3ATBEPJIKEHO
Haka3 MinicTepcTBa 0XOpOHHU
310pOB’st YKpaiHu
13.07.2018 Ne 1309
PeecTpaniiini nocBigueHHs

Ne UA/8748/01/01
Ne UA/8748/01/02
Ne UA/8748/01/03
Ne UA/8748/01/04

IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

Bi-IIPECTAPIYM® 5 mr/5 mr (Bi-PRESTARIUM® 5 mg/5 mg)
Bi-MIPECTAPIYM® 5 mr/10 mr (Bi-PRESTARIUM® 5 mg/10 mg)
Bi-MTIPECTAPIYM® 10 mr/5 mr (Bi-PRESTARIUM® 10 mg/5 mg)

Bi-MIPECTAPIYM® 10 mr/10 mr (Bi-PRESTARIUM® 10 mg/10 mg)

Cknao:

Bi-lIPECTAPIYM® 5 mr/5 mr

Oitoui pevosuHu: IEPUHAONPUITY apTiHiH/aMIOIHITIH;

1 TabneTka MICTUTH MEPUHAONPHITY apriHiHy 5 mr (ufo Biamosinae 3,395 Mr mepuHAONPHIY) Ta
amwtoauminy oecuinaty 6,935 mr (110 BiANOBiIa€ 5 MT aMJIOTUTIIHY );

Bi-IIPECTAPIYM® 5 mr/10 mr

Oitoui peyosuny’ TIEPUHIOTIPIITY apTiHiH/aMIIOTUIIIH,

1 TabneTka MICTUTH MEPUHAONPUIY apriHiHy 5 mr (1o Biamosizae 3,395 Mr mepuHAONpPUITY) Ta
amoauminy oecunaty 13,870 mr (o Biamosigae 10 Mr amouItiny);

Bi-MIPECTAPIYM® 10 mr/5 mr

0iloyi pewosuny . IEPUHIONPUITY apriHIH/aMJIOUIIIH;

1 Tabnerka MicTUTH MepUHIONpPIITY apriHiHy 10 mr (o Bianosigae 6,790 Mr nepuHIONpPUITY) Ta
amyionuminy 6ecunary 6,935 mMr (110 BiAMOBIIA€E S MI' aMJIOTUTIIHY );

Bi-MIPECTAPIYM® 10 mr/10 mr

0iloyi pewosuny . IEPUHIONPUITY apTiHIH/aMJIOUIIIH;

1 Tabnerka MicTUTH HepUHIONPHITY apriHiHy 10 mr (o Bianosigae 6,790 Mr nepuHIONPUITY) Ta
amoauminy oecunaty 13,870 mr (o Biamosigae 10 Mr amoauItiny);

OONOMIDICHI ~ peuouHu: JIAKTO3M  MOHoriapar, MarHiio creapar (E470B), wnemronosa
Mmikpokpucraiiuda (E 460), kpemHito niokcus kosoinnuit 6e3sonnuit (E 551).

Jlikapcbka ¢opma. TabneTku.

OcHogHi hi3uKo-XiMIYHI 61ACMUBOCTI:

Bi-TIPECTAPIYM® 5 mr/5 mr: 6inoro kombopy, 10Bractoi (popmu TabieTka 3 THCHEHHAM 5/5 3
OJIHOTO OOKY Ta %5 3 1HILIOTO.

Bi-TIPECTAPIYM® 5 mr/10 Mr: 6ioro Komsopy, KBagpaTHOi (opMH TabneTka 3 THcHeHHsIM 5/10
3 OAHOTO OOKY Ta *5™ 3 1HIIOTO.

Bi-TIPECTAPIYM® 10 Mr/5 mr: 6ioro Kombopy, TpUKyTHOI (hopmu TabieTka 3 TucHeHHAM 10/5 3
OJIHOTO OOKY Ta %5 3 1HILIOTO.

Bi-TIPECTAPIYM® 10 mr/10 mr: 6inoro konbopy, Kpyrinoi ¢popmu Tabierka 3 TucHeHHam 10/10 3
OJIHOTO OOKY Ta %5 3 1HIIOTO.



®apmakoTepaneBTH4YHa rpyna. [Hriditopu AII®, kombinanii. [ariditopu AIID Ta 610KaTopu
KanbIrieBux kaHamiB. [lepungonpun ta ammoaumin. Kog ATX C09B B04.

Dapmakono2iuni earacmueocmi.
DapmakoourHamixa.

Ilepundonpun
MexaHi3m jii
[Tepungonpun — 1iHTIOITOp (QEepMEeHTY, SKHH TepeTBOproe aHrioTeH3wH | B anrioteHsuH I

(anrioTensunneperBoproBaibHuil hepment AIID). [leperBoproBanbuuii pepmeHT, a0 KiHa3za, 1e
eK30MeNnTuaa3a, sika poOUTh MOXJIMBUM IE€PETBOPEHHS aHTIOTEH3MHY | y CyAMHO3BYKyBaabHHH
anriorensuH I, a TakoX copuymMHsAE po3ma] Ba3oMIIATaTOpa OpaauKiHIHY J0 HEAKTUBHOTO
rentanentuay. IaridyBanns AII® mpu3BoauTh 10 3MEHINEHHS KOHIEHTpallii aHrioreH3uny Il y
IUIa3Mi KpoBi, IO MiJBUINYE AKTHBHICTh PEHIHY y IUIa3Mi KpOBi (32 paxyHOK HpPUTHIYCHHS
HEraTUBHOI'O 3BOPOTHOIO 3B’A3KY BHMBUIBHEHHSI PEHIHY) Ta 3HMXKYE CEKpELil0 aJbJOCTEPOHY.
Ockinpku AIl® inakTuBye OpamukiHiH, iHTIOyBaHHS AIID TakoX MPU3BOAWTH MO ITiIBUINCHHS
AKTUBHOCTI LHUPKYJIOKYOI Ta MICIEBOI KamiKpeTHKIHIHOBOi cucTeMH (1 TaKUM UYHMHOM TaKOX
NPHU3BOJUTH J0 aKTUBAIlli CUCTEMH MpocrariaHauHiB). el MexaHi3M Hii 3yMOBIIOE 3HUKCHHS
aprepiasibHOro THCKY iHrioiTopamu AII® 1 4acTKOBO BIAMOBIJA€ 3a MOSBY AEAKUX MOOIYHUX
e(eKTiB (HAPUKJIIa ] KaILIIo).

[Tepungonpun aie 4epe3 CBIM aKTUBHHMM METaOOJIT — MepuHAonpuiaT. IHmm x mMeTabomiTH He
JEMOHCTPYIOTh aKTUBHOCTI B iHTi0yBanHI AIID B excriepuMeHTaIbHUX YMOBaX.

Kniniyna e ekTHUBHICTD Ta 6e3neka

AprepiaibHa rineprexsisi.

[lepunnonpun e(peKTUBHO 3HUXKYE apTeplajibHUM TUCK NpU BCIX CTYHEHSX apTepialbHOL
rinepTeHsii: JerkoMy, MOMIPHOMY Ta TSIKKOMY; 3HHIKCHHS CHUCTONIYHOTO Ta JiacTOJIIYHOTO
apTepiaibHOrO TUCKY CIOCTEPIraeThCsl AK y MOJOXKEHHI MaIlleHTa JIeKadd, TaK 1 y MOJOXKEHHI
CTOSTYH.

[lepunponpun 3MeHlIye omip NepuPEepUYHUX CYAMH, [0 HOPU3BOAMTH 1O 3HMKEHHS
apTeplaJibHOrO TUCKY. BHacnmiok 1poro 301IbIIyeThesl epuepuyHnil KpOBOTIK O€3 BIUIMBY Ha
YacTOTy CEPLIEBUX CKOPOUEHb.

Sk mpaBwmiio, 30UIBLIY€ETHCS 1 HUPKOBUM KPOBOTIK, TOJI K MIBUAKICTH KIyOOUKOBOiI (iiabTparii
(ILIKP) 3a3Buuaii HE 3MIHIOETHCS.

MakcuManbHUIl ~ QHTUTINEPTEH3UBHUN e(eKT po3BHBaeTbcd uepe3 4 —6 TOOuH  MICIA
OJIHOKpATHOTO TMpuiloMy Ta 30epiraeTbcs ImIoHalMeHIe 24 ToAauHH: cHiBBigHOmIeHHs T/P
(e eKTHBHICTD Tepel MPUHOMOM HACTYIHOI 1031/ MaKCHMMaibHa €()EeKTUBHICTh) MEPUHIONPUITY
ctanoButh 87 — 100 %.

ApTepiadbHUIl THUCK 3HIKYETbCS IIBUAKO. Y TAIll€HTIB, $KI BIANOBUIM Ha JIKyBaHHS,
HOpMaJli3allisi apTepiaibHOr0 THCKY BiIOyBaeThCsl MPOTAroM Micsls Ta 30epiraerbes 0e3
BUHUKHEHHS Taxi(iiakcii.

VY pa3i npunuHEeHHs 3aCTOCYBAaHHS NEpUHAONPUITY e(heKTy BiIMIHU HE BUHHKAE.

[Tepunonpui 3MeHIIIYE rinepTpodito JiBOro HUTYHOUKA.

KniniuHi gociipKeHHs AOBENH, 10 MEePUHAONIPUI Ma€ CyIUHOPO3IIUPIOBAIBHI BIACTUBOCTI. BiH
MOKpAIIy€ €TaCTUYHICTh BEJIMKHUX apTepiil Ta 3MEHIIye CHIBBIJHOLIEHHS TOBIIUHHU CTIHKH [0
IPOCBITY CYAMHHU Y MaJIUX apTepii.

3anobiraHHs CepleBO-CYJIMHHUM YCKJIaJHEHHSIM Y Malll€HTIB 3 JIOKYMEHTOBAHOIO CTaOLIbHOIO
IXC.

EUROPA - 1ne MikHapogHe MyJIbTHIEHTPOBE paHIOMI30BaHe MOJBilHE ciine Tuianedo-
KOHTPOJIbOBAaHE KIIIHIYHE JOCIiKEHHs, sike TpuBayno 4 poku. 12218 nmopociamx maiieHTiB Oyiu
paHgomizoBaHi Ha Tpynu: 6110 marieHTiB npuiMamn 8§ Mrr MEPUHAONPIITY TepTOyTHIIaMiHy (1110 €
€KBIBAJICHTHUM TMepuHJonpuiay apridiny 10 mr) ta 6108 mnamientiB npuiiManu miarne6o. Y




JOCTIPKeHHI Opaiy ydacTh MAIliEHTH 3 MiATBEP/KEHOI0 IMIEMIYHOI0 XBOpoOOIO cepisi Ta 0e3
KJIIHIYHO MATBEP/KEHOI cepreBoi HemocTaTHocTi. 3aranoM 90 % mallieHTiB TepeHeciIn B
aHamHe31 iH(apkT Miokapaa Ta/abo omepauio 3 peBacKyispusamii. BimpIIicTe MaIi€HTIB y
JOCIIJDKEHHI OTpUMYyBaja MEPUHIONPHI Ha JOJATOK IO CTaHIApTHOI Tepamii Je3arperaHTamu,
riNoMimiAeMIYHUMH MIpenapaTtamMu Ta [-0JokaTopamu.

['onoBHUMHU KpUTEpisIMU OIIIHKK e()EeKTUBHOCTI Oyina KOMOIHOBaHa TOYKAa: CEpIIEBO-CYJIWHHA
JeTanbHICTh, HEeNETaNbHUN 1H(ApPKT MioKapnaa Ta/abo 3yNMUHKA cepls 3 MOJATBIINM YCHIIIHUM
3amyckoM. PesynbTaToMm Tepamii NepUHAONPUIY TepTOyTHiIaMiHOM y 1031 8 wMr (mo €
€KBIBaJICHTHUM TEPUHIONPUIY apridiny 10 Mr) oguH pa3 Ha J€Hb CTaJO JOCTOBIpHE abCOIIOTHE
3MEHILIEHHS [IOKa3HUKA IEPBMHHOI KIHLEBOI TOYKM JociiyikeHHs Ha 1,9 % (3MeHIIeHHs
BigHOCHOTO pu3ukKy Ha 20 %, 95 % CI [9.,4; 28,6] — p<0,001).

Amnodunin

MexaHi3Mm aii

AmitogumiH € 1HTiI0ITOPOM MOTOKY 10HIB KajbIlil0, 0 HAICKUTH A0 TPYNH TUTIAPONIPUIMHIB
(OokaTOop TMOBUIPHUX KaNbLi€BUX KaHaTiB a00 aHTAroHICT 10HIB KaJbIifo) Ta OJIOKye
TpaHCMEMOpPAaHHUI MOTIK 10HIB KaJBLIIO 10 KJIITHUH TJIAJKUX M’ A31B MiOKap/a Ta CyuH.

MexaHi3M aHTUTINEPTEH3UBHOI [ii aMJIOJUITIHY 3yMOBIICHHH MPSMOI0 PETAKCYIOYOK Hi€l0 Ha
INIAAKy MYCKyJaTypy cyauH. TouHuM MeXxaHi3M, 3a JOIOMOIOI SKOIO aMJIOAMIIIH 3MEHIIYyE
NPOSIBU CTEHOKApii, MOBHICTIO HE BHU3HAUEHO, alleé aMJIOJIUIIH 3MEHIIY€ 3arajbHy IMIeMito
HaBaHTAXXCHHS 3aBJSIKU TaKUM J15IM:

- Awmnomunid po3mmproe nepudepuyuHi apTepiosid i TaKUM YHHOM 3HIDKYE 3arallbHUM
nepudepuynnii omip (mocTHaBaHTakeHHs). OCKUIBKM 4acTOTa CEpPLEBUX CKOPOYECHb HE
3MIHIOETHCS, 3HIKCHHS HABAaHTA)KEHHS Ha Ceplie 3MEHIITY€ CIIOKUBAHHS €HEPTii MiOKapaoM
Ta floro moTpedy y KHUCHI.

— AMIIOIUNIH TaKOXX YacTKOBO CIpPHSA€E DPO3MIMPEHHIO TOJOBHUX KOPOHAPHHUX apTepid Ta
KOpPOHApHHUX apTepios SK y HEe3MIHEHHX, Tak 1 B 1IeMi30BaHHMX 30Hax Miokapna. Taka
IuIiaTamis 301IbIIye HAJXOKEHHS KUCHIO JI0 MiOKapja y XBOPHX Ha Ba30CHACTHYHY
cTeHoKap/ito (creHokapaig [IpuniMeTana abo BapiaHTHa CTEHOKApis).

KiiHiyHa eeKTHUBHICTh Ta Oe3neka

VY naiieHTiB 3 apTepiajbHOIO TiNepTeH3i€0 NPUoM aMIIOUIIHY OJMH pa3 Ha J00y 3abe3mneuye
KJIIHIYHO BUPAKEHE 3HI)KEHHS apTeplajibHOr0 THUCKY MPOTAroM 24 TroauH SIK Yy MOJOXKEHHI
MaIfieHTa JieXKaud, Tak 1 B MOJIOKEHHI CTOSYM. 3aBISKU MOBITLHOMY TMOYATKY il aMJIOJUIIH HE
CHPUYUHSE TOCTPOI MIOTEH31].

VY naiieHTiB 31 CTEHOKapi€l0 MpUHOM aMJIOAMIIIHY OAMH pa3 Ha JIeHb 30UIbIIye 3arajbHUN Yac
(Gi3MYHOTO HaBaHTAKEHHS, Yac J0 BUHUKHEHHS Hamagy CTCHOKapIii Ta 4ac 0 BUHUKHEHHS
nenpecii cermeHty ST Ha 1 MM, 3HH)KY€ YacTOTy HamaiB CTEHOKap[ii Ta 3MEHIIye HOTpedy y
3aCTOCYBaHHI HITPOTITILIEPUHY.

3 npuiloMoM aMJIOAMITIHY He MOB’s13aHi Oyb-sIKi HEraTUBHI MeTa0OI1uH1 MPOsBU a00 3MiHU PiBHS
JTOiAIB y MIa3Mi KpoOBi, TOMY HOro MOKHa 3aCTOCOBYBaTH MAalllEHTaM 3 acTMOIO, IIYKpPOBUM
niabeToM Ta Moaarporo.

Imemiyna xBopoba cepis (IXC)

EdexTuBHICT aMIOIUMIHY Yy 3a100iraHHi KJIIHIYHUAX MOJIN Yy Malli€HTIB 3 1IIEMIYHOI0 XBOPOOOIO
cepus (IXC) Oyno omiHEHO y HE3aJIe)KHOMY MYJIbTHUIIEHTPOBOMY PaHIOMI30BaHOMY ITOJBIHHOMY
CJIINOMY TIaie00-KOHTPOJIBOBAHOMY JOCHiKEHHI 3 ydacTio 1997 mnamientiB — IlopiBHSHHS
aMJIOAMIIHY J0 €Halanpuily Ioao oOmexeHHs BumaiakiB Tpom6o3y (CAMELOQOT). Ilpotsrom
2 pokiB 663 marieHTH npuiiMam aminoauIiH y 1031 5 — 10 mr, 673 narieHTH npuiMani eHalanpul
y no3i 10 —20 Mmr ta 655 marieHTiB mpuitMaiy mianedo Ha J0JaTOK JO CTaHJIAPTHOI Tepamil
cTaTuHamH, [-OiokaTopamu, AiypeTHukamu Ta acmipuHoM. OCHOBHI pe3ynbTaTH 3 €(eKTUBHOCTI
HaBEJIEHO y Ta0nuIl Hiwk4e. Pe3ynbratu cBiq4aTh Mpo Te, MO JIIKYBAaHHS aMIJIOAUIIHOM OyIio




IIOB’S13aHO 3 MEHIIOK0 KUIBKICTIO BUIAJKIB TOCHiTalli3awlii 3 MPUBOAY CTEHOKAp[il Ta omeparii
peBackynspuzartii y marienTis 3 [XC.

KinpKicTh BUNAJKIB 3HAYHUX KIIHIYHUX pe3yabTaTiB y gocaipkenHi CAMELOT

YacroTa KapaioBacKyJSIpHUX NOAil, KUIbKICTD (%) AMJIOIHITIH VS I1amedo
Pesynbratu Awmnonunin | Ilnamne6o Enananpun BigHocHwmii p

pusuk (95 % Cl) |3HaueHHS

Ilepsunna xinyesa
mouka

Hebaxani 110 (16,6) | 151 (23,1) 136 (20,0) | 0,69 (0,54-0,88) | 0,003
Kap110BaCKYJISIpHI TTOAIT

Oxpemi cxknadosi

Koponapna 78 (11,8) 103 (15,7) 95(14,1) |0,73(0,54-0,98) | 0,03
peBacKyJISIpU3aIlist

Tocmitamizariii 3 51 (17,7) 84 (12,8) 86 (12,8) | 0,58 (0,41-0,82) | 0,002
HPUBOJY CTEHOKAPIil

Heneranpuuii indapkr 14 (2,1) 19 (2,9) 11 (1,6) 0,73 (0,37-1,46) | 0,37
MioKapja

IHCyabT 60 6 (0,9) 12 (1,8) 8(1,2) 0,50 (0,19-1,32) | 0,15
TpaH3UTOPHA iIIeMIYHA

aTaka

KapioBackysisipHa 5(0,8) 2 (0,3) 5(0,7) 2,46 (0,48-12,7) | 0,27
JETAbHICTh

TocmiTamizanii 3 3(0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2,47) 0,46

NPUBOY 3aCTIHHOT
CepIIeBOi HETOCTATHOCTI

3ynuHKa cepis 3 0 4 (0,6) 1(0,1) - 0,04
HOJAJIBIITHM 3aITyCKOM

Brepiiie BusiBiieH1 5(0,8) 2(0,3) 8(1,2) 2,6 (0,5-13,4) 0,24
3aXBOPIOBAHHSI

nepudepuyHux CyJIuH

CeplieBa HEJIOCTAaTHICTb

JlocnigkeHHss TeMOJIMHAMIKA Ta KIIIHIYHI JOCHIIPKEHHS 3 KOHTPOJIEM HAaBAHTAXEHHS 3 Y4acTio
MAIiEHTIB 13 CepIEBOI0 HeAocTaTHICTIO, dyHkiioHansHUH Kiaac 11— IV 3a NYHA, nmokasanu, 1o
aMJIOAMIIH HE MPU3BOAMB JO KIIHIYHOTNO TOTIPIIEHHS 3a pe3yJbTaTaMM IOKa3HHUKIB
HNepeHOCUMOCTI (DI3MUHMX HaBaHTa)KeHb, (PAKII€I0 BHUKHUAY JIBOrO LUIyHOYKA Ta KJIIHIYHOIO
CHUMITTOMATHKOIO.

Mertoro miane6o-koHTpoiboBaHOro jnociimkeHHs PRAISE Oyna ouiHka BIJIMBY aMJIOJUIIHY Ha
MAIi€HTIB 13 CeplIeBOI0 HemocTaTHICTO, pyHkiioHanpauM Kinac I — 1V 3a NYHA, ski npuiimanu
JUTOKCHH, Aiypetuku Ta iHriditopu AIID. [locmipkeHHs T™oKas3ano, IO 3aCTOCYBaHHS
aMJIOAMIIIHY HE NpHU3BENO [0 MIJBULICHHS PHU3MUKY JETAJbHOCTI a0 MiJBHUILEHHS PUBHKY
3aXBOPIOBAHOCTI/NIETANIBHOCTI, OB’ SI3aHUX 13 CEPIIEBOIO0 HETOCTATHICTIO.

PRAISE-2 — noBroTpuBae mianed0-KOHTPOJIbOBaHE JTOCIKSHHs. MeTa JTOCIIIKSHHS — OI[IHATH
BIUIMB aMJIOJIMIIIHY Ha MAIIEHTIB 13 CEpLEBOI0 HEAOCTATHICTIO, (pyHKIioHaNbHUH Kitac [T — 1V 3a
NYHA, 06e3 kIiHIYHUX CUMOTOMIB a00 00’€KTUBHUX HaHMX, SIKi MiIATBEPAXKYIOTh a00 JiexaTh B
OCHOBI imemiuHoi xBopoOu. [larienTy, siki Opajiu y4acTs y JOCHIKEHH1, TPUBAJIMHI Yac NMpuiMau
iHriditopu AIl®, npenapatu quriTaiicy Ta AlypeTUku. JJocmipkeHHs MoKa3aso, 0 aMJIOAUIIIH He
BIUIMBA€ Ha 3arajbHy KapJIiOBaCKyJSIpHY JIeTalbHICT. Y paMKax JOCHIKEHHS MpHIHOM
aMJIOJIUITIHY aCOIIFOBABCS 13 MIABUIIIEHHSM KUTHKOCTI TTOBIJJOMJICHD PO HAOPSIK JIETEHIB.




ALLHAT — nocni/okeHHs pi3HUX THIIIB JIIKYBAHHS JUIS MOTEPE/DKCHHS CEPIICBUX HAA/IIB
PannmomizoBane monBiiiHE ciime  AOCTIKeHHS — 3axBoproBaHocTi/metanbHOoCcTi  ALLHAT
(AHTHUTIIEPTEH3UBHE Ta TINOMIMIJEMiuyHEe JIKYBaHHS JUIS TPO(IIAKTUKK CEpLEBUX HAarmajIiB)
MIPOBOJIUJIOCS Y TAIIEHTIB 3 JIETKOIO 1 MOMIPHOI apTepiaJIbHOIO TIMEPTEH3IE0 IS TOPIBHSIHHS
CYy4acHUX TEpameBTHYHHUX 3aco0iB: amioguminy y m03i 2,5 — 10 mr/nens (060KaTop KajbIi€EBUX
KaHatiB) abo misuHONpmiy y 1031 10 — 40 mr/aens (inriditop AIID) sk Tepamii mepioi iHIT Ta
TIa3UIHOTO JIlypeTHKa XJIOPTaIiJoHy y 1031 12,5 — 25 Mr/nens.

VY nocnimkenHi Opanu ydacts 33357 maIieHTiB 3 apTepiaibHOIO TINEPTEH31€10 BIKOM BiJ 55 POKIiB,
SK1 crocTepiranucs B cepeuboMy mpotsirom 4,9 poky. IlanienTn manu xoya 6 OJUH JOAATKOBUI
KapJiOBacKyJSIpHUH (aKTop pHU3HKY, Yy TOMY WYHCII: IONEpeaHii iHdapkT Miokapaa abo
IHCYJIBT > 6 MICAIIIB 10  BKIIOYEHHS Yy  JOCHDKEHHS a00  MIATBEP/KEHHS  1HIIOTO
aTepOCKJIEPOTUYHOTO CEpLEBO-CYAMHHOIO 3axBopioBaHHA (3arasiom 51,5 %), miaber II tumy
(36,1 %), mucmimimemito JIBIL[ (minmomporeinu Bucokoi miimbHOCT) < 35 mr/an (11,6 %),
rinepTpodiro JiBOro NUIYHOYKA, MO Oyja BCTAHOBJIEHA Ha €JIEKTpoKapjiorpami abo I yac
exokapmaiorpadii (20,9 %), naminas (21,9 %).

[lepBuHHa KiHIIEBA TOYKA JOCIIDKEHHS Oyja KOMOIHOBAHOIO 1 CKJajanacs 3 JeTaJbHUX
ycknmagaens IXC abo HeneranpHOTO iH(apKTy Miokapaa. CTaTUCTHYHO JOCTOBIPHOI pi3HUII 3a
MOKa3HWKAMH TIEPBUHHOI KIHIIEBOI TOYKHM MiX TEepami€l0 Ha OCHOBI aMJIOAMITIHY Ta TEpami€ro Ha
OCHOBI XJIOPTaJiIOHy HE BUsBIEHO: BiHOCHUH pusuk 0,98, 95 % CI(0,90 — 1,07) p=0,65. l{oxo
BTOPMHHUX KIHIIEBUX TOYOK, TO 4YacTOTa BHHUKHEHHS CEpLEBOI HEIOCTATHOCTI (CKJazoBa
KOMOIHOBAaHOT CEpIEBO-CYAMHHOI KiHIIEBOI TOUYkM) Oylia JOCTOBIPHO BHIIOK Yy Tpymi, IO
npuiimMana aMmJIOAMITIH, MOPIBHSIHO 3 TPYyMOo, 1o npuitmana xmnopraiigon (10,2 % npotu 7,7 %,
BigHOCHMU pm3uk 1,38, 95 % CI [1,25 —1,52] p<0,001). OgHak HEe Oys0 BiA3HAYCHO ITOCTOBIPHOL
PI3HUIIL 32 JETANBHICTIO 3 OYyIb-SIKUX MPUYMUH MK TEpari€l0 Ha OCHOBI aMJIOJUIIIHY Ta Tepariero
Ha OCHOBI XJIOpTaNTiIoHY (BimHOCHUH pusuk 0,96, 95 % CI [0,89 — 1,02] p=0,20).

Baacmueocmi cninbhi 014 nepundonpuy ma ami00uniny

Hocmimkennss  3axBoptoBanocti Ta JsetanbHocti ASCOT-BLPA  (AHIIO-CKaHAMHABCHKE
JOCIIJKEHHSI KapJiOBacKyJSIpHUX HAcHiAKIB — aHTHUTINEpTEH3UBHA I'Jika) OyJio MPOBEICHO 3
yuacTio 19257 nauientiB BikoM Big 40 10 79 pokiB 3 TiepTEH31€0 Ta HASBHICTIO IIOHAliMeHIe 3
13 HW)KYCHABEJCHMX KaplOBAaCKyJSIpHUX (AaKTOPIB PHU3UKY: TinepTpodis JIBOro NIUTyHOYKA
(BusiBniena 3a ganuMu  EKIT abo exoxapaiorpadii), 1HII BIAXWICHHS, BUSBIEHI Ha
eJIeKTpoKapaiorpami, LykpoBuil pgiaGer II Tumy, 3axBoproBaHHs mnepudepuuyHUX apTepiil,
NepeHeCeHU 1HCYIBT ab0 TpaH3UTOpHA IMIEMIYHA aTaka, 4YoJIOBi4a CTaTh, BIK BII 55 pOKIB,
MiKpoanbOyMiHypis ab0 MPOTEIHypis, MaNiHHSA, CIIBBIAHOIIEHHS PIBHS 3arajlbHOTO XOJECTEPUHY
IUTa3MH /10 XOJIECTEPUHY JIINONpoTeiniB Bucokoi uiibHocTi (JIBLLL) 6 1 Ounbie, ciMeitHuil aHaMHe3
panHboro BuHUKHEeHHA [XC.

OCHOBHOIO METOI JOCHIKEHHS OyJIo OI[IHUTH Ta MOPIBHITH JOBIFOTPUBANl BIUIMBU JBOX
PEKUMIB aHTUTINEPTEH3UBHOI Tepamii Ha KOMOIHOBaHY KIHILIEBY TOUYKY — HeJeTalbHUH 1H(apKT
MioKap/a (BKJIIOYaroun 0e3cMMNTOMHUI 1H(apKT MioKap/a) Ta JeTajdbHl YCKIaJAHEHHS 11IeMIYHOT
xBopob6u cepus (IXC), — a came amnonuniHoM y KoMOiHawii 3 TEPUHIONPUIIOM, IKUH J07aBaBcs y
pa3i HEoOXITHOCTI 3HWKEHHS THCKY, TOPIBHSHO 3 TEpami€lo aTeHoJoJoM Yy KoMOiHamii 3
niypeTukoMm OeHapodiaymMeTiazuaom, o 10/1aBaBCs Y pa3i HEOOX1AHOCTI 3HUKEHHS THCKY.

V KiHI AOCTiHKEHHS OLIbIIicTh marieHTiB (78 %, 14974 3 19242) orpuMyBaiy IOHAMEHIIIE 1Ba
aHTHUTiNepTeH3uBHI 3acobu 1 mume 15 % (1401 3 9634) ta 9 % (857 3 9608) orpumyBamu
MOHOTEPAITIF0 aMJIOJUIIIHOM Ta aTE€HOJIOJIOM BiJIIOBITHO.

HocnimpxenHss Oyno JOCTPOKOBO IMPHUIIMHEHO B CEPeAHbOMY uepe3 5,5 pOKy CIOCTEpekeHb 3a
pimenHsM Paau 3 monitopunry manux 3 Oesmeku (Data Safety Monitoring Board — DSMB),
OCKIUJIBKM cITOCTepirajacsi 3HayHO BHIA JICTAIBHICTh Y T'pyIi, J€ 3acTOCOBYBajlaCh Teparis Ha
OCHOBI aTEHOJIONY, MOPIBHSIHO 3 TPYIOI0 3 3aCTOCYBaHHS aMJIO/IUITIHY .




3a pe3ynpTaTaMu JOCHIJUKCHHS BiJ3HAYAJIOCHd HEAOCTOBIPHE 3HIDKEHHS MEPBUHHOI KiHIIEBOL
TOYKH, IO CKJajajiacs 3 HeJeTaJbHOro i1H(MApKTY MioKapaa (BKIOYAIOYHd OE3CHMIITOMHUN
iH(papKT MioKap/aa) Ta JeTalbHUX YCKIaaHeHb imeMidHoi xBopobu cepust (IXC) na 10 % y rpymi
MaIli€HTIB, SKI 3aCTOCOBYBAIM KOMOIHAIlIIO aMJIOAMIIIH/TIEPUHAONPHUI, TOPIBHIHO 3 TPYIIOIO
aTeHosnon/oennpodaymeriazua. OIHAK CHOCTEPIranocs MOCTOBIPHE 3HIDKEHHS BCIX MMOKAa3HUKIB
BTOPUHHUX KIHIIEBUX TOYOK (32 BHHATKOM JICTAJIbHOI Ta HEJIETAILHOI CEpPIIEBOI HEIOCTATHOCTI) y
TPy MAI€HTIB, SIKI OTPUMYBAJIM aMJIOIUIIiH/TIEPHHIOTIPHIL.

Kinuesi Touku:

BropuHHi KiHleBi TOUKH 3HMKeHH 95 % CI1 p
BiTHOCHOTO PU3UKY

Heneranpuuit iHpapkT 13 % 0,76 — 1,00 0,0458
Miokapja (Kpim
0e3CUMIITOMHOI0) + JeTanbHa
IXC
3araibpHa KOpOHApHA KIHIEBA 13 % 0,79 -0,96 0,007
TOYKA
Koponapsi mozii Ta 16 % 0,78 - 0,90 <0,0001
BTPYYaHHS
JleTanbHICTB 3 YCIX MPUYUH 11% 0,81 -0,99 0,0247
Cep1ieBO-Cy/IMHHA JICTATBHICTh 24 % 0,65-10,90 0,0010
JleranpHuil Ta HEJIETAIIBHUNA 23 % 0,66 - 0,89 0,0003
IHCYJIBT
JleranpHa Ta HeleTaabHA 16 % 0,66 — 1,05 0,1257
ceplieBa HEJOCTATHICTh
Dapmakokinemuxa.

HIBUAKICTH Ta CTYIiHB BCMOKTYBaHHS IIEPHHIONIPHITY Ta aMJIOJUIIIHY K MOHOIIPETapariB, TaK 1 y
ckiazi hikcoBaHOT KOMOIHAITIT Bi-TIPECTAPIYM® JIOCTOBIPHO HE BIJIPI3HIIOTHCA.

IHepunodonpun

AOGcop0iis
[licns mepopaibHOTO MHPUHOMY  TEPUHAONPHI  INIBHAKO BCMOKTYETHCS, MaKCHMalbHa

KOHIIEHTpallil y Iula3Mi KpoBi JocsiraeTbest mpotsrom 1 roxunu. Ilepion HamiBpo3mamy
HNEPUHIONIPUITY Y I1a3Mi1 KPOB1 CTAaHOBUTH | TOJUHY.

[Tepunponpun € nposiikamu. 27 % BiJ 3arajqbHOI KUIBKOCTI NPUHHATOrO NEPUHAONPUILY JOCSITAE
KPOBOTOKY Yy BUIVIJI aKTUBHOTO METa0oJITy — mepuHionpuiaty. KpiM akTuBHOro metafoiiTy
HNEepUHAONPUIATY, Tpernapar YTBOPKE S5 MeTabodiTiB, sKi € HeaKTUBHMMHU. MakcumaabHa
KOHIIEHTpallls NEPUHIONPUIIATY Y TUIa3Mi KPOBI1 JOCATaeThes yepe3 3 — 4 roANHU MICHs IPUHOMY.
[TpuitoM ki 3MeHIITy€ NEPEeTBOPEHHS MEPUHIONPUITY Y IEPUHIONPUIIAT, OTXKE, SMEHIIYETbCS HOTO
01010CTyIHICTb, TOMY J00OBY 103y MEpPUHAONPHIY apriHiHy pEKOMEHIYeTbCS TNpUMaTH
OJTHOPa30BO BPaHIIi Mepet i1010.

Posznonin

BimgzHauaeThcs miHiNHA 3a7I€KHICTH MIXK JTO3010 MEPUHAONPUITY Ta HOTO KOHIEHTPALI€I0 Y TUIa3mi
kpoBl. OO0’eM pO3MOAUTY HE3B A3aHOTO TEPUHAONPUIIATY CTAaHOBUTH mpubmmusHo 0,2 J/KT.
3B’sA3yBaHHs MepUHAONpUIaTy 3 OilkaMu MiaasMu cTaHoBUTH 20 %, TOJOBHMM YHHOM 3
AHT10TE€H3UHIIEPETBOPIOBATBLHUM (PEPMEHTOM, ajie Liel MOKa3HUK € 10303aJIeKHUM.

Busenenns

[lepungonpunaTr BHBOAWUTHCS 13 cedero. Ilepiom ocCTaTOYHOrO HAMIBBUBEIEHHS HE3B I3aHOT
¢pakuii cranoBuTh npubau3HO 17 roamH. Crajis piBHOBaXXHOI KOHIEHTpAIii y Iula3Mi KpOBi
HacTae 4yepe3 4 JIH1 BiJl IOYaTKY JIIKYBaHHS.

BuBeneHHs nepuHIONPUIIATY YIOBUIBHIOETHCS Y MALlI€HTIB JITHBOTO BIKY, @ TAKOXK Y HAIIEHTIB 13
CEpLIeBOI0 200 HUPKOBOIO HEIOCTATHICTIO (AMB. po3aul «OcoOIMBOCTI 3acTOCyBaHHI»). Tomy




3BHYAilHE MEMYHE CIIOCTEpPEe)KEHHs Oyjae BKIIOYATH YacTUH MOHITOPUHI PIBHS KpEaTHUHIHY Ta
KaJIiIo.

[TeyiHKOBa HEJIOCTATHICTh

Hianizauii KnipeHc nepuaonpuiaty — 70 Mir/xs.

Kinetnka mnepuHIONPHIIy 3MIHIOETBCS Y XBOPHUX Ha IIMPO3 MEYIHKH: TEYIHKOBUU KIIPEHC
HNEPUHJIONPUITY 3MEHIIY€ETbCs BABIUL. OJHAK KUIBKICTh NEPUHIONPUIIATY, IO YTBOPIOETHCS, HE
3MeHmryeTbesa. OTKe, TAKMM XBOPUM HE MOTPIOHO KOpUryBaTh 103y (AuB. po3ain «OcobauBocTi
3aCTOCYBAHHS»).

Amnodunin

AOcop011isi, po3no/1ii, 3B’ sI3yBaHHs 3 OUIKaMU MI1a3MU

[licns mepopaibHOTO TPUHOMY TEpaNeBTUYHUX /03 AMJIOJUITIHY BiH J00pe BCMOKTYETHCS 1
JocsiTaE MaKCUMAJIbHOI KOHIIEHTpaIlii y KpoBi yepe3 6 — 12 roauH micist npuitomy. AOGcComoTHA
6iogocTynHicTh cTaHOBUTH Bil 64 1o 80 %. O6’eM po3mojily cTaHOBUTH MPUOIM3HO 21 JI/KT.
Jocmimkenns in Vitro mpoaeMoHCTpyBaiu, 1o Hpuodau3Ho 97,5 % HUPKYITIOIYOro B KPOBI
aAMJIOIMIIIHY 3B’ S3Y€ThCS 3 OLIKaMHU IJIa3MHU.

[TpuiioM ki HE BITUBAE HA O10IOCTYIHICTh AMJIOJIUITIHY .

Biorpancdopmartist/BUBeIeHHS

[lepion HamiBBHBEIEHHS 13 IJIa3MU KpOBI CTaHOBUTH NmpuOian3HO 35 — 50 roauH, mo gae 3Mory
pU3HAYaTH Iperapar oJuH pa3 Ha 100y .

AMJIOMUIIIH TOJOBHHUM YHMHOM METa0OJI3yeTbCAd Yy TMEYIHII 3 YTBOPEHHSIM HEaKTUBHUX
metabomiTiB. 60 % meTabomiTiB BUBOAUTHCH 13 cevero Ta 10 % — y He3MIHEHOMY BUTJISIIL.
[TarieHTH JITHBOTO BiKy. Yac HOCSATHEHHS MaKCUMAalIbHO1 KOHIEHTpallii aMJIOIUIIIHY y TJa3Mmi
KPOBI Y XBOPHUX JITHHOTO BIKY Ta MOJIOJIINX TAIIEHTIB € OJHAKOBUM. Y MAIli€HTIB JIITHHOTO BIKY
BiJ[3HAYAE€ThCS TEHJEHIS 10 3HIKCHHS KIIPEHCY aMJIOJUIIHY Ta, BIAMOBIAHO, 301IbIICHHS
nokazHukiB AUC Ta mepiomy HamiBBuBeneHHs. [linBumenHs mokaznukiB AUC Tta mepiomy
HAIIBBUBEJICHHSI y TMAII€HTIB 13 3acCTIHOIO CEpIIEBOI0 HEIOCTATHICTIO BIAMOBIJAN0 BIKOBUM
0COOJIMBOCTSIM JTOCTI/IKYBaHUX MAIlIEHTIB.

[TeyiHKOBa HEJIOCTATHICTh

Icnye nyxe oOMekeHa KUIbKICTh KJIIHIYHUX AAHUX LI0J0 MPU3HAUEHHS aMJIOJIUIIIHY MalieHTaM 13
nopyueHHsM (QYHKIIT MeYiHKU. Y TaIli€eHTIB i3 MEeYIHKOBOIK HEJOCTATHICTIO KJIIPEHC aMIIOIUIIIHY
3HIDKYETHCS, 1€ TIPU3BOIUTH J0 TIOIOBKCHHS ITePio/ly HAITIBBUBEACHHS Ta IiABUIIICHHS ITOKA3HUKA

AUC npubnuzno Ha 40 — 60 %.

KuiniuHi XapaKkTepuCcTHKH.

Ilokazanus.

AptepianbHa TrinepTeHsis Ta/abo imeMidyHa XBopoOa cepus (SKIIO0 HEOOXigHE JIKyBaHHS
HIEPUHIONPUIIOM Ta aMIIOTUITIHOM).

Ilpomunokazanns.
Iloe6’a3ani 3 nepunoonpunrom:

- TMIABHUIIEHA YyTIUBICTh JI0 JIIFOY0i peYOBHHH a00 10 OyIb-IKuX 1HIHMX 1HT101TOpiB ATID;

— QHTIOHEBPOTWYHMH HaOpsK B aHaMHE3l, NOB’A3aHUU 3 TMOMEpPeNHIM JIIKyBaHHIM
iHriditopamu AIl®;

- ypoJukeHui abo i1i0NaTHYHUI aHT10HEBPOTUYHHUM HAOPSIK;

— BariTHICTh a0 MJIaHYBaHHs BariTHOCTI (AMB. pO311 «3acTOCyBaHHS y NEpioj BariTHOCTI
a0o0 royBaHHs TPYIIO»);

- OJHOYAacCHE 3aCTOCYBAaHHS 3 IpenaparaMu, sIKI MICTATh JiI04y PEYOBHHY aliCKIPEH,
MarieHTam 3 MyKpoBUM AiabeToM abo HUPKOBOKO HEAOCTATHICTIO (MIBHIAKICTh KITyOOUKOBOT
dinpTpamii < 60 m/xB/1,73 M?) (muB. posmin «B3aeMomis 3 iHIIIMH TiKapChKUMM
3aco0aMu Ta iHII BUW B3aEMOIIN»);



- oJHOYACHE 3aCTOCYBaHHA 3 caKyOiTpumom/sancapranoM. bi-TIPECTAPIYM® HE
3aCTOCOBYBaTH paHime, HDK dYepe3 36 TOAWH TMCJIsS TPUHAOMY OCTaHHBOI JIO3H
cakyOiTpwity/Bancaprany (auB. po3aimm «OcoOnMBOCTI 3acTocyBaHHs» 1 «Bzaemomis 3
THITUMU JTIKAPCHKUMU 3aC00aMH Ta 1HIIN BUAW B3aEMOJIN);

— EeKCTPaKOpIIOpabHI METOJH JIKYBAaHHS, SIKi MPU3BOJATH O KOHTAKTY KPOBI 3 HEraTUBHO
3apsJHDKEHUMH TTOBEPXHAMH (IUB. PO3aisl «B3aeMosis 3 IHIIMMHU JTIKAPCHKUMH 3ac00aMu Ta
1HIII BUJIA B3a€EMOI»);

- 3HaYHUU JBOOIYHHMI CTEHO3 HUPKOBHX apTepiit abo cTeHO03 apTepii eAuHOl (QyHKIIIOHYI0UOT
HUPKH (AUB. po3ai «OcoOIMBOCTI 3aCTOCYBAHHS»).

1los’sa3ani 3 amnoouninom:

- TSDKKa apTepiajibHa TilnoTeH3is;

- TMiABHUIIEHA YYTJIMBICTB J0 JIF0Y0i PEUOBUHH a00 /10 TOXITHUX JUTIIPOIIPUIUHY;

— IIOK, BKJIFOYA0YX KapAIOTCHHHHA MIOK;

- O0OCTpPYKIIisl BUXOAY 3 JIIBOI'O MUTYHOYKA (HAITPUKJIAJ CTEHO3 a0PTH TSHKKOTO CTYTICHS);

- ceplueBa HEAOCTATHICTh MICHS TOCTpOro iHgapkry Miokapaa 3 HecTablIbHOIO
reMOIUHAMIKOIO.

ITos s3ani 3 npenapamom Bi-TIPECTAPIVM®:
Yci Bumie3a3HaueHi MPOTHIIOKA3aHHS, TMOB’s3aHI 3 KOXHMM 3 KOMIIOHEHTIB IIperapary,
crocyroThes pikcoBanoi kombinanii bi-IIPECTAPIYM®.

- MiJBUIIEHA YyTIUBICTh A0 OyAb-sIKOI TOMOMIXXHOI PEUOBUHHU.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6uOu 83a€moo0ii.

B3aemo0ii, nog’azani 3 nepundonpuiom

Jani  KIIHIYHUX ~ JOCHIIPKeHb  CBiA4aTh, M0 IOABIMHA OJOKaja PEHIH-aHT1OTEH3HH-
anpocreponoBoi cucremun (PAAC) mnmsixom ogHo4yacHOro mpuiiomy iHribitopiB  AllD,
610KaTopiB perienTopiB anrioreH3uny Il abo amickipeHy acoIitoeThCs 3 OUIBII BUCOKOI YaCTOTOIO
NOOIYHUX peaKIii, TAKUX K TIMOTEH3is, TimepKaTieMis Ta 3HIKEHHS PYHKIIIT HUPOK (BKIIOUAIOYH
TOCTPY HUPKOBY HEJIOCTaTHICTh), MOPIBHSIHO 13 3aCTOCYBaHHSAM OJTHOT'O IpenapaTy, 110 BIJIMBA€E Ha
PAAC (nuB. pozaiu «IIpotunokazanus» ta «OcoOIMBOCTI 3aCTOCYBaHHS).

Jlikapcoki 3acobu, wo niosuwyoms pusuk po3eumky aueioHespomuuno2o Haobpaxy. OJHOYacHE
3actocyBaHHs 1HT10iTOpiB AIID 13 cakyOiTpuioM/BajacapTaHOM MPOTUIIOKA3aHE, OCKUIBKU 1€
HiBUIYE€ PHU3MK PO3BUTKY AaHTIOHEBPOTHMYHOrO HaOpsKy. PosmoumHatu 3acTocyBaHHS
cakyOiTpwiIy/BajicapTaHy CJijl HE paHilie, HDK depe3 36 TOauH Micisi MPUHOMY OCTaHHBOI 03U
nepuHaonpuity. Tepamnio NepUHAONPUIOM CIi PO3NOYMHATH HE paHille, HDK depe3 36 roauH
micisl MpUloMy OCTaHHBOI J03M cakyOliTpuiy/BasicapTany (quB. po3auin «IIpoTtunokasanss» Ta
«Oco0IMBOCTI 3aCTOCYBaHHS).

OpnnouacHe 3actocyBaHHs 1HT101TOpiB AII® 3 panekanorpuiomM, iHridiropamu mTOR, (Hanpuxmaz
CHPOJIIMYCOM, €BEpOJIIMyCOM, TEMCHPOJIMYCOM) Ta TIJINTHHAMU (HANpUKIAA JIHATJIINTHHOM,
CaKCarjinTUHOM, CUTAIINTHHOM, BUIBJATJINTHHOM) MOXKE MPU3BECTH 10 MIABUIIECHHS PU3HKY
PO3BUTKY aHT1OHEBPOTHUHOTO HAOPSKY (IUB. po3ais «OCcOOIMBOCTI 3aCTOCYBAHHS).

Jixapcoki 3acodu, wo cnpuyunsioms cinepkaiiemito. PIBeHb Kajilo B CHpOBATIll KPOBI 3a3BUYAil
3aJMIIAETHCSA Y MeXaxX HOPMH, aje y JIeSKUX Mali€HTIB, SKi 3aCTOCOBYIOTH JIiKapchkuii 3aci0 bi-
[IPECTAPIYM®, Moke BUHMKHYTH rinepkamiemis. Jeski jikapchki 3acobu abo TepameBTHUHi
KJIACH JIIKapChbKHUX 3aC00IB MOXKYTh CHPUUYMHUTH TilEpKaJEMIIO, a came: alliCKipeH, COJll Kallilo,
Kajiiz0epiraroul AlypeTUKH (HalpHUKiIaa CHipOHOJIAKTOH, TpUaMTepeH abo amulopun), 1Hri0i1Topu
AII®, anTaronictTu penenrtopiB aHrioreHsuny II, Hectepoigni mportuzanansHi 3acobu (HII33),
renapuHu, IMyHOCYIpPECOpH, Taki SK IHMKJIOCHOPUH abo TakpodiMyC, TPUMETONPUM Ta KO-
TPUMOKCa3071  (TPUMETONPHUM/CyNb()aMEeTOKCa301),  OCKUIBKM  TPUMETONPHUM i€  sK
Kajiiz0epiralouuii AlypeTuk, noji6Ho 1o amutopuny. OgHoyacHUM NpUHOM BKa3aHHUX JIKAPCHKUX
3ac00iB MiJBUILY€E PU3UK BUHUKHEHHS rinepkaniemii. ToMmy ofHOUacHE 3aCTOCYBaHHS JIIKapChbKOTO




3aco0y Bi-TIPECTAPIYM® 3 BumesasHaueHHUMH IIpenapaTaMd He PeKOMEHI0BaHO. SIKIIo
OJIHOYACHE 3aCTOCYBaHHS ITUX PEYOBUH € HEOOXITHHMM, 1X CIIiJI 3aCTOCOBYBAaTH 3 OOCPEKHICTIO Ta
IPOBOJUTH YaCTHU MOHITOPUHT KaJil0 Y CHPOBATIIi KPOBI.

OoHouackHe 3acmocy8ants NPOMUNOKasano (0us. po3oin «llpomunokazanHsy).

Anickipen. Y Tali€eHTIB, XBOPUX Ha IyKpOBHH Aia0eT, ab0 Mali€HTIB 3 MOPYMIEHOK (YHKIIIE0
HUPOK PHU3MK BHHUKHEHHS TiNepKamiemii, moripmieHHs (QYHKIIT HUPOK Ta KapAiOBaCKYJISPHOI
3aXBOPIOBAHOCTI 1 JIETAJILHOCTI IMiIBUILYETHCS.

Excmpaxopnopanvhi memoou nikysauts. EXCTpakopropalibHI METOAM JTIKyBaHHS, SIKi IPU3BOJISATh
710 KOHTAKTY KPOBI 3 HETATUBHO 3apsPKEHUMH ITOBEPXHIMH, TaKi K Aiaiiz abo reModinbTpanis i3
BUKOPHUCTAHHSIM TICBHUX MEMOpaH 13 BHCOKOI TiJIPaBIiYHOK NPOHUKHICTIO (HAIPUKJIIAL
MOJIIAKPUIIOHITPHIIOBUX) Ta adepe3 TIOmpoTeiniB HU3bKOI MIUIBHOCTI 13 3aCTOCYBAaHHSM
JNEKCTpaHy cyibdaTy, MiABUILYIOTh PU3HK PO3BUTKY aHA(UIAKTOIIHUX PEAKI TSKKOTO CTyHEHS
(muB. po3min «IIporumokazanus»). Y pa3i HEOOXIAHOCTI NMPOBEJICHHS TAKOTO JIKyBaHHS CIiX
PO3MIIHYTH MOXJIMBICTh BUKOPHCTAHHS Jialli3HOI MeMOpaHW IHIIOTO THIYy a00 3acTOCyBaHHS
HIIIOTO KJIACy aHTHUTINEPTEH3MBHUX 3aCO0IB.

He pexomendyemucs oonouacue sacmocysants (0us. po3oin « Ocooaugocmi 3acmocy8anHsy).
Anickipen. Y OyIb-KHX IHIIMX TMAI€HTIB, K 1 y XBOPHUX Ha I[yKpOBHi J1iabeT abo MaiieHTiB 3
MOPYIIEHO (PYHKIII€I0 HUPOK, PU3HK BUHUKHEHHS TilepKaiemii, moripiieHHs GyHKIii HUPOK Ta
Kap110BacKyJISIpHOT 3aXBOPIOBAHOCTI 1 JIETATLHOCTI ITiIBUIILYE€THCSI.

3a omyOMiKOBaHMMH JaHHUMH BiJIOMO, IO Y TMAIll€HTIB 31 BCTAHOBJIEHUM aTEPOCKIEPO30M,
CEpIIEBOI0 HEJOCTATHICTIO ab0 I[yKpPOBUM AiabeToM 3 YpaKeHHSM OpTraHiB-MIIICHEH 00HOUACHE
3acmocyeanus ineioimopie AII® ma Onokamopie peyenmopie anciomen3uHy CyIpOBOIKYBAIOCS
IiIBUIIEHHSIM YaCTOTH BUHHKHEHHS apTepiajbHOI TIMOTEH3ii, HEMPUTOMHOCTI, TinmepKaitieMii Ta
noripimeHHsaM (yHKUii HUPOK (y TOMY YHCHI TOCTPOi HHUPKOBOI HENOCTATHOCTi) MOPIBHSIHO 3
MOHOTEpAITI€I0 TMpernapaTaMy, M0 BIUTMBAIOTh HA PEHIH-aHT10TEH3HH-AJIbJJOCTEPOHOBY CHCTEMY.
[Tonpiitna Omokaxga (To6ro kKoMmOiHamis iHribitopy AIID 3 aHTaroHictamMu peLENTOpiB
anriorensuny II) Mmoxe OyTH 3acTOCOBaHA B 1HAMBIIyaJbHUX BHUIIAKaX 3 PETEIHHUM KOHTPOJIEM
(GyHKLIT HUPOK, piBHS KaJlifo Ta apTepialbHOTO THCKY.

Ecmpamycmun. IcHye pu3uK 301IBIIEHHS YaCTOTH BUHUKHEHHS TMOOIYHMX pEaKIlli, Takux SK
AHT1OHEBPOTUYHHI HAOpsIK (aHTioeaeMa).

Kaniuzbepiearoui Oiypemuxu (Hanpuxnad mpuammeper, amilopuo ma iHwii), couai Kaiuiro.
BunukHeHHs rimepkaniemii (MOXXIHBO, JETalbHOI) OCOOIMBO y TMAII€EHTIB 3 HHUPKOBOKO
HEJOCTaTHICTIO (aIMTUBHUH TiNepKanieMiyHUNA eekT). 3a3HadyeHi Ipenapari He peKOMEHI0BaH1
JUIS. OJTHOYACHOTO 3aCTOCYBaHHS 3 MEPUHAONPUIOM (AMB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).
OpmHak SKIIO OJHOYACHE MPHU3HAYEHHS IIUX PEYOBMH € HEOOXIAHHUM, iX CIiJ 3aCTOCOBYBAaTH 3
00EpeXHICTI0O Ta MPOBOJUTH YAaCTMH KOHTpPOJIb Kajito IiasmMu kpoBi. Illono 3acrocyBaHHS
CHIPOHOJIAKTOHY MPH CepLEeBiil HeAOCTaTHOCTI JUB. po3aia «IIpenapartu, ogHOYacHe MpU3HAYEHHS
3 AKMMHU TIO0TpeOye 0coOIMBOT yBarn».

Jlimiti. OgHoyacHUI mpuiioM JiTiI0 Ta 1Hr10iTopiB AII® He pexoMeHyeThbCs uepe3 MOKIUBICTh
000pOTHOTO 301NbIIEHHS KOHIIEHTpAllii JIiTiI0 y CHpPOBATI KPOBiI Ta, BIAMOBIAHO, MiJBUIICHHS
HOro TOKCHYHOCTI (TSDKKOI HEHPOTOKCHMYHOCTI). OfHaK SKIIO HEOOXIAHICTh Takoi KOMOIHAIII €
OOI'PYHTOBAHOIO, PEKOMEH/IYE€ThCSI KOHTPOIIOBATH KOHIIEHTPALIIIO JIITiI0 Yy CHPOBATIi KPOBi (JIUB.
po31in «OcoOMMBOCTI 3aCTOCYBAHHS» ).

IIpenapamu, oOnouacHe npusHauenns 3 AKuUMY nompebye 0cooausoi yeazu

LlyxposnuoicyeanvHi 3acobu (IHCYNMiH, NepopanbHi YYKpO3HUMCY8AIbHi 3acodu). Emigemionorivxi
JOCIIIJDKEHHS ~ TPHUIYCKaloTh, IO  OJHOYAacHEe 3actocyBaHHs  1HTIOITOpiB  AllD Ta
I[YKPO3HIDKYBAJIbHUX 3ac00iB (1HCYJIiH, IEpOpalIbHI IIyKPO3HUKYBaIbHI 3aCO0M) MOKE MPU3BECTH
JI0 TIOCUJICHHSI IlyKPO3HKYBaJILHOTO €(eKTy 3 PU3UKOM PO3BUTKY rimoriikemii. Haituacrime neit




(deHOMEeH MOXe€ BUHHKATH y MEpIli TH)KHI KOMOIHOBAHOTO JIIKyBaHHA Ta Yy pa3i HHPKOBOL
HEIOCTATHOCTI.

Hiypemuxu. Y Tali€HTiB, SKi TPUAMAIOTh JIyPETHKH, Ta OCOOJIMBO y THUX, y KOI'O HMOPYLICHUH
BOJHO-CJIEKTPOJIITHUN OajaHC, MOXJIHMBE HAJAMIPHE 3HI)KCHHS apTeplaJibHOTO THUCKY IICIsS
noyatky JiikyBaHHs iHriOiTopom AII®. IMOBIpHICTP pPO3BHUTKY TIMOTEH3MBHOTO e(eKTy
3HIDKYETBCS y pasl BIAMIHM JiypeTHKa, MiABUIICHHSA 00’€My IHMPKYJIIOKY0i KpoBi abo
CHOXHMBAHHA COJI Hepea MOYaTKOM Teparlii MepHUHIONPHIIOM, SKY CIiJ PO3MOYMHATH 3 HU3BKUX
703 3 TMOCTYHNOBUM MiJBUILEHHAM. Ilpu apmepianvuiti  2cinepmen3ii, KOIM TONEPEAHBO
NPU3HAYCHUH JIypeTHK MIr CHPUYMHUTH HEIOCTATHICTH BOJW/ENEKTPOINITIB, HOro HeoOXiIHO
BIIMIHUTH TI€pe]] MOYaTKOM JIiKyBaHHS iHT10iTopoM AII®D (y Takux BUIAIKaX MPHHAOM JTiypeTHKa
Moe OyTH MOHOBJICHO 3 YacoM) abo nmpu3HauuTH iHri6iTOp AIID y HU3BKIN 1031 3 TOCTYMOBUM ii
nigBumeHHsM. [lpu 3acmitiniti cepyesiti Heoocmamuocmi Ha miai nputiomy Oiypemuka TPUROM
iridiTopy AII® cnig po3mouyMHaTH 3 MiHIMAIbHOI J03M, MOXJIUBO, IICHS 3HIDKEHHS JO3H
niypetnka. Y Oyab-SKOMYy BHIQJKy HEOOXITHO KOHTPOJIIOBATH (YHKIIIO HUPOK (piBEHBb
KpEeaTuHiHy) MPOTATOM IEPIIUX THKHIB JTiKyBaHHS iHTiOiTOpoM ATID.

Kanitiz6epicaroui  diypemuxu  (enneperon, cnipononakmowr). OcobmuBoi yBaru mnoTpedye
OJIHOYACHE 3aCTOCYBaHHs CIUICPEHOHY a00 CIIPOHOJIAKTOHY B J103ax Bif 12,5 mr 1o 50 Mr Ha 100y
3 HU3BKUMHU J03amu iHri0iTopy AIID. V pa3i HegoTpuMaHHsS peKOMEHAAlIN 1010 MPU3HAYCHHS
Takoi KOMOiHallii iCHye pPH3UK BUHHKHEHHS Tinmepkaiiemii (MOXIJIHBO, JETalbHOI) MiJ dYac
JiKyBaHHS MaIli€HTiB 13 cepueBoro HenocraTHicTIo I — IV kmacy 3a NYHA Tta dpakuiero BUkumy
<40 %, saxi panime JikyBamucs iHribitopom AII® Ta mnernpoBuM giyperukom. llepen
MpU3HAYEHHSAM Takoi KOMOiHamii cIifi YIEBHUTHUCS Yy BIIICYTHOCTI TimepKajiemii Ta MOPYIICHHS
¢yHKUii HIPOK. PexoMEeHJ0BaHO MPOBOIUTH PETENLHUI MOHITOPUHI KalieMii Ta KpeaTHHIHeMIii
HIOTHKHEBO I1]] Yac MepIIOro MICAL JIKyBaHHS Ta HIOMICAYHO HaJalll.

Hecmepoioni npomuszananvui aikapcwvki 3acodou (HII33), y momy wuucni ayemuicaniyuniosa
Kucioma > 3 2 Ha 006y. MoXiIUBe TMOCHA0JCHHS aHTUTIMEePTEH3UBHOTO e(ekTy mia uvac
OJIHOYACHOTO 3acTocyBaHHs iHTIOITOpiB AIID 3 HII33, TakuMmu sK: aneTHIICATIIMIOBA KHCIIOTA Y
npoTH3anajibHuX jao3ax, iHriditopu LOI-2, necenextuBHi HII33. OpHouacHe 3acToCyBaHHS
iHri6iTopiB AII® Ta HII33 mMoske mpu3BecTH 0 MiJBUILIEHHS PU3UKY MOTipIIeHHs QyHKIIT HUPOK,
y TOMY YHCJIi IMOBIPHOCT1 PO3BUTKY T'OCTPOi HUPKOBOT HEJOCTATHOCTI, MiABUILEHHS PIBHS KaJiI0 y
1asMi KpoBi, OCOOJIMBO Yy MAaII€HTIB 13 MOpyIIeHHsAM (QYyHKIII HUpPOK B aHamHe3l. Taky
KOMOIHAIIIO CITiJl MpU3HAYaTh 3 OOEPEekKHICTIO, 30KpeMa MallieHTaM JITHbOro Biky. Ilarientam
HEOOX1/1HO BIAHOBUTH BOJHHUMN OajlaHC Ta KOHTPOJIIOBATH (PYHKIIIF0 HUPOK HA MOYATKY JIIKYBAHHS
TaKOI KOMOIHALIEIO Ta MEPIOIMYHO BIPOJIOBIK JIIKYBaHHS.

IIpenapamu, oonouacHe nPU3HA4eHHA 3 AKUMYU NOMpedye yeasu

Cumnamomimemuxu MOXYTb TIOCIIa0JIFOBATH aHTUTINEPTEH3UBHY Jit0 iHri6iTopiB AIID.

3onomo. Ilpu opHO4yacHOMY 3acTocyBaHHI 1HTIOITOpiB AIID, BriItOUaroOuum NEPUHIONPHII, Ta
1H’€KIIHHUX TpernapaTiB 30j0Ta (HATPil0 aypoTioMmasar) piKO MOXXYTb BHHUKHYTH peakiiii,
no/i0H1 10 THX, L0 BUHUKAIOTh MPU 3aCTOCYBaHHI HITPATIB (IOYEPBOHIHHS 00JWNYYS, PUILIIUBH,
HYJI0Ta, OJIFOBaHHS Ta TIMOTEH31s).

B3aemo0ii, nog’azani 3 amioouninom

He pexomenoyemuocsa oOHouacHe 3acmocysans

Janmponen (ingysis). B ekcriepuMeHTalIbHUX JTOCITIKEHHSIX MIC/S 3aCTOCYBaHHs Bepanaminy Ta
JAHTPOJIEHY BHYTPILIHHOBEHHO cHocTepiragucs (GiOpuisiis HUTYHOUKIB cepus 3 JIeTalbHUM
HACJIIIKOM Ta KapAlOBAacKYyJSpHMM KoOJIalC y TMO€AHAHHI 3 Tinepkaiiemiero. 3 oMLy Ha
MOYJIMBICTh BUHUKHEHHS TilepKallieMil PEeKOMEHJ0BAaHO YHHMKATH OJHOYACHOTO IMPH3HAUYEHHS
AQHTAroHICTIB KAaJIBIIIO, TaKUX SK aMJIOAWIIH, TaIllEHTaM 31 3JIOAKICHOIO TIMepTepMicr0 Ta
HalieHTaMm, y SKUX MPUITYCKAEThCS HasIBHICTD 3JI0AKICHOT rinepTepMii.

IIpenapamu, o0HouacHe 3acmMoCy8ants 3 AKUMU NOMpeodye 0cobausoi obepedcHocmi




Inoykmopu CYP3A4. Tlpu opHodacHOMy 3acTocyBaHHI 3 Bigomumu iHmyktopamu CYP3A4
KOHIICHTpAIlil aMJIOJMIIHY y TUla3Mi KpOBI MOXeE 3MIHIOBAaTHCh. 1OMy TiJ 4Yac Ta TICHs
OJTHOYACHOTO 3acTocyBaHHs 3 iHAYKTOpaMu CYP3A4 criig KOHTpOJIOBATH apTepialbHUN THUCK Ta
MIPOBOJIUTH KOPEKIIII0 J03HM, 30KpeMa y pa3i 3acTocyBaHHS 3 iHmykropamu cuibHOi 1ii CYP3A4
(manpukiaz, pudamiinuH, 3Bipo06iit (hypericum perforatum)).
Ineioimopu CYP3A4. OgHouacHe 3aCTOCYBaHHS aMJIOJIMITIHY 3 BUCOKOAKTUBHMMH a00 TTOMiIpHUMH
iariditopamu  CYP3A4 (imriGitopamu mporea3, a30JdbHUMH TNPOTUTPUOKOBUMH 3acobamu,
MakKpoJIilaMH, TaKUMH SIK €PUTPOMIIMH a00 KIAPUTPOMIIIMH, BeparmaMiioM abo JHITIa3eMOM)
MOYKE€ BUKJIMKATH MiJBUIICHHS KOHLEHTpalii amoaumniny. KiiHIYHUN MposB BHILE3a3HAYEHUX
(bapMaKOKIHETUYHUX 3MiH MOXKEe OyTH OUIBII BHUPAKEHHUM Yy TAIIEHTIB JITHHOTO BIKY. Y TaKuUX
BUIAJKaX HEOOX1THO MPOBOAWTH KIIHIYHUNA MOHITOPUHT Ta KOPUTYBATH J03Yy. ICHY€ miBHUIIEHU
PU3HK BUHUKHEHHS TINOTEH31i y TAaIli€HTIB, sIKI NMPUAMAOTh KJIAPUTPOMIIMH Yy KOMOIHAIlil 3
amoaumiHoM. TakuM maimieHTaM peKOMEHIOBAHE PETENIbHE CIIOCTEPEIKEHHS.
IIpenapamu, ooHoyacHe nNpuUsHaAueHHs 3 AKUMU NOMPedYE Vyeazu
[Ipu 3acrocyBaHHI aMJIOWITIHY 3 IHIIMMH JIKApCHKUMH 3ac00aMH 3 aHTUTINEPTEH3UBHUMHU
BJIACTUBOCTSIMU MOKJIMBUH aIMTUBHUN aHTUTINIEPTEH3UBHUI €(PEKT.
Takponimyc. Ilin yac 0THOYACHOTO MPU3HAYCHHS 3 aMJIOJUITIHOM ICHYE PU3HK IiIBUIICHHS PiBHS
TakpoJiMycy B KpoBi. [l yHUKHEHHS TOKCHYHOTO BIUTUBY TaKpoOJiMycy HEOOXiaHO
KOHTPOJIFOBATH HOTO PiBeHb y KPOBI Ta y pasi HEOOXiTHOCTI MimOupaTH HOro J03y MalieHTaMm,
SKHUM JI0Ia€THCS aMJIOAMITIH.
Ineibimopu mexanicmuunoi miweni panamiyurny (MTOR). Taxki inriditoppu mTOR, sk cupomimyc,
TeMcupolIiMyc Ta eBepoiiimyc, € cyoctpatamu CYP3A. AmiomumniH HalnexXuTh 10 IHTIOITOPIB
CYP3A cnabkoi aii. IIpn omnouacHoMy 3actocyBaHHi 3 iHTiOiTopamu mTOR amnoaumin mMoxe
301IBIIYBaTH KOHIEHTpaIlito iHribitopiB mTOR.
Luxnocnopun. JloCHiUKEHHST B3a€MOJIl IMKIIOCIIOPUHY Ta aMJIOAMITIHY 32 YYacTIO 3I0POBHX
JTOOpOBOJIBIIIB a00 IHIIMX JIFOACH HE MPOBOAMINCI. BHHATOK CTAHOBJATH TMALIEHTH ITICIS
TpaHCIUIAaHTANii HHUPKH, Y SKHX CIHOCTEpIrajucs KOJWUBAaHHS KOHIEHTpAlii IHMKIOCIIOPUHY 3
migBUIIeHHAM B cepeanboMy Bim 0 % mo 40 %. Ilamientam micns TpaHCIJIaHTAlll HUPKH, SKi
MPUHMaOTh aMJIOJIUTIIH Ta [IUKJIOCTIOPHH, CII1I KOHTPOIIOBATH PIBEHB IUKIOCIIOPUHY Y KPOBI Ta Y
pa3i HeOOX1THOCTI 3HU3UTH J103y LIUKJIOCIIOPUHY.
Cumeacmamun. 3acTOCYBaHHS aMJIOJUIIHY B 1031, kpaTtHii 10 mr, y xomOiHamii 3 80 mr
CUMBACTaTHHY Mpu3Beno A0 77 %-ro 30iabIIeHHS KOHIIEHTpAIlii CHMBAaCTaTUHY TOPIBHSHO 3 HOTO
npuifoMoM y MoHoTeparii. [lamienram ciing 0OMexuTH 103y cuMBactaTuHy 10 20 Mr Ha 100y.
Tnwi kombinayii
VY KIHIYHUX JOCHIIHKEHHSX II[0J0 B3acEMOIIil JOBEAECHO, IO AaMJIOJMINIH HE BIUIMBAE Ha
(dbapMaKOKIHETHKY aTOpBAaCTaTUHY, JUTOKCUHY, BaphapuHy.
He pexomenmyeTbcs 3acTOCOBYBaTH aMJIOJUITIH Pa3oM 13 IpedndpyTromM abo TrperndpyToBUM
COKOM, OCKUIbKH Y JESKHX MaIli€HTiB O10JO0CTYIHICTh MOKE€ 301TbIIyBaTHCS, IO MPHU3BEAE 10
MOCUJIEHHS T1TOTEH3UBHOTO €(DEKTY.
Bzacmodii, noe’azani 3 hikcosanoro komoinauicio bi-IIPECTAPIYM®
IIpenapamu, oonouacue 3acmocysanus 3 AKUMU nompebye 0cobausoi obepexcnocmi
baxnogen mocunioe anturinepreH3uBHUN edekT. CIiJ KOHTPOIIOBATH apTepialbHUA THUCK, a Y
pasi HeoOX1THOCTI — TPOBOIUTH KOPEKIIIIO T03H.
IIpenapamu, oonouacne npusHauenns 3 AKUMYU NOMpeobye yeacu
- AHTHTIIEpTEeH3UBHI 3ac00H (Taki sk 6eTa-0J0KaTOpH) Ta Ba30UIATATOPH:
OnHouacHEe 3acTOCYBaHHS LHMX 3acO0iB  MOXeE IOCHJIUTH TIMOTEH3UBHHHA e(deKT
MEPUHAONPUITY Ta aMIIOTUTIIHY.
OnHouacHe 3aCTOCYBaHHSA 3 HITPOINILEPUHOM Ta IHIIMMU HiTpaTamu a0o 3 IHIIMMHU
Ba30/IMJIATaTOPAMH MOYKE BHKIIMKATH TOJNANBINE 3HIKCHHS apTepialbHOTO THUCKY, TOMY iX
CIIiJT IpU3HAYaTH 3 00EPEKHICTIO.




- Koptuxocrepoinu, TeTpako3akTHI MOCTa0NIOI0Th AHTUTINEPTEH3UBHUN edeKT (uepes
3aTPUMKY BOJH Ta COJIEH KOPTUKOCTEPOITaMu).

- Anbda-6nokaropu (mpa3o3uH, andy303WH, JOKCA303WH, TAMCYJIO3HMH, TEPa303UH)
NOCWIIOIOTh ~ aHTUTINEPTEH3UBHUN  €PEeKT Ta MiJBUIIYIOTh PU3MK BHHUKHEHHS
OpPTOCTATUYHOI TIMOTEH3i.

- AMibOCTHH MOKE ITOCUIIOBATH aHTUTITIEPTEH3UBHUHN €(EKT aMIIOAMIIIHY.

- TpunmkiiyHi aHTHIEIPECAHTH/aHTUIICUXOTPOITHI 3aCO0M/aHECTETUKH TMTOCHIIIOIOTh aHTH-
rinepTeH3UBHUHN e€EeKT Ta IMiBUINYIOTh PU3UK BUHUKHEHHS OPTOCTATUYHOI TITOTEH3I.

Ocoobnueocmi 3acmocy8amnnsi.

VYci 3acTepekeHHs, MOB’sA3aHI 3 KOXKHUM 3 KOMIIOHEHTIB IpenapaTy, CTOCYIOThCS (PiKCOBaHOI
kom6inanii Bi-ITIPECTAPIYM®.

Ocobauei 3acmepedicents, nos sa3ani 3 NepuHOONPUIOM

T'inepuymausicmo/Ancionespomuunuti naopax. Ilin yac 3acrocyBanus iHrioiTopis AIlD, y Tomy
YHUCIl NEPUHAONPUITY, HOBIJOMIISUIOCS TPO PIAKICHI BUNAJKA BHHUKHEHHS aHTIOHEBPOTUYHOTO
HaOpsKYy 00JMYYs, KIHI[IBOK, I'y0, CIIM30BUX OOOJOHOK, S3MKa, FOJOCOBOI IIIJIMHKU Ta/abo TropTaHi
(muB. posmin «IloGiuni peaxmii»). Lle mMoxe crarucs Oynp-KONW IMiJ Yac JIKyBaHHA. Y TaKHUX
BUIIAJKaX HEOOXiJHO TepMiHOBO NPUIMHHUTH IIpHiioM Hikapchkoro 3aco0y Bi-TIPECTAPIYM® i
BCTAHOBUTH HEOOXIAHMWH HATJIs/A 32 CTAHOM TAIli€HTa J0 MOBHOTO 3HMKHEHHsI cuMrToMiB. Koim
HaOpsIK PO3MOBCIO/IKYETHCSI JIMIIE Ha 30HY 00auuus Ta ry0, CTaH Mali€eHTa 3a3BUYail
MOKpAIIy€eTbest 0e3 JIIKyBaHHs;, MPU3HAYCHHS aHTUTICTaMiHHHX IPETapariB Moxe OyTH KOPHUCHUM
JUIsl 3MEHIIIEHHS! CHMITOMIB.

AHTIOHEBpOTHUYHHI HAOpPSAK, MOB’sA3aHUI 3 HAOPSIKOM TOpTaHi, MOXE MPHU3BECTH JIO JETATBHOTO
HacHiAKy. Y pa3l Kojiu HaOpsiK pO3MOBCIOJUKYETHCS Ha SA3MK, FOJOCOBY IIUIMHY ab0 ropTaHb 3
IMOBIpHUM BUHHKHEHHSM OOCTPYKIIi MUXadbHUX NUISAXiB, HEOOXiJHE TEPMIHOBE NPOBEICHHS
HEBIJKIAJHOI Tepamii, $SKa MOXe BKIIOYAaTH BBEACHHSA aJpeHalliHy Ta/ab0 MiATPpUMaHHS
MPOXITHOCTI MUXaNbHUX NUIAXiB. [lallieHT MOBWHEH 3HAXOJWUTUCH MiJ TOCTIHHUM MEIUYHHM
HAarJIs1I0M JI0 IOBHOTO Ta CTIHKOIO 3HUKHEHHSI CUMIITOMIB.

[TamieHTH 3 aHTIOHEBPOTMYHHM HAOPSIKOM B aHaMmHe3l, 110 He OyB NOB’si3aHUN 3 NpHUIlOMOM
1Hr101TOpiB AII®D, MOXYTh MaTH MiABULICHUH PU3UK BUHUKHEHHS aHTIOHEBPOTHYHOTO HAOPSKY
npu npuiiomi iHridiTopiB AIID (nuB. po3ain «IIpoTunokazanusy).

VY nmamieHTtiB mig yac JikyBaHHA iHTiOiTopamMu AlID moBigoMmsiocs Mpo PIAKICHI BUMAAKU
BUHHKHEHHS 1HTECTHHAIBHOI aHTi0e/IeMHU. Y TaKHX Malli€HTIB BiJI3HA4YaBCS a0 OMIHAILHHM O11b (3
HYJIOTOIO Ta OJItOBaHHAM abo 0e3 HMX); y AESKMX BHIIAJKaX IMOMNEPEIHbOrO0 aHT10HEBPOTUYHOIO
HaOpsKy oOmuuusi He crocrepiragocs Ta piBeHb C-1 ecrepasu OyB y Hopwmi. /JliarHo3
IHTECTUHANILHOT aHTrioeAeMH OyJI0 BCTAaHOBJIIGHO TMiJ dYac KOMII IOTepHOi ToMorpadii abdo
yJIBTPa3BYKOBOT'O JIOCIIDKEHHS, a00 Mij yac XipypridyHoro BTpy4aHHs. Ilicis BinMiHu 1HTIOITOPY
AII® cumnToMH aHTIOHEBPOTUYHOIO HaOpsKy 3HUKanu. [lig yac mpoBeaeHHs auepeHiiitHoro
JiarHo3y abJOMiHaJIbHOrO OOJIIO, 110 BUHUKAE Y TAlLI€HTIB Ha T mpuiiomy iHrioitopis AIlD,
HEOOXIIHO BPAaXxOBYBATH MOKJIMBICTh BHHUKHEHHS 1HTECTMHAIBHOI aHTiOeNeMH (IUB. PO3ILNI
«[ToGiuHi peakiii»).

OnHodYacHe 3aCTOCYBaHHSI MEPUHIONPUITY 3 CaKyOITpUIIOM/BajcapTaHOM IPOTUIIOKA3aHE dYepes
HIBUIICHUN PU3UK PO3BUTKY AHTIOHEBPOTHYHOrO HaOpsaKy (nuB. po3ain «lIpoTtunokasaHHs).
Po3nounHaty 3acTocyBaHHS cakyOITpHIy/BajicapTaHy CIijJ HE paHille HiX uepe3 36 ToauH micis
OpuioMy  OCTaHHBOI ~ J03W  MEpPUHIONpHIY. Y  pa3l  NPUNUHEHHA  JIIKYBaHHS
cakyOiTprIOM/BajicCapTaHOM TEpaIio NepHUHIONPHIIOM CIIiJl PO3MOYMHATH HE paHille HiX depe3 36
FOJMH  TMichHs  NpuUAOMYy  OCTaHHBOI  JO3M  cakyOiTpuiy/BajcapTtaHy  (AMB.  PO3JLIH
«IIpotunokazanus» 1 «B3aemois 3 IHIIMMH JIIKAPCHKUMHU 3aC00aMU Ta 1HINI BUU B3a€EMOJIN»).
OpnnouacHe 3actocyBaHHs 1Hr10iTopiB AII® 3 iHriditopamu HelTpanbHoi ennonentuaazu (HEII)
(Hampuksaa panekagorpuioM), inridiropamu mTOR (Hampukiax cHpoJIiMycoM, €BepOIiMYyCOM,
TEMCHUPOJIIMYCOM) Ta INIINTUHAMU (HANPHUKIAJ JIHATIIOTUHOM, CAKCATrJIiNTUHOM, CUTATTINITHHOM,




BUIBJATTIINTHHOM) MOXE MpPHU3BECTH O MiJBUIIEHHS PHU3UKY PO3BUTKY AaHTiIOHEBPOTHYHOTO
HaOpsIKy (HampukiIaa HaOpAKY IUXaJbHUX HUIAXiB a00 SA3MKa, 3 MOPYUICHHSAM (DYyHKIT JUXaHHS
abo 6e3) (auB. po3nin «B3aemoisa 3 IHIIMMH JIIKAPCHKUMH 3aC00aMU Ta 1HII BUIM B3aEMOJIIN).
Criz 3 00epeKHICTIO PO3MOYMHATH JIIKYBaHHS parekagoTpuiom, iHridiropamu mTOR (manmpukia
CHUPOJIIMYCOM, €BEPOJIMYCOM, TEMCHPOJIIMYCOM) Ta TJIINTHHAMU (HANPUKIIAJ JIHATJINTAHOM,
CaKCarMNTUHOM, CHTAarJINTHHOM, BUIBJArTINTAHOM) Y TAI€HTIB, SKI BXE 3aCTOCOBYIOThH
iHTi0iTopH AIID.

Anaginakmoioni peaxyii nio uac niazmaghepesy ainonpomeiois nuzvkoi winonocmi (JIHIL]).
[ToBimomIsIIOCS TIPO PIAKICHI BUNAAKW BUHMKHEHHS HEOE3MEUHUX I KUTTS aHApIaKTOITHUX
peakiiil y marieHTiB, ski mpuiiMaroTh iHrioitopu AIID, mixg uvac mpoBeneHHs miazMadepesy
ainonporeiniB Hu3bkoi mutbHOCTI (JIHII[) 3 BuKOpucCTaHHSM JekcTpaHCyibdaTy. Po3BuUTKY
aHaiaKTOIMHUX peakiiii MOKHA YHUKHYTH, SKIIO Hepea MPOBEACHHIM KOXHOTO IiazmMadepesy
THMYacOBO MPUITHHATH JIIKyBaHHs iHT10iTOpamMu ATID.

Anaginakmoioni peaxyii’ nio wac decencubinizyroyoi mepanii. TIoBiTOMIIIOCS PO MOMKJIHBICTB
BUHHKHEHHS aHA(IaKTOIIHUX peakIliil y MamieHTiB, skl npuiiMaioTh iHrioiTopu AIID mig vac
JIECEHCUOLTI3yI04OT0 JIIKYyBaHHS MpenapaTtamMd, IO MICTATh OkoiIMHy oTpyTy. Llux peaxiiit
MOKHa YHMKHYTH TpU TUMYAaCOBOMY MPUIIMHEHHI 3acTocyBaHHs iHTiOiTOpiB AIID, anme peakuii
MOXYTh BUHHKHYTH 3HOBY ITPH HEOOEPEKHOMY TIOHOBJICHHI JIIKyBaHHS.
Heiimponenis/acpanynoyumos/mpomooyumonenis/anemis. Y — TaI€HTIB, SAKI  OPHUIMAIOThH
iaTi0iTopr AII®, Oyno 3apeecTpoBaHO BUIIAIKH HEUTPOIEHII/arpanyIonuTo3y, TPOMOOIUTONEHIT
Ta aHeMii. Y Malli€HTIB 13 HOPMaIbHOIWO (DYHKIIE€I0 HUPOK Ta MPH BIICYTHOCTI iHIIUX (haKTOPiB
PU3UKY HEUTpOTeHisi BUHUKAE pifko. [lepuHaonpui cinij mpu3HadaTu qy’e 00epekHO MallieHTaM
13 KoJlareHo3amu, IiJl 4ac Teparii IMyHOCylpecopaMu, aloypHHOJIOM abo mpokaiHaMigoMm abo
IpH MOEJIHAHHI WX OOTSHKIMBUX (DAKTOPiB, OCOOIMBO SKIIO € TOpYyHmeHHs (YHKIIi HUPOK. Y
JIEKOT'0 3 TaKUX TMAIIEHTIB BiJI3HAYABCS PO3BUTOK CEPHO3HUX 1HPEKIIHHUX 3aXBOPIOBaHb, 1HOMI —
PE3UCTEHTHUX 10 IHTEHCHBHOI aHTHOIOTHMKOTEpamii. SIKIo0 NMepuHAONPHII MPU3HAYAIOTH TAaKUM
narieHTaM, peKOMEHIY€EThCS MEepIOAUYHO KOHTPOIIIOBATH KUIBKICTh JEMKOLUTIB y KpoBi. Takoxk
MaIli€eHTA MaroTh 3HATH, [0 HEOOXIAHO TOBIAOMIIATH TPO OyAb-sSKUA TPOsB 1HOEKIIHHOTO
3aXBOPIOBaHHS (O1/1b y TOPJIi, TMXOMAHKA).

Penosackynapna cinepmensis. Y nalieHTIB 13 JABOOIYHMM CTE€HO30M HHUPKOBHUX apTepiii abo
CTEHO30M apTepii €IuHOi (YHKIIOHYIOUOi HUPKHM MiJ 4Yac JiKyBaHHS iHrioitopamu AllD
HIJBUIIYETHCSI PU3UK BUHUKHEHHS apTeplalibHOI TIMOTEH31i Ta HUPKOBOI HEJOCTAaTHOCTI (AMB.
posnin «IIpoTunokazanHs»). 3acTOCyBaHHS JIypeTHKIB MOXXe OyTH CHPHUATIMBUM (PaKTOPOM.
3HWKEHHS (QYHKLII HUPOK MOXE CYNpOBOKYBAaTUCh JIMILIE HE3HAUHMMM 3MiHAMH pIBHA
KpPEaTUHiHY y CUpOBATIll KPOB1 HaBITh Y MALlI€HTIB 3 OAHOOIYHUM CTEHO30M HUPKOBOI apTepii.
Tloositina 6a0kada pewin-anciomensut-arboocmeponosoi cucmemu (PAAC). IcHyroTh naHi, 1o
onHoyacHUi npuiioM iHriGiTOpiB AIID, GnokatopiB penentopis aHrioteHsuny Il abo amickipeny
HIJBUILYE PU3UK BUHUKHEHHS T1IIOTEeH311, TinepKatieMii Ta 3HKEeHHS QYHKIiT HUPOK (BKIIOYAIOUH
rOCTpy HUPKOBY HeJlocTaTHICTh). Tomy mozgiitHa 61mokana PAAC muisixom 0AHOYACHOTO IpUioMy
iHriditopis AIl®, GnokaropiB peuenTtopiB aHrioreH3uHy Il abo amickipeHy HE peKOMEHJ0BaHa
(muB. po3nin «B3aemomis 3 IHIIMMH JTIKAPCRKUMU 3acO00aMH Ta iHIN BUAM B3aeMOJii»). Skio
JIKyBaHHS 3 OJHOYAaCHUM 3acTOCyBaHHSM JBOX OinokaropiB PAAC BBaxaeTbcs aOCONIOTHO
HEOOX1THUM, BOHO MOK€ BiOyBaTHCS TiMBKU T HATJIAIOM CIIEiaicTa Ta 3a YMOBH 4YacTOTO
PETENbHOT0 MOHITOPUHTY (DYHKILIIi HUPOK, PIBHS €JIEKTPOJIITIB Ta apTepiajibHOTO THCKY. [Hr16i1TOpH
AII® Ta 6mokaTtopu penentopis aHrioreH3uHy Il He ciig 3aCTOCOBYBAaTH OJHOYACHO MAIliEHTaM 3
niabeTHIHOI HepOoIaTi€ero.

Ilepsunnuti anboocmeponizm. llanieHTH 3 MEPBUHHUM TiNEpaibJOCTEPOHI3MOM, SK MPABUIIO, HE
BIJINOBIIAI0Th HA JIIKYBAHHS AQHTHUTINEPTEH3UBHUMH JIIKAPCHKUMHU 3aco0aMu, K1 JIIOTh HUIIXOM
NPUTHIYEHHS] PEHIH-aHT1OTEH3MHOBOI CHCTEMH. TOMy TakMM Halli€eHTaM 3aCTOCOBYBAaTH JIaHHIi
npernapaTt He PeKOMEHTy€E€ThCSI.



3anobidcni 3ax00u, nos’sa3ani 3 nepuHOONPUIOM

T'inomen3sia. Iarioitopu AII® MOXYTh CHPHUYMHHTH PI3KE 3HIDKCHHS apTEepiaibHOTO THCKY.
CuMnToMaTHYHA TIMOTEH31sl PIKO CIIOCTEPIra€ThCsl y MAIEHTIB 3 HEYCKJIAIHEHOIO TIEePTEeH31€10
Ta YacTillle BUHUKAE Yy TAIli€HTIB 3 T1MOBOJIEMI€0, HAMPUKIIAJ, MPU TEPaIii I1ypeTHKaMH, IiJ] yac
0e3conboBOi Ji€TH, MpH reMoianisi, aiapei abo OmroBaHHI, a00 y MAIi€HTIB 13 TSHKKOIO PEHIH-
3aJIC)KHOIO TiNepTeH3ielo (auB. po3aum «B3aemomis 3 1HIIMMU JTIKAPCHKUMHU 3aco0amMu Ta 1HIII
Buau B3aemoni» Ta «lloGiyni peakmii»). IlamieHTaM 3 BHCOKMM pPH3UKOM BUHHKHEHHS
CUMIITOMATUYHOI TIMOTEH31i, a TaKOoX IalliEeHTaM 3 1IIeMIYHOI XBOpOOOr cepus abo 3
1epeOpOBACKYISIPHUMU 3aXBOPIOBAHHSMH, B SKHX HAJIMIpHE 3HIDKEHHS apTepiaJbHOTO THUCKY
MOXX€ CHPHYUHHTH PO3BUTOK 1H(ApKTy Miokapaa abo 1HCYJIbTY, Mij 4ac JIKyBaHHS MpernapaToM
Bi-TIPECTAPIYM® citifi peTebHO KOHTPOJIIOBATU apTepiaibHuii THCK, QYHKIII0 HUPOK, a TAKOX
KOHIICHTpAIlil0 Kajilo y cupoBarii KpoBi. Ilpy BHUHHMKHEHHI TiNOTEH31i Mali€eHTa HEOOX1IHO
NEPEeBECTH Y TOPU3OHTANIbHE MOJIOKEHHS Ta y pa3i HEOOXiAHOCTI BBECTH BHYTpilIHbOBEeHHO 0,9 %
PO34YMH XJIOpHUAY HaTpito. TpaH3uTOpHA TNOTEH31sI HAa OYATKY JIIKYBaHHS HE € IPOTUIIOKAa3aHHIM
JUTS TIO/IJIBILIOTO TIPUHOMY TIpernapary, SKHid 3a3BU4ail MO>KHA MTPOJOBKYBATH IICISI BiTHOBJICHHS
OLIK Ta HOpMaui3allii apTepialbHOTO TUCKY.

Cmeno3 aopmanbHo2co ma mimpaibHo20 Kianawieé/cinepmpoghiuna xapoiomionamis. IariGiTopu
AII® cuig npuszHadyathd 3 OOEPEKHICTIO TAlliEHTaM 31 CTEHO30M MITPAJbHOIO KJallaHa Ta
OOCTpYKIIi€f0 BHXOJQy 3 JIBOrO IIIyHOYKa (aopTaJibHUM cTeHo3 abo rimeprpodiuna
KapJiomMionaris).

THopywenns ¢@yukyii nupok. Tlpu HAIBHOCTI HUPKOBOI HEIOCTATHOCTI (KJIIPEHC KpEaTUHIHY
< 60 MII/XB) PEeKOMEHIYETbCS 1HAMBIAYATbHUM MiAOIp 03 KOXKHOTO 3 KOMIIOHEHTIB IpemapaTy
(muB. po3min «Crocid 3acrocyBaHHS Ta J03W»). PyTHHHHMI MOHITODUHI pIiBHS Kajilo Ta
KpeaTHHIHY B KPOBI € YaCTUHOIO 3BUYAITHOI MEIMYHOI MPAKTHKHU JJIS MAIl€HTIB 3 MOPYUICHHIM
¢ynkuii HEpok (muB. po3ain «[loGiuni peakuii»). Ha i mpuitomy inriGitopiB AIl® y neskux
MaIi€HTIB 3 JBOOIYHUM CTEHO30M HHUPKOBHX apTepii abo CcTeHo30M aprepii €auHOl
(GYHKIIOHYIOYOi HUPKH MOXIJIHMBE OOOpPOTHE IJIBUIICHHS KOHLIEHTpAIlil CEYOBUHU Yy KpOBI Ta
KpeaTuHiHy y cupoBaTii KpoBi. Lle 611k XapakTepHO /171 MaLi€HTIB 3 HUPKOBOIO HEAOCTATHICTIO.
HasiBHICTh peHOBacKyJsipHOi TinepTeH3ii MiJBUIIY€E PU3UK BUHUKHEHHS TSXKKOI TINOTEH31i Ta
HUPKOBOI HEIOCTATHOCTI. Y AESKHX MaII€HTIB 3 apTepiaJIbHOO TIMEPTEH3I€I0, Y AKUX JI0 M0YaTKy
JiKyBaHHA HE OYJ0 BHSBICHO PEHOBACKYJSPHUX 3aXBOPIOBAHb, PO3BUBAJIOCS ITiBUIICHHS
CEUOBMHHU KPOBI Ta KPEaTHHIHY CHPOBATKH KpOBI, 3a3BUYail HE3HAuHE Ta TUMYACOBE, OCOOJIMBO
KOJIM TMIEPUHAONPUIT IPU3HAYAIM OJHOYACHO 3 JIlypeTUKoM. Lle OuIbIn XapakTepHO AJis MALiEHTIB 3
YK€ ICHYIOUMM MOPYLIEHHSAM (YHKIIIT HUPOK.

Ileuinkosa nedocmamuicmo. Piaxo npuiiom iHriditopiB AII® OyB moB’s3aHMi 13 CHHIPOMOM,
SKMH MOYMHAETHCS 3 XOJECTaTHYHOI KOBTSHUII Ta PO3BUBAETHCS y IIBUAKOIUIMHHUN HEKPO3
MEYIHKH, 1HOMI 3 JIeTaJbHUM HACIIIKOM. MeXaHi3M BHHUKHEHHS I[bOTO CHHJPOMY HEBITOMUM.
[Tamientn, y sxkux Ha Tai npuifomy iHriOiTopy AIID po3BuBaeThCs MKOBTAHUI ab0 3HAYHO
HIJBUIIYETHCS PIBEHb MEYIHKOBUX E€H3UMIB, MMOBUHHI NPUNMHUTU TpuiloM 1HrioiTopy AlID Ta
OTpUMATH BIAMOBITHE MeIUYHE OOCTEKEHHS 1 JTiKyBaHHS (AUB. po3All «I1o6iuHi peakiii»).

Pacosi ocobrusocmi. Tariditopu AII® yacrime CpUUYUHSIOTH BUHUKHEHHSI aHT1OHEBPOTUYHOTO
HaOpsIKy y Talli€HTIB HErpoigHOi pacH, HUK Yy NMPEeACTaBHUKIB iHIIMX pac. Sk 1 iHmI iHribiTopu
All®, nepuHO0NPHII MEHIT €PEKTUBHO 3HIKYE apTepiaibHUN THUCK Yy MAalli€HTIB HEIPOIAHOI pacH 3
rinepTeHsi€lo, HLK y MPeACTaBHUKIB IHIIMX pac, 1110, MOXJIHUBO, MOSCHIOETHCS HU3BKUM pPIBHEM
pEeHIHY y M1a3Mi KpOB1 TaKUX TAII€HTIB.

Kaweno. TloBinomnsanocs npo BUHUKHEHHS KalLIO MiJ yac npuiiomy iHriditopis AIID. Ileit
KalleJlb € HEMpOJAYKTUBHUM, TPHUBAJIMM 1 NPUIMHAETHCS MICas BiAMiHM mpenapaTy. Katuens,
BUKJIMKaHUNA npuiiomoM iHri6iropis AII®, noBuHeH OyTH 4acTUHOIO AU(EPEHLINHHOrO TiarHo3y
KaIlTIo.




Xipypeiune empyuannsa/Anecmesia. 1lpu xipypriunoMy BTpy4aHHi a00 MpH IMpOBEAEHHI aHecTesil,
0COOJIMBO MiJ Yac 3aCTOCYBAaHHS AHECTETHKA, SKUM MPHU3BOAUTH A0 3HUKEHHS apTepiaabHOro
tucky, Bi-IIPECTAPIYM® mosxe 610KyBaTH yTBOpeHHs aHrioTeHs3uny I miciis KoMIeHcaTopHOTo
BUBUIbHEHHS peHiny. [Ipenapar cimix BiAIMIHUTH 3a OAWH JEHB JI0 XIPYPridHOTO BTpy4YaHHs. SKIo0
pPO3BUHYJIACS TIMMOTEH3is 1 BBAXKAETHCS, IO BOHA CIPUYMHEHA CaM€ IUM MEXaHI3MOM, CTaH
XBOPOT'0 MOXKHA HOPMaJTi3yBaTH 301UIBIICHHIM 00’ €My IIUPKYJIOIOY0i KPOBI.

linepxaniemis. Y nAedKUX TNaIi€eHTIB Ha Tl npuiiomy iHriditropis AII®, y Ttomy umcmi
MePUHAONIPUITY, BiA3HAYAIOCSA 30UIBIICHHS KOHIIGHTpAIlli Kalilo y CHpOBATIll KPOBi, 1HTIOITOpH
ATI® MOXyTb COPUYMHATH TiMEPKaATIEMIiI0, OCKUIBKYA IPUTHIYYIOTh BUBLIBHEHHS allbJOCTEPOHY. Y
MaIi€HTIB 3 HOPMAIbHOK (DYHKITIEI0 HUPOK LIeH edeKT 3a3Buvail He3HauHui. Jlo (hakTopiB pu3uKky
BUHUKHEHHS TilepKallieMil HajexaTb HUPKOBA HEJOCTATHICTh a00 3HMKEHHS (QYHKIIi HUPOK, BIK
(monan 70 pokiB), IyKpOBUM Jia0eT, IHTEPKYPEHTHI CTaHM, TaKi SK JeTiipaTallis, TocTpa ceplieBa
JICKOMITEHCAllis, METa0OoJIYHMI anua03 Ta OJHOYACHE 3aCTOCYBAaHHS 3 Kallild30epirarounMu
JIiypeTHKaMu (CIIPOHOJIAKTOH, €IUICPEHOH, TPUAMTEpeH a00 aMiJIOPHI), 3 XapuOBUMHU J100aBKaMH,
OI0 MICTATh Kamiid, ad0 3aMiHHMKaMH COJIi 3 KajlieM; a00 TpHIOM IHIIMX TIpernaparis, IO
BUKIIMKAIOTh MiJABUIIECHHS KOHIIEHTpAIlil KaJilo y CHpOBATIi KPOBi (remapuH, KO-TPHUMOKCA301,
TaKOX BIJIOMHI1 SIK TPUMETONPHUM/CYIIb(haMeTOKCca30I1) i 0COOIMBO aHTATOHICTIB aJbJJOCTEPOHY ab0
0JIOKaTOpIB pElEenTOpiB aHTIOTEH3MHY. 3aCTOCYBAaHHSI XapyoOBUX J00aBOK, IO MICTATh Kalii,
Kamii30epiratouux JiypeTHkiB a00 3aMiHHHUKIB COJIi 3 KamieM, OCOOJIMBO Yy TAIlI€HTIB i3
HNOpYIIEHHSAM (YHKIT HUPOK, MOXE MPHU3BECTH 10 3HAYHOIO IMIiJBUIICHHS PIBHSA Kalilo B
cupoBarii Kposi. 'imepkaniemiss Moke CHPUYMHATH BHHUKHEHHS CEPHO3HOI, 1HOMI JIeTalbHOI
aputMii. [lamientam, siki 3acTocoByiOTh iHTIOITOpH AIID, cnig 3 00epekHICTIO 3aCTOCOBYBATH
Kanii3oepiraodi JiypeTuku Ta OJOKAaTOpW pEIenTopiB AaHTIOTEH3WHY, a TaKOoX MPOBOIUTH
peTeNbHUN MOHITOPHHI PIBHS Kallil0 Yy CHpOBATILi KPOBi Ta (YHKIT HUPOK. SIKIIO OJHOYACHE
3aCTOCYBaHHS MEPUHAONPUITY Ta OyIb-5IKOi 3 BUIIE3a3HAUCHUX PEYOBUH BBAKAETHCS JOPEUHUM, iX
CJIIJT 3aCTOCOBYBaTH 3 OOEPEKHICTIO Ta YaCTO KOHTPOJIOBATU PIBEHb Kalil0 B CHPOBATI KPOBI
(muB. po3nin «B3aemonis 3 IHIIUMHU JTIKapCHKUMH 3aCO0aMU Ta 1HII BUIU B3aEMOJIIN»).

Tayienmu 3 yykposum Oiabemom, sKi NPUIAMAIOTh MEPOpabHI LYKPO3HIKYBaJIbHI 3ac00M abo
OTPUMYIOTh 1HCYJIIH, HEOOXIAHO PEeTEeIbHO KOHTPOJIOBATH PIBEHb IIIKEMIl MPOTATOM MEpLIOro
Mmicsig Tepamii iHriditopamu AII® (auB. po3ain «B3aemois 3 iHIIMMHU JTiKapChKUMU 3acOo0aMu Ta
1HIIT BUJTA B3AEMOJTIN ).

3anobixcui 3ax00u, nos’a3ami 3 aAMI0OUNIHOM

besnexy Ta epeKkTHBHICTh 3aCTOCYBAaHHS aMJIOJUIIIHY Y CTaHI TIIEPTOHIYHOIO KPU3Y JOBEJCHO HE
Oys1o0.

Cepyesa nedocmammuicms. TakuM TalieHTaM TPU3HAYATH aMIIOJUIIIH CIIJT 3 OOEPEeXHICTIO. Y
JOBTOTPUBAJIOMY TILIAIe00-KOHTPOJILOBAHOMY JIOCHIKEHHI 3 y4YacTIO TAIllEHTIB 13 CEpIIEBOIO
HepocTaTHicTIO TskKoro crymnens (111 — IV ¢ynkuionansaux knaciB 3a NYHA) npu 3actocyBanHi
aMJIOJIMIIIHY YacToTa BHMAJAKIB PO3BUTKY HaOpsAKy JiereHb Oyja BHUIIOK TOPIBHAHO 13
3aCTOCYBaHHIM Iane6o (auB. po3ain «dapMakonrHaMikay). AHTArOHICTH KaJIbIIii0, BKIOYAIOUN
aMJIOJIUIIiH, HEOOXiHO MpH3HAYaTH 3 OOEpPEeKHICTIO TNalli€eHTaM 13 3acTIHHOI CEpIEeBOIO
HEJOCTaTHICTIO, TOMY 1110 BOHM MOKYTb IIBUIIYBaTH PU3UK PO3BUTKY Kap10BaCKYyJSIPHUX MOA1M
Ta JIETATHHOCTI Y MallOyTHEOMY.

Ileuinkosa nedocmamuicmy. Y TAIIEHTIB 13 TOpYHIEHHSAM (YHKIIT TEYIHKA Tepion
HAIIBBUBE/ICHHSI aMIIOJIMITIHY € MOA0BXkeHHM Ta 3HadeHHs AUC —Bucoke; peKkoMeHallil o0
N03yBaHHs He BU3HaueHl. ToMy JiKyBaHHS aMJIOJAMIIIHOM HEOOX1THO PO3MOYMHATH 3 HAWHMKYUX
7103 Ta 3 OOEPEXKHICTIO SK MpH iHiMmiamii JTiKyBaHHS, Tak i Mia yac miaBuiieHHs n03. [larienram 3
NOpYyIIEHHAM (DYyHKLIT MEYIHKU TSKKOTO CTYIMEHSI Moke OyTH HeOOX1AHUM MOCTYMOBUH miAlip 103
Ta peTeIbHUI MOHITOPHUHT.

Tayienmu nimuvoeo ixy. IlinBuIlyBaTH 103y Malli€HTaM JITHHOTO BIKY MOTPIOHO 3 00EPEKHICTIO
(muB. po3ninu «DapmakoanHamika» Ta «Criocid 3aCTOCYBaHHS Ta J031»).




Hupxosa neoocmammuicme. TakuM marieHTaM aMIIOAWIIIH MOXHA 3aCTOCOBYBAaTH y 3BHYAWHHUX
no3ax. KonmuBaHHs KOHIIEHTpaIlli aMJIOUIIIHY Y TIJIa3Mi KPOB1 HE 3aJIeKaTh BiJl CTYIIEHS HUPKOBOT
HEJOCTAaTHOCTI. AMIIO/IMITIH HE BUBOJAUTHCS TIiJ] Yac Aiajizy.

3anobixcui 3ax00u, nos szani 3 gikcosanoro kombinayicio Bi-IIPECTAPIYM®

Honomigxcni pevosunu. J1o ckiagy mpenapary BXOIUTH JIaKMO3d, TOMY TMAIliEHTaM 3 YPOJKEHOIO
HENEPEeHOCUMICTIO TajJaKTO3d, CHHAPOMOM MajababcopOlli IIIOKO3W Ta TajlakTo3d, 3arajbHUM
nediuTOM JaKTa3!u He PEKOMEH0BAHO HOT0 MPU3HAYATH.

Bzaemooii. OnHovyacHe 3aCTOCYBaHHS JiTiI0, Kajiiz0epirarouux mpernapariB, XapuyoBUX H00aBOK,
10 MicTATH Kanii, a6o manTtponeny 3 npenapatoM bi-ITIPECTAPIYM® He pexomennoBaHe (muB.
po3ain «B3aemois 3 IHIIMMH JTIKapCHhKUMH 3aCO0aMH Ta 1HIII BHIIA B3aEMOIIN).

3acmocyeanna y nepioo eéazimmnocmi abo 200y8anHs 2pyoor.

3acrocysanns npenapaty bi-TIPECTAPIYM® npoTumnokasase y nepioJ BariTHOCTI.

3acrocyBanns npenapary bi-TIPECTAPIYM® He pekoMeHI0BaHe y Nepioj] TOAyBaHHS IpyaI0. Y
pa3i HeoOXiAHOCTI 3aCTOCYBaHHS MpenapaTy ToAyBaHHS TPYAIIO CIIiJ IPUITUHUATH.

Baeimuicms

Hepungonpun. 3actocyBanHsi iHribitopiB AII® mnporumokaszaHe Yy mepiof BariTHOCTI.
[lepekOHTMBUX €MiIEeMIONIOTIUHUX J0Ka31B TEPATOT€HHOTO PU3UKY MPU 3aCTOCYBAaHHI 1HT10ITOPIB
AIl® mnporarom I TpumecTpy BariTHOCTI HeEMae; OJHAK HE MOXKHA BHUKIIOYATH HEBEIHKE
HiABUILEHHS OTO PH3HKY. V pasi Koy npoioBXeHHs JiKyBaHHs iHri0iTopamu AIID BBaxkaeThcs
00OB’SI3KOBHM, TAILI€EHTOK, $IKI IUIAHYIOTh BAariTHICTh, CIIiJ] TIEPEBECTH Ha aJIbTEPHATUBHI
aHTUTINEPTeH3UBHI NpenapaTH, sKi MarTh MIATBEP/UKEHI JaHi Hpo Oe3leKy 3acTOCyBaHHs B
nepion BariTHOCTI. SIKm0 B Tepioa JIIKyBaHHS MiATBEPIKYETHCS BariTHICTh, JIIKYBaHHS
iHrioiTopamu AII®D ciij HeraitHO MPUIMHUTH 1, KO HEOOXITHO, 3aMIHMTH 1HIIUM JIIKApCHKUM
3aco00M, JT03BOJICHMM ISl 3aCTOCYBaHHs BariTHUM. Bimomo, mo mpuitom inribitopiB AIID mifg
yac Il ta III TpumecTpiB BariTHOCTI HPU3BOIUTH 10 (PETOTOKCHUYHOCTI (MOpYLICHHS (YHKIT
HUPOK, MAJOBOJ/Is, YIOBUIBHEHHS! ()OPMYBaHHS KiCTKOBOI TKaHWHH 4epemna) Ta J0 HEOHATAIbHOI
TOKCHUYHOCTI (HMpPKOBa HEJOCTAaTHICTh, apTepialbHa TiMOTEeH3is, rinepkaiieMis). SKmo x
iHrioitopu AII® mnpuitmanu 3 1l TpumecTpy BariTHOCTI, PEKOMEHJOBAHO YJbTPa3ByKOBE
oOcTexxeHHs (YHKIIM HUpPOK Ta OyJOBM Yepera HOBOHAPOIKEHOIro. 3a HOBOHAPO/KEHUMH, YHi
MaTepl y mepioja BariTHOCTI npuiiManu iHriditopu AIID, ciig cnocrepiratu JUisi CBOEYACHOTO
BUSIBJICHHS 1 KOPEKIiT apTepiaibHOI MIOTEeH311.

Amnonunid. besneky 3actocyBaHHsSI aMJIOJUIIHY BariTHUMH XIHKaM{ BCTaHOBJIEHO He Oyino. Y
JOCIIJDKEHHSAX Ha TBapMHAaX TOKCHYHHUM BIUIMB Ha PEMpPOJYKTHBHICTH CIIOCTEpIraBcs Mia yac
BBEJICHHSI BUCOKHUX J103. 3aCTOCYBaHHS IpenapaTry y Nepioj] BariTHOCTI pEKOMEHJOBAaHE TIIbKU y
pa3i BiICYTHOCTI O€3MEYHIIIOro ajabTePHATUBHOIO JIKYBaHHS Ta KOJM 3aXBOPIOBAHHSI Mae
OUIBIIMI PU3MK /7S BariTHOI Ta IJI0/a.

T'ooysanns epy0doio

Hepungonpun. He pekoMeHI0BaHO 3aCTOCYBaHHS MIEPUHIIONPIITY Y MEPioa TOAYBAHHS TPYIIIO Y
3B’A3KY 3 BIJCYTHICTIO naHuX. Ilix yac romyBaHHS rpyAai0 OakaHO MPHU3HAYUTH aJbTEPHATHBHE
JTIKyBaHHS 13 OUIbIN JOCHDKeHMM Tipodiiem Oe3nmekw, OCOOJMBO TMiJg dYac TOMAYBaHHS
HOBOHAPOJKEHOT0 200 HEJIOHOIIEHOTO HEMOBJIATH.

AmitoumiiH. AMIIOJUITIH TPOHUKAE Yy TPyAHE MOJIoKO. J[03a, OTprMaHa HEMOBIISIM, OIIHFOBAJIACS
Ha MDKKBapTHIIbHIA OCHOBI 1 3HaXOAMUTHCS B jiana3oHi 3—7 % 3 MakCUMaJlbHUM 3HauYeHHsIM 15 %
BiJl TpUIHATOT MaTip’t0 103W. BIUMB amiomumiHy Ha HEMOBISAT HEBimoMmwuid. PimmeHHs miomo
IPO/IOBKEHHS/IIPUITUHEHHSI TOJMYBaHHA TpyAai0 a0o MPOJOBKEHHS/IPUITUHEHHS JIKyBaHHS
aMJIOAMIIIHOM CIIiJI IpuiiMaTu, OepyyH /10 yBard KOPUCTh BiJ] FTOJyBaHHS TPYIAI0 AJS AUTHHU Ta
KOPHCTD BiJl TIKyBaHHS aMJIOJIUITIHOM JIJISl MaTepi.

Depmunvricmy

Hepunaonpun. Bime Ha penpoayKTUBHY (YHKIII0 a00 (GepTHIIBHICTD BIICYTHIH.




Amnonunin. [Ipo 060poTHi 6i0XiMiYHI 3MiHH y TOJIOBII CIIEPMATO30iAa MOBIJOMIIIIOCH Y JESKUX
MaIi€HTIB, K1 JIKYBAJIHUCS OJIOKaTOpaMHu KajbllieBUX KaHaiiB. KiliHIUHI AaH1 00 TMOTEHIIHOTO
BIUIMBY aMJIOJHITIHY Ha (epTHIBHICTh € HEAOCTaTHIMU. Bimomo, 10 y AOCHIPKEHHI Ha IIypax
OyJ10 BUSIBIICHO TIOOIUHY J1if0 HA ()ePTHUIIHHICTH CaMIIiB.

30amuicms éniueamu HA WEUOKICIMb PeaKyii npu KepyeanHi a6mompancnopmom ado inuumu
MexaHizmamu.

Jocnimkenns 1mono BBy npenapaTy bi-ITIPECTAPIYM® Ha 3paTHicTh  KepyBaTH
TPAHCIIOPTHUMHU 3ac00aMU Ta MPAIIOBATH 3 THIIMMU MEXaHi3MaMU HE MPOBOIWINCH. AMIIOTUIIH
MO’K€ YMHHUTH HE3HAUHUIN a00 MOMIpHUHN BIJTUB HA 3[aTHICTh KEPYBaTH TPAHCIIOPTHUMH 3ac00aMu
Ta MPALOBaTH 3 IHIIMMH MeXaHi3MaMu. MOXIIMBE MOPYIICHHS peakiii BOAis y pa3i BAHUKHEHHS
3araMOpPOYEHHS, TOJIOBHOTO 000, CIA0KOCT1, CTOMIIIOBAHOCTI a00 Hy10TH. PexomenioBaHo OyTu
00epeXKHUMH, OCOOJIMBO HA TIOYATKY JIIKYBaHHS.

Cnoci6 3acmocyseanns ma 0o3u.

JJ1s epopalibHOro 3aCTOCYBAHHS.

Jopocium cinif npu3Hadaté 1 TabneTky Ha JeHb OJHOPA30BO, OAXKAHO BPAHIIl Mepea MPHIHOMOM
k1. Tabnerka He miUIsITae MOALTY.

Jo3y cuig miaOupatd iHOUBIAYaIbHO Ui KOKHOTO TAIi€EHTa 3 ypaxyBaHHSIM IOKa3aHHSA IS
3aCTOCYBaHHA, Iepediry 3axBOPIOBAaHHS Ta IOKAa3HUKIB apTepiajlbHOIO THCKY. MakcuMmalibHa
no60oBa 103a — 1 Tabnerka npenapaty bi-IIPECTAPIYM® 10 mr/10 Mr Ha 106y.

[Ilom0 marienTiB 3 TPYI PU3UKY AUB. PO3.ia «OcoOIMBOCTI 3aCTOCYBAHHSD.

Tayiecumu 3 nopywennusm @yHKYii HUpOK ma nayicHmu Jaimub020 GIiky (IWB. PO3ILIH
«OcobmuBocTi  3actocyBaHHs» Ta «@DapMakoKiHETHKa»). BUBEICHHS  MEPUHIONPHIATY
3HIKYETHCS Y MAIIEHTIB 3 HUPKOBOIO HEIOCTATHICTIO Ta Y MAIIEHTIB JITHHOTO BIKY, TOMY IIiJ] 4ac
JIKyBaHHS HEOOX1/THO MPOBOJUTH YaCTHI KOHTPOJIb PIBHS KpPEaTUHIHY 1 KaJilo.
Bi-TIPECTAPIYM® MoXHa NpU3HAYaTH HallicHTaM 3 KJIipEHCOM KpeaTuHiHy > 60 MI/XB Ta He
CJiJl TpHU3HAYaTH TMali€eHTaM 13 KJIipeHcoM KpeaTuHiHy < 60 mi/xB. TakuMm mnarieHTam
PEKOMEHAYETHCS 1HAMBITyallbHUHM M1A0Ip 103U KOXKHOTO 3 KOMIIOHEHTIB IpenapaTy OKpeMo.

3a yMOBU J0OpOi MEPEHOCUMOCT] JO3YBaHHS aMJIOJIUIIIHY € OJIHAKOBUM JIJISI MOJIOAIINX TMAI[i€HTIB
Ta MAalI€HTIB JITHHOTO BIKYy. JlJI Malli€eHTIB JITHHOTO BIKY PEKOMEH/JIOBAaHUM 3BUYANHUN PEXUM
JI03yBaHHsI, ajie MiABUIYBATH 103y HEOOX1THO 3 00EPEkHICTIO.

KoHuenTpariis aMmiaoquniny y miaa3Mi KpoBi He 3aJIEKHUTh B/l CTYTEHs MOPYIIEHHs (PyHKIIII HUPOK.
AMJIOUTIIH HE BUBOJUTHCS MiJ Yac Tiamizy.

llopywennua  @yukyii  newinku  (quB.  po3aum  «OcoOIMBOCTI  3aCTOCYBaHHS»  Ta
«DapmakokiHeTuka»). BincyTHi pekoMeHAamii MO0 AO03yBaHHS IS MAIl€HTIB 3 JIETKUM Ta
NOMIPHUM TOPYIIEHHSAM (YHKIII MEYiHKH, TOMY MiAOMpaTH [03y MOTPiOHO 00epexHoO,
PO3MOYMHATH TEPAMilo CIiJl 3 HAWHWKYIMX A03 (IUB. po3naian «OcoOIMBOCTI 3aCTOCYBaHHS» Ta
«®apmakokiHeTukay). st BUOOpy onTUMaNbHOI MOYAaTKOBOT Ta MIATPUMYIOUOi 103U JIKAPCHKOTO
3aco0y malieHTaM 3 MOpYLIeHHAM (yHKIIT NeYiHKM HeoOXiTHO OKpeMo Miadupatu 103y
aMJIOAMIIHY Ta mNepuHaonpuiy. JocmikeHHs (apMakOKIHETHKHM aMIIOJMIIIHY Y MAalli€HTIB 3
TSOKKUM TIOpYIIEHHSM (QYHKUI{ neyiHku He nposoauiucs. Ilamientam 3 mopymieHHAM (QyHKIT
MEYIHKN TSDKKOTO CTYMEHS TMPUHOM aMIIOIUIIIHY CIiJI PO3MOYMHATH 3 HAWHIWKYUX 03, SIKI
HiABUIYIOTH TTOCTYIOBO.

Himu.
Bi-TIPECTAPIYM® He pekoMeHIyeThcs MpU3HAYATH iTAM 4Yepe3 BiJCYTHICTb MOCTiMIKEHb 3
y4acTIO L1€T TPYNH MAIIEHTIB.



Ilepeoosysanns.

[Ipo Bumanku mepenosyBanHs npernapary Bi-TIPECTAPIYM® me mosimommsnocs. Jaxi mofo
CBIJJOMOTO TEPEN03yBaHHS am100uniny € ooMexxeHnMu. CUMITOMU: HasiBHI JaHI MPUITYCKAIOTh,
110 NMPUIIOM Jay’XKe BEIMKUX 103 MOXKE MPU3BECTU A0 HAAMIpHOI nepudepryuHoi Bazoauarauii ta
HMOBIpHOTO BUHUKHEHHS pediexTopHoi Taxikapaii. [ToBimomisuiocss mpo BHpakeHy, MOXIIUBO,
TPUBAIY CUCTEMHY T'IIOTEH31I0 Ta IIOK 3 JIETAJIbHUM HACJIIIKOM.

Pinko moBimomisyiocs MpPO HEKApAIOTeHHWN HAOpSIK JIETeHIB SK HACHiJOK Tepeno3yBaHHS
aMJIOJIUITIHY, SKHH MOJKE TPOSBIATHCS 3 BIICTPOYCHUM MOYaTKOM (uepe3 24-48 roauH micis
3aCTOCYBaHHS) 1 MOTpeOyBaTW INTYYHOI BEHTHWIALII JereHb. PaHHI peaHiMamiifHl 3axo01au
(BKJTFOUAIOYM TIEPEBAHTAXKEHHS PIIMHOIO) JJIs MIATPUMKH 1epdy3ii Ta CEplieBOro BUKUIY MOXKYTh
OyTH MPOBOKYIOUMUMH (PAKTOpaMHU.

JlikyBaHHS: KJIIHIYHO BHpakKeHa TIMOTEH31s, BUKJIMKAHA MEepPe03yBaHHAM aMJIOJMIIIHY, MTOTpeOye
aKTUBHOI KapJiOBaCKyJIIPHOI JOMOMOTH, 30KpeMa YacTOro MOHITOpWHTY (YHKIIi ceprs Ta
pecriipatopHoi (yHKII], HaJaHHSA MALIEHTY TOPU3OHTAIBHOTO IIOJIOKEHHS 3 MPUILIHATUMU
HIDKHIMH KiHI[IBKAMH, Ta MOTpeOye yBa)KHOTO CTEXKEHHS 3a 00 €MOM IUPKYIIOI0Y0I KpOBi Ta
CEUOBM/IIICHHSM.

[Ipu3HaueHHs Ba30KOHCTPUKTOpPA MOXE OyTH KOPHCHUM Ui BiIHOBIICHHS TOHYCY CYAWH Ta
apTepiajJbHOI0 TUCKY, SIKIIO BIJCYTHI MpPOTHIIOKa3aHHS. BHYTpIlIHbOBEHHE BBEJCHHS KalbLIiIO
TIIFOKOHATY MOYKE JIOIOMOT'TH YCYHEHHIO HACIIIKIB OJIOKaIM KAJbI[IEBUX KaHAIIB.

VY nedxkux BUNAJKax € JOPEYHUM IPOMMBAHHS LUTyHKA. JIOCHIJKEHHS 3a y4acTio JOOPOBOJIBIIIB
IPOIEMOHCTPYBAJIO, 110 MPUHOM aKTHBOBAHOTO BYT'ULIS 4epe3 2 TOAMHU mmicis npuiiomy 10 mr
aMJIOAMIIIHY 3HIKYE MIBUAKICTH abcopOIiii aMiIoqumniHy B Oopratizmi. ¥ CUCTEMHOMY KPOBOOOIry
aMJIOJTUTIIH Ma€ BUCOKHIA PiBEHb 3B’ sI3yBaHHS 3 O1IKaMU KPOBi, TOMY NPU3HAYEHHS TeMOIiallizy He
e(heKTUBHE.

[adopmaris mpo nepeno3yBaHHs nepurdonpuny € ooMexeHorw. Ilpu nmepeno3yBanHi iHTIOITOPIB
AIl® MOXYyTh BHMHHUKHYTH TIIIOTEH3i, LMPKYIATOPHUM IIOK, IMOPYILIEHHS eJEKTPOJIITHOTO
OayaHCy, HUPKOBA HEIOCTATHICTh, TIMEPBEHTWIALIS, TaxiKapais, NaibIliTalis, Opagukapmisi,
3araMOpOYEHHs, TPUBOTa Ta Kalllelb.

[Ipu mepemo3yBaHHI PEKOMEHIYETHCS BHYTPIIIHROBEHHE BBEACHHS PO3YUHY XJIOPUAY HATPir0
0,9 %. Ilpu BMHMKHEHHI TiMOTEH31i Mali€eHTY HEOOXiJHO HAaJaTH TOPU30HTAIBHOIO MOJOXKEHHS.
Cnig  po3rasHYTH  MOXJIIMBICTH  mIpoBefeHHsS 1H(Qy31i 3  adriorensuHoM Il Tta/abo
BHYTpPIIIHPOBEHHOIO0 BBEJCHHS KarexonaMiHiB. Ilepunmonpun Moke OyTH BHMBEICHMH 3
CHCTEMHOTO KPOBOOOITY 3a TOMOMOT010 reMoaiani3y (AuB. po3aiun «OcoOIMBOCTI 3aCTOCYBAHHS).
[Tpy BUHUKHEHHI CTiMKOi 10 JIiKyBaHHs OpaJukapiii MOKJIMBE 3aCTOCOBYBAHHSI IITYYHOI'O BOJIS
putMy. HeoOxigHuil NOCTIHHUN MOHITOPHUHI OCHOBHHMX IIOKAa3HHKIB JKUTTENISUIBHOCTI, PIBHS
KOHIIEHTpALlli eIEKTPOJIITIB Ta KPEaTHHIHY y CUPOBATIIl KPOBI.

Il06iuni peaxuii.

Haityactimmumu moOGIYHMMHU peakIisiMU, MPO K1 MOBIIOMIIAIOCS MPU OKPEMOMY 3acCTOCYBaHHI
NEPUHJIONPUITY Ta aMJIOJUIIHYy, €: HaOpsKH, COHJIMBICTh, 3allaMOPOYEHHsS, TOJOBHHH Oilb
(0co011BO Ha MOYATKY JIIKYBaHHS ), CIIOTBOPEHHS CMaKy (IUCTeB3is), MapecTesis, HOPYLIEHHS 30py
(BKJIFOYArOYM JBOTHHS), I3BiH Y ByXaX, BEPTHUTO, MAJbIIITAIlis, IPUILITUBY, TIMOTEH31s (Ta OB’ sA3aHi
3 HEI0 CUMIITOMHU ), 3aMIIKa, Kalllelb, Olb y )KUBOTI1, HYJJ0Ta, OJIFOBaHHS, TUCIEINCisl, 3MiHA PUTMY
nedexkarii, giapes, 3amop, cBepODXK, BUCHUI, €K3aHTeMa, HAOPSIK Cyrio0iB (HaOpSK HIMKOJIOTOK),
cIa3Mu M’S131B, MiJBUIIEHA BTOMJIFOBAHICTh, aCTCHI.

[Tig yac KIIHIYHUX MOCHIHKEHb Ta/abo MicIspeecTpaliifHoro 3acToCyBaHHS MEPUHIONPUITY abo
aMJIOJIUITIHY OKPEMO CIIOCTEPITaIHCs HIDKUe3a3HadeH1 MOOIYH1 peakIlii, skl KiacugikoBaH1 3T1IHO
31 CJIOBHHMKOM CTaHAapTHU30BaHOi MenuuHoi Tepminonorii MedDRA 3a cucremamu opranizmy 3
TaKOK YaCTOTOK BHHHKHEHHS: ayske dacto (>1/10); gacto (>1/100 mo <1/10); meuacto (>1/1000



1o <1/100); piako (>1/10000 no <1/1000); myxe piako (<1/10000); yactoTa HeBioMa (HE MOKHA
BU3HAYUTH 32 HASIBHOIO 1H(GOPMAIIIETO).

Indekiii Ta iHBa3ii: pUHIT (HEYACTO — AMJIOJUIIIH; TyKE PIIKO — MEPUHAOIIPHII).

3 OOKY EHIOKPHUHHOI CHUCTEMH: CHHAPOM HEaJEKBATHOI CEKpelil aHTUIlypeTUYHHX TOPMOHIB
(CHCAUI) ( piako — MepuHIOTIPHII).

3 OOKy cucTeMH KpoBi Ta JiMbaTHYHOI cucTeMH: e€o3uHODiIis (HeyacTo* — MepHHIONPHIN);
JICHKOTICHISI/HEUTPOTICHIS (Ay>Ke PiIKO — aMJIOAMIIH Ta epuHIonpria) (auB. po3ai «OcoOImuBoCTi
3aCTOCYBaHHS»); arpaHyJIOIUTO3 ab0 MAHIMTOIEHIS (dy’Ke PiIKO — MEPHHAONPHII) (IMUB. PO3ALT
«Oco0aMBOCTI 3aCTOCYBaHHA»); TPOMOOLUTOIEHIS (AyXe PIIKO — aMJIOJHITIH Ta TEPUHJIOTIPHII)
(muB. po3ain «OcoOIUBOCTI 3aCTOCYBAaHHSY); CH3UMOCTIeM(piyHA FeMONTITHYHA aHEMisl y TIAIIEHTIB
3 YPOJKEHOI0 HEIOCTaTHICTIO TIIFOK030-6-ocdaTaerimporenasu (yxe piako — HEPHUHIONPHI)
(muB. po3nin «OcoOIUBOCTI 3aCTOCYBAaHHS).

3 00Ky IMYHHOT CUCTEMHU: TINEPUYTIIMBICTD (Ay>KE PIAKO — aMJIOJHIIIH; HEYaCTO — MEPUHIOTIPHII).
3 60Ky OOMIHY PEYOBHUH i MeTaboJIi3My: TiHoriaikeMis (He4acTo* — MEepHHAONPIIT) (AUB. PO3ALIN
«Oco0mBOCTI 3acTocyBaHHS» Ta «B3aeMomist 3 1HIIMMH JIIKAPCHKUMHU 3ac00aMU Ta 1HII BUIA
B3a€MO/IIi»); TimepKaieMis, 0 3HUKAE MICHIs BIAMIHM Npenapary (He4acTo® — MepUHIONPHII)
(muB. posain «OcoOGnMBOCTI 3aCTOCYBaHHs»); TIMOHATpieMiss (He4acTo®™ — mepuHAOIpUN);
rinepriikemis (Iyxe piko — aMIIOTUIIIH).

3 60Ky mcuxiku: 0€3COHHS (HeYacTo — aMJIOJUIIIH); IOPYIICHHSI HACTPOIO (BKIIOYAIOYH TPHUBOTY)
(He"yacTo — aMJIOJMIIIH Ta NEPUHAONPHI); JAenpecis (HeYacTo — aMJIOJAMIIIH, Hedacto™ —
MIEPUHJIONIPUI ); TOPYIICHHS CHY (HEYacTO — MEePUHIOIPHUI).

3 OOKY HEPBOBOi CHCTEMH: COHJIMBICTH (OCOOIMBO Ha MOYATKY JIKYBaHHs) (4aCTO — aMIIOJIHITIH;
HEYaCcTO* — TEPHUHIONPHIT); 3alaMOpOYeHHS (0COOJMBO HA IOYATKY JKyBaHHS) (4acto —
aMJIOAMIIIH Ta TEPUHJIONPHII); TOJOBHUN OuIb (0COONMMBO HA MOYATKYy JIKyBaHHS) (4acTo —
aMJIOAMIIIH Ta MEPUHONPHUIT); CIOTBOPEHHS CMaKy (IMCreB3is) (HEYAcTO — aMJIOJUIIIH; YacTO —
NIEPUHJIONIPHIT); TpeMOop (HEJacTo — aMJIOAMITIH); TinoecTe3ist (He4acTo — aMJIOUIIIH); MmapecTe3is
(HewacTo — aMJIOJUINIH; YacTO — NEPUHJONPUI); HENPUTOMHICTH (HEYacCTO — aMIJIOJMIIIH;
HEYacTO™* — MEepPUHAONPUI); CIUTyTaHICTh CBIIOMOCTI (PIAKO — AaMmIIOAHWIIH; IyXe pPIAKO —
HNEepUHAONPUIT); TIIEPTOHYC (AyXke PiIKO — aMJIO/IUIIIH); epudepudHa Helponaris (Iyxke piaKo —
aMJIOJIMITIH); [EePEeOPOBACKYJIAPHI TMOAIl MOXXYTh BUHHMKATH BHACTIIOK HAJAMIPHOTO 3HMKCHHS
apTepiaJbHOI0 TUCKY Y MAI€HTIB TPYHH BUCOKOIO PHU3MKY (IyXe piIKO — MEPUHIONPHI) (IUB.
po3aun «OcobIMBOCTI 3aCTOCYBaHHS»); €KCTpallipaMiHl po3yiagu (eKcTpamipaMiIHUNA CHHIPOM)
(yacToTa HEB1OMAa — aMJIOUIIIH).

3 OOKy OpraHiB 30py: HOPYLICHHS 30py (YaCTO — aMJIOJHITIH Ta TIEPUHIONPHI); IBOIHHS (4acTO —
aMJIOJIUTIIH).

3 OOKy OpraHiB ciyXy Ta BeCTHOYJIIPHOTO anapary: A3BiH y ByXaxX (HE4acTo — aMJIOJIUIIIH; 4acTo —
HEPUHAONPUIT); BEPTUTO (4aCTO — HEPUHAOIPIII).

3 Ooky cepus: majbmitTamis (4acto — aMJIOAMIIIH; HEYacTo® — MNEepUHAONPWI); Taxikap.is
(HedacTo®* — TEpPUHIOMPWII); CTEHOKapais (ayke PpIAKO — TepUHAONpWI) (AWB. PpPO3.ILT
«Oco0IMBOCTI 3aCcTOCYBaHHA»); 1HGAPKT MiOKapia MOX€ BUHHMKATH BHACTIIOK HAIMIpPHOTO
3HWKEHHS apTepiajbHOrO TUCKY Y MAalli€HTIB IPYMH BUCOKOTO PU3MKY (JIy’Ke PIAKO — aMIJIOJUIIIH
Ta mepuHionpmi) (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAaHHS»); apuTMis (B TOMYy YHCIHI
Opaaukapis, IITYHOYKOBA Taxikapaisd Ta GiOpuisiis nepeacepab) (HEYacTo — aMIIOUIIIH; JTyKe
P1IKO — MEPUHIOTIPHIT).

3 OOKY CyIMH: MPUIUIMBU (YacTO — aMJIOJUIIIH); TINOTEH3is (Ta MOB’si3aHI 3 HEI CHUMIITOMH)
(He"acTo — aMIIOJUIIIH, YacTO — MEPUHIONPWI); NMPHUIUIMBU >XKapy (piIKO* — MEepUHIOTPHII);
BacKyJIT (Iyke piIKO — aMJIOAMIIIH; HedacTo* — mepuHionpui); ¢eHomeH PeitHo (uactoTa
HEBIJIOMa — IEPUHIOTIPYI).




3 OOKy JuXalbHOI CHCTEMH, OPraHiB TPYAHOI KIITKH Ta CEPEIOCTIHHS: 3aaullika (4acTo —

aMJIOAWIIIH Ta TEPUHIONPIII); Kamelb (HeYacTO — AaMIIOJMITH, YacTo — TEePUHAONpPHI);
OponxocmazM (HEYacTo — TMEPUHIONPHUI); €Oo3uHO(IIbHA THEBMOHIA (qyke piako —
HEPUHIOTIPUII).

3 0OKy HUIYHKOBO-KHIIIKOBOTO TPAaKTy: TiMepIuiasig siceH (Iyke piAKo — aMJIOJuIMiH); Oilb y
JKUBOTI (4acTO — aMJIOJIMITIH Ta MEPUHIONPHII); HyJ0Ta (4acTO — aMJIOJMIIIH Ta MEPUHIOIPHI);
OyiroBaHHS (HEYacTO — aMJIOJUIIIH; YacTO — TMEPHHJONPIII); TUCIIENCia (J4acTo — aMJIOAMIIIH Ta
HNepUHAONPWIT); 3MiHA pUTMY nedekamii (YacTo — aMJIOAMIIH); CyXiCTh Yy pOTI (Hedacto —
aMJIOJIMTIIH Ta TEPUHIONPHI); Aiapes (4acTo — amMJIOIUIIH Ta MEPUHIOIPHI); 3amop (4acto —
aMJIOJIMITIH Ta TIEPUHAOIIPHI); MMAHKPEATHT (Iy’Ke PIAKO — aMIJIOAUIIIH Ta MEPUHIONPUI); TaCTPUT
(myXe piIKo — aMJIO/IMITIH).

3 GOKy renaTo0iliapHOT CUCTEMHU: TeTaTUT, KOBTSIHUI (AyKe P1IKO — aMJIOHITIH); IIUTOITHIHUI
abo xomecTtaTMYHHWI Tenatut (Ayxe piako — nepusponpwi) (auB. po3ain «OcobauBOCTi
3aCTOCYBaHHS»); TMIJABUIICHHSA PIBHA IEYIHKOBHUX (EepMeHTIB (MEpEeBaXHO CHPUYHHEHI
X0JIECTa30M) (JIy>Ke PiAKO — aMJIOTUTIIH).

3 OOKy WIKipH Ta MiAMKIPHOT KIITKOBHHHU: aHTIOHEBpOTHYHMI HaOpsk KBiHke (myxke piako —
aMJIOAMIIIH); aHT1OHEBPOTUYHHUI HAOpAK OO0JWYYs, KIHIIBOK, T'y0, CIM30BHX OOOJIOHOK, S3MKa,
TOJIOCOBOT IMITMHHU Ta/ab0 ropraHi (MyXe PIAKO — aMJIOIHWITIH; HEYaCcTO — TEPUHIONPIII) (JIUB.
po3nin «OcoOIMBOCTI 3aCTOCYBaHHS»); MyJbTU(GOPMHA epuTeMa (IyKe PIIKO — aMIIOIUIIH Ta
MEePUHAONPUI); ajlomnelis (He4acTo — aMJIOJIHITIH), nypnypa (He4acTo — aMJIOJUIIiH);
3HeOapBIICHHsS MIKipu (HEYacTO — aMIIOJUIIIH); Tinmeprizpo3 (HEYacTo — aMJIOJIWITIH Ta
NEepUHAONPWIT); CBEpOLK (HEYaCTO — aMIIOIUIIIH, YacTO — TIEPHHJIONPHII); BHUCHII, E€K3aHTEMa
(He4acTo — aMJIOAMITIH; YacTO — MEPUHIONpPWI); KPONMB’SHKAa (HEYacTo — aMJIOJUIIH Ta
nepunjonpui) (auB. po3ain «OcoOIMBOCTI 3aCTOCYBaHHS»); peakiii (OTOUyTIHBOCTI (Ayxe
piIKo — aMJIOgWIiH; HedacTo® — mepuHIompwi), mnemdiroin (He4acTo® — TEpHHIOMPHIN);
MOCWJICHHSI CHMIOTOMIB Ticopiasy (pigko — nepusponpmi); cuaapom CriBenca — JIkoHCOHA (Iyske
piAKO — amIIoAMMiH); eKchomiaTUBHHIA JepMaTUT (IyKe PIIKO — AaMmIIOAWIIH); TOKCHYHUIN
emniiepMaTbHUN HEKpOJIi3 (4acTOTa HEB1IOMa — aMJIO/IMITIH).

3 OOKY ONOPHO-PYXOBOi CHCTEMHU Ta CIOJIYYHOI TKAHUHU: HAOPSK CYrio0iB (HaOpsIK IIHUKOJIOTOK)
(yacTo — aMJIOJMIIIH); apTpairis (HeyacTo — aMJIOJUIIIH;, HeYacTo® — MEpPUHIONPUI); Mialris
(HeyacTo — aMJIOJMIIIH; HEYacTo™ — MEepUHAONPWI); CHa3MU M’s3iB (YacTo — aMIIOAMIIIH Ta
HNEepUHJIONPHUII); OUTb y CIIMHI (HEYacTO — aMJIOIUIIIH).

3 OOKy CEYOBUAUIBHOI CHUCTEMH: MOPYIIEHHS CEYOBUIYCKAHHS, HIKTYpis, MOJakiypis (dacte
CEUOBUITyCKaHHS) (HEYacCTO — aMIIOJIMITIH); HUPKOBA HEIOCTATHICTh (HEYacTO — MEpPUHAOIPHN);
rocTpa HUPKOBa HEAOCTaTHICTh (PIAKO — TEpUHIONPWI); aHypis/onirypis (piako* —
HNEpUHAOIPUIN).

3 OOKY penpoJyKTHBHOI CHCTEMH Ta MOJIOYHUX 3aJl03: €peKTWJIbHA AUCHYHKIIS (Heyacto —
aMJIOJIMIIIH Ta MEPUHONPHI); TIHEKOMACTIs (HEYacTO — aMJIOJIUITIH).

3aranbHi po3JaM Ta PEaKili y MiICIll BBEACHHsS: HAOpsAKH (AyXe YacTo — aMJIOJUIIIH);
nepudepuyHi HaOpsku (HeyacTo® — MEepUHIONPUI); MiJBHILEHA BTOMIIIOBAHICTH (YacTo —
aMJIOAWTIIH); OUTh y TPYIHINA KIITII (HEYaCTO — aMJIOJUIIIH; HEYacTO* — MEepUHIONPHII); acTeHIs
(yacTOo — aMJIOAMITIH Ta MEPUHIONPHUI); OUIb (HEYacTo — aMJIOAMIIIH); HE31yXKaHHSA (He4acTo —
aMJIOMIIIH; HEYacTO™ — MepuHAONPUI); TinepTepMis (He4yacTo™ — mepuHAONPHII).

PesynbpTaTi 1a60paTOPHUX JOCTIJDKEHB: 301IbIIEHHS MACH TiJia, 3MEHIIICHHS MacH Tila (He4acTo —
aMJIOMITIH ); IABHUILEHHS PIBHS CEUOBUHU Y KpOBI (HEUaCTO™ — MEpUHIONPII); MiABUILIEHHS PIBHS
KpeaTuHiHy y KpoBi (HewacTo™* — MepUHIONPUI); MiJIBUILIEHHS piBHS OUITipyOiHy y KpoBi (piIKo —
NEPUHJIONPUI); MIABUIICHHS PIBHS MEYIHKOBUX (EPMEHTIB (PIAKO — MEPUHIOINPHII); 3HUKEHHS
piBHS reMoryio0iHy Ta reMaTOKpUTY (AyKe PiJIKO — HEPUHIOIPHII).




YUIKO/OKCHHS, OTPYEHHS Ta YCKJIAAHEHHS INPU HPOBEJICHHI IPOLEAyp: MajaiHHA (HedyacTo* —
NEPUHIOTIPUII).

*YactoTy Oyso po3paxoBaHO 33 JaHUMH CHOHTaHHHX MOBIIOMIICHb PO TTOOIYHI peakiil, BUSBICHI Y X0/ KIIHIYHUX
JIOCITIIKEHB.

3BIT PO MiJI03PIOBaHi NOO1YHI peakiii

[NoBinomneHHs mpo mobiyHi peakuii micis peectparii JiKapchbKOro 3aco0y Ma€ BEIHKE 3HAYCHHSI.
Lle mae 3Mory MpOBOJMTH MOHITOPHHT CITiBBIIHONMICHHS KOPHUCTh/PU3HK MPH 3aCTOCYBaHHI I[bOTO
JiKapchKoro 3aco0y. MenuuHuM Ta (apMaleBTUYHUM MpaIliBHUKaM, a TAaKOX HamieHTaMm abo
iXHIM 3aKOHHUM MPEACTaBHUKAM CIIiJl TTOBIJOMJIATH MPO YCI BUMAAKH MIJO3PIOBAHUX MOOIYHHX
peakiiiii Ta BiACyTHOCTI epeKTHBHOCTI JIIKAPCHKOTO 3ac00y Yepe3 aBTOMATU30BaHy iH(opMalliiiHy
cucremy 3 (hapMakoHarysiIy 3a mocuiaanusM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poku.

YMmoBH 30epiranus.
30epiratu TabJEeTKH y HIUTBHO 3aKpUTOMY KOHTelHepi. He morpeOye 0co0nmmMBHX TeMmepaTypHHUX
YMOB 30€epiranHs.

YnakoBka.
ITo 30 tabnerox y KOHTEHHepi g TabneTok; mo | KoHTeWHepy ans TaOleTok y KopoOmi 3
KapTOHY.

Kareropis Biamycky. 3a peuentom.

3asiBHHUK.
JIE€ TIABOPATVYAP CEPB’€/
Les Laboratoires Servier.

Micne3Haxoa:KeHHS 3asIBHUKA.
50 pro Kapno, 92284 Cropen cenekc, @paniris/
50 rue Carnot, 92284 Suresnes cedex, France.

Bupoonuk.
Jlaboparopii Ceps’e Ingactpi/
Les Laboratoires Servier Industrie.

Micue3HaxoakeHHs BAPOOHMKA Ta aJpeca Miclsi NPOBA/KeHH HOro AisuIbHOCTI.
905 pyt ne Capan, 45520 XKimi, Opaniist/
905 route de Saran, 45520 Gidy, France.

Bupoonuk.
Ceps’e (Ipnanmis) Inmgactpic JIta/
Servier (Ireland) Industries Ltd.

Micue3naxoakeHHs1 BAPOOHMKA Ta aJpeca Micusl NPOBA/KeHHS HOro AisuIbHOCTI.
[opeit Poyn, Apknoy, Ko. Biknoy, Y14 E284, Ipnanmis/
Gorey Road, Arklow, Co. Wicklow, Y14 E284, Ireland.


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

BupooOnuk.
AH®APM Ilianpuemcteo ®apmaneruune AT/
ANPHARM Przedsigbiorstwo Farmaceutyczne S.A.

Micue3naxoakeHHs1 BAPOOHMKA Ta aJpeca Miclsl NPOBA/IKEHHS HOro AisuIbHOCTI.
ByJ1. AHHOMOJa 6b, Bapmiasa, 03-236, [Tonbia/
ul. Annopol 6B, Warszawa, 03-236, Poland.

V pasi BUHUKHEHHS 3anuTanb 3BepTaiitech 10 TOB «Ceps’e Ykpaina» 3a Ten. (044) 490 3441.

JlaTta octannboro neperasay. 08.07.2025.



