IHCTPYKIOIA

[JIsT MEIMYHOT'0 3aCTOCYBaAHHS JTiIKAPCHKOTO 3aC00y

30KAPIIC? 30 MT

(ZOCARDIS® 30 MG)

CKnao:

Oitoua pevyosuHa: 1 TabneTka, BKpUTa IJIiBKOBOIO 0060I0HKOI0, MiCTUTh 30(eHOoNnpuiy Kanbiio 30 Mr,
110 eKBiBalIeHTHO 28,7 MT 30()eHOTIPUILY;

0ONOMIJCHI PEUOBUHU:

A0po: 1eNn03a MiKpOKPHUCTaJliuHa, TaKTO3W MOHOTIOpaT, HaTPilo KpoCKapMeno3a, MarHilo cTeapar,
KPEMHiI0 TiOKCH[ KONOigHUM 6e3BOIHUY;

nzaiskosa 06010HKa: TimpoMeno3a, TuTany giokcup (E 171), momietunenrnikoms 400,
nomnieTunexriikoas 6000.

JIikapcbka ¢opma. TabaeTKH, BKPUTI IIIiBKOBOIO 000JIOHKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: 6ioro KOIbOPY, OOBTacTi TabneTKH, BKPUTI ITiBKOBOIO
000JIOHKOI0, 3 HACiUKOI0 [JIs Oy 3 000X GOKiB.

®dapMakKoTepaneBTUYHA Ipyna.

IuribiTopu aHTioTEeH3MHIIEPETBOPIOBaILHOTO hepMeHTY (AIID), MOHOKOMIIOHEHTHI.
Kog ATX C0O9A A15.

Papmakono2iuHi e1acmueocmi.

dapmakoOuHamika.

MexaHi3M fil miKapcekoro 3acoby 3okappic” mpH rinepreHsii Ta roctpoMy iHGapKTi Miokapaa
3yMOBJIEHUY B OCHOBHOMY IIPUTHIYE€HHSIM DEHIH-aHTi0TeH3UH-aIbI0CTEPOHOBOI CUCTEMH Y IIIa3Mi
KpoBi. [Ipurnivenns AII® (Ki 0,4 HM y nereHsx KpoJiB s COJli 30(peHONIPUIIATy 3 apriHiHOM)
IIPU3BOAUTH [0 3HUXKEHHS PiBHA aHTrioTeH3uHy Il y mma3Mi KpoBi, y pe3yabTaTi 4oro 3MeHIIY€EThCS
CYOVHO3BYXYyBaJIbHa aKTUBHICTh Ta CEKpeLisa ajJbIoCTepOHy. BogHOYAC IIpU HEBEJIMKOMY 3MEHIIEHH]
PiBHS OCTaHHBOTO MOXKJIMBE [esiKe MiJBUIIeHHS KOHIIEHTpallil KaJlilo y CUpOBaTIi KPOBi, 110
CYTIPOBOMIKYETHCS BTPATO0 HATPii0 Ta pimuuHu. BHacHimok iHridyBaHHs BIIUBY aHTrioTeH3uny Il Ha
CEeKpellilo PeHiHy MiABUINYEThCSA aKTUBHICTh PEHIHY B IIJTa3Mi KpoBi. AKTUBHICTE AII® y mia3mi Kposi



3MeHIIyeThCs Ha 53,4 % depe3 24 TOOUHY MiCNII BBeIeHHS Pa30BOi epopabHol fo3u 30 Mr
30(heHONPHUITY KasbIIilo.

[Tpuraivenus AII® npu3BoguTh 40 MiABUIEHHS aKTUBHOCTI IIUPKYJIIOI0Y01 Ta JIOKAIbHOI KaTiKpelH-
KiHiHOBOl CUCTeMH, III0 BIJINBA€E Ha Nepu(epruyHy Ba30oguIaTallilo Yepe3 aKTUBallil0o CUCTEMU
IpocTariaHguHiB. MOXIIKBO, Ilel MeXaHi3M 3a/1y4YeHu! 10 peai3allil rinoTeH3uBHOr0 eheKTy
30(eHONIPUITY KaJbIlilo Ta BiAmoBifae 3a meBHi mobiyHi edpekTu. Y maiieHTiB 3 apTepianbHOI0
rinepTeHsieio 3acTocyBaHHS 30Kapzicy” OGHAKOBOIO MipOI0 IPU3BOMUTE [0 3HMKEHHS apTepianbHOro
TUCKY Yy TIOJIOKEHH] Jiexkauy Ta CToss4y 6e3 KOMIIEHCATOPHOTO MiIBUILIEHHS YaCTOTH CEPIIEBUX
CKOpoueHs. [licng 3acTocyBaHHA 30Kapnicy® CepenHii CUCTeMHUU CYOUHHUY OIip Ma€ TeHOEHLI 0
3MeHIIeHHs. [ fesdKuX NallieHTiB JOCATHEHHS ONTUMAaJIbHOT0 3HUXKEHHS apTepiajbHOr0 TUCKY
MOKe TToTpeOyBaTu KilbKOX TUXKHIB Teparil. AHTUTINePTeH3UBHUYN eDeKT MiATPUMYETHCS IPU
TpHUBaJid Teparmil. [Ipy panToBOMy NpUNMHEHHI Tepallil He BUHUKAE IIBUAKOT0 3POCTAHHS
apTepianbHOro TUCKY. Ha chOorofHi HeMa€e JaHUX ILIOA0 BIJIUBY IIpernapary 30Kapx[ic® Ha
3aXBOPIOBAHICTH Ta JIETAJIBHICTH NAI[IEHTIB 3 apTepialbHO0 rinepTeH3ieto. Xoda y AOCIiAKEeHH]
AQHTUTINePTEeH3UBHUYM e(PEKT BCTAHOBIIEHO [IJIS MAlliEHTIB BCiX pac, cepeHs BifMoOBiab Ha
MOHOTepario inribitopom AII® y mpencTaBHUKIB HETPOILHOI pacy (3a3BUuall y rinepTeH3UBHIN
IOMyIAMil 31 3HUXKEHUM PiBHEM PeHiHYy) € MEHIIO, HiX y IHIIUX NalieHTiB. Taka pi3HULIS 3HUKAE
TIpY [OfaBaHHi fiypeTrka. KniHiuHui ehekT paHHLOTO 3aCTOCYBaHHSA 30KapAicy” micns iHdapKTy
MioKapaa Moxke OyTHu IOB’si3aHuM i3 6araTbMa ¢pakTopaMu, TAKUMHU SIK 3MeHIIIeHHS y IJa3Mi piBHS
aHrioTeH3uny Il (TakKuM YUHOM 00MEXKYETHCS MPOIIEC IINTYHOUKOBOTO PEMOJIE/TIOBAaHHS, SKUM MOXKe
HeraTUBHO BIUIMBATU Ha IPOTHO3 BUKUBAHHS IallieHTa 3 iHhapKTOM) Ta IiABUIIEHHS KOHIEHTpaIlil
CyIMHOPO3IIMNPIOBAIbHOI CyOCTaHIIil y Ia3Mi/TKaHuHaxX (CUCTeMa IIPOCTarlaHOuH-KiHiH).

PanpomizoBaHe miane00-KOHTPOIbOBaHe KITiHIYHEe JOCHiXKeHHS 30(eHOIPUIY IIPOBEEHO 3 YIaCTIO
1556 marienTiB i3 momepenHiM iHpapKTOM MioKapa, SKi He OTPUMYBaJIU TPOMOOJIITUYHY Teparliio.
JIikyBaHHS PO3MIOYMHAJIOCH IPOTATOM 24 TOOUH Ta TPUBaO 6 TUXKHIB. Y rpymi Nali€eHTis,
IIPOJTiIKOBAHUX 30()E€HOIIPUIIOM, 3HUKYBAJIUCS ITOKa3HUKN OCHOBHUX KOMOIHOBAaHMX KiHIIEBUX TOYOK
(TXKKa ceplieBa HEOOCTATHICTh Ta/ab0 neTambHUM HACIIOK IPOTATOM 6 THXHIB): 30(peHompur - 7,1
%, nnatebo - 10,6 %. Yepe3s pik piBeHb BUKUBAHOCTI OyB Kpall¥M y IPyIIi 3aCTOCYBaHHS IIpenapary
3okapaic®.

Iamma indopmatiis

Y OBOX BENMUKUX PaHIOMi30BaHUX KOHTPONIboBaHUX mochimxkeHHAX (ONTARGET (motounuu
TeJIMicapTaH K MOHOTepanis Ta y KoMmbiHarii 3 paminpunoM, Global Endpoint Trial) i VA NEPHRON-
D (medpomnaris mpu 1iyKpoBoMy fiaGeTi)) BUBYaIM 3aCTOCyBaHHS KoMOiHatlil inribitopis AII® pa3om 3
inribiTopaMu aHTi0TEH3WHOBUX pelenTopis II.

ONTARGET- gocnipxeHHs, IpoBeeHe 3 YYaCTIO MAl[l€HTiB i3 CepleBO-CYAUHHUMU Ta CyIUHHO-
MO3KOBHMMH 3aXBOPIOBaHHAMU ab0 1yKpoBuM giaGetom II Tumy, 10 CYIpPOBOMKYBaIUCS O3HAKaMU
ypaxeHHs opraHiB-MimeHer. VA NEPHRON-D- pgocrigKeHHs, IPOBeeHe 3 y4acTIO MNalli€HTIB 3
1ykpoBuM fiabetoM II Tuny ta miabeTuuHoio HedpomaTieo. Lli mocnimKeHHS He BUSBUIM iCTOTHOTO
IIO3UTUBHOTO BIIJIUBY Ha (QYHKIIii HUPOK i/ab0 ceplieBo-CynUHHI pe3y/bTaTH i IeTanbHiCTh, TOAI K
CIIOCTepiraBcs MigBUINEHNWN PU3UK TilepKaieMil, TOCTPOro ypaxkeHHsS HUPOK Ta/abo PO3BUTKY
rinoTeH3il TOPiBHSAHO 3 MOHOTepaMi€l. 3Bakal0Yy Ha aHa/lOTriyHi (hapMaKOAMHAMIUHI B1aCTHUBOCTI, ITi
pe3yNbTaTy TaK0XK CTOCYIOThCA ¥ iHIIMX iHTiGiTOpiB ATI® Ta 6710KaTOPiB peLenTopiB aHrioTeH3uHy II.

[uribitopu AII® Ta 610KaTOPU PELENTOPiB aHTiOTeH3uHY I He Cy1i 3aCTOCOBYBaTH OOHOYACHO
natieHTaM 3 giabeTuyHOI0 Hedpomarieo.

ALTITUDE (mocmigeHHs 3aCTOCYBaHHS aJliCKipeHy Ipu IykKpoBomy miaberi II tumy i3



BUKOPUCTAHHS CEPIIeBO-CYIMHHOI Ta HUPKOBOI KiHIIEBUX TOYOK) - MOCIIIXKEHHS KOPUCTi IoMaBaHHS
arickipeHy [0 cTaHOapTHOI Teparii iHribiTopoM AII® abo 610KaTOpaMu pelenTopiB aHTioTeH3uHY 11
IJISI TIAIi€eHTiB 3 MyKpoBUM miabeToM II Ty Ta XpOHIYHMM 3aXBOPIOBAHHSIM HUPOK, CEpPIeBO-
CYOIMHHUM 3aXBOpPIOBaHHSIM abo o0oMa xBopoOaMmu. [locigkeHHs OYI0 TOCTPOKOBO IIPUIIUHEHO Y
3B’3KY 3 MiIBUILIEHNM PU3UKOM HebaxKaHUX pe3ynbTaTiB. KinbKiCTh leTambHUX BUMIAOKIB,
3yMOBJIEHUX CEPIEBO-CYIMHHUMY 3aXBOPIOBAaHHSAMHU Ta iHCy/lIbTaMH, Oysa Oinbioio B Tpymi
3aCTOCYBaHHS aliCKipeHy, HiX y rpymi naamnebo, a TaKoX PO Cepro3Hi mobiyHi peakiril
(rimepkanieMisi, FinOTeH3id Ta MOPYIIeHHS (QYHKIIIl HUPOK) YacTille TOBIAOMIISIOCS B IPYIIi
arickipeHny, HiX y rpymi mname6o.

dapmakoKiHemuka.

30¢eHO0NPHUIT Kabllilo € IPOTiKaM#, OCKiJTbKM aKTUBHUM iHTi6iTOpOM € cynbdrigpuabHa yacTka
30(peHOIPUIIAT, IO YTBOPIOETLCS IIPH Tifpoi3i Tioedipamu.

BemokmyeaHHA

30(eHOIPHUJT KaJIbI[il0 MBUAKO Ta IIOBHICTIO BCMOKTYETLCS IIPH IIepOPaIbHOMY IIPUHOMI Ta
IPAKTHYHO IOBHICTIO IEPETBOPIOETHCS Ha 30(DeHONPUIIAT, IiKOBUY PiBEHD SIKOTO Yy KPOBi JOCATAETHCI
yepes 1,5 ToOMHY MiC/Is IEepOpaIbHOro 3aCTOCYBaHHA 30Kapficy . KiHeTuka pa3oBoi f034 € MiHiAHOI0
B miama3oHi 703 10-80 Mr 3o¢eHONPUIY Kalbllilo, Ta miciasd BBefeHHS 15-60 Mr 30¢eHONPUILY
KaJIBIiI0 IPOTATOM 3 THIXKHIB He BifyBa€eTbCs KyMYJIALii. [’ka y IITyHKOBO-KUIIKOBOMY TPAKTi
3MeHIIye MBUAKICTh BCMOKTYBaHHS IIpenapary, aje He M0ro piBeHb, a moka3Huku AUC
30(peHOIPUIATY MPAaKTUYHO OMHAKOBI MiC/Is MPUUOMY IIif 9ac igu abo HaTIe.

Po3noodin

[Ticrist BBemeHHS 30(peHOMPUITY Kallbllil0 3 pafioaKTUBHOI0 MiTKO0 Mpubnu3Ho 88 % LUpPKyII0I04901
panioakKTUBHOCTI €X Vivo 3B’s13yeThcs 3 GikaMu I1a3Mu, a 06’eM PO3MOiny y piBHOBaXkKHOMY CTaHi
CTaHOBUTH 96 1.

Biompancgpopmauin

[Ticns BBegeHHS 30(eHONPUIY KaJbIlil0 3 PaAi0aKTUBHOIO MITKOIO y Cedi JIIOANHY ineHTHu(}iKOBaHO 8
MeTaboIiTiB, 1110 CTAHOBIATL 76 % pamioakKTUBHOCTI cedyi. OCHOBHUM MeTab0IIiTOM € 30peHOIPHUIaT
(22 %), mo nmoTiM MeTaboMmi3yeThCS KiIbKOMa IUISTXaMH, BKJII0Yal0YX TJIIOKYPOHITHY KOH IOTaIliio
(17 %), mukmisaliiio Ta rIIOKypOHigHY KoH'toraiiiio (13 %), Ko toraiiito 3 mucreinoM (9 %) Ta
S-meTunoBaHHS TionoBol rpynu (8 %). ITicns nmepopaibHOT0 3aCTOCYBaHHS 30()eHONPUITY Kallbllilo
mepion HamiBBUBeOeHHS 30(€HONPUIATy CTAaHOBUTH 5,5 rOOMHU, a 3arajlbHUM KJIipeHC B
oprasi3mi -

1300 mm/xB.

BusedenHs



PapmioakTBHO MiueHU# 30(peHOMPHUIIAT MMiCIIST BHYTPIIHbOBEHHOTO BBEIEHHS BUBOOUTHCS i3 CEUEI0
(76 %) Ta kanom (16 %), Tomi AK micag IepopanIbHOTO 3aCTOCYBaHHS 30(DEHOMPHUITY KaJIbllilo 3
pamioaKTHUBHOIO MITKOIO 69 % Ta 26 % pamioaKTMBHOCTI BUBOOUTLCS i3 CEUEI0 Ta KaJIOM BiIIOBITHO,
110 BKa3ye Ha MMOABIMHUY IUISIX BUBEEHHS (HUPKU Ta MeYiHKa).

dapmakokiHemuka y oOKpeMmux 2pyn nayieHmia

ITayieHmu AiMHb0O20 BIKY

[I7g nauieHTiB TITHHOTO BiKy HeMa€ MOTpeOu y KOPEKIil 03U, SKIo GYHKIiT HIPOK y HOPM.
ITopyweHHA pYHKUII HUPOK

Ha mipcraBi nopiBHAHHS OCHOBHUX (hapMaKOKIHETUYHUX ITapaMeTpiB 30()eHONPUiy Mmicis
IIepopajbHOTO 3aCTOCYBaHHS PafioOaKTUBHO Mi4eHOT0 30(DeHOIPUIY KaJIbIlif0 BCTAHOBJIEHO, 1110 ¥
MAI€HTIB i3 HUPKOBUMU NOPYIIEHHSIMHU (KJIipeHC KpeaTHUHiIHY > 45 Ta < 90 MJI/XB) BUBEIEHHS
30(heHonputy BifOyBa€eThCA 3 TAKOIO XK IIBUAKICTIO, 5K i Y HAI[iEHTIB 3 HOPMaIbHOIO QYHKIIi€0
HUPOK(KJIipeHC KpeaTuHiHy > 90 MII/XB).

Y naii€eHTiB i3 MOMipHUMHU [0 TSIXKKUX IOPYIIEHHAMU QYHKII1 HUPOK (7-44 MJI/XB) LIBUAKICTh
BUBEe[EHHS 3MeHIIeHa Ha 50 % Big HopMmu. Lle BKa3ye Ha Te, 110 TaKUM Tal[ieHTaM CJIif
3aCTOCOBYBATH IOJIOBHHY 3BUYAiHOI CTAPTOBOI 03U 30Kapmicy .

Y nanieHTiB i3 mopymeHHIMy QYHKIII HUPOK y TepMiHaIbHiM cTafil, siKi mepebyBaioTh Ha TeMofianmisi
Ta IIePUTOHeaIbHOMY [iasli3i, IBUAKICTh BUBE[EHHS 3MeHIeHa 10 25 % Big HopMmu. Lle BKa3ye Ha Te,
10 TAKKM IalliEHTaM CJIiJ] 3aCTOCOBYBAaTH YBEPTh 3BUYAMHOI IT0YaTKOBOI HO3HU 30Kapuicy®.

ITopyweHHA PYHKUII neviHKu

Y mauieHTiB i3 NOPyIIEHHAMY (QYHKIIL IeYiHKY Bif IETKOTO O IOMIPHOTO CTYIEHS TIXKKOCTI, 110
3aCTOCOBYBAJIM Pa30Bi 03U pafiicaKTUBHO Mi4eHOr0 30()eHOIIPUITY Kabllifo, MOKa3HUKH C,,. Ta T,..
3oheHonmpunaTy 6yn1u aHaNOTiYHUME TaKUM Y TallieHTiB 6e3 nopyueHs nevinkoBux GyHKIiH. OnHak
3HaueHHs AUC y naijieHTiB 3 IMPO30M MalkKe BIBidi IepeBUIlyBalu TaKi y IalieHTiB 3 HOPMaJIbHOI0
¢byHKIi€ nevinky. e BKa3ye Ha Te, 110 MallieHTaM i3 MOPYyIIeHHIMHU (QYHKIIil TIeYiHKX Bif JIETKOTO
10 TIOMIipPHOT'O CTYIIEeHS TSKKOCTI CJIifl MpU3HaYaTH II0JIOBUHY 3BUYaWHOI CTAPTOBOI 031 30Kapnicy®,
SKY 3aCTOCOBYIOTH ITAIliEHTaM i3 HOpMa/IbHOIO QYHKIIE€I0 ITeYiHKY.

BipcyTHi maHi mongo ¢papMakoKiHETUKY 30(E€HONPUIY Ta 30EeHONPUIaTy Y MaIli€HTIB i3 TAXKKUMUI
NOpYyIIeHHAMH (YHKIIii Te4YiHKM, TOMY TaKUM TallieHTaM 30eHOIIPHI TPOTHUIIOKa3aHMH.

KrniniyHi XxapaKTepHCTHKH.

Iloka3aHnHs.

ApmepiaavHa 2inepmeHais

JlikyBaHHS eCeHIia/lIbHOL IinepTeH3il IEeTKOT0 Ta CEPEeIHBOT0 CTYNEeHS TSKKOCTI.
I'ocmputl iH¢papkm miokapoda

JIikyBaHHS TOCTPOr0 iH(papKTy MioKapaa (mepii 24 ToguHYN) 3 03HaKaMu Ta cuMnToMamu (abo 6e3



HUX) CepLeBOl HENOCTATHOCTI 3i cTabiIbHOI0 TEMOAMHAMIKOIO 3a YMOBH, III0 TPOMOOIITUYHY Tepariio
He ITPOBOMUIIH.

IIpomunoka3aHHs.

linepuyTnuBicTh 70 30¢eHONPUITY Kanblio abo o iHmoro inribitopa AII®, abo mo Oyap-sKoi 3
IOTIOMiKHUX PEYOBHH, II[0 BXOASATD [0 CKJIaAy IIpemapary.

AnrioHeBpOTUYHUM HAOPSK B aHaMHe3i, 0B’ I3aHuM 3 ONepenHiM JTikyBaHHSM iHTiGiTopoM ATIOD.

OpHOYaCHe 3aCTOCYBaHHA i3 CaKy0iTpuioM/BaicapTadoM. JIiKyBaHHs IperapaToM 30Kapaic® ciiif
TIOYWHATH He paHille HiXK 4yepe3 36 TOOUH MHiCIIsI OCTaHHLOT'0 IIPUNOMY
cakybOiTpuny/BancapTany (ouB. po3minu «Oco0IMBOCTI 3aCTOCyBaHHS» Ta «B3aeMopmis 3
iHITMMY JTiKapChKUMH 3ac00aMu Ta iHII BUOU B3aEMOMiM»).

CmapkoBu#t abo imionmaTUYHUYM aHTIOHEBPOTUYHUYN HaOPSK.
[TopyuieHHs QYHKINI MEYiHKU TSIKKOTO CTYTIEHS.

BinaTepanbHuil peHaNbHUM apTepianbHUM CTEHO3 a00 apTepianbHUM CTEHO3 EANHOI QYHKIIIOHYI0YO01
HUPKH.

BaritHicTh a0 maHyBaHHS BariTHOCTI (IKUB. PO3MiNn «3acTOCyBaHHS Y Iepiof BariTHOCTI abo
TONyBaHHS IPYLOI0»).

[IpenapaT mpoTUIIOKa3aHUM KiHKaM PeIPOAYKTHUBHOIO BiKY, IKi He 3aCTOCOBYIOTh €()EKTUBHY
KOHTpAaIlEeILilo.

OpHOYacHe 3aCTOCYBaHHS JTiKapChKOT0 3aco0y 3okappmic® 3 mpemnapaTaMy, 1o MiCTSTh aliCKipeH,
IIPOTUIIOKA3aHO TIallieHTaM i3 IyKpoBUM [iabeToM abo0 HUPKOBOIO HemocTtaTHicTio (IIIK®
< 60 m/xB/1,73 ™).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
Jlikapcuvki 3acobu, wo nidsuusyoms pusuk po38umky aH2i0He8pPoOMuUYH020 HAbPAKY

OpHoyacHe 3acTocyBaHHS iHTibiTopiB AII® Ta cakyOiTpuiy/BajicapTaHy IPOTUIIOKa3aHe Yepes
IiABUIIEHNY PU3UK PO3BUTKY aHTIOHEBPOTUYHOT0 HAOPSKY (IuB. po3ainu «[IpoTunokasaHHI» Ta
«OCco6MMBOCTI 3aCTOCYBaHHS»).

OpuoyacHe 3acTocyBaHHS iHTibiTopiB AII® i3 pauekapmoTpunoM, inribitopamu mTOR (Hanpukian
CHPOJIIMyCOM, €BEPOIiMyCOM, TEMCUPOJIIMYCOM) Ta BiIarliNTUHOM MOXKe IIPU3BECTH [0 MiIBUILIEHHS
PU3UKY PO3BUTKY aHTiOHEBPOTUYHOTO HAOPSKY (OUB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

He PEKOMEHOYVETHCA OJHOYACHE 3aCTOCYBAHHA 3 HU2KYEHABEIEHUMN HiKaQCBKI/IMI/I 3acobamu.



Kanitizbepiearui diypemuuHi 3acobu, 0obasku, w0 Micmsams Kaitl, C0Ab08i 3AMiHHUKU, W0
micmsame Kaaill, ma iHwi aikapcvKi 3acobu, w,o nidsulyroms piseHb Kaiw

Xoya piBeHb KaJliio y CUPOBaTLi KPOBi 3BUYAWHO 3a/IUIIAEThCA Y MeXax HOPMHU, Y OesKUX MallieHTiB,
SIKi 3aCTOCOBYIOTh 30)€HOIIPHUJI, MOXKe BUHUKHYTHU Tinepkamiemis. Kaniiiz6epiratoui miypeTuku
(HampMKJIaf CIipOHOJIAKTOH, TpiaMTepeH abo aminopum), moOaBKH, SIKi MiCTSTh KaJlii, Y4 COIbOBI
3aMIiHHUKHY, Ki MICTATH KaJii, MOXKYTb IPU3BECTHU OO0 3HAYHOIO IIiIBUIIIEHHS PiBHA Kallilo y
cupoBaTii KpoBi. TaKoXK CJIifi HOTPUMYBaTUCS 00€peKHOCTI IIPY OJHOYACHOMY 3aCTOCYBaHHI
30(peHOTIPUITY 3 iHIIMMU areHTaMH, 10 IiABUINYIOTh PiBEHDb KaJjlilo Yy CUPOBATIi KPOBi, TAKUMU 5K
TPUMETOIIPUM Ta KO-TPEMOKCa30J1 (TPUMEeTOIpUM/CyIbhaMeToKCca30J1), OCKiIbKY BiIOMO, 10
TPUMETOIIPUM i€ K Kasiii3bepiralouuil niypeTuk, aHanoriuno aminopuny. Tomy KoMOiHalris
30(eHOIPUITY i3 Iepepax0BaHUMHU BHIIIE JTIKapChKUMM 3ac0b6aMu He peKOMeHI0BaHa. fKIIo Taka
KoMOiHallisg € HeoOxiiHOI0, TO ii CJIii 3aCcTOCOBYBaTH 3 00EPEKHICTIO TAa YaCTO KOHTPOJIIOBATH PiBEHDb
KaJlilo y CUpOBaTLi KPOBi.

IH2i6imopu AII®, 610kamopu peyenmopie aHeziomeH3uHy II abo anickipeH

Kniniuyni mocmimxeHHs moka3ainu, 1o noaBitiHa 6nokaga PAAC muIsixoM 0JHOYAaCHOT'0 3aCTOCYBaHHS
inribiTopiB AII®, 6110kaTOPiB penenTopiB aurioreH3uny II abo anickipeHy 1oB’si3aHa 3i 30i/IbIIEHHSIM
PU3HUKY NOSBY TAKWX MOOIYHUX peaklliii, IK TillOTeH3isd, rinepkasnieMisa i 3HMKeHHS QYHKIIil HUPOK (B
TOMY YMCJIi TOCTpa HUPKOBa HENOCTATHICTh), IIOPIBHAHO i3 3aCTOCYyBaHHAM O0OHOTO PAAC-aKTUBHOTO
npenaparty (ouB. po3pmin «IIportunokasanusa», «OcobauBOCTi 3acTocyBaHHs», «DapMaKoguHaMika»).

OmHoYacHe 3aCTOCYBAHHS 3 HMXKYeHABeIeHUMHU JIiIKaDCbKMMK 3ac00aMu BUMArae 0Co6IuBoi
00epexkKHOCTi.

IliypemuuHi 3acobu (mia3udu abo nemavosi diypemuxu). [TonepemHe 3aCTOCYBAaHHS BUCOKUX 03
IiypeTU4HUX 3ac00iB MOXKe NMPU3BECTU 00 3HEBONHEHHS i PU3UKY PO3BUTKY apTepiasbHOI rinoTeHs3ii
Ha II0YaTKy JiKyBaHHS 30()eHOIPUIIOM. IMOBipHICTb FiIOTEH3UBHOTO eeKkTy MOKHa 3MEHIIINTH,
SKIIO BiIMIHUTH [iypeTHUK, 30iMbIIUTH BXKHUBAHHS XBOPUM PilMHU Ta COJIi UM PO3MOYATH Teparliio 3
HU3bKUX 103 30()eHOIPUIIY.

JIimitli. Bynu noBigoMiieHHs TPo 000POTHeE IiBUIIEHHS KOHIIEHTpallii JIiTilo ¥ CHpoBaTili KPoBi Ta
10T0 TOKCHYHOCTI ITPX OHOYACHOMY 3aCTOCyBaHHi 3 iHribiropamu AII®. OgHOYacHe 3aCTOCYBaHHSA
Tia3UOHUX OiypeTU4YHUX 3aco0iB 3 IpellapaTaMy JIiTii0 MOXKe IiiBUIIyBaTU PU3UK JIiTIEBOL
iHTOKCHKaTIIii, 1110 3pOCTa€ Ha TJIi OMHOYACHOTO 3aCTOCyBaHHS iHTiOiTOpiB AII®. ToMy 30¢heHOIpPHUT He
PEKOMEHIYEThCST 3aCTOCOBYBATH OMHOYACHO 3 IpelapaTaMH JIiTiio, a y pa3i Takoi HeoOXigHOCTi ciif
PeTebHO KOHTPOJII0BATY PIBEHD JIITiI0 Y CUPOBATII KPOBI.

30.10mo. Bynu oBimOMIEHHS IIPO Te, IO V MAllieHTiB, sIKi 3acTocoByBanu iHribiTopu AII® Ta sKuM
iH'€KLIMHO BBOOUIIY IIpelapaTy 30JI0Ta (Hamp. aypoTioManaT HaTpilo), YacTillle pO3BUBAIOTHCS
HiTpaTomofiOHi peakilil (cUMIITOMM Ba30fusIaTallil, y TOMY YKCJIi IPUIIJIMBY, HYIOTA, 3allaMOPOYEeHHS,
apTepianbHa TiIOTeH3is), 1[0 MOXKYTh MaTH JOCUTH TSIXKKHUU XapakKTep.

AHecme3yrui npenapamu. [aribiTopu AII® MOXYTh IOCUINTH TiOTEeH3UBHY [il0 aHECTE3YI0YUX
Ipenaparis.

HapxomuuHi/mpuuukaiyHi ahmudenpecaHmu/aHmuncuxomuku/6apbimypamu. Mozxke BUHUKATH
OpPTOCTaTUYHA apTepiaibHa TilOTeH3is.

IHwi aHmuezinepmeH3uaHi 3acobu (bema-610kamopu, anvpa-610Kkamopu, aHMAa20HicMu Kaavyiro).
MoxXnuBuil afUTUBHUY TinOTEeH3UBHUM edeKT abo nocuieHHd Ail npenapatis. HiTpormiuepus Ta i
HiTpaT# Ta Ba30AMIATYIOUi 3aCc00H CJIil 3aCTOCOBYBATH 3 00EPEKHICTIO.



LlumemuouH. TligBuUIyeTbCS PU3KUK PO3BUTKY apTepiaIbHOI TimoTeHsil.

IuknocnopuH. inepkanieMis MoKe BUHUKHYTH IIPU ONHOYACHOMY 3aCTOCyBaHHi iHTiOiTOpiB ATID i3
IIUKJIOCIIOPUHOM. PEKOMEHMIYETLCS CIIOCTEPEXKEHHS 3a PIBHEM KaJlilo Y CUPOBATIi KPOBI.

I'enapun. inepkanieMis MoKe BUHUKHYTH IIPU OLHOYACHOMY 3aCTOCyBaHHi iHTi0OiTOpiB ATID i3
rernapuHoM. PeKOMeHyeThCS CIIOCTEePeKeHHS 3a PiBHEM KaJlilo y CUPOBaTIli KPOBI.

AsionypuHos, uumocmamuyHi 3acobu, imyHoOenpecaHmu, cucmemHi Kopmukocmepoiou ma
npokaiHamio. Ilpu ogHOYacHOMY 3aCTOCyBaHHI 3 iHribiTopamMu ATI® nigBUIIYETHCS PU3UK PO3BUTKY
peakiii rinepuyTnuBocTi. OmHOYacHe 3acTocyBaHHS 3 iHribiTopamMu ATI® MoxKe MifBUIIYBAaTU PU3UK
PO3BUTKY JIEUKOIIEHil.

ITpomuodiabemuuHi 3acobu. Pigko iuri6itopu AII® MOXKYTh IIOCHJIUTH TilOTIIiKEMi3y04y Aii0 iHCYIiHY
Ta MepopaibHUX IPoTHUAiabeTUUHUX 3ac00iB, HAIPUKIIAM IIPenapaTiB CyIb)OHIICEUOBHHHU, Y XBOPUX
Ha IyKpoBu# miabet. Tomy mpu cymicHOMYy npu3HaudeHHi 3 inribitopamu AII®, MoxknuBo, Oyne
HeoOXiTHO 3MEHIIUTHU N03y NMPOTHAia0eTUUHUX 3aC00iB.

I'emo0iani3 3 BUKOPUCMAHHAM Oiani3HUX MeMOpPaH 3 8UCOKOK NPONYckHow 30amHicmio. Ipu
OJHOYaCHOMY 3aCTOCyBaHHi 3 iHribiTopamu AIT® migBUIYETHCS PU3UK PO3BUTKY aHa(inaKTOITHUX
peakiii.

Crig BpaxyBaTy DU OOHOYACHOMY 3aCTOCYBaHHI.

HecmepoioHi npomusanasvHi 3acobu (y momy 4uci auemusacaniyua0ea Kucioma y 003i = 3 2/000y).
MoxXe 3MeHIINTUCh aHTUTinepTeH3uBHUY ePeKT iHribitopis AII®. Kpim Toro, HII33 ta iHribitTopu
ATI® momaTKOBO MiBUINYIOTH PiBeHb Kallilo ¥ CUPOBATIIi KPOBi, TOMi IK HUPKOBa GQYHKIIiST MOXKe
noripmutucs. i epexTu € 000pOTHUMM i YaCTillle BUHUKAIOTH V TMAI[iEHTIB 31 3HUKEHOI0 QYHKITiE0
HUPOK. Pigko MoxXke crocTepiraTucs roctpa HUPKOBa HEAOCTATHICTb, 0COOIMBO y MAIliEHTIB 3
IOpyIlIeHHAM GYHKIIil HUPOK, 30KpeMa Y JIiTHiX a0 3HEBOIHEHHUX TalliEHTiB.

AHmauuodu 3MeHIIyI0Th 6i0g0CTYIIHICTS iHTiIOiTOPIB ATID.

CumnamomiMmemuyHi 3acobu MOXYTh 3MEHIIUTH aHTUTIEePTeH3UBHUY eeKT iHribitopis AITD.
Heo6ximHO peTenbHO CIIOCTEPIraTh 3a TAKUMHU XBOPUMH, 11100 OyTH BIEBHEHUM y [OCATHEHHI
6axxaHoro eexrTy.

ITpodykmu xapuysaHHA. Moxke 3HUKYBATUCS IIBUAKICTh, ajie He CTYIiHb BCMOKTyBaHHS
30(peHONPUILY KabIlilo.

ITodamkoea iH¢popmauisn. HemocTynHi mpsMi KiTiHiuHi maHi 111010 B3aEMopil 30peHOmpUny 3 iHImuMu
npenapatami, 10 Metabonisywotscs CYP pepmenTamu. OgHak HOCTigXKeHHS MeTaboi3My
30()€HOIPUINY in Vitro OEMOHCTPYIOTh BiICyTHICTh MOTEHLIKHOI B3a€MOIl 3 IIperapaTaMu, 10
MeTabomizyoTbcst CYP pepmeHTaMu.



Oco06.1ueocmi 3acmocyeaHHs1.
I'inomeHsis

Sk i i igriéitopu AII®, 3okapaic® MoXKe CIPUYMHUTY 3HAYHe 3HMKEHHS apTepiaabHOro THCKY,
0CO0OJIMBO MiCJIT 3aCTOCYBaHHS MEPIIOl 403K, X04Ya CUMIITOMAaTHYHA TilIOTEeH3is y MallieHTiB 3
apTepianbHOIO TimepTeH3ieio 6e3 YCKIagHeHb CIIOCTePIiraeThcs pinko. BoHa Ginbir BiporigHa y
TIAIli€HTIB i3 MOPYILIEHHSIM BOOHO-COILOBOT0 0OMiHY Yepe3 Tepariio giypeTukaMu, 00MexKeHHS COJi B
mieTi, miapeio uu G0oBaHHSA ab0 y TUX, XTO Ma€ CEpHO3HY PeHiH3aleXkHYy rinepTeHsiio.

Y marrieHTiB i3 cepieBoio HeIOCTATHICTIO, IO OB’ sg3aHa a0o He MMOB’sI3aHa i3 HUPKOBOIO
HEeJOCTaTHICTIO, CIIOCTEPIra€EThCSI CUMIITOMaTHYHa TimoTeH3isd. BoHa GinbIl BiporigHa y malieHTiB i3
OiNTBIN TSKKOIO CepLeBOI0 HEeIOCTaTHICTIO, 110 TI0B’si3aHa i3 3aCTOCyBaHHSIM BUCOKHUX 03 METIHOBUX
NiypeTHKiB, rimoHarpiemieio abo nmopymeHHsaMu GyHKIil HUPOK. JIiIKyBaHHS MAalli€eHTiB i3 migBULIIEHUM
PU3UKOM CUMIITOMATUYHOI TilT0TeH3il HeoOXifHO MOYMHATH Il CYBOPUM MEOUYHUM HaATJIIIOM,
6axaHo - y KJIiHilli, 3 BUKOPUCTaHHSIM HU3bKUX []03 Ta 3 PETEJIbHUM TUTPYBAHHSIM I03yBaHHS.

V pasi MOXKJIMBOCTI Ha [I0YaTKy Tepamii 3o0kapaicoMm® JTiKyBaHHs [iypeTHKaMH HeOOXiIHO THMYaCOBO
IPUIUHUATH.

Taxuit camuii migXil 3aCTOCOBYETHCS TAKOXK [0 Malli€eHTiB 3i cTeHOKapaieio abo 1epebpoBacKyIsIpHUM
3aXBOPIOBAHHSAM, V SKUX HAIJIMIIKOBA TilOTeH3is MOxKe MPU3BeCTH [0 iHdapKTy Miokapaa abo
11epe0pPOBaCKyISPHOT0 Hamapay.

Y pa3si po3BUTKY TiNn0OTeH3ii MalieHTa Cllif mepeBecTH y IO0JI0KEeHHS JiexKauyu Ha criuHi. Moxe 0yTu
HeoOXiIHUM 3aMillleHHS eJIEKTPONIITHOr0 06’eMy IIJISXOM BHYTPIllTHhOBEHHOTO BBEMIEHHS
¢izionoriunoro po3uuny. I[losiBa rinoTeH3il mics mepiioro 4O3yBaHHS He 3allepedyye HaCTYITHOTO
pPeTenbHOr0 TUTPYBaHHSA 03U IIpenaparTy Micis e(peKTUBHOTO KOHTPOJIIO.

Y mestkux TallieHTiB i3 cepIieBOI0 HEMOCTATHICTIO 3 HOPMaIbHUM a00 3HUKEHUM apTepiabHUM
THCKOM IIPX 3aCTOCYBaHHI 30KapHAicy” MoXe BUHUKATH [ONATKOBe 3HUKEHHS CUCTEeMHOTO
apTepianbHOTO TUCKY. Lle ouikyBaHUYU eDEKT, IKHM 3a3BUYail He € IPUYUHOIO IPUITHHEHHS
JMiKyBaHHS. AKIIO TiMOTeH3is CTaE CUMIITOMAaTHYHO, MOXKe OyTH MOTpi0HEe 3MeHIIIeHHS 103U a0
NPUIMHEHHs Tepamil 30kapmicom”’.

I'inomeH3is npu 2ocmpomy iH¢papkmi Miokapda

JlikyBaHHs 30KapaicoM® He CIIif] pO3[MOYMHATHY MalicHTaM i3 FOCTpUM iHpapKTOM MioKappa, SKIIO0
iCHye pU3UK OOJATKOBOI CEPIO3HOI TeMOIUHAMIYHOl Jelpecil micys TiKyBaHHS Ba304uIaTaTOpaMu.
Lle cToCyeThCs MAIliEHTIB i3 CUCTONMIYHUM apTepianbHuM THCKOM < 100 MM Hg abo y pa3i mosiBu
KapAioreHHoro mokKy. JIikyBaHHsS 30KapHicoM® MaIi€HTiB i3 rocTpuM iHGapKTOM MioKapha MoXe
IPU3BONUTU [0 TSKKOI TimoTeH3il. Y BUIMAAKy TpHBaoi rinoTeH3il (CUCTONMIYHNUE apTepianbHUM
THCK

< 90 mm Hg npoTtsrom Ginbiie Hixk 1 TOgMHM) 3aCTOCYBaHHS 30Kapnicy® HeOoOXigHO IPUIIMHUTH.
ITamieHTaM i3 TAKKOI0 CEepIeBO0 HeJOCTAaTHICTIO Mic/s rocTporo iHdapKTy Miokapza 3okapzmic®
HeoOXiTHO 3aCTOCOBYBaTH TilbKU y Pa3i, AKIIO MaI[ieHT Ma€ cTabinbHUM reMOIUHaMIiYHN CTaH.

ITauieHmu 3 2ocmpum iH(papkmom miokapda 3 neviHKo80K HedocmamHicmio

He BcTaHOBEHI epeKTUBHICTh Ta 6e31eKa 3aCTOCYBaHHS 30Kapnicy® ImarieHTaM i3 me4iHKoBOIO
HeTOCTaTHICTIO Y pa3i BAHNKHEHHs B HUX iHdapKTy Miokapaa. Tomy 3okapmic® maHUM rpymnam



Malli€eHTIiB He CIif 3aCTOCOBYBATH.
ITayieHmu AiMHbO20 BIKY

3okapaic® ciim 3 06epexHiCTIO 3aCTOCOBYBATH JIiTHIM (BiKOM Bifi 75 pOKiB) mauieHTam 3 iHapKTOM
Miokappa.

ITayieHmu 3 peHoB8ACKY/AAPHOI 2inepmeH3iero

IcHye migBUIIEHNI PU3UK MOSBU TAKKOI TiIIOTEH3il Ta HUPKOBOI HEJJOCTATHOCTI, KOJIM TallieHTaM 3
PEHOBACKYISPHOIO TilepTeH3i€l0 Ta paHille iCHylo4uM OilaTepalbHUM CTEHO30M HUPKOBOI apTepil
abo cTeHO30M apTepii eArHOI GYHKIIOHYI0Y0l HUPKK 3acTOCOByBaTH iHTiOiTopu AII®. [lomaTKOBUM
dhakTOpOM MOKe OyTH NiKyBaHHS AiypeTUKaMu. Y Malli€HTiB i3 MOHOIATEPAIbHUM CTEHO30M HUPKOBOI
apTepii MoxkJKMBa BTpaTa QYHKIIII HUPOK HaBiTh IPHU CIa0KUX 3MiHAX PiBHS CHPOBATKOBOTO
KpeaTHHiHy. SIKIIo JTiKyBaHHA 30KapAicoM® BBaXkKaeThCs aBGCONOTHO HEOOXiAHUM, HOT0 CIIif
PO3MOYMHATH B FOCIIITaJIi i CyBOPUM MeIUYHUM HarjsgfoM, 3 HU3bKUX 103 Ta IIPU PETEIbHOMY
TATPYBaHHI 0o3u. Ha moyaTky Teparmil 30Kapnicom® JIIKyBaHHA OiypeTUKaMHU CJIif TUM4YaCOBO
IPUIAHUTY Ta IPOBOOUTH MOHITOPHHT QYHKIIII HUPOK MIPOTATOM OEKiIbKOX MepPIINX TUXKHIB Teparil.

ITauieHmu 3 HUPKOBOIWO HEAoCMAamHicmio

3okappic’ HeoGXigHO 06epeXHO 3aCTOCOBYBATH HalliEHTaM i3 HUPKOBOIO HEJOCTATHICTIO, OCKITIbKK
BOHM IOTPeOYIOTh HUKYOT0 No3yBaHHS. [1if yac Tepamil BaXK/IMBUM € PETeIbHUN MOHITOPUHT QYHKIIIi
HUpOK. [Ipu 3acTocyBaHHi iHriGiTOpiB AII® Oyny BUmagKu HUPKOBOI HEIOCTATHOCTI, SIKi BUHUKAIN
nepeBaxkKHO y MAIli€HTIB i3 TSIKKOIO CEPIIEBOI0 HEJOCTATHICTIO a0 iCHYI0UMM 3aXBOPIOBAHHSIM HUPOK,
y T. 4. 3i CTEHO30M HUPKOBOI apTepii. Y mesiKuX Malli€eHTiB 3 iCHYIOUMM He3HaYHUM 3aXBOPIOBAHHSIM
HUPOK MiABUIIYETHCSA KOHIEHTPALlisI CEUOBUHU Ta KPeaTHUHIHY B KPOBi, 30KpeMa IIpu OGHOYaCHOMY
3aCTOCYBaHHI 3 iypeTukoM. Moxe OyTu noTpibHe 3MeHIIeHHS 103U iHribiTopa AII® Ta/abo
IPUNUHEHHS 3aCTOCYBaHHS [iypeTuKa. [IpoTATroM JeKiNbKOX MepIInX THXKHIB Teparril
PEKOMEHIYETHCS MMPOBOJUTHA MOHITOPUHT (PYHKIII HUPOK.

He BcTaHOBICHI eheKTUBHICTh Ta Ge3IeKa 3aCTOCYBaHHS 30Kap/icy” Mali€HTaM i3 HUPKOBMMH
OPYLIEHHAMU [IPU BUHUKHEHH] Y HUX iH(apKTy Miokapaa. ToMy pu HUPKOBi HEAOCTATHOCTI
(kpeaTtunin cupoBatku 3 2,1 Mr/on i npoTeinypis 3 500 Mr/go0y) Ta iHdapKTi MioKapaa He Clif
3aCTOCOBYBATH 30Kappic”.

ITayieHmu, aki nepebysarombs Ha 0ianisi

YV marrieHTiB Ha miami3i 3 BHCOKONPOTOYHHMMU IIOJTiaKPUIOHITPUILHUME MeMOpaHaMu
(HampuKIag,

AN 69), siki oTpuMytoTh iuTiOiTopu AII®, MoXKIUBI aHadinaKTHYHI peakiii, Taki K HaOPSK
00IMYYsl, MPUIIIUBY, TIiTOTEH3is Ta 3aQuIlKa, Ha IePIINX XBUIKHAX MIPOIeyPH TeModiaisy.
PeKoMeHMyeEThCS 3aCTOCOBYBATU ajbTePHATUBHY MeMOpaHy abo0 iHIIuK
AHTUTINEePTEH3UBHUM JTIKapChKUU 3acib.

EdekTuBHICTL Ta 6e3leKa 3aCToCyBaHHA 30Kapyicy” malieHTaM 3 iHGapKToM MioKapha, aKi
nmepeOyBalOTh Ha reMofliani3i, He BCTaHOBNIEHa. TOMYy TaKUM IalliEHTaM HOT0 He CJIifl 3aCTOCOBYBaTH.

ITauienmu, sxum npogodsmb agepes JIITHII]

Y natieHTiB, sgKi 3acToCOBYIOTE iHribiTopu AII® Ta npoBopsaTh adepes JIITHIII i3 gekcTpany



cynbhaToMOM, MOXKIUBI aHadinakTUYHI peakilil, momiOHi 4o peakiiiii, 110 CIIOCTEePIraloThCs IPU
Miani3i 3 BUCOKOIIPOTOYHUMHU T1OTiaKpPUIOHITpUIbHUME MeMOpaHaMu (OuB. Buile). [IJ1st TaKuX
MallleHTiB PEKOMEHOYEThCSA 3aCTOCYBaHHS aHTUTINEPTEH3UBHUX IIperaparTiB iHIIOr 0 Kiacy.

AHaginrakmuuHi peakuyii npu deceHcubinizauii abo nicas ykycie komax

3pingka y marii€HTiB, fKi 3aCTOCOBYIOTh iHTiOiTOpU AII®, pu meceHcuObini3y0uoMy JTiKyBaHHI
(HampuKIam, Bil OTPYTH IePEeTUHYACTOKPUINX) a00 IicyIs YKYyCiB KOMaX BUHMKAIOTh 3aTrPO3JIUBI I
KUTTS aHadinakTU4HI peakiil. PeakIliii Takoro TUIy HaMaraaucs YHUKATH IIITXOM TUMYacOBO1
Bigminu iHribiTopiB AII®, ayme BOHU ITOHOBIIOBAIUCS IIPU IIOBTOPHOMY 3aCTOCYBaHHI JTiKApChKOTO
3aco0y TakuM mallieHTaM. ToMy LI0f0 MaIliEHTiB, IKi 3aCTOCOBYIOTE iHTibiTopu AII®, mpy 3a3HaYeHUX
mpolenypax meceHcubinizailii HeoOXigHa 0co0IuBa 00€PEKHICTD.

TpaHcnaaHmMauyisa HUpKU

BigcyTHil [OCBif 3aCTOCYBaHHSA IIpenapaTy 30Kapx[ic® MaIfieHTaM i3 HellloJaBHO IIPOBEIEHOI0
TPaHCIIaHTAIi€I0 HAPKMN.

ITepsuHHull anbO0OCMeEPOHI3M

[lamienTy i3 NepBUHHUM aJIbAOCTEPOHI3MOM V I[IJIOMY He pearyBaTUMYyTh Ha aHTUTINIEPTeH3UBHI
Ipenaparty, L0 [i0Th Yepe3 IPUTHIYeHHS PeHiH-aHTi0TeH3MHOBO1 CUCTEMU. TOMY 3aCTOCYBaHHS
IIbOT0 IIpernapaTy He PEKOMEHYETHCS.

TI'inepuymausicmv/ aHeioHe8pomuyHull HAbpsK

Y manieHTiB MOXYTh BUHUKATH aHTiOHEBPOTUYHUYN HAOPSAK 00/TMYYs, KiHITIBOK, I'y0, CIIM30BUX
000JI0HOK, S3MKa, T'0JI0COBOI IIiTMHU Ta/ab0 ropTaHi, 10 HalvacCTillle MPOSIBNISIETHCS Y MePIlli THXKHI
nmikyBaHHS iHTiOiTopamu ATI®. OfHaK 3pigKa TSIKKHAY aHTiOHEeBPOTHYHUM HAOPSK MOXKe PO3BUHYTHUCS
IIiCJI TPUBAJIOTO JIiKyBaHHS iHTi6iTOpaMu aHTi0TEeH3MHIIEPETBOPIOBAILHOTO (hepPMEHTY. Y TaKux
BUIIAJKaX 3aCTOCYBaHHA iHTiOiTopiB AII® crif MIBUAKO MPUIUHUTY Ta 3aMiHUTH IIperapaTaMu
IHITIOTO KJacy A7 IPONOBXKEHHS Teparlil.

AnrioHeBpOTUYHUIM HAOPSK Sg31UKa, FOJI0OCOBOI IinuHU abo ropraHi Moxe O6yTu netanbHuM. Crin
3aCTOCyBaTU HEBiAK/Ia[HY Tepallilo, 10 MOXKe BKJII04aTy CTPYMUHHE BBEIEHHS PO34YUHY afpeHasliHy
nigmkipao 1:1000 (8ig 0,3 mo 0,5 my1) abo mOBinbHE BHYTPIIIHbOBEHHE BBEMEeHHS afpeHalliHy y mo3i
1 mMr/mn (po3BepeHui 3TiAHO 3 IHCTPYKIi€) 3 cyBopuM KoHTposneM EKI' Ta apTepianbHOTO THUCKY.
[TarienTa HeoOXigHO roCIiTanmi3yBaTy Ta KOHTPOJIIOBATH MOT0 CTAH IPOTATOM He MeHIne 12-24 roguH
1 He BUNIMCYBATH [0 IIOBHOT'O 3HUKHEHHS CUMIITOMIB.

HagiTh y Bumlafikax, KOIM BUHUKAE TiIbKM HAOPSK si31Ka 0e3 pecripaTOpPHOTO OUCTPEC-CUHAPOMY,
Moxke OyTH HeoOXiHHUM CIIOCTEPeKEHHS 3a CTAHOM IalliEHTa, OCKiNTbKY JTiKyBaHHS aHTUTiCTaMiHaMU
Ta KOPTUKOCTEPOoifaMu MoxkKe OyTH HEJOCTAaTHRO.

[uribitopu AII® BUKIMKAIOTH OiNbII BUCOKUM CTYIiHb aHTiI0HEBPOTUYHOTO HAOPSKY Y HalliEHTIB
HETPOIOHOI pacH, HiXK y IPeCTaBHUKIB iHIINX pac.

[Tpu 3acTocyBanHi iHri6iTopy AII® y naiieHTiB 3 aHTi0OHEBPOTUYHUM HaAOPSKOM B aHaMHe3i, 1110 He
3yMOBJIeHU#M Teparieto iHridiTopamu AII®, pu3uK aHTiOHEBPOTHUYHOTO HAOPSKY MOXKe 3POCTaTh
(muB. po3min «IIpoTUOKa3aHHI»).

OpHovacHe 3acTocyBaHHS iHTibiTopiB AII® Ta cakyOiTpuiIy/BajicapTaHy IPOTUIIOKa3aHe Yepes
IiABUINEHUN PU3UK PO3BUTKY aHTiOHEBPOTUYHOTO HaOPSKY. JIikyBaHHS caKyOiTpuioM/BarcapTaHOM



CJIig TOYMHATH He paHile Hixk yepe3 36 TOOUH ITiCIs OCTAHHLOTO IIPUMOMY JTiKapChKOT'0 3aco0y
3okapaic®. JIlikyBaHHS IpenapaToM 30Kapaic® CIif IOYMHATH He paHillle HiX depe3 36 TOOUH MiCIs
OCTaHHBOTO IpHUMOMy cakyOiTpuy/Bancaprany (ous. po3ninu «IIpoTunokasaHHs» Ta «B3aemopis 3
iHIITIMM JTiIKapCHKUMHM 3aC00aM¥ Ta iHIINI BUAM B3aEMOIii»).

OnHouacHe 3acTocyBaHH4 iHTiOiTOpiB ATI® i3 pauekagorpunoM, inribitopamu mTOR (Hanpuknan
CHPOJIIMyCOM, €BEPOJIiIMyCOM, TEMCHUPOJIIMyCOM) Ta BiIIaTr TiITHHOM MOXKe MifBUIIUTH PU3UK
PO3BUTKY aHTiOHEBPOTUYHOTO HAOPSKY (HanpuKiaf, HaOpsK AUXaJbHUX HUISAXiB a0 g3uKa i3
NOpPYIIeHHAM [AuxaHHS abo 0e3) (IuB. po3min «B3aemofid 3 iHIMKWMY JTiKapChKHMU 3aco0aMu Ta iHIIi
BU[IY B3a€MOil»). [TalieHTaMm, sIKi BXKe 3aCTOCOBYIOTH iHTiOiTopu AII®, ciifg mpuminaTu ocoOIuBY
00epeXHICTh Ha ITOYAaTKOBOMY eTalli Teparii panekagoTpuioM, inriitropamu mTOR (Hanpukian
CHPOJIIMyCOM, €BEPOJIiIMyCOM, TEMCHUPOJIIMyCOM) Ta BiJlIar TiITHHOM.

Kawenv

IIpu nikyBaHHi 30KapaicoM” MoXe BUHUKHYTH CyXHi Ta HEIPOAYKTUBHMI Kalllellb, 110 3HUKAE ITiCIIsA
NPUIMHEeHHs 3aCTOCyBaHHs 3okapaicy”. Kallens, CipuunHEeHNH 3aCTOCYBaHHAM iHTiGiTopis ATI®,
CJIif PO3TNsigaTH IPHU MPOBefeHHI Au(pepeHIinHOr0 AiarH03y KalllJlio.

IleuyinkoBa HEOOCTATHICTD

Pinko 3actocyBanHs iHTi0iTOopiB AII® CynpoBOAKYBanocs CHHAPOMOM, L0 MOYUHAETHCS 3
X0JIeCTaTUYHO! XKOBTSHUIIL Ta IPOrPecye A0 QyIbMiHAaHTHOTO HEKPO3Y NEeYiHKY, iHOAl
JIeTalIbHOT0. MexaHi3M TakKOro CUHHAPOMY He BCTaHOBJIeHUM. [1allieHTH, gKi 3aCTOCOBYIOTh
inribiTopu AII® Ta y IKUX BUHUKIIA XKOBTSIHUIS a0 3HAYHE MMiIBUINEHHS PiBHS MEYiHKOBUX
(GbepMeHTIB, TOBMHHI MPUNUHUTY IpHiioM iHTi0iTOpiB AII® Ta OTpMMaTH BiANOBIAHY MEeIUYHY
LOOIIOMOTY.

Kanili cuposamku

[uribiTopu AII® MOXKYTh CIPUUYUHUTY TilepKasieMilo, OCKiJIbKM BOHM iHTi0yIOTh BUBIIbHEHHS
aNbIOCTEPOHY. Y Talli€HTIiB i3 HOpMaIbHOIO QYHKITEI0O HUPOK eheKT 3a3BU4ail He3HauHui. OfHaK y
NaLieHTIB i3 mopymeHHsIMY QYHKIII HUPOK Ta/abo y MallieHTiB, sIKi 3aCTOCOBYIOTH Xap4yoBi 06aBKH,
IO MICTSITh KaJIill (BKJTIOYa04¥ COJIbOBI 3aMiHHUMKM), Kaniiidbepiraioydi miypeTuku, remapus,
TPUMETONPUM ab0 KO-TPUMOKCA30JI, TaKOXK BifOMUI SIK TPUMETOIPUM/CyIbhaMeToOKCa30JI, Ta
0C00IMBO aHTATOHICTH aIbIOCTEPOHY ab0 0JI0KAaTOPU PELeNTOPiB aHTiOTEH3UHY, MOXe BUHUKHYTH
rinepkasniemis. Kaniit30epiratoui giypeTuku Ta 6J710KaTOPU PeLeNTOPiB aHTiOTEH3UHY CITif
3aCTOCOBYBaTH 3 00epeXkHICTIO MallieHTaM, sKi mpuiiMaloTh iHribitopu AI1®, a Takoxk crif
KOHTPOJIIOBATH BMICT KaJIil0 Yy CUPOBATIIi KPOBi Ta (PyHKIIIOHATBbHUYM CTaH HUPOK (OUB. PO3TiN
«B3aeMopmis 3 iHMMMH JTiKapChbKUMK 3aC00aMM Ta iHIIII BUOM B3AEMOIii»).

ITodsitliHa 6.10Kada peHiH-aHziomeH3UuH-a1b0ocmepoHoeoi cucmemu (PAAC)

[cHYIOTH JOKa3H, 1110 OMHOYACHEe 3acToCyBaHHs iHTribiTopiB AII®, 6;10KaTOpPiB penenTopiB
anrioTeH3uny Il a6o amickipeHy 30i/blrye pU3UK MOSIBY TiMOTEH3il, rimepkaniemii i 3HUXKEHHS
GyHKIIIT HEUPOK (Y TOMY YHCIIi TOCTPOI HUPKOBOI HefgocTaTHOCTI). Tomy mopBiiiHa 61mokaga PAAC
IIJITXOM KOMOiHOBaHOTO 3acToCyBaHH iHTibiTOpiB AII®, 6110KaTOPiB perenTopiB aHrioreH3uny II abo
asickipeHy He peKOMeHOY€eThCS (OUB. po3min «B3aeMopmis 3 iHIMMMY TiKapCchbKUMU 3aco0aMu Ta iHImIi
BU[M B3aeMofiii» Ta «OapMaKoguHaMiKa»).

fAx1ro nmoaBiitHa 6710Kafa BBaXKa€THCS abCOIOTHO HEOOXiqHOIO, il MalOTh IPOBOMUTH TiNTbKHU IIifT
HarnagamoM (axiBIfiB Ta 3a YMOBHY 4aCTOT'0 PeTEIbHOTO KOHTPOIIIO0 (PYHKI1 HUPOK, €JIeKTPOJIITIB i



apTepiaibHOTO TUCKY.

[uribiTopu AII® Ta 610KaTOPH PeLEeNnTopPiB aHrioTeH3uHy I He cllifg 3aCTOCOBYBaTH OJHOYACHO
malfieHTaM 3 giabeTUYHOI0 HedpomIaTi€ero.

XipypeiuHa onepauis/aHecmesis

[uribiTopu ATI® MOXKYTh CIPUUUHSATH apTepialbHy TiOTeH3il0 i HaBiTh IIIOKOBUM CTaH y NAlli€HTiB,
SKUM IIPOBOASATH MOPOXKHUHHI omepatii, abo mif yac aHecTesii, OCKiIbKM BOHM MOXKYTb OJI0KyBaTH
YTBOPEHHS aHTi0TeH3uHY I, 1110 IpU3BOOUTE 4O KOMIIEHCATOPHOTO BUBLIbHEHHS PEHIHY. AKIIIO0
HEMOXKJIMBO BiIMOBUTHUCH Bif iHribiTopy AII®, TO CIlim peTenbHO KOHTPOJIIOBATH iHTPaBaCKyIPHUN Ta
I71a3MOBUY 00’€M.

AopmasnvHutl, MimpaavHuli cmeHo3 abo 2inepmpogiyHa kapdiomionamis. Iuribitopu AII® cin
3aCTOCOBYBaTHU 3 00€peXkKHICTIO IS JTiKyBaHHS IAlli€HTIB i3 MiTpaJbHUM CTEHO30M Ta HasBHICTIO
IIepellKOoy A4 BiITOKY KPOBI i3 J1iBOro LITyHOYKa.

HetmponeHis/azpaHyaouumo3

[ToBimoMnsnocs: Mpo BUHUKHEHHS HEUTPOIIeHii/arpanynonuTo3y, TPOMOOIIUTOIIEe I Ta aHeMil y
TallieHTiB, sIKi 3acTocoByBanu iHridiTopu AII®. BBaXKa€ThCs, 110 PU3UK HEUTPOIIEHII 3a/IeXKUTD Bif
mo3u Ta Tuny iuribiropy AII®, a TakoX KIIiHiYHOTO cTaTycCy mauieHTa. HeliTponeHis pigko
PO3BUBAETHCSA Y MAL[IEHTIB i3 HEYCKIIaJHEHOI0 KIiHIYHOI KapTUHOW. HelTponeHis Moxe
PO3BHHYTHUCH Y MAIIIEHTIB 3 TIETKUM CTYIIEHEM HUPKOBOI HEIOCTATHOCTI Ta 0COOIMBO 3a HASIBHOCTI
IIaTOJIOTil Cy[IUH SIK MIPOSIBY KOJTareHO3Yy, HalPUKJIal, IIPA CUCTEMHOMY YEPBOHOMY BOBYAKYy,
CKJIepoAepMil, Imif Jyac JiKyBaHHS iIMyHOOeNpecaHTaMH, aJIOIypPUHOJIOM, IIPOKalHaMifoM, a TaK0XK
IIpY NOE€JHAaHHI IUX YCKIIaAHIOIYUX (HaKTOpPiB. Y AESKHUX i3 [UX Mal[i€eHTiB PO3BUBAIOTLCS CEPHO3Hi
iHGexIIii, 110 B IeBHUX BUIafIKax He BiATIOBifal0Th Ha iHTEHCUBHY Tepalilo aHTUOi0TUKaMU.

[Tpu 3acTocyBaHHi 30)€HOIPUIY Y TaKUX IalliEHTiB PpEKOMEHAYEThCS BU3HAYATH KiNbKiCTh Gimux
KJIITUH KPOBI Ta IPOBOOUTU OU(EPEHLIVNHNYN aHalli3 epef Tepami€e, KOXKHi 2 TUXKHI IPOTIroM
nepimx 3 MicAIiB Teparii 30¢)eHOIPUIIOM Ta IePiOAUYHO Micyd 11 3aBepiieHHs. [lig 9ac mikyBaHHSA
CJIil pEKOMEHyBaTH IallieHTaM IOBifOMIATH NIPO OyOb-sKi 03HAKM iHdeKii (Taki SK 3amaneHHs y
ropJIi, TMXOMaHKa) Ta MPOBOOUTH OudEPeHIiNHNY MigpaxyHoK Oinux KimiTuH Kposi. [Ipu
BCTAHOBJIEHH] 4 Mim03pi Ha HeUTpOIeHilo (KinbKicTh HeliTpodinis merme 1000/Mm°) 30heHOIPUI Ta
IHIII CYNyTHI IIpenapaTy CIIif BiAMIHUTH.

3a3HaueHuN CUHIPOM € 000POTHUM Iricyisd BimMinu iHribiTopy AITQ.
IIcopia3

Iuri6iTopu ATI® ciig 3 06epeXHiICTI0O 3aCTOCOBYBATH XBOPHUM Ha IICOpia3.
ITpomeiHypis

[TpoTeinypia MoxKe BUHUKATH, 30KpeMa, Y Malli€HTiB, SKi BXKe Mal0Th IOPYIIeHHS HUPKOBOI QyHKIII1
abo sKi mpuiiMamTh BiTHOCHO BUCOKi 103U iHTi6iTopiB AII®. YV malieHTiB i3 3aXBOPIOBaHHIM HUPOK B
aHaMHe3i HeoOXiIHO BU3HaYaTH BMICT GinKa y ceui (TecT-cMy2KKa y Iepiii paHimHik nopuii ceui) mo
JIIKyBaHHS Ta MEPIOJUYHO IIiC/IS MOTO IIOYaTKYy.

ITauienmu 3 uykposum diabemom

Y mairieHTiB 3 I[yKpoBUM fiiabeToM, siKi BxKe 3aCTOCOBYIOTh ITpoTUuAiabeTHyHi npemnapaTtyu abo iHCyITiH,



y epmuii Micsiup JiKyBaHHA iHTiOiTopoM AII® crig peTenbHO KOHTPOIIOBATH PiBeHB IYKPY B KPOBi
(muB. po3min «B3aemogmist 3 iHIIUMY JTiIKapPCHKUMHU 3aco0aMu Ta iHIM BUIU B3AaEMOIIN»).

Jlimiu

Kowmbinarig mitito Ta 30Kapuicy® 3arajoM He peKOMEeHOYEThCS (AUB. PO3ais «B3aeMopis 3 iHIIUMHI
JiKapChKUMHU 3acob6aMu Ta iHIIi BUAKM B3aEMOIiN»).

EmHiyHi eiOMiHHOCMI

4k i inmi inribitopu AII®, 30dbeHompun Moxe OyTH MeHII eheKTUBHUM 171 3MEHIIIEHHS
apTepianbHOTO TUCKY Y MAIliEHTIB HETPOINHOI PacH, HiXK y IpeCcTaBHUKIB iHIIKX pac.

Pr3vK BUHUKHEHHS aHTiOHEBPOTUYHOTO HAOPSKY BHACIINOK mpuiiomy iHribitopiB AII® Buumi y
MaIliEHTIB HETPOIMHOI pacH.

BazimHicmb

30Kapnic® NIPOTUIIOKa3aHUY BariTHUM Ta XIiHKaM, SKi IJIaHYIOTh 3aBariTHITU. AKIo mig yac
NiKyBaHHS 30KapicoM® MifTBEPAXKYEThCS BariTHICTh, HOr0 3aCTOCYBaHHS HEOOXiTHO HeraiHo
IPUMUHUTY i 3aMiHUTH iHIIUM JiKapChKUM 3ac000M, O3BOJIEHUM [0 3aCTOCYBAHHSI BaTiTHUM.

THwe

Lle#t nmikapcbkui 3acib MiCTUTE TaKTO3Y, TOMY MOT0 He CJIi[l 32aCTOCOBYBATH NallieHTaM 3 PifKiCHOI0
CIIaIKOBOIO MTATOJIOTI€I0, 0 CYIIPOBOAXKYETHCS HEIIEPEHOCUMICTIO TalaKTO3H, IIOBHUM Ae(iluToM
7aKTa3u abo mopyIeHHIM MeTabo1i3My III0K03U-TalaKTO3H.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BazimHicmb

[uribiTopu AII® mpoTunoKa3aHi BariTHUM Ta XKiHKaM, SKi IJIaHYIOTh 3aBariTHITH (OUB. PO3Min
«IIpotunoka3annsa»). Enigemionoriydi fani CTOCOBHO pU3UKY TepaTOreHe3y BHACIIILOK 3aCTOCYBaHHS
inri6iTopis ATI® y I TpuMecTpi BariTHOCTI He € HECIPOCTOBHUMHY, OOHAK He3HAYHE ITiABUILEHHS
PU3UKY He BUKITIOUAETHCS. Y pasi HeoOxigHOCTI TpuBasoi Teparmii inribitopamu AIT® xinkam, sKi
IJIaHYIOTh BariTHICTH, TOKa3aHe albTepHATUBHE JIiKyBaHHS aHTUTINIepPTeH3UBHUMHU 3acobaMy,
Oe3neka 3aCTOCyBaHHA SKWX JOoBefeHa. fAKIIO Mif Yac TiKyBaHHS LIUM JIiKapChbKUM 3aco0oM
HiATBEPAKYETHCS BaTiTHICTh, HOTO 3aCTOCYBaHHS HeOOXiMHO HeralHO NMPUNWHUTY i 3aMiHUTH HIIAM
nmiKapchbKuUM 3ac000M, JO3BOJIEHUM [0 3aCTOCYBaHHS BariTHUM. Y BUIIQ[Ky 3aCTOCYBaHHS iHTiGiTOPIB
ATI® y II ta III TpuMecTpax BariTHOCTI He BUK/IIOYEHa 0sBa €(eKTiB PEeTOTOKCUYHOCTI (MOTipIIeHHS
HHAPKOBOI (QYHKIIi1, MaJIOBOAs, 3aTPpUMKa ocHdiKalil KiCTOK yeperna), a y HOBOHAPOAXKEHUX -
HHUPKOBOI HEJTOCTATHOCTI, apTepialbHOI rimoTeHsii Ta rinepkamiemii. ¥ pa3i mosisu edekTis
(beToTOKCUYHOCTI mif yac Teparmil inribitopom ATI® y II ta III TpuMecTpax BariTHOCTI NallieHTKaM
II0Ka3aHe yIbTPa3BYKOBe JOCIIIXKEHHS AJIS TepeBipKu (PYHKIlil HUPOK Ta CTaHy KiCTOK depena. 3a
CTAHOM [IiTel, MaTepi SKUX y 1epiof BariTHOCTI 3acTocoByBanu iuribitopu AIl®, ciig peTenbHO
CIIOCTEepiraTH IoI0 apTepiaabHOI TimoTeH3il.

I'odyeaHHA 2py00to



Ockinpku iHMOpMallist TPo 3aCTOCyBaHHS 30()€HONPUIY y IEPiON TOOYBaHHS TPYAII0 BiICYTHS, HOTO
3aCTOCYBaHHSI He PEKOMEHYEThCS XKiHKaM, sIKi TOOYIOTh TPYAAI0. Y Iepiof rogyBaHHS TPYOALO,
0Cco0/TMBO HOBOHAPOIXKEeHUX ab0 HEJOHOIIEHUX OiTel, Kpallle 3aCTOCOBYBaTH albTePHATUBHI, GisTbII
OeameyHi JTiKapchKi 3aco0m.

30damuicms eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

IocmimkeHb BINIUBY 30)eHOIPUIIY Ha 3TATHICTh KePYBaTH aBTOTPAHCIIOPTOM abo0 MpalffoBaTH 3
IHIMMMU MexaHi3MaMu He npoBogunu. [1in yac 3acToCyBaHHSA IIpenapaTy MOXYTh BAUHUKHYTU
COHJIMBICTB, 3allaMOPOYEHHS ab0 BTOMIIIOBAHICTh, TOMY IAlliEHTH IIOBUHHI 116 BpaxOByBaTH i 3
00epexkHiCTIO OIiHIOBATH CBOIO 3[MaTHICTh KEPYBAaTU aBTOTPAHCIIOPTOM Ta IIPAllOBaTH 3 iHIIUMHU
MexaHi3MaMu.

Cnoci6 3acmocyeaHHsi ma do3u.
Ho3u

ApmepiaavHa 2inepmeHaisn
Hopocaai

o3y mpenapaty moO0UpaloTh iHAWBINYyaNTbHO, 3a71€2KHO Bif PiBHS apTepialbHOT0 THCKY Iepe[
IIPAUOMOM HACTYIIHOI A034. [TifBUIIIEHHS 03U IPOBOAUTECS 3 iHTEPBaIOM 4 THXKHI.

ITauienmu 6e3 800H020 i CO/b0B0O20 BUCHANCEHHA.

JIikyBaHHST pO3MOYMHAIOTh 3 H03u 15 Mr 1 pa3 Ha o0y, Ky HiIBUINYIOTH IO TaKoi, 110 3a6e3mneyye
IOOCSTHEHHS ONTUMAJIbHOTO apTepialbHOTO TUCKY. 3a3BU4ail epeKTHBHA J03a CTaHOBUTHL 30 MT Ha
no0y. MakcumasbHa f03a CTaHOBUTHL 60 Mr Ha f00y, IKy MOXKHa IPUNHATHY 3a 1 pa3 abo po3minuTu
Ha 2 mpuioMu. Y pa3i HeoOXigHOCTI MOXKYTb OyTH DOOATKOBO NMpHU3HAY€H] iHIII aHTUTiIePTEeH3UBHI
mpenapaTy, HallpUKIIafd JiypeTuku (auB. po3minu «IIpoTunoka3anHsa», «OCoONMMBOCTI 3aCTOCYBaHHS»,
«Bzaemogmis 3 iHImIIUMY JTiKapCHKUMHU 3aco0aMu Ta iHIN BUOM B3aEMOfin», «PapMakoguHaAMiKa»).

ITayieHmu i3 nido3por Ha 80OHe abo C0/1b08e BUCHAMCEHHS

Y maiieHTiB i3 BUCOKMM PU3UKOM TaKOi ITaTOJIOTii MOXKe BUHUKATH apTepiasibHa TiloTeH3is micnis
3aCTOCyBaHHS Tepinol mo3u (muB. po3min «OcobauBOCTI 3acToCyBaHHS»). [loyaTKoBa Ho3a
CTAHOBHUTH

15 Mr Ha go0y 3a YMOBH yCYHEHHS OedilluTy coiel Ta/abo BOOM, a TaKOXK IPUMMHEHHS TPUBAIOL
Teparii giypeTukamu 3a 2-3 gHi 10 moyaTky mpuiiomy inribitopis AIT®. Ko 11e HEMOXKIUBO,
II0OYaTKOBA [03a IMOBMHHA CTAHOBUTH 7,5 MT Ha H00Y.

[TarienTaM i3 BUCOKMM PU3UKOM CEPHO3HOI TOCTPOI apTepianbHOi rinoTeHsii HeoOXigHMi CyBOpUi
MOHITOPHUHT, 6aXKaHO - ¥ CTalliOHapPHUX YMOBAX, 0 JOCATHEHHS MaKCUMaIbHOTO eheKTy micms
3aCTOCYBaHHS IIEePIIOi 03U i MpU KOKHOMY MigBuUIleHHi no3u iHribitopa AII® Ta/abo miyperuka. Lle
TaK0XK CTOCY€EThCS TAIiEHTIB 3i CTeHOKapHi€eo abo 11epebpoBacKyIsIpHAM 3aXBOPIOBAaHHSIM, Y SIKUX
HaJIJINIIIKOBA TIiOTEH3isT MOXKe MPU3BECTH OO iHPapKTy MiokKapaa abo 11epeOpoBacKyIsIPHOTO Hamamy.



Hupkosa HedocmamHicmb ma 0ianis

[TamienTaM i3 apTepiajbHOIO rinepTeH3iel0 Ta HUPKOBO HEJOCTATHICTIO JIETKOT'0 CTYIIEHA TAXKKOCTI
(kipeHC KpeaTHHiHY > 45 MJI/XB) IpU3Ha4YaTH Taki X A03U 30Kapuicy€‘, K 1 ITalieHTaM 3
HOpMaJbHOW0 QYHKITiEI0 HUPOK. [TanieHTaM 3 moMipHUM ab0 TSKKUM MOPYIIEHHSIM QYHKIII HUPOK
(xnmipeHc KpeaTuHiHy < 45 M7I/xB) 30Kapaic’ IpU3HayaTH y MOJIOBKHHIl TepaneBTHYHii 103i 1 pa3 Ha
no0y. [ToyaTKoBa H03a Ta PeXUM [03yBaHHA 30Kapicy” AJis MallieHTiB i3 apTepiasbHOI0
TinepTeH3i€l0, AKi 3HaXOOAThCH Ha Aianili, HOBUHHA CTAHOBUTH Y4 MO3H, III0 BCTAHOBIIEHA [IJIS
MAI€HTIB i3 HOPMAaJIbHOK (PYHKIII€0 HUPOK.

OcTaHHi MpoBeneHi KniHiyHi BUTpoOyBaHHS BCTAHOBUIM BUCOKY BUPaXKEHICTh
aHa¢inakToimonogiOHNX peaklliil y MallieHTiB, IKi 3aCTOCOBYIOTE iHTibiTopu AII® mpu reMopianisi i3
BHCOKOIIPOTOUHUMHU MeMOpaHamu abo npu adepeai JITTHIII,.

ITauieHmu aimHb020 BIKY (8iKoM 8i0 65 pokKiae)

II71s mallieHTiB MITHHOTO BiKY i3 HOPMaMbHUM KJIipEHCOM KpeaTUHiHy HeMa€e HeoOXimHOCTI KOPUTyBaTH
NO3H.

[l mallieHTiB TITHBOTO BiKYy 3i 3HUKEHUM KJIipeHCOM KpeaTHHiHY (< 45 MJI/XB) PEKOMEHAYETHCS
[I0JI0BUHA MOOOBOI IO3H.

KripeHc KpeaTHHiIHY MOXXHa po3paxyBaTH 3a TaKOo (POpMyII00:

[(140 - BiK) x Maca Tina (kr)]

KnipeHc kpeaTHHiHy (M1/xB) = 72 X cupoBaT. KpeaTUHiH (Mr/mir)

Hasenena gopmyra fae 3MOry BUpaxyBaTHU KJIipeHC KpeaTHHIHY A1 4OJIOBIKiB. [17151 KiHOK OTpUMaHe
3HAYeHHS CJIif MOMHOXUTH Ha 0,85.

ITeviHKkoBa HedocmamHicmb

II71s nalieHTiB i3 He3HAUHUMU a00 MOMipHUMH MOPYIIEHHSIMHU (QYHKIIIHM MeuiHKy mo4aTKOBa 103a
30Kap/icy’ CTAHOBUTH ITOJIOBUHY HO3H, Ky MPHU3HAYAIOTh MAlliEHTaM 3 HOPMAaJIbHOIO (PYHKIIi€I0
neyinky. [TanieHTaMm 3 TAKKUMY NOPYIIEHHAME (QYHKIIN medinky 30Kapzic’ MPOTUIIOKa3aHUH.

T'ocmputl iH(hapkm miokapda
Hopocai

JIikyBaHHS 30KapmicoM® CIIifl pO3MOYMHATH IIPOTATOM 24 TONUH IiCIs TOSBY TIEPIIMX CUMITOMIB
iH(apKTy MioKappa Ta IPOJOBXKYBaTH NMPOTATOM 6 THXKHIB. CIlify 3aCTOCOBYBAaTU TaKy CXeMY
NO3yBaHHS:

1 Tta 2 moba: 7,5 Mr KoxHi 12 rogus;
3 ta 4 moba: 15 Mr KoxHi 12 rogus;

3 5-1 mo6u i masmi: 30 Mr KoxHi 12 rooux.



Y pasi Hu3bKOro cuctoniyHoro Tucky (£ 120 MM pT. CT.) Ha OYATKY JIIKyBaHHS Ta IPOTATOM
HACTYIIHUX TPHOX Ai0 mmics po3BUTKY iH(apKTy Miokapha Jo00BY A03y MifBUILIYBATH He CIIif.
Y pasi apTepianbHol rinoteHsii (£ 100 MM pT. CT.) NiKyBaHHS MPOMIOBXKYBATH, 3aCTOCOBYIOYH [03Y,
IKy Ipu3Haday paHime. Y pasi TaxkKoi rinoteHsil (£ 90 MM PT. CT. IPH [ABOX IOCIiIOBHUX BUMipax
THCKY 3 IIPOMiKKOM He MeHIIe 1 romuHK) IpuitoM 30Kapyicy” ciif npunuHuTty. Yepes 6 THKHIB
JiKyBaHHS IiC/Ig aHasi3y CTaHy MallieHTa TPUIMHUTY Tepalilo y nalieHTiB 6e3 03HaK
JIBOIITYHOYKOBOI AUCOYHKIII a00 ceprieBoi HEMOCTAaTHOCTI. AKIIO Ii 03HAKK 3a/IUIIUIIUCD, JIIKYyBaHHS
MOXKHa IIPOAOBXKYBATH IIPOTATOM TPUBAJIOro Yacy. CIiif TaK0XK 3aCTOCOBYBATH BIiATIOBIOHE
CTaH[apTHe JIiKyBaHHS, TaKe SK JIiKyBaHHS HiTpaTaMu, alleTUICAJIiI[MI0BOI0 KICI0TOI0 abo b-
anpeHo0I0KaTOpaMu.

ITauieHmu aimHb020 8iKy (noHaod 65 pokis)
3okappic® cin o6epexHO 3aCTOCOBYBATH XBOPHM 3 iH(papKTOM MioKapfa BiKoM Bif 75 POKiB.
Hupxkosa Hedocmamuicmb ma 0ianis

EdexTusHicTh i 6e3meKa 3acTocyBaHHS 30Kapficy” IpH IiKyBaHHI XBOpHX 3 iHpapKToM MioKapfa Ta 3
TIOPYILIEHHAMY (QYHKLIX HUPOK abo TuX, XTo nepebyBae Ha reMofianisi, He Oy BCTaHOBJIEHI, TOMY
IpPU3HAYATH 30Kap/ic’ TAKUM Ialli€eHTaM He CIIifl.

ITeuiHkosa HedocmamHicmb

EdexTusHicTh i 6e3meKa 3acTocyBaHHS 30Kapficy® IIPH JiKyBaHHI HaI[i€HTIiB 3 iHGapKTOM
MioKap[a Ta 3 MOPYIIeHHAMYU QYHKIIN ediHKy He OyIM BCTaHOBJIEHI, TOMY IIpH3HaYaTH
30Kapmic’ TAaKMM MaI[ieHTaM He CIIif.

Cnocib 3acmocy8aHHs

30Kapnicé1 3aCTOCOBYBATHU HE3aJIeKHO Bif mpuiiomy ixi. [lo3yBaHHS Ciif qoOupaTH BifMOBIAHO 0O
TepareBTUYHOI BiTIOBiMi malieHTa.

Himu.

Beameka Ta eeKTUBHICTh 3aCTOCYBaHHS JTIKAPCHKOT0 3aCO0y 30Kapnicé OITIM Ta OimIiTkaM (BiKoM [0
18 pokiB) He BcTaHOBNEHi. ToMy He PEKOMEHIYEThCS 3aCTOCOBYBATH JTiKApChKUH 3aci6 3okapmic”
megiaTPUYHUM IalliEHTaM.

ITepedo3yeaHHs.

CuMrTomaMu Tepefo3yBaHHs € TSXKKa apTepianbHa TimoTeH3id, 0K, CTynop, OpaguKapmis,
eJIeKTPOJIITHI ITOPYIIeHHS Ta HUPKOBA HEJOCTATHICTE. [licnga nepeno3yBaHHs NMALiEHT [IOBUHEH
3HAXOOUTHUCS IIif MUIBHUM HaTJISIIoM JIiKaps, 0axkaHo y BigmineHHi iHTeHCUBHOI Teparii. Cig yacTo
KOHTPOJIIOBATU PiBEHb €JIEKTPOJIITIB Ta KpeaTUHIHY CUPOBAaTKX KpOBi. TepaneBTUYHI 3aX0nu
3ajieXkaTh Bifl IPUPOLY Ta TAKKOCTI CUMIITOMIB. fKIIO nepeno3yBaHHs BUHUKIIO HELIOAABHO, TO
HeoOXiTHO ITPOMUTH LITYHOK, IPU3HAYKUTH aKTUBOBaHe BYTi/ISA Ta HaTpito cynbdat. [1pu mosiBi 03HaK
apTepianbHOI rimoTeH3ii malieHTa CJIif MOKNIacTh Y TOPU30HTaJIbHE TI0JI0KEHHS 3 IPUNiITHITUMHU
HUXKHIMU KiHITiIBKaMu. [JOI[iTbHO PO3TNISHYTH MUTAHHS PO MPU3HaYeHHs 3ac00iB, 110 30iIbIIYIOTh



00’eM Iya3Mu KpoBi, Ta/abo 3acTocyBaHHS aHTioTeH3uHy 1. ¥ pa3i HasgBHOCTI OpapuKapmii Ta
3HAYHUX BaryCHUX peakliyl Mpu3HayaTH aTPOIIiH, a Y pa3i HeoOXiMHOCTI BUKOPHUCTOBYBATU
eJleKTpoKapaiocTumMynsatop. [uribiTopu ATI® MoxyTh OyTH BumaieHi 3 UXPKYIIALIl 3a JOIIOMOTO0
reMmopianizy. He BUKOPUCTOBYBaTH IOJTiaKpUJIOHITPUIbHI MEMOpPaHHU 3 BUCOKOIO ITPOITYCKHOIO
3[aTHICTIO.

ITo6iuni peakuii.
Tabnuist mobiYHUX peakiIrii

Huxxue HaBemeHo Bci mo0iyHi peakiiii, mpo sIKi MOBIMOMIANY y KITiHIYHIN MPaKTUIIi 00 MAIliEHTIB,
sIKl 3aCTOCOBYBaJIA 30Kapuic®. [x BUKIameHo 3a cucTeMaMu OpraHiB Ta 4aCTOTOIO BUHUKHEHHSA: NyXKe
yacTo (= 1/10), gacro (= 1/100,< 1/10), meuvacto (= 1/1000, =< 1/100), pigko (=1/10000, <1/1000)
Ta gyXe pigko (< 1/10 000).

CucTeMHu OopraHiB BigmoBigTHO 10 IMoOiuni peakiii YacToTa

cnioBHuKa MedDRA

3 00Ky HEPBOBOI CHCTEMU 3amaMopoYeHHS HacTo
[onmoBHUY Oinb JacTto

3 6oKy cepus [TanbmiTaris Pinko

3 6oky cyOuHHOI cucmemu [imoTeH3is (quB. po3min Pimko
«OCOo6IMBOCTI 3aCTOCYBaHHSI»)
CHuHKoOIIe Pinko

3 00Ky IUXalbHUX LUISIXiB, OpraHiB Kariuens YacTto

rPYOHOI KJIITKY Ta CEPENOCTIHHSI

3 OOKy IIJTYHKOBO-KMIIIKOBOTO TpakTy  |Hymora JacTto
btoBaHHSA HacTto

3 00Ky LIKipH Ta MiAIIKipHUX TKaHUH BrcunanHs HevacTo
AHTiOHEBPOTUYHUY HaOPSK Pigko
CBepOix Pinko
Kponus'sHKa Pigko

3 00Ky OIIOPHO-PYX0BOI CUCTEMHU Ta M’s130Bi cynoMu HeyacTo

CIIOJTy4HOl TKaHUHU

3arasbHi IOPYILLIEHHS [TigBuIleHa BTOMJIIOBAHICTh HacTo
AcTeHis Heuacto

Po3napu 06MiHy pedoBuH i XxapuyBaHHs [[inmepkamiliemis Pigko

Huxxue3asHaueHi mobiuHi peakiril criocTepiranucs npu teparii inribiTopamu AITO.
3 6oky kpoei ma aimpamuyHoi cucmemu
Y mesikux TMallieHTiB MOXKe BUHMKATU arPaHyJIOIUTO3 Ta MaHIUTOIEHIs.

Y narienTiB i3 medinuToM rokK030-6-hochaT-gerigporeHasu MOBiqOMIISIOCS PO FeMOJIITUYHY
aHeMilo.

ITopyweHHs 3 60Ky Memaboai3aMy ma mpasaeHHs

Lyoice pidko: rinornikeMis.



3 60Ky eHOOKpuUHHOI cucmemu.

Yacmoma HesidoMa: TIOPYIIEHHS CEKpellil aHTUiypeTUYHOTO TOPMOHY.
3 6oky ncuxiku

Pioko: pemnpecis, 3MiHa HaCTpOI0, IOPYIIEHHS CHY, CTaH [e30pi€eHTallil.
3 6oky Hepsogoi cucmemu

Pioko: mopylIeHHsI CMaKy, ITapecTesis, MOpyIlIeHHs PiBHOBATrH.

3 60Ky opaaHis 30py

Pi0ko: moMyTHIHHS 30Dy.

3 6oky opaaHis cayxy ma aabipuHmy

Pioko: myM y Byxax.

3 6oky cepus

B okpeMux BumagKax IOBiTOMJISIM IPO TaxikKapmhilo, apuTMilo, CTEHOKapHio, iHdapKT MioKapaa micmus
3acTocyBaHHS iHri6iTopiB AII® Npy HasSBHOCTI TiMmoOTEH3Ii.

3 6oky cy0uHHOI cucmemu

Ha mouaTky 4u micins mifBUIEHHS TepaleBTUYHOI [03U BUHKKaa TSXKKa TrinoTeHasid. Lle, 30kpema,
CTOCYETBHCS TMAIliEHTIB OKPEMUX TPYI PU3UKY (OuB. po3min «OcobIuBOCTI 3aCTOCYBaHHS»). Y paai
HAsIBHOCTI TiNOTeH3il BUHWKAIOTh CUMIITOMH, TIOHiOHI 70 3an1aMOpoYeHHs, BifuyTTs ci1abKOoCTi,
IIOPYIIEHHA 30PY. [HOMI BUHUKAIOTE [IPUIIJIUBY.

3 60Ky duxaabHoi cucmemu

Pigko moBimoMIIsiiOCs TPO 3aAUINKY, CUHYCUTH, PUHITH, TTIOCUTH, OPOHXiTH Ta 6poHXO0CIa3M. Y
HEBEJIMKOI I'PyIH mallieHTiB inribitopu AII® 3yMOBIIIOBaIM MOSBY aHTiIOHEBPOTUYHOI'0 HAOPSKY i3
IIpossiBaMU Ha 00IMY4i Ta POTOTJIOTKOBUX TKaHMHAX. B OKpeMux BUIafKaX aHTi0HEBPOTUYHUY HAOPSK
BEPXHIX IUXaTbHUX IUISXiB CIPUYMHSB JIETAIbHY 00CTPYKILiiO.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy
[Homi MOXKYTb BUHUKATH OiNlb y XKUBOTI, fiapesi, 3al0op Ta CyXiCTh y POTi.

B okpeMux BUIagKax Iiciisg 3aCTOCyBaHHS iHTibiTopiB AII® omucaHo MaHKPeaTUT Ta HEMPOXiAHICTh
KUIIEYHUKY.

IIyoice pioko: aHTiIOHEBPOTUYHUYM HAOPSK TOHKOTO KUIIEYHUKY.
3 6oky eenamobiniapHoi cucmemu

B okpemux BuUIlafikax Mmicjs 3acTocyBaHHs iHTi6iTopiB AII® onucaHO X0IeCTaTUYHY KOBTSHUIIIO Ta
TemaTur.

3 60Ky wkipu ma nidwKipHUX MKAHUH



[HOmi MOXKyTh BUHUKATH aJiepriyHi peakil Ta peakliiil miABUIIEHOI YyTIUBOCTI TUILY IOTIMOPGHOI
eputeMi, cuagpoMy CTiBeHca - [I3KOHCOHA, TOKCUYHOT'O ellifjlepMasbHOr0 HEKPOJIi3y; POsBIB,
nomiOHUX [0 ICopPialdy; anomertii.

Lle MoxKe CyIIpOBOMXKYBATHUCS JIUXOMAHKOI0, Mianrielo, apTpanrieio, eo3unodimnieio Ta/abo
HiBUILIIEHHAM TUTPY aHTUHYKJIeapHUX aHTHUTII.

Pigko BUHUWKaE Tineprigpos.

3 60Ky 0nopHO-pyx080i cucmemu ma Cnoay4HOI MKAHUHU
IHOAI MOXKe BUHHUKATHU Miaris.

3 60Ky HUPOK Ma ceyosusiOHUX WAAXi8

Moxe BUHUKaTH ab0 IIOCUITIOBATHCS HUPKOBA HEJOCTATHICTh. [I0BiOMIISIIN IIPO TOCTPY HUPKOBY
HEeJOCTaTHICTh (OUB. po3min «Oco0NMMBOCTi 3aCTOCYBaHHS»).

3pigKa BUHUKAIOTH [IOPYIIEHHS CEYOBUIIYCKaHHA.

3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3d/103
3pidKa: mopylIeHHs epeKTUIbHOI QyHKIIIL.

3azanbHi nopyweHHA

Ilyoice pioko: mepudepuyHuit HaOPSK Ta OiNb y TPYASIX.
JlabopamopHi 0ocai0HceHHs

Moxe BUHUKATH MiJBUIIEHHS PiBHS CEUOBHHU Ta KPeaTUHiIHY B KPOBi, 000POTHE IiCI/Isi MPUNTUHEHHS
IPUHOMY IIpenapary, 0COOIMBO Ha TJIi HUPKOBOI HETOCTATHOCTI, TSIKKOI CepIieBOl HEJOCTAaTHOCTI Ta
PEHOBACKYISAPHOI TilnepTeHaii.

[ToBigoMnsnocs mIpo 3HUKEHHS [T0Ka3HUKIB reMorjao0iHy, reMaTOKPUTY, TPOMOOIUTIB Ta Oinux
KJIITUH KPOBI y JesKUX Ialli€HTIB.

TakoX IMOBiHOMIISINIOCS TIPO MigBUINIEHHS PiBHS MMeYiHKOBUX pepMeHTiB Ta O0inipyOiny y cupoBaTIIi
KPOBI.

ITogidomaeHHs npo nido3piosaHi nobiuHi peakuii

[ToBimomneHHs mpo mMo6iuHi peakilil micis peecTpaliii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3Mory MpOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI LIbOTO
niKapchKoro 3aco0y. Megu4yHUM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM ITpe[CTaBHUKAM CJIif TIOBiTOMJISITH TIPO YCi BUTTAAKHY IiI03PI0OBaHUX IMOOIYHUX peakilii Ta
BifmcyTHOCTI e(peKTUBHOCTI TiKapCchKOro 3aco0y yepe3 aBTOMaTU30BaHy iHdopMalliiHy cUCTeMy 3
(dapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKHU.

YMoBu 30epiranHsi.



CnenianbHi ymMoBH 30epiranus He MOTPiOHI. 30epiraTul B HEOOCTYIIHOMY OJIS OiTel MiCIi.

YnakoBka.
[To 7 TabeToOK, BKPUTUX ITIBKOBOIO 000710HKOIO, V 61ticTepi, mo 1 GiicTepy y KapTOHHiHM KOpoOiti; 1o

14 TabneToK, BKPUTHX IIJTIBKOBOIO 000/I0HKOM0, Y GrticTepi, mo 1 abo 2 6GiicTepu y KapTOHHI#H KOPOOIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.

A.MeHapiui ManydaxkTypinr Jlorictikc enn Cepsicec C.p.JI./MeHapiHi - ®on Xeiimen ['M6X.

Micue3HaxoaKeHHsI BUPOOHHKA Ta HOT0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

Bia Kawmmo gi [Tine, 67100 JI'AkBina (AK), Itanis /Jleuntirep mrpace 7-13, 01097 [Ipe3nes,
HimeuunHa.

3asiBHHK.

Menapini [HTepHemonan Onepeiinonc Jliokcembypr C.A.

Micne3HaxoakKeHHs 3asiBHHKa Ta/a00 mpeacTaBHUKA 3asiBHHKA.

1, ABenio me na I'ap, JI-1611 JlrokcemOypr, JTlrokceMOypr.



