY
pedoBUHY) - 6,94 Mr, 110 €KBiBaJIEHTHO aMJIOOUIIIHY - 5 MT; BaJjicapTaHy (y
nepepaxyBaHHi Ha 100 % 6e3BogHy pedoBuHy) - 80 Mr abo

amiiogumniny 6ecumnaty (y rnepepaxyBaHHi Ha 100 % 6e3BoaHYy pedyoBUHY) - 6,94 MT, 1110
eKBiBaJIeHTHO aMJIOIUIIiHYy - 5 MT; BajicapTaHny (y nepepaxyBanHi Ha 100 % 6e3BogHY
pedoBuHy) - 160 Mr, abo

amsioguniny 6ecumnaty (y nepepaxyBaHHi Ha 100 % 6e3BogHy pedoBuHy) - 13,88 mr,
1110 eKBiBaJIeHTHO amMiaoauIliny - 10 Mmr; BancapTany (y nepepaxyBaHHiI Ha 100 %
0e3BOOHY pedyoBUHY) - 160 MmT;

OONOMIJCHI peuyoBUHU: ITeII0I03a MiKPOKPHUCTAaIiYHa, KPOCIOBIMOH, KPEMHII0 TJiOKCHUTI
KojloigHuM 0e3BOOHMIM, MarHilo cTeapar;

00010HKa 04151 mabaemok 5 m2/80 me: Opadry I 85F 220088 Yellow (mormiBininmoBui
cuupT, TuTany giokcupn (E 171), makporos, Tanbk, 3ajila okcup xkostuil (E 172),
3amiza okcupg yepBoHui (E 172));

060/10HKa 0151 mabaemok 5 me/160 me: Opadry II 85F 220088 Yellow (momniBiHimoBuit
criupT, TuTaHy giokcupn (E 171), makporos, Tanbk, 3aiila okcup xkoBtuii (E 172),
3amiza okcug yepBoHui (E 172));

006010HKa 04151 mabaemok 10 me/160 me: Opadry II 85F 220087 Yellow (momiBiHimoBuix
cuupT, TuTany giokcupn (E 171), makporos, Tanbek, 3ajiza okcupg xkostuil (E 172),
3arisa okcupn yepBoHuii (E 172)).

JIikapcbKa ¢dpopMma

TabreTKu, BKPUTI IIJTIBKOBOIO 000JIOHKOIO.
OcHoBHI (pi3uKo-xiMiuHi 81aCcMuBoCmi:

mabsaemku 5 me/80 me: TabneTKu Kpyriaoi ¢opMu 3 IBOOIIYKJIIOI TOBEPXHEIO, BKPUTI
IJIiIBKOBOIO 000JIOHKOIO, 2KOBTO-KOPUYHEBOT' O KOJILOPY;

mabsaemku 5 me/160 me: TabneTKu KPyTriiol GopMu 3 JBOONYKIIOIO IIOBEPXHEI0, BKPUTI
IJIiBKOBOIO 000JIOHKOIO, 2KOBTO-KOPUYHEBOT'O KOJIBOPY;



mabsaemxku 10 m2/160 me: TabneTku Kpyriaol ¢opMu 3 IBOOITYKJIOK ITOBEPXHEIO, 3
PHUCKOIO 3 O[THi€l CTOPOHU, BKPUTI IJIIBKOBOIO 0O0JIOHKOI0, CBiT/I0-3KOBTOT'0 KOJILOPY 3
KOPUYHEBUM BiITIHKOM.

®dapMaKoTepalneBTHYHA Irpyna

KoMmb6inoBaHi nmpenapaTu iHribiTopis aurioren3uny II.

Kog ATX C09D BO1.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

Kopcap® AM MiCTUTH ABa aHTUTINIEPTEH3UBHI KOMIIOHEHTH 3 IOJaTKOBUMU
MexXaHi3aMaMU KOHTPOJII0 apTepialbHOI'O TUCKY y IAlll€HTIB 3 eCeHIiaIbHO
rinepTeH3i€r0: aMJIOOUIIiH HaJIeXKUTh 00 KjlaCy aHTaroHiCTiB KaJbllilo, a BajicapTaH —
OO KJlaCcy aHTaroHicTiB aHriotren3uny II. KomOiHalis 1iux iHrpedi€eHTIiB Ma€e agUTUBHUMN
QHTUTINEPTEH3UBHUY e(PEKT, 3HNKYIOUU apTepialbHUN THUCK OiIbIIIOI0 MipOIo, HiXK
KOJK€EH 13 KOMIIOHEHTIB OKpPeMO.

AMA00UNiH.

Awmnogunin iHribye TpancMeMOpaHHe IPOHUKHEHHS 10HIB KabIlilo y TJIagKi M’ 13U
cepiis i cynuH. MexaHi3M aHTUTIIEPTEeH3UBHOI il aMIOAUIIIHY 3YMOBJIEHUMN IIPSIMUM
PEeJIaKCyUYUM BIIJINBOM Ha I'JIafiKi M’'3U CyOWH, 110 IIPU3BOOUTH 00 3MEHIIEeHH T
nepudepuyHOro CyOuHHOTO OIIOPY i 10 3HUKEHHS apTepialbHOIO THUCKY.
ExcnepuMeHTaIbHI faHl OiOTBEPAXKYIOTh, 1110 aMJIOOUIIIH 3B I3YETHCA I10
OUTIOPOIIIPUANHOBUX 1 HETIAPOIIPUOUHOBUX MiCIIX 3B'13Ky. CKOPOTJ/IUBI ITpOoLiecu
CepLeBOro M’si3a i rjmagKux M’g3iB CyOUH 3ajiekaTh Bifl IPOXOAXKEHHS IO03aKIITUHHOT O
KaJIbIlilo B Ii KJIiITUHY Yepe3 crenudivHi i0HHI KaHaIu.

[Ticns BBeOeHHS TepaleBTUYHUX 03 MalliEeHTaM 3 apTepiajibHO TillepTeH3iet0
aMJIOOUIIIH CIPUYUHSE Ba30auaTallilo, 110 IPU3BOOUTH OO0 3HUKEHHS apTepialbHOTO
TUCKY B IIOJIOKEHHAX MallieHTa JjieXXauu i CToss4u. Take 3HUKEHHS apTepialbHOT O
TUCKY HE CYIIPOBOMXKYETHCSA iCTOTHOIO 3MiHOI0 IIBUIKOCTI CEPLIEBUX CKOPOYEHb abo
PiBHIB KaTex0JlaMiHiB y I1Jla3Mi KPOBI IpU TPUBaAJIOMYy 3aCTOCyYBaHHI.

EdekT Kopenioe 3 KOHIIEHTPAlliaMH y IJIa3Mi KPOBi ¥ MOJIOAUX MAIli€HTIiB 1 ITAIliEHTIB
JIITHBOTO BIKY.

Y nanieHTiB 3 apTepiaabHOIO TillePTEH3i€I0 Ta HOPMaJIbHOIO (PYHKIIIEI0O HUPOK
TepalleBTUYHI JO3U aMJIOOUIIIHY IPU3BOOATH 00 3HUXKEHHSI PeHaJIbHOI'0 CYOUHHOT O
OMOPY i MiABUIIEHHS PiBHSA IJIOMepPyIspHOl QinbTpaillii, a TaKoXK e(peKTUBHOTO



HUPKOBOTO MOTOKY IJIa3Mu 6e3 3MiH ¢paxiiii, 1o ¢pinbTpyeThest, abo mpoTeinypii.

Ak iy BumagKy 3 iHmuMu 610KaTopaMu KallbIliEBUX KaHalliB, BUMipIOBaHHS
reMoguHaMiKu ceplieBol ¢pYHKIIil Y CIIOKOI Ta IMPpU HaBaHTaxXeHHi (abo mpu xoan6i) y
Mali€eHTiB 3 HOPMa/JIbHOIO (PYHKIII€I0 HITYyHOYKIB, ITPOJIIKOBAHUX aMJIOOUITIHOM, Y
IIiJTOMy ITOKa3alau HeBEJIUKeE ITiABUILEHHS CEPIIEBOT0 iHAEKCY 6e3 iCTOTHOTO BILJIMBY Ha
dP/dt ab6o Ha KiHIleBUM OiaCTOIYHUYN TUCK 41 00’€M JIiBOTO IIIJTYHOYKA. Y
reMOAMHaMIYHUX OOCIIOXKEHHSIX aMJIOOUIIIH He IIPOSBJIsIB HETaTUBHOI'O IHOTPOIIHOT O
edeKTy Ipu 3aCTOCYBaHHI TepalleBTUYHUX OO3 B iIHTAKTHUX TBapUH Ta JIIOAEM, HaBiTh
IIpU CyMiCHOMY BBefeHHi 3 6eTa-0/l0KaTopaMu JIIOOSIM.

Awmrnogunin He 3MiHIO€E PYHKITiI0O CHHYCHO-TIEPEACEPAHOr0 By31a abo mepencepoHo-
IIJTYHOYKOBO1 IIPOBITHOCTI y 3MOPOBUX TBapUH ab0 MIOAMHU. Y KITIHIYHUX
OOCIiAXKEHHAX, B TKUX aMJIOJUIIiH 3aCTOCOBYyBanu B KoMOiHallil 3 6eTa-610KaTOpaMu y
MMallieHTiB 3 apTepiaabHOIO TilmepTeH3ieo abo CTeHOKap/ieo, 3MiH ITOKa3HUKIB
eJIeKTpoKapaiorpaMu He OyJio Bim3Ha4eHO.

CriocTepiranucs MO3UTUBHI KIiHI4YHI epeKTH aMJIOOUIIIHY Y IAlli€EHTIB 3 XPOHIYHOIO
cTabiTbHOIO CTEHOKAPOi€I0, BA30CIIaCTUYHOIO CTEHOKAP/Ii€l0o Ta ilmeMivyHO0 XBOP00O0Io,
o O6ya migTBepAXKeHa aHriorpadiuHo.

3acmocyeaHHA nauieHmam 3 apmepia/sabHOK 2inepmeH3i€r0

[Tpu mocmigKeHHI aHTUTIIEePTEH3UBHOI Ta TiHOJiIigeMigyHOol Teparllil IonepeaKeHHs
CepleBOro Halagy IIPH JIETKiM Ta HOMIPHiA apTepiaibHil rinepTeH3il y malli€HTiB 3
HasIBHUM Xo4a 0 M0 OOHUM [0OaTKOBUM (paKTOPOM PU3UKY PO3BUTKY illleMidHOI1
XBOpPOOU ceplis i3 3aCTOCyBaHHAM aMJIOAUITiHY (y mo3i 2,5-10 Mr Ha goby) abo i3
3acTocyBaHHSM JisuHONpUNy (y mo3i 10-40 Mr Ha moOy) sIK mepImoi JiHil Teparrii
MMOPiBHSAHO i3 3aCTOCYBaHHSM Tia3UAHOTO OiypeTHKa XJIopTanimoHy (y go3i 12,5-25 mr
Ha mo0y), OyJ10 BUSIBIIEHO, ITI0 3HAYYIIIUX BiIMiHHOCTEH y KiNbKiCcTi BUIIagKiB inmeMiuyHOI
XBOpPOOU ceplis 3 IeTaJlbHUM pe3yabTaToM abo iHpapKTy Miokapaa 6e3 meTalbHOTO
pe3ynbTaTy He criocTepirasnocs. KibKicTh BUNIafKiB PO3BUTKY CEPIIEBOI HEJOCTATHOCTI
OyJia 3Ha4yIIo OiNbIIIOIO B IPYIIi 3aCTOCYyBaHHSA aMJIOAUITIHY OPiBHSIHO 3 TPYIIOI0
3aCTOCYBaHHS XJIopTaigony. OgHak He OyJI0 Bif3HaYeHO 3HAYYIIINX BiIMiHHOCTEM 3a
IIOKa3HUKOM JIETaJIbHOCTI 3 YCIX IPUYUH MiXK I'pyllaMU 3aCTOCYBaHHS aMJIOOUIIIHY Ta
XJIOPTaJligoHY.

Baacapmamt.

BarncapTaH € akKkTUBHUM, IIOTYKHUM i ClieIu(PidyHMM aHTarOHiCTOM pelenTopiB
aHrioTeH3uHy lI, 110 NpU3HaYEeHUU [OJI BHYTPIIIHBOI'O 3aCTOCYBaHH. BiH nie
BUOIPKOBO Ha PELENTOPU MifgTUILY AT1 sIK1 PIOKO IIOLIMPEH] 1 € BigIOBiZa/IbHUMHU 3a
edexkTu anriorensuny II. ITigBuiieHi piBHi aHrioTeH3uHy Il BHacmimok 610Kamu ATl'



peLenTopiB BajicapTaHOM MOXKYTbh CTUMYJIFOBATU BiJIbHI ATZ-peueHTopH, 1110
BpPiBHOBaXy€ e(ekT ATl-peuenTopiB. BancapTran He Ma€e OyOb-IKOI 4aCTKOBOIL
aKTHBHOCTI aroHicTa BifHOCHO ATl-peuenTopiB i Mmae HabaraTo OinbIly (IPUOIU3HO Y
20000 pa3iB) CIOpPigHEHICTH 3 ATl-peueHTopaMH, HiX 3 ATZ-peueHTopaMH.

Bancaptan He npuraiyye AII®, BifoMuM TaKOXK IIif Ha3BO KiHiHa3u 1I, akuii
TepeTBOPIOE aHTioTeH3UH I B aHrioTen3uH Il i pyiiHye 6pagukinin. Buxogsuu 3
BimcyTHOCTi BrituBy Ha AII® Ta moTeHIlilOBaHHS aKTUBHOCTI OpanuKiHiHy abo
cyOcTaHnirii P, 3acTocyBaHHS aHTAroOHICTiB pelelnTopiB aHTioTeH3uHy Il 3a3Bu4ai He
CYIIPOBOIXKYETHCA KalllJleM. Y KJIIHIYHUX OOCIiAXKEHHIX, e BajicapTaH IOPiBHIOBAJIU 3
iHridiTopom AIT®, yacToTa BUMAIKiB CyXOro KaluIio Oyila 3HaYHO MEHIIOI0 Y
Malli€eHTiB, SIKi JTiKyBaJIMCs BajicapTaHOM, HiX y HaIli€HTIB, AKi MpuiiManu iHTiOiTOD
ATI®. ¥V nauienTiB, sIKi paHimie jrikyBanucs iHribitopom AII®, po3BuUBaBCS CyXuu
Kalllesib, IPY JIiKyBaHHi BajicapTaHoOM Ile YCKIaOHeHHs Oyo Bim3HadeHo y 19,5 %
BUNA[AKIB, a IPU JIIKyBaHHI Tia3ugHUM AiypeTukoM - v 19 % Bumnagkis, Toni K y IpyIi
XBOPUX, SIKi OTpUMYyBalu JIiKyBaHHS iHTibiTopoMm AII®, Kamiesb cnocTtepirascs y 68,5
% BuUmagKiB. BasicapTaH He BCTyIla€ y B3a€EMOIIO i He OJIOKY€E PelenTopH iHIINUX
ropMOHiB a00 i0HHI KaHasH, fKi, K BilOMO, BilirpaloTh BaKJIUBY POJIb y PETyIIslil
(pyHKIIiN ceplieBO-CyOMHHOI CUCTEMMU.

[Ipu3HayeHH4 nMpelnapary nalieHTaM 3 apTepialbHOIO TillepTeH3i€0 MPU3BOAUTD A0
3HUXKEHHS apTepiajlbHOI0 TUCKY, He BIJIMBAIOYU IIPU LIbOMY Ha YaCTOTY IYJIbCY.

Y GinbIIOCTi MalieHTIB IMicas MpU3Ha4YeHHs BHYTPITHLO Pa30BO1 03U IIpenapary
IMOYaTOK aHTUTINEPTEH3UBHOI aKTUBHOCTI Bifl3HA4Ya€ThCSA y MeKax 2 TOOUH, a
MaKCHMaJllbHe 3HUXKEHHS apTepialbHOTO0 TUCKY AOCATAaEThCSA ¥ Mexkax 4-6 TOOuH.

AuTuTinepreH3uBHUM edeKT 30epiraeTrcsa Oinbirne 24 TOOUH ITiCIS IPUKOMY Pa30Boi
DO3U. 3a YMOBU PEryJIApHOro 3aCTOCYBaHHS IIpeliapaTy MaKCUMaJIbHUU
TepaneBTUYHUMN e(PEeKT 3a3BUUall JOCATAETHCA NIPOTATOM 2-4 TUXKHIB i1 yTPUMYETHCS
Ha [OCATHYTOMY PiBHIi B X0fi TpuBaol Teparrii. PaniToBa BimMiHa BajcapTaHy He
MIPU3BOAUTH 10 BiTHOBIEHHS apTepiaibHOI rinepTteH3ii abo mo iHIINX MoOiYHUX
KJIIHIYHUX SIBUIII.

BcraHOBEHO, 10 BaJicCapTaH 3HAYHO 3HUXKYE PiBEHB I'OCIiTasi3allil nafieHTiB i3
XPOHiIYHOIO cepieBoio HepgocTtaTHICTIO (NYHA kmacy I1-1Y). Binein 3HaYymui epekT
OocsiraBCs y MAlli€EHTiB, IKi He oTpuMyBanu iHrioiTopu AIT® ab6o 6eTa-610KaTOPHU.
TakoxK BCTaHOBJIEHO, 110 BajiCapTaH 3HUXKYBaB CEPLIEBO-CYAUHHY JIETAJIBHICTh ¥
KJIiHiYHO CcTa0iIbHUX MAIliEHTIB 3 ITATOJIOTI€I0 TiBOTO HIJIyHOYKa ab0 IiBOIIIyHOYKOBOIO
oucYHKITIEIO ITicisa iHpapKTy MioKapaa.

3rigHoO 3 JaHMMM [OCIiXKEeHb He CJIif CyMiCHO 3acTocoByBaTH iHTi6iTOopu AII® Ta
QHTAroOHICTU pelelnTopiB aHTrioTeH3uHOreHy (APA) nanieHTam i3 miabeTUYHOIO



He@dpomaTi€ro, OCKiTbKY BCTAHOBJIEHUU MiABUIIIEHUU PU3UK PO3BUTKY TillepKajieMil,
TOCTPOr0O ypaxkKeHHSI HUPOK Ta/abo rimoTensii. I[Ipu BUBYEHHI DOIIIIBHOCTI MOJAaTKOBOI
Teparii anickipeHoM fo Teparii AII®/APA y maifieHTiB i3 ifykpoBuM fgiabetom II Tumy
Ta XPOHIYHOIO XBOPOOOI0 HUPOK, CEPIIEBO-CYANHHUM 3aXBOPIOBAaHHAM a00 IIOETHAHHAM
000x OyB BCTaHOBJIEHUU ITiABUIIIEHUY PU3UK BUHUKHUHEHHS yCKJIaOHEHHS Tepaltil,
PO3BUTKY HeOaxkaHUX SBUIIl Ta CEPHUO3HUX HeOaxKaHUX SBUIL] 0COOIMBOTO 3HAYEHHS
(rinepkaieMmisi, TIDOTEH3is Ta NOPYLIEHHS (QYHKIIl HUPOK) IIPU 3aCTOCyBaHHI
aJIiCcKipeHy.

BaacapmaH/amaoouniH.

KombiHalliga aMmimonuIliny i BajicapTany 3abe3rneuye qo3o3ajie’kHe agUTUBHE 3HUXKEHHS
apTepiasbHOIO TUCKY YV BCbOMY IHTepBaJli TepaleBTUYHUX 003. [IT0TeH3uBHA [Oid
Imicist mpuiioMy pa30Boi mo3u KoMOiHallil 36epiraeTbcs TpoTArom 24 TOOUH.

Kom6iHaltito BajmcapTaH/aMJIOOUIIIH BUBYAJIM ¥ OOCTIIXKEHHAX 3 y4acCTIO IalliEHTIB 3
HeyCKJIaJHEeHOIO eCeHIliaJIbHOIO TimepTeH3i€lo 1erkoro abo moMipHOT0 CTYHEeHs, KpiM
[alli€eHTiB 3 BUCOKMM PU3UKOM CEPLIEBO-CYOUHHUX IIOPYLIEeHb. byjla BCTaHOBJIEHA
HOpMaJli3allisg apTepiaJbHOI0 TUCKY y IAlli€HTIB, apTepiaJlbHUY THUCK SKUX HeE
KOHTPOJIIOBAIN HaJIe2KHMM YHHOM 3a JOIIOMOTrOI0 MOHOTepaIlil BajicapTaHOM Y A03i
160 mMr. ApTepianbHEuUN TUCK HOpMaJlidyBaBcs y 75 % malieHTiB, gKi 3acTocoByBanu 10
Mr/160 Mr amsnonuIliny/BasicapTany, y 62 % nariieHTis, gKi 3acTocoByBaiu 5 Mr/160 Mmr
aMJIOOUIIIHY/BajicapTaHy IIOPiBHAHO 3 53 % maliieHTiB, gKi 3acTocoByBanu 160 Mmr
BasicapTaHy. [logaBaHHsa 10 Mr Ta 5 MI aMJIOOUIIiHY 3yMOBIIIOBaJIO0 JOJaTKOBE
3HUXKEHHS CUCTOJIIYHOI'0/A1aCTOIIYHOIO TUCKY IIOPIBHAHO 3 MAllleHTaMU, sKi
3acTocoByBanu Tiibku 160 Mr BajsicapTaHy.

[Tpu momaBaHHI BajicapTaHy BCTAHOBJIEHa HOpMaJli3allid apTepialbHOIO TUCKY Y
MHalllEHTIB, apTepialbHUN THUCK SAKHWX HEe KOHTPOJIIOBAIX HaJlIe2KkHUM YHHOM 3a
OOTIOMOT 00 MOHOTeparrii ammoguIitinoM y no3i 10 Mr. ApTepialbHUN TUCK
HopMaJsidyBaBcsa y 78 % mallieHTis, siKi 3actocoByBanu 10 mMr/160 mr
aMJIOOUITiHy/BajicapTaHy IMOPIBHSIHO 3 67 % mallieHTiB, AKi IPOOOBKYyBalIl
3acTocoByBaTu Tinbku 10 Mr amnopuniny. HomaBaHHsA 160 Mr BasicapTaHy
3YMOBJIIOBAJIO JOOATKOBE 3HUXKEHHS CUCTOJIIYHOTO/OiaCTOIIYHOTO TUCKY IIOPIBHSHO 3
rnarieHETaMu, fKi 3aCTOCOBYBasu TinbKU 10 Mr amyoguniny.

KombGinartisg amnopuriny/Bancaptany Big 5 mr/160 mr go 10 mr/160 Mr y XBopux Ha
eCeHIliaJIbHY TilnepTeH3iio OiTbII BUpaXKeHO 3HUXKYE CTaJluil apTepiaTbHUN TUCK
IIOPIBHSHO 31 CXEeMOI0 [003yBaHHA JIi3UHONpUIy/rigpoxnoporia3duny Big 10 Mmr/12,5 Mr
mo 20 mr/12,5 mr.

Byno poBeneno, m1o edekT KoMOiHallil BajicapTaHy/aMoguItiny 30epiraBcs Oinbiie 1
POKy. PariToBa BigMiHa IpenapaTy He IPU3BOAMIIA 00 IIBUAKOTO HiABUIIIEHHS



apTepiaabHOrO THUCKY.

Y mauieHTiB, y IKHUX apTepiaJlbHUM TUCK afJeKBaTHO KOHTPOJIFOETHCSI aMJIOOUIIIHOM,
IIPY HENIPUUHSITHUX HaOpsikax KoMOiHOBaHa Teparlliss Moxke 3a0e3reYnuT aHaIoTiYHUN
KOHTPOJIb apTepialbHOT0 TUCKY ITPY 3MEHIIIeHHi HaOpsKiB.

€ maHi, 110 BiK, CTaTh, pacoBa IIPUHAlIEXKHICTh Ta iHgeKc Macu Tina (= 30 kr/m2, < 30
KF/M2) He BIIJINBAIOTh Ha KJIiHIYHY BifIIOBiObh MPU 3aCTOCYBaHHI KoMOiHaIIil
BapcapTaHy/aMJIOOUIIIHY.

HocnigxkeHHsa KoMOiHallil BajicapTaHy/aMJIOOUIIHY 3 y4acTIO Mali€HTiB iHIINX
MOMYyIALiN, KpiM XBOPUX Ha apTepialbHy rinepTeH3iio, He IIPoBOOuIn. ICHYIOTh
OOCJII?KEeHHS BajicapTaHy 3 y4YacCTIO IallleHTIB i3 CepleBOI0 HEOCTaTHICTIO Ta Y
nocTtiHdapkTHOMY nepiofi. [I[poBefgeHi gOoCTioXKeHHSI aMJIOAUITIHY 3 y4aCTIO MalliEHTIB
3 XpOHiIUHOI0 CTabiTbHOI0 CTEHOKAP/Ii€l0, Ba30CIaCTUYHOIO CTEHOKAPIi€0 Ta
aHriorpa¢iyHo HifTBEPAXKEHOIO0 illeMiuH0I0 XBOPOOOI0 CepIis.

dapmakoKiHemukKa.

JIiHIUHICM®B.

BarncapTaH i aMIOOuIIiH OIPOSIBIISIOTh TiHIMHICTE papMaKOKIiHETHUKH.
AMa00uniH.

BcmokmyeaHHA. T1icyiss BHYTPIIIHBOTO 3aCTOCYBaHHS TepaleBTUYHUX 03 aMJIOOUIIIHY
OKpeMO MaKCHMaJlbHa KOHIIEHTpallis (Cmax) y I1JIa3Mi KPOBIi HOCATAETHCSA IIPOTATOM
6-12 roguH. Po3paxoBaHa abcomtoTHa 6i0MOCTYIHICTL CTaHOBUTSD Bim 64 % mo 80 %.
BxkuBaHHS 1Ki He BIIJIMBA€ Ha 0iOJOCTYITHICTh aMJIOOUITIHY.

Po3noodin. O6’eM po3mnofiny CTaHOBUTH IPpUuOIKU3HO 21 11/Kr. Y OoCIigXKeHHIX
aMJIOOUIIIHY in Vitro DOBeOeHO, IO y IalliEHTIB, XBOPUX Ha eCeHIlialbHy TillepTeH3iio,
npu6u3Ho 97,5 % LUPKYJIII0I0YOro IIpenapaTy 3B a3yeTbCs 3 OiIkaMu IJIa3MU KPOBI.

BiompaHcpopmauin. Amnonunin iHTeHcuBHO (mpubnu3ro 90 %) MeTabos1i3yeThHCSA Y
IediHIli ;O HeaKTUBHUX MeTaOOoJTiTiB.

BugedeHHsA. BuBegeHHS aMJIOOUIIIHY 3 IJIa3Mu ABOoda3He, 3 IIepiooM HalliBBUBEOEHHS
npubnusHo 30-50 roguH. PiBHOBaXKHi piBHI y NJ1a3Mi KPOBi JOCATAIOTHCS MiCIs
IIOCTINHOTO BBeIeHHs IpoTaroM 7-8 gHiB. 10 % nmoyaTtkoBoro amyioguniny i 60 %
MeTabOoJIiTiB aMJIOOUITIHY BUBOOATHCS i3 ceuelo.

Baacapmamt.



BcmoxkmyesaHHA. Ilicia npuioMy npernapaTry BHYTPIIIHbBO Cmax BaJjicapTaHy y Ijia3Mi
KPOBi oCATaeThCs MPOTArom 2-4 roguH. CepenHs BenmnYnHa abCoJIIOTHOI
6i0MOCTYIIHOCTI IpenapaTy CTaHOBUTE 23 %. [xKa 3HMIKYE €KCIIO3MUIIi0, K I0Ka3ye
AUC (koHIeHTpallid y Ij1a3Mi - 4ac), BajcapTany npubnusuo Ha 40 %, a Cmax - Ha b0
%, X04a yepe3 8 roguH Micjisa 3aCTOCYBaHHS KOHIIEHTpAllid BajicapTaHy y Ijla3Mi
OOHAKOBAa [Jid TPyNH, ssKa IIpuiiMaja npenapar HaTile, i Tpynu HallieHTiB, gKa
npuiiMasa npenapar miciad igu. 3HuxkeHHSA AUC He CyIIPOBOOXKYETHCS KITIHIYHO
3HAYYIIUM 3HUXKEHHSIM TepalleBTUYHOro epeKTy, TOMY BajicCapTaH MOXHa IpUUMaTu
He3aJIe’kKHO Bif mpuiioMy ixi.

Po3nooia. PiBHOBaxkHUY 00’€M PO3MOMily BajicapTaHy Miclisi BHYTPIITHbOBEHHOTO
BBeEHHS CTaHOBUTH NMpuOIu3Ho 17 71, 110 BKa3ye Ha Te, IO BaJjicapTaH
PO3MONINSIETLCS Y TKAHWHAX HeiHTeHCUBHO. BancapTaH MillHO 3B’sI3yEThCA 3 OinmKamMu
I1a3Mu KpoBi (94-97 %), TOJIOBHUM YMHOM i3 CUPOBAaTKOBUM ajlbOyMiHOM.

BiompaHcpopmauisa. BancapTaH 3Ha4HOIO MipOI0 He TPAaHCHPOPMYETHCS, OCKITbKHA
TinbKu 20 % mo3u mepexoguTh ¥ MeTabomliTu. Y nna3Mi KpoBi B HU3BKUX
KoHIleHTpaluiax (meHie 10 % AUC BancapTaHy) imeHTU(}iIKOBaHUY TigpoKCUMeTaboIiT,
SIKUU (papMaKoJIOTiYHO HeaKTUBHUMU.

BuseodeHHs. [I71s1 BajicapTaHy XapaKTepHa OaraToeKCIOoHeHIlialbHa KiHeTuKa

BUBeJeHHs (J4ac HamiBBuBeaeHHs T. .a < 1 roguau i T, b npubnau3Ho 9 roguH).

BarncapTtaH BUBOOUTECS I'OJIOBHUM ‘-}I{IZHOM y He3MiHeH01%/I/}% CcTaHi 3 KajoM (DpubGIU3HO
83 % mo3m) i ceuero (6mu3bk0 13 % mo3wu). Ilicnss BHYTPIIIHLOBEHHOTO BBEOEHHS
KJIipeHC BaJjicapTaHy y IJIa3Mi KPOBi CTAaHOBUTH IIPUOJIU3HO 2 JI/TOM, a OT0 PeHaIbHUM
KiipeHc - mpubnu3ro 0,62 n/ron (mpubnu3Ho 30 % 3araabHOro KilipeHcy). Ilepiog

HalliBBUBEOEHHS BaJjicapTaHy - 6 TOOWH.
BasacapmaH/amaoOuniH.

ITicnsa nepopaZIbHOTO 3aCTOCYBaHHSA Kopcap® AM Cmax BaJicapTaHy 1 aMJIOOUIIIHY Y
IJ1a3Mi KpOBi mocsAaraeTbcs 3a 3 i 6-8 roguH BignosigHo. IIIBUOKICTE i CTYIiHB
BCMOKTYBaHHSA Kopcap® AM ekBiBajIeHTHI 0i0JOCTYIIHOCTI BajicapTaHy Ta aMJIOOUITIHY
IIpu IpHU3HaYeHHi B OKpeMux TabjieTKax.

Oco6nuBi monymsiii.

Iimu
I[MaHi npo papmMakoKiHETUKY IIpelnapaTy y AiTel BiICyTHi.

ITauieHmu aimHbv020 BiKy (8iKoM 8i0 65 pokia)



Yac mocArueHHA Cmax aMJIOAUMIHY V IJIa3Mi KpoBi MpuOIM3HO OJHAKOBUM Y IAIliEHTIB
MOJIOJIIIOTO BIKY 1 AIli€HTiB JIITHHOI'O BIKY. Y MAIl€HTIB JIITHLOTO BiKYy KJIipEHC
aMJIOOUIIIHY Ma€ TEHOEHIII0 A0 3HUXKEHHS, 1110 Ipu3BoauTh 00 3pocTaHHsa AUC i
IMOIOBXKEHHS Iepiony HariBBuBeneHHs. CepenHsi cucteMHa AUC BajsicapTaHy B 0cCi0
JmiTHBOTO BiKy Ha 70 % BHUIllA, HiXK Y ITaIliEHTIB MOJIOAIIOTO BiKy, TOMy HEOOXimHO
OOTPUMYyBaTHUCS 00€PEeKHOCTI IPU ITiABUIIIEHH] MO3H.

Hupkoea HedocmamHicmeb.

[TopymeHHs QYHKIII HUPOK iCTOTHO He BIZIMBA€E Ha (PapMaKOKIHETUKY aMJIOOUIIIHY.
4K i ogikyBaj0OCsa CTOCOBHO [0 CIIOJIYKM, HUPKOBUM KJTipEHC SIKO1 CTAHOBUTSH juiie 30
% 3araibHOTO I1JIa3MOBOTO KIIipeHCYy, KOpeJidlil MixK cTaHoM (QYyHKIIIl HUPOK i
CHUCTEMHOIO €KCIIO3UIIi€I0 BajiCapTaHy He Bifj3Ha4aJioCH.

IMopyweHH:A ¢pyHKUII neyiHKU.

Y mani€eHTiB 3 Me4iHKOBOIO HEJOCTATHICTIO 3HUXKYETHCS KIIIPEHC aMJIOAUIIIHY, 1110
npu3BonuTh o mipBuiieHHss AUC nmpubnusso Ha 40-60 %. Y cepenHbOMY Y IAlli€HTIB
13 JIETKMMMU 1 IOMIPHUMHU XPOHIYHUMU 3aXBOPIOBAHHSAMU MEYiHKU €KCIO3UIlisd
(Bu3HaueHa 3a 3HaueHHsaMU AUC) BasicapTaHy B CEpeOHbOMY BIBiUi II€PEBUILYE TaKy
Yy 3II0POBUX MOOPOBOJIBINB (BigiOpaHUX 3a BiKOM, CTAaTTIO Ta Macolo Tina). ITamieHTu, gKi
MaIOTh 3aXBOPIOBAHHS ITEYiHKY, ITIOBUHHI OyTH 00epexKHUMH ITPU 3aCTOCYBaHHI
npemnapary.

IToxa3zaHHSA

EceHuianbHa rinepreHsisa y JOPOCIUX ITAli€HTIB, apTepiaJlbHUYN TUCK SKUX He
PETyIII0ETHCS 3a HOIIOMOT0I0 MOHOTePaIllil aMIoauiriHoM abo BajcapTaHOM.

ITporunnoka3aHHs

e TTigBHUINlEHA YYTIUBICTH A0 aKTUBHOI CyOCTaHIIil, ITOXiOHUX AUTIApOIipuanHy abo
0o Oymb-KO1 3 IOIIOMiKHHMX PEYOBUH IIpenapary.

o TsXkKi mopyIlieHHs: QYHKIII Mevinky, OiniapHui IUPo3 Mmedvinku abo xonecTas.

e CynyTHE 3aCTOCYBaHHS aHTArOHICTiB pelenTopiB aHTioTeH3uHY (APA),
BKJIIOUAIO4YH BajicapTaH, abo iHTiOiTOpiB aHTiOTEH3UHIIEPETBOPIOBAILHOTO
dbepmenTy (AIID) 3 amickipeHOM mallieHTaM 3 IIyKpOBUM fiabeToM abo 3
nopyiieHHAMU GyHKI HUpoK (IHK® < 60 Mmr/xs/1,73 MZ).

e BariTHUM Ta XiHKaM, sKi IIJIaHYIOTh 3aBariTHITU (QUB. PO3AUI «3aCTOCYBaHHA ¥
repion BariTHOCTI ab0 TOOyBaHHS I'PYOOI0»).

e Td2KKa rimoTeH3id.

e [llok (BKIIOYAOYM KaPOiOT€HHUU ITIOK).



e OOCTPYKIIisA BUBIHHOTO TPAKTYy JIiBOTO LITYHOYKa (HallpuKaam rineprpodiuyHa
OOCTPYKTHBHA KapaioMiomnaTis i CTEHO3 aOPTH TSIKKOTO CTYIIEHS).

e 'emMoguHaMiyHO HecTabilbHaA ceplieBa HEMOCTATHICTD ITiC/IsI TOCTPOro iHGapKTy
MioKapma.

B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3aco00aMH4 Ta iHIIII BHIH B3a€MoOail

B3aemo0ii, 3a2anvHi 0415 KoMmbiHauii

[MocmigkeHHs B3a€MOil IpenaparTy Kopcap® AM 3 iHIMMU JTiKapChbKUMHU 3acobamMu
He IIPOBOOUINUCS.

JIikapcobKi 3acobu, npu cynymHboMy 3dCMOCYBAHHI AKUX C/Ai0 bymu yeaxCHUMU

IHwi 2inomeH3UBHI npenapamu

YacTo 3aCTOCOBYBaHi rimoTeH3UBHI IIpenapaTu (Hampukiag anbda-0ji0KaTopy,
OiypeTuKH) Ta iHnI mikapchKi 3aco0u, IKi MOXKYTb CIPUYUHUTH IIOSBY TilIOTEH3UBHUX
HeOaxkaHUX SBUII (HaIpPUKJIaO TPUIUKIIIUHI aHTHUIeNIPecanHTH, ajlbda-0I0KaTOpH, 110
3aCTOCOBYIOTHCS [JIs JIIKYBaHHSI MOOPOSAKiCHOI rinmepriiasii mepeaMixypoBoi 3a103u),
MOXKYTb ITOCUJIIOBATH TilIOTEH3UBHY Hif0 KOMOiHaIIil.

B3aemo0ii, nos’sa3aHi 3 am100UNiHOM

CynymHe 3acmocy8adHHsl He PeKOMEHO08AaHe

I'petingppym abo epetinppymosuli cik

He pekoMeHOyeThCS 3aCTOCYBaHHS aMJIOAUIIHY 3 rpeUndpyTOBUM COKOM abo 3
rpeundpyToM, OCKIJIbKY y AesSKUX Ialli€eHTiB 0i0goCTyIHICTh MOXKe OyTu 30inbllIeHa,
III0 TTPU3BEJIE OO0 MOCUJTIEHHS TilMOTEH3UBHOTO e(eKTy mpemapary.

JIikapcovki 3acobu, npu cynymHbOMYy 3dCMOCYBAHHI AKUX CAi0 6ymu y8axCHUMU

IHeibimopu CYP3A4

CymyTHE 3aCTOCYBaHHS aMJIOAUIIIHY 3 OilIbIII UM MEHII ITOTYKHUMU iHTiGiTOpamMu
CYP3A4 (iuribiTopamMu IIpoTeas3u, a30JIOBUMH IIPOTUTPUOKOBUMH 3acobaMi,
MaKpoJlilaMu, TAKUMH SIK ePUTPOMIIIMH ab0 KIIapUTPOMIIIUH, Beparamin abo
OUITia3eM) MOXKe IIPU3BECTU A0 3HAQYHOI'O ITIOCUJIEHHS CUCTEMHOI'O BIIJIUBY
amnopuniny. KniniyHi nposBu Takux apMaKOKiHETUYHUX 3MiH MOXYTh OyTH
IIOCUJIEHNMMH Y TAIliEHTIB IiTHLOTO BiKy. MOXYyTh OyTH HEOOXigHUMU KITiHIiYHUU
MOHITOPHUHTI Ta KOPEKIisa [03.



IHOoykmopu CYP3A4 (npomucy0omHi npenapamu (Hanpukaad Kapbama3seniH,
¢peHobapbiman, peHimoiH, pocheHimoiH, npumiooH), pugpamniyuH, 38ipobill
38uvauHuu (Hypericum perforatum)

[Tpu cynyTHROMY 3aCcTOCyBaHHI Bimomux iHOyKTOopiB CYP3A4 KOHIIeHTpalid
aMJIOOUIIIHY B IJla3Mi MOXKe 3MiHoBaTucs. OTXKe, CJIig KOHTPOJIIOBAaTH apTepialbHUNU
THUCK i peryaioBaTu O03yBaHHS IIif Yac i micst CynmyTHbBOTO 3aCTOCYyBaHHS, 0COOJIMBO ¥
pa3i notyxkHux iHaykKTopiB CYP3A4 (Hanpukinap pudamninuny, Hypericum
perforatum).

CumesacmamuH

BaraTopa3oBe 3actocyBaHHs 703 10 mr amnonuminy 3 80 Mr cuMBacTaTUHY
MIPU3BOOUTH OO 30iJIbIIIeHHS €KCIIO3UIlil CUMBacTaTUHY Ha 77 % TOPiBHSAHO 3
3aCTOCYBaHHSM OHOT'O CUMBAcCTaTUHY. PEKOMEHI0OBaHO 3HUXKYBAaTHU NOOOBY 03y
cuMBacTaTuHy 00 20 Mr [OJjig malieHTiB, Kl 3aCTOCOBYIOTh aMJIOOUIIIH.

IanmpouseH (iHpy3ii)

Y TBapuH crnocTepiraaucs neTanbHi BUITaAKU BEHTPUKYISIPHUX Qiopunsdiii ta
KapaioBacCKyJIAPHUX KOJIAICIB Y 3B’A3KY 3 TillepKajiieMi€lo MicIA 3aCTOCYBaHHA
BepallaMily Ta JaHTPOJIEHy BHYTPIIIHEOBEHHO. Yepe3 PU3UK rinepkaiiemil
PEKOMEHYEThCS YHUKATU CYIYTHHOTO 3aCTOCYBaHHS 6JI0KATOPiB KalIbIliEBUX KaHAJIiB,
TaKMX K aMJIOOMIIiH, MalliEHTaM, CXUJIbHUM [0 PO3BUTKY 3JI0SIKICHOI rirepTepMil Ta
IIpHU JIIKyBaHHI 3JI09KICHUX TiIepTepMii.

JIikapcovKi 3acobu, npu cCynymHboMy 3dCMOCYBAHHI AKUX C/Ai0 bymu yeaxCHUMU

THwi

Y xomi KniHiYHUX OOCTiAXKeHb aMJIOAUIIiH He BIJIMBaB Ha (hapMaKOKiHETUKY
aTopBacCTaTHUHY, JIOKCUHY, BapdapuHy ab0 IIMKIOCIOPUHY.

B3aemo0ii, nog’sa3aHi 3 8ancapmaHom

CynymHe 3acmocy8aHHs He PeKOMeHO08dHe

JIimiu

[Tpu omHOYaCHOMY 3aCTOCYBaHHI IiTii0 3 iHri6iTOopamu AII® abo aHTaroHicTaMu
pelenTopiB aHrioTeH3uny I, BK/II0Yao4u BajcapTaH, Bif3Haudanocss 000poTHE
HigBUILIEHHSI CUPOBATKOBUX KOHIIEHTPAIIiX JIiTii0 1 “Or0 TOKCUYHOCTi. CynmyTHE
3aCTOCyBaHHS BajiCapTaHy 1 JIiTil0 He pEeKOMEHAYETHCA. AKIO K 3aCTOCYBaHHSA TaKOl
KoMOiHallil HeoOXiTHO, CiIig peTenbHO KOHTPOJIIOBATH PiBEeHb JIiTiI0 B CUPOBATIIi KPOBI.
Pr3uk migBuIIeHHS TOKCUYHOCTI JIiTil0 MOoKe OyTH HajaJlli NigBUIIEHUN IPU CyMiCHOMY



3aCTOCYBaHHI 3 Kopcap® AM Ta giypeTHuKaMmu.

Kaniesi 0obaeku, kanitizbepizaroui Oiypemuku, conb08i 3aMiHHUKU, W0 MiCMAMb
Kaaitll, abo iHwi npenapamu, AKi Moxcymsv nidguulysamu pigeHb Kairo

Ao mikapchKi 3acobwu, 110 BIIJIMBAIOTh Ha KaJli€eBi KaHasu, IPpU3HAvYaloTh Y
KoMOiHaIlil 3 BajicapTaHOM, CJIifi mepeg0aYuTl 4YaCTHUM KOHTPOJIb BMICTy KaJlilo y
ma3Mi KpOoBi.

JIikapcobKi 3acobu, npu cynymHboMy 3dCMOCYBAHHI AKUX C/1i0 bymu y8adCHUMU

HecmepoidHi npomu3sanaavHi npenapamu (HII3I1), y momy uucai ceaeKkmueHi
ineibimopu LIOI'-2, auemuacaaiuusaosa Kucsaoma (>3 2/006y) i HeceanekmusHi HIT3IT

[Tpu cynyTHROMY 3aCTOCyBaHHI aHTaroHicTtiB anrioren3uny II i HII3I1 moxnuBe
nocnabJieHHs TinoTeH3uBHOI Ail. TakKoX CyIyTHE 3aCTOCyBaHHS aHTArOHICTiB
anrioten3uny II i HII3I1 Moxe migBUIllyBaTU PU3UK HOTIPIIEHHS HUPKOBUX (PYHKIIIN
Ta OigBUIIIEHHS PIBHA KaJlilo B CUPOBaTLi KpoBi. ToOMy Ha I104aTKy JIIKyBaHHS
PEKOMEHyEThCS KOHTPOJIIOBAaTU CTaH (YHKIII HUPOK, a TaKOXK 3abe3nedyBaTu
HaJle’KHUU pPiBeHb PiAMHU B OpPraHi3Mi IallieHTa.

IH2ibimopu nepeHOoCHUKAa Hakonu4yeHHs (pugamniyuH, UUKA0CNOPUH) abo
e 110KCHO20 nepeHOoCHUKAa (pumoHasip)

PesyneTaTu gocaigXKeHs in vitro 3 TKAHWHOIO IEeYiHKY JIIOOUHY ITI0Ka3aju, 110
BaJICapTaH € cyOCTpaToOM Ie4YiHKOBOI'O IlepeHocHuKa HakonuuyeHHss OATP1B1 ta
Ie4YiHKOBOro epIoKCHOTro nepeHocHuka MRP2. CynyTHe 3acToCcyBaHHS iHTiOiTOPIB
IIepeHOCHUKA HAaKOMU4YeHHS (pudgaMITiliiH, IIMKIIOCIIOPUH) ab0o edII0KCHOT O
IIepeHOCHUKa (PUTOHAaBIP) MOXKYTh 30i/IbIIyBaTU CUCTEMHY €KCIIO3UIIil0 BajicapTaHy.

IToositiHa 610kada PAAC 3 APA, iHzibimopamu AII® abo aaickipeHom

Pe3ynbTraTué KIiHIYHUX OOCIiAXKEeHb IT0OKa3aau, 10 noaBitiHa 61okama PAAC npu
KoMOiHOBaHOMY 3acTocyBaHHI iHTri6iTopiB AII®, APA 4u anicKipeHy IpU3BOOUTDH A0
30i7IbIIIeHHS YaCTOTU BUHUKHEHHS TakKuX HeOaXKaHUX SABUI] SK TilIOTEH3is,
rinepkajsieMis Ta 3HMKeHHS QyHKITil HUPOK (BK/II0Yal04YU TOCTPY HUPKOBY
HeIOOCTaTHICTh), MOPIBHAHO 3 JIiIKyBaHHSIM OOHUM JIiIKapChbKMM 3acO000M, III0 BIIJIMBA€E Ha
PAAC. Tomy cynyTHe 3acTocyBaHHSI APA, BK/IIO4Yalo4yu BajicapTaH, abo iHTibiTopiB
ATI® 3 amickipeHOM IIPOTUIIOKA3aHO IalliEHTaM 3 I[yKPOBUM fAiabeToM abo

nopymeHHAMHA QyHKIIi1 HUPOK (IHIK® < 60 mr/xs/1,73 M2).

THwi



[Tpu MmoHOTepaIil BaJicapTaHOM He BCTAHOBJIEHI KJIIHIYHO 3HAYYIIi JTiKapChKi
B3a€EMOil 3 TAaKMMHU IpenapaTaMu: HUMETUANH, BapdapuH, ¢ypoceMin, TUTOKCHH,
aTeHOJIOJ, iHmoMeTalluH, TiapoXJIopoTia3ua, aMIOOUIIiH, TIi0eHKIaMif,.

OcC006/1MBOCTi 11070 3aCTOCYBaHHS

Bbe3neka Ta e(eKTUBHICTh aMJIOOUIIHY IIPY JIiKyBaHHI riIepTEH3UBHOIO KPU3Y HE
BCTaHOBJIEHI.

ITauieHmu 3 degiyumom 8 opaaHi3ami Hampito ma/abo 06’emMy UUPKYAIOOUYOI KPOBi.

Y manieHTiB 3 HEYCKJIagHEHO apTepiajlbHOIO TilIepTEeH3i€0 ClIocTepiragacsa HagMipHa
rinoTeH3id npu JiKyBaHHI KOMOiHAlli€l0 BajicapTaHy/aMJIOQUIIIHY Y paMKax Iuiane0o-
KOHTPOJIbLOBAHUX OOCJIIAXKEHb. Y MalllEHTIB 3 aKTUBOBAHOK PEHIH-aHIIOTEH3WHOBOIO
cuctemoio (PAC) (3i 3HMKEeHUM BMiCcTOM HaTpito Ta/abo 06’eMoM Ta y pa3i ogepKaHHS
BHCOKHUX J103 OiyPETUKiB), SIKi IpUMalOTh OJIOKAaTOPU aHTiOTEH3UH-PEIeIITOPiB, MOXKe
BUHUKaTU CUMIITOMaTH4YHa rinoTeH3isa. PeKkoMeHOoBaHa KOpPEKIlisa [IbOTr0 CTaHy Iepen
3aCTOCYBaHHAM Kopcap® AM a0bo peTenbHUM MeOUUYHUM HaATJISI[d Ha IOYaTKy Teparril.

[Tpu BUHUKHEHHI apTepialbHOI TimOTEeH3il Ipu 3aCTOCyBaHHi Kopcap® AM mnanieHTa
CIIiZl TTOKJIaCTH Ha CIIMHY i AKII0 HeoOXimHO, MPOBECTU BHYTPIIIHLOBEHHY iHDY3ito
disiomoriunoro posuuny. ITicns crabinizalii apTepialbHOT0 TUCKY MOXKHA
IPOAOBXKUTH JIIKyBaHHS.

I'inepkaniemis.

Cnig 3 00epexkHiCTIO ITPOBOAUTH OOHOYACHE JIiIKyBaHHS KaJlieBUMHU moOaBKaMM,
Kasi30epiralounMu giypeTUKaMH, COJIbOBUMM 3aMiHHMKAaMH, III0 MIiCTATH Kaliii, abo
IHIMMMU IIpernapaTaMu, SKi MOXKYTh IIiIBUIIyBaTH PiBEHb KaJlilo (remapuH TOIIIO), a
TaKOXK Iepen0aduTy YaCTUM KOHTPOJIb BMICTY KaJlilo.

CmeHo03 HUpkKosoi apmepii.

Kopcap® AM crmig 3acTocoByBaTH 3 00€pEeKHICTIO IS JTIKyBaHHSA TilmepTeH3sil y
MaIi€eHTiB 3 OMHOOIYHMM a00 OBOOIYHUM CTEHO30M HUPKOBOI apTepil abo CTeHO30M
€OWHOl HUPKM, OCKiJIbKM PiBHI CEYOBUMHM Ta KpeaTHHiHy B CUPOBATIli KPOBi MOXKYTh
30i7bIITyBaTUCS.

TpaHcnaaHmMauisa HUPKU.

ITocBim 6e3MmeYHOro 3aCTOCYBaHHSA Kopcap® AM mnalieHTaM i3 HelIogaBHO
IIepeHeCeHO0 TPaHCHJIaHTalli€l0 HUPKU BiACYyTHIN.

ITopyweHHsa ¢pyHKUII neyiHKU.



BarncapTaH BUBOOUTHCS I'OJIOBHUM YMHOM Y HE3MiIHEHOMY CTaHi 3 K0BY10. [lepion
HaliBBUBEOEHHS aMJIOOUIIIHY ITOAOBXKYEThCS Ta NoKa3HUK AUC (KOHIIeHTpalis y
IJIa3Mi - 9acC) BUILNMH y IMAIl€HTIB 3 YIIKOAXKEHHAMM (PYHKIIi1 ITIe4iHKW; peKOMeHaallil
IIIOJ0 [03yBaHb He BCTaHOBIEeHi. OcobmuBa 00epekHiCTh HeoOXifHa MPU 3aCTOCYBaHHI
Kopcap® AM mnanieHTaM 3 IOPYIIEeHHSAM (QYHKIIil Ie4iHKU JIETKOro abo ITOMipHOT O
cTtyneHs abo 0OCTPYKTUBHUMU 3aXBOPIOBAHHSIMH KOBUYHOI'O Mixypa.

MakcuMasibHa peKOMeHOOBaHa [J03a [JIs IalliEHTIB 3 TerKuMu abo MOMipHUMU
NopymeHHAMU QyHKIIil nmedinku 0e3 xojecTta3y cTaHOBUTH 80 MT BaJjicapTaHy.

ITopyweHHs ¢pyHKUiIT HUPOK.

[ManieHTaM 3 MOPYIIEeHHSAMHU (QPYyHKIII HUPOK IeTrKoro abo MOMipHOTO CTYIIeHs
(IIK®>30 mn/x8/1,73 M2) KOPEKIIig J03u He noTpiOHa. [Ipy moMipHUX IMOPYIIIEHHSIX
(pyHKIIil HUPOK PEKOMEHAYETHCS KOHTPOJIIOBATHU PiBHI KaJlilo i KpeaTHUHIHY B KPOBI.

CyIlyTHE 3aCTOCYBaHHSI @HTArOHICTIB PelenNTOPiB aHri0OTEH3UHY, BKIII0UYA04YU
BaJjicapTaH, abo iHTiOiTOpPiB aHTiOTEH3WHIIEPETBOPIOBAILHOTO (DEPMEHTY 3 ajliCKipeHOM
ITPOTUIIOKA3aHO MallieHTaM 3 nopyieHHIMu ¢yHKIl HupoK (IIIK® < 60 mr/xs/1,73 M2

).
ITep8uHHUl 2inepas1b00CMepPOoHi3M.

[TamieETaM 3 IEPBUHHUM TilepajbIOoCTEPOHI3MOM He CJIif IpuiMaTy aHTaroHiCT
aHrioTeH3uHy Il BajicapTaH, OCKINIbKHY 1X PEHiIH-aHTiOTEH3WHOBA CUCTEMAa MOpPYyIIeHa y
3B’sI3Ky 3 OCHOBHUM 3aXBOPIOBAHHSM.

AH2ioHespomuy4Hull HAbPsK.

HaOpsak KBiHKe, y TOMy 4HCIIi HAOpSAK rOpTaHi Ta rOJI0COBOI IIiIMHHU, III0 MOXKYTh
MTPU3BECTH A0 OOCTPYKIIiI OUXaTbHUX HIISAXiB Ta/ab0 HaOpPsAKy 006u4yus, Iry0, TTTIOTKH
Ta/abo sI3MKa, CIIOCTepiraaucs y MalieHTiB, sIKi 3aCTOCOByBaiu BajicapTaH. [leskKi 3
IIMX TAIliEHTIB MaIu B aHaMHe3i HaOpsk KBiHKe nmpu mpuiioMi iHIIUX ITpemaparis, y
TOMY 4YHUCIIi iHTi6iTOPiB aHTrioTeH3WHIIEPETBOPIOBaIbHOTO (pepMeHTy (AIID).
3acTocyBaHHS Kopcap® AM cnig HeraHO IPUIIMHUTHU TPY BUHUKHEHHI HaOpsSKy
KBiHKe; TOBTOpPHE 3aCTOCYBAaHHA HE PEKOMEHOBAHE.

Cepuesa HedocmamHicmb/nicasa nepeHeceHo20 iH¢papkmy mMiokapoa

BHacmigok npurHideHHS pPeHiH-aHTi0TeH3WH-aIbOoCTePOHOBO1 cuctemMu (PAAC) v
YyT/JIUBUX MALi€HTiB MOXKJIUBI IOPYIIEHHS (PYHKIIM HUPOK. Y IMAI€HTIB i3 TAXKKOIO
CepIeBOI0 HEOCTATHICTIO, Y IKUX (PYHKII1I HUPOK MOXKYTh 3ajie’kaTH Bil aKTUBHOCTI
PAAC, 3acTocyBaHHS iHTi0iTOpPIiB aHTiOTEH3UHIIEPETBOPIOBAIBHOTO (pepMeHTy (AIID)
Ta @aHTArOHICTiB PELENTOPiB aHTiIOTEH3UHY CIPUUYHUHSIIIO PO3BUTOK OJIirypil Ta/abo



IPOTrpecyrdol a30TeMil, a TaKOX (y PiAKiICHMX BUIagKax) TOCTPOl HUPKOBOIL
HeIOOoCTaTHOCTi Ta/abo netanbHOTrO HacHiaky. ITogibHi pe3ynbTaTy Big3HaAYaauCs IIpu
3acToCyBaHHi BajcapTany. [TamlieHTaM i3 ceplieBoI0 HeoCTaTHiCTIO abo ITiciis
IepeHeceHoro iHpapKTy MioKapaa CIIif OLiHIOBaTH (PYHKIIiI0 HUPOK.

Y pocnigKeHH] aMJIOOUITIHY y ITALIEHTIB 13 CEPLIEBOI0 HEOCTATHICTIO HEIIIIEMIYHOT 0
noxomxkeHHs Knacy III i IV 3a knacudikamiero NYHA (HLIO-I;IOpKCBKOi KapZioJiorigyHol
acotiliallii) mpu 3acToCyBaHHI aMJIOOUIIiIHY YaCTOTa BUIIaAKiB PO3BUTKY HaOPSKY JIETE€Hb
OyJia BUIIOIO ITOPIiBHSHO 3 TaKOIO IIPU 3aCTOCYBaHHi miaredo, ogHaK He O0yI0 3HaYHOI
pisHwuIli y mosii abo moripieHHi cepieBoi HegocTaTHOCTI. [TallieHTaM i3 3aCTiMHOIO
CepIieBOI0 HeOOCTAaTHICTIO OJIOKATOPU KaJlbIlieBUX KaHAJIiB, BKJIIOYAI0OUW aMJIOIUIIiH,
CJIiZl 3aCTOCOBYBaTHU 3 00E€PEXKHICTIO, OCKIJIbKY BOHY MOXKYTh IMiIBUITYBAaTU PU3UK
CeplLeBO-CYOUHHUX IMOOINU Ta JIeTaJlbHUX BUIAOKIB.

CmeHo3 aopmu I MImpaibHO20 KAANAaHa

4K i mpu nikyBaHHi iHIIIMMU Ba3oguiaTaTopaMu, 0COOINUBO 00epekKHUMU MOBUHHI OyTH
MallieHTH, y IKUX KOHCTAaTOBAaHUM CTEHO3 MiTPaJIbHOTO KjlalaHa ab0 BUpaxKeHUu
CTE€HO3 aOPTU HEBHUCOKOI'O CTyIEHS.

IToositliHa 610Kkada peHiH-aH2iomeH3UuH-anaboocmepoHosoi cucmemu (PAAC)

IcHyoTh maHi, 10 cyMmicHe 3acTocyBaHHs iHTi0iTOpiB AII®, APA a6o anickipeHy
MigBUILyE€ PU3UK PO3BUTKY TiIOTEH3il, TillepKanieMil Ta 3HUXKEHHS (PYyHKIIil HUPOK
(BKJIIOYAIO4YU TOCTPY HUPKOBY HEAOCTATHICTh). TOMy HE PEKOMEHIOYETHCSA IPOBOOUTHA
nonBitiny 651o0kany PAAC misixoM KOMOiHOBAHOTO 3aCTOCyBaHHs iHTiOiTOpiB ATI®, APA
abo arickipeny.

Axmro noaBitiHa 6110Kama € abCoJII0OTHO HeOOXimHO10, 11 CJIig TPOBOAUTU BUHSTKOBO ITifl
HarasgoM cheriaaicTa 3i 3miMCHEHHSM 4aCTOr0 PEeTEIbHOIO0 MOHITOPUHTY (DYHKIIi1
HUPOK, KOHIIEHTPAL[i! eJIeKTPOJIITiB Ta apTepiaabHOro TUCKY. He ciig cymMmicHO
3acTocoByBaTtu iHridiTopu AIT® ta APA naiieHTaM 3 miabeTu4dHOI0 HedpoImaTi€elo.

3acTtocyBaHHS KOMOiHallil BaJicapTaHy/aMJIOOUIIiHY He BUBYAIU y IMAIliEHTIB 3 iHIIUMU
3aXBOPIOBaHHSIMM, KpPiM apTepiaabHOl rinepTeHail.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaritHicTb

JlikapcbKu# 3acib IpOTUIIOKAa3aHO 3aCTOCOBYBATHU BariTHUM abo XKiHKaM, sSKi
IJIaHYIOTh 3aBariTHITH. AKIIO ITig Yac JIiKyBaHHS IIUM 3aCO00M MiATBEPAKYETHCS
BariTHICTh, MOT0O 3aCTOCYyBaHHSA HEOOXiIHO HEralHO IMIPUNUHUTH i 3aMiHUTHU iHIIIUM
JIIKapChbKUM 3aC000M, TO3BOJIEHUM [JIs1 3aCTOCYBaHHS BariTHUM.



IaHi enmigeMioNOriYHMX OOCIiAXKEeHb PU3UKY TEPaTOTE€HHOCTI ITiCJI €KCIIO3UIIil
inrioiTopiB AII® y I TpuMecTpi BariTHOCTI He OyJiu ITePEeKOHIMBUMU; IPOTE HEBEJINKE
3POCTaHHA PU3UKY BUKJIIOYATU HEe MOXKHa. X04a OaHi KOHTPOJIbOBAaHUX
eMnifgeMioJIOTiYHUX OOCIIiAKEeHb aHTaroHiCTiB penenTopiB aHrioren3uny II (APAII)
BiCyTHIi, MOmiOHMY PU3UK MOXKe BUHMKATHU IIPU 3aCTOCYBaHHI IIpenaparTiB IIbOTO
KJjIacy.

Excno3unisa APAII y I1 i III TpuMecTpi, IK BiOMO, YUHUTH TOKCUYHY [il0 Ha IIJIif
JIIOOVHY (3HUKEHHS HUPKOBOI QYHKIIiI, OirorigfpaMHioH, 3aTpuMKa ocH(ikaIril KiCTOK
Yyepelia) Ta HOBOHAPOOXKEHOT0 (HUPKOBa HEIOCTaTHICTh, apTepiajbHa TinoTeH3isd,
rimepkamiemis).

Y pasi akmo APAII 3acTocoByBany, moYynHawuu 3 [I TpuMecTpy BariTHOCTI,
PEKOMEHYEThCS YIbTPa3ByKOBe NOCIiAXKEHHS HUPKOBOL (QYHKIIII Ta KiCTOK 4YepeIa
IJIoaa.

HemoBnsaTa, MaTepi skux nmpuiimanu APAII, moBuHHI repe®yBaTH ITil peTelbHUM
HaTrIsJOM Ha BUIIQ[OK PO3BUTKY apTepiaabHOIl rinoTeH3il.

Ilepiog rogyBaHHS I'PYOOIO

Awmrnogunid IpOHUKAE y TPyAHEe MOJIOKO. YacTKa MaTepHUHCHKOI 03U, OTPUMAaHO1
HEMOBJISIM, OL[IHIOETHCS 3 IHTEPKBAPTUJIPHUM fiania3oHoM 3-7 %, MmakcuMyM 15 %.
By aMmiioguiny Ha HEMOBJIAT HEBIJOMUMU.

Ockinbku iHpopMalis Ipo 3acTocyBaHHSA KoOMOiHallil BajicapTaHy/aMJIOOUITIHY Y
Iepion rogyBaHHS I'PYALIO BiACYyTHS, IpenapaT He PEKOMEHOYETHCSA 3aCTOCOBYBaTH y
nepiof rogyBaHHS IpyAnl; 0axkaHO 3aCTOCOBYBaTH aJbTepHATUBHI ITpenapaTy 3
BUBYEHUM I1podinem 6e3meku, 0Co6IMBO V pa3i rogyBaHHs IPyOai0 HOBOHAPOIXKEHUX
ab0 HEIOHOUIEHUX OiTe.

QOepTUNIBHICTD

KriniuHi gocmigKeHHS BOJIUBY Ha GEePTUIBHICTL HE IPOBOOUIIH.
Baacapman

BancapTraH He cripu4YuHSIB HeOakKaHUX peaklii 3 00Ky penpoayKTUBHOL CUCTEMHU Y
caMIliB Ta CaMOK IIypiB Ipu IIepopajbHOMY 3aCTOCyBaHHi y go3ax mo 200 Mr/Kr Ha
noOy. IaHa mo3a y 6 pasiB mepeBUIyE MaKCUMaJIbHY PEKOMEeHIOBaHy O03Y [JIs
JIIOOVWHU y IepepaxyBaHHI Ha Ml"/M2 (y po3paxyHKax BUKOPHUCTOByBanu o3y 320 Mr Ha
noOy IJIsi IIepopPaJbHOTr0 IIPUMOMY ITalliEHTOM Macoio 60 Kr).

AMao00uniH



Y pmesikuX TallieHTiB, SKi MPOXOAUIHN JTiKyBaHHS GJI0OKaTOpaMM KaslbIliEBUX KaHaJIiB,
ITOBiTOMJISIJIN ITPO BUIIQAKU 000POTHUX 0ioXiMiYHMX 3MiH y rOJliBKax ClIepMaTOo30i[iB.
KriniyHMX gaHUX 3 IPUBOOY BIJIMBY aMJIOOUIIIHY Ha (PepTUIIbHICTE HEZOCTAaTHLO. B
OOHOMY 3 HOCIiI?KeHb Ha HIypax Oy/u BUsSBJIeHi HeOaxKaHi peakilii 3 00Ky
bepTUNILHOCTI CcaMIIiB.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
IHWuUMu mMexaHiamamu.

Y manieHTiB, gKi 3aCTOCOBYIOTH Kopcap® AM, MoxKe BUHUKATH 3alaMOPOYeHHs abo
BiguyTTs cnabKOCTi miciisa npuiiomMy npemnapaTry, TOMY BOHUM IIOBUHHI BpaXOByBaTH 1€
ITif Yac KepyBaHHS aBTOTPAHCIIOPTOM Ta POOOTi 3 IIOTEHIIINHO HeOEe3MTeUYHUMU
MeXaHi3MaMHu.

Awmmnogumnin Moxke cinabko abo MOMipHO BIIZIMBATH Ha 3MaTHICTh KepPyBaTHU
aBTOTPAHCIIOPTOM abo ITpallfoBaTH 3 iHIIMMU MeXaHi3MaMu. JKIIO MallieHTH IIig Yac
3aCTOCYBaHHS aMJIOOUITIHY Big4yBalOTh 3allaMOPOYEHH S, TOJIOBHUM 0iflb, BTOMY ab0
HYIOTY, iX peakilig Mo¥Ke IIOPYIITyBaTUCH.

Cnocid 3acTocyBaHHs Ta I03H

[TauieHTH, y SKUX apTepialbHUK TUCK HeaJeKBaTHO PETYIIETHCS MOHOIIpenapaTaMu
aMJioguIliny abo BajcapTaHy, MOXKYTb OyTHU IlepeBefeHi Ha KOMOiHOBaHY Teparliio
npenapaTom Kopcap® AM. PekoMeHImoBaHa mo3a - 1 TabneTka Ha go0y. TabneTku
Kopcap® AM MoxKHa MpuUMMaTH He3alleXKHOo Bifl mpuiiomMy 1Xki. PeKoMeHOyeThCS
npurvMaTu Kopcap® AM, 3anuBaOyy ¥Or0 HEBEJIMKOIO KiJIbKiCTIO Bogu. TabieTKu He
OigIsararmTh OiI€eHHIO.

[TanieHTiB, sIKi IpUKUMalOTh BajicapTaH 1 aMJIOOUIIIH OKpeMO, MOXKHa IIepeBeCcTU Ha
Kopcap® AM, KUl MICTUTH Ti 3K caMi JO3U KOMIIOHEHTIB.

[Tepen mepexomoM Ha KoMmOiHallito ¢piKCOBaHUX MO3 PEKOMEHOYETHCS iHOUBIiAyaIbHUMN
migbip mo3u 3 KOMIOHeHTaMu (TOOTO aMILJIOAUITIHY i BajicapTaHy). Y pasi KiiHiduHOl
HeoOXimHOCTI MOXKHa PO3TJISHYTH MOXKJIUBICTh O€3IIocepeqHbO] 3aMiHM MOHOTEpaIril
Ha KoMOiHa1lito (piKkcoBaHUMHU [03aMU.

MaxkcumanbHa go6oBa mo3a - 1 TabneTka Kopcap® AM 5 mr/80 mr a6o 1 TabneTtka
Kopcap® AM 5 mr/160 mr, ab6o 1 TabneTka Kopcap® AM 10 mr/160 Mr (MakKCHMaIbHO
OOIIyCTHMMI JO3U KOMIIOHEHTIB npemnaparty - 10 Mr 3a BMicToM amnogumniny, 320 Mr 3a
BMiCTOM BaJjicapTaHy).

ITo3yBaHHS OJIsi OKPEMUX I'PYII MAIIIEHTIB




ITopyweHHA ¢pyHKUIT HUDOK

Hemae mocTynHUX KITIHIYHUX JaHUX IIOAO 3aCTOCYBaHHS Malli€eHTaM 3 TAXKKUMU
NOPYILIEHHAMU (PYHKII1 HUPOK.

[MamieHTaM 3 TTOPYIIEeHHSIMHU (PYHKIII HUPOK 1eTrKOoro abo MOMiIpHOTO CTYIIeHS TSAXKKOCTIi
KOPEKIIis J034 He moTpiOHa. Y MmalieHTiB 3 MOpyIIeHHIMM QYHKIIil HUPOK MOMipHOTO
CTyHEeHS PEKOMEHOY€EThCSI KOHTPOIIOBATH PiBHI KaJlilo i KpeaTUHIHY B KPOBI.

CyIyTHE 3aCTOCyBaHHS Kopcap® AM 3 ajticKipeHOM IDpPOTUNIOKa3aHO HallieHTaM 3

nopymeHHAMHA QyHKII1 HUPOK (IHK® < 60 mr/xs/1,73 M2).

Llykposutl diabem

CymyTHE 3aCTOCyBaHHS Kopcap® AM 3 anicKipeHOM NPOTUIOKA3aHO HallieHTaM 3
IIYKPOBUM AiabeToM.

IMopyweHHsA ¢pyHKUIl neviHKu

ITpemnapat Kopcap® AM npoTunokasaHUM NalliEHTaM 3 TAXKKUMU IIOPYLIEHHSIMU
(pyHKIiI TeYiHKN.

3 06epexkHICTIO CJTig 3aCTOCOBYBaTH Kopcap® AM mnanieHTaM 3 IOPYIIeHHSIMHU PyHKITI1
Mme4diHKM ab0 OOCTPYKTUBHUMHU 3aXBOPIOBAHHSAMU KOBYHMX HIJIAXiB. [IJI MaIli€HTIB 3
MMOPYIIEeHHAMU QYHKIIiI MeYiHKu JIETKOoro abo IOMipHOro cTyreHs 6e3 xoJjiecTasy
MaKCHMaJilbHa PeKOMeHIOBaHa [03a CTaHOBUTH 80 MrI BajicapTaHYy.

Pekomenpartiil 3 ;o3yBaHHS aMJIOOUIIHY /IS HAIli€HTIB 3 JIETKUM YX IOMipHHUM
MMOPYyIIeHHAM GYHKIII IediHKu He po3pobsieHi. [Ipu nepeBemeHHi TaKUX MalIliEHTIB 3
apTepianbHOIO TinepTeH3ielo (AuB. po3min «IToka3aHHS») i MOpyIIeHHSIM QyHKITi1
MMeYiHKY Ha aMJIOOUIIiH abo Kopcap® AM HeoOXxigHO IpHU3HAYATU HAUMEHIIY 3
PeKoMeHOOBaHUX M03 aMJIOAUITIHY B MOHOTeparmnil abo y ckiami komOiHOBaHOI Teparii.

ITauienmu nimHvo020 BiKy (8iKoMm 8i0 65 pokias)
II71s1 TallieHTiB JIITHHOTO BiKy pPEKOMEHJOBaHi 3BUYalHi CXeMHU [03.

Cnig moTpuMyBaTHCs 00€PEeXXHOCTI IPHU MiABUIIIEHHI J03HU ITpelapaTy ImallieHTam
JIITHBOTO BIKY.

IIpu nepeBedeHHI TaKUX MALllEHTIB 3 apTepiaJbHOIO TillepTEeH3i€0 (OUB. pO3ain
«IToka3aHHS») i mOpyIIeHHSIM QYHKIII ITeYiHKY Ha aMJIOOUIIiH abo Kopcap® AM
HeoOXimHO Mpu3HavYaTU HaMeHIITy 3 peKOMeHAOBaHUX 403 aMJIOAUIIHY ¥ MOHOTepaIril
abo y cknani KoMOiHOBaHOI Teparrii.



IlediampuyHi nonyaauii

Be3neka Ta epeKTUBHICTh 3aCTOCYBaHHS KOMOiHallil BajicapTaHy/aMJIOAUNIIHY OiTAM
(BikoM mo 18 pokiB) He mocrigzKeHa. [laHi BigCyTHi.

Himu.

HocnigXKeHHd JIIKyBaHHS IIUM IIpenapaToM fiteu (BikoMm o 18 pokiB) He IPOBOOUIIN.
Tomy mo oTpuMaHHS OinbII MOBHOI iH(pOpMaIril Kopcap® AM He peKOMEeHOYETLCA
3aCTOCOBYBAaTHU [Jis JIIKYBaHHSA OITEU.

ITlepeno3yBaHHsA

Cumnmomu

IloTenep BimCyTHIi#M OOCBia Imepeno3yBaHHs KOoMOiHallil BaJicapTaHy/aMJIOOUIIIHY.
OCHOBHUM CUMIITOMOM Ilepeao3yBaHHS BajicapTaHy, iMOBIpHO, € BUpaXKeHa
aprepiajibHa TilIOTEH3id i3 3aTaMOpOYeHHSAM. [lepeno3yBaHHSA aMJIOOUIIIHY MOXKe
IIPU3BECTH OO0 HapocTaw4ol nepudepuyHoi Ba3oguaTarliii i, iMoBipHO, Do
pednekTopHol Taxikapmii. [ToBigoMsaIu Mpo 3HAYHY i MTOTEHIIINHO IIPOJIOHTOBAHY
CHUCTEMHY TiIOTEH3il0, aXK [0 ILIOKY 1 JIeTaJIbHOI' 0 HAaCIIIAKY.

Pigko moBigomrisiyiocst Tpo PO3BUTOK HEKAPAiOreHHOT 0 HaOPSIKY JIETEeHIB SK HaCIimoK
nepeno3yBaHHS aMJIOOUITIHY, SKUU MOXKe MPOSBIIATUCS 3 BiICTPOYEHUM IOYaTKOM
(uepe3 24-48 roguH micng Opuiiomy) i moTpedyBaTH IITYYHOI BEHTUIAIII JIeTeHb.
dakTOpaMy, II0 COPUSAIOTH PO3BUTKY HEKapAioreHHOTro HaOpsKY 1eredb, MOXYTh OyTu
paHHi peaHiMalliliHi 3ax0o0u (BK/IIOYaO4YU IepeBaHTaxKeHHS PIiANHOI0) OIS IMiATPUMKU
nepdy3sil Ta cepleBOro BUKUAY.

JIikysaHH A

K10 MpemapaT IPUMHSATO HEII0aBHO, CJIil BUKJIMKATH OJTII0BaHHSA ab0 TPOMUTH
IIJIYHOK. BCMOKTyBaHHS aMJIOQUIIIHY 3HAYHO 3HUXKYETHCS IIPU 3aCTOCYBaHHI
aKTUBOBAHOTO BYTi/Is ogpa3y K a00 BIPOMOBK 2 TOOWH IIiCIS IIPUNOMY aMJIOOUIIIHY.

KrniniyHO 3Hauyllla apTepiajibHa riloTeH3isd, CIpUYNHEHa [1epefo3yBaHHAM Kopcap®
AM, BUMara€e akTUBHOI IIiATPUMKHU CTaHy CEPIeBO-CyAUHHOI CUCTEMHU, BKIII0OYal049n
YacTUM KOHTPOJIb CEPIIEBOI i AuxasbHOl GYHKITIH, MigioM KiHIIBOK, yBaru go o6’emMy
IV PKYII0IY0l PIiAUHY i cCe40BUNyCKaHHA. [1J11 BIDTHOBJIEHHS CyOUHHOTO TOHYCYy Ta
apTepiasbHOI0 TUCKY MOXKHa 3aCTOCyBaTU CYOUHO3BYXKYyBaJIbHUY IIperapaT IIpu
BiICYTHOCTI IPOTUIIOKa3aHb AJIs MOTr0 3aCTOCYBaHHS. [Ipu CTiMKOMY 3HUXKEHHI
apTepialbHOTO TUCKY, IK€ € HaclaigKoM OJI0Kaay KaslbllieBUX KaHalliB, MOXe OyTu



OOLIIIPHUM BHYTPIIIIHBOBEHHE BBEIEHHS KalblIlil0 IJIIOKOHATY.

BuBepnenHs BajicapTaHy 1 aMJIOOUIIIHY 3a JOIIOMOT 00 reMofiani3y MajJlOuMOBIPHO.
IToGiuHa gist

Be3neka koM0OiHallil BajicapTaHy/aMJIOOUIIIHYy OyJla OLliHEeHa y XO4i KITiHIYHUX
mocnimxeHb. I[ToOiuHiI peakirii, 1110 criocTepiranucs HawdacTiiie a6o 0yIu 3HAYHUMU
ab0 TSIXKKUMHU: Ha30DapUHTITHU, TPUII, TiIEPUYyTIUBICTh, TOJIOBHUM Oifb,
HEITPUTOMHICTh, OPTOCTAaTUYHA TilmoTeH3is, HaOpPsAKYU, HAOPAKM M SIKUX TKaHUH,
HaOpsKu obonuuys, nepudepudHi HaOpPsiKY, ITigBUINeHa BTOMIIOBAHICTh, TOYEPBOHIHHS
00514 Ys, aCTEeHisI Ta IPUILIUBU.

[Tpu o1iHIOBaHHI YaCTOTH BUHUKHEHHS IMOOIYHUX peakKIlii BUKOPUCTaHi TaKi KpuTepii:
oyxe 4dacTto (=1/10); gacto (=1/100, <1/10); HewacTo (=1/1000, <1/100); pigko
(=1/10000, <1/1000); opy=xe pigko (<1/10000); HeBigoMO (94acTOTy He MOXKHa OI[IHUTHU
3a HasIBHUMU OaHUMH).

YacToTa
Kmnac cucremu ) )
, [ToGiuHa peaxiiis
opraxiB MedDRA Bancapran/
Amnogumnia|BancapTan
aMJIOUIIIH
HaszodapuHrit Yacto ° - --
[Hdexkil Ta iHBa3il
[pum YacTo o - --
3HUXKEHHS piBHA
reMorjo0iny i . - -- HeBimomo
reMaTOKpPHUTY
3 OOKy KpOBi Ta
miMpaTUYHOI CUCTEMU . ) yxe
JIenKoIeHis .o - _ .-
pigko
HeiiTponeHisa o - -- Hesigomo




TpomOOIUTOIIEHIS, Hyxe .
. ° - ) HeBimomo
IHKOJIY 3 IypHIypoIo pigko
3 60Ky iMmyHHO1 ) ) ) Hyxe ,
[nmepuyyTIuBICTE Pigko . HeBigomo
CUCTEMU pigko
AHOpPEKCis Heuacto o - --
['inmepranbiliemis HeuacTto . - --
. . . Hyxe
linmepriikeMisa ° - . ° -
pioko
[lopyuieHHA
Xap4yyBaHHS Ta ) . .
. lNnoepminigemis Heuacto o - -
MeTaboIIi3My
NnepypukeMmisa Heuacto o - --
l'imokamniemis YacTto o - --
'imonaTpieMis Heuacto o - --
Hemnpecis ° - Heuacto o -
Tpusora Pigko . - --
3 OOKY IICUXiKHU be3coHHS/po31anu CHY o - Heugacto o -
[Tepenanu HacTPOIO o - HeuacTto o -
CrnnyTaHiCTh CBiJOMOCTI ° - Pigxo ° -




[Topy1ieHHST KOOPAXUHAIlil

HeuacTo

3arnaMoOpOYeHHs Hewyacto |[Yacto
[TocTypanbue
Heuacto o - --
3aIaMOpPOYEeHHS
IIucreB3is ° - HeuacTto
ExcTpamnipamMigHuu .
° - HesBigomo
CUHAPOM
T'onoBHUM 6inb Yacto Yacto
3 60Ky HEPBOBOI
. . Hyxe
cucreMu l'imepreHn3sisa o - .
pigko
[lapecTe3sisa Heuvacto |HeuacTto
[TepudepuyHa yxe
e -
HEeBpOIlaTisg, HeBpoIaTis pioko
COHIUBICTH Heuyacto |[Yacto
HenpuTOMHICTH o - HeuacTto
Tpemop o - Heuacto
lmecTesis o - HeuacTto
3 60Ky opraHiB 30py '
[lopyuiesHA 30py Pinko Heuacto




OcrnabneHHs 30py HeugacTto Heuacto o -
.3 GOK.y OPTAHIB CIyXy [Ilym y Byxax Pinko HeuacTo o -
i nabipuHTy
3armaMoOpoOYeHHs HeuacTto . - HeuacTto
BimuyTTs cepuebuTTs Heuacto |Yacto o -
HemmpuToMHICTB Pigko o - --
Taxikapmis Heuacto . - --
3 OOKy cepus .
Aputwmii (y ToMy 4uci
OpaguKap[misi, IIJTYHOYKOBA Hyxe
e - o -
Taxikapmis, Giopunsiis pigko
rnepencepab)
. Hyxe
[HdapKT MioKapoa o - , o -
pigko
linmepemisa o - Yacto o -
'imoToHisa Pinko Heuacto o -
3 60Ky CyOouH
OpTtocTaTtu4yHa rinoteH3siss |HedacTo o - --
xKe
Backymit o - H_y Hesigomo
pigko
Hyxe Hyxe
Kammens HeuacTto . .
3 60Ky OUXaJbHOI P1AKO P1AKO
CHUCTEMHU
3agunika ° - HeuacTo o -




dapuHTOTapUHTeasTbH}

=
hd

. Heuacto ° - --
6inb
PuHiT o - Heuacto o -
AGmoMiHaIbHUM
nuckoMmdopT Ta 6inb y Heuacto |Yacto HeuacTto
BEPXHIX OiITHKaX XXUBOTa
3miHa puTtMmy pedekariil o - Heuacto o -
3armop Heuacto o - --
Hiapes Heuvacto |Heuacto o -
CyxicTb y pOTi Heyacto |Heuacto o -
lacTtpoinTecTrHanbHi |[[Jucnencis o - Heuacto o -
MMOPYILIEHHS
Hyxe
'acTpur .o - . .-
pimko
. . Hyxe
['imepnnasida ssceH o - ) o -
pioko
Hynota Heuvacto |[Hacto o -
Iyxe
[larKpeaTuTt o - ) ° -
pimko
BrnoBaHHA o - Heuacto o -




ATunosi npobu GpyHKIIi1

IIeYiHKU, BKJIIOYA4u Hyxe _
. ) ° - . HeBigmomo
ITiIBUINIEHHS PiBHS pioko*
0inipy6iHy B KpoBi
3 OoKy
renarto0bimiapHol
Hyxe
CUCTEMU lematur o - ) o -
pioko
BHYTpIIIHBOIEYiHKOBUU Hyxe
o - e -
X0JjiecTta3s, JKOBTIHULA pigko
Arnonernis o - Heuacto o -
AHTiIOHEBPOTUYHUN Hyxe )
° - . HesBigomo
HaOPsK pioko
Bynbo3HUU mepMaTuT o - -- Hesigomo
Epurema Heuacto o - -
y o Iyxe
S yJIbTU(OPMHa epuTeMa o - ) o -
3 OOKy IIKipH i pinKo
MiJIIKIpHUX TKaHUH
Ex3aHTema Pinko Heuacto o -
lNnoeprigpo3s Pigko HeuacTto o -
CBITJIOYYTIUBICTh peakKiiil o - Heuacto o -
CBepbix Pigko Hewacto |HeBigomo
[lyprniypa o - Heuacto o -




Bucun HeuacTo HeuacTto HesBigomo
3HeOapBJIeHHS HIKipu o - Heuacto o -
Kpomnus’sHKa Ta iHIIl Hyxe
o - o -
dopmu BuCHUIly pigko
ExcdoniaTuBHuM Hyxe
o - o -
oepMaTuT pigko
Curgpom Hyxe
o - o -
CriBeHca-][I>KOHCOHa pigko
. Hyxe
HaoOpsk KBinke ° - ) . -
pioko
TokcuuyHUM
enigepManabHUNU o - HeBigomo . -
HEKpPOJIi3
ApTpanria HeuacTto HeuacTto o -
Bine y cniuHi Heuacto |Heuacto o -
[TpunyxmicTs cyrmoba HeuacTto o - --
3 60Ky KiCTKOBO-
M’SI30BOI CHCTEeMMU M’s130Bi cygoMu Pigko HeugacTo ° -
bins y Mm’s13ax o - Hewacto |HeBigoMmo
[TpunyxiicTs
TOMIJIKOBOCTOIIHOT'O ° - YacTto o -
cyrioba




BiguyTTsa TSAXKKOCTIL

Pigko

30inbIlIeHHST PiBHS

. ) o - - Hesigomo
KpeaTHHiHy B KPOBi
Po3napg ceyoBumnyCcKaHHS o - HeuacTo o -
HikTypis o - Heuacto o -
3 OOKY HUPOK i
CEeYOBUIIILHOI
CHCTeMH [Toniakiypis Pigko Heuacto o -
[Tomniypis Pioko . - --
HupkoBa HeJOCTaTHICTE i
MOPYIIEeHHSA PYHKIIi1 o - -- Hesigomo
HUPOK
IMmmoTeHITIS o - HeugacTto ° -
3 Ooky
PENPONyKTUBHOI EpektunvHa guchyHkLia |Pigko . - --
CUCTEMHU
'iHekoMacTisa ° - HeyacTto ° -
AcTeHida YacTto HeugacTto ° -
IuckomMdopT,
o - HeygacTto ° -
He3OyXaHHSA
3JarasbHi IOPYyIIeHH T
[TigBumeHa
. YacTto Yacto HeuacTto
BTOMJIIOBAHICTH
HaOpsk obonuyus YacTto o - --




lmepewmis, npunnusu (HacTo o - --
binb y rpynosax, He
) oo ° - HeuacTto . -
MIOB’si3aHUM i3 cepleM
Habpsiku YacTto YacTto o -
[Tepudepuuni
HacTto ° - --
HaOpsKu
Binb ° - HeugacTto o -
HaOpsk M’ aKux
YacTo ° - --
TKaHUH
30inbIIeHHS PiBHS KaJlliio B )
. o - -- HeBigomo
KPOBi
HocmiaXKeHHs ) .
30iIBIIIEHHSI MacH Tina o - HeuacTo o -
3MeHIIeHHs MacH Tila ° - HeygacTto ° -

* B 0CHOBHOMY IIOB’sI3aHO 3 X0JIECTA30M.

ITooamkoea iHgpopmauis w000 KoMOiIHaAUiI.

[Tepudepuynuli HaOpPsK, BigoMuil moOiyHNY ePeKT aMJIOOUITiIHY, Y MAIli€HTIB, SAKi

3aCTOCOBYBasiM KOMOiHallil0 aMIIJIONUIIiH/BajcapTaH, V IiJIoMy Big3Ha4yaBCs 3 MEHIIIOIO

YaCcTOTOIO, HiXK Ha TJIi 3aCTOCYBaHHS aMJIOOUIiHY okpeMo. CepeqHs YacToTa

nepudepuyHoro HabpPsKy, PiBHOMIpPHO po3moilieHa B YChOMY iHTepBali [o3,
crtaHoBuna 5,1 % ngns koMOiHallil amIoguNIiHy/BajricapTaHy.

Iloodamkoea iHpopmauia w000 KOMNOHeHmMi8 npenapamy.

He6axkaHi peakiiii, 1110 paHille Bim3Havaaucs IIpU 3aCTOCyBaHHiI OOMHOTO 3

KOMIIOHEHTIB IIpemnaparty (amaoguIliny abo BajicapTaHy), MOXYTh TaKOXK BUHUKATH i

IIpU 3aCTOCYBaHHI Ipemnapary Kopcap® AM, HaBiTh SKIIIO BOHU He OyIu Big3Ha4yeHi y




XO[li MPOBeOeHHS KIIHIYHUX HOCIigXKeHb a00 B TOCTMapKeTUHTOBUY IIePiof.

AMIOOUIIIH.

4 CoHNIUBICTD, 3allaMOPOYEHHS, BiTUyTTS CcepieOuTTs, abmoMiHanbHuM Oinb,
acmo :
HyOoTa, IIPUITYXJIICTh IIUKOJIOTKH.

Be3coHHs, 3MiHM HACTPOIO (BKIII0YAlOUU 3aHEIOKOEHH), Ienpecis,
TPEeMOD, OUCTEeB3is, HEIIPUTOMHICTS, TilecTe3is, IOPYILIEeHHS 30PYy
(BK/IIOYar4M OUILJIOINII0), IIIyM B ByXaX, FilIOTEeH3is, AUCIIHOE, PUHIT,

H O1I0BaHHS, MUCIIEIICis, aJonellis, mypiiypa, 3MiHa 3abapBleHHs HIKipH,
eracmo rimeprigpo3s, cBepbixkK, eK3aHTeMa, Miasriss, M’130Bi cymomu, 6iytb, ce4oBi
MMOPYIIeHHs, 30iMbIlIEHHS YaCTOTH CEeYOBUITYCKaHHS, iMIIOTEHIIif,
rinekoMacTisi, 6i71b y TPyOHIiM KITiTLI, 3arajiibHe He3Oy>KaHHs, 30iTbIIeHHS

a00 3MeHIIIeHHd MacCH Tia.

Pioko CronyTaHICTh CBiHOMOCTI.

Lyoice
pioKo
JIeMKOIMUTOIIEHIsA, TPOMOOLIMTOIIEHIsI, allepriyHi peakilii, rinepriikemis,
rinepToHisA, mepudepuyHa HeBpOIaTis, iHpapKT MiOKapaa, apuTMis
(BKTIo4atouyu OpaarKapmailo, BEHTPUKYISIPHY TaXikapmito Ta ¢pibpuisirio
rnepencepab), BACKyJIiT, MaHKPeaTUT, TaCTPUT, Tinepisasisa siCeH, remaTur,
JKOBTSHUIISA, MiOBUIIIEHHS PiBHIB (DEepPMEHTIB II€4YiHKMY, 3a3BUYal II0B’'13aHe
3 X0JIeCTa30M, aHTiIOHEBPOTUUYHUM HAOpPSAK, MyIbTU(GOPMHA epuTeMma,
KpONUB’ sTHKa, eKC(pOoIiaTuBHUYU OepMaTuT, cuHAPoM CTtiBeHCa-lI7KOHCOHa,
Habpsk KBiHke, GOTOUYTIUBICTE.

ToKCUUYHUU ellifepMasIbHUU HEKPOJIi3.

Hegioomo

Big3Haganucs okpeMi BUIIaOKW eKCTpalipaMigHOTO CUHOPOMY.

BarncapraHs.

Huxxuye3a3HaueHi JooaTKoOBi moOiuHi ssBUIITa Bid3HAYaIXA B XOOi KIiHIYHUX
BUIIPOOyBaHb IIPU MOHOTEPAIil BaJicapTaHOM He3aJIekKHO BiJl TPUYUHHO-HACIIiTKOBOTO
3B’SA3Ky 3 IIpernapaToM, 110 BUBYA€ETHCH.



3HUXKEHHS PiBHS reMOorjio0iHy, 3HUKEHHS PiBHS reMaTOKPHUTY,
HEUTPOIIEeHisI, TPOMOOIIMTOIIEHis, IIiABUIIIeHHS PiBHS Kallilo B CUPOBATIIi
y KPOBI, ITigBUINIeHHS 3HAaYEeHHS ITeYiHKOBUX MP00, Y TOMY YHCIIi

acgoma KOHIIeHTpallii 6inipy6iHy B cupoBaTIili KpOBi, HUPKOBa HEJOCTATHICTB i
restoomd IMOPYILIeHHS HUPKOBUX (QYHKIIIM, ITiABUILEHHS PiBHS KpPeaTUHIHY B
CUPOBATIIi KPOBi, aHTIOHEBPOTUYHMUM HAOPSK, Mianris, BacKyJIiT, peakiiil

rirepyyTINBOCTI, y TOMY YHCJIIi CHpOBaTKOBa XBopoOa.

TepMiH NpUIATHOCTI

2 POKH.

He 3acTocoByBaTu npenapar IIiCJig 3aKiHUYeHHsI TepMiHY IIPUOaTHOCTi, BKA3aHOT0 Ha
YIIaKOBIIi.

VYMoBH 30epiranus

30epiraTtu B OpuTiHanbHil yIaKOBIIi ITpu TeMIrepaTypi He Buile 25 °C.

30epiraTtu y HeQOCTYIIHOMY [JIsI OiTeM Miclii.

YnakoBka

ITo 10 TabneTok B 6micTepi. ITo 3 abo 5, abo 6 GricTepiB y nmayiri.
Karteropis Bignycky

3a penemnTomMm.

BupoOHUK

AT «DapMmak».

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPoOBaaKeHHSI
IisITBLHOCTI.

Yxkpaina, 04080, m. Kuis, Bysn. Kupumnisceka, 74.



