THCTPYKIIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT0 3aC00y

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

Bi-IIPECTAPIYM"® 10 mr/10 mr (Bi-PRESTARIUM® 10 mg/10 mg)

Cknao:
Bi-IIPECTAPIYM® 5 mMr/5 Mr
0itoyi pevyosuHU: IEPUHIOIIPUIY apriHiH/aMIOgUIIiH;

1 TabneTkKa MiCTUTh IEPUHIOONPUIY apriHiny 5 Mr (110 BimmoBigae 3,395 Mr mepuHOONPUIY) Ta
amiioputiny 6ecusnaty 6,935 Mr (1[0 BifoBimae 5 MI aMJIOTHUIIIHY);

Bi-IIPECTAPIYM® 5 mMr/10 mr
010Ul pevyo8uHU: IEPUHIOIPUIIY apriHiH/aMIOOUIIiH;

1 TabneTKa MiCTUTh MEPUHAONIPUIIY apriHiny 5 Mr (110 Bipmosigae 3,395 Mr nepuHEONPUIy) Ta
amoputiny 6ecumnaty 13,870 mr (1o BigmoBimae 10 Mr amnoguminy);

Bi-IIPECTAPIYM® 10 Mr/5 Mr
0oyl peyo8uHU: TIEPUHIOIIPUIY apTriHiH/aMIOOUIIiH;

1 TabneTka MiCTUThL IepUHAONPUIY apridiny 10 mr (1o Bignosifae 6,790 Mr IepHUHIOIPUILY) Ta
amiioputiny 6ecumnaty 6,935 Mr (110 BifmoBima€e 5 MI aMJIOTHUIIIHY);

Bi-IIPECTAPIYM® 10 mr/10 mr
0itoyi peyosuHU: IEPUHIOIIPUITY apTiHiH/aMIOOUIIiH;

1 TabneTKa MiCTUTh TepUHAONPUIY aprininy 10 mr (1o Bignmosigae 6,790 Mr mepuHOONPHUIY) Ta
amoputiny 6ecunaty 13,870 mr (1o BigmoBimae 10 Mr amnoguminy);

0onoMidCcHI pe4o8UHU: TAKTO3W MOHOTripaT, MarHiio crteapar (E 470B), mentono3a MiKpOKpHUCTatiyHa
(E 460), kpeMmHito miokcup Komoimaui 0e3poguuii (E 551).



Jlikapcbka ¢popma. TabneTku.
OcHosHI (i3uko-xiMiuHi 81aCMUBOCMI:

Bi-TIPECTAPIYM® 5 mr/5 Mr: 6if10oro Kobopy, AoBractoi GopMu TabieTka 3 TACHEHHAM 5/5 3 OAHOTO
00Ky Ta =ls izmoro.

Bi-TIPECTAPIYM® 5 mr/10 mr: Gijtoro Konsopy, KBagpaTHol hopMu TableTka 3 THCHeHHSM 5/10 3
omHOTO GOKY Ta (%]3 izmoro.

Bi-TIPECTAPIYM® 10 mr/5 Mr: GiJIoro Konsopy, TpEKyTHOI popmu TabneTka 3 TuCHeHHAM 10/5 3
ogHOTo OOKy Ta (x]3 irmmoro.

Bi-TIPECTAPIVM® 10 mr/10 mr: 6in0oro Konsopy, Kpyrioi ¢opmu TabneTka 3 THCHeHHaM 10/10 3
ogHOTO OOKY Ta (*Js izmoro.

dapmakoTepaneBTHYHA rpymna. [uriditopu AII®, kombinauii. Iuribitopu AII® Ta 61oKaTOPU
KasblieBux KaHaiiB. [lepungonpun ta amnoguinid. Kog ATX C09B B04.

dPapmakono2iuHi e1acmueocmi.

®apmakoduHamika.

Ilepundonpun
MexaHi3M mii

[Tepunmonpun - iHribiTop pepMeHTy, KUl IePeTBOPIOE aHTiOTeH3UH I B aHTioTeH3uH 11
(anrioTeH3MHIIEPETBOPIOBaNbHUE hepMmeHT AII®). IlepeTBoproBanbHUE hepMeHT, abo KiHa3a, 11e
eK30TIelTH/a3a, IKa POOUTH MOXK/IMBUM II€PETBOPEHHS aHTiOTEH3UHY [ y CyAMHO3BYKyBaIbHUM
aHrioTeH3uH II, a TaK0XK CIIpHUYMHSE PO3Maf Ba3oAunaTaTopa OpaguKiHiHy 0 HEaKTHBHOTO
rentanenTuny. IarioyBanasa AII® mpu3BOAUTH 0 3MEHIIEHHS KOHIIEHTpallii aurioteH3uny Il y
1a3Mi KpoBi, 1110 MiABUIYE aKTUBHICTh PEHIHY Y I1JIa3Mi KPOBI (3a paXyHOK IIPUTHIYEeHHS
HETaTUBHOTO 3BOPOTHOTO 3B’SI3Ky BUBIIbHEHHS PEHiHY) Ta 3HUKYE CEKPELIil0 albI0CTEPOHY.
Ockinpku ATI® iHakTUBY€e OpafukKiHiH, iHTiOyBaHHS AII® TaK0XK MPHU3BOAUTH [0 MiBUILEHHS
aKTHBHOCTI IIUPKYJII0I0401 Ta MicCI[eBOl KaiKpeIHKiHiHOBOI CUCTeMH (i TAaKMM YMHOM TaKOXK
IPU3BONUTH OO aKTHUBAllll CUCTEMH IIpoCTarjaHfarHiB). Lleil MexaHi3M [ii 3yMOBITIOE 3HUXKEHHS
aprepianbHOro TUCKY iHribiTopamMu AII® i 4aCTKOBO BigmOBifa€ 3a MOSIBY AeSKUX MO0iYHUX ePeKTiB
(HampuKiaf Kallljlio).

[TepuHpmoNpU fie yepes CBilt akTUBHUM MeTabOIT - mepuHgonpuiar. [Hir Xk MeTabosiT He
IEeMOHCTPYIOTh aKTUBHOCTI B iHriOyBanHi AII® B eKCcIleprMeHTaIbHUX YMOBaX.

Kniniyna ebekTHBHICTh Ta 6e3meka

ApTepianbHa rinepTeH3id.

[TepuHpmonpun eheKTUBHO 3HUKYE apTepiaTbHUAN TUCK IIPY BCIiX CTYIEHSX apTepialbHOI rinepTeHsii:
JIETKOMY, TIOMIPHOMY Ta TSXXKOMY; 3HUKEHHS CACTOJIIYHOr'0 Ta AiaCTOJIIYHOT0 apTepiaTbHOI0 TUCKY



CHOCTepiFaGTBCH AK'y MIOJIOKEHHI HaLIiGHTa nexayd, Tak i y TIOJIOXKEHHI CTOSYH.

[TeprHOONIPUII 3MEHIIYE OTip NeprudepUudHNX CyOuH, 0 IPHU3BOAUTH 0 3HUKEHHS apTepialbHOTO
TUCKY. BHACNigoK 1IbOT0 30iNMbIIy€ETHCS MepUPEePUYHL KPOBOTIK 6e3 BIIMBY Ha 9YaCTOTy CEPIIEBUX
CKOPOYEHb.

4K mpaBuo, 36iNMbIIyETHCS i HUPKOBUM KPOBOTIK, TOMI K IIBUAKICTH KITy00uKOBOI1 inbrpanii (LIKP)
3a3BUYall He 3MIHIOETHCS.

MaxkcumanbHUAY aHTUTINEPTEeH3UBHUN e(eKT PO3BUBAETHCS yepe3 4 - 6 TOOUH Mic/ig OQHOKPATHOTO
npuiioMy Ta 30epiraeThcs moHaliMeHIe 24 roguHy: criBBigHomeHHs T/P (edeKTUBHICTE epen
IIPAOMOM HaACTYIIHOI A031/ MaKCuMalbHa e()eKTUBHICTh) IepUHAONPUIY CTaHOBUTE 87 - 100 %.

ApTepianbHUY TUCK 3HUXKYETHCS IIBUOKO. Y IAIll€HTIB, SKi BIATIOBIIA Ha NiKyBaHHS, HOpMaJli3alisi
apTepianbHOTO TUCKY BinOyBaeThCs MPOTATOM MicsIlsd Ta 30epiraetbcst 6e3 BUHUKHEHHS TaXiinakcii.

Y pa3i npunuHeHHS 3aCTOCYBaHHS NEePUHOONPWIY e(eKTy BifMiHM He BUHUKAE.
[TepuHOOIPUN 3MEHIIYE TiTePTPOdito JTiBOr0 MUIYHOUYKA.

KriHiuHi goCmigXKeHHS OOBENH, 110 IePUHAONPUI Ma€e CyIXNHOPO3IINPIOBaIbHI BIaCTUBOCTI. Bin
IIOKPAIIy€e eJaCTUYHICTh BeJIMKUX apTepiil Ta 3MEHIIY€E CIiBBiIHOLIEHHS TOBIIUHYU CTiHKU [0 IIPOCBITY
CyOVHY y MaJIUX apTepiu.

3anobiraHHs cepleBO-CYIUHHUM YCKIIaIHEHHSIM V MallieHTiB 3 JOKYMEeHTOBaHOI cTabinbHOom0 IXC.

EUROPA - 11e MixKHapogHe MyIbTHLIEHTPOBE PaHIOMi30BaHe MOABiKHE CIline manedo-
KOHTPOJIbOBaHe KJIiHiYHe NOCTiXKeHHSs, sKe TpuBao 4 poku. 12218 gopocnux mauieHTiB 6ynu
paHpgomizoBaHi Ha rpynu: 6110 namieHTiB npuiMany 8 Mr IepUHIOIPUIY TepTOyTUIaMiHy (1110 €
€KBiBaJIeHTHUM TepUHAONpUiy aprininy 10 mr) ta 6108 nauienTis npuiimanu niane6o. Y
moCTimKeHHi Opany y4acTh MallieHTH 3 MiATBEPAKEHOI0 ineMigyH0i0 XBopo6o1o ceplid Ta 0e3 KIiHi4HO
migTBepHKeHo1 cepiieBol HegocTaTHOCTI. 3aranoM 90 % MmallieHTiB mepeHecy B aHaMHe3i iHhapKT
MioKapza Ta/abo omepartito 3 peBacKynspu3aliii. binbuiicTs maiienTiB y gocmigKeHHi oTpuMyBaa
IIEPHUHIONPUI Ha JOMATOK M0 CTaHJAPTHOI Tepallil le3arperaHTaMu, TiloJinigeMidyHUMU
mpenapaTamMu Ta B-6710KaToOpaMH.

[oToBHUMU KPUTEPisIMHU OITiHKY e(heKTUBHOCTI Oys1a KoMOiHOBaHa TOYKA: CEPILIeBO-CYAMHHA
JIeTalbHICTh, HeNeTanbHuM iHQapKT MioKapaa Ta/a00 3ynuHKa ceplis 3 MOJabIIUM YCIIIIHUM
3anmyckoM. Pe3ynbTaToM Teparil NeprHOONPUILY TepTOyTHIaMiHOM y 031 8 MT (1110 € eKBiBaJIeHTHUM
epUHAONPUIY aprininy 10 Mr) oguH pa3 Ha JeHb CTaJl0 JOCTOBipHE a0COJIOTHE 3MEHIIEHHS
ITOKa3HMWKAa ITePBUHHOI KiHIIEBOI TOUKM [OCTimXKeHHS Ha 1,9 % (3MeHIIeHHs BiTHOCHOTO PU3UKY Ha
20 %, 95 % CI [9,4; 28,6] - p<0,001).

Amao00uniH

Mexani3M mii

Awmnopuriz € iHri6iTOpOM MOTOKY i0OHIB KaJIbIliio, 0 HANEXUTh 40 I'PYIH AUTIIPOMipUANHIB
(610KaTOP MOBITbHUX KalblliEBUX KaHalliB ab0 aHTAroOHICT i0HIB KasbIliio) Ta 6JI0Ky€E
TpaHCMeMOpaHHUI MOTIK i0HIB Kasbllilo A0 KIITHH TMIafiKUX M’s13iB MioKap/a Ta CyAuH.

MexaHi3M aHTUTIEPTEH3UBHOI [Iil aMIOAUIIIHY 3yMOBJIEHUY MPSIMOI0 PEaKCyI40l0 €0 Ha TagKy
MYCKYJIaTypy CyAuH. TOUHMY MeXaHi3M, 3a JOIIOMOI0I0 SKOr0 aMJIOAUIIIH 3MEHIIY€E IIPOSBU



CTeHOKapI[ﬁ, MMOBHICTIO HE BU3HAYEHO, ajle aMJIOOUIiH 3MEHIIIY€ 3arajibHy ineMiro HaBaHTaXKEeHHSI
3aBISIKM TAKUM [IisIM:

- Amnogunid po3umpioe nepudepuyHi apTepioy i TaKUM YMHOM 3HUXKYE 3aralbHUN
nepudepuyHuY omip (ocTHaBaHTaXeHH). OCKIIbKY 94acTOTa CepIeBUX CKOPOUYEHb He 3MIiHIOETHCS,
3HUKEHHS HaBaHTaXKeHHS Ha ceplie 3MEHIITY€e CII0KUBAaHHS eHepril MiokapgoM Ta #oro notpeby y
KV CHI.

- AmopuIiH TaKOXK YaCTKOBO CIIPHUSE PO3IIMPEHHIO T'OJIOBHUX KOPOHAPHUX apTepiy Ta KOPOHapHUX
aprepion K y He3MiHEeHUX, Tak i B ilemizoBaHuX 30Hax MioKappaa. Taka guiaTallis 36imbIIye
Ha[XO[XKeHHS KUCHIO [0 MioKap[a y XBOPUX Ha Ba30CHaCTUYHY CTEHOKapPAilo (CTeHOKapHis
[TpuHIMeTana abo BapiaHTHa CTeHOKapMis).

Krigiyda eeKTUBHICTE Ta Oe3meka

Y nmatieHTiB 3 apTepianbHOIO TiepTeH3ie0 MpUitoM aMJIOAUIIiHY OfUH pa3 Ha no0y 3abe3neuye
K/IIHIYHO BUpaXkeHe 3HUXKEHHS apTepiaJibHOr0 TUCKY IPOTATOM 24 TOfUH K Y [I0JI0KEeHHI IaljieHTa
JleKa4H, Tak i B MOJI0XKEHHI CTOAYM. 3aBASKY MTOBIIPHOMY IIOYATKY Ail aMJIOOUIIIH He CIPUYNHSIE
TOCTPOL TimOTeH3il.

Y matieHTiB 3i CTeHOKapi€lo MpHUOM aMJIONUIIIHY OOWH pa3 Ha AeHb 30i/blIye 3aralbHUM Yac
Gbi3nyHOrO HaBaHTaXXEHHS, YaC 00 BUHUKHEHHS Hallafly CTeHOKapHil Ta Yac IO BUHUKHEHHS Jenpecil
cermenTy ST Ha 1 MM, 3HMKYE YAaCTOTYy HallafliB CTEHOKAPii Ta 3MeHIIye MoTpedy y 3acTOCYyBaHHI
HITPOTJIillepUHY.

3 mpuitoMOM aMJIOIUITIHY He OB’ s13aHi Oyab-sIKi HeraTuBHI MeTaboiuHi mposiBu a60 3MiHU PiBHS
JinigiB y ma3Mi KpoBi, TOMY #Oro MOXKHa 3aCTOCOBYBATH IalliEeHTaM 3 aCTMOI0, I[yKPOBUM fiiabeToM
Ta IOJAarpoxo.

ImemiyHa xBopoba cepis (IXC)

EdekTuBHICTh aMIOUIIIHY y 3arnobiraHHi KIiHiYHUX MOAiN Y MallieHTiB 3 ilmeMigyH010 XBOP06OI0 CepIs
(IXC) 6yno omiHeHO y He3aIeXHOMY MYJIbTUIIEHTPOBOMY PaH0Mi30BaHOMY IIO[IBINHOMY CIIiIIOMY
n1a11e00-KOHTPOJIbOBAHOMY [OCIifKeHHi 3 yuacTio 1997 maiiienTiB - [TopiBHIHHS aMJIOOUIIIHY [0
eHaJanpuiy momo ooMexkeHHs BunaakiB Tpom6o3y (CAMELQOT). [IpoTsrom 2 pokiB 663 mallieHTu
IIpUMMasy aMJIOOUIiH y 7031 5 - 10 Mr, 673 namieHTy npuiManu eHananpun y f7o3i 10 - 20 mr ta 655
TallieHTiB mpuiiMany niamne6o Ha JOJaTOK [0 CTAaHAAPTHOI Teparii ctaTuHaMu, B-6110KaTopamy,
miypeTrkaMmu Ta acripuHoM. OCHOBHI pe3ynbTaTu 3 e(eKTUBHOCTI HaBeleHO Yy TaOnulli HuxK4ve.
Pe3ynbTaTu cBimYaTh IPO Te, L0 JIiKyBaHHS aMJIOAUIIIHOM OyJy10 OB’ I3aH0 3 MEHIIO0 KiTbKiCTIO
BUII[IKiB rocCIiTai3allii 3 IpuBOAY CTEHOKAPAil Ta onepalliii peBacKyasapu3allil y marierTis 3 IXC.

KinpKicTh BUIIaAKiB 3HAYHUX KIIIHIYHUX pPe3ysbTariB y pgociigxkenHi CAMELOT

JacToTa KapIioBaCKy/IsIPHHX MOgiH, KinbKicTh (%) AMJIOOMITIH VS IITanedo
PesynrTaTu Avronumnia [[Inare6o Enananpun |BifHOCHUY DU3MK |p
95 % Cl 3HAYEHH]

[lepBUHHA KiHUEB8d MOYKd

Hebaxxani
KapmioBackynsapwi momii  |110 (16,6) 151 (23,1) 136 (20,0) 0,69 (0,54-0,88) 10,003




Okpemi cknadosi

KopoHapHa 78 (11,8) 103 (15,7) |95 (14,1) 0,73 (0,54-0,98) 10,03
PeBacKyIapu3alisa

['ocmitamnizartii 3 mpusoxay |51 (17,7) 84 (12,8) 86 (12,8) 0,58 (0,41-0,82) 0,002
CTeHOKapil

Henertanbauii iHpapKT 14 (2,1) 19 (2,9) 11 (1,6) 0,73 (0,37-1,46) 10,37
MioKapma

[HCynbT abo TpaH3uTopHal6 (0,9) 12 (1,8) 8 (1,2) 0,50 (0,19-1,32) 0,15
inmeMidHa aTaka

KappioBacKyJisipHa

eTabHIiCTh 5 (0,8) 2 (0,3) 5(0,7) 2,46 (0,48-12,7) 10,27
[ocmiTamnizailiil 3 TpuBOIY

3aCTifHOI cepIieBoil 3 (0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2,47) 10,46
HeIOCTAaTHOCTI

3ynuHKa cepls 3

[OAJIbIINM 3aIlyCKOM 0 4 (0,6) 1(0,1) . 0,04
Brepiiie BUSBIEHI 2,6 (0,5-13,4)
3aXBOPIOBaAHHS 5 (0,8) 2 (0,3) 8 (1,2) 0,24

nepuepuyHUX CyIuH

CeplieBa HeIOCTaTHICTb

HocnimKeHHs TeMOAUHAMIKY Ta KITiHIYHI JOCTiAXKEeHHS 3 KOHTPOJIeM HaBaHTaXKeHHS 3 y4acCTIo
IallieHTiB i3 cepreBolo HeJocTaTHiCTo, pyHKIioHanbHuM Kiac II - IV 3a NYHA, nokasanu, mo
aMJIO[UIIIH He IIPU3BOAMB [0 KJIIHIYHOTO MOTIPIIeHHS 3a pe3yJibTaTaMy [I0Ka3HUKIB IEPEHOCUMOCTI
GisnYyHUX HaBaHTaXKeHb, (PpakIlielo BUKUAY JIIBOTO LITyHOUYKA Ta KJIIHIYHOK CUMITOMATUKOIO.

MerToto nane60-KoHTponboBaHoro mociimxkeHHs: PRAISE Oyra oIiHka BIIJIMBY aMJIOAUIIIHY Ha
IAIlEHTIB i3 CeplLeBOI0 HeJOCTaTHICTIO, GyHKIioHanbHUM Kiac III - IV 3a NYHA, axi npuiimanu
IUTOKCHH, IiypeTHKu Ta iHribiTopu AII®. [TlocmigKeHHS II0Ka3ao, 10 3aCTOCYBAHHS aMJIOJUITiHY He
IIPU3BETIO [I0 MigBUILEHHS PU3UKY JETaIbHOCTI ab0 MigBUIIIEHHS PU3UKY
3aXBOPIOBAHOCTI/NIETAIbHOCTI, ITOB’I3aHUX i3 CepleBO0 HEJOCTaTHICTIO.

PRAISE-2 - moBrotpuBase mianebo-KOHTPOIbOBAHE OOCTiAKeHHs. MeTa [OCTiIXKeHHS - OLiHUTH
BIIJIUB aMJIOAUIIIHY Ha Talli€HTiB i3 CeplieBOI0 HeJOCTaTHICTIO, GpyHKUIioHanbHuM Kiac III - IV 3a
NYHA, 6e3 kniHiyaux cuMnToMiB ab6o 00’€KTUBHUX OAHUX, SIKi MiATBEPAXKYIOTH a0 J1eKaTh B OCHOBI
imemiuHoi xBopoOu. [TanienTH, SKi 6panu y4acTh Y HOCTiAKEHHi, TpUBaIuN Yac mpuiiMany iHribitopu
ATl®, npenapaTu QUriTasicy Ta OlypeTUKU. [OCIigKeHHs [10Ka3aslo, 10 aMJIOOUIIIH He BIJIMBAE Ha
3arajabHy KapOioBacKyIsPHY JIETANIBHICTh. Y paMKax JOCTiIKeHHS IPUIOM aMJIOOUIIiHY acollifoBaBCs
i3 ImimBUIIEHHSM KiTbKOCTI IMOBiHOMITeHb ITPO HAOPSK JTeTeHiB.

ALLHAT - gocnigKeHHS Pi3HUX THUIIIB JTiKyBaHHS [OJId MMONEPeIKeHHI CeplieBUX HalaliB

PanpgoMmi3zoBaHe MofBiliHe CIlille JOCTiAXKeHHS 3aXBOpioBaHOCTi/meTanbHOCTi ALLHAT
(AHTUTITEPTEH3UWBHE Ta TiNoJiNnigeMiuyHe TiKyBaHHS Oy TPOQiNakTUKK CEPLIEBUX HaIaMdiB)
IIPOBOIOUJIOCS Y TALi€HTIB 3 JIETKO i IOMIPHO apTepianbHOI rinepTeH3i€r A1l NOPiBHAHHS
Cy4YaCHUX TepaleBTUYHUX 3aco0iB: aMyIonuminy y gosi 2,5 - 10 Mr/meHs (6710KaTOp KasbIlieBUX
KaHasiB) abo nmisuHompuny y mo3i 10 - 40 mr/gens (iHribitop AII®) sik Tepamil nepioi ninii Ta
Tia3UAHOTO AiypeTHKa XJI0pTalifoHy y fo3i 12,5 - 25 Mr/geHs.

Y mocnipxenHi Opanu ydyacTs 33357 malieHTiB 3 apTepialbHOIO TinepTeH3ieio BikoM Bif 55 pokiB, ki
crocTepiranucs B cepegHboMy poTarom 4,9 poky. [TamienTu Manu xo4a 60 oguH OOOAaTKOBUMN
KapIioBaCKyIIpHUY (PaKTOP PU3UKY, Y TOMY YUCIIi: TONepeaHii iHdapKT Miokapma abo



iHCynIBT > 6 MICSIIiB O BKJIIOYEHHS Y OOCTiIXKeHHs ab0 migTBepaKeHHS iHIIIOTo
aTepOCKJIEPOTUYHOTO CEPIIEBO-CYAUHHOT0 3aXBopioBaHHs (3aranmoM 51,5 %), miabet II tumy (36,1 %),
oucninigemito JIBII (nimompoTeigu BUCOKOI tinbHOCTI) < 35 mr/on (11,6 %), rinepTpodiio niBoro
IIJTYHOYKa, 1110 OyJ1a BCTaHOBJIEHA Ha eJleKTpoKapAaiorpaMi abo mif yac exokapaiorpadii (20,9 %),
nanigag (21,9 %).

[TepBuHHA KiHIIeBa TOYKa JOCTigxKeHHS Oyila KOMOiHOBaHOIO i CKJlafianacs 3 JIeTalbHUX YCKIagHEeHb
IXC abo HeneTtanbHOro iHpapkTy Miokapaa. CTaTHCTUYHO OOCTOBIPHOI Pi3HMUIIL 3a TOKA3HUKaMHU
IIepPBUHHOI KiHIIEBOl TOUKHK MiXK Tepalli€io Ha OCHOBI aMJIOAUIIIHY Ta Tepali€eio Ha OCHOBI
XJIOPTaJifloHy He BUSBJIEHO: BimHOoCcHUM pu3uk 0,98, 95 % CI(0,90 - 1,07) p=0,65. [llomo BTOPpUHHUX
KiHIIEBUX TOYOK, TO YaCTOTa BUHUKHEHHS CeplieBOoi HEJOCTATHOCTI (CKIafmoBa KOMOiHOBaHOI CEPIIeBO-
CYIUHHOI KiH1IeBOI TOYKM) OyJia OCTOBIpHO BUIIOIO Y TPYIIi, [0 TpHMaia aMIOAUIIIH, TIOPiBHSIHO 3
rpymnoso, 1o npurMana xiaopraiifoH (10,2 % npotu 7,7 %, BigHOCHUY pusuk 1,38, 95 % CI

[1,25 - 1,52] p<0,001). Oguak He Gyno Bif3HaYeHO OOCTOBIPHOI Pi3HMUIIL 3a JIETANIbHICTIO 3 OYOb-IKUX
IIPUYMH MiX Tepallielo Ha OCHOBL aMJIOUIIHY Ta Tepalli€elo Ha OCHOBI XJIOpTaliflony (BiZHOCHUYU
pusuk 0,96, 95 % CI [0,89 - 1,02] p=0,20).

Baacmueocmi cniabHi a5 nepuHdonpusiy ma am/ao00uniHy

HocnigxeHHsT 3aXBOpioBaHOCTI Ta jeTanbHOCTI ASCOT-BLPA (AHTI0-CKaHOWHABChKE AOCIiXKEeHHS
KapAioBacKyISPHUX HACIIOKIB - aHTUTiNepTeH3UBHA TinKa) 0yJI0 IpoBefieHo 3 y4acTio 19257
mallieHTiB BikoM Bifg 40 mo 79 poKiB 3 rinepTeH3ielo Ta HasgBHICTIO MOHaKWMeHIIe 3 i3
HUXKYeHaBeOeHUX KapaioBacKyIsIpHUX (paKTOpiB pu3UKY: rimepTpodis niBoro HUIyHOYKa (BUSBIIEHA
3a ganumu EKT a6o exokappiorpadil), iHImi BigxumeHHs, BUSIB/IeH] Ha eIeKTPOKapAiorpaMi, IyKpoBUM
miabet II TuIy, 3aXBOPIOBAHHS MepubEPUYHUX apTepiil, TepeHeceHuit iHCyIbT a00 TPAaH3UTOPHA
ilmemiyHa aTaka, 4oj0Bida CTaTh, BiK Bifg 55 pokiB, MikpoansOyMiHypis abo mpoTeinypis, masiHHS,
CIIiBBIIHOILIEHHS PiBHS 3arajibHOr0 XOJIECTEPUHY IIJIa3MHU OO0 XOJIECTEPHUHY JIIONPOTElAiB BUCOKOI
mrineHOCTI (JIBIII) 6 i Ginbile, ciMeliHUIM aHaMHE3 paHHbBOT'0 BUHUKHEHHS IXC.

OCHOBHOIO METOIO IOCTiAKEHHS OYJI0 OI[iIHUTH Ta MOPIiBHITH NOBTOTPHUBAJIL BIIJIUBU IBOX PEKUMIB
aHTUTiNEePTEeH3UBHOI Tepalil Ha KoMOiHOBaHY KiHIIEBY TOYKY - HeJleTalnbHUM iHhapKT MioKapaa
(BkmroYaroun 0e3CUMITOMHUY iH(MapKT MioKapaa) Ta JeTalbHi YCKIagHEHH] imeMigHo0i XxBopoOu
cepus (IXC), - a came ammoguminoM y KoMOiHaIlil 3 TepUHIONPUIIOM, SKUU HOHaBaBCcs y pasi
He0OXimHOCTI 3HMKEHHS TUCKY, IIOPiBHSHO 3 Tepalli€io aTeHoJI0IoM Y KoMbiHallii 3 fiypeTukoM
6enmpodIyMeTia3umoM, 110 f0fiaBaBCcs y pa3i HeoOXiMHOCTI 3HUKEHHS TUCKY.

V xiHni gocnmigkeHHs GinmbImicTs maiieHTiB (78 %, 14974 3 19242) oTpuMyBaju IOHaMeEHIIIE OBa
aHTUTiNepTeH3uBHi 3acobu i mumie 15 % (1401 3 9634) Ta 9 % (857 3 9608) oTpumyBanu
MOHOTEepAaIin aMIOIUIIIHOM Ta aTeHOI0I0M BiAIOBIAHO.

HocnimxeHHs 0Y710 JOCTPOKOBO IPUIIMHEHO B CEPEOHLOMY Yepe3 5,5 POKY CIIOCTepeKeHb 3a
pimenusaM Papgy 3 MoHiTOpUHTY faHux 3 6e3neku (Data Safety Monitoring Board - DSMB), ockinbku
CIlocTepirasacsd 3Ha4HO BUIIA JIETAIbHICTS Y I'PYIIL, e 3aCTOCOBYBalaCh Teparis Ha OCHOBI
aTeHOJI0NY, ITOPIBHAHO 3 TPYIIOI0 3 3aCTOCYBaHHS aMJIOOUITIHY.

3a pe3ynbTaTaMu JOCIIIIKEHHS Bij3Ha4ar0Ccsd HeJJOCTOBipHE 3HMKEHHS IIePBUHHOI KiHIIEBOI TOUKH,
1110 CKJIafajacs 3 HeJeTaabHoro iHdapKTy Miokapaa (BKIo4aoyu 6€3CUMITOMHME iHQapKT
MioKappa) Ta JleTallbHUX yCKIagHeHb imemiunol xBopoOu cepus (IXC) Ha 10 % y rpymi mauieHTis, aki
3aCTOCOBYBa/I KOMOiHAIlil0 aMJIONUITiH/TIEPUHIOIIPUII, TIOPIiBHSHO 3 TPYIIOI0
areHorsnon/6enppodnymeTiazug. OgHAK CIIOCTepiranocs NOCTOBipHE 3HWXKEHHS BCiX MOKAa3HUKIB
BTOPUHHUX KiHIIEBUX TOYOK (3a BUHSITKOM JIETAJIbHOI Ta HeJleTalbHOl CeplieBol HeOCTaTHOCTI) ¥
rpymi nauieHTiB, SKi OTPUMYBaIU aMJIOAUIIH/TIepUHIOIPHUIL.



Kinnesi Touku:

BropuHHi KiHIIeBi TOUkH  |[3HMKEHHS [95 % CI [p
[BimHOCHOT 0 PH3HKY

Henetanpaul iHhapKT 13 % 0,76 - 1,00 0,0458

MioKapza (KpiMm

6e3CUMIITOMHOT0) JIeTabHa

[XC

3aranmbHa KOpoHapHa KiHueBa |13 % 0,79 - 0,96 0,007

TOYKa

KoponapHi mopii Ta BTpy4anus|16 % 0,78 - 0,90 <0,0001

JleTaJIbHICTh 3 YCIX IPUYUH 11 % 0,81 - 0,99 0,0247

Cep1ieBO-CyiMHHA JIETaIbHICTh |24 % 0,65 - 0,90 0,0010

UleTanbHUM Ta HeneTanbHuU |23 % 0,66 - 0,89 0,0003

iHCYJIBT

JleTanbHA Ta HeleTalbHA 16 % 0,66 - 1,05 0,1257

cepiieBa HeOCTaTHICTh

dapmakoKiHemuka.

OIBuAKIiCTE Ta CTyIiHb BCMOKTYBaHHS [IEPUHIOIPUITY Ta aMJIOAUIIHY SIK MOHOIIpenapariB, Tak 1 y
cknafi Gikcosanol kombinamii Bi-TIPECTAPIVM® foCTOBIpHO HE Biflpi3HAIOTHCS.

Ilepundonpun

AGcop0biris

[Ticns mepopaibHOTO MPUKAOMY MEPUHAONPHUII MIBUAKO BCMOKTYETHCS, MaKCMaJlbHa KOHIIEHTPAaLis Y
IIJIa3Mi KPOBi focsATaeThCsa NpoTaroM 1 rogunu. [lepion HamiBpo3nany IepUHOONPUIY Y IJIa3Mi KPOBi
CTAaHOBUTH 1 roguHYy.

[Tepunpomnpun € mponikaMu. 27 % Bif 3arajbHOI KiTbKOCTI IPUUHSATOTO IEPUHAOIIPUILY OOCATAE
KPOBOTOKY y BUTJISIi aKTUBHOT'O MeTa0OoJIiTy - mepuHaonpuiaTty. KpiMm akTuBHOT0 MeTabomiTy
NIepUH[IOIPUIATY, IIpernapaT YTBOPIOE 5 MeTaboIIiTiB, IKi € HeaKTUBHUMHU. MaKcuMasbHa
KOHIIEHTpAllid IepUHAONPUIATy y IIa3Mi KpPOBi OCATAEThCS 4epe3 3 - 4 TOAUHY MiC/s IPULUOMY.

[TpuitoM iXi 3MEHINy€e TePEeTBOPEHHS NEPUHAONPIITY V IEPUHIOIPUIIAT, OTKE, 3MEHIIYETHCS HOTO
6iomocTynHICTh, TOMY HOOOBY H0O3Y MEPUHAOMPHUIILY apTiHiHy PEKOMEHAYEThCS MPUNMATH OJHOPA30BO
BpaHIIi Iepeq if0io.

Poznopin

Bin3nadaeThcs MiHiMHA 3a/IeKHICTh MiXK 403010 IEPUHAOIPUITY Ta UOr0 KOHLIEHTPAIJE y I1a3Mi
KpoBi. O0’eM pO3MOMiNy He3B I3aHOT0 IEPUHAONPUIATY CTaHOBUTH Mpubnu3Ho 0,2 11/Kr. 3B’93yBaHHSA
epUHIONPUIATY 3 OinKamu mna3Mu cTaHOBUTE 20 %, TOJTOBHUM YHHOM 3
aHTiI0TEH3WHIIEPETBOPIOBAIbHUM (PepPMEHTOM, ajie el TOKa3HUK € N0303aIeXKHUM.

BuBenenusa

[TepuHponpunIaT BUBOOUTLCS i3 ceuero. [lepiom oCcTaTOYHOIO HaliBBUBEAEHHST HE3B sI3aH01 (pakKIlil
CTAHOBUTH MpubIu3H0 17 roguH. CTamis piBHOBaXKHOI KOHIIEHTPAIIil ¥ IIJ1a3Mi KpOBi HacTae yepes 4
OHI Bil MOYATKY JIIKyBaHHS.



BuBeneHHS NEePUHOONPUIIATY YIIOBIIBHIOETHCS Y MALlIEHTIB JITHHOTO BiKY, a8 TAKOXK y HAII€HTIB i3

cepIeBo abo HUPKOBOI HEIOCTATHICTIO (AuB. po3ain «OcobIuBOCTI 3aCTOCyBaHHS»). ToMy
3BUYaliHEe MeIUYHE CIIOCTEPeXKeHHs Oyae BKIIIOYATH YaCTUM MOHITOPUHT PiBHS KpEaTUHIHY Ta KaJlilo.

[le4yiHKOBa HEIOCTATHICTD
Hiami3Huii KJIipeHC nepuHponpunarty - 70 Mi/xs.

KiHeTrKa nepuHAONPUIY 3MIHIOETHCS Y XBOPUX Ha LMPO3 IEYiHKU: TeYiHKOBUU KJTipEHC
IePUHOONPUILY 3MEHIIYEThCA BABidi. OgHAaK KiNbKiCTh IEPUHOOIPUIIATY, 110 YTBOPIOETLCS, HE
3MeHmyeThCsA. OTXKe, TAKUM XBOPUM He MOTPiOHO KOPUTYBaTH [03Y (AuB. po3nin «OcobnuBocTi
3aCTOCYBaHHS»).

Ama00uniH

AGcop011isi, po3momin, 38’s13yBaHHS 3 GiKaMy IIa3Mu

[Ticns mepopanbHOTO MPUIOMY TEPANeBTUYHUX 103 aMJIOAUIIIHY BiH foOpe BCMOKTYETHLCS i mocsrae
MaKCHMaJIbHOI KOHIIEHTpallil y KpoBi uepes 6 - 12 roguH micnsg npuiiomy. A6comoTHa 6i0J0CTYIIHICTD
CTaHOBUTSH Biff 64 1o 80 %. O6’eM po3moAiny cTaHOBUTD MpuOnu3Ho 21 n/kr. [JocmigKeHHS in vitro
IPOJEMOHCTPYBAJH, 0 nIpubnu3uo 97,5 % MUpPKyI0i090ro B KPOBi aMJIOAXIIIHY 3B’ A3YETHCS 3
OiNKaMu IJIa3MH.

[Tpuiiom 1xi He BIJIMBa€ Ha 0i0OJOCTYIHICTh aMJIOTUIIIHY .

BioTpancdopmairis/BuBeneHHsS

[Tepion HamiBBHMBeEeHHS i3 M1a3MU KPOBi CTaHOBUTL IPUOIKU3HO 35 - 50 rofuH, 110 Ja€ 3MOTy
Ipu3HayvaTH IIpernapaTt OAuH pa3 Ha f00y.

AMJTOfIUTIiH TOJIOBHUM YMHOM MeTaboJli3yeThCs y IEUiHIli 3 YTBOPEHHSAM HEaKTUBHUX MeTaboIiTiB. 60
% MeTabo0iTiB BUBOAUTLCA i3 cedero Ta 10 % - y He3MiHEHOMY BUTTIALI.

[NanieHTH MTHHOTO BiKY. Yac HOCATHEHHS MaKCUMaJIbHOI KOHIIEHTpallil aMJIOJHUIIiHY V IIJIa3Mi KPOBi y
XBOPUX JIITHBOT'O BiKy Ta MOJIOLOIINX ITAII€HTIB € OMHAKOBUM. Y MALI€HTIB JIITHHOTO BiKy BiI3HAYAETHCA
TEeHIEHIS 00 3HUXKEHHS KJIipeHCy aMJIOIUITiHY Ta, BigmoBigHo, 36inbineHHs nokasuukis AUC Ta
nepiony HamniBBuBeneHHs. [linBuineHHs noka3uukis AUC Ta nepiony HalliBBUBEE€HHS V NAI€HTIB i3
3aCTiifHOI0 CepIeBOI0 HEeNOCTATHICTIO BiATIOBigano BikOBUM 0COGIMBOCTSIM [OCIiIKYBaHUX TAIli€HTIB.

[leuyinkoBa HeOOCTATHICTh

IcHye myxe oOMexKeHa KiNbKiCTh KIiHIYHUX JaHUX 00 ITPU3HaYeHHs aMJIOAUIIIHY TallieHTaM i3
OPyLIeHHAM (YHKII IeYiHKY. YV Nalli€eHTiB i3 MeYiHKOBOIO HeIOCTATHICTIO K/IipeHC aMJIOAUIIiHY
3HUXKYETHCH, 1le IPU3BONUTH [0 IIONOBXKEHHS N1ePioAy HalliBBUBEIEeHHS Ta MiABUINEHHS I0Ka3HUKa
AUC mpu6mu3so Ha 40 - 60 %.

KitiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

AprepianbHa rinepTensis Ta/abo imeMiyHa xBopoba cepis (SKIo HeoOXifHe TiKyBaHHS
[IEPUHOONIPUIIOM Ta aMJIOTUITIHOM).



IIpomunoka3aHnus.

ITos’a3aHi 3 nepuHOONPUAOM:

- MigBUINleHA YYTIMUBICTD OO Hit040i pedoBUHHU abo mo Oymb-aKux iHImMX iHridiTopiB AII®;

- AHTiOHEBPOTUYHUY HaOpSK B aHaMHe3i, [T0B'3aHUY 3 ITONepeHiM JTiKyBaHHAM iHribiTopamu AIIQ;
- ypomxeHui abo ifionaTUYHUN aHTiIOHEBPOTUYHNN HaOPSIK;

- BariTHiCTH ab0 IIaHyBaHHS BaTiTHOCTI (OWB. PO3MiN «3acTOCyBaHHS Y Mepiof BariTHOCTI abo
TOyBaHHS I'PYAOI0»);

- OfHOYACHE 3aCTOCYBaHHA 3 IIperapaTaMy, SKi MICTATH [il04y PEYOBUHY aJliCKipeH, IallieHTaM 3
IIyKpOBUM [liabeToM a60 HUPKOBOIO HEAOCTATHICTIO (IBUAKICTE KIIyO0OYKOBOI (inbTparril

< 60 mn/x8/1,73 M°) (guB. po3nin «B3aeMomis 3 iHIMMMM NTiKapCbKUMH 3acobaMy Ta iHII BUAH
B3aEMOJIN»);

- OfHOYaCHe 3aCTOCYBaHHS 3 cakybiTpunoM/sancaptanoM. Bi-TIPECTAPIVM® He 3acTOCOBYBaTH
paHiIe, Hixk 4yepe3 36 TOAUH MiCJIA IPUUOMY OCTaHHBOI 103U CaKyOiTpHUIy/BajacapTany (OUB. PO3Minu
«0Oco6IMBOCTi 3aCTOCYBaHHS» i «B3aeMopist 3 iHIMMMU TiKapCchKUMH 3acob6aMu Ta iHIIi BUOU
B3AEMOTIN»);

- eKCTpaKOpIIOpa/ibHI METOOHU JIIKYBaHHS, SKi IPU3BOOATh 10 KOHTAKTY KPOBi 3 HETaTUBHO
3apSAIKEHNMH [TOBEPXHIMHU (TUB. po3din «B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3aC00aMu Ta iHII BUIK
B3aEMOI»);

- 3HAYHMM [ABOOIYHMM CTEHO3 HUPKOBUX apTepiit abo cTeHO3 apTepil eArHOI GYHKIIIOHYI0Y0I HUPKU
(ouB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

ITos’s3aHi 3 amao00uniHom:

TSIKKa apTepiaibHa rinoTeHsis;

- TifBUINEeHa YyTIUBICTH [0 AiI040l peYoBUHHU ab0 [0 MOXiTHUX OUTIIPONiPUANHY;

- IIOK, BKJII0OYaKy4¥ KapOiOTeHHU II0K;

- 0OCTPYKIIig BUXOOY 3 JIiBOTO IIJIYHOYKa (HalmpPUKa[ CTEHO3 a0PTU TSAKKOTO CTYIIEHS);

- ceplieBa HeIOCTATHICTh MiC/Is TOCTPOro iHPapKTy MioKapaa 3 HecTabiTbHOI0 TeMOgUHaMIKOIO.
Ioe’s3ani 3 npenapamom Bi-TIPECTAPIVM®:

Yci Bullle3a3HayeHi IpOTUIIOKa3aHHs, [I0B’13aHl 3 KOKHUM 3 KOMIIOHEHTIB IIpelapaTy, CTOCYIOThCS
dikcosanoi kombinanii Bi-[IPECTAPIYM®.

- TifBUINEHa YyTNIUBICTE M0 Oymb-SKOI JOTIOMIXKHOI PEHYOBHUHH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.



B3aemodii, noe’s3aHi 3 nepuHdonpuiom

Hani KIiHIYHUX OOCTifXKEeHb CBiTYaTh, 110 NoABiiHa 6/10Kafa peHiH-aHTi0TeH3UH-aIbI0CTEPOHOBOI
cuctemu (PAAC) nuistxoM ogHOYaCHOro mpuitoMy iHriGiTopiB AII®, 6110KaTOpPiB pelenTopis
aHrioteH3uny Il abo amickipeHy acolifoeThCs 3 OiNIbII BUCOKOIO YACTOTOIO MOOIYHMX Peakilii, TaKUX
K TilIOTEH3is, rinepkasnieMis Ta 3HUKEHHS QYHKIII HUPOK (BKJTI0Yal0uu TOCTPY HUPKOBY
He[IOCTaTHICTh), IOPIBHSHO 13 3aCTOCYBaHHAM OFHOTO IIpenapary, 1o BiyiuBae Ha PAAC (gus.
po3ginu «IIpoTunoka3aHHs» Ta «OCo6IUBOCTI 3aCTOCYBaHHS»).

Jlikapcoki 3acobu, u,o nidsuulyroms pusuk po3suUmMKy aHzioHespomuuHo20 Habpsaky. OmHOYaCHe
3acTocyBaHH4 iHTi0OiTopiB AII® i3 cakybiTpuioM/BajicapTaHOM IIPOTUIIOKAa3aHe, OCKITbKHY I1e
IiOBUIIYE PU3UK PO3BUTKY aHTiOHEBPOTUYHOTO HAOPSKY. PO3MoYyrHaTH 3aCTOCYBAHHS
cakyOiTpuIy/BasicapTaHy CJlif He paHillle, HiXK 4epe3 36 TOOWH IiC/IsA IPUKUOMY OCTaHHbBOI
[03U epUHOONPuUIy. Tepaliio NepuHIONIPUIIOM CJIif PO3I0YMHATH He paHille, HiX yepes 36
TOJUH IiCJIg IPUNOMY OCTaHHbBOI 103U caKyOiTpuiIy/BancapTany (AUB. pO3MiTu
«[IpoTunokasanHHsI» Ta «OCOOIMBOCTI 3aCTOCYBaHHSI»).

OpHouacHe 3acTocyBaHH4 iHTiOiTOpiB ATI® 3 pauekagotrpusoM, inriditopamu mTOR, (Hanpuknan
CHPOJIIMyCOM, €BEPOJIIMyCOM, TEMCHUPOJIIMyCOM) Ta TIiNTUHAMU (HalmpuKiaf JiHaTTiITAHOM,
CaKCarjinTUHOM, CUTATIiNTAHOM, BUIbAATIIITUHOM) MOXKE IIPU3BECTH A0 MifBUILIEHHS PU3UKY
PO3BUTKY aHTiOHEBPOTUYHOTO HAOPSAKY (OuB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS »).

JIixapcoKi 3acobu, w0 cnpu4yuHAOMb 2inepkasaiemito. PiBeHb KaJlilo B CHPOBATIII KPOBi 3a3BUYal
3aJIMIIAEThCS y MeKaxX HOPMHU, ajle y IesIKUX TallieHTiB, AKi 3aCTOCOBYIOTh JTikapchKuii 3acib bi-
TIPECTAPIYM®, MoxKe BUHMKHYTH Timepkamiemis. Jleski mikapceki 3aco6u aGo TepaneBTHYHi KJIaCh
JIiIKapChKMX 3aCc00iB MOXKYTh CIPUYUHUTH TillepKaJIieMilo, a caMe: aliCKipeH, COJIi KaJlilo,
Kasiit30epiraioui giypeTuku (HampuKiIaz CipOHONIAKTOH, TpUuaMTepeH a0o aMinopun), iHribiTopu
ATI®, anTaroHictu penenTtopis anrioreH3uny II, HecTepoinHi mpotu3ananbHi 3acobu (HII33),
refapyuHy, iMyHOCYTIPECOPH, TaKi SIK IIUKIJIOCIIOPUH a00 TaKpoIiMycC, TPUMETOIIPUM Ta KO-
TPUMOKCA30J1 (TPUMETONPUM/CyIbpaMeToKCa30JI), OCKiIbKYA TPUMETOIIPUM [ii€ K Kanitizbepiraroumni
miypeTuk, nofioHo no aminopuay. OmHOYaCHUM IPUIOM BKa3aHUX JTIKapChKUX 3aC00iB MigBUIIYE
PU3MK BUHUKHEHHS TinepkasnieMii. ToMy omHOYacHe 3aCTOCYBaHHS Jlikapchbkoro 3aco0y bi-
[IPECTAPIYM® 3 BuIlle3a3HaYeHMMH IIpernapaTaMi He PeKOMeHI0BaHo. SIKI0 OqHOYaCHe
3aCTOCYBaHHS IIMX PEUYOBUH € HEOOXimHUM, iX CJIifl 32CTOCOBYBaTH 3 00€PekKHICTIO Ta IPOBOJUTHU
YaCTHU MOHITOPUHT KaJIil0 y CUPOBATIIL KPOBI.

O0HoyacHe 3acmocy8aHHA NPOMUNOKA3AdHO (0uB. po30in «[IpomunokKasaHHsa»).

AnickipeH. Y malli€eHTiB, XBOPUX Ha IIyKpOBUi fiabeT, abo NallieHTiB 3 MOPYIIeHO0 GYHKIT€I0 HUPOK
PU3UK BUHUKHEHHS TillepKaJsieMil, moripuieHHs GyHKII1 HIPOK Ta KapHAioBacKyJIsSpHOL
3aXBOPIOBAHOCTI 1 JIETAJIBHOCTI MiIBUIIYETHCA.

ExcmpaxopnopaabHi memoou nikyeaHHA. EKCTpakopmopasnbHi METOOY JIIKyBaHHS, SIKi IPU3BOAATH J0
KOHTaKTY KPOBi 3 HETaTUBHO 3apsAKEeHUMU IIOBEPXHSAMHU, Taki K miasni3 abo remodinbrparis i3
BUKOPUCTaHHIM IIeBHUX MeMOpaH i3 BUCOKOIO TigpaB/liyHOI0 IIPOHUKHICTIO (HAlpUKIazn
II0JTiaKPUJIOHITPUIOBUX) Ta adepe3 MNOoNpoTeifiB HU3BKOI MIIIBHOCTI i3 3aCTOCYBaHHIM OEKCTPaHy
cynbdaTy, IigBUIIYIOTh PU3UK PO3BUTKY aHa(iTaKTOIMHUX Peakliil TSIXKKOI0 CTyIeHs (IUB. pO3Min
«IIpoTunoka3aHHs»). Y pa3i HeoOXimHOCTI TPOBeeHHs TAKOTO JiKyBaHHS CJIifi PO3T/ISHYTH
MOXKJIMBICTb BUKOPUCTAHHS AiasidHoi MeMOpaHu iHIIOro TUly abo 3aCTOCYBaHHS iHILIOTO KJIacy
AQHTUTIIePTEH3UBHUX 3aC00iB.



He pexomeHOyembcsa 00HOYACHE 3dcmocy8aHHA (0us. po30in «Ocob.ausocmi 3acmoCy8aHHs1»).

AnickipeH. Y Oynob-IKUX iHIIKX ITALli€HTIB, K i y XBOpUX Ha LyKpoBui AiabeT abo malli€eHTiB 3
NIOpyIIeHO (QYHKITEI0 HUPOK, PU3UK BUHUKHEHHS TillepKasieMil, moripieHHs QyHKIil HUIPOK Ta
KapAioBacCKyISPHOL 3aXBOPIOBAHOCTI i IeTAIbHOCTI MiIBULITYETHCH.

3a onyOikOBaHMMY OAHUMH BiloMO, 1110 Yy TalliEHTiB 3i BCTAHOBIIEHUM aTEPOCKIIEPO30M, CEPIIEBOIO
HEeJOoCTaTHiCTI0 abo IyKPOBUM fiiabeToM 3 ypaXKeHHSIM OpraHiB-MillleHel 00HOYACHe 3aCMOCYB8aHHA
iHeibimopie AII® ma 6.10Kkamopie peuenmopie aHeiomeH3UHY CYIIPOBOMXKYBAIOCS MiABUIIEHHSIM
YaCTOTH BUHMKHEHHS apTepianbHOI TimoTeH3il, HEMPUTOMHOCTI, TilmepKaiemil Ta MOTipIIeHHSIM
GyHKIIII HEPOK (Y TOMY YKCJIIi TOCTPOI HUPKOBOI HEJOCTATHOCTI) MIOPIiBHSIHO 3 MOHOTEPAIII€I0
IIpeliapaTaMy, 10 BIIMBAIOTh Ha PEHIH-aHTi0TEeH3UH-a/IbI0CTEPOHOBY cucTeMy. [TofBiiiHa 6/10Kama
(To6To KOMOiHais inribiTopy AII® 3 aHTaroHicTaMu pelenTopiB aHrioreH3uny II) Moxe OyTH
3aCTOCOBaHA B iHAWBIyaNbHUX BUIAOKaX 3 PETeJIbHUM KOHTPOIeM (QyHKIIl HUPOK, PiBHS KaJlilo Ta
apTepiasbHOTO TUCKY.

EcmpamycmuH. IcHye pu3uK 36ibIIeHHS YaCTOTH BUHUKHEHHS I00IiYHUX peakKIlii, TaKuX K
aHTiOHeBPOTHYHMY HaAOpSK (aHTioemeMa).

Kanitizbepiearoui diypemuku (Hanpuka1ad mpuammepeH, amisiopud ma iHwi), coai kanito.
BunukHeHHS rinepkasnieMii (MOXKIMBO, JIeTaabHOI) 0COOIMBO Y MAIiEHTIB 3 HUPKOBOIO HEJOCTATHICTIO
(aguTuBHMY rinepkaniemiunuy edeKT). 3a3HadeHi IIperapaTd He PpEKOMEHI0BaHi [IJ1s1 OQHOYaCHOT O
3aCTOCyBaHHS 3 IEePUHOONPUIOM (AuB. po3aisn «OcobnuBOCTi 3acTocyBaHHA»). OgHAK SKIIO0
OJHOYACHe IPU3HAYEHHS ITUX PEYOBUH € HeOOXiMHMUM, iX CITi 3aCTOCOBYBATH 3 00€PEeXKHICTIO Ta
IIPOBOOUTY YaCTUU KOHTPOJIb KaJlito 1a3Mu KpoBi. [I1omo 3acToCyBaHHSA CIiPOHOJIAKTOHY IIPU
cepleBilt HegOCTAaTHOCTI AUB. Po3min «IIpemapaTy, OMHOYACHE IPU3HAYEHHS 3 SKUMU I0Tpebye
0COo0O/IMBOI yBarm».

JIimili. OgHOYacCHUY MpUUOM JiTiio Ta iHribiTopiB AII® He peKOMEHAYETLCS Yepe3 MOKIIUBICTh
000poTHOTO 36iNbIIIeHHS KOHIIEHTPAIlil JIiTiI0 Y CHpOBaTIli KPOBi Ta, BiAIIOBIAHO, MiABUINEHHS HOT0
TOKCUYHOCTI (TSI2KKO0i HeMPOTOKCUYHOCTI). OfHaK SKII0 HeoOXigHiCTh Takol KoMOiHaIlil €
00T'PYHTOBAHO0, PEKOMEHIYETLCS KOHTPOJIIOBATY KOHIIEHTPAIIiIO JIiTil0 Yy CUPOBATIIi KPOBi (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

IIpenapamu, o0HOYdCHE NPu3HAYeHHA 3 AKUMU nompebye 0cobausoi ysazu

LIykpo3HudcysavHi 3acobu (iHCYAiH, NepopaabHi LYKPO3HUNMCYB8aAAbHI 3acobu). Emigemiomoriuni
MOCTiAKEeHHS IPUITYCKal0Th, III0 OMHOYACHE 3aCToCyBaHH iHTiOiTOPiB ATI® Ta IyKpPO3HUXKYBaIbHUX
3aco0iB (iHCYITiH, MepopaibHi HyKPO3HUKYBAJIbHI 3aC00HM) MOXKe IPU3BECTH 10 IIOCUIIEHHS
IIyKPO3HUXKYBaIbHOT0 e()eKTy 3 PU3UKOM PO3BUTKY rinmornikemil. Haliuacrime ne peHOMEH MOXe
BUHUKATH Y IepIIi THKHI KoMOiHOBAHOTO JIIKYBaHHS Ta y pa3i HUPKOBOI HEOCTATHOCTI.

Hiypemuku. Y nalienTiB, SKi npuiiMaoTh AiypeTUKH, Ta OCOOIUBO Y TUX, Y KOTO IOPYIIEHUN BOOHO-
eJIeKTPOTiTHUY GanaHC, MOXKJIMBe HagMipHe 3HUXKEHHS apTepiaJbHOTO THUCKY ITiCIIS TOYaTKY
nmikyBaHHS iHTiOiTOopOoM AII®. IMOBIpHICTH PO3BUTKY TilOTEH3WBHOT'0 e(EKTy 3HUXKYETHCS V pPasi
BiIMiHM fiypeTHKa, MigBUIIEeHHSI 00’€My IIUPKYJII0I040]l KPOBi a00 CIIOKMBAHHS COJIi Tepef] M04aTKOM
Teparil IepUHOONIPUIIOM, SIKY CJIifl PO3NOYNHATH 3 HU3bKUX 03 3 IOCTYIIOBUM MigBUIeHHIM. [Ipn
apmepiaavHil 2inepmeH3sil, KOy NoNepegHb0 IPU3HAUYeHUN AiypeTUK Mil CIPUYUHUTH
HEOOCTaTHICTh BOMIM/€JIEKTPOJIITiB, #0ro HeoOXinHO BiIMIHUTHU IIepe[ MOYaTKOM JIiKyBaHHS
inri6iropom AII® (y TaKuX BUIIaiKax IPUNAOM [iypeTuKa Moxke OyTU IIOHOBJIEHO 3 YacoM) abo



npu3HauuTy iHribiTop ATI® y HU3bKiN 403 3 MOCTYIIOBUM il migBUIIeHHAM. [Ipu 3acmiliHil cepuesill
HedocmamHocmi Ha mai npuliomy diypemuka niputioM inribitopy AII® crnig po3moyuHaTy 3
MiHiMaJIbHOI MO3U, MOXKJIUBO, ITiC/IST 3HUXKEHHS OO3U [iypeTHKa. Y Oyab-IKOMy BHIAAKY HeoOXimHO
KOHTPOJIIOBAaTHU (YHKIIiI0 HUPOK (PiBeHb KpeaTHHIHY) IPOTATOM IEPLINX THXKHIB JTiKyBaHHS
inribiTopom ATIO.

Kanitlizbepiearoui diypemuku (ensepeHoH, cnipoHoaakmoH). OcobmuBol yBaru notpedye ogHOYacHe
3aCTOCyBaHHS eIyiepeHoHY ab0 CIipoHOIaKTOHY B mo3ax Bif 12,5 Mr go 50 Mr Ha go0y 3 HU3bKUMU
no3amu iHridiTopy AII®. Y pa3i HegoTpuMaHHS peKOMeHallil oo NpU3HaYeHHs TaKoi KoMOiHaii
iCHy€e pU3UK BUHUKHEHHS TillepKasieMil (MOXK/INBO, NeTaIbHOI) ITifl Yac JTiKyBaHHS IAlli€HTIB i3
cepuesoi HepocTaTHICTIO 11 - IV x11acy 3a NYHA Tta ¢pakuieto Bukuny < 40 %, sKi paHimne
nikyBanucs inribiTopom AII® Ta nmeTaLOBUM [iypeTHKOM. [lepen mpu3HauyeHHSIM Takol KoMOiHaIril
CJIil yIIeBHUTHCS Y BiICYTHOCTI rinmepkarieMii Ta mopyuieHHs QyHKIII HUPOK. PeKoMeHI0BaHO
IIPOBOAMTY PETENIbHUM MOHITOPUHT KaslieMil Ta KpeaTHHiHEeMII I[OTUKHEBO i Yac MepIIoro Micais
JIIKyBaHHS Ta IIOMiCAYHO Hafai.

HecmepoioHi npomu3ananvHi aikapceki 3acobu (HI133), y momy yucai ayemuacaniyuaoea Kucioma
> 3 2 Ha 0o6y. MoxuBe mocnableHHs aHTUTITEPTEH3UBHOTO edEeKTY IIifl Yac OMHOYaCHOTO
3actocyBaHH iHri6iTopiB ATI® 3 HII33, TakuMu SK: alleTUIICAiI[MI0Ba KUCIO0Ta Y POTU3anaJbHuX
mo3ax, inribiTopu LIOT-2, HecenekTuBHi HI133. OpmHouyacHe 3acTocyBaHHs iHTiOiTOpiB ATI® Ta HII33
MOXKe IIPU3BECTH [0 MigBUILIEHHS PU3UKY IOTipIIeHHsS (QYHKIIil HUPOK, Y TOMY YHMCJIi iMOBIpHOCTI
PO3BUTKY T'OCTPOI HUPKOBOI HEAOCTATHOCTI, MiIBUILIEHHS PiBHS KaJlilo y Mia3Mi KpoBi, 0COONIHBO ¥
IallieHTiB i3 mopyuIeHHSAM (QyHKIII HUPOK B aHaMHe3i. Taky koM0iHallifo cyif mpu3HavyaTH 3
00epexkHiCTI0, 30KpeMa IallieHTaM JIiTHhOTO BiKy. [TamieHTaM HeoOXimHO BiTHOBUTHY BOOHUIM OataHC
Ta KOHTPOJIIOBATH (QYHKIIII0 HUPOK Ha IMOYaTKY JIiKyBaHHS TaK0I0 KOMOIHAIli€I0 Ta IepioguyHo
BIIPOJOBXK JIIKyBaHHS.

IIpenapamu, 00HOYACHe NPpuU3HAYeHHA 3 AKUMU nompebye ygdau

CumnamomiMmemuku MOXYTbh 10OCIabIIl0BaTH aHTUTIIEPTEH3UBHY [ito iHTibiTopis AIID.

3os0mo. IIpu ogHOYACHOMY 3acToCyBaHHi iHTi0iTOpiB AII®, BK/II0OYal0YM IEPUHAOIPHI, Ta
iH’exuiiHMX npenaparis 30510Ta (HaTpito aypoTioMasnaT) Pifko MOXKYTh BUHUKHYTH peaklii, momi6Hi
[0 THX, III0 BUHUKAIOTH IIPYU 3aCTOCYBaHHI HIiTPATIB (TOYEPBOHIHHS 00IMYYs, IPUILJIUBY, HYLOTA,

OJII0BaHHS Ta rirmoTeH3is).

B3aemodii, noe’sa3aui 3 amao00uniHom

He pexomeHOyembcAa 00HOYACHE 3ACMOCYBAHHA

LlanmposeH (iH(py3isa). B ekcnepuMeHTaNIbHUX OOCTIAXKEHHAX ITiCIIs 3aCTOCYBaHHS BepalaMiny Ta
MaHTPOJIEHY BHYTPIIIHHOBEHHO CIIOCTepiranucs GpiopunsLis MIyHOUKIB Ceplis 3 JIeTalbHUM
HACJIiIKOM Ta KaphioBacKyJIIpHUU KOJAIC y IOeIHAaHHI 3 rinepkaniemiero. 3 orisigy Ha MOXKJIUBICTb
BUHUKHEHHS TillepKalieMil peKOMEeHI0BaHO YHUKATH ONHOYACHOTO IPU3HAaYEeHHS aHTarOHICTiB
KaJIbllil0, TAKUX SIK aMJIOOUIIIH, alieHTaM 3i 3JI0KICHO rinepTepMiero Ta MaljieHTaM, y IKUX
IIPUIYCKAETHCS HAIBHICTh 3JI05IKiCHOI TinepTepMil.

IIpenapamu, oOHOYACHe 3acMOCy8aHHA 3 AKUMU nompebye ocobausoi obepescHocmi

Inoykmopu CYP3A4. Ilpu ogHOYaCHOMY 3aCTOCYBaHHi 3 BifomuMmu ingykropamu CYP3A4
KOHIIEHTpAllid aMJIOOUITIHY Yy IJIa3Mi KPOBi MOXe 3MiHI0BaTUCh. TOMYy IIif Yac Ta Micjis OGHOYaCHOIO
3acTtocyBaHH# 3 iHgyKTOopamu CYP3A4 ciif KOHTPOJII0OBaTU apTepiajbHUY TUCK Ta IPOBOJUTHU
KOPEKIIio 03K, 30KpeMa Yy pasi 3acTocyBaHHA 3 iHmyKTOpamu cunbHoi Ail CYP3A4 (HampuKniafg,



pudammninuy, 3Bipobilt (hypericum perforatum)).

IHeibimopu CYP3A4. OpHOo4YacCHe 3aCTOCYBaHHS aMJIONUITIIHY 3 BUCOKOAKTUBHUME a00 ITOMipHUMHU
inriditopamu CYP3A4 (iuribiTopamMu npoTeas, a30IbHUMHU IPOTUTPUOKOBAMHU 3ac0o0aMi,
MakKpoJiflaMu, TaKUMHU SK epUTPOMILMH a00 KJIIapUTPOMIlMH, BepanaMinoM abo AuiTiazeMoM) Moxke
BUKJIMKATH MiJBUIIEHHS KOHIIEHTPallil aMaopuminy. KniHiuyHui TposiB BUIlle3a3HaYeHUX
(bapMaKOKiHETUYHUX 3MiH MOXkKe OyTu OinbIll BUpaXKeHUM Y IMallieHTiB TITHLOTO BiKy. Y TaKux
BUIIa[IKaxX He0OXigqHO MIPOBOAUTH KITiHIYHKY MOHITOPUHT Ta KOPUTYBATHU [03Y. ICHY€E MifBUILIEHUN
PU3UK BUHUKHEHHS TillOTeH3il y MallieHTiB, Ki IpUiMaloTh KJIapATPOMIIIMH ¥ KoMOiHaii 3
amyoguninoM. TakuM mallieHTaM peKOMeH[I0BaHe pPeTejibHe CIIOCTePeXKeHHS.

IIpenapamu, o00HoYdCHe NPU3HAYEHHSA 3 AKUMU nompebye ysazu

[Tpu 3acToCyBaHHI aMIOOUIIHY 3 iHITMMU JTiKapChKUMU 3ac00aMU 3 aHTUTiNEePTEH3UBHUMHU
BJIACTUBOCTSIMU MOKJIMBUM aOUTHUBHUN aHTUTINEPTEeH3UBHUM e(eKT.

Takposaimyc. Ilig 4ac 0mfHOYACHOI 0 IIPU3HAYEHHS 3 aMJIOLUIIIHOM iICHYE PU3UK IIiIBUIIEHHS PIBHSA
TaKpOJIiMyCy B KpOBi. [1/11 yHUKHEHHSI TOKCUYHOTO BIUIMBY TaKPOIiMyCy HEOOXiZHO KOHTPOJIIOBATH
1ioro piBeHb y KpOBi Ta y pasi Heo6xXigHOCTI migOupaTy #oro fo3y malieHTaM, SKUM J0Ja€ThCs
aMJIOMIIIH.

IH2i6imopu mexaHicmuuHoi MiweHi panamiyuHy (mTOR). Taxki iuribitopu mTOR, sk cupomimyc,
TEMCHUPOJIIMyC Ta eBepoJiMyc, € cyocTpatamu CYP3A. AMonumiin HanexuTh o iHribitopis CYP3A
cnabxkoi aii. [Ipu omHOYacHOMY 3acTocyBaHHi 3 iHri6iTopamMmu mTOR amnogumnin Moxe 30inbIIyBaTH
KOHIIeHTpallito iHribitopiB mTOR.

IMukaocnopuH. [locnmigKeHHSs B3a€MOJil IXKIIOCIIOPHUHY Ta aMJIOAUIIIHY 3@ Y4acTiO 3[[0POBUX
noOpPOBOIBIIB a00 iHIIKX IOl He MPOBOAUINCS. BUHSITOK CTAHOBISATH NALiEHTH IiCHs
TPaHCIIJIaHTallil HUPKH, Y SIKUX CIIOCTEPiraaucst KOMUBaHHS KOHIIEHTPAllil IUKIIOCIIOPHHY 3
migBuIeHHSIM B cepenHboMy Bim 0 % mo 40 %. INamienTam micnis TpaHCIIaHTallil HUPKH, SKi
IIPUMMAIOTh aMJIOAUIIIH Ta IUKJIOCIIOPUH, CIIil KOHTPOJIIOBaTH PiBeHb LIMKIOCIOPHHY YV KPOBi Ta y
pasi HeoOXimHOCTi 3HU3UTH 103y LIKUKIOCIIOPUHY.

CumeacmamuH. 3aCTOCYBaHHS aMJIOOUITIHY B 003i, KpaTHi# 10 Mr, y komOiHarii 3 80 mMr
CHMBACTaTHHY IIpH3Besio 00 77 %-ro 36imbIleHHs KOHIIEHTPAIlil CMMBaCTaTUHY IOPiBHSHO 3 HOT0
IpUHOMOM y MOHOTeparil. [TarienTam ciif 06MeXUTH J03y cUMBacTaTuHy fo 20 Mr Ha [o0y.

THWi KomMOiHaUii

Y xiiHiYHKUX OOCIIIKEeHHSIX 00 B3aEMOiN NoBeeHo, 110 aMJIOIUIIIH He BIIJINBA€ Ha
(apMakKOKiHETHUKY aTOpPBACTaTUHY, JUTOKCHHY, BaphapuHy.

He pekoMeHIy€eThCSI 3aCTOCOBYBATH aMJIOHUITIH pa3oM i3 rperndpyrom abo rpeindpyTOBUM COKOM,
OCKIiJIbKY ¥ IesIKHUX IallieHTiB 6i0l0CTYMHICTh MOXKe 30i/IbIIyBaTUCS, 1110 IIPU3BEfE A0 MIOCUIIEeHHS

TiOTEH3UBHOIO e(DEKTY.

B3aemodii, noe’sizani 3 ¢pikcosanoio kombinauiero bi-IIPECTAPIYM®

IIpenapamu, o0HOYACHEe 3dCMOCY8AHHA 3 AKUMU nompebye 0cob1usoi obepedcHocmi

BaxaogpeH oCUTIOE aHTUTITIepTeH3UBHUM edeKT. CIIif KOHTPOJIIOBaTH apTepianbHUM TUCK, a y pasi
HEOOXiTHOCTI - MPOBOOUTH KOPEKIIii0 JO3H.



IIpenapamu, o00HoYdCHe NPU3HAYEHHSA 3 AKUMU nompebye ysazu

- AuTUTinEpTeH3uBHi 3acobu (Taki siK OeTa-0710KaTOPH) Ta Ba30AUIaTaTOPH:

OnHoYacHe 3aCTOCYBaHHS LIKMX 3aC00iB MOXKe IIOCUJIUTH TilIOTeH3UBHUN edeKT IepUHONPUILY Ta
aMJIOLUIIIHY.

OpHoYacHe 3aCTOCYBaHHS 3 HiTPOTJIiIEPHHOM Ta iHIIMMH HiTpaTaMu abo 3 iHIIKAMU
Ba3oAuIaTaTOpaMy MOXKe BUKJIMKATH MOfabIlle 3HNKEHHS apTepiabHOT0 TUCKY, TOMY IX CIIif
Ipu3HaydaTé 3 00epekKHiCTIO.

- KoprukocTepoinu, TeTpaKo3aKTHU[ I0CIabIII0I0Th aHTUTIIePTeH3UBHUM e(DeKT (Yepe3 3aTPUMKY
BOJH Ta COJIeH KOPTUKOCTEPOimaMu).

- Anbda-610KaTopu (Ipa3o3uH, andy303uH, HOKCa303UH, TAMCYJI03UH, TePa303UH) TIOCUITIOIOTh
AQHTUTINEPTEH3UBHUY e(DeKT Ta MigBUIIYIOTh PU3UK BUHUKHEHHS OPTOCTAaTUYHOI TiMmoTeH3il.

- AwmidocTuH MOXKe ITOCUIIOBATU aHTUTINEPTEeH3UBHUM e(eKT aMIOOUIIIHY.

- TpuIMKIiYHI aHTUAENIPECAaHTH/aHTUIICUXOTPOIIHI 3aC001/aHeCTETUKY TTOCUITIOIOTh aHTH-
rinepTeH3uBHUU e(deKT Ta MiABUIIYIOTh PU3UK BUHUKHEHHS OPTOCTATUYHOI TiMoTeH3il.

Oco06.1u8ocmi 3acmocyeaHHsi.

Yci 3acTepekeHHS, TOB’I3aHi 3 KOXKHUM 3 KOMIIOHEHTIB IIpenapaTy, CTOCYIOThCA (iKCOBaHOL
koM6inamnil Bi-TTIPECTAPIYM®.

Ocob.ausi 3acmepediceHHs, N08’s13aHi 3 NepuHOONpPUIOM

I'inepuymaugicmyv/AH2ioHespomuyHull Habpsk. Ilig wac 3actocyBaHHs iHriGiTOpiB AII®, v TOMY yunci
IePUHIOIPUIIY, TIOBIIOMIISIIIOCS IIPO PifKiCHI BUMTagKX BUHUKHEHHS aHTiI0HEBPOTUYHOI'0 HaOPSKY
00nMyys, KiHIIiBOK, r'y0, CTM30BUX 000JIOHOK, S3MKa, T0JI0COBOI IIiTMHU Ta/a00 ropTaHi (IUB. po3Min
«ITo6iuHi peakiiii»). Ile Moxe cTaTucs 6ymb-KOIM IIif Yac MiKyBaHHS. Y TaKuX BUMafiKax HEOOXiTHO
TepPMiHOBO IPUIMHUTH IPUIOM JTiKapchKoro 3aco0y Bi-TIPECTAPIYM® i BCTaHOBUTH HEOOXimHMIA
HarJIsI 3a CTAHOM TalliEHTa [I0 TOBHOT'0 3HUKHEHHS CUMITOMIB. Koy HaOpsK pPO3MOBCIOIKYEThCS
JIUIIe Ha 30HYy 00/1MYYs Ta ry0, CTaH HallieHTa 3a3BUYal MTOKPAIIyETLCS 663 JTiKyBaHHS;
IpU3HAYEHHS aHTUTiCTaMiHHUX ITPerapaTiB Moxke O0yTH KOPUCHUM MJIST 3MEHIIeHHS CUMIITOMIB.

AnrioHeBpOTUYHUI HAOPSK, IOB'I3aHUN 3 HAOPSIKOM ropTaHi, MOXe IIPU3BECTH [0 JIETaIbHOTO
HacmigKy. ¥ pasi Konu HaOpsiK PO3MOBCIOMXKYETHCS Ha SI3UK, TOJIOCOBY LIiNMHY abo ropTaHb 3
iMOBipHUM BUHUKHEHHSIM 00CTPYKIIil AUXaNnbHUX IIJISXiB, He0OXilHe TepMiHOBE NTPOBEOEHHS
HeBiIKIagHol Teparrii, ska MoXke BKJII0YaTH BBEEHHS afipeHasiHy Ta/a00 miaTpuMaHHs IPOXigHOCTI
OUXanbHUX NUIXiB. [TalieHT MOBHHEH 3HAXOOUTHUCH ITifl IOCTIMHAM MeIUYHUM HarJISoM [0 IIOBHOTO
Ta CTiMKOT0 3HMKHEHHS CUMIITOMIB.

[NTauieHTH 3 @HTIOHEBPOTUYHUM HaOPSKOM B aHaMHe3i, 1[0 He OyB IOB’sI3aHUM 3 TPUHOMOM
inri6iTopis ATI®, MOXYTh MaTH MigBUILEHWH PU3UK BUHUKHEHHS aHTIOHEBPOTUYHOTO HAOPSKY Mpu
npuiioMi inri6iTopis ATI® (mus. po3gin «IIpoTUNIOKa3aHHS»).

Y marienTiB mig yac nikyBaHHs iHri6iTopamu ATI® moBimoMIsiyiocs Ipo PifKicHI BUMlafiKu BUHUKHEHHS
iHTeCTMHANBHOI aHTioemeMu. Y TaKUX Ialli€eHTiB Bil3Ha4yaBcs abmoMiHambHUM OiNb (3 HYZOTOIO Ta



OmoBaHHAM ab0 0e3 HUX); y JesKUX BUMaAKaX MONepegHbOT0 aHTi0HEBPOTUYHOTO HAOPSAKY 00IMd4s
He crocTepiranocs Ta piBenb C-1 ectepasu 0yB y HOpMi. [liarH03 iHTeCTHHaIBHOI aHTioegeMu OyI0
BCTAQHOBJIEHO ITiJ] YaCc KOMII'10TepHOI ToMorpadii abo yIpTPa3ByKOBOTO [OCTiIXKEHH, abo i yac
Xipypriunoro Brpydanss. ITicis Bigminu inri6itopy AII® cumnToMy aHTIOHEBPOTUYHOT'0 HAOPSKY
3uuKany. [1ig yac mpoBeneHHsS OudepeHIlHOro giaruo3y abmoMiHaaIbHOTO 000, 110 BUHUKAE Y
TalieHTiB Ha TJIi mpuiiomy iuribitropiB AIl®, HeoOXimHO BpaxoByBaTH MOXKJIUBICTh BUHUKHEHHS
iHTecTHHANLHOI aHrioenemu (guB. po3min «I106iuHi peakiii»).

OpgHOYacHe 3aCTOCYBaHHS IEPUHOONPUIIY 3 CaKyOiTpuIoM/BajicapTaHOM IIPOTUIIOKa3aHe dyepe3
MiOBUIIEHUY PU3UK PO3BUTKY aHTIOHEBPOTUYHOTO HAOPSKY (OuB. po3min «I[IpoTUIIOKa3aHHS»).
Po3mounHaTH 3aCTOCYBaHHS CaKyOiTpuiy/BajicapTaHy CIif He paHille HiX yepe3 36 roOuH IMicis
IIPAOMY OCTaHHBOI I03U MEPUHAONPHUITY. YV pa3i IpUNUHEeHHS JTiKyBaHHS
cakyObiTpuIoM/BajicapTaHOM Teparliio IepUHOOIPUIIOM CJIifl PO3TMOYMHATH He paHillle HiXK yepe3 36
TOJHUH IiCJII IPUUOMY OCTaHHbBOI 03U CaKyOiTpuiTy/BajcapTany (OuB. po3ninu «[IpoTunoka3aHHg» i
«B3aeMopmist 3 iHMMMY NTiKapChbKUMHU 3ac00aMu Ta iHIII BUOM B3AEMOIii»).

OpHoyacHe 3acTocyBaHHS iHTibiTOpiB AII® 3 iHribiTopaMu HelTpanbHOl eHpgonentrgasu (HEIT)
(HampuKIaf paleKagoTpunaoMm), iHriditopamu mTOR (HampuKiam CUPOIIiMyCcOM, €BEPOIIIMyCOM,
TEeMCHUPOJIIMyCOM) Ta TJIINTUHaMU (HanmpHUKIIaf JiHaATIINTUHOM, CAKCarlinTUHOM, CUTAT IiITUHOM,
BiTbIAr MNTHHOM) MOXKe MMPU3BECTH [0 MiTBUIIEHHS PU3UKY PO3BUTKY aHTiI0HEBPOTUYHOT'O HAOPSKY
(Hampukiam HaOPSKY OuUXalbHUX HIIIXiB a00 sI3WKa, 3 MopyIleHHIM QyHKIii guxaHHs abo 6e3) (ous.
po3min «B3aemMopist 3 iHIMMMY TiKapChKUMU 3acobaMu Ta iHII BUOU B3aeMomiti»). Crim 3
00epexkKHiCTI0O PO3TMOYNHATH JIIKyBaHHS palieKagoTpuino, inriditropamu mTOR (Hanpuknan
CHUPOJIIMyCOM, €BePOJIiMyCOM, TEMCUPOIIMYyCOM) Ta IIiNTUHAMU (HanpUKIIaf JiHaATTIiITUHOM,
CaKCarjinTUHOM, CUTATIIIITUHOM, BiIbAATIINTUHOM) Y MAlli€HTiB, IKi BXKe 3aCTOCOBYIOTh iHTiOiTOPH
ATIO.

AHacgpinakmoioHi peakuii nid yac naaamagpepesy ainonpomeidie Hu3vkoi wiavHocmi (JIHII).
[ToBimoMIsIIOCS IIPO PifKiCHI BUITagKW BUHUKHEHHS HEOE3MeUHUX I KUTTS aHadiTaKTOITHUX
peaxliiil y nalieHTiB, sKi mpuiiMaloTh iHridiTopu AII®, mifm yac mpoBeneHHd Ina3Madepesy
ninonporeiniB HU3bKOI miinbHOCTI (JIHII) 3 BUKOpPUCTaHHAM JeKCTpaHCynbdaTty. PO3BUTKY
aHa(}imaKTOIMHUX peakllii MOXKHA VHUKHYTH, SIKIIO Mepe[] MPOBeAeHHSIM KOXKHOTO0 IiTadMadepesy
TUMYaCOBO IPUIIMHSATHU JIiKyBaHHS iHTiGiTopamu ATlO.

AHapinakmoioHi peakuii nio yac deceHcubinizyrouoi mepanii. TIOBimOMIISIIOCS TIPO MOXKJTUBICTh
BUHUKHEHHS aHa(inaKTOIMHUX peaklidl y MalieHTiB, AKi npuiMaloTs iHribitopu ATI® mig yac
neceHcubini3yoydoro JikyBaHHS IIperapaTaMH, 10 MiCTATh OAKONMUHY OTPYTY. Llux peakiriit MoxkHa
VHUKHYTH [P THMYaCOBOMY IIPUIIMHEHHI 3acToCcyBaHH iHTibiTopiB AII®, ane peakiril MOXYTb
BUHUKHYTH 3HOBY IIpX He00epeKHOMY ITOHOBJIEHHI JTiKyBaHHS.

HetlimponeHis/aepaHyaoyumo3/mpombouumoneHis/aHemis. Y mallieHTiB, SKi mpuitMaloTh iHTiGiTOpH
ATI®, Oyno 3apeecTpoBaHO BUMIAAKKU HEUTPOIEHIi/arpaHyI0OIUTO3y, TPOMOOIIMTONEHII Ta aHeMil. Y
NallieHTiB i3 HOpMabHOIO (QYHKIII€I0 HUPOK Ta IIPY BifICYTHOCTI iHINX (p)aKTOPiB pU3UKY HEUTPOIIEHIsS
BUHUKAE PigKo. [lepuHIONpU Ciuif mpu3HayaTu Oyxke 06epexkHO MallieHTaM i3 KojlareHo3aMHu, IIif
yac Teparii iMyHoCcynpecopaMu, aJonypuHoaoM abo mpokaiHaMigoM abo TPy MOeTHAHHI X
00TSKITUBUX PaKTOPiB, 0COOIMBO SKIIO € MOPYIIeHHs QYHKIlI HUPOK. Y MeKOTo 3 TaKWX IMAIliEHTIB
Big3HAYaBCs PO3BUTOK CEPHO3HUX iH(PEKITINHUX 3aXBOPIOBAHb, iHOMi - PE3UCTEHTHUX 0 iHTEHCUBHOI
aHTubioTHMKOTepanil. AKIo IeprHOONPUII IPU3HaYal0Th TAKUM IallieHTaM, PEKOMEHAYEThCS
epiogUYHO KOHTPOJIIOBATH KITBKIiCTh JTIEUKOLHUTIB ¥ KPOBi. TaK0XK MallieHTH! MalTh 3HATH, 1110
He0OXiIHO TOBIHOMIIATH PO OYAb-IKUYM POsB iHPEeKLiiHOTO 3aXBOpIoBaHHS (0ib y ropi,
JINXOMAaHKa).



PeHosackynsipHa 2inepmeH3is. Y Talli€HTiB i3 BOOIYHUM CTEHO30M HHPKOBUX apTepiit abo cTeHO30M
aprepil enrHOI PyHKUIOHYIOUWOI HUPKY Mif Yac yikyBaHHS iHribiTopamMu ATI® migBUIyeThCS PU3UK
BUHUKHEHHS apTepiasibHOI TioTeH3il Ta HUPKOBOI HEOOCTATHOCTI (AUB. Po3Tin «IIpoTUIIOKa3aHHSI»).
3acTocyBaHHS [IiypeTUKIB Moxke OyTH CIIpUSITIUBUM PaKTOpoM. 3HUKEHHS PYHKIII HUPOK MOXKe
CYIIPOBOIXYBATUCH JIUIIEe HE3HAYHUMU 3MiHaMU PIBHS KpPeaTUHIHY y CUPOBATLi KPOBI HaBITh Y
TallieHTiB 3 ONHOOIYHMM CTEeHO30M HHMPKOBOI apTepii.

ITodsitiHa 610Kada peHiH-aH2iomeH3uH-anboocmepoHogoi cucmemu (PAAC). IcHyIOTh maHi, 0
ogHOYacHUM npuiioM inribiTopi AI1®, 610KaTopiB pelenTopiB anrioteH3uny Il abo amickipeny
HiABUINYE PU3UK BUHUKHEHHS TiMOTEeH3il, rinepKasieMii Ta 3HUKEHHS (QYHKII1 HUPOK (BKITI0YaI0un
TOCTPY HUPKOBY HEHOOCTAaTHICTh). ToMy mopaBifiHa 6;10Kama PAAC mssxoM OOHOYACHOTO ITPUHOMY
inribiTopiB AII®, 6110kaTOPiB penenTopiB aurioren3uny Il abo anickipeHy He peKOMeH0BaHa (IUB.
po3min «B3aemofisa 3 iHIIKMHU JTiKApCHKUMHU 3aco0aMu Ta iHII BUAM B3a€MOMiii»). AKIIIO MiKyBaHHS 3
OJHOYaCHUM 3aCTOCYBaHHSAM ABOX O1okaTtopiB PAAC BBaxkaeThcss abCOMIOTHO HEOOXigHUM, BOHO
MOXKe BifOyBaTHCS TiIbKY IIif HATJIAI0OM CIellialicTa Ta 3a YMOBU YaCTOT0 PETEIbHOTO MOHITOPUHTY
GbyHKIII HUPOK, PiBHS €JIEKTPOJIITIB Ta apTepianbHoro TUcKy. Iuribitopu AIT® ta 61okaTopu
petienTopiB aHrioTeH3uHYy Il He CIil 3aCTOCOBYBAaTH OMHOYACHO IMAI[iEHTAM 3 Mia0e TUYHOI0
HedpoIaTi€elo.

ITepsuHHul anbO0ocmepoHiam. [1allieHTH 3 TEPBUHHUM TillepaabA0CTEPOHI3MOM, SIK IIPaBUIO, HE
BiAITIOBigal0Th Ha JiKyBAHHS aHTUTINEPTEeH3UBHUMH JIiKAPCHbKUMHU 3ac00aMH, SIKi Ai0Th LIIIXOM
IPUTHIYEHHS PEeHiH-aHTiOTEH3WHOBOI CUCTEMU. TOMY TaKMM IallieHTaM 3aCTOCOBYBAaTH HaHUM
npenapaT He PEKOMEHAYEThCS.

3anobisicHi 3ax00u, nog’s13aHi 3 nepuHOONPUIOM

I'inomeHna3is. IaribiTopu AII® MOXKYTh CIPHYUHUTH Pi3Ke 3HUKEHHS apTepialbHOT'O TUCKY.
CuMnTomMaTHy4Ha TiOTEH3is PigKO CIOCTEPIiraeThCA y Malli€HTIB 3 HEYCKIaJHEHOI0 TinepTeH3ielo Ta
YacTillle BUHUKAE Yy MAIiEHTIB 3 Ti0BOJIEMi€l0, HaIpUKIIak, IPU Teparii giypeTukaMu, Iif 4ac
6e3conpoBoi mieTu, npu remopianisi, giapei abo 60BaHHiI, a00 y MallieHTiB i3 TAXKKOI0 peHiH-
3aJIeKHOI0 TinmepTeH3ico (quB. po3miiu «B3aeMomis 3 iHITMMHK JTiKapChbKUMM 3aC00aM¥ Ta iHIIN BUOH
B3aeMopiii» Ta «[1o6iuni peakirii»). [TarieHTaM 3 BUCOKMM PU3UKOM BUHUKHEHHSI CUMIITOMATHYHOI
rinoTeH3ii, a TaKOX MallieHTaM 3 ileMiyHoI0 XBOpo0Ooio cepiis abo 3 1epebpoBacKyIIPHUMU
3aXBOPIOBAHHAMY, B IKUX HaJMipHE 3HUKEHHS apTepialbHOI0 TUCKY MOXe CIPUYUHUTU PO3BUTOK
inpapkTy Miokappa a6o iHCY/IbTY, Hif 9ac JikyBaHHs npenapatoM Bi-TIPECTAPIYM® crif peTensHo
KOHTPOJIIOBATH apTepianbHUM TUCK, PYHKIIiI0O HUPOK, a TAKOXK KOHIIEHTpPAIIilo KaJjlilo y CUPOBaTIIi
KpoBi. [Tpy BUHUKHEHHI TinoTeH3ii maiieHTa HeoOXigHO MePeBeCTH Y TOPU30HTAIbHE MOJIOKEHHS Ta Y
pasi HeoOXigHOCTI BBECTH BHYTPiMIHbOBEHHO 0,9 % po34MH XI0pUAY HaTpito. TpaH3UTOPHA TinoTeH3is
Ha I0YaTKy JIIKyBaHHS He € IIPOTUIIOKAa3aHHAM [JIS [IOAAJIbLIOT0 IPUMOMY IIpenapary, SKui
3a3BUYal MOXKHa IIPOOOBXKYBaTH micis BinHoBmeHHs OLIK Ta HOpMarisallii apTepiaJbHOTO THCKY.

CmeHo3 aopmaabHO20 Ma MimpasavbHO20 KaanaHis/2zinepmpogiuHa kapoiomionamis. Iaribitopu AII®
CJIif Mpu3HavYaTH 3 00epPeKHICTIO NalieHTaM 3i CTeHO30M MiTpaJIbHOTO KjlallaHa Ta 00CTPYKIIiE0
BHXO[Y 3 JTIBOT'0 IIIYHOYKA (a0pTaJbHUM CTeHO3 abo rimepTpodivyHa KapmioMionaTis).

IMopyweHHsa ¢pyHKUii HUpOK. [Tpy HAsIBHOCTI HUPKOBOI HEJOCTATHOCTI (KJIipeHC KpeaTUHiHy

< 60 M71/XB) peKOMEHAYEThCS iHAUBINyanbHUM MiA6Gip 103 KOKHOTO 3 KOMIIOHEHTIB IpernaparTy (IuB.
po3gin «Cnocib 3acTocyBaHHS Ta J03u»). PYTUHHUY MOHITOPUHT piBHSA KaJjlilo Ta KpeaTUHIHY B KPOBi
€ YaCTHHOIO 3BUYalHOl MeIUYHOI MPAKTUKHU [JId MAI[iEHTIB 3 IOPYIIEHHAM (QYHKII1 HUPOK (OUB.
po3min «ITob6iuni peakii»). Ha Tii npuiiomy inri6itopis AII® y gesikux mamieHTiB 3 IBOOIUHUM
CTEHO30M HUPKOBHUX apTepiii abo CTeHO030M apTepil eAnHOl QYyHKIIOHYI0U0l HUPKU MOKIINBE
000pOTHE MigBUIIEHHS KOHIIEHTpAllil CECYOBUHM Y KPOBi Ta KpeaTHHiHY y CHpoBaTLi KpoBi. Lle Oinbi



XapaKTEepHO [IJ1d NallieHTiB 3 HUPKOBOIO HeHoCTaTHICTI0. HasiBHICTh peHOBaCKYIIPHOI rinepTeHsil
HiABUINYE PU3UK BUHUKHEHHS TSIKKOI TiOTeH3il Ta HUPKOBOI HEAOCTATHOCTI. Y OesgKUX NallieHTiB 3
aprepianbHOIO TinepTeH3i€lo, y IKUX 0 II0YaTKy JIiKyBaHHS He 6yJI0 BUSIBIEHO PEHOBACKYJIIPHUX
3aXBOpIOBaHb, PO3BUBAJIOCA IIiIBUIIEHHS CEYOBUHHU KPOBi Ta KpeaTUHIHY CUPOBATKM KPOBI, 3a3BUYal
He3HayHe Ta TUMYacoBe, 0CO0IMBO KOIH IePUHIONPUII IPU3HaYay OOHOYACHO 3 AiypeTukoM. Lle
OinbII XapaKTePHO OJIS MAIiEHTIB 3 yKe iCHYI0UMM IOpYyIIeHHAIM (YHKIIil HUPOK.

ITeuinkosa HedocmamHicmb. Pimko npuiioM inribitopiB AII® OyB 1OB’g3aHUi i3 CHHIPOMOM, SIKUHI
IIOYMHAETHCS 3 X0JIEeCTaTUYHOI KOBTSHUI Ta PO3BUBAETHCS Y MIBUOKOIIIMHHUM HEKPO3 MTEYiHKH,
iHOAl 3 TeTaJIbHUM HACIiAKOM. MexaHi3M BUHUKHEHHS IIbOT0 CHHAPOMY HeBigomuu. [1amienTy, y SKux
Ha TJ1i npuiiomy iHri6iTopy AII® PO3BUBAETHCS KOBTSAHULS a00 3HAYHO MiABUILYETHCS PiBEHb
NIeYiHKOBUX €H3UMIB, IOBUHHI IPUNIUHUTHU MpuiioM iHribitopy AII® Ta oTpuMaTH BigIOBiIHE MeTUYHE
oOcTexkeHHS i ikyBaHHS (OuB. po3min «[1o6iuHi peakii»).

Pacosi ocobausocmi. Iuribitopu AII® yacTiine CIPUYUHSAIOTH BUHUKHEHHST aHTiI0HEBPOTUYHOTO
HaOPSKY y IallieHTiB HETPOIgHOI pacy, HiXK y MpeACTaBHUKIB iHIIMX pac. fK i inmi inribitopu AIID,
IePUHIOIPUI MeHI eheKTUBHO 3HUKYE apTepiaTbHUM TUCK Y MAlliEHTiB HETPOIAHOI pacu 3
TimepTeH3i€l0, HiXK Yy MpeACTaBHUKIB iHIIUX Pac, 1110, MOXKJIMBO, ITOSCHIOETLCS HU3BKUM PiBHEM pPEHIHY
y IIJTa3Mi KpOBi TaKMX Malli€HTiB.

Kawenv. TToBigoMisisiocsl Ipo BUHUKHEHHS KaIlTIO i yac mpuiioMy iHribitopis AIIO. Llei kalens €
HeIIPOLYKTUBHUM, TPUBAJIUM i IPUIUHAETHCA MiCIIs BIiIMiHU npenapaTy. Kallenb, BAKJIMKAaHUI
npuiioMoM iHribiTopiB AI1®, moBrHEH O6yTH YaCTUHOWO OUGEPEHIIHHOr0 AiarHo3y Kalllio.

XipypeiuHe empyuaHHsA/AHecme3sis. [Ipu xipypriuHoMy BTpydaHHi abo pu mIpoBefieHHI aHecTe3il,
0C00JIMBO IIiff YaCc 3aCTOCYBAHHS aHECTETHKa, IKUH IIPU3BONUTD N0 3HUKEHHS apTepialbHOTO TUCKY,
Bi-TIPECTAPIYM® Moxe GI0KyBaTH YTBOPEHHS aHTioTeH3uHy I micas KOMIeHCaTOPHOTo
BUBIJILHEHHA peHiHy. [Ipemapar ciif BIAMIHUTHY 3a OOUH [EeHb [0 XipypriYHoro BTpy4YaHHA. AKII0
PO3BUHYJIACS TIOTEH3is i BBAXKA€ETHCS, 1110 BOHA CIIpUUYMHEHA caMe I[UM MeXaHi3MOM, CTaH XBOPOI0
MOXKHa HOpMaJlidyBaTu 30iIbIIeHHSAM 00’€eMy IIUPKYII0I0901 KPOBi.

I'inepkaniemin. Y gesiKux MallieHTiB Ha TJIi mpuiioMy iHrib6iTopiB AII®, y TOMy 4uCIIi TEPUHOONPUITY,
Bifl3Ha4anocs 30inblUIeHHS KOHIIEHTPAllii Kasio y cupoBartii KpoBi, inribitopu AII® MoXyThb
CIIDUYUHSATH TillepKalieMilo, OCKIIbKY IPUTHIUYIOTh BUBIIBHEHHS allbIOCTEPOHY. Y Ialli€HTIB 3
HOPMAaJIbHOIO (PYHKIII€I0 HUPOK Iel edeKT 3a3Bu4ail He3HauHUU. [0 PaKTOPiB pU3UKYy BUHUKHEHHS
rinepkarsnieMii HajexaTb HUPKOBa HEJOCTATHICTh ab60 3HUKEeHHS (YHKIIil HUPOK, BiK (MOHA[

70 pokiB), yKpoBuii giabeT, iHTEPKYPEHTHI CTaHU, TaKi K ferigparailisi, rocTpa ceplieBa
meKoMIIeHcallisl, MeTaOOiYHUY alluI03 Ta OMHOYACHE 3aCTOCYBaHHS 3 Kanlilid0epiralouuMu
niypeTuKamu (CIipOHOJIAaKTOH, eIJIePeHOH, TPHaMTepeH abo aminopup), 3 XxapuoBuMU fo0aBKaMu, 1110
MIiCTSTh KaJii, a00 3aMiHHMKaMH COJIi 3 KaylieM; abo mpHUioM iHIIKMX IpemnapariB, [0 BUKIUKAIOTh
IMigBUIIEeHHS KOHIIEHTpPAIlil KaJlilo y CHPOBaTIli KPOBi (remapuH, KO-TPEMOKCA30JI, TAaKOXK BiIOMUU SIK
TPUMETOIIPHUM/CyIbhaMeToKCca30J1) i 0CoO6IMBO aHTATOHICTiB anb0CTEPOHY abo 6710KaTOpPiB
pellenTopiB aHTi0TeH3UHY. 3aCTOCYBaHHS Xap4uoBUX f00aBOK, 110 MICTATh Kail, Kaniii3bepiraroumx
miypeTukiB abo 3aMiHHUKIB COJTi 3 KaJlieM, 0COOIMBO V MALli€HTIB i3 MOPyIIeHHIM QYHKII HUPOK,
MOXKe IIPU3BECTH [0 3HAYHOIO MiIBUINIEHHS PiBHSA KaJlito B CUPOBaTLi KpoBi. [inepkaniemis Moxe
CIIPUYMHUTY BUHUKHEHHS CEPUO3HOI, iHOAl neTanbHOl apuTMmil. [lamieHTam, SKi 3aCTOCOBYIOTh
inribitropu AII®, crim 3 06epekHICTIO 3aCTOCOBYBaTH Kanilidbepiraioydi miypeTuku ta 610KaTopu
PeLenTopiB aHTi0OTEH3UHY, @ TaKOXK IIPOBOAUTH PETEIbHUYM MOHITOPUHT PiBHS Kaslil0 y CHPOBATII
KPOBi Ta QyHKII1 HUPOK. fAKIO 0gHOYaCHE 3aCTOCYBaHHS NEPUHIONPUIY Ta OyOb-KOl 3
BUIlle3a3HaYE€HUX PEUOBUH BBAXKAETHCS JOPEUHUM, iX CHIifl 32CTOCOBYBATH 3 00€PEXKHICTIO Ta YacTo
KOHTPOJIIOBAaTH PiBEHb KaJIil0 B CUPOBATIi KPOBi (AUB. po3Min «B3aeMofia 3 iHIIMMHU JTiIKapCbKUMHU
3aco0aMH Ta iHII BUOU B3aEMOLIN»).



ITauieHmu 3 yykpogum diabemom, siKi TPUUMaIOTh IIEPOPAJbHI IyKPO3HUXKYBaJbHI 3ac06u abo
OTPUMYIOTH iHCYJIiH, HeO0OXiIHO pPeTeNIbHO KOHTPOJIIOBATH PiBeHb IJIiKeMii MPOTSIToM MEepIIoro Micsis
Teparil iHribiTopamu AII® (ouB. po3min «B3aemopmis 3 iHIMMMYU TiKapchKUMU 3aco0aMu Ta iHIII BUOU
B3aEMOTIN»).

3anobiscHi 3axodu, nos’a3ami 3 ama00uniHom

Besneky Ta eeKTUBHICTb 3aCTOCYBAaHHS aMJIONUIIIHY Y CTaHi TimepTOHIYHOTO KPU3y OOBEIEeHO He
oyno.

Cepuesa HedocmamHicmyo. TakKUM TallieHTaM IPU3HAYATH aMJIOAUIIIH CIif 3 06epexHicTi0. ¥
IOBrOTPUBAJIOMY I11aiie60-KOHTPOILOBAHOMY [IOCIIKEHH] 3 y4acTIo MallieHTiB i3 ceplieBoio
HeloCTaTHICTIO TakKoro cryneHs (III - IV ¢pynkmionanbHux KnaciB 3a NYHA) npu 3acTocyBaHHi
aMJIO[UIIIHY YacTOTa BUIMAAKIB PO3BUTKY HAOPSKY JiereHb Oya BUIOI0 TOPiBHSAHO i3 3aCTOCYBaHHSAM
nyanebo (ouB. po3nin «PapMakoguHaMika»). AHTArOHICTH Kaslbllilo, BKIJIIOYal0OUX aMJIOOUIIiH,
HeoOXimHO TpU3HavYaTy 3 00ePeKHICTIO NallieHTaM i3 3aCTilHOI0 CeplLeBOI0 HEIOCTATHICTIO, TOMY III0
BOHU MOXKYTh IIiABUIIYBaTU PU3UK PO3BUTKY KapAiOBaCKYJISIPHUX IIOAIM Ta JIETaIbHOCTI ¥
MaitbyTHEOMY.

ITeyiHkosa HedocmamHicmy. Y TIAI€EHTIB i3 MOPYIIEeHHSAM (QYHKIII1 TeYiHKY Tepiof HalliBBUBEOEeHHS
aMJIOJUITIIHY € MOgoBXKeHUM Ta 3HaueHHsI AUC— BHCOKe; peKOMeHpallil o0 J03yBaHHS He
BH3HaueHi. ToMy JIiKyBaHHS aMJIOTUIIIHOM He0OXiITHO PO3MOYMHATH 3 HAWHUXKYUX 03 Ta 3
00epexkHiCTIO 9K IPH iHimialil TiKyBaHHS, Tak i mif 4ac migBuieHHs f03. [lalieHTaM 3 IOpyIIeHHIM
GYHKII MeYiHKY TSKKOTO CTYIeHsI MoxXe OyTH HeoOXiIHUM MOCTYIIOBUYM Mifbip 03 Ta peTenbHUM
MOHITOPUHT.

ITauienmu aimHvo2o giky. ITimBuIlyBaTH 0O3Y MHalliEHTaM JITHLOTO BiKy HOTPiOHO 3 06epeXHiCTIO
(ouB. po3ninu «®apmakoanHaMika» Ta «Croci0 3aCTOCyBaHHS Ta IO3U»).

Hupkosa Hedocmamuicmy. TakuM mallieHTaM aMJIOOUIIIH MOXKHA 3aCTOCOBYBATH y 3BUYaWHUX [03aX.
KonuBaHHS KOHIEHTPALlil aMJIONUIIIHY Y IIJ1a3Mi KPOBi He 3a/ieXaTh Bifi CTyIeHsI HUPKOBO1
He[0CTaTHOCTi. AMJIOOUIIIH HE BUBOAUTHCSA IIiJ Yac Hiaisy.

3anobiscHi 3ax00u, nos’A3aHi 3 ¢ikcosanow kombinauiero Bi-TIPECTAPIVM®

IlonomidcHIi pevoguHu. [0 CKilafy mpenapaTy BXOAUTH /dKMO3d, TOMY HalliEHTaM 3 YPOAXKeHO0I0
HeTepeHOCHUMICTIO TaJlaKTO31, CHHIPOMOM ManbaOcopO1ii rII0K03U Ta TalaKTO3U, 3arajlbHUM
nediliTOM NaKTa3u He PeKOMEHIOBAHO MOT0 MPU3HaYaTH.

B3saemodii. OnHOYacHe 3aCTOCYBaHHS JIiTii0, Kasili3bepiraloyux npenaparis, XapuoBux f100aBOK, 110
MICTSTh KaJlili, ab0 gaHTposeHy 3 npenapaToM Bi-TIPECTAPIYM® He pekoMeH/0BaHe (IUB. PO/
«B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3aC00aMM Ta iHII BUAM B3aEMOIii»).

3acmocyeanHs y nepiod eazimnocmi a6o 200yeaHHs1 2pydoio.
3acrocysanHs npenapaTy bi-TIPECTAPIVM® npotunokasase y Iepiof BariTHOCTI.

3actocysanHs npenapaty bi-TIPECTAPIVM® He peKoMeH[j0BaHe y IIepiof rogyBaHHs rpyamio. Y pasi
HeoOXiTHOCTI 3aCTOCyBaHHS IIperapaTy TooyBaHHS TPYAIIO CIIifl MPUIIUHUTH.

BazimHicmb

[epunponpui. 3actocyBauHd iHri6iTopis AII® nmpoTunokasane y nepion BaritHOCTi. [IepeKOHIUBUX



eMifeMioNoTiYHUX JOKa3iB TepaTOTeHHOT'0 PU3UKY IIPU 3aCTOCyBaHHi iHTibiTopiB ATI® mpoTsAromM

I TpuMecCTpy BariTHOCTI HeMa€; OOHAK He MOXKHa BUKI/II0YaTHA HEBEUKE MiABUILIEHHS IIbOTO PU3UKY. Y
pasi Koy MpomoBXKEeHHS JTiKyBaHHS iHTiOiTopamu AII® BBaXKa€eThCS 000B’I3KOBUM, TAlliEHTOK, SKi
IIJIaHYIOTh BariTHICTS, CIIi[ IepeBECTU Ha aJlbTePHATUBHI aHTUTINIEPTEH3UBHI IIpenapaTy, sKi MaloTh
nigTBEpAXKeHi faHi mpo 6e3meKy 3aCTOCYyBaHHS B IIE€Piof BariTHOCTI. fKII0 B mepiof MiKyBaHHS
HiATBEPAKYETHCS BaTiTHICTD, MiKyBaHHS iHriOiTopamu AII® ciifg HeralHO IPUIKMHUTH i, SIKIIO
HeoOXigHO, 3aMiHUTH iHIIMM JTiKapChbKUM 3aC000M, TO3BOJIEHUM [JI 3aCTOCYBaHHS BaTriTHUM. BimoMmo,
1o npuiioM inribitopis AII® mig wac II Ta III TprMecTpiB BariTHOCTI MPU3BOJUTE 10 (PETOTOKCUYHOCTI
(mopymeHHS QyHKIIl HUPOK, MaJOBOAAS, VIOBiIIbHEHHS (OPMyBaHHS KiCTKOBOI TKaHWHM 4Yepella) Ta
[0 HEOHATAJIbHOI TOKCUYHOCTI (HUPKOBa HEIOCTATHICTh, apTepiasibHa TilOTeH3is, TinepKamieMis).
Axmo x inribiTopu AI1® npuiimanu 3 II TprMecTpy BariTHOCTi, peKOMEH0BAHO YIbTPa3ByKOBE
00CTekeHHST PYHKIIiM HUPOK Ta OyoOBY Yyepera HOBOHAPOMXKEHOT0. 3a HOBOHAPOIXKEHUMHU, YUl
MaTepi y mepiof BaritTHocCTi mpuiimanu iHribiTopu AII®, crif crocTepiraTé A1t CBOEYaCHOTO
BUSIBJIEHHS 1 KOPEKIIil apTepialbHOI TiMOTeH3il.

Awmnopunin. Be3neky 3acTOCyBaHHS aMJIONUIIIHY BaTiTHUMH XiHKaM{ BCTAHOBJIEHO He 0yio0. Y
OOCIIAXKEHHAX Ha TBAPUHaX TOKCUYHUY BIIJIUB Ha PEIPOAYKTUBHICTh CIIOCTEPIraBCs Mif yac
BBEe[J€HHS BUCOKUX [103. 3aCTOCYBaHHA IIpenapary y Iepiof BariTHOCTi peKOMEH0BaHe TiJIbKU Y pasi
BificyTHOCTi 6€31€eYHINIOro aJbTepHATUBHOTO JIiIKYBaHHS Ta KOJIM 3aXBOPIOBaHHSA Ma€ OiNbIIni pU3UK
IJIS BaTiTHOI Ta IJIona.

I'odyeaHHA 2py00to

[Iepunponpui. He pekoMeHI0BaHO 3aCTOCYBaHHSA IEPUHIOIIPUILY Y IIepiof TOLyBaHHSA T'PYLLI0 Y
3B’A3KY 3 BificyTHiCTIO aHux. [1ig Yyac romyBaHHS rpynaio 0axkaHo IPU3HAUYUTH albTepHATHBHE
JIiKyBaHHS i3 OiNIbII mOCTigKeHuM mpodinem 6e3meku, 0COONMUBO i Yac rogyBaHHS
HOBOHAPOOKEHOT0 a00 HeJOHOIIIEHOT0 HEMOBJISITH.

Avniogunid. AMIOOUIIIH IPOHUKAE Y TPyIHE MOJIOKO. [103a, OTpuMaHa HEMOBJIAM, OLiHIOBajacs Ha
MiKKBapTU/IbHIM OCHOBI i 3HAXOAUTHCSA B Aiana3oHi 3-7 % 3 MakCcUMaabHUM 3Ha4eHHIM 15 % Bifg
IPUUHATOL MaTip’10 f03u. BIiuB aMouminy Ha HEMOBIIST HEBigoMuu. PilieHHS 1010
IIPOJOBKEHHS/TIPUIIMHEHHS TOYBAHHS IPYAAI0 a00 MPOOBKEHHSI/TPUIUHEHHS JTiKyBaHHS
aMJIOMUITIHOM CIIif TpuiiMaTH, 6epydu [0 yBaru KOPUCTD Bifl TOAyBaHHS TPYALIO [JIS AUTHUHU Ta
KOPUCTH Bif JIIKyBaHHA aMJIOLUIIIHOM [JI MaTepi.

depmuabHicmMb
[TepuHpmonpui. BruB Ha penpoayKTHBHY GYHKIII0 ab0 GpepTUunbHiCTh BiACyTHIM.

Awmmopunis. TIpo o6opoTHi GioximMiuHi 3MiHU Y T'OJIOBII cCllepMaTO30ifa MOBIIOMIANIOCS ¥ OESKUX
NallieHTiB, SKi niKyBanucs 61o0KaTopaMy KasblieBux KaHasiB. KiiniuHi gaHi 11000 MOTEHLIHHOTO
BIIJIUBY aMJIOJHUIIIHY Ha (PepTUIBHICTL € HeJoCcTaTHIMU. BigoMo, 1m0 y mocmigxkeHHi Ha I1ypax 0yiio
BUSIBIIEHO NOGIYHY Mit0 Ha (GepPTUNILHICTh CaMIIiB.

30amuicmb enaueamu Ha weudkKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

TocmifKerHs Mmoo BIIKBY npenapaTy bi-TIPECTAPIVM® Ha 3[aTHICTh KepyBaTH TPaHCIOPTHAMH
3acob6aMu Ta paIfloBaTH 3 iHIIKMU MeXaHi3MaM{ He IPOBOAWINCEH. AMJIOAUIIIH MOXKe YAHUTH
He3HauHU ab0 MOMipHMIi BIIJIUB HA 30ATHICTh KepyBaTH TPAHCIOPTHUMH 3acobaMu Ta IIpalloBaTH 3



iHIIMMY MexaHi3MaMu. MOXJTHBe TIOPYIIEHHS Peakilii Bofis y pa3i BAHUKHEHHS 3allaMOPOYeHHS,
royioBHOT0 607110, C1abKOCTi, CTOMTI0BAHOCTI a60 HymoTU. PekoMeHI0BaHO OyTH 00€pEKHUMHY,
0COOIMBO Ha MOYaTKY JiKyBaHHS.

Cnocib 3acmocyeaHHsi ma do3u.
[151 mepopanbHOTO 3aCTOCYBaHHS.

HopocnuMm ciig npu3HadaTy 1 TabneTKy Ha ieHb 0qHOPa30Bo, 6aXkKaHO BpaHIl Iepef MPUMoMOM 1xXi.
TabneTKa He HmignsArae Moginy.

o3y crig migbupaTty iHAUBiAYyalIbHO IS KOXKHOTO TallieHTa 3 YpaxyBaHHSM II0Ka3aHHS [JIS
3aCTOCyBaHHS, Iepebiry 3aXxBopioBaHHS Ta MMOKAa3HUKIB apTepialbHOTO THCKY. MaKcuManbHa fo00Ba
no3sa - 1 TaGnetka npemnapaty Bi-TIPECTAPIYM® 10 mr/10 Mr Ha f1o0y.

[ITomo maiieHTiB 3 TPy PU3UKY AUB. po3Ain «OcoOIUBOCTI 3aCTOCYBAHHS».

ITauienmu 3 nopyweHHAM QYHKUil HUPOK ma nayieHmu AimHb020 8iKy (auB. po3mainu «OcoO6nMuBOCTi
3acTocyBaHHS» Ta «PapMakKOKiHeTHUKa»). BUBeleHHS IePUHOONPUIIATY 3HUKYETHCS V IAIiE€HTIB 3
HUPKOBOIO HEJOCTATHICTIO Ta Y Malli€HTiB JIITHLOTO BiKy, TOMY IIi[l Yac JiKyBaHHS HeoOXiIHO
IIPOBOOUTY YaCTUU KOHTPOJIb PIBHS KpeaTHHIHY i Kaito.

Bi-TIPECTAPIVYM® MoXHa Mpu3HayaTy MalieHTaM 3 KJIipeHCOM KpeaTHHiHy = 60 MJI/XB Ta He CIIif
IIpU3HA4YaTHy NallieHTaM i3 KJIipeHCOM KpeaTuHiHy < 60 My1/xB. TakuM namieHTaM peKOMEeHOY€EThCS
inguBimyanbHuUM migbip 4031 KOKHOTO 3 KOMIIOHEHTIB IIpenapaTy OKpeMo.

3a yMoBY 10OpOI MepeHOCUMOCTi J03yBaHHS aMJIOAUIIIHY € OMHAKOBUM [JIT MOJIOAIINX MALiEHTIB Ta
NAL€HTIB JIITHLOTO BiKy. [71g AIiE€HTIB JIITHHOTO BiKy PEKOMEHI0BaHUY 3BUYAUHUN PEXUM
MO3yBaHHS, ajie MiIBUIYBaTH NO3y HEOOXigHO 3 06epeKHICTIO.

KonneHTpauis aMJIOguIiHy y y1a3Mi KPOBi He 3aJI€3KUTh Bifl CTyIeHs MOPYIIeHHS (QyHKIil HUPOK.
AmMnopuniH He BUBOOUTHCS IIif 4ac Aiamisy.

ITopyweHHs ¢pyHKUiI neuiHku (guB. po3ginu «Oco0IMBOCTI 3aCTOCyBaHHSI» Ta «DapMaKOKiHETHKA»).
BipcyTHi pekomeHpalril o0 J03yBaHHS [JI MAI[iEHTIB 3 TETKUM Ta IIOMipHUM IOPYIIEHHAM (QYHKIIi1
NeYiHKY, TOMY ImigOdupaTu K03y MoTpibHO 00epekHO, PO3MOYNHATH TePaIlilo CIlif 3 HaWHUXKYUX 003
(ouB. po3minu «Oco6auBOCTI 3acTOCyBaHHSI» Ta «DapMakoKiHeTHKa»). [I11s1 BUOOPY ONMTHMaIbHOI
II04YaTKOBOI Ta MigTPUMYI040i AO3H JIiIKapChKOT0 3ac00y MallieHTaM 3 IOPYLUIeHHSAM QYHKIII nedinKu
HeoOXiTHO OKpeMo IifxdupaTy 103y aMJIOAUIIHY Ta IepuHOonpuiy. JocmigkxeHHs hapMaKOKiHETUKA
aMJIO[UIIIHY y MAI[i€HTIB 3 TAKKUM IIOPYIIeHHIM (yHKIIil Te4iHKY He npoBoaunucs. [lamieatam 3
NOpPYIIeHHAM (QYHKIIIl IeUiHKY TSIXKKOT0 CTyIeHs IPUKUOM aMJIONUIIIHY CIIifl pO3MOYUHATH 3
HaVHUXYUX [03, AKi HiABUIIYIOTh IIOCTYIIOBO.

Himu.

Bi-[IPECTAPIYM® He PEKOMEHAYETHCS MPU3HAYaTH OiTSIM 4epes BiCyTHICTh OOCTigXKeHb 3 y4acTIO



ITiel TPyNy MallieHTiB.

Ilepedo3yeanHs.

IIpo BumanKu nepeno3ysanns npenapaty Bi-TIPECTAPIYM® He nosigomisiocs. [laHi momo
CBimoMoro mmepeno3yBaHHS aM100uniHy € ooMexxeHuMu. CUMIITOMH: HasBHI laHi TPUIYCKAIOTh, 1110
IPUHOM [IyKe BEJIUKHUX 03 MOXKe IMPU3BECTH 00 HaAMipHOI mepudeprnyHol Ba3oauaTallii Ta
MMOBIPHOT'0 BUHUKHEHHS pedieKTOpHOI Taxikapzil. [loBigoMisiiocs po BUpaXkeHy, MOKJIINBO,
TPUBaIy CUCTEMHY TiMOTEH3il0 Ta LIOK 3 JIeTaJIbHUM HaCIIiIKOM.

Pigko noBimomisinocs Ipo HeKaphioreHHUY HaOpsK JieTeHiB IK HaCJIioK Iepefo3yBaHHs
aMJIOQUIIIHY, SKUU MOXKe MPOSBIIATUACA 3 BIICTPOYEHUM IT0YaTKOM (4epe3 24-48 rogus micis
3aCTOCYBaHHS) i moTpebyBaTH ITYYHOI BEHTUIISII] TereHb. PaHHi peaHimMalifiHi 3axoqu (BKITIOYAIOYH
nepeBaHTaXXeHHS PiIMHOI0) AJg MiATPUMKU nepdy3ii Ta cepleBoro BUKUAY MOXYTh OyTH
IIPOBOKYIOYUMH (HhaKTOPaMHU.

JIikyBaHHS: KJTiHIYHO BUpaXKeHa TilloTeH3is, BUKINKaHa IIepeqo3yBaHHsIM aMJIOJHUIIiHY, T0Tpebye
aKTHBHOI KapAiOoBaCKyISPHOI MOIIOMOTH, 30KpeMa 4YacTOr0 MOHITOPUHTY QyHKIII ceps Ta
pecmipaTopHol GYyHKIIil, HagaHHS MaI[iEHTy TOPU30HTAILHOTO IIOJI0KEHHS 3 MPUMITHATAMA HUXKHIMA
KiHI[iBKaMu, Ta IOTPe0y€e YBaKHOTO CTEXKEHHS 3a 00’€MOM LIMPKYIIOI0YO0l KPOBi Ta CEYOBUIIIEHHSIM.

[Tpu3HavyeHHs Ba30KOHCTPUKTOpPA MoXKe OyTH KOPUCHUM IJ15 BiTHOBJIEHHS TOHYCY CYIUH Ta
apTepianpHOro TUCKY, SKIIO BifCyTHI IPOTUIIOKA3aHHA. BHYTPIlIHEOBEHHE BBEEHHS KallbLIil0
TJIIOKOHATY MOXKe NOIOMOTTH YCYHEHHIO HacllifKiB 6/10Kafy KaJlbIlieBUX KaHaJiB.

Y mesikvx BUNagKax € JOpPeYHUM IIPOMUBAHHS IUTyHKA. [lOCTiAKeHHS 3a y4acTio JOOPOBOJIbLIIB
IIPONEMOHCTPYBAJIO, 1[0 IPUMOM aKTUBOBAHOTI'0 BYTUIJIA Yepe3 2 TOOUHY Micnd npuuomy 10 mr
aMJIOMUITIHY 3HUKYE IBUAKICTh abcopOiii amnoguminy B opradiami. ¥ cucteMHOMY KPOBOOGITY
aMJIOMUIIIH Ma€ BUCOKUY PiBeHb 3B’sI3yBaHHS 3 OilIkaMu KPOBi, TOMy IIpU3HAuYeHHS TeMofiiai3y He
epeKTuBHE.

Indopmaliis mpo nepeno3lyBaHHs nepuHdonpuay € oOMexeHo10. [1pu nepego3yBanHi iHribiTopis AII®
MOXKYTh BUHUKHYTH TilIOTEH3is, IUPKYISTOPHUN IIOK, IIOPYLIEHHS €JIEeKTPOJIITHOTO GanaHCy,
HUPKOBA HEJOCTATHICTh, TiMEPBEHTUIIALIS, TaXiKap/is, ManbiTallisg, Opagukapmis, 3allaMOpOYeHHS,
TpUBOTa Ta KallleJib.

[Ipu nepeno3yBaHHI PpEKOMEHIYETHCS BHYTPIIIHLOBEHHE BBEeHHS PO3UKHYy xyopuny Hatpio 0,9 %.
[Tpu BUHUKHEHH] TinmoTeH3ii maiieHTy HeoOXiqHO HaflaTH F'OPU30HTAJIBHOTO MMOI0XKeHHs. Crin
PO3TIITHYTH MOXKJIMBICThH ITPOBefieHHs iHdY3ii 3 aHrioTeH3uHOM II Ta/ab0 BHYTPIIIHHOBEHHOTO
BBe[IeHHS KaTexonaMiHiB. [lepuHmonpun Moxe OyTH BUBEHNEHU 3 CHCTEMHOI'0 KPOBOOOITY 3a
IIOIIOMOT 00 TeMofiani3y (auB. po3nin «Ocob0IMBOCTI 3aCTOCYBaHHA»). [Ipy BUHUKHEHH] CTilKOl 0
NiKyBaHHS OpafuKapmil MOXJIMBe 3aCTOCOBYBaHHS IITYYHOTO BOAisA pUTMy. HeoOXinHUY TOCTIMHUY
MOHITOPHHT OCHOBHUX IIOKa3HMKIB KUTTEIAIBHOCTI, PiBHS KOHILIEHTPAIlil eJIEKTPOJIITIiB Ta
KpeaTHHIHY y CUPOBATII KPOBI.

ITo6iuni peakuii.

HaituacTimumy mo6iYHUMY peakIlisiMy, IIPO SKi MOBigOMIISIIIOCS IIPH OKPEMOMY 3aCTOCyBaHHi
IIePUHIOIPUIY Ta aMJIOIUIIiHY, €: HaOPSKH, COHIUBICTE, 3allaMOPOYEHHS, TOJIOBHUY 0inb (0cOOMMBO



Ha I0YaTKYy JIiKyBaHHS), CIIOTBOPEHHS CMaKy (IUCTeB3ist), TapecTesisi, MopyleHHs 30PY (BKI0Yaloyu
OBOIHHS), A3BiH ¥ ByXaX, BEPTUTO, MasbIIiTallisl, IPUIINBY, TillOTEH3is (Ta MMOB’si3aHi 3 HEI0
CUMIITOMH), 3afIUIIIKa, Kallesb, 0ib y XKUBOTI, HyAOTa, OJII0BaHHS, IUCIIEIICis, 3MiHa PUTMY
nedexatiii, miapesi, 3amop, cBepOixK, BUCHII, eK3aHTeMa, HabpsK cyrino0iB (HaOpsK IUKOIOTOK),
CcIIa3Mu M’s3iB, IIigBUIlleHa BTOMJIIOBAHICTh, aCTeHis.

[Tig yac KniHiYHUX HOCTiAXKeHb Ta/abo micnspeecTpalliiHoro 3aCTOCyBaHHS MTePUHAONPUIY abo
aMJIOMUIIIHY OKPEeMO CIIOCTepiranucs Huxk4e3a3HaueHi mobiyHi peakiii, ki KimacudikoBaHi 3rigHo 3i
CJIOBHMKOM CTaHAapTHU30BaHOl MeauyHoi TepMiHosorii MedDRA 3a cucTeMamu opraHiamy 3 TaKo0
YaCTOTOI BUHUKHEHHS: AyxKe 4acTto (=1/10); vacto (=1/100 mo <1/10); mewacto (>1/1000 mo
<1/100); pigko (>1/10000 mo <1/1000); oyxe pigko (<1/10000); yacToTa HeBifoMa (He MOXKHa
BU3HAYWTH 3a HasSBHOWO iH(opMalii€ro).

[adexkrril Ta iHBa3il: pUHIT (HEYaCTO - aMJIONUIIIH; OyKe PIOKO - IEePUHTOIPUI).

3 60KY eHIOKPUHHOI CHCTEMHU: CHHAPOM HealeKBAaTHOI CeKpellii aHTUAIyPeTUUHUX TOPMOHIB
(CHCAILT) ( pigko - MEpUHIOOIPHUII).

3 6OKy cUCTEMU KDPOBi Ta niMaTUYHOI cucTeMu: eo3uHODimis (HeyacTo* - mepuHOOIPUII);

JIeUKOTIEHisI/HeUTPOIIeHis (OyxKe PifKo - aMJIOOUIIiH Ta IepuHAONPuI) (IuB. po3min «OcobmIuBOCTi
3aCTOCYBaHHS»); arpaHyJIONUTO3 ab0 MaHIUTONEHIs (IyKe PigKo - TepUHAONPUI) (AUB. PO3Mi
«Oco0IMBOCTI 3aCTOCYBaHHS»); TPOMOOIMTOIEHIS (OyKe PifAKOo - aMJIOAUIIIH Ta IePUHAOIPIII) (IUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»); eH3UMOcCHel(iuHa reMoTiTUYHa aHEMis Yy Malli€HTiB 3
YPOIKEHOI0 HeIOCTAaTHICTIO I'II0K030-6-pocdaTtamerinporenasu (oyxe pifiko - IepuHAONPUI) (OUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3 6OKy iMyHHOI cHCTeMHU: TinepYyTAUBICTE (OyKe PidKO - aMJIOAUIIIH; HEYaCTO - TEPUHOOIPUII).

3 60Ky 00MiHY pe4oBHH i MeTaboni3My: rinornikemis (HevyacTo* - mepUHOONPUI) (IUB. PO3Minu
«0Oco6IMBOCTI 3aCTOCYBaHHS» Ta «B3aeMofis 3 iHIKMMHU JTiKapChKUMM 3ac00aMu Ta iHIIN BUOK
B3a€EMOil»); TillepKaieMis, M0 3HUKAaE Iicls BiIMiHM IIpenaparty (HedacTo* - mepuHponpui) (aus.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»); TilTOHATPiEMis (HeyacTo* - IepHUHIONPUI); Timepriikemis
(myXke PifKo - aMJIOOHUIIIH).

3 6oky rncuxiku: 6e3COHHS (HEYaCTO - aMJIOUIIIH); IOPYIIeHHs HaCTPOIO (BKJII0Yalouu TPUBOTY)
(HeyacTo - aMJIOOUIIIH Ta IePUHIOIPUI); Aempecia (He4acTo - aMIOAUITiH, He4acTo* - MepUHOOIPHUIL);
IIOpPYIIeHHS CHY (He4acTo - IEPUHOOIPHUII).

3 60Ky HEpPBOBOiI CHCTEMU: COHIUBICTE (0COOIMBO Ha MOYATKY JIiKyBaHHS) (YacTO - aMJIOAUIIIH;
HedacTo* - MepuHAONPUI); 3allaMopodeHHs (0C00IMBO Ha IT0YATKY JIiKyBaHHS) (YacTo - aMJIOAUIIIH Ta
EePUHIOIPUII); TOJIOBHUM Ointb (0COONMMBO Ha IOYATKY JiKyBaHHS) (YaCTO - aMJIOAUITIH Ta
IePUHIOIPUII); CIIOTBOPEHHS CMaKy (OUCTreB3is) (He4acTo - aMJIOAUIIIH; 9acTo - IePUHIOIPUII);
TpeMop (HeyacTo - aMJIOIUIIIH); TimoecTe3is (HevacTo - aMJIOIUIIiH); MapecTe3is (HevacTo -
aMJIO[MIIIH; YaCTO - IEPUHIONPUI); HEIIPUTOMHICTE (He4acTo - aMIOOHUIIiH; He4yacTo* -
IIePUHAONIPUII); CIUTyTaHICTh CBIMOMOCTI (PiKO - aMJIOOUIIIH; AyKe PiAKO - IEPUHOOIPHUII); TilepPTOHYC
(oye pimKo - aMJIOXIIIH); TepudepruyHa HeWponarTia (TyxkKe piAKo - aMJIOAUIiH); 1epeOpoBacKyIspHi
nofil MOXKYTh BUHUKATH BHACIINOK HaAMIPHOTO 3HMKEHHS apTepialbHOr0 TUCKY Y allieHTiB TPyIu
BHCOKOI'0 PHU3UKY (OyKe PifKo - MepuHAoNpui) (OuB. po3min «Oco6IMBOCTI 3aCTOCYBaHHS »);
eKCTpalipaMifiHi po3naau (eKCcTparmipamMigHUM CUHOPOM) (YacToTa HeBimoMa - aMJIOOUIIiH).

3 60Ky OpraHiB 30py: MOPYIIEHHS 30pY (YacTO - aMIOAUIIIH Ta MTePUHAOIIPHUII); IBOIHHS (YacTo -
AMJIOTHIIIH).



3 00Ky OpraHiB CIyXy Ta BeCTUOYIIPHOTO anaparTy: A3BiH y ByxaX (He4acTo - aMJIOAUIIiH; 4acTo -
MIEePUHOOIIPUII); BEPTUTO (YACTO - IEPUHAOIIPUII).

3 OOKYy ceplis: IanbIIiTanis (Y4acTo - aMJIOOUITiH; He4acTo* - MePUHOONIPUI); Taxikapmisa (HeyacTo* -
TIEPUHAONPUII); CTEHOKapHis (myxke pifko - mepunponpun) (qus. po3ain «Oco6nuBocTi
3aCTOCYBaHHS»); iHQapKT MioOKapHa MoXke BUHHAKATH BHACIIJOK HagMipHOTO 3HUKEHHS
apTepiasbHOTO TUCKY Yy MalliEHTiB Py BUCOKOTO PU3UKY (AyKe PiAKO - aMJIOOUIIIH Ta
nepuHOonpua) (AuB. po3ninn «OcobIUBOCTI 3aCTOCYBAHHS»); apUTMis (B TOMY uucIIi OpaguKapmis,
IIJTyHOYKOBA Taxikapmis Ta QpiOpumnsmis mepeacepas) (He4acTo - aMIOUIIIH; OyXKe PifKo -
IePUHAONIPUII).

3 00Ky CyIVH: IPUIINBYU (4acTo - aMJIOAUIIIH); TimOTeH3id (Ta I0B’s3aHi 3 HEI0 CUMIITOMHU) (HEYacTo -
aMJIOJUIIIH; YacTo - IePUHAONIPUI); IPUILIUBY Kapy (PioKo* - MEepUHOONPUII); BACKYJIT (OyXKe pigKo -
aMJIO[UIIIH; HedacTo* - mepuHponpun); peromeH PeiiHo (4acToTa HEBigoMa - EPUHIOIPHII).

3 60Ky muxXaJbHOI CHCTEMH, OPTaHiB I'PYIHOI KITITKK Ta CEPeNOCTiHHS: 3aJUIIIKa (YacTo - aMJIOTHUITiH
Ta IEePUHIONIPUII); Kallleiahb (HeYacTo - aMJIOIUIIH; YacTo - IePUHAONPHI); OPOHXOCHIa3M (He4acTo -

ePUHOONIPHII); €03MHO(ITbHA THEBMOHIS (OyKe PigKo - TEPUHIOIPHUIIL).

3 6OKy IIITYHKOBO-KHIITKOBOT'O TPAKTY: TinepIiasis sceH (IyXe pigko - ammogunin); 6ib y KUBOTI
(4acTo - aMJIOUIIiH Ta MEPUHOONPUI); HyHoTa (4acTo - aMJIOAUIIIH Ta IePUHAOIPUI); ON0BaHHS
(HeyacTo - aMJIO[UIIIH; YacCTO - IEPUHIOOIPUI); OUCIIENCisa (4acTo - aMJIOAUITiH Ta IePUH/IOIPUII);
3MiHa puTMy medexaliii (4acTo - aMJIOAUIIH); CyXiCTh y POTi (HEYacTO - aMIOOUIIIH Ta IEePUHAOIPHUI);
miapes (4acTo - aMJIOOUIIIH Ta IEPUHOOIPHUII); 3amop (4acTo - aMJIOAUIIIH Ta IePUHOOIPUI);
MaHKpeaTHuT (OyKe PigKo - aMJIOOUIIIH Ta IEPUHOOIPUII); TaCTPUT (AyKe PiAKO - aMIOAUIIIH).

3 60Ky renaTobiliapHOl CUCTEMU: TEMaTUT, XKOBTSIHUISI (OyXKe PifiKo - aMIOOUITIH); IUTOMITUYHUN a0
XOJIeCTaTUYHUY TenaTuT (IyxKe PigKo - IepuHmonpu) (ous. po3nin «OcobIuBOCTi 3aCTOCYBaHHS»);
IMigBUIIIEHHS PiBHS NTEeYiHKOBUX (PEPMEHTIB (IepeBaxkKHO CIPAUYMHEH] X0/IeCcTa3oM) (oyxKe PifKo -
AMJIOTNHIIIH).

3 6OKY IIKipK Ta OiAIKipHOi KIITKOBUHU: aHTiOHeBpoTUUHUM HAOpsiK KBiHKe (OyxKe pimko -
aMJIOUIIIH); aHTiIOHEeBPOTUYHUM HAOPSK 007IMYYs, KiHIIBOK, TY0, CTM30BUX 000JIOHOK, S3UKa,
T'0JIOCOBOI IIiIMHY Ta/ab0 ropTaHi (IyxKe pigKo - aMJIOAUIIIH; He4YacCTo - IEPUHOONPUI) (JUB. PO3Tin
«OCcobNIUBOCTI 3aCTOCYBaHHS»); MylIbTU(OPMHA epuTeEMa ([yKe PifKo - aMJIOAUIIIH Ta IePUHAOIPUII);
asomelis (HeYacTo - aMJIOOUIIH); MypIypa (He4acTo - aMJIOAUITiH); 3He6apBIeHH MIKipu (HEeYacTo -
aMJIOIHUITIH); Timeprigpos (He4acTo - aMJIOOUIIIH Ta IePUHOOIPHUI); CBepOixK (HeYacTo - aMIOIUIIiH;
YacCTo - IEPUHIOOIPUI); BUCHUII, eK3aHTeMa (HeYacTO - aMJIOIUIIIH; YacCTO - IEPUHIOIPUII);
KPOIKB’sTHKA (He4acTo - aMJIOTHUIIiH Ta IepHUHAO0NPU) (IuB. po3ain «Oco6IuBOCTI 3aCTOCYBaHHS»);
peaxtrii GoTOUyTNIUBOCTI (IyKe PigKo - aMIOAUIIIH; HeYacTo* - MepuHOonpu); memeiroin (Hevacto* -
IePUHIOIPUI); IOCUIEHHS CUMIITOMIB IICOpia3y (pigko - nepuHgonpui); cuagpoM CTiBeHca -
IIKOoHCOHa (OykKe PifKo - aMJIOOuIIiH); eKC(hOoIiaTUBHUM IepMaTUT (OyKe PigKo - aMJIOAUIIiH);
TOKCUYHUM emifepMalIbHUM HEKPOJIi3 (4acToTa HeBimoMa - aMJIOUIIiH).

3 60KY OIIOPHO-PYXO0BOI CUCTEMHM Ta CIIOAYYHOI TKAaHUHU: HAOPSK Cyrio0iB (HaOpSK IUKOIOTOK)
(gacTo - aMIIOMUIIiH); apTParis (He4acTo - aMJIOMIIiH; He4acTo* - IePUHOONPHUII); Mialnrisi (HeyacTo -

aMJIOUIIIH; HeYacTo* - MepUHIOIPHII); Clla3MU M'g3iB (4aCTOo - aMJIOHUIIIH Ta IEPUHIONIPUII); OiNlb y
CIIMHIi (HeYacTo - aMJIOAUIIIH).

3 OOKY CEeYOBUIINBLHOI CUCTEMHU: TIOPYIIEHHSI CEYOBUNYCKaHHS, HIKTypis, monakiypis (dacte
CEYOBUITYCKaHHS) (He4acTo - aMJIO[UIIiH); HUPKOBA HEIOCTaTHICThL (He4acTo - MepUHIOIPUII); ToCTpa
HUPKOBa HEJOCTATHICTH (PIAKO - MEPUHIONIPUII); aHypist/onirypis (pigko* - mepuHgonpu).



3 00Ky PENTPOOYKTUBHOI CHCTEMM Ta MOJIOYHHUX 3aJ103: ePeKTHUIIbHA OuCyHKIIig (HevacTo -
aMJIOIUITIH Ta MEPUH[IONPHUII); TiIHEKOMAaCTis (He4acTo - aMJIOAUIIiH).

3aranbHi po3Nagy Ta peakliil y Miclli BBeleHHs: HAOPSKHY (OyKe 9acTo - aMJIO[UIIIH); TepudepruyHi
HaOpsIKK (He4acTo* - MepUHAOIPHUII); IMiABUIIeHa BTOM/IIOBAHICTh (YaCTO - aMJIOOUIIiH); Ginb y rpyoHik
KJIiTII (HeYacTo - aMJIOIUIIiH; He4acTo* - IePHHIONPHUII); aCTeHis (YacTo - aMJIOIUIIIH Ta
nepuHOoNpuI); 6inb (HevacTo - aMJIOAUITIH); He3[yKaHHS (He4acTo - aMJIOfUIIiH; HeYacTo* -
MIEPUH[IONPUI); TilepTepMis (HedacTo* - HepUHIOOIPU).

Pe3ynbTaTy 1ab0paTOPHUX OOCHiOXKeHb: 30ibIIeHHS MacCU Tijla, 3MEeHIIeHHS MacH Tila
(HeYacCTO - aMIOUIIiH); MiABUIEHHS PiBHSI CEYOBUHH Y KPOBi (HEYACTO* - TEePUHIONPHII);
IiABUIIEHHS PiBHS KpeaTHHIHY V¥ KPOBi (HedacTo* - IeprHOONPWI); MigBUIEeHHS PiBHA Oinmipy0iHy y
KPOBIi (PigKoO - IepUHAONPHU); MiABUILIIeHHS PiBHS MEeUYiHKOBUX (DEePMEHTIB (PifKO - IEPUHOONIPUI);
3HUKEHHS PiBHS reMorio0iHy Ta reMaTOKpUTY (mykKe pifKo - MepUHOOIPUI).

YInkomKeHHs, OTPYEHHS Ta YCKIagHEeHHS IPY NPOBeIeHHi Ipollefyp: NafgiHHg (HedacTo* -
MIePUHAOIIPUII).

*JacToTy OyJI0 pO3pax0BaHO 3a MaHHUMH CIOHTAHHMX MTOBiIOMIIeHE PO MOOiYHi peakirii, BUSIBIEHi y X0mi
KJTIHIYHUX JOCIiIXKEHb.

3BiT mpo mimo3proBaHi MoOivHi peakirii

[MoBimoMneHnHs mpo mo6ivHi peakiril micis peecTpariii TikapchbKoro 3aco0y Mae Benuke 3HadeHHs. Lle
[la€ 3MOTY IPOBOAUTY MOHITOPUHT CIIBBIJHOLIEHHSA KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI I[bOT'0
JiKapchKoro 3acoby. MenuuHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IallieHTaM a0o
IXHIM 3aKOHHUM TIPeCTaBHUKAM CJIiJ MOBIJOMIISITH IIPO YCi BUAOKY Mig03pI0BaHUX
moOiYHUX peaklIlii Ta BiACYTHOCTiI e()eKTUBHOCTI JTiKapChKOTo 3aco0y Yepe3 aBTOMaTH30BaHY
iH(opMariiHy cucTeMy 3 papMaKOHATJIAAY 3a IOCUIAaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epirannsi.

30epiratu TabeTKH y IIiTbHO 3aKPUTOMY KOHTelHepi. He moTpebye oco0nMBUX TeMIepaTypHUX
yMOB 30epiraHss.

VYnaxoBka.

[To 30 TabneToK y KOHTelHepi oyis TabneTok; mo 1 KoHTelHepy A1t TabneToK y KopoOlli 3 KapToHY.

Kareropis Bigmycky. 3a peLenTtom.
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3asiBHHUK.
JI€ JIABOPATYAP CEPB’€/

Les Laboratoires Servier.

Micue3HaxogKeHHSsI 3asiBHHKA.
50 pro Kapho, 92284 Cropen cenekc, Opanmis/

50 rue Carnot, 92284 Suresnes cedex, France.

BupoOHHK.
Jlab6opaTopii Ceps’e IugacTpi/

Les Laboratoires Servier Industrie.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCllsi IPOBaXKeHHS HOro Jis/IbHOCTI.
905 pyT me CapaHs, 45520 Xini, ®paHmis/

905 route de Saran, 45520 Gidy, France.

BupoOHHK.
Cepp’e (Ipmaumis) [ngactpic JITo/

Servier (Ireland) Industries Ltd.

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.
Topen Poyn, Apknoy, Ko. Biknoy, Y14 E284, Ipnaugis/

Gorey Road, Arklow, Co. Wicklow, Y14 E284, Ireland.

BupoOHHK.
AHO®APM IlignpuemctBo Papmaneptuane AT/

ANPHARM Przedsiebiorstwo Farmaceutyczne S.A.



Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIKeHHs MOro JisIbHOCTI.
Bys1. ArHonon 65, Bapmasa, 03-236, ITomnbia/

ul. Annopol 6B, Warszawa, 03-236, Poland.

Y pasi BUHUKHEHHS 3amuTaHb 3BepTanTech 00 TOB «CepB’e Ykpaina» 3a Ten. (044) 490 3441.



