3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHHU
310pOB’st YKpaiHu
13.07.2018 Ne 1309
PeecTpaniiini nocBitueHHst

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

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0X0poHH
310pOB’ YKpaiHu
15.12.2022 Ne 2271

IHCTPYKIIA
JJIS1 MEAUYHOT0 32CTOCYBAHHSA JiKapPChKOro 3aco0y

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

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

Cknao:

Bi-IIPECTAPIYM® 5 mr/5 mr

0itoui peuosunuy. TIEPUHIOTIPUITY apTiHIH/aMIIOIUIIIH;

1 TabneTka MICTUTh NMEPUHAONPUITY apriHiHy 5 Mr (uio Bixmosimae 3,395 mr mepuHIONpHIY) Ta
amyionumiHy 6ecunary 6,935 mr (1110 BiMOBiIa€ 5 MI aMJIOIUITIHY );

Bi-IIPECTAPIYM® 5 mr/10 mr

0itoui peuosuHuy. TICPUHIOTIPIITY apTiHIH/aMJIOUTIIH;

1 TabneTka MICTUTh NMEPUHAONPUIY apriHiHy 5 Mr (uio Bixmosizae 3,395 mr nepuHIONpHIY) Ta
amyonuminy 6ecunary 13,870 mr (o Bignosigae 10 Mr amioauminy);

Bi-IIPECTAPIYM® 10 mr/5 mr

0itoui peuosuHuy. TICPUHIOTIPIITY apTiHIH/aMJIOIUIIIH;

1 TabneTka MiCTUTh nepuHAONpUIY apridiny 10 mr (o Bixmosinae 6,790 Mr mepuHIONpUITY) Ta
amyionumiHy 6ecunary 6,935 mMr (1o BiAMOBIZAE S MI aMIJIOTUTIIHY );

Bi-IIPECTAPIYM® 10 mr/10 mr

0itoui peuosuHuy. TICPUHIOTIPIITY apTiHIH/aMJIOTUTIIH;

1 TabneTrka MiCTUTh nepuHAONpUIY apridiny 10 mr (o Bixmosinae 6,790 Mr mepuHIONpUITY) Ta
amyonuminy 6ecumnary 13,870 mr (o Bignosigae 10 Mr amioauminy);

O0onoMidicHi  pewosuHu: JIaKTO3M MoHorimpar, wmarHito creapat (E 470B), wnemtonosa
Mmikpokpucrtaniuna (E 460), kpemHiro miokcua konoigauit 6e3soguuii (E 551).

Jlikapcbka ¢opma. TabneTku.

OcHogHI hi3uK0o-XiMIYHI 81ACMUBOCTI:

Bi-IIPECTAPIYM® 5 mr/5 mr: 6inoro xomsopy, goBractoi GopMu TabneTka 3 THCHEHHAM 5/5 3
OJIHOTO OOKY Ta S 3 iHIIOTO.

Bi-IIPECTAPIYM® 5 mr/10 Mr: 6inoro Konsopy, KBagpaTHOi (opMH TabneTka 3 TUCHEHHSIM 5/10
3 OHOTO OOKY Ta %5 3 1HIIOTO.



Bi-TIPECTAPIYM® 10 mr/5 mr: 6i10ro Kojsopy, TPUKYTHOI (popMu TabneTka 3 TucHeHHsaM 10/5 3
OJIHOTO OOKY Ta %5 3 IHIIOTO.
Bi-TIPECTAPIYM® 10 mr/10 mr: 6inoro xossopy, Kpyrioi ¢opmu Tabnerka 3 TucHeHHsM 10/10 3
OJIHOTO OOKY Ta %5 3 IHIIOTO.

dapmakorepaneBTu4YHA rpyna. [ariditopu AII®, kombinanii. [ariditopu AIID Ta 61okaTopu
KaiblieBux kanatiB. [lepungonpun ta amnogumin. Kox ATX C09B B04.

Dapmaxonoziuni enacmugocmi.
Dapmaroounamika.

Ilepunoonpun
MexaHni3m jaii
[epungonpun — iHriGiTOp QepMeHTy, SKUH MepeTBOpIoe aHrioTeH3uH | B aHrioteHsuH Il

(anrioTen3uHneperBoproBabHUN (hepmeHT AIID). [lepeTBoproBansHuii GepMeHT, a00 KiHa3a, IIe
€K30IeNTHAa3a, SKa pOOUTh MOXIIMBUM IEPETBOPCHHS aHTIOTEH3WHY | y CyIMHO3BYKYBaTbHUI
anriorer3uH II, a TakoX cHnpuYHMHSE pO3MaJ Ba3oauiaTaTopa OpaJMKiHIHY 10 HEAKTUBHOTO
renranentuy. [HridyBanus AII® nmpu3BOAUTH 10 3MEHIIEHHS KOHIEHTpauii anrioreHzuny I y
ma3Mi KpoBi, IO TIJIBUINYE aKTHUBHICTh PEHIHY y TUIa3Mi KpPOBI (32 paxyHOK NpPUTHIYCHHS
HETaTUBHOTO 3BOPOTHOTO 3B’S3KY BHUBUIBHEHHSI PEHIHY) Ta 3HMKYE CEKPEIil0 albIOCTEPOHY.
Ockinbku AIID iHakTHBYe OpanukiHiH, 1HTIOyBaHHS AIID Takox MPU3BOAWUTH IO TiABUIICHHS
AKTUBHOCTI LUPKYJIIOIOYOI Ta MICIEBOI KalliKpeTHKIHIHOBOI cucTeMH (1 TaKUM YHMHOM TaKOX
MPU3BOJIUTH JIO aKTUBAIlll CHCTEMH NpocTariaHauHiB). Llei mexaHi3M Jii 3yMOBIIOE€ 3HUKEHHS
aprepiadbHOro THUCKY iHriOiTopamu AII® 1 4acTKOBO BIANOBIga€ 3a MOSBY JESIKUX MOOIYHHUX
e(dexTiB (HapUKIIa] KaluTio).

[Mepunmonpun mie yepe3 CBili aKTUBHMI METa0OMIT — MEepUHAONpPHIAT. [HII X MeTa0oNiTH He
JIEMOHCTPYIOTh aKTUBHOCTI B 1HTi0yBaHHI AII®D B eKkcriepuMeHTaTbHUX YMOBAX.

KiiniuyHa eeKTUBHICTE Ta Oe3neka

ApTepianbHa rinepTeHsis.

[lepungonpun e(eKTUBHO 3HMXKYE apTepialbHUN THUCK MpPHU BCIX CTYNEHSAX apTepiajabHOI
rinmepTeH3ii: JerkoMy, MOMIPHOMY Ta TSDKKOMY; 3HIDKEHHS CHCTOJIIYHOTO Ta JiaCTOJIIYHOTO
apTepiaJbHOr0 THCKY CIOCTEpPIraeThCsl K y MOJOXKEHHI MaIlieHTa JIeKadd, TaK 1 y TMOJI0KEHH]
CTOSTYH.

[Mepunmonpun 3MeHIIye oOmip NepuPepUIHUX CYAWH, [0 NPHU3BOAUTH 10 3HIDKEHHS
apTepiaibHOTO THUCKY. BHaAcHiIOK 1bOTo 301IbIIYy€EThCA TEepUPEPUIHIA KPOBOTIK O3 BIUIMBY Ha
Y4acTOTy CEPLIEBUX CKOPOUECHb.

Sk mpaBwiio, 301IBIIYETHCA 1 HUPKOBHM KPOBOTIK, TOJI SK IIBHUAKICTH KIIyOOUKOBOi (piimbTparii
(ILIKP) 3a3Bu4aii HE 3MiHIOETHCS.

MakcumanpbHUN  QHTHUTINEPTEH3UBHUNA €(EeKT pO3BUBAEThCS uepe3 4 —6 TOOMH TCHsA
OJTHOKpAaTHOTO MpuiioMy Ta 30epiraerbcs MmoHaiiMeHme 24 ToAMHU: cHiBBigHOIIEHHs T/P
(eexTUBHICTH TIepe] MPUHOMOM HACTYITHOI J103W/ MakCUMaibHa €()EKTUBHICTH) MEPUHIOTIPHITY
ctaHoBuTh 87 — 100 %.

AprepialbHUN THUCK 3HWXKYETbCS IIBUAKO. Y TAIEHTIB, SKI BIANOBIIM Ha JIIKyBaHHS,
HOpMaJlizalliss apTepiaibHOrO THCKY BiOyBAa€ThCS MPOTATOM MicsAls Ta 30epiraerbcsa 6e3
BUHHKHEHHS Taxi(inakcii.

VY pasi npuUnuHEeHHS 3aCTOCYBaHHS NEPUHAONPUITY €(EeKTy BiIMIHU HE BUHUKAE.

[Tepungonpun 3MeHIIye rinepTpodiro JIBOTO MUTYHOUKA.

KitiHiuHi gOCTiIKEHHS JOBEH, [0 MEePUHAONPUI Ma€ CyIHMHOPO3IIUPIOBAIBHI BIaCTUBOCTI. BiH
MOKpAIIy€e eJaCTUYHICTh BEIMKHUX apTepii Ta 3MEHIIY€ CIIBBiJHOIICHHS TOBIIWHU CTIHKH 0
IPOCBITY CYAMHHU Y MaJIuX apTepii.




3anobiranHs cepreBO-CY/IMHHUM YCKJIAJHEHHSIM y TAlli€HTIB 3 JIOKYMCHTOBAaHOIO CTaOUITLHOIO
IXC.

EUROPA — ne MiXHapoJHE MYyJIbTUICHTPOBE paHIOMI30BaHE TMOABIMHE ciine mamnebo-
KOHTPOJIbOBAaHE KIIHIYHE TOCIHIDKEHHS, sSIKe TpuBajio 4 poku. 12218 mopocnux marieHTiB Oyiau
panzomizoBani Ha Tpynu: 6110 manieHTiB nmpuiiManu 8 Mr MepUHAONPHITY TEPTOYTHIAMiHY (IO €
eKBIBaJICHTHUM TMepuHaonpuiy aprininy 10 mr) ta 6108 mamieHTiB mpuitmManu 1anebo. Y
JOCTIPKeHHI Opaiy ydacTh MAIi€EHTH 3 IMiATBEPKEHOIO IMIEMIYHOI0 XBOpPOOOIO cepisi Ta 0e3
KJIIHIYHO MATBEP/KEHOI ceprieBoi HemocTaTHOcTi. 3araimom 90 % malieHTiB TepeHeciIn B
aHaMHe31 i1HQapKT Miokapaa Ta/abo omepamio 3 peBacKylsipusamii. BiTbHIicTh MaIi€HTiB y
JOCIIKCHHI OTpUMYBaja MEPHHIONPHI Ha JOJATOK IO CTaHIAPTHOI Teparii Je3arperaHTamm,
TiMOMiMmiIeMIYHUMH MIperapaTtamMu Ta 3-6JokaTopamu.

['onmoBHUMHU KpUTEpisIMU OIIHKK e(eKkTUBHOCTI Oyna KOMOIHOBaHa TOYKA: CEPICBO-CYIWHHA
JeTaNbHICTh, HeNeTaNbHUN 1H(apKT Miokapaa Ta/abo 3ynuHKa cepls 3 MOAAIBIIUM YCIIIIHUM
3amyckoM. PesynbTaToM Tepamii TEepUHAONPUIY TepTOyTHWIaMiHOM Yy 1031 8 wmr (mo €
€KBIBaJICHTHUM INEPUHIONPHITY apriHiHy 10 Mr) onuH pa3 Ha JIeHb CTajlo JOCTOBIpHE aOCONIOTHE
3MEHIIICHHSI TIOKa3HWKa IIEPBHHHOI KIHIIEBOI TOYKM JochipkeHHS Ha 1,9 % (3MeHIIeHHS
BimHOCHOTO pu3UKy Ha 20 %, 95 % CI [9,4; 28,6] — p<0,001).

Amnodunin

MexaHi3m il

AmitogumiH € 1HTIOITOPOM TOTOKY 10HIB KaJlbIlif0, IO HAIEKHUTHh 10 TPYHH IUTIAPOIIPUIANHIB
(6okaTop TOBIMBPHUX KaJbI[iEBUX KaHAmiB ab0 AaHTAroHICT 10HIB KajbIlil0) Ta OJIOKYyE
TpaHCMEMOpaHHUH TOTIK 10HIB KAJIBIIIO IO KJIITHH IJIaJKUX M’s31B MiOKap/ia Ta CyIHH.

MexaHi3M aHTUTINEPTEH3UBHOI Nii aMJIOIUIIHY 3yMOBJICHUH NPSMOIO PEIAKCYIOYOI IIi€l0 Ha
TNAAKy MYCKynatypy cynuH. TOYHMH MexaHi3M, 3a JIOTIOMOTOI0 SIKOTO aMJIOAMITIH 3MEHIIYE
IpPOSIBU CTEHOKApii, MOBHICTIO HE BU3HAYEHO, ajle aMJIOJMIIIH 3MEHIIYE 3arajbHy iMIEMii0
HABAaHTA)XCHHS 3aBJISIKU TAKUM Ji5IM:

- AwmjomuniH po3muproe nepudepuyuHi apTepiosid i TAaKUM YHMHOM 3HIKY€E 3arajlbHHUM
nepudepudHuil omip (mocTHaBaHTaXeHHs). OCKITBKH 4YacTOTa CEPIEBHX CKOPOUYEHb HE
3MIHIOETHCS, 3HHKCHHS HAaBAaHTAXKECHHS Ha Ceplie 3MEHIIy€e CIIOKUBAHHS €Heprii MioKap oM
Ta Horo moTpedy y KHCHI.

- AMIJIOOUMIH TaKOXX YacTKOBO CIIPHSE PO3IMIMPEHHIO TOJOBHUX KOPOHAPHHUX apTepiii Ta
KOPOHAPHHUX apTepiosl SK y HE3MIHEHHX, TaK 1 B IMIEMI30BaHWX 30HAX Miokapaa. Taka
utatailis 30UTbIy€e HAJAXOJDKEHHS KHUCHIO 0 MiOKapJa y XBOPUX Ha Ba30CMACTUYHY
creHokapito (cteHokapmis [TpuHiMerana abo BapiaHTHA CTEHOKAP/Iis).

KiiniuyHa eeKTUBHICTE Ta Oe3neka

V marieHTiB 3 apTepiabHOIO TIMEPTEH31EI0 MPUHOM aMJIOJUITIHY OJUH pa3 Ha J00y 3abe3neuye
KJIIHIYHO BUpPaXEHE 3HIDKEHHS apTepiajibHOIO TUCKY MPOTATOM 24 TOOUH SK Yy TOJO0XKEHHI
Mali€HTa JIeXKayu, TaKk 1 B MOJOKEHH] CTOSYH. 3aBISIKA MOBUIBHOMY IMOYATKY i aMJIOJUIIIH HE
CIPUYMHSAE TOCTPOI T1MOTEH3].

VY mamieHTiB 31 CTEHOKAPAIEI MPUHOM aMJIOJMITIHY OJWH pa3 Ha JACHb 30UIbIIy€E 3araJlbHUN Yac
GI3MYHOTO HABAHTAXKEHHS, Yac J0 BUHHUKHEHHSI HAlaay CTEHOKapHii Ta 4ac 10 BUHUKHEHHS
nernpecii cermeHty ST Ha 1 MM, 3HIKYE 4acTOTy HamaAiB CTEHOKap[lii Ta 3MEHIIye MOTpedy y
3aCTOCYBaHHI HITPOTJILEPHHY .

3 mpuiioMOM aMJIOJIUITIHY HE TIOB’s13aH1 Oy/Ib-sKi HETaTUBHI METa0OJIIuHI MPOsSBH a00 3MIHH PIBHS
JMiAiB y Tia3Mi KpoBi, TOMy HOro MOXKHa 3acTOCOBYBATH MAalliEHTaM 3 acTMOIO, IIyKPOBUM
J1abeToM Ta Moarporo.

Imemiuna xBopoba cepirs (IXC)

EdexTuBHICTh amyoauMiHy y 3amo0iraHHl KITHIYHUX MOJINA y MAIlEHTIB 3 1MIEMIYHOI0 XBOPOOOIO
cepis (IXC) Oys0 OIiHEHO Y HE3aJeKHOMY MYJIBTHLEHTPOBOMY PaHIOMI30BaHOMY IOJIBIHHOMY
cinoMy IIane00-KOHTPOIHOBAHOMY JOCHIDKEHHI 3 ydacTio 1997 mamientiB — IlopiBHSHHS




aMJIOIMMIIHY A0 eHajanpuiy uiofo obomexxkeHHs BumaakiB Tpom6o3y (CAMELOT). IIpotsrom
2 pokiB 663 marieHTH MpUUMalId aMJIOAUITH Y 031 5 — 10 Mr, 673 mamieHTH npuiMany eHajJanpul
y n03i 10 -20 mMr Ta 655 mauieHTiB mpuiiManu mianedo Ha J0AATOK IO CTAaHAApPTHOI Tepamii
cTtaTuHaMu, B-OjokaTtopamu, IiypeTHKaMu Ta acmipuHoM. OCHOBHI pe3yibTaTH 3 €(PEeKTUBHOCTI
HaBesleHO y Tabnumi Hwxk4de. PezynmpraT cBi4aTh Mmpo Te, IIO JIIKYBAaHHS aMJIOJUIIHOM Oyio
MOB’S13aHO 3 MEHINOI KUTHKICTIO BHITAJIKIB TOCHIiTami3allii 3 MPUBOAY CTEHOKapii Ta omepariii
peBackyisipuzanii y namienTis 3 [XC.

KinpkicTh BUMAAKIB 3HAYHUX KIIHIYHEX pe3ynbTariB y gocaipkeHHi CAMELOT

YactoTa KapAioBacKyJISPHUX NOAii, KiabKicTh (%) AMJI0UIIH VS I1a1e00
PesynbTatn Amnonunin | [nane6o | Enamampun BinnocHuit p

pusuk (95 % Cl) |3HaueHHS

Ilepsunna xinyesa
mouyKa

Heb6asxani 110 (16,6) | 151(23,1) | 136 (20,0) | 0,69 (0,54-0,88) | 0,003
Kap110BacKyJISIpHi moAii

Oxpemi ck1a0osi

Koponapna 78 (11,8) 103 (15,7) 95 (14,1) | 0,73 (0,54-0,98) | 0,03
peBacKyJsipu3aris

[ocmiTamizamii 3 51 (17,7) 84 (12,8) 86 (12,8) | 0,58 (0,41-0,82) | 0,002
IPUBOY CTEHOKapAii

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

[aCynBT 200 6 (0,9) 12 (1,8) 8 (1,2) 0,50 (0,19-1,32) | 0,15
TPaH3UTOpHA 1IIEMiuHa

aTaka

KapmaioBackynsipaa 5(0,8) 2(0,3) 5(0,7) 2,46 (0,48-12,7) 0,27
JeTalbHICTh

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

MIPUBOAY 3aCTIHHOT
CEpIIeBOi HEAOCTATHOCTI

3ynuHKa cepiis 3 0 4 (0,6) 1(0,1) - 0,04
MOIaJIBIIIUM 3aITyCKOM

Brnepiie BusiBiieHi 5(0,8) 2(0,3) 8(1,2) 2,6 (0,5-13,4) 0,24
3aXBOPIOBAHHS

nepudepuIHNX CyaNH

CepIiieBa HEJIOCTATHICTh

JlocmikeHH TeMOJWHAMIKK Ta KJIIHIYHI JOCHIIKEHHS 3 KOHTPOJIEM HAaBAaHTAXEHHS 3 Y4acTiO
NAIi€HTIB 13 cepleBol0 HenocTaTHicTio, pyHkiionansHuit kiac I -1V 3a NYHA, nokazanu, 1o
aMJIOJIUITIH  HE TPHU3BOAWB JO KJIIHIYHOTO TIOTIPIICHHS 3a pe3yJbTaTaMH IOKA3HUKIB
nepeHocuMocTi (Pi3MUYHUX HABaHTAXXKEHb, (PAKII€I0 BUKUAY JBOrO IIIYHOYKA Ta KIIHIYHOIO
CHUMITTOMATHKOIO.

Meroro miane6o-KoHTpoiaboBaHOro nociimkeHHs PRAISE Oyna ouiHka BIJIMBY aMJIOJUITIHY Ha
MAII€HTIB 13 CEpPIIeBOI0 HemocTaTHICTO, pyHkiioHanpamui kinac I — IV 3a NYHA, ski npuiimanu
TUTOKCHUH, AlypeTuku Ta iHriOiTopu AIl®. JlocnmipkeHHS TMOKa3alo, MO0 3acTOCyBaHHS
aMJIOJIMITIHY HE TMPU3BEJIO JO IIJBUIICHHS PU3UKY JETAIBHOCTI a00 TiJBHUINECHHS PU3HKY
3aXBOPIOBAHOCTI/IETANBHOCTI, TIOB’I3aHUX 13 CEPIIEBOIO HEJTOCTATHICTIO.

PRAISE-2 — noBroTrpuBase miane00-KOHTPOIOBaHE JOCTIHKEHHS. MeTa TOCTIIKeHHS — OIlIHUTH
BIUIMB aMJIOJIMIIIHY Ha TMAIIEHTIB i3 CEPLEBOIO HEAOCTATHICTIO, pyHKIioHanbHUH Kiac I -1V 3a




NYHA, 6e3 kIiHIYHUX CUMOTOMIB a00 00’€KTUBHUX NaHUX, SIKi MIATBEPIKYIOTH ab0 NeXaTh B
OCHOBI immemigHoi XxBopoOu. [TamieHTH, K1 Opajiv y4acTh y JOCIHIKEHH], TPUBAJIUN Yac MpUiMain
iuri0iTopu AIl®, npenapatu auriTanicy Ta IiypeTuku. JlocmiKeHHs T0Ka3ao, 0 aMJIOHUITIH He
BIUIMBAE HAa 3arajibHy KapAlOBACKYJSPHY JIETANbHICTh. Y paMKax JOCHIKEHHS MpUHoOM
aMJIOMIIIHY aCOIIIFOBABCS 13 MiIBUIIICHHSIM KITHKOCTI MOBIJOMIICHB PO HAOPSIK JICTCHIB.
ALLHAT — nocniJukeHHs pi3HUX THUIIB JIIKYBaHHS JUIsl TONEPE/HKEHHSI CepIIeBUX HamaiB
PangomizoBane mopBifiHE crime  JOCHIDKEHHS  3axBoproBaHocTi/metanmbHOCTI  ALLHAT
(AHTUTINEPTEH3WBHE Ta TIMOJIMIAEMIYHE JIIKYBaHHS IS TPOQIIAKTHKH CEPIEBUX HamadiB)
IPOBOJIWIIOCS Y TALIEHTIB 3 JIETKOIO 1 MOMIPHOIO apTepialIbHOIO TINEPTEH3IE0 ISl MOPIBHSHHS
CyYacCHHX TEpareBTUYHUX 3ac00iB: aMyoaumiHy y m031 2,5 — 10 mr/nenp (010KaTop KajbIli€EBHX
KaHaiB) abo misuHonpuity y no3i 10 — 40 mr/aens (inriditop AIID) sk Tepamii mepiuoi miHii Ta
TIa3UHOTO N1ypPETUKA XJIOPTATIIOHY Y 1031 12,5 — 25 Mr/neHs.

VY nocnimpkenHi Opanu ydactb 33357 maiieHTiB 3 apTepialibHOIO TiMEPTEH31€I0 BIKOM BiJ 55 POKiB,
SK1 CTIOCTEPITANHCS B cepeaHboMy TpoTsiarom 4,9 poky. IlamienTn Maau xo4a 6 OAWH TOAaTKOBUI
KapJiOBacKyJSIpHUH (akTop pHU3UKY, Y TOMY 4YHCIi: TMonepeaHid iHQapkT Miokapaa abo
IHCYJIBT > 6 MICSIIIB 10 BKJIIOYECHHS y  JIOCHKEHHS a00  MATBEPKEHHS  1HIIOTO
aTePOCKJIEPOTHYHOTO CEPIEBO-CYIMHHOTO 3axBOpioBaHHs (3aranioM 51,5 %), miaber II Tumy
(36,1 %), mucmimigemito JIBI (mimompoteinu Bucokoi mibHOcTi) < 35 mr/mn (11,6 %),
rinepTpodito J1iBOro IUTyHOYKa, 10 Oyja BCTAHOBJIEHA Ha eJeKTpokapiiorpami abo mijg 4ac
exokapaiorpadii (20,9 %), naninng (21,9 %).

[TepBuHHA KiHIIEBa TOYKA JOCHIDKEHHS Oyla KOMOIHOBAaHOK 1 CKJIajganacs 3 JIETAIbHHUX
ycknagaenb [XC abo HenmerampHOTO 1H(ApKTYy Miokapaa. CTaTUCTHYHO JOCTOBIPHOI PI3HUIN 3a
NOKa3HUKaMM TEPBUHHOI KIHIIEBOI TOUYKM MIXK Tepari€io Ha OCHOBI aMJIOAMITIHY Ta TEparli€lo Ha
OCHOBI XJIOPTaJiIOHy He BUsABIEHO: BiaHOCHUH pusuk 0,98, 95 % CI(0,90 — 1,07) p=0,65. oo
BTOPUHHUX KIHIIEBUX TOYOK, TO YacTOTa BUHUKHEHHS CEPIEBOi HEIOCTATHOCTI (CKJIagoBa
KOMOIHOBAaHOI CEpIIEBO-CY/IMHHOI KIHIIEBOI TOYKH) OyJia JOCTOBIPHO BHUIIOK Yy Tpymi, IO
npuiiMalia aMJIOJIUIIiH, MOPIBHAHO 3 TPYIO0, 1o npuiiMana xyuopranigon (10,2 % nportu 7,7 %,
BigHOCHUH pu3uK 1,38, 95 % CI [1,25 —1,52] p<0,001). Ognax He Oys0 BiJ3HAYEHO JTOCTOBIPHOI
PI3HUII 32 JETAJBHICTIO 3 OyAb-IKUX MPUYUH MK TEpaIli€lo Ha OCHOBI aMJIOAMITIHY Ta TEPaIli€io
Ha OCHOBI XJIOpTaniIoHy (BigHocHu# pusuk 0,96, 95 % CI [0,89 — 1,02] p=0,20).

Bracmueocmi cninvni 014 nepundonpuiy ma amaioouniny

Hocmimkenns 3axBoproBaHocTi Ta  JjerambHOocTi  ASCOT-BLPA  (AHTIO-cKaHIWHABCHKE
JOCIIJKEHHSI KapliOBacKyJSIpHUX HACHiAKIB — aHTHUTINEpTEH3UBHA I'yika) OyJlo MPOBEIACHO 3
yuacTio 19257 mamienTiB Bikom Big 40 10 79 pokiB 3 TIMEPTEH31€I0 Ta HASIBHICTIO MIOHAWMEHIIE 3
13 HW)KYCHABEJICHHUX KapJiOBACKYJAPHUX (aKTOPIB PHU3UKY: TinepTpodis JBOTO NUTyHOUKA
(BusiBmena 3a ganumu  EKDT  abo exokapmiorpadii), 1HII BiIXWJIEHHS, BHBJICHI Ha
eJIeKTpoKapaiorpami, mykpoBuit nmiaber II Tumy, 3axBoproBaHHA mHepUPEpUUHUX apTEpi,
MepeHeceH 1HCYIbT a00 TpaH3WUTOpHA IIMIEeMiYyHA araka, 4oJjoBida CTaTh, BIK Bl 55 pOKIB,
MiKpoanbOyMiHypis a00 MPOTETHypis, MaNiHHS, CIIBBIAHOIIEHHS PIBHS 3araJlbHOTO XOJECTEPUHY
MJIa3MH JI0 XOJIECTEPUHY JIMonpoTeiniB Bucokoi mutbHOCcTI (JIBIL) 6 1 6inbire, ciMeliHuiA aHaMHE3
panHbOro BUHMKHEHHS [XC.

OCHOBHOI0O METOIO0 JOCHIUKEHHSI OyJI0 OIIIHUTH Ta TOPIBHATH JOBTOTPUBAII BIUIMBU JIBOX
PSKUMIB aHTUTINEPTEH3UBHOI Teparlii Ha KOMOIHOBaHY KiHIIEBY TOUKY — HEJETaIbHUU 1H(apKT
MioKap/a (BKJIIOYalouu 0€3CMMIITOMHUHN 1H(GAPKT MioKapaa) Ta JeTalbHl YCKJIaIHSHHS 1IEeMIvYHOT
xBopobu cepist (IXC), — a came amIoIuIiHOM y KOMOIHAIIT 3 TEPUHIONIPUIIOM, SIKUH JOJaBaBCS y
pa3i HEoOXITHOCTI 3HWKEHHS THCKY, TMOPIBHAHO 3 TEpali€l0 aTeHoJoJoM Yy KoMOiHaIli 3
niypeTukoMm OeHapodiymMeTiazuaom, o 104aBaBCs y pa3i HEOOXiTHOCTI 3HUKEHHS THCKY.

VY ki pocmimkeHHs OutbricTh mamieHTiB (78 %, 14974 3 19242) orpumyBaiu moHaiMEHIIE Ba
aHTHUTiNepTeH3uBHI 3acobu i1 mume 15 % (1401 3 9634) ta 9 % (857 3 9608) orpumyBanu
MOHOTEPAITIF0 aMJIOJUITIHOM Ta aT€HOJIOJIOM BiJITOBITHO.




HocnimpkenHss Oyno JOCTPOKOBO IMPHUIIMHEHO B CEPEIHbOMY uepe3 5,5 POKy CHOCTEpeXeHb 3a
pimenHsm Panu 3 monitopunry manux 3 Oesneku (Data Safety Monitoring Board — DSMB),
OCKIUJIBKM CITOCTEpirajiacsi 3Ha4yHO BHIIA JICTAIBHICTh Y TPyI, J€ 3aCTOCOBYBajlach Teparis Ha
OCHOBI1 aT€HOJIOJTY, TIOPIBHIHO 3 TPYTOIO 3 3aCTOCYBaHHS aMJIOIHITIHY.

3a pe3ynpTaTaMu JOCHIJUKCHHS BiJI3HAYAJIOCS HEJAOCTOBIPHE 3HIDKEHHS IEPBUHHOI KIHIIEBOI
TOYKH, IO CKJajajiacs 3 HeJeTadbHOTro iH(papKTy Miokapaa (BKIIOYalOYd OE3CHMIITOMHUN
iH(papKT MioKapAa) Ta JIeTATbHUX YCKIaJHEeHb imeMiuyHoi xBopoou cepipt (IXC) na 10 % y rpyni
MAIli€HTIB, SKI 3aCTOCOBYBAIM KOMOIHAIlIIO aMJIOAMIIIH/TIEPUHAONPHUI, TOPIBHAHO 3 TPYIIOO
aTe”onon/oernpodaymeriazua. OmHaK croctepiraiocs IOCTOBIpHE 3HMKEHHS BCiX TMOKA3HUKIB
BTOPUHHUX KIHIIEBHX TOUYOK (32 BUHATKOM JICTAJILHOI Ta HEJETAIBHOI CEPIIEBOT HEIOCTATHOCTI) ¥
IpyMi NAaIi€HTIB, SIKI OTPUMYBAJIA aMJIOIUITiH/TIEPHHIOTIPHIL.

Kinnesi Touku:

BropuHHi KiHIEeBi TOUKH 3HMKEHHS 95 % CI p
BiIHOCHOTO PU3UKY

Heneranpuuit iHpapkT 13 % 0,76 — 1,00 0,0458
Miokapja (Kpim
0Ee3CUMITOMHOTO) + JIeTallbHA
IXC
3aranpHa KOpOHApHA KiHIEBA 13 % 0,79 -0,96 0,007
TOYKA
Koponapsi mozii Ta 16 % 0,78 — 0,90 <0,0001
BTpPYYaHHS
JleTanpHICTB 3 YCIX MPUYUH 11 % 0,81 - 0,99 0,0247
Cep1ieBO-CyIMHHA JICTATBHICTh 24 % 0,65 -0,90 0,0010
JleranbHuii Ta HENETATBHUN 23 % 0,66 — 0,89 0,0003
1HCYJIBT
JleranpHa Ta HeleTaabHA 16 % 0,66 — 1,05 0,1257
ceplieBa HEJOCTATHICTh
Dapmarkokinemuxa.

HIBUAKICTH Ta CTYIIHB BCMOKTYBaHHS IIEPUHIONIPHITY Ta aMJIOJIUIIIHY SIK MOHOIIPENapariB, TaK 1 y
ckiagi hikcoBaHOT KOMOIHAITIT Bi-TIPECTAPIYM® JIOCTOBIPHO HE BIPI3HAIOTHCA.

Ilepundonpun

AOGcopOrris
[licna  mepopaibHOrO  HpPUHOMY  NEPUHAONPUI  IIBHJIKO BCMOKTYETHCA, MaKCHMAallbHA

KOHIIGHTpaIlis Yy IUIa3Mi KpOBI JocsraeTbes mpoTsroM 1 roawau. Ilepion HamiBposmamy
NEPUHAONPUITY Y TUIa3Mi KPOBI CTAHOBUTH | TOJTUHY.

[Tepunnonpun € npomikamu. 27 % BiJ 3araibHOi KIJIBKOCTI MPUWHATOTO NEPUHIONPUITY TOCSITaE
KPOBOTOKY Y BHIJISIII aKTUBHOT'O METa0ONITy — mepuHIonpuiaTy. KpiM akTHBHOrO MeTabomiTy
MEePUHONPUIIATy, TpernapaT YTBOPIOE 5 MeTalomiTiB, SKi € HEaKTUBHHUMH. MakcuMmaiabHa
KOHIICHTpALlisl IEpUHIONPHIIATY Yy TIa3Mi KPOB1 IocATaeThCs uepe3 3 — 4 TOAWHU MiCTs PUioMy.
[TpuiioM i1 3MEHIIy€e EPETBOPEHHSI MEPUHAOIIPUITY Y MIEPUHIONPUIIAT, OTKE, SMEHIITY€EThCS HOTO
0100CTYIIHICTh, TOMY J0OOBY /03y TMEPHHIONPUIY AapriHiHy pPEKOMEHIY€EThCS NpHIMATH
OJIHOPA30BO BPaHIIi Iepen i7010.

Posnonin

Big3navaerncs JiHIMHA 3aJIKHICTh MK JI03010 TMIEPUHIONPHITY Ta HOTO KOHIICHTPAIIEI Y TUTa3Mmi
KpoBi. OO0’eM po3MOJily HE3B’S3aHOT0 MEPUHAONPUIATY CTAHOBUTH Npubau3Ho 0,2 J/Kr.
3B’s13yBaHHS TMepUHAONpUIATY 3 OlnkamMu miua3Mu cTaHoBUTH 20 %, TOJIOBHUM YHHOM 3
aHT10TEH3UHIIEPETBOPIOBATBHUM (PEPMEHTOM, ajie [eil MOKAa3HUK € 0303aJIeKHUM.

BusencHHs



[Mepunmonpunar BUBOAUTHCA 13 cedero. llepion OCTAaTOYHOrO HAIMIBBUBEACHHS HE3B S3aHOT
dpakmii craHoBuTh npuOIM3HO 17 romamH. Cramis pIBHOBOKHOI KOHIIGHTpaAIlli y Tia3mi KpoOBi
HacTae yepes 4 TH1 Bil MOYaTKY JIIKyBaHHS.

BuBeneHHs nepuHIONpUIATY YHOBUTHHIOETHCS Y HNAIIEHTIB JIITHHOTO BIiKY, @ TAKOX Y IAIIEHTIB 13
CepIeBOI0 200 HHUPKOBOIO HEAOCTATHICTIO (OUB. po3nin «OcoOIuBOCTI 3acToCyBaHHS»). Tomy
3BUYATHE MEIUYHE CIIOCTEPEKEHHsI OyJ/ie BKIIOYATH YaCTUUW MOHITOPUHT PIBHS KpPEaTHHIHY Ta
KaJiio.

[TeyiHKOBa HEJIOCTATHICTh

HianizHuit knipeHc nepuHaonpunary — 70 mi/xs.

Kinetnka mnepuHIONpPHIIy 3MIHIOETBCS Y XBOPHX Ha IMPO3 TICYIHKW: TEUIHKOBUN KIIIPEHC
NEPUHAONPUITY 3MEHIIYeThCsl BABIWi. OIHAK KUIBKICTh NMEPHHIONPHIIATY, IO YTBOPIOETHCS, HE
3MeHIIyeTbesa. OTKe, TAKUM XBOPHM HE MOTPIOHO KOpUTYBATH 103y (IuB. po3nis «OcoOauBOCTI
3aCTOCYBAHHS»).

Amaoounin

AOcop0i1risi, po3moIii, 3B’ I3yBaHHs 3 OLTKaMU MIa3MHU

[Ticns mepopaidbHOTO TPHUHOMY TEPANeBTUYHUX 103 aMJIOJUIIIHY BiH J00Ope BCMOKTYETHCS 1
J0CcsiTae MaKCUMAalIbHOI KOHLIEHTpAIll y KpoBi yepe3 6 — 12 roaun micns npuiiomy. AGconoTHa
OlomocTynHICTh cTaHOBUTH Bim 64 mo 80 %. O6’em po3mojiny CTaHOBUTH MpuOIuM3HO 21 J/KT.
JlocmikeHHsl in vitro TPOJEMOHCTpYBallM, 1Mo npubimsHo 97,5 % uupKymol4doro B KpoBi
aMJIOJIUITIHY 3B’ SI3YETHCSA 3 OLTKaMHM TIa3MHU.

[puiiom ki He BIJIMBa€e Ha 610JOCTYIHICTh AMJIOAMITIHY.

biorpancdopmaitis/BuBeieHHS

[lepion HamiBBUBEICHHS 13 IJIa3MH KPOBI CTAaHOBUTH npubim3Ho 35 — 50 roauH, mo Aae 3Mory
pU3HAYaTH Ipernapar oAuH pa3 Ha 100y .

AMIIOMITIH TOJOBHUM UYHWHOM METaOONI3y€eTbcd y TEUIHII 3 YTBOPEHHAM HEAKTUBHHUX
MeTaboiTiB. 60 % MeTaboiTiB BUBOAUTKCS 13 ceueto Ta 10 % — y He3MIHEHOMY BUTJISII.
[MamieHTH MTHBOTO BiKy. Yac JOCATHEHHS MaKCHMAIbHOI KOHIIGHTpAIl aMIIOAMITIHY Y TUIa3Mi
KpPOBI y XBOPHX JIITHHOTO BIKY Ta MOJIOAIINX TAI[I€HTIB € OJHAKOBUM. Y TAII€HTIB JITHHOTO BIKY
BiJ[3HAYAETHCSI TEHJEHIliS 1O 3HWKCHHS KIIPEHCY AaMIIOJWIIIHY Ta, BIAMOBIIHO, 30UIbIICHHS
nokasHukiB AUC Ta mepiomy HamiBBuBeacHHs. [limBumenns mnokasaukiB AUC Ta mepiomy
HAIIBBUBE/ICHHSI y TAI€HTIB 13 3aCTiHHOIO CEpIEBOI0 HEAOCTATHICTIO BIAMOBIAIO BIKOBUM
OCOOJIMBOCTSIM JOCIIIKYBaHUX MAIIEHTIB.

[TeyiHKOBa HEJIOCTATHICTh

Icaye nyxke oOMexeHa KITbKICTh KIHIYHUX JaHUX 1010 MPU3HAYCHHS aMJIOJIUITIHY TaIll€eHTaM 13
NOpyIIeHHSM (YHKIIT MeYiHKA. Y TAIlIEHTIB 13 MEYIHKOBOK HEJOCTATHICTIO KIIPEHC aMIIOIUIIHY
3HMXKY€ETHCS, 1€ MPU3BOIUTH J0 MOJIOBKEHHS [1eP10ly HaMliBBUBEACHHS Ta M1BUIICHHS MOKa3HUKA
AUC npubmuzno Ha 40 — 60 %.

KuiniuHi XapakTepuCTHKH.

Iloxazanns.

AptepianbHa rinepreHsis Ta/abo imeMiyHa xBopoOa cepus (SKIIO HEOOXigHE JIKYBaHHS
MIEPUHONIPUIIOM Ta aMJIOTUITIHOM).

Ilpomunoxazanns.
Ilog’si3ani 3 nepunoonpunIoMm:
- MiABHUIIEHA YyTJIMBICTh JI0 JIIF0Y0i PEUOBUHH a00 10 OyIb-SKkuX iHMUX 1HT1061TOpiB AIID;
— QHTIOHEBPOTWYHMH HaOpsIK B aHaMHe3l, MOB’A3aHUN 3 TMOMNEpPEAHIM JIIKYBaHHSIM
iHrioiTopamu AIlD;
- ypoJukeHui abo i1ionaTHYHUHN aHT1OHEBPOTHYHHUHI HAOPSIK;



- BariTHicTh a00 IUTAHYBAaHHS BAriTHOCTI (IUB. pO3MiN «3aCTOCYBaHHS y HepioJl BariTHOCTI
a00 TOTyBaHHS TPYIUTION);

- OJIHOYAaCHE 3aCTOCYBAaHHS 3 IpenapaTamu, sKi MICTATh Jil04y pPEYOBHMHY aJiCKipeH,
MalieHTaM 3 MYKPOBHUM Jia0eToM a00 HUPKOBOIO HEIOCTATHICTIO (MIBUAKICTH KIIyOOYKOBOT
¢binpTpamii < 60 mu/xs/1,73 Mz) (muB. po3min «B3aemomis 3 IHIIMMH JTIKAPCHKUMH
3aco0aMu Ta 1HIIT BUW B3aEMOTIN»);

- OJHOYACHE 3acTOCYBaHHA 3 cakyOiTpunom/BaicapranoM. bi-ITIPECTAPIYM® HE
3aCTOCOBYBaTH paHime, HDK dYepe3 36 TOAWH TMiCHsl TPUHAOMY OCTaHHBOI 03U
cakyOiTpwity/Bancaprany (auB. po3aimn «OcoOnMBOCTI 3acTocyBaHHs» 1 «B3aemonis 3
THITUMU JTIIKAPCHKUMU 3aC00aMH Ta 1HII BUIAN B3aEMOJIIN»);

— EeKCTPaKOpIOpalbHI METOIU JIKYBaHHS, SKi MPU3BOAATH JO KOHTAKTy KPOBI 3 HETaTHBHO
3apsJHDKEHUMH TTOBEPXHIMH (JUB. po3ain «B3aemois 3 iHIIMME JIKapChKUMU 3aco0aMu Ta
HII BUJIU B3aEMOTIN»);

- 3HaYHUU IBOOIYHUI CTEHO3 HUPKOBHUX apTepiii a0 cTeHo3 aprepii €auHo1 yHKITIOHYOYOi
HUPKH (AUB. po3aiT «OCOOIHUBOCTI 3aCTOCYBaHHS» ).

108 ’a3ani 3 amnoouninom:

- TSDKKa apTepiajibHa rinoTeH3is;

- MiABHUIIEHA YyTIUBICTh JI0 JIIF0Y0i PEUOBUHH a00 10 MOXITHUX AUT1IPOMIPUIUHY;

— IIOK, BKJIFOYAHYH KapAiOTeHHUH IIO0K;

- OOCTpPYKIIis BUXOAY 3 JIIBOTO MTYHOYKA (HAMIPUKJIA] CTEHO3 a0PTH TSKKOTO CTYTICHS);

- ceplueBa HEAOCTATHICTh MICHAS TOCTpOro iHgapkTy Miokapaa 3  HecTabiIbHOIO
reMOIHUHAMIKOIO.

ITos a3ani 3 npenapamom Bi-TIPECTAPIVM®:
VYci  BuImIe3a3HaueHI MPOTHIOKA3aHHS, IIOB’S3aHI 3 KOXXHMM 3 KOMIIOHEHTIB IIperapary,
crocyroThes (ikcoBanoi kombinanii Bi-IIPECTAPIYM®.

- TIJBUIIEHA YYTIUBICTD 10 OyAb-5KOi JOTIOMIKHOI PEUOBUHH.

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6uOU 83a€Mo0ii.

B3aemo0ii, nog’azani 3 nepundonpuiom

Jani  KIIHIYHUX ~ JOCTIDKeHb  CBIOYaTh, M0 TMOJBiIMHA OJOKaga pEHIH-aHT10TEH3UH-
anpoctepooBoi cucremun (PAAC) nuissxom ogHOyacHOro mpuiiomy iHrioitopis  AllD,
0s10KaTOpiB perenTopiB anrioTreH3uHy Il abo amickipeHy acomirOETHCS 3 OUTBIIT BUCOKOIO YacTOTOIO
NOOIYHUX peakKIliii, TAKKX SIK TIMOTEH31s, rinepKatieMis Ta 3HWKEHHS (QYHKIIT HUPOK (BKIIOYAI0OUU
rOCTpy HUPKOBY HEIOCTATHICTH), TOPIBHSIHO 13 3aCTOCYBaHHSAM OJTHOTO IIperapary, 1o BILTUBAE Ha
PAAC (muB. po3ainu «IIpotunokazanus» ta «OcoOIUBOCTI 3aCTOCYBaHHS).

Jlikapcoki 3acobu, wo niosuwyroms pusuK po3sumky aueionegpomuunozo Haopaxy. OgHoyacHe
3actocyBaHHs iHTiOITOpiB AII® i3 cakyOiTpuiaom/BajiicapTaHOM INPOTUIIOKAa3aHe, OCKUIbKU L€
MiJBUILYE PHU3UK PO3BUTKY AaHTIOHEBPOTHMYHOTO HaOpsaky. PosmounHatu 3acTocyBaHHS
cakyOiTpuiIy/BajsicapTany CIiJi HE paHille, HiK yepe3 36 TOAMH Micis MPUUOMY OCTaHHBOI 03U
nepuHAONPUIY. Tepamnito MepUHIONPHIOM CJil pO3MOYMHATH HE paHilie, HiXK depe3 36 ToauH
micyis MpuiHoOMy OCTaHHBOI 103U CaKyOiTprity/BancapTany (auB. po3numm «IIpoTumnokasanus» Ta
«Oco0aMBOCTI 3aCTOCYBaHHS).

OpnnouacHe 3actocyBaHHs iHTi0iTOpiB AIID 3 panekagorpuiom, iHridiropamu mTOR, (Hanpukiaz
CHPOJIIMYCOM, €BEpOJIIMYCOM, TEMCHPOJIMYCOM) Ta TJINTHHAMH (HAMPHUKIIAI JHATJIITHHOM,
CaKCarJiNTHHOM, CUTATTINTHHOM, BUIBJATTINTHHOM) MOXE MPHU3BECTH 0 MiABUIICHHS PH3UKY
PO3BUTKY aHT1OHEBPOTHYHOTO HAOPSAKY (uB. po3ai1 «OcoOIUBOCTI 3aCTOCYBAHHS ).

Jlikapcoxi 3acobu, wo cnpuuunsioms 2inepkaiiemito. PiBeHb Kallifo B CUPOBATIII KPOBI 3a3BUYAid
3QITMIIAETHCSA Y MEXKaxX HOPMH, ajie y JACSKHUX IMAIli€HTIB, K1 3aCTOCOBYIOTH JIIKapChKui 3acio bi-
[IPECTAPIYM®, Mose BMHHKHYTH Tinepkamiemis. Jleski jikapchki 3acobu abo TepameBTHUHI
KJIaCH JIIKAPCHKHUX 3aCO0IB MOXYTh CIPUUYMHUTH TIMEPKATIEMIIO, a caMme: aJiCKIpeH, COJl Kailo,




Kanii3oepiraroyi IiypeTuku (HampuKiIaj CIipOHOJIAKTOH, TPUAMTEpPEeH abo aMiJIopHn), 1HribiTopu
AII®, anrtaronictu perenTopiB aHrioreH3uny I, Hectepoimui mpotu3anansHi 3acodu (HII33),
TelapuHy, IMYyHOCYIIPECOPH, TaKl SK LHUKIOCIOPUH abo TakpoyliMyc, TPUMETOIPHUM Ta KO-
TPUMOKCA30J1  (TPUMETONPHUM/CYNIb(PaMETOKCa30),  OCKUIBKHM  TPUMETONPHM  [I€  SK
Kanii3oepiraoumii 1iypeTuk, noaioHo 1o aminopury. OqHOYacHUN NpUHOM BKa3aHHUX JIKAPChKUX
3ac001B MABUIIY€ PU3UK BUHUKHEHHS TrinepkanieMii. ToMy oHOYacHE 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y Bi-IIPECTAPIYM® 3 BumesasHaueHHMMH IIperapaTaMH HeE PEKOMEHIO0BaHO. Ko
OJIHOYACHE 3aCTOCYBAHHS IIUX PEYOBUH € HEOOXITHHUM, iX CIiJ 3aCTOCOBYBATH 3 OOEPEKHICTIO Ta
IPOBOJIUTH YaCTUIl MOHITOPHHT KaJIil0 Y CHPOBATIIi KPOBI.

OoHouackHe 3acmocy8ants NPOMUNOKA3ano (0us. po3oin «llpomunokazanHsy).

Anickipen. Y mali€eHTiB, XBOPUX Ha IyKpOBHUHl niabeT, ab0 Mali€HTIB 3 MOPYIIEHOI (YHKINIEO
HUPOK PHU3MK BUHUKHEHHS TiMEpKamiemii, moripmieHHs (yHKIII HUPOK Ta Kapi0BacKyJSIpHOT
3aXBOPIOBAHOCTI 1 JIETAJILHOCTI IMiIBUIILYETHCS.

Excmpaxopnopanbri memoou nikysauns. EKCTpakopHopaibHi METOM JiKyBaHHS, K1 IPU3BOAATH
JI0 KOHTAaKTY KPOBI 3 HETATUBHO 3aps/PKEHUMH TOBEPXHIMH, TaKi K [iai3 abo reMogiabTparis i3
BUKOPHUCTAHHSIM TIEBHUX MEMOpaH 13 BHCOKOIO TIAPaBIIYHOI MPOHHMKHICTIO (HAIMPUKIIA]
NOJIaKPUJIIOHITPUIOBUX) Ta adepe3 JMONmpoTeiniB HMU3BbKOI IMIIBHOCTI 13 3aCTOCYBaHHSIM
JIEeKCTpaHy cyiab(dary, miABUIIYIOTh PU3UK PO3BUTKY aHA(DUIAKTOIMHUX PEaKIii TSHKKOTO CTYICHS
(muB. posmin «lIpoTtumokazanss»). Y pa3i HEOOXIMHOCTI MPOBEACHHS TAKOTO JIIKYBaHHS CIiJ
PO3TIISTHYTH MOYKJIMBICTh BHUKOPHCTAHHS iaJli3HOT MEMOpPAaHHM IHIIOTO THITy ab0 3aCTOCYyBaHHS
1HIIIOTO KJIACy aHTHUTINEPTEH3UBHUX 3aCO01B.

He pexomendyemocs oonouacrne 3acmocysanus (0us. po3oin « Ocobausocmi 3acmocysanuny).
Anickipen. Y OyIb-KMX IHIIMX MAIi€HTIB, K 1 y XBOPUX Ha IyKpOBH aiaber abo MalieHTIB 3
MOPYIIEHO (PYHKITIE€I0 HUPOK, pU3UK BUHUKHEHHS TimepKamiemii, moripmeHHs GyHKIIT HUPOK Ta
Kap/110BacKyJISIpHOI 3aXBOPIOBAHOCTI 1 JIETAJIBLHOCTI MiBUIILY€THCS.

3a omyOJIKOBaHWMH JaHUMH BIJIOMO, IO Y TAIlI€EHTIB 31 BCTAHOBJICHUM aTEPOCKIEPO30M,
CEepIIEBOI0 HEAOCTATHICTIO a00 LYKPOBUM J1a0ETOM 3 Yypa)XCHHSM OpTaHiB-MillIEHEW ooHouacHe
3acmocyeanus ineioimopie AII® ma b6roxamopis peyenmopie aneiomeH3uHy CynpOBOIKYBAIOCS
HiABUIIEHHSAM YaCTOTH BUHUKHEHHS apTepiajibHOI TiMOTEH31i, HEMPUTOMHOCTI, rinepkaieMii Ta
noripmeHHsaM (QYyHKIIT HUPOK (y TOMY YHCII TOCTPOi HUPKOBOI HEAOCTATHOCTI) TOPIBHSHO 3
MOHOTEpAIi€I0 IMpernaparaMy, M0 BIUIMBAIOTh HAa PEHIH-aHT10TEH3MH-AJIbJJOCTEPOHOBY CHUCTEMY.
[TonBitina Onokama (ToO0TO KOMOIHamis iHTiIOiTOpy AII® 3 aHTaroHictTamMuM peuenTopiB
anriorensuny II) moxe OyTu 3acTocoBaHa B 1HAMBIyaJbHUX BUMAJIKAX 3 PETEIbHUM KOHTPOJIEM
GyHKIIT HUIPOK, PIBHSI KaTiIO Ta apTePiaIbHOTO TUCKY.

Ecmpamycmun. IcHye pusuk 301UTbIICHHS YaCTOTH BUHUKHEHHS IMOOIYHUX pEaKIliid, TaKux SK
AHT1OHEBPOTUYHUN HAOPSK (aHTIOEHEMA).

Kaniiizoepicaroui Oiypemuxu (Hanpuxkiad mpuammepen, amiiopuo ma iHwi), coli Kaiuito.
BunukHeHHs Tinepkamiemii (MOXXJIIHMBO, JETaJbHOI) OCOOJWMBO y TAIIE€HTIB 3 HHUPKOBOIO
HEJIOCTATHICTIO (aJUTUBHUH TiNepKalieMiuHuN edekT). 3a3HaueHi npenapaTd He PeKOMEHI0BaHi
JUIS OTHOYACHOTO 3aCTOCYBAHHS 3 MEPUHAONPHIOM (AUB. po3ail «OcoOIUBOCTI 3aCTOCYBAHHS).
OpnHak SIKIIO OJHOYACHE MPHU3HAYEHHS IMX PEYOBUH € HEOOXIMHUM, X CIiJl 3aCTOCOBYBaTH 3
00EpeXHICTIO Ta MPOBOAWTH YacCTHUH KOHTPOIb Kairo rmia3mMu kposi. Illogo 3acrocyBaHHS
CHIPOHOJIAKTOHY IPH CEPIIEBI HEJOCTATHOCTI IUB. po3ain «lIpenapaTy, ogHOYacHE MPU3HAYECHHS
3 IKUMH TTOTpeOye 0COOIMBOT yBarmy.

Jlimiy. OgHovyacHU# mpuiioM miTiro Ta iHribiTopiB AIID He pekOMEHAYEThCS Yepe3 MOKIHMBICTD
000pOTHOTO 301TBIIIEHHS KOHIIEHTpAIIIl JITII0 y CHPOBATIIl KPOBI Ta, BIAMOBIAHO, MiABUIIECHHS
HOro TOKCHYHOCTI (TSDKKOI HEUPOTOKCHYHOCTI). OQHAK SKIIO HEOOXiTHICTh Takoi KoMmOiHaIii €
0OTPYHTOBAHOIO, PEKOMEHIYETHCSI KOHTPOIIOBATH KOHIIEHTPAIlIIO JIITIFO y CUPOBATII KPOBI (IUB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).




IIpenapamu, oonouacHe npusnaienns 3 AKUMU NOMpeodye 0cobausoi yeazu

Llyxposznuocyeanvhi 3acobu (iHCYiH, nNepopanvbHi YyKpo3HUMNCY8anvHi 3acobu). Emigemionoriuni
JOCITIJDKeHHST ~ MPUITyCKaloTh, IO  OJHOYacHe  3acTocyBaHHs  iHriOitopiB  AIlD Ta
IIyKPO3HIKYBaJIBHUX 3ac001B (1HCYIIIH, IEpOpaibHI IIYKPO3HI)KYBAJIbHI 3aCO0M) MOXE MPU3BECTH
JI0 TIOCHJICHHSI ITyKPO3HMKYBAJIBHOTO €(EKTy 3 PU3UKOM PO3BUTKY rinmormikemii. Haifuacrime nei
dbeHoMeH MOXe€ BHUHHMKATH y TIepIIl THXHI KOMOIHOBAHOTO JIIKyBaHHS Ta y pa3l HUPKOBOI
HEJIOCTaTHOCTI.

Jliypemuxu. Y Tali€HTIB, SKI MPUUMAIOTh TIYPETUKH, Ta OCOOJMBO Yy THX, Y KOTO TOPYIICHHHA
BOJIHO-CJIGKTPOJITHUN OallaHC, MOXXJIMBE HAJAMIpHE 3HIDKEHHS apTepiajbHOrO THUCKY IiCIs
MovaTrKy JiikyBaHHs iHTIOITOpoM AII®. IMOBIpHICTP PO3BHUTKY TIMNOTEH3UBHOTO €(EKTy
3HWXKYETHCS Y pasi BIAMIHM JiypeTuKa, MiABHIICHHA O00’€My IHMPKYJIOY0i KpoBi abo
CIIO’KMBaHHA COJIl Mepeja MOYaTKOM Tepamii MEepUHIONPUIIOM, SIKY CIiJ PO3MOYMHATH 3 HU3BKHUX
03 3 TMOCTYNOBUM minBUIeHHSAM. [lpu apmepianvuiti  cinepmen3sii, KONH TIONEPEIHBO
MPU3HAYCHUNW JIypPETUK MIT CIPUYMHUTH HEAOCTATHICTh BOJIW/EIEKTPOJITIB, HOTr0 HEOOX1THO
BIIMIHUTH TI€pe]l MOYaTKOM JiKyBaHHs iHri0iTopoM AIID (y Takux BHUMajKax MpUHOM AiypeTHKa
MO>Ke OyTH IMTOHOBJIEHO 3 YacoM) abo mpu3HaYuTH 1HTI01TOp AIID y HU3BKIH 1031 3 TOCTYMOBHUM il
nigsumieHHsM. [lpu s3acmitiniu cepyesiui neoocmamuocmi Ha mai nputiomy Oiypemuxa TPUROM
iHr10iTopy AIl® cCiig po3moymHATH 3 MIHIMAIBHOI O3, MOXJIMBO, ITCIS 3HWKEHHS 03U
niyperuka. Y Oyab-SKOMy BHUIAIKy HEOOXITHO KOHTPOJIOBATH (YHKIII0 HUPOK (piBEHb
KpeaTHHIHY) IPOTATOM TEePIIUX THKHIB JIKyBaHHS 1HT10iTOpoM AIID.

Kaniiizbepicaroui  oiypemuxu  (ennepenon, cnipononakmor). OcobmuBoi yBaru mnorpelye
OJIHOYACHE 3aCTOCYBaHHS CIUIEPEHOHY a00 CIIPOHOJAKTOHY B J03ax Bif 12,5 mr mo 50 Mr Ha 100y
3 HU3bKUMHU J03aMu iHTIOITOpY AIID. V pasi HepoTpuMaHHS peKOMEHIALIN MO0 MPU3HAYECHHS
Takoi KOMOiHAIli ICHye€ pPH3WK BHUHHUKHEHHS TinepKaimieMii (MOXJIHBO, J€TalbHOI) Mia dYac
JIKyBaHHS TAali€eHTIB 13 cepueBoro HenoctatHicTio I — IV kiacy 3a NYHA Tta ¢pakuiero BUKUIY
<40 %, saxi panime mgikyBaiuca 1HriOiTopom AIl® Ta nernboBuM Aiypetukom. Ilepen
NpPU3HAYCHHSAM Takoi KOMOIHAIli CIiJ] YIEeBHUTHUCS Y BIJICYTHOCTI TinepkajieMii Ta MOpYIICHHS
byHKI1 HIpOK. PEeKOMEHI0BaHO TPOBOJUTH PETEIbHUA MOHITOPHHT KallieMii Ta KpeaTHHIHEeMIl
HIOTHKHEBO Ii]] 9ac MEePIIOro MiCAIS JIKyBaHHS Ta MOMICSYHO HAJAI.

Hecmepoioni npomusananeni nikapcoki 3acoou (HII33), y momy uucni ayemuncaniyunosa
kucroma > 3 2 Ha 000y. MoxiuBe mNociaalOleHHsS AaHTUTINEPTEH3UBHOTO eQeKTy Mia dac
OJIHOYAcHOTO 3actocyBaHHs 1HTIOITOpiB AIID 3 HII33, Takumu sK: aneTwicaminuioBa KACIOTa y
npoTu3anaibHux jgo3ax, iHriditopu LOI-2, necenextuBHi HII33. OpHouacHe 3acTOCyBaHHS
1Hri6iTOpiB AII® Ta HII33 MoXxe mpu3BeCTH 10 MiABUIICHHS PU3UKY MOTIPIICHHS (PYHKITIT HUPOK,
y TOMY YHCIIi IMOBIPHOCT1 PO3BUTKY TOCTPOi HUPKOBOT HETOCTATHOCTI, MiJIBUILIEHHS PiBHS KaTii0 Yy
maa3Mi KpoBi, OCOOJIMBO Yy TAIll€HTIB 13 TOpyIIeHHsAM (yHKIIi HUpPOK B aHamHe3l. Taky
KOMOIHAIlIIO CTiJl MpHU3HAYaTh 3 OOEPEeXHICTIO, 30KpeMa MalieHTaM JITHhOro Biky. Ilarientam
HEOOXITHO BITHOBUTH BOAHHI OajlaHC Ta KOHTPOJIIOBATH (DYHKIIIFO HUPOK HA MOYATKY JIIKYBaHHS
TaKOI0 KOMOIHALI€I0 Ta MEPIOANYHO BIPOIOBXK JTIKYBaHHS.

IIpenapamu, ooHouache npusHayeHHs 3 AKUMU NOMpedYe ysau

Cumnamomimemuxyu MOXYTb TIOCIIa0JIFOBATH aHTUTINEPTEH3UBHY Jit0 iHTi0iTOpiB AIID.

3onomo. Tlpu omHO4YacHOMY 3acTtocyBaHHI iHTIOITOpiB AII®D, BKIOYarOYM TEPUHAONPHUI, Ta
1H’€KIIMHUX TpenapaTriB 3070Ta (HATPiI0 aypoTioMalar) PiKO MOXXYThb BHHUKHYTH peakiii,
nmoAiOHI 10 THX, 0 BUHUKAIOTH MPHU 3aCTOCYBaHHI HITpaTIB (IOYEPBOHIHHS OOJIUYYS, TPUTIITUBH,
HYyJI0Ta, OJIFOBaHHS Ta TIMOTEH31s).

B3aemodii, nog’azani 3 amioduninom

He pexomendyemuca oOHouache 3acmocyganms

Jlaumponen (ingysis). B excriepuMeHTAIbHUX JAOCTIIKCHHSIX IMICIs 3aCTOCYBaHHS BeparaMily Ta
JAHTPOJICHY BHYTPIIIHHOBEHHO cHocTepiramucs (iOpuisiis HUTYHOUKIB cepus 3 JIeTalbHUM
HACJTIIKOM Ta KapAiOBacCKYJSIPHMM KOJarnc y TOEIHAHHI 3 Timepkamiemiero. 3 OINsAay Ha




MOYJIMBICTh BUHUKHEHHS TilepKalieMii PEeKOMEHJOBAHO YHHUKATH OJHOYACHOTO MPU3HAYECHHS
AQHTAroHICTIB KaJbI[iI0, TaKUX SK aMJIOAMIIH, TAaIli€HTaM 31 3JI0AKICHOIO TIMepTepMier0 Ta
HalieHTaMm, y SKUX MPUITYCKAEThCSA HAsIBHICTD 3JI0AKICHOT TinepTepMii.
IIpenapamu, oonouacue 3acmocy8ants 3 AKUMU nompebye 0cobausoi obepexcnocmi
Inoykmopu CYP3A4. Tlpu opHodacHOMY 3acToCyBaHHI 3 Bimomumu iHxykTopamu CYP3A4
KOHIICHTpAIlisl aMJIOAMIIHY Yy TUIa3Mi KpOBI MOXKE 3MIHIOBaTHCh. ToMy TiJ dYac Ta TiCis
OJTHOYACHOTO 3acTocyBaHHS 3 iHIykTOpamMu CYP3A4 criif KOHTpOJIIOBATH apTepialbHUAN THCK Ta
MIPOBOJIUTH KOPEKITIIO J03H, 30KpeMa y pasi 3acTocyBaHHS 3 iHmykropamu cuibHOi 1ii CYP3A4
(manpuknana, pudamminuH, 3Bipooiit (hypericum perforatum)).
Ineioimopu CYP3A4. OgHodacHe 3aCTOCYBaHHS aMJIOJAMIIIHY 3 BUCOKOAKTUBHUMHU a00 TTOMIpHUMH
iariditopamu  CYP3A4 (imriGitopamu mpoTteas, a30JbHUMHU TNPOTUTPUOKOBHMH 3acobamu,
MakKpoIiaMH, TaKUMH SIK €PUTPOMIIMH a00 KIAPUTPOMIIIMH, BEpamamiioM ado IUITia3eMOM)
MOYKE€ BUKIUKATH MiJABUIICHHS KOHLEHTpalii amnoauminy. KiiHiYHMNA NpoOsSB BUIE3a3HAYCHUX
(dhapMaKOKIHETUYHUX 3MIH MOXKe OyTH OUIBIII BHPaKEHWM Yy TAIIEHTIB JITHHOTO BIKYy. Y TaKuUX
BUIAJKaX HEOOX1HO MPOBOAUTH KJIIHIYHHI MOHITOPUHT Ta KOPUTYBATH N03Y. ICHY€ ImiABHUIIEHUI
PY3UK BUHUKHEHHS TIMOTEH31i y TMAaIli€HTIB, SKI MPUHAMAIOTh KIAPUTPOMINMH y KOMOIHAIii 3
amogumiHoM. TakuM maimieHTaM peKOMEHIOBaHE PETENbHE CIIOCTEPEIKEHHSI.
IIpenapamu, oonouache npusHayeHHs 3 AKUMU NOMpedYE ysau
IIpu 3acrocyBaHHI aMJIOJUMIHY 3 IHIIMMHU JIKapChKUMHU 3aco0aMM 3 aHTUTINEPTCH3MBHUMHU
BJIACTUBOCTSIMU MOXJIMBUI aJUTUBHUN aHTUTITIEPTECH3UBHUHN €EKT.
Takponimyc. Ilin yac 0THOYACHOTO MPU3HAYCHHS 3 aMJIOJUITIHOM ICHY€ PU3HK IiABHILIECHHS PiBHSA
TaKpoJaiMycy B KpoBi. /[l yHHUKHEHHS TOKCHYHOTO BIUIMBY TakKpOJIMYyCy HEOOX1THO
KOHTPOJIIOBAaTH HOr0 piBeHb y KPOBI Ta Yy pasi HEOOXiTHOCTI MifOHpaTH HOro A03y MallieHTaMm,
SKUM JI0A€THCS aMJIOAUITIH.
Ineibimopu mexanicmuunoi miweni panamiyuny (mTOR). Taxi iarioiTopu mTOR, sk cuponimyc,
TEMCHUPOJIIMYC Ta eBepoiiimyc, € cyoctparamu CYP3A. AmioaumiH HaJIEKUTHh 0 1HTIOITOPIB
CYP3A cnabxkoi aii. Ilpu ogHouacHOMy 3actocyBanHi 3 iHri6itopamu mTOR ammonunin Mosxe
30UTBITYBaTH KOHIIEHTparllito iHriditopie mTOR.
Luknocnopun. JlochipkeHHS B3a€EMOAIl IMKJIOCIOPHUHY Ta aMJIOJUIIIHY 3a YYacTiO 3I0POBUX
TOOpOBOJIBIIIB 200 IHIIUX JIIOACH HE MPOBOAWINCI. BWHATOK CTAHOBJIATH TAIIEHTH IMICIS
TpaHCIUIAaHTalii HUPKH, Y SKHX CHOCTEpIrajJucs KOJUBAHHS KOHLEHTpAIil IMKJIOCIOPUHY 3
nigBuIeHHSM B cepearbomy Big 0 % mo 40 %. IlamienTam micas TpaHCIUTaHTAIlli HUPKH, SKI
NpURMalOTh aMJIOJHITIH Ta IIUKJIOCIIOPHH, CJIiJ] KOHTPOJIIOBATH PiBEHb LIUKIOCHOPHHY Y KPOBi Ta 'y
pasi HeoOX1HOCTI 3HUZHUTH JI03Y ITUKIOCTIOPUHY .
Cumeacmamun. 3acTOCyBaHHS aMJIOAMIIIHY B 1031, kpaTHii 10 wmr, y komOinamii 3 80 mr
CUMBACTaTHHY Mpu3Beso 10 77 %-ro 30UIbIIeHHS KOHIIEHTpallii CUMBAcTaTUHY MOPIBHIHO 3 HOTO
npuiioMoM y MoHoTepartii. [TanienTam ciijy 0OMeXHUTH 103y cuMBacTatuHy A0 20 Mr Ha 100y .
Inwi kombinayii
V KIHIYHUX JOCHIIKCHHSX IIOJ0 B3a€EMOJIN JOBEICHO, IO aMJIOAMIIH HE BIUIMBAE Ha
(dhapMaKkOKIHETUKY aTOPBACTaTHHY, JUTOKCHHY, Bap(hapuHy.
He pexomeHmyeThCcsl 3aCTOCOBYBAaTH aMIIOAMITIH pa3oM i3 rpedndpyrom abo rpedndpyToBumM
COKOM, OCKUIBKH y JESIKHX TAIli€HTIB 010J0CTYMHICTh MOKE 301IBIIYBATHCS, IO MPU3BEIE 0
MOCHUJICHHS TIMOTEH3UBHOTO €(DEeKTy.
B3zaemodii, nos’azani 3 hikcosanoro komoinauicio bi-IIPECTAPIYM®
IIpenapamu, oonouacHe 3acmocysants 3 AKUMU HOMPedYE 0cobaUB0I 0bepedcHocmi
baknogen nocumoe anturinepreH3uBHUi edekt. Ciijg KOHTPONIOBATH apTepiaIbHUN THCK, a y
pa3i HeoOXiAHOCTI — MPOBOAUTH KOPEKIIIIO JO3H.
IIpenapamu, oonouache npusHayeHHs 3 AKUMU NOMpedYe ysau

- AHTHTINEpPTEH3UBHI 3ac00HU (Taki K 0eTa-0I0KaTOpH) Ta Ba30IUIATATOPHU:




OnHouacHe 3acTOCyBaHHS IHMX 3ac00iB  MOXe IOCHJIMTH TiNOTEH3UBHUHM edekT
HNEPUHAONPUITY Ta aMJIOUIIHY.

OnHouacHe 3aCTOCYBaHHA 3 HITPODNTILIEPHMHOM Ta IHIIUMH HIiTpaTamMH ab0 3 I1HIIUMH
Ba30/IMJIaTaTOPaMM MOYKE BUKJIMKATH MOJANbIIE 3HUKEHHS apTepialbHOTO TUCKY, TOMY iX
CJIiJT IpU3HAYaTH 3 00EPEIKHICTIO.

- Koprukocrepoinu, TeTpako3akTHA TMOCIA0TIOTh AHTUTINEPTEH3UBHUN edeKkT (uepes
3aTPUMKY BOJIU Ta COJIEW KOPTUKOCTEPOiJaMu).

- Aunbda-6nokatopu (mpazo3uH, andy303WH, JOKCA303WH, TaMCYJO3WH, TEPa303HH)
NOCWIIOIOTh ~ AHTUTINEPTEH3UBHUM €QeKT Ta MiABUINYIOTh PU3MK  BHHHUKHEHHS
OPTOCTATUYHOI TMOTEH3I.

- AMiOoCTHH MOKe MMOCHITIOBATH aHTHUTINEPTEH3UBHUH e(heKT aMIIOJUITIHY .

- TpunukiiuHi aHTHIETTPECAHTH/aHTUTICUXOTPOITHI 3aCO0M/aHECTETUKN TTOCHIIIOIOTh  aHTH-
rinepTeH3uBHUNA €EeKT Ta MiABULIYIOTh PU3UK BUHUKHEHHS OPTOCTATHYHOI T1IIOTEH311.

Ocobueocmi 3acmocyeanns.

VYci 3acTepexkeHHsI, MOB’s3aHl 3 KOXXHUM 3 KOMIIOHEHTIB IperapaTy, CTOCYIThCA (PiKCOBaHOI
komb6inauii Bi-TIPECTAPIYM®.

Ocobnusi 3acmepedicentsl, nog A3aHi 3 NepuHOONPUIOM

L'inepyymaugicmov/Ancionespomuunuti nabpsax. Ilin gac 3acrocyBanHs iHridiropis AIl®, y tomy
YUCI TEPUHIONPUITY, TTOBIJOMIISIIOCS MPO PIAKICHI BHMAJAKH BHHUKHEHHS aHT1OHEBPOTHYHOTO
HAOpsKY OONMYYs, KiHI[IBOK, TY0, CITM30BHX O00OJIOHOK, SI3MKa, TOJIOCOBOI IIUTMHU Ta/abo ropraHi
(muB. po3min «IloGiuni peakiii»). Ile Moxke craTtucs Oyab-KOJIW IMia Yac JIKyBaHHSI. Y TaKuUX
BUMAJIKaX HEOOXiIHO TePMiHOBO NPMIMHUTH TpHiioM jikapchkoro 3acoby Bi-TIPECTAPIYM® i
BCTAHOBUTHU HEOOXIOHUN HarJIsiI 3a CTAaHOM HAIli€HTa A0 IIOBHOIO 3HUKHEHHS cuMmIIToMiB. Komn
HAOpSIK PO3MOBCIOJKYETHCS JUIIE HA 30HY OOJMYYs Ta TyO, CTaH Talli€eHTa 3a3BHYail
MOKpaIIy€eTbes 0€3 JIIKyBaHHS; MPU3HAYCHHSI aHTUTICTAMIHHUX TIpenapariB MOe OyTH KOPUCHUM
JUTSL 3SMEHILIEHHSI CUMIITOMIB.

AHT10HEBpPOTHYHHI HAOPSK, MOB’s3aHUIN 3 HAOPSKOM TOpTaHi, MOKE MPHU3BECTH JIO JIETATILHOTO
HacHiAKy. Y pa3i Koiu HaOpsK pO3MOBCIOJUKYEThCA Ha SI3UK, TOJIOCOBY LIUIMHY a00 TOpTaHb 3
IMOBIpHUM BHMHHMKHEHHSM OOCTPYKIINI IUXaNMbHUX IUISAXIB, HEOOXIJHE TEPMIHOBE MPOBEIACHHS
HEBIIKIAJHOI Tepamii, SKa MOXE BKJIIOYATH BBEACHHS aJpEHANiIHY Ta/ab0 MiATpUMaHHS
MPOXITHOCTI JUXaTbHUX HULAXIB. [lamieHT MOBMHEH 3HAXOMUTHUCH Tij TMOCTIHHUM MEIUYHUM
HATJIS7IOM JI0 TIOBHOTO Ta CTIMKOTO 3HUKHEHHSI CUMIITOMIB.

[TamieHTH 3 aHTIOHEBPOTHUYHUM HAOPSKOM B aHaMHeE3l, 10 He OyB MOB’S3aHUN 3 MPUHOMOM
iHri0iTopiB AII®, MOXYTh MaTH MiABUIICHUN PU3UK BUHUKHEHHS aHTIOHEBPOTUYHOTO HAOPSKY
npu npuiiomi iHTI0ITOPIB AIID (muB. po3ain «IIpoTunokazaHHs»).

VY nmarmieHTiB mig 4Yac JikyBaHHA iHTIOITOpamu AII® moBimomisiiocs TpO PiAKICHI BUMAIKH
BHUHHKHCHHS 1HTECTUHAIBHOI aHTi0e/IeMHU. Y TaKUX MAaIllEHTIB BiJi3HAYaBCs a0 qoMiHAIbHUI OLIb (3
HYJOTOIO Ta OJIfoBaHHSAM abo 0e3 HMX); y ACSIKHX BHIAJKaX IMONEPEAHbOTO aHT1I0HEBPOTUYHOTO
HaOpsiKy oOmuMu4st He crmocTepiramocs Ta piBeHb C-1 ectepasu OyB y Hopmi. JliarHos
IHTECTUHAJILHOI aHTioeZeMu OyJI0 BCTAaHOBJICHO TIiJ Yac KoM roTepHoi Tomorpadii abdo
YIBTPAa3BYKOBOT'O JOCIIKEHHS, a00 i Yac Xipypriunoro BTpydanss. [licis BiaMiHU 1HTIOITOPY
AII® cumnToMH aHTIOHEBPOTUYHOTO HaOpsKy 3HHKanW. i yac mpoBeneHHs nudepeHIiitHoro
niarHo3y abOMiHaIbHOTO OO0, 110 BUHMKAE Yy MAIEHTIB Ha T mpuiiomy iHridiropis AIlID,
HEOOXITHO BPaxXxOBYBAaTH MOXKIUBICTh BUHUKHEHHS IHTECTHHAIBHOI aHTiOeNeMH (JIMB. PO3JILT
«ITo0iuHi peakiii»).

OnHovacHe 3aCTOCYBaHHsI TEPUHIONPHIY 3 CaKyOITpUIIOM/BajicapTaHOM IPOTHIIOKA3aHE dYepe3
MIJBUIICHUNA PHU3WK PO3BUTKY aHTIOHEBPOTHYHOTO HAOpSAKY (auB. po3nin «lIpoTumoxazaHHs»).
Po3nounHaty 3acTOCyBaHHS CaKyOITpHITy/BajicapTaHy CIiJl HE paHille HiK depe3 36 ToAuH micis
IPUHAOMY  OCTaHHBOI  JI03M  NEPUHAOIPHUILY. Y  pa3l  [OpUNMHEHHS  JIIKYBaHHS
cakyOiTprIOM/BaicapTaHOM TEpaIio NEPUHAONPUIIOM CIIil PO3IIOYNHATH HE paHile HiX yepe3 36




TOAMH  MicAs  OpUAOMY  OCTaHHBOI  JIO3M  cakyOiTpwiy/BancapraHy  (OUB.  pO3AUIH
«[Iporumnokazanus» i «B3aemMolis 3 IHITUMU JTIKAPCHKUMH 3aC00aMHU Ta 1HII BUAU B3aEMOJII).
OnnouacHe 3actocyBaHHs iHTI0ITOpiB AIID 3 iHTiIOiTOpamMu HehTpabHOi eHponentuaazu (HEIT)
(HampuKIaa panekagaoTpuwioM), iHrioiTopamu mTOR (Hampukiam cUpOTIMYyCcOM, €BEpPOIIMYCOM,
TEMCHUPOJIIMYCOM) Ta TUINTHHAMHU (HANIPUKJIAJ JIHATJINTUHOM, CaKCarJiTUHOM, CUTarTiNTHHOM,
BUIBJATTIINTHHOM) MOJE IPHU3BECTH JO MIiJBUIICHHS PU3UKY PO3BUTKY aHT1I0HEBPOTHUYHOTO
HaOpsKy (Hampukiaa HaOpsSKy AUMXaJbHUX HUIAXIB a00 s3MKa, 3 MOPYIIEHHAM (QYHKLIi TUXaHHS
abo 6e3) (auB. po3ain «B3aeMomis 3 IHIIUMU JIIKAPCHKUMH 3aCO0aMH Ta 1HII BUAUA B3a€EMOJII).
Criz 3 00epeXHICTIO PO3MOYMHATH JIIKYBaHHS pariekaoTpuiomM, inrioitopamu mTOR (Hanpukitan
CHPOJIIMYCOM, €BEpOJIIMYCOM, TEMCHPOJIMYyCOM) Ta TJINTHHAMH (HAMPHUKIAI JHATJIIITHHOM,
CaKCarJinTHHOM, CHUTarIINTHHOM, BUIBJATJIINTUHOM) Y TIAIIEHTIB, $KI BXXE 3aCTOCOBYIOTh
iHri0iTopH AIID.

Anaginakmoioni peaxyii nio wac niasmagepesy ninonpomeioie Huzvkoi winbrHocmi (JIHIIL]).
[ToBimomisTOCS TIPO PIAKICHI BUNAAKA BHHUKHEHHS HEOE3MEUHMX IS KUTTSA aHadiIakToimHuX
peakiiii y marieHTiB, ki mpuiiMaioTh iHrioiTopu AII®, mig vac mpoBeneHHS IuazMadepesy
mimonporeiniB HM3bKoi TmIimbHOCTI (JIHII) 3 BuUKOpucTaHHSIM nekcTpaHcyibdary. Po3BuUTKY
aHa(iTaKTOIMHUX peakliii MO>KHA YHUKHYTH, SKIIO MEepea MPOBEACHHIM KOXHOTO Iiazmadepesy
TUMYACOBO MPUITHHSATH JIIKyBaHHS 1HT10iTOpamu ATID.

Anaginakmoioni peaxyii nio wac oecencubinizyrouoi mepanii. T1oBiTOMIAIOCS PO MOMIJIUBICTH
BUHHKHEHHS aHA(IIaKTOIIHUX peaKIlii y MaIlie€HTiB, Kl mpuiMaroTh iHTIOITOpH AIID mig uac
JIECEHCUOLTI3yI040ro JIIKYBaHHS MpernapaTtamMH, L0 MICTATh OKoIMHY OoTpyTy. Llux peakiiit
MO>XHa YHUKHYTH NPHW TUMYACOBOMY MPHUIHWHEHHI 3acTocyBaHHs iHTiOiTOpiB AIID, ame peakmii
MOXYTh BUHHUKHYTH 3HOBY IIPH HEOOEPEKHOMY MTOHOBIICHHI JIIKYBaHHS.
Heiimponenis/acpanynoyumos/mpomoboyumonenis/anemin. Y  TAII€HTIB, sKI  TPUAMAIOThH
iHri0iTopn AII®, Oyno 3apeecTpoBaHO BUIIAJKH HEUTPOIIEHIT/arpanyIonuTo3y, TPOMOOUTONEHIT
Ta aHeMii. Y MaIi€eHTIB 13 HOPMAIbHOK (YHKIIEI0 HUPOK Ta MPHU BIJIICYTHOCTI 1HIIUX (aKTOPiB
PU3UKY HEUTpOIeHisl BUHUKAE pifaKo. [lepuHaonpui ciij mpu3HayaTu Iyke 00epexHOo MarieHTam
13 KoJIareHo3aMH, IIiJl Yac Teparii iMyHOCymnpecopamu, aJIoypHHOJIOM abo mpokaiHaMizoMm abo
IpU MOEJHAHHI IUX OOTSDKIMBHUX (DaKTOpiB, OCOOIMBO SKIIO € MOpPYIIEHHS (YHKLIl HUPOK. Y
JIEKOT0 3 TaKWX TIAI[I€HTIB BiJ3HAYABCS PO3BUTOK CEPHO3HUX 1H(MEKIIIHHUX 3aXBOPIOBaHb, 1HOI —
PE3UCTEHTHUX 10 IHTEHCUBHOI aHTHOIOTHMKOTEpamii. SIKIO MEepUHIONPHI MPU3HAYAIOTh TAKUM
MalieHTaM, PeKOMEHAYEThCS TEPIOANYHO KOHTPOIIOBATH KUTBKICTh JICHKOIUTIB y KpoBi. Takox
NAllieHTH MaloTh 3HATH, M0 HEOOXiHO MOBIAOMIATH TpO OyAb-SKUi TposiB iHGEKIiiiHOTrO
3aXBOpIOBaHHS (O1J1b y TOPJII, TUXOMAHKA).

Penosackynsapna cinepmensisa. Y TAaIli€eHTIB 13 JABOOIYHUM CTEHO30M HHPKOBHX apTepiil abo
CTEHO30M apTepii €auHOi (YHKIIIOHYIOYOi HHUPKH TIiJ dYac JiKyBaHHs 1HriOiTopamu AllD
HiABUIY€THCSI PU3UK BUHUKHEHHS apTepiajbHOI TIMOTEH3ii Ta HUPKOBOI HEIOCTATHOCTI (IUB.
posnin «lIporumnokaszanss»). 3acTocyBaHHs AlypEeTHUKIB MOXKE OYTH CIPHUSATIMBUAM (HaKTOPOM.
3HmKeHHd (QYHKIII HHUPOK MOXE CYNpPOBO/UKYBAaTHCh JIMIIE HE3HAYHMMU 3MIHAMH PiBHS
KpeaTHHIHY y CHPOBATIll KPOB1 HABITh y MAIIEHTIB 3 OAHOOIYHUM CTEHO30M HUPKOBOI apTepii.
Toositina 6aoxada pewin-anciomensun-arvoocmeponosoi cucmemu (PAAC). IcHyroTh maHi, 1o
onHOYacHUM mpuiiom iHTiOITOpiB AIID, OMokaTopiB penentopiB anrioteH3uHy Il abo amickipeny
IiABHIY€ PU3UK BUHUKHEHHS TOTEH311, rinepkasieMii Ta 3HIKEHHs (PYHKIIIT HUPOK (BKIIIOYAIOUU
roCTpy HUPKOBY HEAOCTaTHICTh). Tomy mojBiitHa 61okana PAAC nuisixoM 0JHOYACHOTO TPUHOMY
iHri0iTopiB AII®D, GmokaropiB peuenTopiB aHrioreH3uHy Il abo anickipeHy He peKOMEHIOBaHA
(muB. po3nin «B3aemomis 3 1HIMMH JTIKAPCHKUMH 3ac00aMH Ta 1HII BUIU B3aEMOJIN»). SKiio
JIKyBaHHA 3 OJHOYACHUM 3acTOCYBaHHAIM JBOX OsiokaTopiB PAAC BBaxaeTbCcst aOCOIIOTHO
HEOOXITHUM, BOHO MOXK€ BiAOYBaTHCS TUIBKH IIiJ{ HAIrJISIZIOM CITEHiallicTa Ta 32 YMOBH 4YacTOTO
PETEIHHOr0 MOHITOPUHTY (DYHKIIT HUPOK, PiBHA €JIEKTPOJIITIB Ta apTepiabHOTO TUCKY. [HriGiTOpH
ATII®D Ta 6mokaTtopu perenTopiB aHrioTeH3uHy Il He cItiji 3acTOCOBYBaTH OJTHOYACHO MAI[IEHTaM 3
niabeTHYHOI Hepomariero.



Ilepsunnuti anvoocmeponizm. 1lanieHTH 3 MEPBUHHUM TiNEpaibJIOCTEPOHI3MOM, SK MPABHUIIO, HE
BIJIMOBI/Ial0OTh HA JIIKYBaHHS aHTHTINMEPTEH3UBHUMHU JIKAPCHKUMHU 3ac00aMH, K1 AIIOTh HUIIXOM
NPUTHIYEHHS] PEHIH-aHT10TEH3MHOBOI CHCTEMH. TOMy TakMM HallieHTaM 3acTOCOBYBATU JaHUMN
npernapaTt He peKOMEH/Ty€E€ThCSI.

3anobidcHi 3ax00u, nos’a3ami 3 nepuHOONPUIOM

T'inomen3sia. Iarioitopu AlI® MOXYTh CHPHYMHHTH PI3KE 3HIDKCHHS apTepiaibHOTO THCKY.
CuMnToMaTHyYHA TIMOTEH3isl PIIKO CIIOCTEPIraeThes y MAIiEHTIB 3 HEYCKJIAAHEHOIO TiMEpTEH31E0
Ta YacTillle BUHUKAE Yy TAIlI€HTIB 3 TIMOBOJIEMIEI0, HAMPUKIIAJ, TIPU Tepamii AlypeTUKaMH, i 9ac
0e3conboBOi Ji€TH, MpH remMopianisi, aiapei abo OnroBaHHI, a00 y MALI€HTIB 13 TSKKOIO PEHiH-
3QJIEXKHOIO TINMEpTeH3i€l0 (auB. po3ainm «B3aemopis 3 IHIIMMH JIIKAPCHKUMU 3aco0aMM Ta 1HIII
Buau B3aemoniii» Ta «lloOiyni peakmii»). [lamieHTaM 3 BHCOKMM pPHU3UKOM BUHUKHEHHS
CUMIITOMATUYHOI TIMOTEH31i, a TaKOoX TMaIlieHTaM 3 IMIEeMIYHOI XBOpOoOOI0 ceprs abo 3
1epeOpOBACKYIAPHIUMH 3aXBOPIOBAHHSMH, B SKHX HaJMipHE 3HM)KCHHS apTepialibHOIO THUCKY
MOXX€ CIPHYUHHUTH PO3BUTOK 1H(APKTy MioKapaa abo 1HCYJbTY, I Yac JIIKyBaHHs MpermapaToM
Bi-TIPECTAPIYM® ciiifi peTebHO KOHTPOJIIOBATU apTepialbHuii THCK, QYHKIII0 HUPOK, a TAKOXK
KOHIICHTpAIlII0 Kajito y cupoBarmi KpoBi. I[Ipy BUHUKHEHHI TIMOTEeH31i MaimieHTa HEOOX1THO
NIEPEeBECTH Y TOPU3OHTAIBHE MOJIOKEHHS Ta y pa3i HEOOX1AHOCTI BBECTH BHYTpilIHbOBEHHO 0,9 %
PO3YWH XJIOpUIY HaTpiro. TpaH3UTOPHA TIMOTEH31s Ha MOYATKY JIIKyBaHHS HE € MMPOTUIIOKA3aHHIM
JUTSL TIOJTANTBIIIOTO TIPUIOMY TIperaparty, SIKui 3a3BU4ail MOKHA MPOJIOBKYBATH ICIIS BiJHOBICHHS
OLIK Ta HOpMai3aIii apTepiaJbHOTO TUCKY.

CmeHno3 aopmanbHo2o ma MimpaibHO20 Klanawie/einepmpoghiuna xapoiomionamis. THTiIOITOpH
AII® cuig npuzHayath 3 OOEPEXKHICTIO TMAIliEHTaM 31 CTEHO30M MITPAJIbHOTO KjamaHa Ta
OOCTpYKIIi€l0 BHUXOQY 3 JIBOrOo IIIyHOUKa (aopTaJibHUM cTeHo3 abo rimepTpodiuHa
KapJiomMionaris).

Hopywennsa ¢@yukyii nupox. Tlpu HasIBHOCTI HUPKOBOI HEIOCTATHOCTI (KJIIPEHC KpeaTUHIHY
< 60 MJI/XB) pEKOMEHAYEThCS 1HAWBIIyaATbHUN MiAOIp 103 KOKHOTO 3 KOMIIOHEHTIB Ipenapary
(muB. po3min «Cmoci® 3acTocyBaHHS Ta [03W»). PyTHHHMI MOHITOPMHI piBHS KajJilo Ta
KpEaTHHIHY B KPOBI € YaCTHMHOIO 3BMYAWHOI MEAMYHOI NMPAKTUKH JJIS MAIEHTIB 3 TMOPYIICHHSIM
¢ynkuii HUpok (auB. po3ain «[lobiuni peakuiin). Ha Tii npuitomy inribitopiB AII® y neskux
MaIi€HTIB 3 JBOOIYHUM CTEHO30M HHUPKOBHX apTepiii abo CTeHO30M aptepli €auHOl
(YHKILI0OHYI0YOi HUPKH MOXIJIMBE OOOPOTHE MiJIBUINEHHS KOHLEHTpAIlli CEYOBMHHU Y KpOBI Ta
KpeaTHHIHY y cupoBartili KpoBi. Lle 61k XapakTepHO I MAIIEHTIB 3 HIPKOBOIO HEJOCTATHICTIO.
HasBHICTh peHOBACKyJISIpHOI TiMepTeH3il MiABUINY€ PU3MK BUHMKHEHHS TSDKKOI TrimoTeH3ii Ta
HUPKOBOI HEJOCTATHOCTI. Y JESIKUX MAIIEHTIB 3 apTepiabHOIO TIMEPTEH3IEI0, Y SKUX 10 MOYaTKy
JiKyBaHHA He OyJO0 BHSBICHO PEHOBACKYJSPHUX 3aXBOPIOBaHb, PO3BHBAJIOCS ITiJBUIICHHS
CEYOBMHH KPOBI Ta KPEAaTHHIHY CHUPOBATKH KPOBI, 3a3BHYail HE3HAYHE Ta TUMYACOBE, OCOOJIUBO
KOJIM TIEPUHAONPUIT MIPU3HAYAIA OJTHOYACHO 3 AlypeTukoM. Lle OinbIn XxapakTepHO JUIsl Mali€eHTIB 3
yKe ICHYFOUMM TOPYIICHHSIM (YHKIIT HUPOK.

Ileuinkoea nHedocmamuicms. Pinko npuitom iHribitropis AII® OyB moB’s3aHuil i3 CHHAPOMOM,
KW TIOYMHAETHCSI 3 XOJECTaTUYHOI JKOBTSHHUIII Ta PO3BHBAETHCS Y IIBUIAKOIUIMHHUN HEKpPO3
MEYiHKHU, 1HOJI 3 JIeTaJhbHUM HACIigKoM. MexaHi3M BHHUKHEHHS LIOTO CHHIPOMY HEBIJIOMUH.
[TamienTn, y sSkux Ha T mpuiiomy iHTIOITOpY AII® po3BHBAETHCSA KOBTSHHIT a00 3HAYHO
HiABUIY€ETHCSI PIBEHb MEYIHKOBUX €H3HMMIB, IMOBHHHI NPUIMHMHUTH TpuiioM iHriditropy AIID Ta
OTPUMATH BIANOBIAHE MEIMYHE OOCTEKEHHS 1 JTIKyBaHHS (AuB. po3ain «I1o0iuHi peakiii»).

Pacosi ocobnrueocmi. Tnribitopu AIID yacTime CipHUUHSAIOTH BUHUKHEHHS aHT1OHEBPOTHYHOTO
HaOpsIKy Yy TaIll€HTIB HETPOiTHOI pacH, HIX Yy NPEICTaBHUKIB 1HIUX pac. SIK 1 iHImI 1HTIOiTOpH
AII®, nepuHaOIPUI MEHII €(DEKTUBHO 3HIKY€ apTepialbHUN THCK Y MAIli€eHTIB HETPOIAHOT pacH 3
TiepTeH31€10, HK y TMPEACTAaBHUKIB IHIIUX pPac, 110, MOXKJIUBO, MOSCHIOETHCS HU3bKUM pPIBHEM
PEHiHY Y TUIa3Mi KPOBI TaKUX MAIli€HTIB.




Kaweno. TloBizomnsanocs npo BUHUKHEHHS KalLIO MiJ yac npuiiomy iHrioiropis AIID. Ilei
Kaleab € HENPOIyKTUBHHUM, TPHBAIMM 1 TPUIMHSIETHCS IMICHS BiAMiHM Tpemnapary. Kamrens,
BUKJIMKaHUNA mpuiioMoM iHrioiTopiB AIID, moBuHeH OyTH 4acTHHOIO AU(DEPEHLIHHOTO MiarHO3y
KaIlTIo.

Xipypeiune empyuanus/Anecmesis. [lpu XipypriuHomy BTpy4YaHHI a00 MpH MPOBEICHHI aHecTesil,
0COOJIMBO TiJ 4Yac 3acCTOCYBaHHS aHECTETHKA, SKH NPU3BOAMTH /IO 3HIDKEHHS apTepiabHOTO
tucky, Bi-TIPECTAPIYM® mosxe 6I0KyBaTH yTBOpEHHs aHrioTeH3uny Il micis KOMIIEHCATOPHOTO
BUBUIbHEHHS peHiny. [Ipenapar cimig BIIMIHUTH 3a OJUH JICHb JI0 XIPypridHOTO BTpy4YaHHs. SIKII0
pO3BUHYJIACS TIMOTEH3is 1 BBAXKAETHCS, IO BOHA CIPUYMHEHA cCamMe [HUM MEXaHi3MOM, CTaH
XBOPOT'O0 MOXXHA HOPMaJIi3yBaTH 301UTBIICHHSIM 00’ €My IUPKYJIIOI0Y0] KPOBI.

linepraniemisn. Y nAedKHX TNaIli€eHTIB Ha Tii mpuiiomy iHridiropis AIl®, y Ttomy uucii
MePUHIONIPUITY, BiA3HAYANOCA 301IbIICHHS KOHIIGHTpAIlll Kajilo y CHpOBaTIl KPOBi, 1HTIOITOpH
ATI® MOXYyTb COPUYHMHATH TillEpPKaJi€MiI0, OCKUIBKHM MPUTHIYYIOTh BUBLJIBHEHHS JIbJJOCTEPOHY. Y
MaIi€HTIB 3 HOPMaJIbHOIO (DYHKITIEI0 HUPOK 1eH edeKT 3a3Buyail HesHauHui. J{o (hakTopiB pu3uKy
BUHUKHEHHS TilepKalieMii HajeXaThb HUPKOBA HEJOCTATHICTh a00 3HMKEHHS (YHKIII HUPOK, BIK
(monan 70 pokiB), IyKpOBU Jia0eT, IHTEPKYPEHTHI CTaHH, Takl SK JEriaparallis, rocTpa cepiena
JICKOMITEHCallisd, METa0OoJIYHMN auu03 Ta OJHOYACHE 3aCTOCYBAaHHS 3 Kaliiz0epirarounuMu
JypeTHKaMH (CITPOHOJIAKTOH, eTUIEPEHOH, TPHAMTEPEH a00 aMiIOpPHU), 3 XapuOBUMH J00aBKaMH,
0 MICTATh Kamii, abo 3aMiHHHKaMHU CcOJi 3 Kamiem; a0o MpUHOM IHIIUX IpernapariB, IO
BUKJIMKAIOTh ITiIBUIIICHHS KOHIICHTpAIli KaJlif0 y CHPOBATIll KPOBi (TE€mapuH, KO-TPUMOKCA30II,
TaKO’K BIZJOMHUH SIK TPUMETONPUM/CYIb(PaMeTOKca301) i 0COOIMBO aHTArOHICTIB aJIb0CTEPOHY a00
0JIOKATOpIB PEIENTOPIB aHTIOTEH3MHY. 3aCTOCYBaHHS Xap4yOBHX J00ABOK, IO MICTITh Kallii,
Kaniif3oepiralounx JiypeTukiB abo 3aMiHHHMKIB COJIi 3 KajJieM, OCOOJMBO Y TAIl€HTIB 13
nopymieHHsIM (YHKIT HUPOK, MOXKE€ NPHU3BECTH A0 3HAYHOTO MIABUINCHHS pPIBHSA Kalilo B
chpoBarii Kposi. 'imepkaiiemis MOXe CHPUYMHUTH BHUHUKHEHHS CEpHO3HOI, 1HOAI JETalIbHOI
aputmii. [lamienTam, siki 3acTocoBYIOTH 1HTIOITOpU AIID, ciig 3 00epexHICTIO 3aCTOCOBYBATH
Kanii3oepiraoyi IiypeTuku Ta OJIOKaTOpHM PpELeNnTOpiB aHTIOTEH3WHY, a TaKOX IPOBOJUTH
peTeapbHUN MOHITOPHHT PIBHS KaJil0 Y CHpPOBATIll KpoBi Ta (GyHKIII HUPOK. SIKIIO OgHOYACHE
3aCTOCYBaHHS MEPUHIONPUITY Ta Oy/Ib-sIKOI 3 BUII[E3a3HAYEHUX PEUYOBHUH BBAXKAETHCS IOPEUHUM, 1X
CJi 3aCTOCOBYBATH 3 OOEPEXKHICTIO Ta YAaCTO KOHTPOJIOBATH PIBEHb KaJlIF0 B CHPOBATIl KPOBI
(muB. po3nin «B3aemosis 3 iHIIMMHE JTIKapCHhKUMU 3ac00aMU Ta 1HII BUIU B3a€MOIIN» ).

Tayienmu 3 yykpoeum Oiabemom, SAKi NPUHAMAIOTh TEPOPATBHI IyKPO3HWKYBaIbHI 3acO0M abo
OTPUMYIOTh 1HCYJIiH, HEOOXIZIHO PETENIbHO KOHTPOIIOBATH PiBEHb TJIIKEMIi MPOTATOM MEPIIOro
Micss Tepamii iHriditopamu AII® (auB. po3ain «B3aemomis 3 IHIIMMHU JIIKAPCHKUMH 3ac00aMu Ta
IHIIT BUJIA B3aEMOTINY ).

3anobioxcui 3ax00u, nos’sa3ami 3 amI00UNiHOM

Besneky Ta e(eKTUBHICTh 3aCTOCYBAaHHS aMJIOJIMITIIHY Y CTaHi TEPTOHIYHOTO KPU3Y JOBEJCHO HE
OyJ0.

Cepyesa nedocmamuicmy. TakuMm TalieHTaM TpHU3HAYATH aMIIOJIUIIIH CIiJ 3 oOepexkHicTio. Y
JIOBIFOTPUBAJIOMY IIJIAI[€00-KOHTPOJIHOBAHOMY JOCTI/DKEHHI 3 y4YacTIO TMAIEHTIB 13 CEPIIEBOIO
HenocTaTHicTiO TspKKoro crynens (I — IV gynkuionansaux kiacis 3a NYHA) npu 3acrocyBanHi
aMJIOJIMITIHY YacTOTa BHUMNAAKIB PO3BUTKY HAOpsAKy JiereHb Oyja BHIOK TMOPIBHSIHO 13
3aCTOCYBaHHSM IuTanebo (IuB. po3ain «PapMakoguHaMiKa»). AHTarOHICTU KNI, BKIIIOYAIOYU
aMJIOJIAITIH, HEOOXITHO TpH3HAYaTH 3 OOCPEXKHICTIO TAalliEHTaM 13 3acTIHHOI0 CEPIICBOIO
HEJIOCTATHICTIO, TOMY III0 BOHU MOKYTb IiBUIYBATH PU3UK PO3BUTKY KapIiOBACKYJISIPHUX MOJIN
Ta JETAIBHOCTI Y MallOyTHHOMY.

Ileyinkosa mnedocmamuicmes. Y TAIiEHTIB 13 TOPYHMIEHHAM (QYHKIII TEYIHKA Tepiox
HaITiBBUBE/ICHHS aMJIOMITIHY € TMOAOBXEHUM Ta 3HadueHHs AUC —BHCOKe; peKOMEeHalii 010
JI03yBaHHS HE BU3HAueHi. ToMy JIiKyBaHHsS aMJIOAUIIIHOM HEOOXIHO PO3MOYMHATH 3 HAWHMKUMX
7103 Ta 3 OOEPEKHICTIO SK MPH IHIMIaIli JIKyBaHHs, TaK 1 M7 4yac miaBuiieHHs a03. [lamiertam 3




NOPYUICHHAM (DYHKIIIT MEYiHKHU TSHKKOTO CTYIEeHS MOKe OyTH He0OXiTHUM MOCTYIOBHA Mig0ip 103
Ta PETEIIbHUI MOHITOPHUHT.

THayienmu nimnvozo 6ixy. IligBuIyBaTH 103y Mali€HTaM JIITHBOTO BIKY MOTPiOHO 3 00EPEkKHICTIO
(muB. po3ainu «DapmakoauHamika» Ta «Crocid 3aCTOCyBaHHS Ta TO3W» ).

Hupxosa neoocmammuicme. TakuM marieHTaM aMIIOAMIIIH MOXHA 3aCTOCOBYBAaTH Y 3BUYAWHUX
no3ax. KonmnBaHHs KOHIIEHTpaIlli aMJIOIUITIHY Y TJIa3Mi KPOB1 HE 3ajieXkaTh BiJ CTYyNEHS HUPKOBOL
HEJOCTAaTHOCTI. AMITO/IMITIH HE BUBOJUTHCS TiJ] Yac Iiamizy.

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

Honomigxcni pevosunu. J1o ckiagy mpenapary BXOIUTH JIaKMO3d, TOMY MAIliEHTaM 3 YPOJKEHOIO
HETMEePEHOCUMICTIO TaJlaKTO3HM, CHHIAPOMOM MajibaOCopOIlii TIIOKO3W Ta TajJaKTO3H, 3arajlbHUM
nediuTOM JaKTa3!u He PEKOMEHI0BaHO HOT0 MPU3HAYATH.

B3aemooii. OnHouyacHe 3aCTOCYBaHHs JiTit0, Kajii30epiralouux mpemnapariB, XapuoBUX 100aBOK,
0 MicTATH Kanii, a6o manTtposeny 3 npenapatoM Bi-TIPECTAPIYM® He pekomeHnoBaHe (IuB.
po3ain «B3aemonis 3 IHIIMMH JTIKapCHhKUMH 3aC00aMU Ta iHIII BHIIA B3aEMOIIN).

3acmocyeannsn y nepioo eéazimuocmi abo 200y8anHs 2pyoon.

3actocysanns npenapary bi-TIPECTAPIYM® nporunokasase y nepiosi BariTHOCTI.

3acrocyBanns npenapaty bi-IIPECTAPIYM® He pekoMeHI0BaHe y Nepioji TOAyBaHHS Py Lo, Y
pa3i HeoOX1AHOCTI 3aCTOCYBaHHA MpenapaTy roAyBaHHs TPYAIIO CIIiJ IPUITUHUTH.

Bazimuicmo

Hepungonpun. 3actocyBanHsi iHri0iTopiB AIl® mnpoTumokazaHe y mepioJ BariTHOCTI.
[TepekoHIMBUX €IM1IeMIOJIOTIYHUX JOKa31B TEPATOTEHHOTO PU3HMKY P 3aCTOCYBaHHI 1HT10ITOPIB
AIl® mnporarom I TpumecTpy BariTHOCTI HEMa€; OJHAK HE MOXKHA BHUKIIOYATH HEBEIHKE
MIIBUIIICHHS [IHOTO PU3HUKY. Y pa3i KOJM MPOJAOBKEHHs JIiKyBaHHs iHT10iTopamMu AIID BBaxaeThCs
00OB’S3KOBUM, TAIli€EHTOK, $Ki IUIAHYIOTh BAariTHICTb, CIiJ] TEPEBECTH Ha aJlbTEPHATUBHI
AHTUTINEPTEH3UBHI TIpenapaTH, sKi MarTh MIATBEP/DKEHI JaHi Mpo OE3IMeKy 3acTOCyBaHHS B
nepion BariTHOCTI. SIKmo B mepioA JIKYBaHHS MiATBEPIXKYEThCS BariTHICTh, JIKYBaHHS
iHri6iTopamMu AII®D ciijg HeraitHO MPUMUHUTH 1, AKIIO0 HEOOXiTHO, 3aMIHUTH 1HIIMM JIKApPCHKUM
3aco00M, J103BOJICHUM ISl 3aCTOCYBaHHs BariTHUM. Binomo, mo npuiiom inridiropis AIID mig
gac II Ta IIl TpumecTpiB BariTHOCTI MPHU3BOAUTH JO (PETOTOKCHYHOCTI (TMOpyIIeHHS (QYHKITI
HUPOK, MAJIOBOJISA, YIIOBITbHEHHS ()OpPMyBaHHS KiCTKOBOI TKAaHWHH 4epera) Ta 0 HeOHATalbHOI
TOKCHUYHOCTI (HMPKOBAa HEIOCTATHICTh, apTepiajibHa TIMOTEH3is, TinepkajmieMis). SKmo x
iriditopn AIl® mnpuitmanu 3 1l TpumecTpy BariTHOCTI, PEKOMEHIOBAHO YJIBTPAa3BYKOBE
obcTexxeHHs (PYHKINIH HUPOK Ta OyJIOBM Yeperia HOBOHAPOHKEHOT0. 3a HOBOHAPO/KCHUMH, YUl
marepi y mepion BariTHOCTI mpuiimanu iHri6itopu AII®, cmif cmocTepiraté Ui CBOEYACHOTO
BUSIBJICHHS 1 KOPEKIIii apTepiaibHOI TiIMOTeH311.

Amnonunid. be3neky 3acTocyBaHHS aMJIOJMIIIHY BariTHUMH KIHKaMHM BCTaHOBJIEHO He Oyno. Y
JIOCJTIJDKEHHSX Ha TBapWHAX TOKCHYHHKA BIUIMB HAa PEMPOAYKTHBHICTH CIIOCTEpITaBCs I dac
BBEJICHHSI BUCOKHX J03. 3aCTOCYBaHHS Ipenapary y MepioJ BariTHOCTI PEKOMEHOBAHE TUIbKH Y
pasi BIICYTHOCTI OE3MEYHIIIOro aJbTEPHATUBHOTO JIKYBAaHHS Ta KOJIM 3aXBOPIOBAHHS Mae€
OUTBIIMI PU3HK 7S BATITHOI Ta IUIOJA.

T'ooysarnns epyoor

Hepunnonpun. He pekoMeHI0BaHO 3aCTOCYBaHHS MEPUHIONPHITY y MEPioja TOAYBaHHS IPyIIIO Y
3B’SI3KYy 3 BIJCYTHICTIO naHuX. Ilim yac romyBaHHs TPy[a0 Oa)kaHO MPU3HAYUTH aJbTEPHATHUBHE
JTiKyBaHHS 13 OUIBII JOCHIDKEHMM mpodineM Oe3neku, OCOONMBO TIiJ 4Yac TOXyBaHHS
HOBOHAPOJI)KEHOT'0 a00 HEJIOHOIIEHOTO HEMOBJISITH.

AmnonuniH. AMJIOJUIIH MIPOHUKAE Yy TpyJaHE MoJoko. J[03a, OTprMaHa HEMOBIISIM, OL[IHIOBAJIACS
Ha MDKKBApTUJIbHIA OCHOBI 1 3HAXOAUTHCS B Miama3oHi 3—7 % 3 MakCUMaJIbHUM 3Ha4eHHSIM 15 %
BiJl MPHUIHATOI MaTip’i0 M03u. BIIWB amiIoAumiHy Ha HEMOBIST HEBiOMHUH. PimeHHs momo
MIPOJIOBKEHHS/TIPUITMHEHHS. TOAYBaHHSA TPyAa0 ab0 TPOTOBKEHHS/TIPUTIMHECHHS JIIKYBaHHS




AMJIOZMITIHOM CIIiJI IpHiiMaTH, Oepydyu 10 YBard KOPUCTH BiJl TOAYBaHHS TPYIIO JJIs AUTHHU Ta
KOPHUCTB BiJI JTIKYBaHHSI aMJIOJAUIIIHOM JIJIsi MaTepi.

Depmunvricmo

[Tepunaonpun. Brimus Ha penpoayKTUBHY (QyHKIO a00 (PepTUIBHICTD BIACYTHIM.

Amnonunin. [Ipo 060poTHi 6i0XiMiYHI 3MiHH Y TOJOBII CIIEPMATO30ia OBITOMIISUIOCS Y AEIKUX
MAIIE€HTIB, K1 JIKYBAIKCS OJ0KaTOpaMu KalbllieBUX KaHamiB. KimHIYHI JaH1 11010 TOTEHIIHHOTO
BIUIMBY aMJIOJUIIHY Ha (EpTUIBHICTh € HeAOCTaTHIMH. Bimomo, 1m0 y JOCHiIKEHHI Ha IIypax
OyJ10 BUSIBIICHO TTOOIUHY /1110 HA ()ePTUIIHHICTH CaMIIIB.

30amuicms éniueamu Ha WEUOKICIb PeaKyii npu KepyeanHi agmMompancnopmom ado iHuumu
MexaHizmamu.

Jocnimkenns 1mono BBy mnpemnapaty bi-TIPECTAPIYM® Ha 3paTHicTh  KepyBaTH
TPAHCHOPTHUMH 3aCO0aMHU Ta MPALIOBATH 3 IHIIMMHU MeXaHi3MaMH HE MPOBOAMIUCH. AMIIOAUIIIH
MO>KE€ YMHHTH HE3HAYHUN a00 TOMIPHHI BIUIUB HA 37aTHICTh KEPYBATH TPAHCIIOPTHUMH 3aco0aMu
Ta MpAaloBaTy 3 IHIIUMH MeXaHi3MaMHi. MOXIIMBE MOPYIIEHHS peakilii BOAis y pa3i BAHUKHEHHS
3aImaMOpPOYEHHS, TOJIOBHOTO 00JII0, CITabKOCTi, CTOMIIIOBAHOCTI a00 Hy10TH. PexomeHnoBaHO OyTH
00epeXKHUMH, OCOOJIMBO HA TIOYATKY JIIKYBaHHS.

Cnoci6 3acmocyeannsa ma 0o3u.

J51s mepopalibHOTO 3aCTOCYBaHHS.

Jopocium cnif npu3Hadatd 1 TabneTky Ha JeHb OJHOPA30BO, OaXKaHO BPAHIIl Hepesa MPHioMOM
ki, TabyeTka He miyIsITae MOALTY.

Jo3y cmig migbupaTv iHIWBITyalbHO ISl KOXKHOTO TMAlli€eHTa 3 YpaxXyBaHHSM TOKa3aHHS s
3aCTOCYBaHHS, IEpediry 3aXBOPIOBAHHSA Ta IOKA3HUKIB apTepialiIbHOTO THUCKY. MakcuMasbHa
no6oBa 103a — 1 Tabnerka npenapary bi-IIPECTAPIYM® 10 mr/10 Mr Ha 106y.

[[{o0 mamieHTiB 3 TPYI PU3UKY TUB. po3aALT «OCOOIUBOCTI 3aCTOCYBAHHS.

THayicumu 3 nopywenuam @yHKYii HUpOK ma nayicHmu JAimHbo2o Giky (AUB. PO3ALIH
«OcobmuBocTi  3acTocyBaHHs» Ta «®dapMmakokiHeTHKa»). BuBemeHHs NEpUHIONPHIATY
3HMXKY€THCS Y MAIIEHTIB 3 HUPKOBOIO HEJOCTATHICTIO Ta Y MAIlIE€HTIB JIITHBOTO BiKY, TOMY IiJ] 4ac
JiKyBaHHS HEOOX1THO MPOBOJIUTH YaCTUH KOHTPOJIb PiBHSI KPEAaTHHIHY 1 KaJifo.
Bi-TIPECTAPIYM® MoXHa HpU3HAuaTH HallicHTaM 3 KJIipEHCOM KpeaTHHiHy > 60 MI/XB Ta He
Ci TpHU3HAYATH TAaIll€eHTaM 13 KiIipeHcoM KpeaTuHiHy < 60 mu/xB. Takum marieHTam
PEKOMEHAYEThCS 1HAMBIyaabHHUNA MiAOIp 103U KOXKHOTO 3 KOMIIOHEHTIB Mpernapary OKpemo.

3a ymoBH 100pOT MEPEHOCUMOCTI J03yBaHHS aMJIOJUIIIHY € OJHAKOBHM JISI MOJIOAIINX TAIIEHTIB
Ta MAI€HTIB JIITHHOTO BiKY. [ MamieHTIB JITHHOTO BIKY PEKOMEHIOBAaHUI 3BUYAMHUN pPEXUM
JIO3yBaHHS, ajie MiABUIYBaTH 103y HEOOX1THO 3 00EPEKHICTIO.

Konrnenrpauis amyionumniny y mia3mi KpoBi He 3aJIeKUTh BiJl CTYTEHS MOPYIIEHHS (YyHKIIT HUPOK.
AMITouIIiH HE BUBOJIUTKCS T 4ac Iiajizy.

Hopywennus  @yukyii  neuinku  (oquB.  po3minu  «OcOOMUBOCTI  3aCTOCYBaHHS»  Ta
«®DapMaKkoKiHEeTHKay). BincyTHI pekoMeHnalii MoJ0 MO03yBaHHS I MAIEHTIB 3 JIETKUM Ta
NOMIPDHMM TIOpPYIIEHHSM (YHKIIT MEYiHKH, TOMY MiZOMpaTH A03y MNOTpiOHO 00epexHo,
PO3MOYMHATH TEPAII0 CIiJ 3 HAMHMWKYUX 703 (AuB. po3aiu «OcoOJMBOCTI 3aCTOCYBAaHHS» Ta
«DapmakokiHeTHKay). st BHOOpY ONTHUMAaIbHOI MOYATKOBOI Ta MIATPUMYIOUOT 03U JIIKAPCHKOTO
3aco0y TalieHTaM 3 TOpYyIIeHHSAM QYHKIII TEYiHKH HEOOXiTHO OKpeMO IMiaOupaTd 103y
amJIoumiHy Ta mnepuHponpuiy. JlocmimpkeHHsS (apMakOKIHETUKM aMJIOAMITIHY y MAIl€HTIB 3
TSOKKUM TOPYIICHHSIM (YHKIT MediHKu He mpoBoawiucs. [lamieHTam 3 mopymieHHSM (QyHKITIT
NEYiHKA TSDKKOTO CTYNEHS NPUHOM aMIIOMIIHY CHiJl PO3MOYMHATH 3 HAWHIKYMX 103, SKi
M1BUIIYIOTH TOCTYIOBO.



imu.
Bi-TIPECTAPIYM® He PEKOMEHIIYEThCSl TPU3HAYATH MITSIM Yepe3 BIICYTHICTH JOCTIHKCHBb 3
YUacTIO 1Li€i TPYIHU MALI€HTIB.

Ilepeoosysanns.

[Ipo Bumanku mepenosyBanHs npernapary bi-IIPECTAPIYM® me nosigomnsiocs. Jani momo
CBIJJOMOTO TEpPEA03YBaHHS aMI00uninHy € ooMexxeHnMu. CUMITOMHU: HasiBHI JIaHl MPUITYCKAIOTh,
10 IPUIOM AyXe BEJIMKHX J03 MOXE MPU3BECTU 10 HAAMIpHOI nepudepruyHoi BazoauuaTaiii ta
HMOBIpHOTO BUHUKHEHHs peduexTopHoi Taxikapaii. [ToBimomisuiocss mpo BHpakeHy, MOXKIHBO,
TPUBATy CHCTEMHY TiITOTEH3110 Ta IIIOK 3 JICTAJTbHUM HACII1JIKOM.

Pinko moBimomisiocs MpO HEKApAIOTeHHWN HAOpsK JIEreHIB SK HACHiJOK TMepeno3yBaHHs
aMJIOJIUITIHY, SKUH MOJKE TPOSBIISTHCS 3 BIICTPOUYEHUM IMOYATKOM (uepe3 24-48 TonuH micis
3aCcTOCYBaHHA) 1 NOTpeOyBaTH INTYYHOI BEHTWJIALIl JiereHb. PaHHI peaHimaliiiHi 3axonu
(BKITFOUAIOUM TIEPEBAHTAXEHHS PIAWHOIO) I MIATPUMKHU Tepdy3ii Ta CeprieBOro BUKUIY MOXKYTh
OyTH MPOBOKYIOUUMH (PaKTOPAMHU.

JlikyBaHHS: KIIIHIYHO BUpa)X€Ha TIMOTEH31s, BUKIMKAHA MEePE03yBaHHAM aMIIOAUIIIHY, TIOTpedye
aKTUBHOI KapJiOBaCKyJIIPHOI JOMOMOIM, 30KpeMa YacTOro MOHITOPUHTY (YHKIII cepus Ta
pecmipaTopHoi (yHKIIi, HagaHHS TAII€EHTY TOPU3OHTAIHHOTO TIOJOXXECHHS 3 TPHUITITHATUMH
HIDKHIMU KiHIIIBKAMH, Ta MOTpeOye yBa)KHOTO CTEXKEHHSA 3a 00’€MOM LHPKYJIOI0Y0i KpOBi Ta
CEYOBUIIJIEHHSAM.

[Ipu3HadeHHs] Ba30KOHCTPUKTOpPA MOXKE OyTH KOPUCHUM JUIsl BITHOBIECHHS TOHYCY CYIWH Ta
apTepiaIbHOTO THCKY, SKIIO BIACYTHI NMPOTHUIIOKa3aHHS. BHYTPINTHROBEHHE BBEICHHS KaJBIIIIO
[JIIOKOHATY MOXe€ JJOMOMOTTH YCYHEHHIO HACHIJIKIB OJIOKAIM KaJbli€BUX KaHAIB.

VY neskux BUMAIKaxX € JOPEYHUM IMPOMHUBAHHA HUTYHKA. JlochimkeHHs 3a y4yacTio JOOPOBOJBIIIB
MPOJEMOHCTPYBAJIO, M0 MPHUIOM aKTUBOBAHOTO BYTIUIA Yepe3 2 TOAWHU micis mpuiiomy 10 mr
aMJIOJIUITIHY 3HUXKYE IBUIKICTH aOCOPOIIiT aMJIOIUITIHY B OpraHi3Mi. ¥ CHCTEMHOMY KPOBOOOITY
aMJIOJIUTIIH Ma€ BUCOKH PiBEHb 3B’ sI3yBaHHSA 3 OLIKaMU KPOBi, TOMY IPU3HAYEHHS T'eMO/liani3y He
e(heKTuBHE.

[ndopmariss npo mepeno3yBaHHs nepuxdonpuny € oomexxeHoro. IIpu mepeno3yBaHHi iHT10ITOPIB
AIl® MOXyTh BUHUKHYTH TINOTEH3is, IUPKYJATOPHUN IIIOK, TOPYIICHHS EJICKTPOJITHOTO
OanmaHCy, HUPKOBA HEIOCTATHICTh, TIMEPBEHTWISIIS, TaxiKapiis, MaibIiTallis, Opamukapis,
3alaMOpPOYEHHS, TPUBOTA Ta KallleJb.

IIpu nepeno3yBaHHI PEKOMEHIYETHCS BHYTPIIIHBOBEHHE BBEICHHS PO3UMHY XJIOPUAY HATPilo
0,9 %. Ilpn BUHMKHEHHI TIMOTEeH31i Mali€eHTy HEOOXITHO HAJAaTH TOPU3OHTAIBLHOTO IOJIOKEHHS.
Crnix  pO3IISHYTH  MOXIUBICTH HpoBeneHHsS iHQY3ii 3  anriorenmsuHom I Ta/abo
BHYTPIIITHLOBEHHOTO BBEACHHS KaTexojamiHiB. [lepunmonpun Moke OyTH BUBEICHHHA 3
CHUCTEMHOT'0 KPOBOOOITY 3a JOMOMOTOI0 TeMoAiaizy (auB. po3ail «OcCoOIMBOCTI 3aCTOCYBAHHSD).
[Ipy BUHMKHEHHI CTIMKOI 70 JIIKyBaHHS Opaaukap.iii MOKJIMBE 3aCTOCOBYBAHHS IITYYHOTO BOJIis
putMmy. HeoOximHuii mOCTiiHMI MOHITOPUHI OCHOBHHUX ITOKa3HUKIB KXHUTTEMISIBHOCTI, PpiBHS
KOHIICHTpAIlli eIEKTPOJIITIB Ta KPEATHHIHY Y CHPOBATIII KPOBI.

Iloo6iuni peakuii.

HaituacTimumy moOiYHMMHU peakiisiMi, Mpo sKi MOBILAOMIISIIOCS NPH OKPEMOMY 3aCTOCYBaHHI
MEePUHIONPUIY Ta aMJIOJUITIHY, €: HAOpsSKW, COHJIMBICTH, 3allaMOpPOYCHHS, TOJOBHUN OLIb
(0co0MBO Ha MOYATKY JIIKYBaHHS ), CIIOTBOPEHHS CMAaKYy (JIMCTeB3is), MapecTe3ist, HOPYLICHHS 30py
(BKJTFOUAIOUM IBOTHHS), I3BIH Y ByXaX, BEPTUTO, MAJIBITITAIlisl, TPUIUIMBH, TIMOTEH31s (Ta MOB’ A3aH1
3 HEI0 CUMITOMHU ), 33K, Kallelb, Oi7b y )KUBOTI, HYJJ0Ta, OJIFOBaHHS, TUCTIETICIs, 3MiHA PUTMY
nedekarrii, miapes, 3amop, cBepOIX, BUCHII, €K3aHTeMa, HAOPSK Cyrio0iB (HaOpSK IIUKOJIOTOK),
CIIa3MH M’SI31B, IIJIBHUIIICHA BTOMJIFOBAHICTh, aCTEHI.



[Tig gac KIIHIYHUX IOCIIHKEHb Ta/a0d0 MICISIpEECTPaIlifHOTO 3aCTOCYBAHHS MEPHHIONPUITY abo
aMJIOJIUITIHY OKPEMO CIIOCTEpITaIKCs HIDKUYe3a3HaYeH1 MOOIYH1 peakIlii, ki KiacugikoBaHi 3T1aHO
31 CJIOBHHUKOM CTaHAapTHU30BaHOi MenuuHoi Tepminonorii MedDRA 3a cucremamu opranizmy 3
TaKOI0 YaCTOTO BUHUKHEHHS: ayke dacto (>1/10); wacto (>1/100 mo <1/10); mewacto (>1/1000
1o <1/100); pigko (>1/10000 mo <1/1000); myxe pinko (<1/10000); wacTora HeBimoMa (HE MOKHA
BU3HAYUTH 32 HASBHOIO 1H(GOPMAIIIETO).

Indekii Ta iHBa3ii: pUHIT (HEYACTO — aMJIOJUTIIH; Ty>Ke PIIKO — MIEPUHIOTIPHI).

3 OOKY EHIOKPUHHOI CHUCTEMHU: CHHAPOM HEAJCKBATHOI CEKpelii aHTHIlypeTMYHHX T'OPMOHIB
(CHCAUYI) ( pimko — MepuHIOTPHII).

3 Ooky cucTeMH KpoBi Ta JiMbaTHuHOI cucTeMH: €o3uHO(iIis (HeyacTo* — MepUHIONPHN);
JeWKOMEeH s/ HEUTponeHist (AyKe pilko — aMJIOJHITIH Ta MEPUHIONPHI) (IUB. po3ai1 «OcobauBoCTi
3aCTOCYBaHHS»); arpaHyJIOIUTO3 ab0 MAHITUTONEHIS (IyKe PIAKO — MEPUHAONPHII) (IMUB. PO3ALT
«Oco0aMBOCTI 3aCTOCYBaHHS»); TPOMOOIMTOIEHIA (Ay>Ke PIAKO — aMJIOJUINH Ta TEPHHIOTPII)
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS ); CH3UMOCTICIH(DiuHA TeMOTITUYHA aHEMisl Y TIAIlI€HTIB
3 YPOJKEHOI0 HEAOCTaTHICTIO TIFOK030-6-pocdaTaerimporenasu (yxe piako — MEPHHIOTPHIT)
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS ).

3 OOKY IMYHHOi CUCTEMHU: TINEPUYTIUBICTD (JIy’Ke PIAKO — aMJIOIUIIIH; HEYAaCTO — TIEPUHIOTIPHII).
3 60oky OOMIHY PEYOBHUH i METa00JIi3My: TiMOTrIiKeMis (He4acTo® — MEepUHAONPIIT) (AUB. PO3ALIN
«Oco0aMBOCTI 3acTocyBaHHSI» Ta «B3aeMonis 3 IHIIMMHU JTIKapCHKUMH 3ac00aMU Ta IHII BHIU
B3a€MO/Iiii»); TilepKajieMis, 110 3HUKAE IMIcIsA BiAMIHM Ipenapaty (HeyacTo® — MepHHIONPHII)
(muB. po3ain «OcoONMMBOCTI 3aCTOCYBaHHsI»); TIMOHATpieEMis (HEYACTO®* — TEPUHIOTPHII);
rinepriikemis (Ay’e piaKo — aMJIOIUTIIH).

3 60Ky ncuxiku: O€3COHHs (HeYacTo — amMJIOJUIIIH); OPYLICHHSI HACTPOIO (BKIIOYAIOUU TPHBOTY)
(He"yacTo — aMJIOAMIIH Ta TEPUHAONPHWI); Aenpecis (HEYacTo — aMJIOJMITIH, HedacTo® —
MIEPUHIONIPHI); OPYIICHHS CHY (HEYacTO — MEePUHIOTIPHI).

3 OOKy HEpBOBOI CHUCTEMH: COHJHMBICTH (OCOOIMBO Ha MOYATKY JIIKYBaHHS) (4acTO — aMIIO/HMIIIH,
HEYacTo® — TMEepUHAONPHII); 3amaMopoueHHs (0cOoOJIMBO Ha MOYATKY JIKyBaHHS) (Y4acTo —
aMJIOJIMITIH Ta TEPUHIONPUII); TOJIOBHUH OuIb (0COONMBO Ha IMOYATKy JIKyBaHHS) (Y4acto —
aMJIOJIAITIH Ta TIEPUHIOTPUI); CTIOTBOPEHHS CMaKy (AucreB3is) (HEYacTO — aMJIOJUITIH, 4acTo —
NEPUHJIONPHIT); TpeMop (HedacTo — aMJIOAMITIH); TimoecTe3ist (He4acTo — aMJIOUIIIH); MapecTe3is
(He4acTo — aMJIO/IMITIH; YaCTO — MEPUHONPUI); HEIPUTOMHICTh (HEYaCTO — aMJIO/IMITIH; HEYacTo™®
— MEPUHIONPUII); CIUTyTaHICTh CBIOMOCTI (PIAKO — aMJIOJMITIH; AYXKE PIAKO — TEPHHIOIPHI);
TimepToHyC (IyXe piIKO — aMIIOJUIIIH); TepudeprudHa HelponaTis (IyXe piaIKo — aMIIOJTUIIIH);
1epeOpOBACKYIAPHI MOAIT MOXXYTh BMHMKATH BHACIHIZOK HAAMIPHOTO 3HIKEHHS apTepialbHOTO
THCKY Y TAIll€HTIB TPYMHU BHCOKOTO PHU3HKY (IyXe pIIKO — TEPUHAONPHUI) (IUB. PO3ALI
«Oco0IMBOCTI 3aCTOCYBaHHS»); EKCTpaIlipaMiHi po3iaay (eKcTparipaMiIHii CHHAPOM) (YacToTa
HEB1JIOMa — aMJIOJIUITIH).

3 GOKy OpraHiB 30py: MOPYIIEHHS 30pY (4acTO — aMJIOJIUITIH Ta MEPUHIOTPUII); TBOTHHS (4acTo —
aMJIOJIUITIH).

3 OOKy OpraHiB CIIyXy Ta BECTUOYJISIDHOTO anaparty: J3BiH y ByXax (HE4acTo — aMJIOJIUIIIH; YacTO —
MIEPUH/IONIPHII); BEPTHUTO (YACTO — MEPUHIOTIPHII).

3 Ooky cepiisl: manbmiTaris (4acTo — aMJIOAWIIIH; HEYacTo™ — TEpHHAONPHI); TaxiKapis
(HewacTo®™ — TIEpUHIOMPWI); CTCHOKApHis (oyKe pIOKO — TEpUHAONPWA) (IUB. PO3ILT
«Oco0uBOCTI 3acTOCyBaHHS»); 1H(MAPKT MioKap/la MOXKe BHHUKATH BHACIHIJIOK HaJIMIPHOTO
3HIKCHHS apTepiaJbHOTO THUCKY y MAIIEHTIB TPYIHA BHCOKOTO PU3HKY (yXkKe PiIKO — aMIIOAUIIH
Ta nepuHgonpui) (auB. po3ainl «OcoOIMBOCTI 3aCTOCYBaHHSA»); apuUTMis (B TOMYy 4YHCHi
Opanukapisi, TUTYHOYKOBA Taxikapiais Ta Gpiopuisiis nepeacepap) (He4acTo — aMIIOAMIIIH; dyKe
PIIKO — IEPUHIOTIPHI).




3 OOKYy CyIWH: MPUILIMBH (Y4acTO — aMJIOJUIIIH); TIMOTEH3is (Ta MOB’sI3aHI 3 HEHO CHUMIITOMH)
(HeyacTo — aMJIOJMIIIH;, 4YacTO — MNEPUHAONPWI); MPHUILIUBH >XKapy (piako™* — MepUHIONpHI);
BaCKyJIT (IyXe piAKO — aMJIOJWITiH; HedacTo® — mepuHmonpwi); ¢eHomeH PeitHo (dacrora
HEeB1JI0Ma — MIEPUHIOTPHI).

3 OOKy IuXalbHOI CHCTEMH, OpraHiB TPYAHOI KIITKA Ta CEPEJOCTIHHS: 3aaulika (4acto —

aMJIOAWIIIH Ta TEPUHJIONPIII); Kamelnb (HeYacTO — AaMIIOJAWIIH, YacTo — MEepPUHAONpPHI);
OponxocmazM (HEYacTo — TEPUHIONPHWI); €Oo3MHO(IIbHA THEBMOHIS (QyXe pIaKo —
NEPUHIOTIPUII).

3 OOKy IUIYHKOBO-KHIIKOBOTO TPAaKTy: TiMepIuiasig siceH (Iyke piIKo — aMJIOJHIiH); Oinb y
JKUBOTI (4acTO — aMJIOJIMITIH Ta TEPUHIONPHII); HYJI0Ta (4acTO — aMJIOJMIIIH Ta TEPUHIONPHII);
OyfoBaHHsI (HEYacTO — aMJIOJUIIIH, YacTO — TEPHHJIONPHII); TUCIIETICisS (4acTO — aMJIOAHWIIH Ta
NEPUHJIONPUA); 3MiHAa pUTMY Jnedekamii (4acTo — aMIIOAMITIH); CyXiCTh y pOTi (HEYacTo —
aMJIOJIMTIIH Ta TEPUHJIONPHI); Aiapes (4acTo — amJIOJUIIH Ta MEPHUHIOIPHI); 3amop (4acto —
aMJIOJIITIH Ta TIEPUHAOINPHI); MTAHKPEATHT (IyKE PIAKO — aMIIOAUIIH Ta MEPUHIOTPUI); TaCTPUT
(yKe piIKo — aMJIOJTHITIH).

3 GoKy renaToOisliapHOT CUCTEMHU: T'eTaTUT, KOBTIHUII (AyKe P1AKO — aMJIOHITIH); IIUTONITHYHUI
abo xonecTaTMYHHM Tematut (Ayxke piagko — nepusponpwi) (auB. po3ain «OcobauBoCTi
3aCTOCYBaHHS»); TIJIBUIIEHHS PIiBHSI TEYIHKOBUX (EpMEHTIB (TEpPeBaKHO  CIPUYUHEHI
XOJIECTa30M) (JIy>Ke PILAKO — aMJIOUIIIH).

3 OOKy IIKipH Ta HiANKIPHOT KIITKOBMHHU: aHTIOHEBPOTHYHMHA HaOpsk KBiHke (myxe piako —
aMJIOJIMITIH); aHTIOHEBPOTHYHHMA HAOPSAK OO0JMYYS, KIHIIBOK, TyO, CIM30BHX OOOJIOHOK, SI3MKA,
roJI0COBOI INITMHU Ta/ab0 ropTaHi (Iyke piIKO — aMJIOJAMIIIH; HEYacTo — MEPUHIONpPUI) (AUB.
po3nin «OcoOnMBOCTI 3aCTOCYBaHHS»); MyJbTU(OpPMHA epUTeMa (JIyKe PiIKO — aMJIOTUIIH Ta

MEePUHIONPHUI); ajomnelis (He4acTo — aMJIOJIUITIH); nyprmypa (HEYacTo — aMJIOAMIIIH);
3HeOapBIEeHHA IKipu (HEYaCTO — aMJIOAMIIIH); Timeprigpo3 (HEYacTo — aMIJIOJUIIH Ta
NEPUHJIONPUI); CBEpOIXK (HEUacTo — aMIIOAMIIIH; YacTO — TMEPUHIOIPHII); BHUCHII, €K3aHTeMa
(HeyacTo — aMJIOAMIIIH; YacTO — MEPUHIONPUI); KPONUB’sHKa (HEYacTo — aMJIOJUIIH Ta

nepuHA0NPU) (IUB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS); peakIlii (OTOUYTIMBOCTI (Iy>Ke PiIKO
— aMJIOJIMIIIH; HedacTo® — mepuHponpui); nemdiroin (HeyacTo® — MepUHAONPHIT); TOCUICHHS
CHUMIITOMIB Ticopiazy (pinko — mepunmornpui); cunapoM CriBeHca — J[KOHCOHa (myXke piKo —
aMJIOJIUITIH); eKC(hOTIaTUBHUN JepMaTHUT (Iy>Ke PIIKO — aMJIOJIUITIH); TOKCHYHHUM €ImiiepMaIbHuN
HEKpoJTi3 (JacToTa HeBiIoMa — aMJIOIUITIH).

3 OOKY ONOPHO-PYXOBOi CHCTEMH Ta CHOJYYHOI TKAaHUHU: HAOPSK Cyriao0iB (HaOpsK IIUKOIOTOK)
(dacto — amJIoAMMiH); apTpairia (HEYacTo — aMIIOJUIIIH, HEYacTO™ — TEPUHIONPHII); MIajris
(He"acTo — aMIIOJUIIIH, HEYacTo™ — MEepHHAONPIII); Cha3MH M’s3iB (4acTo — aMJIOJIWITIH Ta
NepuHAONPUI); OUTh Y CIMHI (HEYacTO — aMIJIOJIUIIIH).

3 OOKYy CEYOBHAUIHHOI CHCTEMH: TOPYIICHHS CEYOBHMITYCKaHHS, HIKTYpis, MOJaKiypis (dacre
CEYOBHIYCKaHHA) (HEYaCTO — aMJIOAMIIIH); HUPKOBAa HEIOCTATHICTh (HEYACTO — TMEPUHIOTPHII);
rOCTpa HUPKOBAa HEJOCTATHICTh (PIAKO — TEpPUHAONPHI); aHypis/omirypis (pimko* —
TIEPUHIOTIPHI).

3 OOKY pPEenpoAyKTHBHOI CHCTEMH Ta MOJOYHHX 3aJI03: €peKTHIbHA MUChYHKIS (HE4acTo —
aMJIOJIUIIIH Ta TIEPUHIONPIIT); TIHEKOMACTIs (HEYaCcTO — aMIIOTUIIIH).

3aranbHi po3NaM Ta PEakKIlii y Miclli BBEACHHs: HAOpskH (IyXe YacTo — aMIIOJUIIIH);
nepudepudHi HaOpsku (HeyacTo* — TEpUHAONPHI); TMIIBUINEHA BTOMJIOBAHICTH (4acTo —
aMJIOJIMITIH); OUTh y TPYIHIN KIITII (HEYaCTO — aMJIOJMITIH; HEYacTO™* — MEePUHIAONPHI); acTeHIs
(YacTo — aMJIOAMITIH Ta MEPUHIONPHI); OUTh (HEUacTo — aMIJIOAWIIIH); He3MyXaHHA (HE4acTo —
aMJIOJIUTIIH; HEYacTO™ — MEepUHIOIIPHI); TinepTepMis (He4acTo™ — nepuHAONpU).




PesynbpTaTs 1a60paTOPHUX AOCTIKEHB: 301IbIIEHHST MACH TiJIa, 3MEHIIICHHS] MacH Tija (He4acTo —
aMJIOJIMITIH ); TIIBUILIEHHS PIBHS CEYOBHHH Y KpOBI1 (HEUACTO™* — MEPUHIOTPUII); I ABUIIICHHS PiBHS
KpeaTuHiHy y KpoBi (HeyacTo™® — MepUHIONPUI); MiIBUIICHHS piBHS OUTipyOiHy y KpOBi (piaKo —
MIEPUHONPWI); MIABUIICHHS PiBHA MEYIHKOBUX (DEPMEHTIB (PIAKO — TMEPUHIONPIUI); 3HUKEHHS
PIBHS TeMOTIIOOIHY Ta TeMATOKPUTY (y>Ke PiIKO — MEPUHIOTIPUI).

YIIKO/UKCHHS, OTPYEHHS Ta YCKJIATHEHHs MpPHW NPOBEJCHHI MpoLeayp: MaaiHHg (HedacTo* —
TIEPUHIOTIPHI).

*YacToTy OyJI0 pO3paxoBaHO 3a JAHUMH CIIOHTAHHUX ITOBITOMJICHB TIPO TOOIYHI peakilii, BUSBICHI Y X0/ KIIHIYHAX
JOCIIIKEHb.

[MoBinoMIeHHS PO MiI03pIOBaHi MOOIYHI peakirii

[ToBimoMIIEHHST TIpO MMiO3pIOBaHI MOOIYHI peakIlii y MICISIpeecTpaiiHuid mepiof] JIIKapChKOro
3aco0y € BaxiauBuM. lLle nae 3Mory BecTu Oe3nepepBHUI MOHITOPUHI  CIIBBIJHOIICHHS
KOPHUCTI/PU3HUKY 3aCTOCyBaHHA mpernapary. CrnemiaiicTi B raixy3i OXOPOHH 37I0pPOB’s 3000B’s13aH1
NOBIIOMJISITH 4Yepe3 HAaI[lOHAIbHY CHCTEMY IOBIJOMJIEHb NMpO Oyab-siKi IiI03pIOBaHI MOOiIUHI
peaxiiii.

Tepmin npuoamnocmi. 3 poku.

YMmoBH 30epiranus.
30epiratu TabJEeTKH y LIIBHO 3aKpUTOMY KOHTelHepi. He morpedye 0co0nmMBUX TeMIepaTypHUX
yMOB 30epiraHHsl.

YnakoBka.
ITo 30 TabneTok y KOHTEWHepi s TaOneTok; mo | KoHTeWHepy Ui TabJIeToK y KopoOmi 3
KapTOHY.

Kareropis Binmycky. 3a peuentom.

3asiBHUK.
JIE€E TABOPATVYAP CEPB’€/
Les Laboratoires Servier.

Micue3HaxoXKeHHS 3aIBHHUKA.
50 pro Kapno, 92284 Cropen cenekc, Opanitist/
50 rue Carnot, 92284 Suresnes cedex, France.

Bupoonuk.
JlaGoparopii CepB’e Ingactpi/
Les Laboratoires Servier Industrie.

Micune3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHSA HOro AislJIbHOCTI.
905 pyt ne Capan, 45520 XKini, @panris/
905 route de Saran, 45520 Gidy, France.

Bupoonuk.
Ceps’e (Ipnannis) lmnactpic Jita/
Servier (Ireland) Industries Ltd.

Micne3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHSA HOro AislJIbHOCTI.
Masninenns, I'opeit Poyn, Apkioy, Ko. Biknoy, Ipnanaist/



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

Bupoonuk.
AH®APM IlignpuemctBo ®apmanesruane AT/
ANPHARM Przedsigbiorstwo Farmaceutyczne S.A.

Micune3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHSA Oro AislJIbHOCTI.
ByJ. AHHOmnon 6b, Bapmasa, 03-236, ITonbma/
ul. Annopol 6B, Warszawa, 03-236, Poland.

st orpumanHs Oyb-sKoi 1HGOpMAaIIii 1010 JTiKapchKoro 3aco0y mpocumo 3Bepratucs 10 TOB
«CepB’e Ykpaina» 3a ten.: (044) 490 3441, dakc: (044) 490 3440.

Jarta octanHboro meperJsiay. 15.12.2022.
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