TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 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)

CKn1ao:
Bi-IIPECTAPIYM® 5 Mr/5 mr
Oitoyl pevyosuHU: IEPUHIOIIPUIY apTriHiH/aMIOgUIIiH;

1 TabneTKa MiCTUThH IEPUHIONPUIILY apriHiny 5 Mr (110 BifmoBigae 3,395 Mr mepuHOONPUIY) Ta
amiiopuminy 6ecumnaty 6,935 Mr (110 BigmoBimae 5 M aMJIOTUIIIHY);

Bi-IIPECTAPIYM® 5 mMr/10 mr
0itoyi peyosuHU: IEPUHIOIPUIY apTiHiH/aMIOOUIIiH;

1 TabneTKa MiCTUTh IEPUHAONIPUIILY apriHiny 5 Mr (1o Bipnosigae 3,395 Mr nepuHmONpUy) Ta
amoputiny 6ecunaty 13,870 mr (1o BigmoBimae 10 Mr amnoguminy);

Bi-IIPECTAPIYM® 10 mMr/5 mMr
0itoui pevyoguHU: IePUHIOIPUILY apriHiH/aMIOOUIIH;

1 TabneTka MiCTUThL IepUHAONPUIY apridiny 10 Mr (1o Bignosifae 6,790 Mr nIepHHOONPUILY) Ta
amnoguminy 6ecunarty 6,935 Mr (110 BifmoBifae 5 MI aMJIOUIIIHY);

Bi-ITIPECTAPIYM® 10 mMr/10 mr
0itoyi peyo8uHU: TIEPUHOIIPUIY apTriHiH/aMIOOUIIiH;

1 TabneTka MiCTUThL IepUHAONPUIY aprininy 10 Mr (1o Bigmosigae 6,790 MT IepUHIOIPUILY) Ta
amnoputiny 6ecunaty 13,870 mr (1o BigmoBimae 10 Mr amnoguminy);

0ONnoMIdiCHI peuosuHU: TAaKTO3U MOHOTiApaT, MarHito cteapart (E 470B), 1iemiom03a MiKpOKpHUCTaIidYHa
(E 460), kpeMmHito miokcup Komoimuui 6e3poguuii (E 551).

JlikapcbKka ¢popma. TabneTku.



OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

Bi-TIPECTAPIYM® 5 mr/5 Mr: 6if10ro Kobopy, A0BracToi popMu TabieTka 3 TACHEHHAM 5/5 3 OGHOTO
60Ky Ta (*J3 irmoro.

Bi-TIPECTAPIYM® 5 mr/10 Mr: 6iloro Konsopy, KBagpaTHOI popMu TabneTka 3 THCHeHHAM 5/10 3
ogHoro OOKy Ta *Js izmoro.

Bi-TIPECTAPIYM® 10 mr/5 Mr: GiJIoro Koisopy, TPHKYTHOI popmu TabneTka 3 TUCHeHHAM 10/5 3
ofHOTO OOKY Ta (%]3 immoro.

Bi-TIPECTAPIYM® 10 mr/10 mr: 6in0ro Konbopy, Kpyriioi ¢opmu Tabnerka 3 TucHeHHsM 10/10 3
ofgHOTO OOKY Ta (|3 igmmoro.

dapmakoTepaneBTHYHA rpyna. [aribitopu AIl®, komOinanii. [aridiTopu ATI® Ta 610KaTOpU
KasbllieBuX KaHaiiB. [lepungonpun ta amnopuiid. Kog ATX C09B B04.

Papmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

Ilepundonpun
Mexani3M mii

[Tepunpgonpun - iHri6iTOp PepMeHTy, AKUM IePETBOPIOE aHTiOTeH3UH | B aHTioTeH3uH 11
(anrioTen3uHnepeTBopioBanbHUM hepMmeHT ATID). [TepeTBopioBanbHui hepMeHT, abo KiHasa, Ie
eK30TIelTH/a3a, IKa POOUTH MOXK/IMBUM II€PETBOPEHHS aHTiOTEH3UHY I y CyAMHO3BYKYBaTbHUM
aHrioTeH3uH II, a TakK0XK CIIpUUYUHSIE PO3Maf Ba3oAuiaTaTopa OpaguKiHiHy 00 HeaKTHBHOTO
rentanenTuny. IaridyBanus AII® mpu3BOAUTH 10 3MEHIIIEHHS KOHIIEHTpallii aurioteH3uny Il y
JIa3Mi KPOBi, 110 MiABUIYE aKTUBHICTh PEHIHY Y I1JIa3Mi KPOBI (3a paXyHOK IIPUTHIYEHHS
HeraTMBHOTO 3BOPOTHOTO 3B’3Ky BUBIIbHEHHS PEHIHY) Ta 3HUXKYE CEKPellilo albgOCTEPOHY.
Ockinpku ATI® iHakTUBY€E OpamukKiHiH, iHTIOyBaHHS AIT® TaK0XK MPU3BOAUTH [0 HiIBUIIEHHS
aKTUBHOCTI LIMPKYII0I0Y0] Ta MiCIIeBOl Ka/TiKpelHKiHIHOBOI CUCTEMH (i TaKMM YMHOM TaKOXK
IPU3BOMUTH 0 aKTUBAllil CHCTEMH IIpoCTarjaHaxHiB). Lleil MexaHi3M [iii 3yMOBITIOE 3HUKEHHS
aprepianbHOro TUCKY iHribiTopamMu AII® i 4aCTKOBO BiIOBifla€ 3a MOSIBY AEeIKUX M00IiYHUX ePeKTiB
(HampuKiaf Kallllio).

[TepuHOONIPUI Ji€ Yepe3 CBill aKTUBHUM MeTaboiT - mepuHponpunar. [Himi kK MeTaboniTu He
IEMOHCTPYIOTh aKTUBHOCTI B iHriOyBaHHiI AII® B eKCIepUMeHTaIbHUX YMOBaX.

Krigiyda eeKTUBHICTE Ta Oe3meka

ApTepianbHa rinepTeH3sid.

[Tepurmonpun eheKTUBHO 3HUKYE apTepiaTbHUN TUCK NIPU BCIiX CTYIIEHSX apTepialbHOI rinepTeHsii:
JIETKOMY, IIOMIPDHOMY Ta TAXKKOMY; 3HUXKEHHS CUCTOJIIYHOTO Ta 4iaCTOJIIYHOTO apTepiaJIbHOI0 TUCKY
CIIOCTEPITaEThCA SK V MOJNIOKEHHI MallieHTa JIeXXayH, Tak 1 y MOJI0XKEeHH] CTOAYH.



[TepuHmONPUI 3MEHIIYE OMip IepUGEPUYHUX CYOUH, 1[0 TPU3BOTUTH [0 3HUKEHHS apTePialbHOTO
TUCKY. BHaCIigoK 1boro 36inblIyeThcs nepudepuyHuil KpoBOTiK 6€3 BIIMBY Ha YaCTOTY CEPLEBUX
CKOPOYEHb.

4K mpaBuno, 36iMbUIYETHCS | HUPKOBUM KPOBOTIK, TOM1 SIK MIBUAKICTE KITy60uK0oBO1 Qinbrparil (LIKP)
3a3BUYayl He 3MIHIOETECS.

MaxkcumanbHUY aHTUTINEPTEeH3UBHUN e(eKT PO3BUBAETHCS yepe3 4 - 6 TOOUH MicIg OGHOKPaATHOTO
IpuioMy Ta 30epiraeThcs 1oHaMeHIle 24 roguHu: criBBigHomeHHS T/P (eeKTUBHICTD mepen
IIPAUOMOM HaACTYIIHOI 031/ MaKCUMalbHa e()eKTUBHICTh) IepUHAONPUIy cTaHOBUTH 87 - 100 %.

ApTepiasnbHUY TUCK 3HUXKYETHCS IIBUOKO. Y IAI[l€HTIB, SKi BIATIOBIIX Ha JIIKyBaHHS, HOpMaJli3alisi
apTepianbHOTO TUCKY BinOyBa€eThCs MPOTATOM MicsIlsd Ta 30epiraetbcst 6e3 BUHUKHEHHS TaXi(inakcii.

Y pasi npunvHeHHS 3aCTOCYBaHHS IMePUHOONPUIY edeKTY BiIMiHM He BUHUKAE.
[TepuHOONIPUN 3MEHIIyE TiIepTPOdito JTiBOro MUIYHOUYKA.

KriHiuHi DOCTigXKEHHS OOBEJH, 110 IepUHAONPUI Ma€e CyIUHOPO3IINPIOBaIbHI BIaCTUBOCTI. Bin
IIOKpallly€e eJlaCTUYHICTh BEJIMKUX apTepid Ta 3MEHIIYE CIIiBBIJHOLIEHHS TOBIIUHU CTIHKU [0 IPOCBITY
CYOVHU Y MaJluxX apTepiu.

3anobiraHHs cepleBO-CYIUHHUM YCKITaIHEHHSIM V MallieHTiB 3 JOKYMEeHTOBaHOI cTabinbHOoI0 IXC.

EUROPA - 11e mixkHapogHe MyJIbTALIEHTPOBE PaHIOMi30BaHe MOABiiiHe ciimne mane6o-
KOHTPOJIbOBaHe KIiHiYHe HOoCIimKeHHs, sike TpuBajo 4 poku. 12218 gopocnux naumieHTiB 6ynu
paHpgomizoBaHi Ha rpynu: 6110 namieHTiB npuiMany 8 Mr IepUHIONPUIY TePTOYTHIaMiHy (110 €
€KBiBaJIeHTHUM NepUHAONpUiy apridiny 10 mr) ta 6108 nauieHTi npuiimanu niane6o. Y
HoCTiaKeHH] Opany y4acTh MallieHTH 3 MiATBEPAKEHOI0 inmeMigyH0i0 XBopo6o1o ceplid Ta 0e3 KIiHi4HO
migTBEpAKeHo1 cepiieBol HegocTaTHOCTI. 3aranoM 90 % MallieHTiB mepeHecIu B aHaMHe3i iHdapKT
Miokappa Ta/abo omepartito 3 peBacKynsapu3aliii. BinbuiicTs naiienTiB y gocigkeHHi oTpuMyBaia
IIEPHUHIONPHUI Ha JOMATOK M0 CTaHJAPTHOI Tepallil le3arperaHTaMu, TiMoinigeMidyHUMU
mpenapaTtamMu Ta B-6710KaToOpaMu.

[0/I0BHMMHU KPUTEPisIMU OIIiHKM e(eKTUBHOCTI Oysla KoMOiHOBaHa TOYKa: CEPIIeBO-CYANHHA
JIeTalbHICTh, HeNleTanbHuM iHDapKT MioKapaa Ta/a0o 3ynuHKa ceplis 3 IOJalbIIUM YCIIiIIHUM
3amyckoM. Pe3ynbTaToM Tepamnii eprHOONPUIIY TePTOYTUIaMiHOM Y 1031 8 MT (10 € eKBiBaleHTHUM
epPUHOONPUNY aprininy 10 Mr) omuH pa3 Ha JeHb CTa0 JOCTOBipHe aOCOMIOTHE 3MEHIIEHHS
ITOKa3HMKa ITIePBUHHOI KiHIIEBOI TOUKM AOCTigXKeHHS Ha 1,9 % (3MeHIIeHHs BiTHOCHOTO PU3UKY Ha
20 %, 95 % CI [9,4; 28,6] - p<0,001).

Amao00uniH

Mexani3M mii

AMropuIiiH € iHriGiTOPOM IOTOKY iOHIB Kaslbllito, 110 HAJIEXKUTh 0 TPYIH OUTiOPOMipUIUHIB
(61o0KaTOP MOBIMbHUX KablliEBUX KaHalliB ab0 aHTAroOHICT i0HIB KasbIlilo) Ta 6JI0Ky€E
TpaHCMeMOpaHHHUI MOTIK i0HiB KaJblilo A0 KIITHH TMIafKKAX M’s13iB MioKap/a Ta CyAuH.

MexaHi3M aHTUTINEPTEH3UBHOI [Iii aMJIONUIIIHY 3yMOBJIEHUH IIPSIMOI0 PENTAaKCYI040I0 i€l0 Ha TIafgKy
MYCKYJIaTypy CyAuH. TOUHUU MeXaHi3M, 3a JOIIOMOI0I0 IKOr0 aMJIOAUIIIH 3MEeHIIY€E IIPOSBU
CTEeHOKapil, TOBHICTIO HE BU3HAYEHO, aJle aMJIOUIIiH 3MEHIITY€E 3aralibHY illleMito HaBaHTaXKeHHS
3aBOSKH TaKUM [isIM:



- Amnopunia po3umpioe nepudepuyHi apTepiony i TaKUM YMHOM 3HUKYE 3aralbHUN
nepudepuyHuy omip (MocTHaBaHTaXeHH). OCKIIbKY 94acTOTa CEpIeBUX CKOPOUYEHb He 3MIiHIOETHCS,
3HUKEHHS HaBaHTaXKeHHS Ha ceplle 3MEHIITY€e CII0XKUBAaHHS eHepril MiokapaoM Ta #oro notpeby y
KV CHI.

- AmMopuIiH TAaKOXK YaCTKOBO CIIPUSE PO3IIMPEHHIO T'OJIOBHUX KOPOHAPHUX apTepiy Ta KOPOHapHUX
apTepion K y He3MiHEeHMX, Tak i B ilemMizoBaHuX 30Hax MioKapfaa. Taka gumaTallis 36imbIIye
Ha[IXO[XKEeHHS KUCHIO [0 MiOKap[a y XBOPUX Ha Ba30CHAaCTUYHY CTEHOKaPAilo (CTeHOKapaisa
[TpuHLMeTana abo BapiaHTHa CTeHOKapMis).

KniniyHa ebeKTUBHICTh Ta Oe3meka

Y natieHTiB 3 apTepianbHOIO TiepTeH3ie0 NpUitoM aMJIOAUIIIHY OfUH pa3 Ha no0y 3abe3neuye
K/IIHIYHO BUpaXkeHe 3HUXKEHHS apTepiaJibHOr0 TUCKY IIPOTATOM 24 TOfUH K Y [I0JI0KEeHHI IalfjieHTa
7eXKayH, Tak i B MOJI0XKEHHI CTOAYM. 3aBASKY MTOBIIbHOMY IIOYATKY Ail aMJIOOUIIIH He CIPUYNHSIE
TOCTPOI TimoTeH3il.

Y malieHTiB 3i CTeHOKap[i€lo MpUoM aMJIONUIIIHY OOUH pa3 Ha AeHb 30i/bIIye 3aralbHUM Yac
(bi3nyHOrO HaBaHTaXXeHHS, YaC 00 BUHUKHEHHS HallaAy CTeHOKAapHil Ta Yac IO BUHUKHEHHS Jenpecil
cermeHnTy ST Ha 1 MM, 3HUKYE YACTOTy HallafliB CTEHOKAPii Ta 3MeHIIye moTpedy y 3acTOCYyBaHHI
HITPOTJIillepUHY.

3 mpuitoMOM aMJIOUITIHY He OB’ s13aHi OyIb-sIKi HeraTuBHI MeTabosiuHi mposiBu a60 3MiHU PiBHS
JinifiB y ma3Mi KpoBi, TOMY #0Oro MOXKHa 3aCTOCOBYBATH IalliEeHTaM 3 aCTMOI0, I[yKPOBUM fiiabeToM
Ta IOJarpoxo.

Imemiyna xBopoba cepis (IXC)

EdekTuBHICTh aMIOUIIIHY y 3anobiralHi KyIiHiYHUX TOAiN Y MallieHTiB 3 ilmeMigyH010 XBOP06OI0 CepIs
(IXC) 6yno omiHeHO y He3a/IeKHOMY MYJIbTUIIEHTPOBOMY PaH0Mi30BaHOMY IIO[IBINHOMY CIIiIIOMY
n1a1e00-KOHTPOJIbOBAHOMY [IOCifKeHHi 3 yuacTio 1997 martiienTiB - [TopiBHIHHS aMJIOOUIIIHY [0
eHaJlanpuiy momo ooMexkeHHs BunaakiB Tpom60o3y (CAMELQOT). [IpoTsrom 2 pokiB 663 malfieHTu
IpUMMaiy aMJIOOUIiH v 0o3i 5 - 10 Mr, 673 namieHTy npuiManu eHananpun y fgo3i 10 - 20 mr ta 655
TalieHTiB mpuiiMany niamne6o Ha JOJaTOK [0 CTAaHOAPTHOIL Teparii ctaTuHaMu, B-610KaTopamy,
miypeTrkamu Ta acnipuHoM. OCHOBHI pe3ynbTaTu 3 e(eKTUBHOCTI HaBeleHO y TaONuIli HuxK4e.
Pe3ynbTaTu cBimuaTh IPO Te, L0 JIiKyBaHHS aMJIOAUIIIHOM OyJyI0 OB’ I3aHO0 3 MEHIIO0 KilbKiCTIO
BUII[IKiB rocCIiTai3allii 3 IpuBOAY CTEHOKaPAil Ta onepalliii peBacKyasapu3allil y maiierTis 3 IXC.

KinpKicTh BUIIaAKiB 3HAYHUX KIIIHIYHUX Pe3yJbTariB y pgociigxkenHi CAMELOT

JacToTa KapIioBaCKy/IsIPHHX MOgiH, KinbKicTh (%) AMJIOOMITIH VS IITanedo
Pe3ybpTaTu Avonumnia [[Inare6o Enananpun |BigHOCHUY DU3MK |p
95 % Cl 3HAYEHHT

[lepBUHHA KiHUEB8d MOYKA

Hebaxxani
KappioBackynsapHi 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 «B3aeMopis 3 iHIUMYU NTiKapCbKUMH 3aco6aMy Ta iHII BUAK
B3aEMOJi»);

- OfHOYACHe 3aCTOCYBaHHS 3 cakyOiTpuinom/BancapradoM. bi-TIPECTAPIVM® He 3acTOCOByBaTH
paHille, Hix yepe3 36 ToguH micisg IPUHOMY OCTaHHBLOI 103U caKyOiTpuiy/BancapTaHy (IUB. pO3MAiU
«0Oco6IMBOCTi 3aCTOCYBaHHS» i «B3aeMopmist 3 iHIMMU TiKapChKUMHU 3aco0aMu Ta iHIIi BUOU
B3a€EMO[IN»);

- eKCTpaKOpIIOpalbHiI METOAU NiKyBaHHS, SKi MIPU3BOOATh 10 KOHTAKTy KPOBi 3 HETaTUBHO
3apsaaKeHNMU IOBEPXHIMH (IUB. PO3Min «B3aeMofis 3 iHIMMMHY JTiKapChKUMM 3ac06aMu Ta iHIII BUAK
B3aEMOMIN»);

- 3HaYHUM [BOGIYHUIN CTEHO3 HUPKOBUX apTepiil abo cTeHo3 apTepil enuHOI PyHKLIIOHYI0OU0I HUPKU
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBaHHS»).

Ilos’s13aHi 3 aMs100uniHoOM:

TsKKa apTepiajbHa rinoTeH3sis;

- MigBUILleHA YYTJMBICTD OO Hil0Y0l pe4oBUHU ab0 [0 MOXiTHUX AUTIAPOMipUONHY;

- IIOK, BKJTII0OYal4¥ KapOiOTeHHUH III0K;

- 0OCTpPYKIIis BUXOMY 3 JIiBOTO IUIYHOUKA (HaIPUKJIaZl CTEHO3 aOPTH TSXKKOT'O CTYIIEHS);

- ceplieBa HeJIOCTATHICTh MiC/Isl TOCTPOro iHPapKTy MioKapaa 3 HecTabiTbHOI0 TeMOJHHaMIKOIO.
Ioe’a3ani 3 npenapamom Bi-TIPECTAPIVM® :

Yci Bume3a3HadyeHi NPOTUIIOKa3aHHS, [IOB'A3aHi 3 KOXKHUM 3 KOMIIOHEHTIB IIpenaparTy, CTOCYIOThCS
dikcosanoi kom6inarii Bi-TTIPECTAPIYM®,

- TifBUINEHA YyTIUBICTE M0 OyIb-SKOI JOTIOMIiXKHOI PEUOBHUHH.

B3aemodisa 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.



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 naruienTiB mig yac nmikyBaHHA iHri6iTopamu AIT® moBimoMIsiocs Ipo pigKiCHI BUIagKu
BUHUKHEHHS iHTECTHHAJIbHOI aHrioegeMu. Y Takux Malli€HTIB Bim3Ha4yaBCcs aOmoMiHaIbHUN



0inb (3 HymOTOIO Ta 6/t0BaHHAM ab0 0e3 HUX); Y OesdKUX BUIIaKax I0IepPegHbOoro
aHTiOHeBPOTHYHOTO HAGPsIKy 00/MYYsi He CIIOCTepiranaocs Ta piBeHb C-1 ecTepa3u OyB Yy HOpPMi.
[iaruo3 iHTeCcTUHANbHOI aHTioemeMu OyI0 BCTAHOBIIEHO IIiff Yac KOMII'I0TepHOI ToMorpadii
a00 yIbTPa3BYKOBOTO OOCHiXKeHHS, a0o Iifl Yac XipyprigyHoro BTpy4aHHs. [licig BigMiHu
inri6iTopy AII® CUMIITOMU aHTiOHEBPOTHYHOTO HAGPsiKy 3HUKanu. [1ig yac mpoBeneHHs
nudepeHIiiHoro giaruo3y abmoMiHanbHOro 00JII0, 110 BUHKKAE V TAlliEHTIB Ha TIi puiioMy
inri6iTopiB ATI®, He0OXiTHO BpaXxOBYBaTH MOXK/IMBICTh BAHHKHEHHS iHTECTUHAJIbHOI
aHrioemeMu (OUB. PO3MiN «IToGiuni peakirii»).

OpgHoYacHe 3aCTOCyBaHHS IEPUHAOIPUITY 3 CaKyOiTpUIOM/BajicapTaHOM IIPOTUIIOKa3aHe
yepe3 MigBUIIEHUN PU3UK PO3BUTKY aHTiI0HEBPOTUYHOTO HAOPSKY (OUB. PO3Min
«[IpoTuoka3saHHs»). Po3MoYnHATY 3aCTOCYBAHHS CaKyOiTpPHUIy/BajicapTaHy CJlif He paHile
HiK yepe3 36 TOOWH MiC/Is MPUIOMY OCTaHHBOI 103U MEPUHAONPUITY. Y pa3i IpunuHeHHS
JiKyBaHHS CaKyOiTpHIOM/BajicCapTaHOM Tepalliio IePUHIOMPUIIOM CJIiT] PO3IIOYNHATH He
paHilre Hixk yepe3 36 TOOUH IiCIIS MPUHOMY OCTAHHBLOI 103U CaKyOiTpuy/BarcapTaHy (OuB.
po3minu «[IpoTunokasaHHsa» i «B3aeMois 3 iHITMMHU JTiIKapChbKUMHU 3aco0aMu Ta iHIIT BUIU
B3a€EMO[Ii»).

OpHouacHe 3acTocyBaHHs iHTi6iTOPiB AII® 3 iHTribiTOpaMU HEUTPAIbHOI EHOONENTUAA3U
(HEII) (Hanmpukmap paiekamoTpuiioM), inribitopamu mTOR (Hanmpukiam CUPOIIiMyCcoM,
€BEePOJIIMyCOM, TEMCUPOJIIMyCOM) Ta IJIINTUHAMU (HalpUKIIaf JIIHATJIIITUHOM,
CaKCarilinTUHOM, CATArIITUHOM, BilbAArIiITUHOM) MOXKE IMPHU3BECTH OO0 MiJBUIIEHHS
PU3UKY PO3BUTKY aHTiOHEBPOTUYHOTO HAOPSKY (Hampukiam HaOpsKy OUXaTbHUX IIISXiB a00
S3UKa, 3 MopyleHHIM PyHKIIil auxaHHsg a0o 6e3) (OuB. po3ain «B3aemofis 3 iHIIUMU
JMiKapChKUMU 3aco0aMu Ta iHII BUAM B3aeMOfiit»). Crin 3 00epekHiCTIO PO3MOYNHATH
JMiKyBaHHS pallekamoTpuioM, inribitopamu mTOR (Hampukiam CUPOIiMyCcoOM, eBEPOIiMyCOM,
TEMCUPOJIIMyCOM) Ta IIiNTHHaMM (HalpUKiIaf JiHaTrIinTUHOM, CaKCarIilTUHOM,
CUTArJIIITUHOM, BiIbAaTTiNTUHOM) Y MAlli€HTIB, IKi BXKe 3aCTOCOBYIOTH iHTibiTopu AIID.

AHaginakmoioHi peakuii nid yac naasmagepesy ainonpomeidie Hu3vKoi wisbHocmi (JIHL]).
[ToBigoMnsiyiocs mpo pifKicHiI BUMagKy BUHUKHEHHS HeOe3MeYHuX A7 KUTTS aHahinaKTOImHUX
peaxiiiil y namieHTiB, siki npuitMaioTs inribitropu AIl®, nim yac npoBemeHHs nuasMadepesy
JinonpoTeifiB HU3bKO1 winbHOCTI (JIHII) 3 BUKOpHUCTaHHAM AeKCTpaHCynabdaTy. PO3BUTKY
aHadinakTOIMHUX peakiliii MOXHa YHUKHYTH, SKIIO Ilepefl IPOBeIeHHSIM KOXHOTO0 Ita3Madepe3y
TUMYacOBO IPUIIMHSATH JIiKyBaHHS iHTi0iTopamu AIIO.

AHapinakmoioHi peakuii nio uac deceHcubinizyrouoi mepanii. TIOBimOMIISIIIOCS IPO MOKJTUBICTh
BUHUKHEHHS aHa(inaKTOIgHUX peakIlill y NallieHTiB, SKi npuiiMaioTh iHridiTopu ATI® mim yac
nmeceHcubini3yoydoro JiKyBaHHS IpellapaTaMH, [0 MiCTATh OAKONUHY OTPyTY. Llux peakiit MoxkHa
YHUKHYTHU IIPY TUMYaCOBOMY IIPUIIMHEHHI 3acTOCyBaHHs iHribiTopiB AII®, ane peakiiii MOXYyTb
BUHUKHYTU 3HOBY IIpU He00epeKHOMY ITOHOBJIEHHI JTiKyBaHHS.

HelimponeHis/azpaHyaoyumo3d/mpombouyumoneHis/aHemis. Y mallieHTiB, SKi mpuiMai0Th iHTiGiTOPH
ATI®, 6yro 3apeecTpoBaHO BUMIAAKKU HEUTPOIIEHii/arpaHyI0IuTO3y, TPOMOOIIUTONEHII Ta aHeMii. Y
MAI€HTIB i3 HOPMaJbHOI (PYHKIII€I0 HUPOK Ta IIPU BiICYTHOCTI iHIIKX ()aKTOPiB PU3UKY HEUTPOIEHis
BUHUKAE pigko. [lepuHmONpuUn Ciif mpru3HadaTu gyxKe 00epekHO MallieHTaM i3 KojlareHo3aMHu, IIif
yac Tepallii iMyHOCylIpecopaMu, alonypruHOIoM abo mpoKaiHamigoM abo Mpu MOENHAHHI ITUX
00TSIKITUBUX (PaKTOPiB, 0COOIUBO SIKIIO € MOPYIIeHHs QYHKIlI HUPOK. Y JMeKOTo 3 TAKUX IMAIliEHTIB
Bil3HAYABCS PO3BUTOK CEPHO3HUX iHPEKIINHUX 3aXBOPIOBAaHb, iHOMII - PE3UCTEHTHUX [I0 iHTEHCHUBHOI



aHTUOiOTHKOTepamil. AKIo IeprHOONPUII IPU3HaYal0Th TAKUM IallieHTaM, PEKOMEHAYEThCS
IepioguyYHO KOHTPOJIIOBATH KIIBKIiCTh JTEUKOLUHUTIB ¥ KPOBi. TakK0X MallieHTU MalTh 3HATH, 1110
HeoOXiTHO TOBIMOMIISATH TIPO OyIb-IKUY MPOSIB iHPEKIIIHHOTO 3aXBOpIoBaHHs (6ifb y ropiti,
JINXOMAHKa).

PeHoeackyasipHa 2inepmeH3sis. Y mallieHTiB i3 BOOIYHUM CTEHO30M HUPKOBUX apTepiit abo CTeHO30M
aprepii emrHOI GYHKIIIOHYI0YOI HUPKY i Yac JliKyBaHHS iHribiTopaMu AII® mifBUILyEThCS PU3UK
BUHUKHEHHS apTepiasiibHOI TimoTeH3il Ta HUPKOBOI HEOOCTATHOCTI (IUB. PO3Min «IIpOTHUIIOKA3aHHSI»).
3acTocyBaHHS [iypeTUKIB MoxKe OyTH CIPUSITINBUM (PaKTOPOM. 3HUKEHHS (PYHKIII HUPOK MOXKe
CYIIPOBOXYBaTUChH JIUIIIE He3HAYHUMU 3MiHaMU pPiBHSI KpeaTUHIHY Y CUPOBATLi KPOBi HaBITh y
NalieHTiB 3 ONHOOIYHUM CTEHO30M HUPKOBOI apTepil.

ITodsitliHa 6.10Kada peHiH-aHziomeH3uH-aab0ocmepoHoeoi cucmemu (PAAC). IcHYIOTE maHi, 1110
ogHovyacHUM npunioM inribitopis AII®, 6;mokaTopiB penenTopiB auriotensuny Il abo amickipeny
MigBUIIY€E PU3UK BUHMKHEHHS TilOTEH3i], TinepkamieMil Ta 3HUXKEHHS QYHKI1 HUPOK (BKJIIOYAlO4YU
rOCTPY HUPKOBY HeHOCTaTHiCTh). ToMy mopBitiHa 6;10Kafa PAAC msgsxoM OGHOYACHOTO IIPUHOMY
inribitopiB AII®, 6110kaTOPiB penenTopiB aurioTeH3uHy Il abo anickipeHy He peKOMeH0BaHa (OUB.
po3min «B3aeMopis 3 iHIMKUMY JTiKapChKUMHU 3ac00aMu Ta iHIII BUOW B3a€MOMiN»). AKIIO JTiKyBaHHS 3
OJHOYACHUM 3aCTOCYBaHHSM ABOX 0110kaTopiB PAAC BBaxka€eThCst aOCOTIOTHO HEOOXiqHUM, BOHO
MoOxe BimOyBaTHCS TiJIbKY ITif HATJISIOM CIIelialicTa Ta 3a YMOBH YaCTOT0 PETETbHOT'0 MOHITOPHUHTY
GyHKIIII HUPOK, PiBHS €JIeKTPOIITIB Ta apTepianbHOro TUCKY. [HribiTopu AII® Ta 610KaTopu
pelieniTopiB aHTioTeH3uHY Il He CIifl 3aCTOCOBYBaTH OMHOYACHO TAIliEHTaM 3 fia0eTUYHOI0
HedpormarTiero.

ITepsuHHull anb0ocmepoHidm. I1allieHTH 3 TePBUHHUM TillepalbooCTePOHI3MOM, SIK IPaBUIIO, HE
BifITIOBigal0Th Ha JIiKyBaHHS aHTUTINEPTEeH3UBHUMH JIiKAPCHKUMHU 3aco0aMH, SIKi AiI0Th LIIAXOM
IPUTHIYEHHS PEeHiH-aHTi0TEH3WHOBOI CUCTEeMHU. TOMy TaKMM IallieHTaM 3aCTOCOBYBATH OAHUU
IpernapaTr He PeKOMEHAYETLCH.

3anobiscHi 3axo0u, nog’s13aHi 3 nepuHOONPUIOM

I'inomeHnaia. IuribiTopu AII® MOXKYTh CIPUYUHUTH Pi3Ke 3HMKEHHS apTepialbHOTO TUCKY.
CuMnTomMaTHy4Ha TiOTEH3is PigKO CIOCTepPiraeThCA y Malli€HTIB 3 HEYCKIagHEHOI0 IinepTeH3ieo Ta
YacTille BUHUKAE Y MAIliEHTIB 3 TilOBOJIEMi€l0, HAIIPUKJIIa/, IIPYU Tepallil fiypeTuKaMy, Iif yac
6e3coIboBOI ieTH, IpU reMopianisi, miapel abo 6moBaHHi, a00 y IAIli€HTIB i3 TSIXKKOI0 PEHiH-
3aJIeKHOI0 TinmepTeH3ieo (quB. po3minu «B3aemomis 3 iHIMUMHY TiKapChbKUMM 3aC00aM¥ Ta iHIIN BUOM
B3aeMopili» Ta «[1o6iuni peakirii»). [TarienTaM 3 BUCOKUM PU3UKOM BUHUKHEHHS CUMIITOMATUYHOI
rimoTeHsii, a TaKOXK TMallieHTaM 3 imeMigyHo0 XBOpo6oio cepiis abo 3 nepebpoBacKyIIPHUMU
3aXBOPIOBAHHSAMY, B IKUX HaJMipHe 3HUKEHHS apTepialbHOI0 TUCKY MOXKe CIPUYUHUTU PO3BUTOK
iHpapkTy Miokapaa abo iHCYNIbTy, IIif 4ac JikyBaHHS npenapaTtoM Bi-ITIPECTAPIYM® crif peTensHo
KOHTPOJIIOBATU apTepiarbHUM TUCK, PYHKIIiI0O HUPOK, a TAKOXK KOHILIEHTpPAIlilo KaJjlilo y CUpOBaTII
KpoBi. [Tpy BUHWKHEHHI TinoTeHsii naiieHTa HeoOXigHO TepeBeCcTy Y TOPU30HTaIbHE ITOJI0KEHHS Ta Y
pasi HeoOXigHOCTI BBECTH BHYTPiMIHbOBEHHO 0,9 % po34mH XI0puay HaTpio. TpaH3UTOPHA TinoTeH3id
Ha II04YaTKYy JIIKyBaHHS He € IIPOTUIIOKA3aHHAM [JIs [IOAAJIBIIOTO IPUIOMY IIpenapary, SKUi
3a3BUYal MOXKHa IIPOOOBXKYyBaTH micins BinHOBNIeHHS OLIK Ta HOpMarisartiil apTepiaJbHOTO THUCKY.

CmeHo03 aopmasvH020 ma MimpasavbHO20 KaanaHie/einepmpogiuna kapdiomionamis. IuridiTopu AII®
cyipm mpu3HavyaTH 3 00epexKHICTIO IalieHTaM 3i CTEHO30M MiTPasIbHOTO KJlallaHa Ta 00CTPYKITiE0
BUXOY 3 JTIBOT'0 IIYHOYKA (a0pTalbHUM CTEHO3 abo rimepTpodivyHa KapmioMionaTis).

ITopyweHHA ¢pyHKUil HUPOK. IIpu HasSIBHOCTI HUPKOBO1 HEIOCTATHOCTI (KJTipeHC KpeaTUHIiHy
< 60 M1/XB) peKOMEHYETLCS iHAUBIMyanpHUM Migdip 03 KOXKHOTO 3 KOMIIOHEHTIB Ipenapaty (IuB.



po3min «Cmocib 3acTocyBaHHS Ta 403U»). PyTHHHNY MOHITOPUHT PiBHS Kalilo Ta KpeaTHHIHY B KPOBi
€ YaCTMHO 3BUYaWHOl MEOUYHOI IPAKTUKY [AJId Nalli€HTiB 3 MOPYLIIeHHSIM (DYHKI1 HUPOK (OUB.
po3min «ITob6iuni peakirii»). Ha Tii mpuiiomy inri6itopis AII® y gesikux maiieHTiB 3 1BOOiYHUM
CTEHO30M HUPKOBHUX apTepiit abo cTeH030M apTepil enuHOi GYHKIIOHYI0U0l HUPKYU MOXKIIUBE
000pOTHE MiBUIIIEHHS KOHIIEHTPAllii CEHOBUHM Y KPOBi Ta KpeaTHHiHY y cHpoBaTLi KpoBi. Lle Ginbi
XapaKTEepHO [IJ1d NallieHTiB 3 HUPKOBOIO HefocTaTHiCTI0. HasiBHICTh peHOBaCKyIIpHOI rinepTeHsil
HiABUINYE PU3UK BUHUKHEHHS TSIKKOI TiNOTeH3il Ta HUPKOBOI HEAOCTATHOCTI. Y OesgKUX NallieHTiB 3
apTepianbHOIO TinepTeH3i€lo, y IKUX 10 II0YaTKy JIiKyBaHHS He 6yJI0 BUSIBIEHO PEHOBACKYJISIPHUX
3aXBOpIOBaHb, PO3BUBAJIOCA IIiIBUIIEHHS CEYOBUHU KPOBi Ta KpeaTUHIHY CUPOBATKM KPOBI, 3a3BUYal
He3HayHe Ta TUMYacoBe, 0CO0IMBO KOJIM IIEPUHIONPUII IPU3HaYaId OOHOYACHO 3 fiypeTukoM. Lle
OinbII XapaKTepHO OJIS1 MAI[iEHTIB 3 yKe iCHYI0UUM IOpYyIIeHHAIM (QYHKIIil HUPOK.

ITeuinkoea HedocmamHicmb. Pimko npuiioMm inribiTopiB AII® OyB 1MOB’g3aHUi i3 CHHIPOMOM, SIKUHI
TIOUMHAETHCS 3 XOJIECTaTUYHOI KOBTSHUII Ta PO3BUBAETHCS Y MIBUOKOIIIMHHNM HEKPO3 MTeYiHKH,
iHOMl 3 TeTaIbHUM HACIiAKOM. MexaHi3M BUHUKHEHHS IIbOT0 CHHAPOMY HeBigomuu. [1amienTy, y SKux
Ha Ty1i npuitomy iHri6iTopy AII® Po3BUBAETHCS KOBTSHULS a00 3HAYHO MiABUILYETHCS PiBEHDb
NIeYiHKOBUX €H3UMIiB, IOBUHHI IPUIUHUTH NTpuiioM iHribitopy AII® Ta oTpuMaTH BigIOBiIHE MeTUYHE
o0cTexeHHS i ikyBaHHS (OuB. po3min «[1o6iuHi peakii»).

Pacoei ocobausocmi. IuribiTopu AII® vacriie CIpUYUHSAIOTh BAHUKHEHHS aHT1I0HEBPOTUYHOTO
HaOPSKY y IallieHTiB HETPOigHOI pacy, HiXK y MpefCTaBHUKIB iHIUX pac. fK i inmi inribitopu ATID,
IIePUHOIPUI MeHIN e)eKTUBHO 3HUKYE apTepiaTbHUN TUCK Y MalliEHTiB HETPOIAHOI pacu 3
rinepTeHs3i€lo, HiXK y IPeNCTaBHUKIB IHIINUX pac, 110, MOXKJIUBO, ITOSCHIOETECS HU3LKUM PiBHEM PEHIHY
y IIJTa3Mi KPOBi TaKMX Malli€HTiB.

Kawenv. TToBigoMisisiocs: Ipo BUHUKHEHHS KaITIO i Yac mpuiiomy iHribitopis AII®. Lei kalens €
HeIPOOYKTUBHUM, TPHUBAJIUM i IPUIUHAETHCA MiCIIs BiIMiHU IIpenapaTy. Kalenb, BAKJIMKAaHUI
npuiiomoM iHri6iTopiB AI1®, moBrHeH OyTH YaCTUHOO OUGEPEHIIHOr0 [iarHo3y Kalllio.

XipypeiuHe empyuaHHsA/AHecme3sis. [1pu xipypriunoMy BTpydaHHi abo pu mIpoBefieHHI aHecTe3il,
0C00JIMBO IIiff YaCc 3aCTOCYBAaHHS aHECTETHKA, IKUM IIPU3BONUTD N0 3HUKEHHS apTepialbHOTO TUCKY,
Bi-TIPECTAPIYM® Moxe GI0KyBaTH YTBOPEHHS aHTi0TeH3uHy 11 micas KOMIeHCaTOPHOTO
BUBIJIbHEHHS peHiHy. [Ipemapat ciif BIAMIHUTHY 3a OOUH OEHb [0 XipypriYHoro BTpy4YyaHHA. AKIIO
PO3BUHYJIACA TiIOTEH3iq 1 BBaXXA€ETHCH, 110 BOHA CIPUUYUHEHA caMe LM MeXaHi3MOM, CTaH XBOPOIo
MO2KHa HOpMaJlidyBaTu 30iIbIIeHHSAM 00’eMy IIUPKYII0I04901 KPOBi.

I'inepkaniemin. Y gesiKux MallieHTiB Ha TJIi mpuiioMy iHribiTopiB ATI®, y TOMy 4uCIIi TEPUHOONIPUITY,
Bifm3Havanocs 30imbIIeHHS KOHIIEHTPallil Kaliio y CHpoBaTLi KpoBi, iHribitopu AII® MOXKYTh
CIIPUYUHSATH TillepKalieMilo, OCKIIbKY IPUTHIUYIOTh BUBIIBHEHHS a/lbIOCTEPOHY. Y IAlli€HTIB 3
HOPMAaJIbHOI0 (PYHKIII€I0 HUPOK 1ed edeKT 3a3Budail He3HauHuU. [0 PaKTOPiB pU3UKYy BUHUKHEHHS
rinepkasieMii HajexaTh HUPKOBa HEJOCTATHICTh a0 3HUKEeHHS GYHKIIIl HUPOK, BiK (MOHA[

70 pokiB), yKpoBuii giabeT, iHTEPKYPEHTHI CTaHU, TaKi K ferigparallisi, rocTpa ceplieBa
IeKoMIIeHcallisi, MeTaOOJIiYHUY alliio3 Ta ONHOYacHEe 3aCTOCYBaHHS 3 Kajlii30epiraiounmMu
niypeTuKamu (CIipOHOJIAKTOH, eIJIePeHOH, TPHaMTepeH abo aminiopus), 3 XapyoBuUMU J00aBKaMH, 1110
MICTSTh KaJjili, abo 3aMiHHUKaMu COJIi 3 KaieM; a0o MpuitoM iHIMX Ipernaparis, 10 BUKIUKAIOTh
MigBUIEHHS KOHIIEHTPAIlil KaJlilo y CHPOBaTIli KPOBi (remapuH, KO-TPEMOKCA30JI, TAaKOXK BiIOMUU SIK
TPUMETOIIPUM/CyIbhaMeToKCca30J1) i 0CO6IMBO aHTATrOHICTiB anbI0oCTEPOHY abo 6710KaTOpiB
pellenTopiB aHTi0TeH3UHY. 3aCTOCYBaHHS XapuoBUX J00aBOK, 110 MICTATh Kail, Kaniii3bepiraroumx
niypeTukiB abo 3aMiHHUKIB COJIi 3 Kali€eM, 0COOIMBO y TMAILi€HTIB i3 MOPYyIIeHHSIM (QYHKIIil HUPOK,
MOXKe IIPU3BECTH [0 3HAYHOIO MiIBUIIIEHHS PiBHSA KaJlito B CUpPOBaTLi KpoBi. [inepkaniemis Moxe
CIIPUYMHUTY BUHUKHEHHS CEPUO3HOI, iHOAl neTanbHOl apuTMmil. [1amieHTam, SKi 3aCTOCOBYIOTh
inri6itropu AII®, crin 3 06epekHICTIO 3aCTOCOBYBaTH Kanilidbepiraiodi miypeTuku ta 6710KaTopu



PeLenTOPiB aHTi0TEH3UHY, a TAKOXK MMPOBOAUTH PETEIbHUN MOHITOPUHT PiBHS KaJlilo y CUPOBATII
KpPOBi Ta QYHKIII HUPOK. fAKINO 0OgHOYAaCHE 3aCTOCYBaHHS MEPUHIOIPUIY Ta OyIOb-IKOi 3
BHUIIe3a3HAYEHNX PEYOBUH BBAXKAETHCS MOPEYHUM, IX CIIiJ] 3aCTOCOBYBATH 3 00€PEKHICTIO Ta YaCTO
KOHTPOJIIOBATH PiBEHb Kallilo B CUPOBATIII KPOBi (OUB. po3min «B3aemomis 3 iHIIUMY JTiKapChbKUMHU
3aco0aMH Ta iHII BUOU B3aEMOLIN»).

ITauienmu 3 uykposum diabemom, sKi MIpUIMaIOTh ITepopasbHi I[yKPO3HUKYBasIbHi 3acobu ab6o
OTPUMYIOTE iHCYIIiH, HeOOXiIHO pPeTeIbHO KOHTPOJIIOBATH PiBEHbB I'TiKeMil TPOTATOM MEePIIOTo MicsIs
Teparrii iHridiTopamu AIT® (guB. po3min «B3aemopmis 3 iHIMUMHU NTiKapCbKUMU 3ac00aMu Ta iHIII BUOK
B3aEMOJIiN»).

3anobiscHi 3axodu, nos’a3ami 3 ama00uniHOM

Besnexy Ta e@eKTUBHICTh 3aCTOCYBaHHS aMJIOJUITIHY Y CTaHi riepTOHIYHOI0 KPU3y NOBENEHO HE
oyro.

Cepuesa Hedocmamuicmb. TakuM TallieHTaM IpHU3HaYaTHA aMJIOAUIIIH CITif 3 06epexkHicTI0. Y
NOBTOTPUBAJIOMY I1/1alle060-KOHTPOIEOBAHOMY [OCTIIXKEHHI 3 Y4acCTIO MAlli€HTIB i3 cepIieBoI0
HeJocTaTHICTIO TAXkKoro cryness (I1I - IV ¢pyrkmionansHux kaciB 3a NYHA) npu 3acTocyBaHHI
aMJIOMUITIHY YaCcTOTa BUIMAMKIB PO3BUTKY HAOPSKY JiereHb Oyia BUIO0 ITOPiBHSHO i3 3aCTOCYBAHHSIM
nyane6o (ouB. po3min «@apMakomuHaMiKa»). AHTArOHiCTH Kaslbllil0, BKJIIOYAlOUM aMJIOOUIIIH,
HeoOXiIHO ITpu3HayvaTy 3 00epexkKHiCTIO MallieHTaM i3 3aCTiiHOI0 CEPIIEBOI0 HEJOCTATHICTIO, TOMY 1[0
BOHU MOXKYTb IIiIBUIIyBaTH PU3UK PO3BUTKY KapAiOBaCKYJIIPHUX IIOMiN Ta JIETAJIbHOCTI ¥
ManiOyTHLOMY.

ITeuinkosa HedocmamHicmb. Y Tali€HTIB i3 OpyIIeHHAM (QYHKI] eYiHKY Iepiof HalliBBUBENEHHS
aMJIO[UIIIHY € TONOBXKeHUM Ta 3HaueHHsI AUC— BUCOKe; peKOMeHallil 00 J03yBaHHS He
Bu3HaueHi. ToMy NiKyBaHHS aMJIONUIIIHOM He0OXigHO PO3MOYMHATH 3 HAaWHUKYUX 03 Ta 3
00epexkHiCTIO K IIPH iHimialil niKkyBaHHS, Tak i mig yac migBuieHHs 003. [1alieHTaM 3 MOPYIIeHHSIM
GYHKIII MeYiHKY TSIKKOT0 CTyIeHs Moxke OyTu HeoOXimHUM IOCTYIIOBUY Migbip M03 Ta peTeNnbHu
MOHITOPHHT.

ITauienmu aimHboeo eiky. ITifBuIllyBaTH 003y MalliEHTaM JTHLOTO BiKy IOTPiOHO 3 06epekKHICTIO
(ouB. po3minu «PapMakoguHaMmika» Ta «Crocib 3aCTOCyBaHHS Ta HO3U»).

Hupxkosa HedocmamHicmb. TakuM NalieHTaM aMIOJUIIiH MOXKHAa 3aCTOCOBYBAaTH y 3BUYAWHMUX H03aX.
KonuBaHHS KOHIIEHTPaLlil aMJIOAUIIIHY Y IIJTa3Mi KpOBi He 3ajie’kaTh Bifi CTyIeHsI HUPKOBO1
HEe[0CTaTHOCTi. AMJIOOUITIH HEe BUBOAUTHCSA IIif 4Yac Aiami3y.

3anobiscHi 3axo0u, noe’sa3aHi 3 dikcosaHorw kombiHauier Bi-IIPECTAPIVM®

LlonomidcHI pevoguHu. [0 CKlafy npenapaTy BXOOUTH /dKMO3d, TOMY Nalli€eHTaM 3 YPOIXKEeHOI0
HeIIePeHOCHUMICTIO TajlakTO3u, CHHIAPOMOM MaiababCcopOiii r110K03HU Ta ralakKTo3M, 3aralbHUM
nedilluTOM TaKTa3u He PEKOMEHIOBaHO WOro MpHU3HAYaTH.

B3aemooii. OmpHOYacHe 3aCTOCYBaHHS JIiTio, Kajili30epiraloyux mpemnaparis, XapuyoBuX A00aBOK, 110
MICTSITh KaJliii, a00 MaHTPOJIEHY 3 IIPelapaToM Bi-[IPECTAPIVM® He pPeKoMeHoBaHe (OUB. PO3MiN
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUIU B3aEMOIIN»).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHs1 2pyodio.

3acTocysanHs npenapaty bi-TIPECTAPIVM® npoTunokasaHe y nepiof BariTHOCTI.



3acrocysanHs npenapaTy Bi-TIPECTAPIVM® He pekoMeH[oBaHe y Iepiofi TOMyBaHHs IPyAao0. Y pasi
HeoOXiIHOCTI 3aCTOCyBaHHS IIpenapaTy TOAyBaHHS TPYLII0 CIIifl IPUIUHUTH.

BazimHicmb

[TepuHmonpu. 3acTocyBaHHS iHTiO6iTOpiB AII® mpoTuoKa3aHe y mepiof BariTHOCTI. [lepeKOHIUBUX
eMifeMioNoTiYHUX [OKa3iB TepaTOTeHHOT'0 PU3UKY IIPU 3aCTOCyBaHHi iHribiTopiB ATI® mpoTAromM

I TpuMecCTpy BariTHOCTI HeMa€; OOHaK He MOXKHa BUKI/II0YaTHA HEeBEUKeE MiABUILEHHS I[bOTO PU3UKY. Y
pasi Koy MpomoBXKeHH JiKyBaHHs iHTiOiTopamu AII® BBaXKa€eThCS 000B’I3KOBUM, TAlliEHTOK, SKi
IIJIaHYIOTh BariTHICTB, CIIiJ IepeBECTU Ha aJlbTePHATUBHI aHTUTINIEPTEH3UBHI IIpenapaTy, sKi MalTh
nigTBEpAXKEeHi faHi mpo 6e3meKy 3aCTOCYyBaHHS B IIE€Piof BariTHOCTI. fKIIO B mepiof MiKyBaHHS
HiATBEPOKYETHCS BaTiTHICTD, MiKyBaHHS iHriOiTopamu AII® ciifg HeralHO MPUIKUHUTH i, SIKIIO
HeoOXigHO, 3aMiHUTH iHIIUM JTiKapChKUM 3aC000M, TO3BOJIEHUM [JIs 3aCTOCYBaHHS BaTriTHUM. BimoMmo,
1o npuiioM inribitopis AII® mig wac II Ta III TprMecTpiB BariTHOCTI MPU3BOJUTE 10 (PETOTOKCUYHOCTI
(mopymeHHS QyHKIIl HUPOK, MaJIOBOAAS, VIOBiIbHEHHS () OPMyBaHHS KiCTKOBOI TKaHWHM 4Yepela) Ta
[0 HeOHATaJIbHOI TOKCUYHOCTI (HMPKOBa HEIOCTATHICTh, apTepiayibHa TrinmoTeH3is, rinepKamieMis).
Axmo x inribiTopu AI1® npuiimanu 3 II TprMecTpy BariTHOCTi, peKOMEHI0BaHO YIbTPa3ByKOBE
o0cTexkeHHS (PYHKIII! HUPOK Ta OyOOoBU Yepelia HOBOHAPOAKEHOT0. 3a HOBOHAPOMXKEHUMHU, YUl
MaTepi y mepiof BaritTHoCTi mpuiimanu iHribiTopu AII®, crif crocTepiraTé Aiss CBOEYaCHOTO
BUSIBJIEHHS 1 KOPEKIil apTepianbHOl TimoTeH3il.

Awmnopumnin. Be3neky 3acTOCyBaHHS aMJIONUITIHY BaTiTHUMH XiHKaM{ BCTAHOBJIEHO He 0yi0. Y
OOCHIIAXKEHHAX Ha TBAPUHaX TOKCUYHUY BIIJIUB Ha PEIPOAYKTUBHICTh CIIOCTEPIraBCs Mmif yac
BBEe[I€HHS BUCOKHUX [03. 3aCTOCYBaHHA IIpernapary y Iepiof BariTHOCTI peKOMeH0BaHe TiJIbKU Y pasi
BificyTHOCTi 6€31I€eYHIIIOro aJbTepHATUBHOTO JIIKYBaHHS Ta KOJIM 3aXBOPIOBaHHS Ma€ OinbIIni pU3UK
IJIS BaTiTHOI Ta IJIona.

I'odyeaHHA 2py00to

[Iepunponpun. He pekoMeHI0BaHO 3aCTOCYBaHHSA IEPUHIOIIPUILY Y IIepiof TOLyBaHHSA I'PYLLI0 Y
3B’A3KY 3 BificyTHicTIO aHux. [1ig yac romyBaHHS rpyaaio 0axkaHo IPU3HAUYUTH albTepHATHBHE
JiKyBaHHSA i3 Oinbil gocmigxkeHuM npodinem 6e3mneku, 0COOIUBO I Yac rogyBaHHS
HOBOHAPOOKEHOT0 a00 HEeJJOHOIIIEHOT0 HEMOBJISITH.

AmMmnonunid. AMJIOAUITIH IPOHUKAE ¥ TPYAHE MOJIOKO. [103a, OTprMaHa HEMOBIIAM, OLIIHIOBasacs Ha
MiKKBapTU/IbHIM OCHOBI i 3HAXOAUTHCSA B Aiana3oHi 3-7 % 3 MakcUMaabHUM 3Ha4eHHIM 15 % Bifg
IPUUHATOI MaTip'10 HO3U. BIIuB aMIOOUiHY Ha HEMOBIIAT HeBifoMuu. PimeHHS mono
IIPOJOBKEHHS/TIPUIIMHEHHS TOYBAHHS IPYAAI0 a00 MPOOBKEHHS/TPUINHEHHS JTiIKyBaHHS
aMJIOMUITIHOM CIIif IpuiiMaTH, 6epydu [0 yBaru KOPUCTD Bifl TOAyBaHHS TPYALIO [JIS IUTHUHU Ta
KOPUCTH Bif JIIKyBaHHA aMJIOLUIIIHOM [JI MaTepi.

depmuabHicMb
[TepuHpmonpui. BriuB Ha penpoayKTHUBHY GYHKIII0 ab0 pepTUunbHiCTh BiACyTHIM.

Awmnopunis. TIpo o6opoTHi GioximMiuHi 3MiHUM Y T'OIOBII cCllepMaTO30ifa MOBIIOMIANIOCS ¥ OESKUX
TalieHTiB, sKi niKyBanucs 61oKaTopaMy KasbllieBux KaHasiB. Kiiniuni gaHi 1000 moTeHLiHHOTO
BIIJIUBY aMJIOJHUIIIHY Ha epTUIbHICTL € HeJocTaTHIMU. BigoMo, 110 y mocmigxkeHHi Ha I1ypax 0yiio
BUSBJIEHO NIO0IYHY [if0 HAa PepTUNILHICTL CaMIIiB.

30amuicmb enaueamu Ha weudkKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o



iHwumu MmexaHizmamu.

HocmifKenHs moo BIIuBy npenapaty bi-TIPECTAPIVM® Ha 3[aTHICTh KepyBaTH TPAHCIOPTHAMH
3acob6aMu Ta IPAIlOBATH 3 iHIIMMU MeXaHi3MaM{ He ITPOBOAMIMCE. AMJIOOUIIIH MOXe YNHUTH
He3HayHWY ab0 ITOMipHUI BIJIMB Ha 30AaTHICTh KepPyBaTH TPAHCIIOPTHUMHU 3aco0aMu Ta IIpalloBaTH 3
iHmMUMYy MexaHi3aMaMu. MoXKIMBe MOPYIIEHHS peakllil BOAis y pa3i BUHUKHEHHS 3allaMOpPOYeHHS,
roJIoBHOTO 601110, c1abKOoCTi, CTOMITIOBaHOCTI a60 HyJOoTH. PeKoMeHn0BaHO OyTH 00epeKHIMHY,
0CcO0NIMBO Ha MOYaTKy JiKyBaHHS.

Cnocid 3acmocyeaHHs1 ma do3u.
[ mepopanbHOTr0 3aCTOCYBAHHS.

Hopocnum cnip npr3HadaT 1 TabneTKy Ha IeHb ODHOPa30Bo, 6aKaHO BpaHIli lepey] IPUIOMOM 1Xi.
TabnmeTKa He MmigIsArae MomIiny.

o3y crig mipbupaTy iHOUBIAyalIbHO IS KOXKHOTO TalliEHTa 3 YPaxyBaHHSM IIOKA3aHHS [IJIS
3aCTOCyBaHHS, Iepebiry 3aXxBOpIOBaHHS Ta MMOKA3HUKIB apTepialbHOTO THCKY. MaKcuManbHa fo00Ba
no3a - 1 Ta6neTtka npenapaty Bi-ITIPECTAPIYM® 10 mr/10 mr Ha fo0y.

[ITomo malieHTiB 3 TPy PU3UKY AUB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS».

ITauieHmu 3 nopyweHHAM QYHKUil HUPOK ma nayieHmu AimHb020 8iky (muB. po3minmu «Oco0MuBOCTi
3acTocyBaHHS» Ta «PapMakKOKiHeTHKa»). BUBeleHHS TePUHOONPUIIATY 3HUKYETHCS V TAI€HTIB 3
HUPKOBOIO HEJJOCTATHICTIO Ta Y IMalli€HTiB JTITHLOTO BiKy, TOMY IIi[l Yac IiKyBaHHS HeoOXiHO
IIPOBOAUTY YaCTUU KOHTPOJIb PiBHS KpeaTHHIHY i Kasiio.

Bi-TIPECTAPIVM® MoxHa Mpu3HayaTy NalieHTaM 3 KJIipeHCOM KpeaTHHiHy = 60 MJI/XB Ta He CIif
IIpHU3Ha4YaTH NallieHTaM i3 KJIipeHCOM KpeaTHHiHYy < 60 Mji/xB. TakuM mamjieHTaM PeKOMEHOYEThCS
inguBigyanbHUM Iigbip M03U KOXKHOT'0 3 KOMIIOHEHTIB ITpPerapaTy OKpPeMo.

3a yMoBU 100OpPOI IepeHOCUMOCTi O03yBaHHS aMJIOOUIIIHY € OMHAKOBUM [IJIsI MOJIOAIINX TTAIliEHTIiB Ta
MAI€HTIB JIITHLOTO BiKy. [171g IAIi€HTIB JIITHHOTO BiKy PEKOMEHI0BaHUY 3BUYAUHUN PEXUM
MO3yBaHHS, ajie MiJBUIYBATH HO3y HEOOXigHO 3 00epeKHICTIO.

KonIeHTpaliss aMIOOuIIiHy y IIy1a3Mi KPOBi He 3a/IeXKHUTh Bifl CTYIIEHS MOPYIIeHHsS QYHKII HUPOK.
AMofuniH He BUBOOUTHCA IIif Yac Aiasisy.

ITopyweHHs ¢pyHKYii neuiHku (guB. po3minu «Ocob6IMBOCTI 3aCTOCyBaHHSI» Ta «PapMaKOKiHETHKA»).
BigcyTHi peKoMeHpallil 00 A03yBaHHS AJIS MAlli€HTIiB 3 JIETKUM Ta IOMipHUM MOPYIIeHHIM QYHKIIil
IeYiHKY, TOMY HigbupaTy f0o3y NOTPiOHO 00epekKHO, PO3MOYNHATH TePaIliio CJliff 3 HaWHUXKYUX 003
(ouB. po3minu «OcobmuBOCTi 3acTocyBaHHs» Ta «PapMakoKiHeTHKa»). [[71g BUOOPY ONTHUMaIbHOI
TI0OYATKOBOI Ta MigTPUMYIO40i HO3H JIiIKapChKOT0 3ac00y MallieHTaM 3 IMOPYLUIeHHAM QYHKII nevinku
HeoOXiTHO OKpeMo nifxbupaTy 103y aMJIOAUIIIHY Ta IepuHOonpuiy. JocmigKxeHHs hapMaKOKiHETUKA
aMJIOOUIIHY Y IallieHTiB 3 TAXKKUAM IOPYLUIeHHIM (QYHKIII Te4iHKU He npoBofumnucs. [lanieHTam 3
MOPYILIEHHAM (QYHKIII IeYiHKY TSIKKOT'0 CTYIEHS MPUNOM aMJIOTUITIHY CITiJ PO3MOYNHATH 3
HaVWHUXKYUX [03, SKi DigBUIIYIOTh ITOCTYIIOBO.



Himu.

Bi-TIPECTAPIYM® He PEKOMEHAYETHCS MPU3HAYaTH AiTIM 4epes BiCyTHICTh OOCIIIXKEHb 3 yYacTIO
ITi€l TPYIY NallieHTiB.

Ilepedo3yeanHsi.

IIpo BuManKu nepeno3ysanHs npenapaty Bi-TIPECTAPIYM® He nosigommsanocs. JlaHi momo
CBioMOTr0 TIepeio3yBaHHs am/100uniHy € oOMexxeHuMu. CUMIITOMY: HasBHI JaHi IPUIIYCKAIOTh, 110
IPUIOM [yKe BEIUKHUX 103 MOXKe NMPU3BECTH 00 HaAMIpHOI IepudeprnyHol Ba30auIaTallil Ta
MOBIpHOT0 BUHUKHEHHS pedIeKTOpHOI Taxikapfil. [IoBigoMisAnocs Npo BUpaXkeHy, MOXKJIIUBO,
TPUBaJIy CUCTEMHY TilIOTEH3iI0 Ta LIOK 3 JIETaJIbHUM HaCJIiIKOM.

Pigko moBimomisiniocst Mpo HeKapaioreHHUY HabpsK JiereHiB K HaCJIiMOoK Iepeo3yBaHHs
aMJIOUIIIHY, SKUU MOXKe MPOSBIATUACS 3 BiICTPOUEHUM IT0YaTKOM (depe3 24-48 rogus micuis
3aCTOCyBaHHS) i moTpeOyBaTH IMTYYHOI BEHTUIIAII] TereHb. PaHHi peaHimaliliHi 3axoqu (BKII0Ya04n
IepeBaHTaXXEHHS PiTUHOI0) [JIS MATPUMKY mepdy3il Ta CEPIIeBOT0 BUKUIY MOXKYTh OyTH
IIPOBOKYIOUUMU (HaKTOPaMHU.

JIikyBaHHS: KJTiHIYHO BUpaXeHa Till0TeH3is, BUK/IMKaHa Iepefo3yBaHHIM aMJIOUIIiHY, ToTpebye
aKTUBHOI KapHioBaCKyISIPHOI OIIOMOTH, 30KpeMa 4aCTOr0 MOHITOPUHTY (PYHKIIii cepIlsd Ta
pecnipaTopHoi QyHKIIil, HafaHHS MalliEeHTY TOPU30HTAIBHOTO MOJI0XKEHHS 3 IPUMIAHATUMU HUKHIMHI
KiHITiBKaMH, Ta MoTpebye yBaxKHOTO CTEXKEHHS 3a 06’'€MOM IIUPKYJII0I04901 KPOBi Ta CEUOBUOINIEHHSIM.

[Tpu3HaueHHs Ba30KOHCTPUKTOPA MOXKe OyTH KOPUCHUM IJISI BiTHOBIEHHS TOHYCY CYAMH Ta
apTepiasbHOTO TUCKY, AKIIO BiACYTHI MPOTUIIOKa3aHHA. BHYTPIIIHEOBEHHE BBEIEHHS KaJIbI[iI0
TJIIOKOHATYy MOXe JOTIOMOTTH YCYHEHHIO HaclifiKiB 6JI0Kafy KalbIlieBUX KaHalliB.

Y mesikvx BUIIagKaX € JOPeYHUM IIPOMUBAHHS IUTyHKA. [JOCTiAKeHHS 3a y4acTio JoOpOBOIIbIIiB
IIPOIEMOHCTPYBAJIO, 1[0 IPUKXOM aKTUBOBAHOTO BYT/IJIA Yepe3 2 TOAUHY micns npuiomy 10 mMr
aMJIO[UIIIHY 3HUXKYE MIBUAKICTh abcopOilii aMIOAUIiHy B OpraHi3Mi. Y cuCTeMHOMY KPOBOOOITy
aMJIOOUIIIH Ma€ BUCOKUY PiBeHb 3B’si3yBaHHS 3 OiTkaMu KPOBi, TOMy IpU3HAYEHHS TeMoiani3y He
ebeKTUBHE.

Indopmariist mpo nmepeno3yBaHHsS nepuHoonpuay € obMexeHo10. [Ipu nepeno3ysanHi inribitropis AII®
MOXKYTh BUHUKHYTH TilOTEH3is, HUPKYISITOPHUH IIIOK, TIOPYLIEHHS €JIeKTPOJIITHOTO 6alaHcCy,
HUPKOBA HEJOCTATHICTh, TIMEePBEHTUIIALIS, TaXiKap/is, maibiiTallis, OpaguKapmis, 3alIaMOPOYeHHS,
TPUBOTa Ta KallleJb.

[Ipu nepeno3yBaHHI peKOMEHIYETHCSA BHYTPIIIHEOBEHHE BBEIEHHS PO34YUHY xyiopuay Hatpito 0,9 %.
[Tpu BUHUKHEHHI TinoTeH3il naiieHTy HeoOXigHO HaflaT T'OPHU30HTAJIBHOTO 1T0I0XKeHHS. Crif
PO3TAISHYTU MOXKJIUBICTh TPOBefeHH iH}Y3ii 3 aHrioTeH3uHoM Il Ta/ab0 BHYTPIIIHHOBEHHOTO
BBe[IeHHS KaTexojaMiHiB. [IepuHmompun Moxe OyTH BUBENEHUM 3 CHCTEMHOI'0 KPOBOOOITy 3a
IOIIOMOT 00 TeMofiani3y (auB. po3ain «OcoO6IuBOCTi 3aCTOCYBaHHA»). [Ipy BUHUKHEHH] CTiMKOI 10
JiKyBaHHS OpaguKapmil MOXKIIMBE 3aCTOCOBYBaHHS IITYYHOTO Bofisg puTMy. HeoOximHui mocTiiHuH
MOHITOPUHT OCHOBHUX IOKA3HUKIB XKUTTEMISIIBHOCTI, PiBHS KOHIIEHTPAIlii eJIeKTPOIITIB Ta
KpeaTHHIHY y CHPOBATII KPOBI.



ITobiuni peakuii.

HaityacTtimmmy no6iyHUMY peakilisiMu, PO SKi MOBiIOMIISIOCS IIPU OKPEMOMY 3aCTOCYBaHHi
TIePUHIOIPUIIY Ta aMJIOUIIIHY, €: HAaOPSKU, COHIUBICTE, 3alTaMOPOYEHHS, TOJIOBHUYN 0inb (0cOOMMBO
Ha I0YaTKy JIIKyBaHHS), CIIOTBOPEHHS CMaKy (OUCreB3is), TapecTesis, MOpyIeHHs 30PY (BKIYaldu
IBOIHHS), I3BiH y ByXaX, BEPTUTO, TaJIbIIiTallisl, IPUIIJIMBY, TiOTeH3id (Ta I0B’s13aHi 3 HEI0
CHMIITOMHU), 3a[MIIIKa, Kalllesb, Oi/1b V¥ JKUBOTI, Hy[I0Ta, OJII0BaHHS, QUCIIENCis, 3MiHa PUTMY
nedexariii, miapesi, 3amop, cBep6ixk, BUCHI, eK3aHTeMa, HaOpsK cyrino0iB (HaOpsK IIUKOIOTOK),
crna3Mu M's3iB, MifBHIIlEHAa BTOMIIOBaHICTh, aCTEHid.

[Tig vac KmiHiYHEX DOCTimXKeHb Ta/abo micispeecTpalifHoOro 3aCTOCYBaHHS MTePUHIOIPUIY abo
aMJIOMUITIHY OKPEeMO CIIOCTepiranucs Huxk4e3a3HaueHi mobiuHi peakiii, ki KimacudikoBaHi 3rigHo 3i
CJIOBHMKOM CTaHOapTU30BaHOl Meau4Hol TepMiHonorii MedDRA 3a cucTtemMaMu opraHi3aMy 3 TakOIO
YacTOTOI BUHUKHEHHS: fyXKe 49acTo (=1/10); gacto (=1/100 mo <1/10); meuacto (>1/1000 mo
<1/100); pigxo (>1/10000 go <1/1000); nyxe pigko (<1/10000); vacToTa HeBifoMa (He MOXKHa
BM3HAYMUTH 3a HASIBHOIWO iH(GOpPMalIi€lo).

IHdexkirii Ta iHBa3ii: pUHIT (HEeYacTo - aMJIONUIIIH; AyXkKe PigKo - IePUHTOIPUI).

3 00Ky eHIOKPUHHOI CUCTEMHU: CHHAPOM HeafleKBaTHOI CeKpellil aHTUAIypeTUUHUX TOPMOHIB
(CHCAIT) ( pigko - mepUHOOIPHUI).

3 OOKy cuCcTeMHU KPOBi Ta niMbaTU4YHOI CUCTEMHU: €03UHOMITiA (He4acTo* - IePUHAONIPHUI);
JIeMKOTIeHisI/HEUTPOIIeHis (TyxKe PifKo - aMIOOUIIiH Ta nepuHponpui) (aus. po3min «Oco6muBOCTi
3aCTOCYBaHHS»); arPaHyJIONUTO3 ab0 MAHIUTOMEHis (IyKe PigKo - MePUHIOMPHUI) (OUB. PO3Mi
«Oc0o6IMBOCTI 3aCTOCYBaHHS»); TPOMOOITUTOIEHIS (OyKe PimKo - aMJIOOUITIiH Ta IEPUHAOIPHII) (IUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»); eH3UMOcIHeln(}iuHa reMoTiTuYHa aHeMis y MallieHTiB 3
YPOIKEHOI HelOCTaTHICTIO III0K030-6-pocdaTtmerifporenasu (qyxe pifko - IepuHAONPWI) (OUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

3 OOKY iMyHHOI CUCTEMH: TillepPUYyTIUBICTh (IyKe PifKO - aMIOOUIIiH; He4aCTo - IePUHIOIIPUII).

3 60Ky 06MiHY peYoBUH i MeTabomi3My: TiloTIiKeMis (HedyacTo* - mepuHmonpui) (AUB. po3ainu
«Oco0nMBOCTI 3aCTOCYyBaHHS» Ta «B3aeMofiig 3 iHIIMMHU JTiKapChKAMU 3aco0aMy Ta iHII BUAK
B3a€EMO[Iili»); TimepKalieMis, 110 3HUKAE MiCIsA BiAMiHM IpemapaTy (HedacTo* - mepuHOonpun) (ous.
po3min «Oco6IMBOCTI 3aCTOCYBAHHS»); TilOHATPiEMis (HeyacTo* - MepUHOONPUI); TinepriikeMis
(myxke pifKoO - aMJIOHUIIIH).

3 60Ky ncuxiku: 6e3COHHS (He4acCTo - aMJIONUIIIH); TTIOPYIIeHHS HacTPOIO (BK/II0Ya0uy TPUBOTY)
(He4yacTo - aMJIOUIIiH Ta MEPUHIOIPHUII); HeNpecis (He4acTo - aMJIOAUIIIH, He4acTo* - MepUHIOIPHUII);
IIOPYILIEHHS CHY (HEYacTO - IePUHOOIPUI).

3 60Ky HEPBOBOI CHCTEMU: COHIMUBICTE (0COBIMBO Ha MTOYATKY JIiKyBaHHS) (YAaCTO - aMJIOOUIIIH;
HevacTo* - MepUHAONPHUII); 3allaMopoueHHs (0COGIMBO Ha MTOYATKY JIiKyBaHHS) (YacTo - aMJIOOUIIIH Ta
IIePUH[IOIIPUII); TOJIOBHUY 0inb (0COOMMBO Ha IOYATKY JIiKyBaHHS) (4acTo - aMJIONHUIIIH Ta
IIePUH[IONIPUII); CIIOTBOPEHHS CMaKy (OuCreB3is) (He4acTo - aMJIOAUIIIH; YacTo - IePUHIOIPUII);
TpeMop (HedyacTo - aMJIOJHUIIIH); TinoecTe3isa (HeyacTo - aMJIOAUIIIH); mapecTesis (HevacTo -
aMJIO[UIIIH; 9aCTO - IePUHIOIPIII); HEIPUTOMHICTh (HEe4acTo - aMJIOAUIIiH; HedyacTo* -
IIePUHOOIPHII); CIUTYTaHICTh CBIMOMOCTI (PiIKO - aMJIOOUIIIH; AyKe PiAKO - IEPUHOOIPHUII); TiIepPTOHYC
(my=xe pimKo - aMJIOfIXIIiH); TepudepruyHa HeWponarTia (TyxKe pigKo - aMJIOAUIIiH); lepeOpoBacKyIspHi
nofii MOXKYyTh BUHMKATH BHACJIIIOK HagMipHOTO 3HMKEHHS apTepiallbHOTO TUCKY Y MallieHTiB TPpynu
BHCOKOTO PHU3UKY ([yKe PigKo - mepuHaonpui) (IuB. po3min «Oco0MMBOCTI 3aCTOCYBaHHS»);



eKCTpalipaMifHi po3naau (eKcTpamipaMigHUN CUHAPOM) (4acToTa HeBigoMa - aMJIOAUIIiH).

3 OOKY OpraHiB 30py: MOPYIIeHHS 30py (YacTo - aMJIOAUIIIH Ta ePUHAOIPHUII); IBOIHHS (YacTo -
aMJIOOUIIIH).

3 6OKy opraHiB CIyXy Ta BeCTHOYISPHOTO amapaTy: A3BiH y ByXax (HEYacTO - aMJIOAMIIIH; YacTo -
TIePUHIOIPUII); BEPTHUTO (YaCTO - IEPUHIOOTIPUIT).

3 OOKY ceplid: MajibIiTalig (4acTo - aMJIOAXIIiH; HeYacTo* - IepUHIONPUII); TaxikKapphia (HeyacTo* -
MIePUHOOIIPUII); CTeHOKapis (OyzxKe pigKo - mepuHmonpui) (aus. po3min «OcobauBoCTi
3aCTOCYBaHHS»); iHQapKT MioKapga MoxKe BUHHMKATH BHACIIJOK HagMipHOT'O 3HUXKEHHS
apTepianbHOTO TUCKY Yy MAlliEHTiB Py BUCOKOTO PU3UKY (AyKe PiAKO - aMJIOAUIIIH Ta
nepuHOonpua) (AuB. po3ninn «OcobIUBOCTI 3aCTOCYBAHHS»); apUTMis (B TOMY 4MCIIi OpaguKapmis,
IIJTyHOYKOBA Taxikappis Ta QpiOpumnsnis mepencepas) (HevacTo - aMIOUIIIH; OyXKe PifKo -
EePUHAOIPUII).

3 OOKY CyIVH: IPUIINBY (4acTo - aMJIOAUIIIH); TiMOTeH3id (Ta OB’s3aHi 3 HEI0 CUMIITOMHU) (HEYacTo -
aMJIOJUIIIH; YacTo - IePUHAOINIPUII); IPUILIUBY Kapy (PioKo* - MEepUHOONPUII); BAaCKYJIT (OyXKe pigKo -
aMJIO[UIIIH; HedacTo* - mepuHponpun); peromeH PeiiHo (YacToTa HEBigoMa - IEPUHOOIPHII).

3 00Ky OuXanbHOI CUCTEMHU, OPTaHiB IPYIHOI KITITKYM Ta CEPEeNOCTiHHA: 3afMUIIKa (4aCcTo - aMJIOIUIIiH
Ta MEePUHAOIIPHUII); Kallle/lh (He4aCTo - aMJIOAUITH; YaCTO - IEPUHOONPUIT); OpoHX0CIa3M (HevacTo -

MIePUHOONPUI); €03MHO(iITbHA THEBMOHIS (OyKe PigKo - MIEPUHIOIPHUIIL).

3 6OKy IITYHKOBO-KMIITKOBOT'O TPAKTY: TinepIiasis sceH (yxKe pigko - ammogunin); 6ib y KUBOTI
(4acTo - aMJIOUIIiH Ta IEPUHOONPUIT); HyH0Ta (4acTo - aMJIOAUIIIH Ta IePUHOOIPUI); ON0BaHHS
(HeyacTo - aMJIO[UIIIH; YaCTO - IEPUHIOOIPUII); OUCIIEICisa (YacTo - aMJIOOUITiH Ta IEePUH/IOIIPUI);
3MiHa puTMy Aedekxaliii (4acTo - aMIOAUIiH); CYyXiCTh y POTi (HEYacTo - aMJIOOUIIiH Ta IePUHAOIIPHUII);
miapest (4acTo - aMJIOHUITIH Ta IEPUHIONPUIL); 3aII0P (YaCTO - aMJIOAUIIIH Ta IEPUHAOIIPUIN);
IMaHKpeaTHuT (OyKe PigKo - aMJIOAUIIH Ta IePUHOONPUI); TaCTPUT (AyXKe PifKo - aMJIOOHUIIIH).

3 00Ky remnartobiniapHol CHCTEMM: TEMIATUT, KOBTIHULS (OYXKe PIgKO - aMJIOOUIIIH); HATOMITUYHUN abo
XOJIeCTaTUYHUY TenaTuT (IyKe PigKo - IepuHmonpui) (ouB. po3min «OcobIuBOCTi 3aCTOCYBaHHS»);
MigBUIIEHHS PiBHS MTeYiHKOBUX (PEPMEHTIB (MepeBaxkKHO CIPUUYMHEH] X0/1eCcTa3oM) (oyxKe PifKo -
AMJIOOUIIIH).

3 6OKY LIKipK Ta HigIKipHOi KIITKOBUHU: aHTiOHeBpoTUUHUM HAOPsK KBiHKe (OyxKe pimko -
aMJIOUIIIH); aHTiIOHEeBPOTUYHUYM HAOPSK 007IMYYs, KiHIIBOK, TY0, CTU30BUX 000JIOHOK, S3UKa,
T'0JIOCOBOI IIiNIMHY Ta/ab0 ropTaHi (IyxKe pigKo - aMJIOAUIIiH; HeYacTo - IEPUHOONPUI) (JUB. PO3Min
«Oco0IMBOCTI 3aCTOCYBaHHS»); My/IbTU(OPMHA epuTeMa (IyKe PigKo - aMIOOUIIH Ta ePUHAOIPHUII);
asomelis (He4acTo - aMJIOOUIIH); MypIypa (He4acTo - aMJIOAUITiH); 3He6apBIeHH IKipu (HeYacTo -
aMJIOUITIH); Timeprigpo3 (HevacTo - aMJIOUIIiH Ta IIePUHOONPUI); cBepOiXK (HeYacTo - aMIOIHUIIiH;
YacCTo - IEPUHIOOIPUI); BUCHUII, eK3aHTeMa (He4acCTo - aMJIOIUIIIH; YaCTO - IEPUHIOIPUII);
KPOIKB’sTHKA (He4acTo - aMJIOfHUIIiH Ta IepHHAO0Npui) (auB. po3min «Oco6IuBOCTI 3aCTOCYBaHHS»);
peaxtii poTouyTIMBOCTI (OyKe PifAKo - aMJIOAUIIH; HeYacTo* - IepUHIONPUI); meMdiroin (Hegacto* -
IIePUHAONPUII); IOCUIEHHSI CUMIITOMIB IICOpia3y (PimKo - mepuHAonpui); cuagpoM CriBeHca -
IKOoHCOHa (OykKe PifKo - aMJIOOUIIiH); eKC(hOoIiaTUBHUM IepMaTUT (OyKe PigKo - aMJIOAUIIiH);
TOKCUYHUM elliflepMalbHUY HEKPOJIIi3 (YacTOTa HEBiIOMa - aMJIOUIIIH).

3 6OKy OIIOPHO-PYXOBOI CUCTEMU Ta CIOJIYYHOI TKAHUHU: HabpsAK Cyrino0iB (HaOpsK IMKOIOTOK)
(4acTo - aMIOMUIIiH); apTPaIris (He4acTo - aMJIOMIIiH; He4acTo* - IePUHOONPHUII); Mialnrisi (HeyacTo -

aMJIOUIIIH; HeYacTo* - MepUHIOIPHII); Clla3MU M’g3iB (4aCTO - aMJIONHUIIIH Ta IEPUHIONPUII); Oifb y



CIIMHIi (HeYacTo - aMJIOAUIIIH).

3 OOKy CeYOBUIINbHOI CUCTEMU: NOPYLIEHHS CEYOBUNIYCKaHHS, HIKTypis, nonakiypis (dacrte
CEeYOBUNYCKaHHS) (He4acTo - aMJIOAUIIiH); HUPKOBA HEJOCTATHICTh (HEYACTO - IEPHUHOOIIPUII); TOCTpa
HUPKOBa HEJOCTATHICTh (PiIKO - IEPUHAONIPHUI); aHYPisi/onirypis (pinko* - mepuHOONpuU).

3 00Ky PENPOIYKTUBHOI CHCTEMU Ta MOJIOYHHUX 3aJ103: ePeKTHUIIbHA AuCPyHKIIig (HevacTo -
aMJIOIUITIH Ta MEPUHIONPHUII); TiHeKOMAacCTis (He4acTo - aMJIOAUIIiH).

3aranbHi po3Nagy Ta peakliil y Miclli BBeleHHd: HAOPSKY (OyKe 9acTo - aMJIO[UIIIH); TepudepruyHi
HaOpPsKK (He4acTo* - MepPUHAOMPHUII); IiIBUIeHa BTOM/IIOBAHICTh (YAaCTO - aMJIOOUIIH); 6inb y rpyoHik
KJIITIII (HeYacTo - aMJIOUIIiH; He4acTo* - IePHHIONIPHUII); aCTeHis (YacTo - aMJIOIUIIIH Ta
nepuHOoNpuI); 0inb (He4acTo - aMJIOUITIH); He3[yKaHHS (He4acTo - aMJIONUIIiH; HeYacTo* -
IEePUHOONPUI); TinepTepMisa (HedacTo* - HepUHAOIPUI).

Pe3ynbTaTy 1a60paTOPHUX NOCHINKEHb: 30iMbIIeHHS MaCH Tijla, 3MeHIIIeHHsS MacCHu Tijla (He4acTo -
aMJIOJUIIIH); MiABUIIEHHS PiBHSA CEYOBUHU y KPOBI (He4acTo* - MEepUHOONPUI); MigBUILIEHHS PiBHSA
KpeaTHUHiHy y KPOBi (HeduacTo* - MepuHAONIPHUII); MiABUILIeHHS PiBHS OinipyOiHy y KpoBi (pigko -

NePUHIOIPUI); MigBUIIEHHS PiBHA Me4YiHKOBUX ()EPMEHTIB (PifKO - TEePUHAOIPUI); 3HUKEHHS PiBHSA
reMorjio0iHy Ta reMaTOKpUTY (IykKe PifKo - MepUHOOIPUII).

YInkomKeHHS, OTPYEHHS Ta YCKIagHEeHHS DU NPOBeIeHHi Ipolleayp: nafgiHHg (HedacTo* -
IePUHAOIIPUII).

*JacToTy 0yJ10 pO3paxoBaHO 3a JAaHUMH CIIOHTAHHUX IIOBiMOMIIEHD IIPO MOOiuHi peakiril, BUSBIIEHi y
XOI1 KJIiHIYHUX OOCIiIXKeHb.

[ToBimomneHHs PO Mimo3poBaHi mo6iYHI peakirii

[ToBimomIIeHHs PO Mimo3pioBaHi MOGiYHI peakmii y micnsipeecTpauiiHuii mepiox giKapchbKoro 3acody €
BaxMBUM. Lle mae 3mMory BecTu 6e3mepepBHUN MOHITOPUHT CIIiBBiTHOIIEHHS KOPUCTI/PUIUKY
3aCTOCyBaHHS Ipenapary. CrenianicT B raiy3i 0XOPOHU 3[I0POB’s 3000B’s13aHi IOBIIOMISATHA Yepes
HallioHAJIbHY CHUCTEMY IIOBiIOMJIEHD ITPo Oyab-SKi Mifo3pioBaHi MobiuHi peakiii.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu TabneTKH y IIiTbHO 3aKPUTOMY KOHTelHepi. He moTpebye oco0nMBUX TeMIepaTypPHUX
yMOB 30epiraHHs.

VYnaxoBka.

[To 30 TabneToK y KOHTelHepi o TabneTok; mo 1 KoHTelHepy st TabneToK y KOopoOlli 3 KapToHY.

Kareropis Bigmycky. 3a peLentom.



3asiBHHUK.
JIE€ JIABOPATYAP CEPB’€/

Les Laboratoires Servier.

Micne3HaxomKeHHs 3asiBHHKA.
50 pro Kapho, 92284 Cropen cemekc, Opaniis/

50 rue Carnot, 92284 Suresnes cedex, France.

BupOOHHK.
JlabopaTopii Ceps’e IngacTpi/

Les Laboratoires Servier Industrie.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca MicIs MpoBaIXKeHHS HOT0 Tis/TbHOCTI.
905 pyT me CapaHs, 45520 Xini, ®panmis/

905 route de Saran, 45520 Gidy, France.

BupPOOHHK.
Ceps’e (Ipmaugia) Ingactpic JIto/

Servier (Ireland) Industries Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afipeca Micis MpoBaIXKeHHS HOT0 Tis/IbHOCTI.
Mamninenns, 'opei Poyn, Apknoy, Ko. Biknoy, Ipnaugis/

Moneylands, Gorey Road, Arklow, Co. Wicklow, Ireland.

BupoOHHK.
AHOAPM IlignpueMmctBo ®PapMmaneBTuyHe AT/

ANPHARM Przedsiebiorstwo Farmaceutyczne S.A.



Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPOBaIKeHHsI HOT0 Tis/IbHOCTI.
Byn1. ArHonon 65, Bapmasa, 03-236, ITomnbina/

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

s orpuManHs O6ynb-sKoi iHpopMarii oo mikapcbkoro 3acoby mpocumo 3BeptaTtucs no TOB
«CepB’e Ykpaina» 3a Ten.: (044) 490 3441, daxkc: (044) 490 3440.



