IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

®OPKCIT'A
(FORXIGA®)

Cknao:
oitoua peyosuna: nanarmiQro3uH;
1 tabnerka, BKpUTa IUIIBKOBOIO OOOJIOHKOIO, MICTHTH 6,15 mr a6o 12,30 mr nanarmidiao3uHy

MPOMaHAIoNy MOHOTIApaTy y nmepepaxyBaHHi Ha ganariidio3us 5 mr ado 10 wmr;
OOMOMIKHI peyqyoBUHU: Uenono3a MIKpoKpucTanivyHa, nakto3a 6e3BogHa, KPOCMOBIAOH, KPEMHilo diokcua,
MarHito cteapart, onagpamn |l >koBTuN.

Jlikapcebka ¢opma. TabneTku, BKpUTI IITIBKOBOIO 000JIOHKOIO.

OcHo8HI Pi3uKO-XIMIUHI 81ACMUBOCTI:

mabaemku no 5 Mme: OBTI KPYIJi IBOOMYKJ TaOJETKH, BKPHUTI IUTIBKOBOIO OOOJIOHKOIO, 3
rpaBipyBaHHsIM 5 Ha ogHOMY Oorii Ta 1427 Ha iHIIOMY 60111,

mabaemku no 10 me: XOBTI JBOOMYKJII TaOJETKH POMOOBUAHOI (OpPMH, BKPHUTI IIIIBKOBOIO
000110HKO¥0, 3 TpaBipyBaHHsIM 10 Ha omHOMY Oor11i Ta 1428 Ha iHIIOMY OOIIi.

dapmakoTepaneBTHYHA rpyna. 3acobu, 10 3aCTOCOBYIOTHCS MPH IYKPOBOMY niabeTi, iHTi01ToOpH
HaTpiiizanexxHoro Korpancnoprepa riaoko3u 2 tumy (IH3KTI2). Kog ATX A10BKOI.

Dapmakonoziuni e1acmusocmi.

Dapmaroouramixa.

Mexani3m aii

Hanarmidnosun — BucokonoTyxHuit (Ki: 0,55 HM), cenekTuBHMII Ta 3BOPOTHHUN 1HTIOITOD
HaTpIi3aJeKHOT0 KoTpaHcnoprepa rirokosu 2 tumy (iH3KTI2).

[aribyBannss 1H3KTI2 namarmidio3uHoM 3MeHIIye peabcopOIiro TIIFOKO3H 3 KIIyOOYKOBOTO
¢inpTpaTy B MPOKCHMAIBHOMY BIUIUII HHPKOBUX KAaHAJBIIB 3 OJHOYACHUM 3MEHIICHHAM
peabcopOitii HAaTpito, MO0 MPU3BOIUTH 0 BUBEICHHS TJIIOKO3H 13 CEUCH0 Ta OCMOTHYHOTO Alype3y.
TakuMm umHOM, Aamarmiduio3uH 30UIBIIYE JOCTaBKY HATPIIO 0 JUCTATLHUX KaHAJBIIB, IO, 5K
BBa)KaIOTh, 30UTBIITYE TyOyJIOTTIOMEPYISAPHUI 3BOPOTHUH 3B’ SI30K 1 3HIKYE
BHYTPIIIHBOTIIOMEPYJISIpHUN THCK. Lle B MO€IHAHHI 3 OCMOTHYHUM J1ype30M CIpHsE€ 3MEHIICHHIO
MepeBaHTAKEHb 00 €MOM, 3HIDKCHHIO apTepialbHOTO THUCKY Ta TepeAHaBaHTaXEHHSI 1
MOCTHABAaHTAXEHHS, 110 MOXXE IMO3UTHBHO BIUIMBATH Ha PEMOJENIOBaHHA cepusd. [Hmn edexru
BKIIIOYAIOTh 30UTBIICHHS TEMaTOKPUTY Ta 3HIDKEHHS Macu Tina. KopucTh 3acTocyBaHHS
nanariiIo3uHy A7 Ceplis He 3aJeKUTh BUKIIOUHO Bil €peKTy 3HMKEHHS PiBHS TIIOKO3U B KPOBI
Ta He OOMEXKYEThCS JIMIIE TAllIEHTAMH 3 I[yKPOBUM Jia0eToM, sIK OyJIO JOBEACHO B JOCIIIHKCHHI
DAPA-HF.

Janarmi¢uo3ud MOJinmIye piBHI TIIOKO3W HATIIE Ta TMICAS NpUMOMy DKi B IUIa3Mmi KpoBi 3a
JIOTIOMOT 010 3MEHIICHHS peabcopO1Iii IITI0KO3U B HUPKAX, 110 MPU3BOIUTH /IO BUBEICHHS IIIOKO3H 13
cevero. lle BuBemEeHHS TIOKO3HW (TVIFOKYPETHYHHM €(EeKT) CIOCTEepIracThCsl MICHS MEepHIoi 103U
JTIKapChKOTO 3aco0y, TpHBa€ NPOTIAroM 24-TOAWHHOTO IHTEpBAlLy J03yBaHHSA Ta 30epiraerbcs
pOTSTroM JIiKyBaHHs. KibKiCTh TIIIOKO3W, BUBEACHOI HUPKAMH 32 JOMOMOTOIO IIhOTO MEXaHi3MYy,
3aNIeXKHUTh BiJl KOHIEHTpAlii TTIOKO3H B KPOBI Ta MOKa3HUKA IIBHJKOCTI KIyOOYKOBOi (imbTpartii
(ILIK®). Takum 4yMHOM, y TAII€HTIB 13 HOPMAJIBHUM PiBHEM TIIIOKO3W B KPOBIi Jamariiao3uH Mae
HU3bKY 3[aTHICTh BUKJIMKATH TinoriikemMiro. Jlanarnino3un He mopyirye HopMalibHe MPOIyKyBaHHS
€H/IOTCHHOI TJIFOKO3H Y BIAMOBIIL HA Timorimikemiro. Jlamarmiduio3nH aie He3aIeKHO B CEKpelii Ta
Ji1 1HCYIHY. Y KIIHIYHUX JOCTIDKEHHSAX Aanariiio3uHy CIOCTepiranocs MOJIMIIEHHsS (YHKII
oeta-xmiTuH (Oera-kimitnan HOMA) npu o1iHIl MO/ieli ToMeocTasy.

H3KTI2 cenekTHBHO eKCIPECyOThCs B HUpKax. Jlamarmiio3nH He MPUTHIYYE 1HII TEPEHOCHUKU
TJIIOKO3H, IO € BaKJIMBHUM ISl TPAHCIIOPTYBAHHS TJIIOKO3M B nepudepuyHi TKaHuHU, Ta y > 1400
pa3iB € 6inbi cenektuBHUM BigHOocHO H3KTI 2 nmopiBHsino 3 H3KTI'1, ronoBHOro nepeHocHUKa B
KHIICYHUKY, 110 BiAMOBiIa€ 32 aOCOPOIIII0 TIFOKO3H.



dapmakoauHaMiyHi eheKkTu

VY 310pOBHX yYaCHHKIB JOCIIHKEHHS Ta MAII€HTIB 3 I[yKPOBUM J11a0€TOM 2 TUILY ITiCJIs 3aCTOCYBAaHHS
nanariido3uHy criocTepiraiocs 30UTbIIEHHS KUTBKOCTI TIFOKO3H, BUBEACHOI 13 ceuero. [Ipubnuzno
70 T rroko3u Ha 100y BHBOIMIIOCH 13 cedero (1o Bimosigae 280 kkan/mo0y) Mpu 3acTOCYBaHHI
nanarmidiao3uny B 1031 10 Mr Ha 100y marieHTam 3 IyKpOBUM AiabeToM 2 TUIly POTAToM 12 THKHIB.
VY marmieHTiB i3 MyKpOBUM AiabeToM 2 THITy, SIKi OTpUMYBainHM Aanariidio3uH y ao3i 10 mr/moly
MPOTATrOM MEPioAy 10 2 POKIB, CIIOCTEPIraJIMCs O3HAKU TPUBAJIOT €KCKpPELii ITTIOKO3H.

Taka exckperisi IJIIOKO3M 13 Ce4ero NMpHU 3acCTOCYBaHHI Janariipio3uHy TakoX MPU3BOAUTH 0
OCMOTHYHOTO Jiype3y Ta 30UIbIIeHHS 00’€My ceul y MaIi€HTIB 3 I[yKPOBUM Jia0eToM 2 TUMYy.
301uIbIIEHHS] 00’ €My cedl y MAalll€HTIB 3 IyKPOBUM Jl1a0€TOM 2 TUIY Jocsirae mpubau3Ho 375 mi Ha
no0y. 30unbiIeHHsT 00’eMy cedl Oyino acoliifioBaHe i3 HE3HAYHUM 1 THUMYACOBUM 30UIbIICHHAM
eKCKpellii HaTpiro i3 ceuero, M0 He CYNPOBOKYBAIOCS 3MiHAMH KOHIICHTPAIIIl HATPIIO Y CHPOBATIII
KpOBI.

Exckpenist ce40BO1 KUCIIOTH i3 CEYEI0 TaKOXK TUMYACOBO Oyia migBuineHa (mpoTsrom 3—7 AHIB) i
CYIIPOBOJIKYBajacs CTINKMM 3MEHILIEHHSIM KOHLIEHTpAIlil Ce40BOi KUCIIOTH B cUpoBaTLi KpoBi. Ha 24
THKHI 3MCHIIICHHST KOHIICHTpAIil CEY0BOi KMCIIOTH B CUPOBATIII KPOBi BapitoBaiio Bix —48,3 mo —18,3
MKMOJTb/JT (Bix —0,87 mo —0,33 mr/mn).

Kniniyna eeKTHBHICTS i Oe3meka

yxpoBuii giabet 2 tumy

S TOJIMIICHHS! TIIKEMIYHOTO KOHTPOJIIO, TaK 1 3HMKCHHSI CEPIICBO-CYIMHHOT 3aXBOPIOBAHOCTI Ta
CMEPTHOCTI € HEB1J]'EMHOIO YaCTUHOIO JIIKYBaHHSA JiabeTy 2 TUILY.

Byno npoBeeHO YOTHUPHAIIATH MOABIHHUX CIIMUX, PAaHIOMI30BaHUX, KOHTPOJIbOBAHUX KIIIHIYHUX
JOCIIJDKEHb 3a ydacTio 7056 malieHTIB 13 IYKPOBHM [ia0e€TOM 2-TO THIy 3 METOK OIlIHKH
TJIIKeMIYHOT e(eKTUBHOCTI Ta Oe3meKku Jikapchkoro 3acody dopkcira; 4737 mamieHTIB y LUX
JOCJIIJDKEHHAX OTPUMYBAIM JIIKYBaHHS JanariiduioswHoM. Y JBaHAAISTH JOCTIIHKCHHSIX TEepPioj
JTIKYBaHHSI CTAaHOBUB 24 TWXHI, Y 8 JOBrOCTPOKOBUX MPOJOBKEHHIX — BiJ 24 10 80 TwxkHIB (10
3arajibHO1 TPUBAJIOCTI mociipkeHHs 104 TwxkHi), B OJHOMY JOCTIHKEHHI mepio JikyBaHHs OyB 28
THKHIB, a M€ B OJHOMY JIOCIIUKCHHI TpPUBANICTh JIKyBaHHS [OpIBHIOBANA 52 THXHS 3
JIOBIOCTPOKOBUM IPOJIOBKEHHSAM TpUBaTICTIO 52 1 104 TrokHI (3arajibHa TPUBAJIICTh JOCIIKEHHS —
208 TwxkHIB). CepeHs TpUBATICTh 3aXBOPIOBAHHS YUYAaCHHUKIB Ha IIyKpoBuUii AiabeT ctanoBmia Bix 1,4
1o 16,9 poky. ¥ 50 % cnoctepiraiocs jgerke nopyueHnsas ¢yHkKiii HUpok, a B 11 % — nopymieHHs
¢yHKIii HUPOK cepeaHboro crymnensa. 51 % yJacHUKIB CTAaHOBMJIM YOJIOBIKH, 84 % Hamexaiu 10
€BporieoiTHo1 pacH, 8 % — 1o MoHToI0iMHO1, 4 % — 10 HerpoinHoi 1 4 % — 10 1HIIKX PacOBUX TPYIIL.
81 % yuacHMKIB MaJil 1HJEKC

macu Ttinma (IMT) > 27. Kpim 1nporo, mpoBemeHO 1Ba |2-THKHEBI IUIae00-KOHTPOIHOBAHI
JOCTIPKeHHSI 32 Y4YacTIO MAIli€HTIB 3 HEJOCTAaTHIM KOHTPOJEM IIyKpOBOTO Jiabery 2-TO THUIly Ta
apTepiaJbHOIO TIMEPTEH3IENO.

Byno mpoBeneHo kimiHiuHE AOCHIIKEHHS 3 OIHKU cepueBo-cynuHHux noxaiii (DECLARE) 3
nanariaidio3uHOM y Ao3yBaHHI 10 Mr y mopiBHsSHHI 3 Imane6o 3a ydactio 17160 marmieHTiB 3
IyKPOBUM Jia0eToM 2 TUIMy 3 a00 0e3 BCTAaHOBIEHUX CEPIEBO-CYAMHHUX 3aXBOPIOBaHb I OLIHKH
BIUIMBY Ha CEPLIEBO-CYIMHHI MMOJIi Ta 1moii moB’s3aHi 3 HUPKaMHU.

[nikeMiYHUN KOHTPOJIb

Monomepanis

[MoxsiitHe crmine, muane60-KOHTPOILOBAHE OCIHIMKCHHS TPUBATICTIO 24 TWXKHI (3 JTOAATKOBHM
MeP10I0M TIPOJIOBKEHHS) MPOBOIUIIOCS 3 METOIO OIIHKK OE3MeKH Ta €PEKTHUBHOCTI MOHOTEparii
JiKapchKUM 3acobom Dopkcira y namieHTiB 3 HEJOCTaTHIM KOHTPOJIEM IYKPOBOTO JiabeTy 2 THITy.
[Ipuitom mganarmiduiosuny 1 pa3 Ha 700y 3yMOBUB ctatucTudHO 3Hauytie (p < 0,0001) 3HMWKEHHS
piBus HbAlc nopiBHsiHO 3 mane6o (Tabmmus 1).

VY mepioxai npoaoBxkeHHs 3HWKEHHS piBHSI HbAlc 30epiramocs no twkas 102 BKIIOYHO (cepemHs
3MiHa BiJl BUXiHOTO piBHA 3 nonpaskoio —0,61 % 1 -0,17 % ans ganarnigiaosuny 10 mr i miane6o
BI/IMIOB1/THO).




Tabnuya 1. Pesynomamu uepe3 24 muocni (IIBJOC?) nnaye60-koHmponb08ano20 00CNiONCEHHs.
3aCmMocy8ants 0anaziiQro3uny Kk MOHOmepanii

Monomepanis
Jlanaenighnozun Inayebo
10 me

N 70 75

HbA1c (%)

Buxionuii pieens (cepeoniti) 8,01 7,79
3MiHa BiJl BUXIJTHOTO PiBHS" -0,89 -0,23
PizHuis mopiBHsAHO 3 mane6o® -0,66"

(95% 1) (-0,96; -0,36)

Tayienmu (%), y akux 0ocsacHymo:

HbAlc (%) < 7%

BigkopuroBaHo i BUXiTHOTO PiBHS 50,88 31,6

Maca mina (xe)

Buxigauii piBeHb (cepeaHiii) 94,13 88,77
3MiHa BiJl BUXITHOTO PiBHS® -3,16 -2,19
Pi3Hu1s nopiBHAHO 3 miane6o® -0,97
(95% A1) (-2,20; 0,25)
@ TIBAOC - mnepeHeceHHS BIepea MOaHUX OCTAHHBOTO CIIOCTEPEKEHHA (mepea JiKyBaHHSAM

MPOJIIKOBAaHUX TAIIIEHTIB).

® Vci panpoMizoBaHi MamieHTH, sKi OTpHMaad IpHHAKMHI OXHY 103y JiKapchbKoro 3aco0y,
JIOCJTIJDKYBAHOTO Y KOPOTKOTPHUBAJIOMY TOABIHHOMY CIIIIIOMY TEPi0/Ii JOCIIKEHHSI.

® Cepe/iHe 32 METOJIOM HAIMEHIINX KBAAPaTiB CKOPUTOBAHE HA MOYATKOBE 3HAUCHHSI.

“p-3nauenns < 0,0001 y mopiBHAHHI i3 M1a11€60.

§ He ominroBazocs OO CTATHCTHYHOI 3HAYYIMIOCTI B pe3ysibTaTi MOCITIJOBHOI IIpOILEXypH
TECTYBaHHS JUIsl BTOPUHHUX KiHI[EBHX TOYOK.

Jlooamxosa kombiHo8ana mepanis

Y xomi 52-TH)KHEBOTO aKTUBHO-KOHTPOJBOBAHOTO JOCTIIDKCHHS 3 JOBEICHHS HE HIKYOI
e(EeKTUBHOCTI JTOCIIIXKYBaHOTO JIIKapchKoro 3aco0y (3 mepiofamu mpojoBkeHHs 52 1 104 TrxHi)
It JTiKkapchkoro 3aco0y dopkcira OIIHIOBAIW TMPH T0JaBaHHI 10 MeT(OpPMIHY MOPIBHSHO i3
CyIb(OHIICEYOBUHOIO (TIIMI3KA) IPH 101aBaHHI 10 METPOPMIHY Y HALlI€HTIB 3 HEJJOCTATHIM
rinikemiyHuM KoHTposieM (HbAlc > 6,5 % 1 < 10 %). Pesynbratu cBiquuinu npo noaiOHe cepeqHe
sumxkeHHs HbAlc Big BuximHoro piBHS uepe3 52 TIKHI Yy TOpPIBHSAHHI 3 TIIMI3UIOM, IIO
MPOJICMOHCTPYBAJIO HE HWX4YY €(EKTHUBHICTH TOCHIKYBAHOTO JiKapchkoro 3acoly. Uepes 104
THKHI BigkopuroBana cepeans 3miHa HbAlc Bim BuxigHoro piBHs ckiamana —0,32 % s
nanariidiosuny 1-0,14 % mst rmimizuay. Yepes 208 TrkHIB BiikopuroBaHa cepeans 3mina HbAlc
BiJ BUXiAHOTO piBHSA ckiagana —0,10 % mna ganarmigaosuny i 0,20 % mns rainizuay. Yepes 52, 104
1 208 TIKHIB Y 3HAUHO MEHILIO] YaCTKHM MAalll€HTIB y TpyMi JiKyBaHHs nanariidmaosunom (3,5 %, 4,3
% 15,0 % BiANOBIAHO) CHIOCTEpiraBcs NpUHANMHI OJUH €Mi30/]] TIOIIKeMii y TOPiBHSHHI 3 TPYIOIO,
ska oTpumyBana riimizua (40,8 %, 47,0 % 1 50,0 % BignoBigHO). YacTka mMami€eHTiB, sKi
MIPOAOBXKYBAIM OpaTH y4yacTh y nociikeHHi Ha MoMeHT 104 1 208 TuxkHiB, ckianana 56,2 % i 39,7
% nuia rpynu JgikyBaHHs AanariiguoznnoMm i 50,0 % ta 34,6 % 11s rpyIiu JTIKyBaHHS TTIMI3UA0M.
Hanarniao3uH  sIK  JOMOBHEHHS 10  MeT(opMiHy, ThiMenmipuay, MeThopMiHy  Ta
CyJb(OHIICEYOBUHHU, CUTATTINTUHY (3 MeTdopMiHOM abo 6e3) abo 1HCYJIHY 3yMOBHB CTaTUCTUYHO
3Hauymie 3MeHmeHHss HbAlc uepes 24 twxHi y nopiBHsAHHI 3 mane6o (p < 0,0001).

3menmenas HbAlc, sike croctepiramocs Ha 24 THXKHI, 30epiraigocst y AOCTIIKEHHAX 01aTKOBOT
KOMOiHOBaHOI Tepamii (TmiMemnipua Ta iHCYdiH) A0 48 TwkHIB (Tiaimernipun) ta 10 104 TwkHIB
(iacymin). Yepes 48 TwxHIB mpu J0maBaHHI 10 CHUTArminTuHy (3 MerdopmiHoM abo 06e3)
BIJIKOpPUTOBaHa CepeaHs 3MiHa BiJl BUXITHOTO PiBHA Ui Aanariiio3uny y no3i 10 mr i miamne6o
ckiangana —0,30 % ta 0,38 % BignoBigHO. Y AOCHIIKEHHI 13 T0AaBaHHAM METHOPMIHY 3MEHIIICHHS
HbA 1c 36epiranocs uepe3 102 TixHi (BiAKOpUroBaHa cepeans 3MiHa BiJ BuxigHoro piBas —0,78 %
ta 0,02 % nns nikapebkoro 3aco0y y a031 10 mr ta mmane6o BianoBigHo). Yepe3 104 TwxH1 mpu
3aCTOCYBaHHI 1HCYNIHY (3 JOJAaTKOBUM 3aCTOCYBaHHSM IEPOPATBHHUX I[YKPO3HIKYBAIBHUX



JiKapchKUX 3ac00iB a60 0€3) BiAKOPUTOBaHA cepeiHs 3MiHa BiJl BUXiTHOTO piBHS 3MeHIIeHHs HbAlc
cranoBuia —0,71 % ta —0,06 % nns ganarnidao3uny y no31 10 mr ta miane6o BiamnosigHo. Yepes 48
ta 104 TI>KHI 1032 IHCYIIHY 3aluIIanacs cTabiIbHO0 y MOPIBHIHHI 3 BUX1HUM PiBHEM Y TAIlI€HTIB,
SKi OTpUMyBaJId HanariiduiosuH y 1031 10 mr, i ctaHoBWIa y cepeaaboMy 76 MO/mo0y. ¥V rpymi
ianebo cepenne 30inbiIeHHs 1034 cTaHoBuio 10,5 MO/no0y i1 18,3 MO/no0y BiJ BUX1THOTO PiBHA
(cepenns mo3a cranopmia 84 ta 92 MO/no0y) yepes 48 i 104 TwxkHi BiamoBigHO. YacTka MamieHTiB,
K1 IPOJIOBXKYBAJIN Y4acTh y AOCHIKeHH] yepe3 104 TwxHi, ctaHoBUIA 72,4 % y rpymi JIIKyBaHHS
nanarmidio3uaoM y 1031 10 mr i1 54,8 % y rpymi miane6o.

3acmocysannsa kombinayii 3 memgopminom pariuie HeNiKO8aAHUM XEOPUM

3aranoM, 1 236 paniiie HENIKOBAHUX XBOPUX 3 HEJAOCTAaTHHO KOHTPOJBOBAHUM AlabeToM 2 THUILY
(HbAlc>7,5 % 1< 12 %) Opanu yyacTb y ABOX JOCIIJKEHHAX 3 aKTUBHUM KOHTPOJIEM, 1110 TPUBAJIO
24 TwKHI, U OLIHKY €eKTUBHOCTI Ta Oe3rneku nanariiduo3uny (5 mr a6o 10 mr) y koMOiHamii 3
MeT(HOPMIHOM JIJIsl paHillle HENIKOBAHMX MAIi€HTIB MOPIBHAHO 3 TEpami€ld MOHOKOMIIOHEHTHUMHU
JTIKapChKUMU 3aC00aMHU.

JlikyBanHs namnariidiao3uHoMm y 1031 10 mr y komb6inamii 3 metrgopminom (1o 2000 mr Ha 100y)
3a0be3nedmiio  3HayHe  mokpamanHs ~ HbAlc  mopiBHSHO 3 JIKyBaHHSIM  OKPEMHMH
MOHOKOMITOHEHTHUMH JIiKapchKuMu 3acobamu (Tabnuiis 2) 1 CopuyuHIIO O1TbIe 3HUKCHHS PIBHA
rmoko3n B tuasMi  kpoBi  Hatmie (I'TIH) (y mopiBHSHHI 3 JIIKYBaHHSIM OKPEMHMH
MOHOKOMITOHEHTHUMH JTIKapChKUMU 3ac00aMi) Ta Macu Tina (y MOpiBHSAHHI 3 MET(HOPMIHOM).

Tabauys 2: Pesynomamu na mudxcui 24 (IIB/JOCY) 6 akmuHO-KOHMPONIbOBAHOMY OO0CIIOHCEHHI
KOMOIHOBAHOT mepanii 0anaziighio3unom i Mem@opmMiHoM y paHiule HeliKO8AHUX NAYIEHMIB

Hanaenigpnosun Hanaenigpnosun 10 me  Memepopmin
10 me
+
Tapamemp Memaepopmin
N b 211° 219° 208°
HbAlc (%)
[TouaTkoBO (cepenHe) 9,10 9,03 9,03
3MiHa BiJ [1I04YaTKOBOro® -1,98 -1,45 -1,44
Pi3nu1s mopiBHSAHO 3
nanariaiao3uHOM® -0,53*
(95% 1) (0,74, -0,32)
PizHuIs IOPIBHSHO 3
mMeThopmiHoM® -0,54* -0,01
(95% JI) (0,75, -0,33) (0,22, 0,20)

IBAOC — nepeHeceHHs BIEPe] TaHUX OCTAHHBOTO CIIOCTEPEKECHHS.

b Bci panmomizoBaHi narieHTH, AKi OTpEMAITH IPHHANMHI OHY 103y JKapchKOTO 3ac00y MOBIHHOTO
CIIMOTO AOCTIIXKEHHS il 4aC KOPOTKOYACHOTO MOABIMHOTO CITIMOro Nepiofy.

¢ CepeHe 3a METOJIOM HaMMEHIIIMX KBAJAPATiB CKOPUTOBAHE HA TIOYATKOBE 3HAUCHHSL.

* p-3nauenns < 0,0001.

Kombinoeana mepanis 3 ekcenamuoom nporoH208aHO20 BUBITLHEHHS]

VY 28-TnKHEBOMY IMOJBIHHOMY CIIIIOMY AaKTHBHO-KOHTPOJIbOBAHOMY JIOCIIKEHHI KOMOiHaLis
nanariaidao3uHy Ta eKCEHAaTHIy IPOJOHTOBAHOTO BHBiIbHEHHs (aroHict penentopa [TII-1)
MOpIBHIOBANACAd 3 JIKYBaHHSAM Janariiuio3MHOM OKpeMO 1 EKCEHATHUAOM IPOJOHI'OBAHOTO
BUBIJIbHEHHSI OKPEMO Y TAIli€HTIB 3 HEAOCTATHHO KOHTPOJILOBAHMM Jia0eTOM Ha MOHOTEeparii
Metpopminom (HbAlc > 8 % 1 <12%). ¥V Bcix rpymnax JikyBaHHS 3MeHIIMBCS piBeHb HbAlc
MOpiBHSAHO 3 oyaTkoBuM. KombiHoBana Tepamis manarmidao3nHoMm y 1031 10 Mr Ta ekceHaTHaoM
IIPOJIOHTOBAHOTO BUBLIbHEHHS 3yMOBUWJIA 3HAYHE 3HWKeHHs piBHS HbAlc nopiBHSIHO 3 moyaTKOBUM
MOKA3HUKOM Yy TOPIBHSHHI 3 JIIKYBaHHSIM Janariiplo3MHOM Ta €KCEHATHIOM IIPOJIOHTOBAHOTO
BUBLUIEHEHHS OKpeMo (Tabnuiis 3).

Tabnuys 3. Pezynomamu 001020 28-mMudicHes020 00CHIONHCEHHS 0anaiighio3uny ma exceHamuoy
NPOJIOH20BAHO20 BUBLIbHEHHS ) NOPIBHAHHI 3 NIKYBAHHAM 0aNa2nighiI03UHOM OKPeMO i eKCeHamuoom



NPOJIOH20BAHO20  BUBIILHEHH OKpeMo 'y KoMOinayii 3 Mmemghopminom (CyKynuicms  6Cix
PAHOOMI308AHUX NAYIEHMIB 32I0HO 3 NPUSHAYEHUM NIKY8AHHIM,)

Janaenichnozun  Jlanaenichnozun Excenamuo
10 me 1 p/o 10 me 1 p/o NPOJIOH208AHO20
+ + BUGIIbHEHHS
Excenamuo Inayebo 1 p/m 2 me 1 p/m

Iapamemp NPOJIOH208AHO20 +
BUBLIbHEHHS 2 M2 Inayebo 1 p/o
1 p/m

N 228 230 227

HbAlc (%)

[TouatkoBo (cepenHe) 9,29 9,25 9,26

3MiHa Big moyatkosoro® —1,98 -1,39 -1,60

CepenHst pi3HULS 3MIHH

ngw HouaTkooro MK _0,50* _0,38%*

e (0,84, -0,34) (0,63, -0,13)

OKPEMUMH JIIKapCHKHUMHU

3acobamu (95 % /JII)

Hayienmu (%), wo

docsienu HbAle <7 % a1 19.1 26,9

Maca mina (ke)

[TouatkoBo (cepenHe) 92,13 90,87 89,12

3MmiHa Big mouarkoBoro? —3,55 2,22 -1,56

CepenHst pi3HULS 3MIHH

BIJT ITOYATKOBOT'O MIX

KOMOIHAIII€FO 1

OKPEMHUMH JIIKAPCHKUMU -1,33* -2,00*

3acobamu (95 % JI) (-2,12,-0,55) (2,79, -1,20)

1 p/n = onuH pa3 Ha 100y. 1 p/T = onuH pa3 Ha TWXKAEHb. N = KUIbKICTh marieHTiB. [l = noBipuuit

iHTEepBa

4CepeniHe 3a METOIOM HaWMEHIIHMX KBaJpaTiB CKOPUTOBAaHE Ha MMOYATKOBE 3HAYCHHS 1 PI3HHUII MiX
rpynaMu JIIKyBaHHS Y 3MiHI BiJ] IOYaTKOBUX 3HAYEHb HA THXKHI 28 MOJETIOIOTHCS 3a JTOTIOMOTOI0
3MiIIaHO1 MOJIENI 3 TOBTOPIOBAaHUMY BUMIPIOBAHHSMH, BKJIIOYAIOUH JIIKYBaHHS, PET10H, TOYaTKOBHUI
piBenr HbAlc (< 9,0 % a6o > 9,0 %), TwxaeHb 1 MOTH)XKHEBE JIIKyBaHHS K (ikcoBaHi (akTopH i
MOYaTKOBE 3HAYCHHS SIK KOBapiaTy.

*p <0,001.

**p<0,01.

p-3HaYEHHS — BC1 CKOPUTOBAHI p-3HAYEHHS I MHOXHHHOCTI.

AHaJi31 BUKJIIOYAIOTh BUMIPIOBAHHS MMICIIS TEPAMii MOPATYHKY 1 MICIs JOCTPOKOBOTO MPUITMHEHHS
3aCTOCYBaHHSA JAOCIIKYBAHOTO JIIKAPCHKOTO 3aC00y.

V crenianbHOMY JOCIiKEHH] y TIAIi€HTiB, XBOpUX Ha miader 3 plLIIK® > 45 no <60 mu/xs/1,73 M2,
JikyBaHHS Aanariidio3uHoM mpoaemoHcTpyBano 3uHmwkeHHs ['TIH na 24 twxkni: -1,19 mmons/n
(- 21,46 mr/mn) y nopiBastaHI 3 -0,27 MMoub/J (-4,87 mr/mn) mis twiare6o (p=0,001).

Pisni entoxo3u 6 naazmi kposi namuye

3acrocyBanHs nmamnariidiuo3uHy y mo3i 10 Mr y BUTIsmi MoOHOTeparii ado sK JIOTIOBHEHHS 0
MeT(hopMiHy, TIiMenipuay, MeTGopMiHy Ta CyIb(OHIICEYOBUHU, CUTATNINTUHY (3 METPOPMiHOM
abo 0e3) abo 1HCYJIIHY 3YMOBWJIO CTATHCTHYHO 3HAUYYIIE 3HIMDKECHHS PIBHS TIFOKO3M IUIA3MH KpPOBI
Hatie (Big —1,90 no —1,20 mmons/n [Big —34,2 no —21,7 mr/mn]) nopiBHsiHO 3 mianebo (Bix —0,33 mo



0,21 mmonw/n [Bin —6,0 mo 3,8 mr/mn]). Lleir edekt cmocrepiraBcs y THXKIEHb | JIKyBaHHS 1
30epiraBcst y TOCHIDKSHHSX 3 MMPOIOBKECHHSIM 110 THXKHS 104 BKIIFOUHO.

Komb6inoBana tepamis nanarmidiao3uHoM 10 Mr Ta eKCeHaTHAOM MPOJOHTOBAHOTO BHUBIIHHEHHS
MpHBEJa 0 CYTTEBIIIOTO 3HIKEHHS PIBHS IIIIOKO3M B IIa3Mi Hatmie Ha 28 TmwxkHi: —3,66 MMOIIB/IT
(-65,8 Mr/mn), y nopiBHsHHI —2,73 MMoub/1 (49,2 Mr/m) y pasi 3acTocyBaHHS aanarii(ao3uHy
okpemo (p < 0,001) Ta —2,54 mmoub/n (—45,8 Mr/m) y pasi 3acToCyBaHHS €KCEHATHAY OKpeMo (p <
0,001).

Pisni 2noxosu y naasmi kposi nicist nputiomy ixci

JlikyBanHs gamariidio3uHoM y 1031 10 Mr 10AaTKoBO 10 JIIKYBaHHS TIIMEMIPUIOM CHPUIHMHUIIO
CTaTMCTUYHO 3HAYYIIE 3HMKEHHS PIBHIB IVIFOKO3U B IJIa3Ml KPOBI yepe3 2 rOJMHU Miciis Ipuiomy
ki gepes 24 THKHI 31 30epeKeHHIM UX TMOKa3HUKIB 10 THXKHS 48.

JlixyBanHs namariidao3uHoMm y 1031 10 Mr y BUTIISAII JOMOBHEHHS 0 CUTATINTHHY (3 METHOpMiHOM
a60 6e3) 3yMOBHIIO 3HUKEHHSI PiBHSI TJIIOKO3M Yepe3 2 TOJAWHU MICs npuiioMy ki Ha 24-My THXKHI,
10 30epiranocs 10 THXKHS 48.

Komb6inoBana tepamis nanarmidiao3suHoM 10 Mr Ta eKCeHaTHAOM MPOJOHTOBAHOTO BHUBIIHHEHHS
3yMOBHJIA 3HAYYIIEC 3HIKCHHS PIBHS TIIOKO3HM y 2-TOJMHHOMY MOCTHpaHAiaJbHOMY TecTi Ha 28
THKHI TOPIBHSIHO 3 OKPEMHUMH JIIKapChKUMU 3aCO0aMHU.

Maca mina

Hanarmidnosun y no3i 10 Mr sk gomoBHEHHS A0 MeThOpMiHy, TTMemipuay, MeTPopMiHy Ta
CyIb(OHIICEYOBUHH, CUTATIINTHHY (3 MeTGopMiHOM abo 6e3) abo iHCYyIiHY 3yMOBHB CTATUCTHYHO
3HauyIle 3MEHIIeHHS Macu Tina depe3 24 twkHi (p < 0,0001). Ili edextu 30epiramucs y
JIOBFOCTPOKOBHX JIOCIHIpKeHHIX. Yepes 48 TIKHIB BIAMIHHICTB Bif miane0o y pasi 3aCTOCYBaHHS
nanariido3uHy SIK TOMOBHEHHS 70 CUTAriinTHHY (3 MeTdopmiHoM abo 0e3) craHoBmia —2,22 K.
UYepes 102 TuxHI BIAMIHHICTG Bij I1a1ie00 y pa3i 3aCTOCYBaHHS Janarii(pao3uny K JOMOBHEHHS 10
MeThopmiHy abo 1HCYIiHY cTaHOBMIA —2,14 Ta —2,88 KT BiAMOBITHO.

B akTHBHO-KOHTPOJIBOBAaHOMY JOCIIPKEHHI 3 JOBEICHHS HE HUKYO1 €()EKTUBHOCTI JOCIIIKYBaHOTO
J1KapCchKOTo 3ac00y Aamariidio3uH K JOMTOBHEHHS A0 MeT(HOpMiHYy 3yMOBHUB CTATUCTUYHO 3HAUYIIIE
3MCHIIIEHHS MacH Tijla MOPIBHAHO 3 TimimiduaoMm: —4,65 kr gepe3 52 twxkai (p < 0,0001), mo
30epiranocs yepe3 104 Ta 208 TmxHiB (—5,06 kT Ta —4,38 KT BIAMOBIIHO).

Komb6inamis  gamarmiguosuny 10 Mr Ta  eKCeHaTWQy IPOJIOHTOBAHOTO  BUBLIbHEHHS
MIPOJIEMOHCTPYBaJia CyTTEBIIIE 3HIKEHHS MaCH Tijla y TOPIBHSAHHI 3 TEPaIli€lo KOXKHUM 13 JTIKapChbKUX
3aco01iB okpeMo (Tabmurs 3).

Pesynbrati 24-TH>XKHEBOTO JOCIIIKEHHS 3a yyacTio 182 mali€eHTiB 3 LyKPOBUM /11a0€TOM, B IKOMY
BUKOPHCTOBYBAJIM JIBOCHEPTiIHY PEHTICHIBCHKY aOCOpOIIOMETpi0 Uil OIIHKK CKIAAy Tija,
MOKa3aayu OUIbIIe 3MEHIIEHHS MacH Tija Ta )KUPOBOi MacH Tiia, Hi’K 3MEHIICHHs 0€3)KHUPOBOi MacH
Tila Y4 BTpaATy pIAMHHU, Yy MAll€HTIB B Tpymi JiKyBaHHS nanariidiaosuHoMm y no3i 10 mr 1
MeT(hOpMIHOM TOpPIBHAHO 3 Tpymnor muanebo i Merdopminy. JlikyBaHHS JIKapChKUM 3acO00M
dopkcira Ta MeTHOPMIHOM 3YMOBHJIO YHCEIbHE 3MEHIICHHS BiCIEpPabHOI JKUPOBOI TKAHWHU
MOPIBHSIHO 3 JTIKyBaHHAM IIane6o ta MeTopMiHOM, 32 JAHUMHU CyOOCTIIKEHHS 3 BUKOPUCTAHHSIM
MarHiTHO-pPEe30HaHCHOI ToMorpadii.

Apmepianonuii muck

3riIHO 3 JaHWMU TOTIEPEIHBO 3aIIAHOBAHOTO 00’ €HAHOTO aHami3y 13 1uane60-KOHTPOILOBAHUX
JIOCJIIJDKEHb, JIIKYBaHHS JanariiduiosmHoM y 1031 10 Mr 3yMOBWIO 3MiHY CHCTOJIYHOTO
apTepiajJbHOrO THCKY BiJl BUX1IHOTO PiBHS —3,7 MM PT. CT. Ta JiaCTOJIYHOTO apTEPiajIbHOTO THCKY
—1,8 MM pT. cT. mOpiBHAHO 3 —0,5 MM PT. CT. Ut CUCTONIYHOTO Ta —0,5 MM PT. CT. AJIA J1aCTOJIYHOTO
apTepiaJbHOTo THUCKY Y rpymi miane6o y TixkaeHs 24. [ToniGHe 3HMKEHHS CIIOCTEPIraiocs MPOTAroM
yChOTO TIepioty TpuBaticTio 10 104 THOKHIB.

KombinoBana tepamis nanarmidao3uHoM 10 Mr Ta eKceHaTHIOM IMPOJOHTOBAaHOTO BHBIILHEHHS
MIPU3BEIIA 0 CYyTTEBOTO 3HUKEHHS CUCTOJIIYHOTO THCKY Ha 28 THxkHi (—4,3 MM PT. CT.) y IOPiBHSIHHI
13 3acTocyBaHHIM Janariigo3suny okpemo (—1,8 MM pT. cT., p <0,05) Ta 3aCTOCYBaHHSAM EKCEHATUAY
MPOJIOHTOBAHOTO BUBIJILHEHHS OkpeMo (—1,2 Mmm pT. cT., p < 0,01).

Y naBox 12-TwkHEBHX TUTaNe00-KOHTPOIBOBAHUX JOCHIDKEHHSIX ychoro 1062 mamieHTH 3
HEJIOCTAaTHHO KOHTPOJIbOBAHMM IIYKPOBUM Jia0eToM 2 THIy Ta apTepiaibHOIO TIMEPTEH3IEI0
(He3BakalOYM Ha TMOCTIHHE JIIKYBaHHS 1HTIOITOPOM AaHTiIOTEH3MHIEPETBOPIOIOYOTO (EPMEHTY



(1ATI®) yu 6mokaTopom perenTopiB anriorensuny Il nepmoro tuny (BPA) B omHOMY nocmimkeHH1
ta 1AII® yn BPA 3 nmomaBaHHSM OHOTO AHTUTIMEPTEH3UBHOTO JIIKAPCHKOTO 3ac00y B IHIIOMY
JOCTIPKeHH1) OTPUMYBAJH JIiIKyBaHHA Aanariidio3unom y 1031 10 mr abo mnane6o. o Tixkus 12 y
000X JTOCHIKeHHSIX nanariidao3ud y go3i 10 Mr y xomOiHamii 31 3BUYaiiHUM aHTH11a0CTHIHUM
JiKyBaHHSM 3abe3neunB mMokpamieHHs piBHS HbAlc Ta 3HIKEHHs (3 MOMPaBKOK Ha IUIanedo)
CHCTOJIIYHOTO apTepialbHOTO TUCKY B cepeHboMy Ha 3,1 Ta 4,3 MM pT. CT. BiAMIOBITHO.

VY crnemianbHOMY JOCHIKCHHI Yy TAaIli€HTiB, XBopux Ha miaber, 3 plIK® Bix >45 mo <60
M1/xB/1,73 M*  nikyBaHHS ~Janarmio3MHOM —MPOJEMOHCTPYBANO 3HMMKEHHS CHCTOIIYHOTO
apTeplaibHOTO TUCKY Ha 24 TrxHI: - 4,8 MM. PT. CT. y HOPIBHAHHI 3 I1anedo -1,7 mm. pr. cT. (p<0,05).

I nikemiunuii KOHMPOL Y NAYIEHMIB 3 NOPYUEHHAM DYHKYIL HUPOK CepeOHbo20 CMyNnets (XpOHIYHa
xg6opoba Hupok 3A)(po3paxosana weuokicms kiyoouxkosoi ginempayii (pLLIK®D) 6io > 45 do < 60
ma/xe/1,73m?)

EdextuBHicTh nanarniio3uHy OIIHIOBATU TaKOX OKPEMO y XOJi CHelialbHOTO JOCHTIIKEHHS 32
YUaCTIO MAIEHTIB i3 IyKpoBUM miabetom 3 pIIIK® > 45 mu/xs/1,73M% 10 < 60 mn/xe/1,73 M, sxi
Majgl HEJOCTaTHIM TJIKeMIYHUIl KOHTPOJAb TMpW  3BUYAliHOMY JikyBaHHI. JlikyBaHHA
nanariiI03uHOM TpU3BeIIo 10 3HmkeHHsS HbA l¢ i Macu Tisia mopiBHSHO 3 Tutane6o (Tadmurs 4).

Tabauysa 4. Pesyromamu niaye0o-KOHMpOab08aAHO20 O0CHIONCEHH 0ana2iiQio3uty y nayicHmis 3
yykposum diabemom 3 plIIKD 6id >45 0o <60 ma/xe/1,73m* na 24 muocni

Hanaraigpiozun? Ilnaneoo?

10 mr
N© 159 161
HbA1c (%)
Buxigawuii piBeHs (cepeaHiii) 8,35 8,03
3MiHa Bijl BUXiZHOTO piBHS® -0,37 -0,03
Pi3HUIISI TOPIBHSHO 3 miare60° -0,34*
(95% 1) (-0,53, -0,15)
Maca Tisa (kr)
Buxinnuii piBeHsb (cepeHiii) 92,51 88,30
BiagcorkoBa 3MiHa Bijg -2,02
BUXIJHOTO PiBHS" -3,42
PizHuis y BizcoTkax
MOPIBHSHO 3 TUTane00”® -1,43*
(95% A1) (-2,15, -0,69)

* Merdopmin a6o mMeTdopmiHy rigpoxiopus OyiIu YaCTUHOI 3BHUYAWHOTO JiKyBaHHS y 69,4% 1
64,0% mamieHTiB AJs TPyHH Janariiao3uHy Ta rmianedo, BIAMOBITHO.

® CepeHe 3HAYEHHS 32 METOJIOM HAMEHIINX KBAJPAaTiB, CKOPUTOBAHE HA MOYATKOBE 3HAUEHHS.

® TloximHi BiJ cepeTHhOTO 3HAYEHHS 32 METO0M HaMEHIIINX KBAAPaTiB, CKOPUTOBaHI HA TOYAaTKOBE
3HAYEHHS.

* p<0,001

Tayienmu 3 euxionum pienem HbAlc > 9 %

VY Xol momepenHbO 3alUIAHOBAHOTO aHali3y y MauieHTiB 3 BuXigHUM piBHeM HbAlc > 9,0 %
MoOHoOTeparist aanaraiduo3uHoM y 1031 10 Mr (BiIKOpUTroBaHa cepeHs 3MiHA BiJl BUX1THOTO PiBHS:
-2,04 % Ta 0,19 % npwu 3actocyBanHi mamarmidao3uHy y m03i 10 mr i mianebo BiAMOBIIHO) Ta
3aCTOCYBaHHS Aamarii(io3uHy JOJATKOBO A0 JiKyBaHHS MEeT(GOpPMIHOM (BiAKOPUTOBAHA CEpPEAHS
3MiHa Bijx BuximHoro piBHs: —1,32 % Tta —0,53 % mpu 3acTocyBaHHI Aamariiduio3nHy i TUTane0o
BiJIMOBITHO) MMPU3BOAMIIO 10 CTATUCTUYHO 3HAUYIIOTO 3HIDKEHHS piBHIB HbA 1c Ha THxHI 24.

CeplieBO-CYIMHHI Ta HUPKOBI PE3YILTATH

BB nmamarmiguiosuny  Ha  cepueBo-cyaunHi  monii  (DECLARE) - me  mixkHaponHe,
0araToleHTPOBE, paHAOMI30BaHe, MOABINHE CiNe, Maned0-KOHTPOIbOBaHE KIIIHIUHE TOCT1HKEHHS,
IO TPOBEJICHE U BU3HAYCHHS BIUIMBY Janariidio3uHy y MOPIBHSAHHI 3 I1ane0o Ha cepleBo-




CYIMHHI pe3yibTaTH, PU JO0JaBaHHI A0 MOTOYHOI 0a30Boi Tepamii. Yci MalieHTH Malu IIyKpOBHH
miaber 2 TUmy Ta IHON TIOHAWMEHIIEe JBa JIOJATKOBI (AaKTOPU PHU3UKY CEPICBO-CYIUHHUX
3aXBOpIOBaHb (BIK >55 pokiB A 40JOBIKiB abo > 60 pokiB anst KIHOK 1 ofHe abo Oiiblie 3
TUCITIITIIEMisi, apTepiaJibHa TinepToHii a00 MOTOYHOTO BXKWUBAHHS TIOTIOHY) a00 BCTaHOBICHHUX
CEpLIeBO-CYJUHHHX 3aXBOPIOBAHbD.

Cepen 17160 pangomizoBaHmx mnamieHTiB, 6974 (40,6 %) Manu BHSBIEHI CepIEBO-CYIHHHI
3axBoproBaHHs 1 10186 (59,4 %) He Manu BCTAHOBJIEHOT'O CEPLIEBO-CYIMHHOTO 3aXBOPIOBAHHs. 8582
MaIieHTH Oy paHI0Mi30BaHi 0 Aamariiduiosuny B no3yBaHHi 10 mr i 8578 no mmame6o, 1 32 HUMH
CIOoCTEepiraiau MpoTIroM Meianu B 4,2 poku.

CepenHiil BIK JOCHIKYBAaHOI MOMYJAIii craHOBUB 63,9 poku, 37,4 % Oynu kiHKaMu. 3arajiom
22,4 % wmamu niabet mpoTsaroMm < 5 pokiB, cepeqHs TpuBaicTh niadety Oyna 11,9 pokiB. Cepenne
snauenHs HbAlc 6ymo 8,3 % i cepenHe 3HaYeHHS iHAeKCYy MacH Tina 32,1 kr/m?.

Ha mouatky nocnimkenns 10,0 % mnaiieHTiB Manu B aHamMHe31 ceplieBy HemoctaTHicTh. CepenHe
snauenHs plIK® 6ymo 85,2 mn/xe/1,73 M?, 7,4 % mamientis Mamn pLIK® < 60 m/xs/1,73 M2, i
30,3 % mawieHTiB Majau Mikpo- a00 MakpoaiabOyMiHypito (CHiBBIAHOIIEHHS aabOyMiH/KpEaTHHIH B
ceui [UACR1] > 30 mo <300 mr/r a60 > 300 Mr/r BiAMOBITHO).

binburicts narientis (98 %) BuKopucTOBYBau OAMH a00 Oinblne Aia0eTHYHHUX JIKapChKUX 3ac00iB
Ha TI0YaTKy IOCTiKeHHS, 30KkpeMa merdopmin (82 %), incymin (41 %) i cynab(oHIICEYOBUHY
(43 %).

[TepBuHHUME KOMOIHOBaHMMH KiHIIEBUMH TOYKaMH OyB Yac IO MEPIIOro BUHUKHEHHS OJHOTO 3
TaKUX HACJIJIKIB SIK CEPIIEBO-CYJUHHA CMEPTh, iHPapKTy MioKapaa abo ieMigYHOTo iHCYIbTY (BEJTUKI
HecnpusitnuBi cepueBo-cyannHi noaii (MACE)) 1 wacy mo mepmioi moAii, 10 BKJIIOYae B cebde
TOCHITaJi3aIlil0 4Yepe3 CepueBy HEIOCTaTHICTh ab0 CepleBO-CyIWHHA CMEpTb. BTopuHHHMHU
KIHIIEBUMH TOYKaMu OyJia HUpKOBa KOMOIHOBaHa KiHIIEBa TOYKA Ta CMEPTh uepe3 OyIb-sSKy MPUUUHY.

Benuki HecnpHUSTIUBI CEPLIEBO-CYAUHHI MOiT

Hanarmidgnosun y go3yBanHi 10 M IpOJEMOHCTPYBAB Pe3yJIbTaT HE TipIie TUIanedo Uisl TaKuX
HACTIKIB fK CEpLEeBO-CyAUHHA CMepTh, iH(apKTy Miokapaa abo iMIeMIYHOTO 1HCYJBTY
(omHOCTOpOHHII p < 0,001).

CepiieBa HEIOCTATHICTH 200 CEPIIEBO-CYIMHHA CMEPTh

Hanarmidno3un y posyBaHHi 10 M HpoOAEMOHCTpYBaB IiepeBary B TOpPIBHSAHHI 3 Mmianedbo y
3aro0iraHHi TocmiTanizamii yepe3 cepleBy HeIOCTaTHICTh ab0 cepleBO-CyIMHHY CMepTbh. Pi3HuUIA B
edekTi TiKyBaHHs Oysia 00yMOBJIEHA FOCIITATI3aAIIEI0 YePE3 CePLIEBY HEIOCTATHICTh, HEMAE PI3HUIIL Y
CMEPTi BHACIIIOK CEPIICBO-CYINHHOT CMEPTI.

EdextuBHicTh miKyBaHHS Aanariidio3nHOM HaJ miamnedo crocTepiranacs SK y MaIieHTiB 3, Tak 1 6e3
BCTAHOBJICHOTO CEPIIEBO-CY/IMHHOTO 3aXBOPIOBAHHA, K 3 TaK 1 03 cepleBOi HEJOCTaTHOCTI Ha
MOYaTKOBOMY eTarli, 1 OyJia MOCTiAOBHOIO B Pi3HUX MiArpymHax, 30KpeMa BiK, CTaTh, (GYHKIIII0 HUPOK
(pLLIK®) 1 perion.

[Tepeara nanariido3uny Haj miane6o He 0yino npogemonctposano aist MACE (p = 0,172).
HupkoBy KOMOiHOBaHY KiHIIEBY TOUKY Ta CMEPTh 4epe3 OyAb-sKy NMPUUNHY HE MEePEBipsUIH 5K
YaCTUHY NPOLETYPH MIATBEPAKYBAIBHOIO TECTYBAHHS.

Hedponaris

Hamnarnihao3uH 3HIKYBaB 4acTOTy IMOJIA KOMITOHEHTIB MiJTBEP/PKEHOTO CTIMKOrO 3HMKEHHS
plLLIK®, TepminambHOI CTajisi XPOHIYHOI HHUPKOBOI HEJIOCTATHOCTI, HHUPKOBOI CMEpPTI 1 CMepTi
BHACIIIJIOK CEePIIEBO-CYAMHHOI maTojorii. Pi3Huis Mix rpynamMu Oyia oOyMOBIeHA 3HHKEHHSAM MO
HUPKOBHX KOMITOHEHTIB; crTiiike 3HWxkeHHs pIIK®, TepminanpHa cramis XpoHIYHOT HHPKOBOL
HEIOCTATHOCTI 1 HUPKOBOI CMEPTI.

BigHomeHnHs pu3uKy 10 4Yacy BHHHKHEHHs Hedpomarii (criiike 3HmkeHHs pIIIK®, TepminanpHa
CTaisi XpOHIYHOI HUPKOBOI HEJIOCTATHOCTI 1 HUPKOBOi cMepTi Oymno 0,53 (95 % I 0,43, 0,66) mns
nanarmgo3nHy y TOpIBHSIHHI 3 II1ae6o.



KpiMm Toro, nanarmi¢hao3uH 3MEHILIMB HOBI €Mi30/11 CTIHKO1T anbOyMiHypiil (BIAHOIIEHHS MEX (YHKITIH
pusuky 0,79 [95 % A1 0,72, 0,87]) 1 npu3BiB 10 OiIBIIOI perpecii MakKpoanbOyMiHypiil (BiTHOIICHHS
mex dyHkuii pusuky 1,82 [95 % I 1,51, 2,20]) y nopiBHsHHI 3 miane0o.

Cepyesa neoocmammuicms
JlocipkeHHs 31aTHOCTI anantidiio3nHy 3amodiraTi Heba)kaHUM HACIIIIKaM CepIIeBOT HEAOCTATHOCTI

(DAPA-HF) - me wmixHapoaHe, OaraTolleHTpPOBE, paHIOMi30BaHe, MOJBIHHO ciimne, miamnedo-
KOHTPOJIbOBAaHE JIOCII/DKEHHS, TPOBEIEHE 3a YyJYacTIO TMAI[iEHTIB i3 CEepIEBOI0 HEIOCTATHICTIO
(dpynkmionansHa  kiacudikamis — Hero-Uopkcskoi kapaionoriynoi  acomiamii  [NYHA],

¢dynkmionansaui kiac [[-1V) 3i 3amkeHor0 pakiiero BUkuIy (Ppakiiiss BUKHITY JTIBOTO IITYHOYKA [
OBJIII ] < 40 %). MeToro 1mboro OCHiIKEHHs Oyl0 BH3HAUYECHHS BIUTUBY Jamnariipio3uHy B
MOPIBHSHHI 3 TIane0o Npy oJaBaHHI A0 CTAHAAPTHOTO JIIKYBaHHS HA YacTOTY CMEpPTI BHACIIIOK
CEepILIeBO-CYIUHHOI MATOJOTIi Ta MOTIPIIEHHS CepleBOT HEIOCTATHOCTI.

I3 4744 nauienTiB 2373 ocoOu Oynu paHIOMi30BaHi 10 Tpynu ganariidiao3uHy B qo3yBaHHi 10 mr i
2371 — no rpynum manedo, Meaiana crioctepexeHHs — 18 micsmi. CepeaHiil BiK JOCTIHKYBaHOT
MOMYJIALIT CTAaHOBHUB 66 POKiB, 77 % OyJIM 4OJOBIKAMH.

Ha nouarky nocnimxenns 67,5 % natienTtiB Oynu BigHeceH! 3a mkainoro NYHA no knacy 11, 31,6 %
— go krnacy III ta 0,9 % — no xmacy 1V, cepenus ®BJII cranoBuna 32 %, 56 % Bumaakis
CEepIIeBOI HETOCTATHOCTI Oyiu imemMidauMH, 36 % — HeimemigHuMU T2 8 % — HEB1IOMOT €TiOJIOTIi.
VY koxxHIH rpymi JIikyBaHHA 42 % MaiieHTiB Ml B aHAMHE31 LyKpoBuii Aiabet 2 tumy, 3 % narieHTis
y KOXHIi# rpyni Oynu kitacu(ikoBaHi SK Taki, 0 CTPaXIa0Th Ha IIyKPOBHIA ia0eT 2 TUITy Ha OCHOBI
piBas HbAlc > 6,5% sk npu BKIIOYEHHI, Tak 1 mpu panaomizauii. Ilamientu oTpumyBamu
CTaHJapTHe JiKyBaHHS; 94 % mamienTtiB orpumyBanu JjikyBaHHs 1AII®D, BPA a6o inribitopom
peuienitopa anriorensuny/Henpunizuny (IPAH, 11 %), 96 % — O6era-6nokatopom, 71 % —
aHTaroHiCTOM MiHepanokopTukoinHux peuentopiB (AMKP), 93 % — niyperuxom i 26 % mamu
IMIUTAHTOBAHUY MPUCTPIi.

V nocnimpkenns 6ynm Bkmtodeni mamienty 3 pIIK® > 30 mn/xs/1,73 M? Ha MOYATKY JOCIiKEHHS .
Cepenns plLIK® cranoBuna 66 miu/xs/1,73 M?, 41 % TaIi€eHTiB 3 pIIK® < 60 mn/x8/1,73 M%T1a 15 %
namienti mamu pLIK® < 45 mn/xs/1,73 M2,

Cmepmb yHacniook cepyeso-cyouHHoi namonozii ma noz2ipuieHns cepyesoi HedoCmamnocmi
Janarmidio3uH mepeBeplIyBaB Imianedo o0 MornepeykeHHs IEPBUHHOI KOMOIHOBAHOI KIHIIEBOT
TOYKH CMEpTi BHACIIJIOK CEpIEBO-CYAMHHOI MAaTOJOrii, TOCHiTami3amii 3 NpPUBOAY CEpPLEBOi
HEIOCTAaTHOCTI a00 BiJIBiyBaHHS BiJUIUICHHS HEBIIKIIaTHOT IOTIOMOTH Yepe3 CepLeBY HEIOCTATHICTh
(BP (Bignomenns pusukis) 0,74 [95 % I 0,65, 0,85], p <0,0001). Edexr cnoctepiraBcs paHo Ta
30epiraBcs MPOTATOM YChOTO Yacy JOCTIKEHHS (PUCYHOK 1).

Pucynox 1. Yac 10 nepiioro BUHUKHEHHs BUIMAAKIB CMEPTI BHACIIIJJOK CEPLIEBO-CYIMHHOI MAaTOJIOri,
rocritanizamii 3 MpUBOAY CEpIEBOI HEJOCTATHOCTI ab0 BiABIAYBaHHS BIIJUICHHS HEBiIKIATHOI
JIOTIOMOTHY 4€pe3 CepLeBY HEJOCTATHICTb.
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BinBimyBaHHS BiAIIJICHHS HEBIIKIAAHOI JTOMOMOTH Yepe3 CepleBy HEJOCTATHICTh OyJI0 BU3HAUEHO
K TEpPMiHOBE, HE3aIUIaHOBaHE OOCTEXEHHS JIKapeM, HanpuKiIaa, Yy BUIIUICHHI HEBiIKIAJIHOI
JIOTIOMOTH, Ta ToTpeba B JIIKYBaHHI MPH MOTIPIIEHHI CEPLEBOi HEAOCTATHOCTI (KpiM MPOCTOTO

30UTBIICHHS TPUAOMY TIEPOPATEHUX J1YPETHKIB).

[NamienTH Tpyny pu3UKy — 1€ KUIBKICTh MAIlI€HTIB, K1 MepeOyBaloTh y TPYIi PU3UKY Ha MOYATKY

nepiomy.

VYci Tpy KOMIIOHEHTH EPBUHHOT KOMOIHOBAHOT KIHLIEBOT TOUKH OKPEMO CIIPHSUIN €(PeKTy JTIKyBaHHS
(pucyHoK 2). 3apeecTpoBaHO MaJly KiJIbKICTh BiJIBiTyBaHb BiJIIIIEHHS HEBIIKJIQIHOT JOMTOMOTH Yepe3

CCPUCBY HGI[OCTaTHiCTB.

Pucynox 2. Edextu nikyBaHHA Uid TIEPBHHHOI KOMOIHOBAaHOI KiHIIEBOI TOYKH, ii CKJIAJOBHX 1

CMEpTHOCTI 3 YCiX IPUYHH




XapaKTepucTukm BP (95% A) YYacHMKM 3 nogiamu BP P-3HayeHHA
(4acToTa nogiit) (95% Cl)

BunagKu cmepTi BHACNiAOK cepLeBo- NanarnidnoanH Mnaue6o

CYAVHHOI naToAorii, rocnitanisawii

3 NpMBOAY CepLeBoi HeAOCTaTHOCTI abo (N=2373) (N=2371)

BiABiAyBaHHA BiaAiNeHHA HeBiaknaMot 386 (11,6) 502 (15,6) 0,74 (0,65,0,85) <0,0001

A0MNoMOru yepes cepueBy HeOCTaTHICTb

locniTanisauia yepes cepuesy

HeROCTaTHICT —- 231(6,9)  318(9,8) 0,70(0,59,0.83) <0,0001

BigBigyBaHHA BigAineHHA

. . " 10 (0,3) 23(0,7)  0,43(0,20,0,90) 0,0213
HeBiAKNa4HOT 4ONOMOTM Yepes

cepLeBy HeAOCTaTHICTb

CmepTb BHACNILOK cepL.eBO-CyANHHOI

227(6,5)  273(7,9) 0,82(0,69,0,98) 0,0294
natonoril

CmepTb Yepes byab-AKy NpUYNHY —B— 276 (7,9) 329 (9,5) 0,83 (0,71, 0,97) 0,0217
\ \ \ \
0,5 08 1 1,25 2
Kpawe ganarnibnosuH | Kpawe nnauebo

BinBimyBaHHS BiIIITICHHS HEBIIKIAIHOI TOMOMOTH Yepe3 CeplieBYy HEJOCTATHICTh OyJI0 BU3HAUEHO
K TEpPMIHOBE, He3allJlaHOBaHE OOCTEXKCHHs JIIKapeM, HANpUKIaA, y BIIIUICHHI HEBIJIKIAIHOT
JIOTIOMOTH, Ta MoTpeda B JIKyBaHHI HPHU MOTIPIIEHHI CepleBOi HEAOCTATHOCTI (KpiM MPOCTOro
30UIbIIICHHS IPUHOMY TIEPOPATBHHUX J1yPETUKIB).

KinbKicTh mepmmx mofiil 1yisi OKpeMUX KOMIIOHEHTIB € (PaKTUYHOIO KITBKICTIO MEPIIUX MOMIN Jyist
KOYKHOTO KOMITOHEHTA 1 HE JJOJIA€ThCS JI0 YMCIIa MO Y KOMOIHOBaHIM KIHIIEBIM TOYII.

YacroTa nmofiii mpeacTaBieHa sk BiIHOIIEHHS KUTBKOCTI Y9acHUKIB 3 mofisimMu 10 100 marieHTo-poKiB
CIIOCTEPEIKCHHS.

P-3HAYCHHS 11 OKPEMHUX CKJIAJJOBHUX 1 CMEPTHOCTI 3 YCIX MPUYUH € HOMiHAJIbHUMH.

3acTocyBaHHA Aanariio3WHy TaKOXX 3MEHINWIIO 3arajbHy KUIbKICTh BUMAJKIB rocriTamizamii 3
MPUBOAY CEPIEBOI HEJOCTAaTHOCTI (NMEPBMHHOI Ta TOBTOPHOI) Ta CMEPTI BHACIIJIOK CEPIEBO-
CYIMHHOI MaTOJIOTi{; 3apeecTpoBaHO 567 BUMAJAKIB y TpyMi Janariiduio3uHy B MOPIBHSAHHI 3 742
BUIIaIKaMH B TPy ruiaie6o (Bignomenus pusukis 0,75 [95 % M1 0,65, 0,88]; p = 0,0002).
KopucTs Bix ikyBaHHS Janarii)JI03MHOM CHOCTepirajgach y MaIli€eHTiB 13 CEpPIIEBOI0 HETOCTATHICTIO
JK 13 IYKpOBUM Jia0eToM 2 THIly, Tak 1 0e3 HbhOro. 3aCTOCYBaHHS Janariiduio3uHy 3HM)KYBAJIO
NEPBUHHY KOMOIHOBaHy KiHIIEBY TOYKY YAaCTOTH CMEPTi BHACIIIOK CEPLIEBO-CYIMHHOI MATOJIOTI] Ta
noripiieHHs cepueBoi HenoctatHocTi 13 BP 0,75 (95 % I 0,63, 0,90) y nami€eHTiB 3 LyKPOBHM
niaberom Ta 0,73 (95 % M1 0,60, 0,88) y marieHTiB 6€3 IyKpOBOTO JIia0eTy.

Kopucts Big mikyBaHHs nanariidha03MHOM MOPIBHSHO 3 IIAe00 1010 MEPBUHHOI KIHIIEBOI TOUKH
TaKOX MPOCIIKOBYBalIaCch B IHHIMX KIIOYOBUX MIATrpynax, y T. 4. y MIATpynax i3 CyMyTHIM
JIKYBaHHSIM ceplieBoi HepocTtaTHOCT, (QyHKIT HUpoK (pILIK®), y miarpymax 3a BikoM, CTaTTIO Ta
pErioHOM.

Pesynomamu  nikysanus, — wo  nogi0OMIAIOMbCA  NAYIEHMAMY, —  CUMAIMOMU __cepyesoi
HeQOCmamuocmi




BrnuB namarnido3nHy Ha CHUMITOMH CEPILIEBOi HEJIOCTATHOCTI OI[IHIOBAJIHM 3a 3araJlbHUM OaloM
cumntomiB KaH3aChKOTo ONMUTYBaJIbHUKA JUIS OIIHKHM TMAaIlieHTiB i3 kapaiomionariero (KCCQ-TSS),
SKUI BU3HAYa€ YacTOTy Ta TSDKKICTh CUMITOMIB CEpIEBOI HEAOCTATHOCTI, BKIIOYAIOYH BTOMY,
nepudepruyHi HaOpsKH, 3aUIIKYy Ta opTonHoe. bamm y miamaszoniB Big 0 qo 100, mpu mboMy OUTBII
BHCOKI 0aliu BiAMOBIIal0Th KPAIIOMY CTaHy 3/10pPOB’sl.

JlikyBaHHS Aanarii)I03MHOM Majo CTaTUCTHYHO Ta KIIHIYHO 3HAYYIly IEepeBary y MOpiBHSHHI 3
1ane0o Mpu CUMIITOMAaxX CepIEeBOT HEJOCTATHOCTI, 1110 BU3HAYAIACS 3@ 3MIHOIO BiJl BUX1THOTO PIBHA
Ha 8-my micsii 3a KCCQ-TSS (koedimient nmepesaru 1,18 [95 % JII 1,11, 1,26]; p < 0,0001). ¥
pe3ynbTarax BpaxoBaHO YAcTOTy Ta THKKICTh cuMmnToMiB. llepeBara cmocrtepiramacs sk y
MOKpAIIEHHI CHMIITOMIB CEpIIEBOI HEJOCTATHOCTI, TaK 1 B 3amO0IraHHI MOTIPIICHHIO CUMIITOMIB
CEpILIeBOi HEOCTATHOCTI.

B anaimizax BiAMOBIZEH PECIOHICHTIB YacTKa IMAIIE€HTIB 13 KIIHIYHO 3HAYYIINM TOKpPAIICHHIM 32
KCCQ-TSS uepe3 8 micsiiiB Bi BUX1IHOTO piBHA, BA3HAYCHHUM SIK 5 OaitiB abo OibIiie, Oyia BULIO0
B TPYIIi Janariiguio3uHy MOPiBHIHO 3 TPYMOIo miane6o. KinbKicTh mamieHTiB i3 KIHIYHO 3HAYY MM
MOTIPIICHHAM, BH3HauYe€HUM sK 5 OamiB abo Oinpiie, Oyna MEHIIOK B Tpymi Aanariidio3uHy
MOPIBHSIHO 3 Tpynoro 1wiane6o. [lepesary, 1Mo crocTepiraauchk MpH 3aCTOCYBaHHI Janarii(io3uny,
30epiramucs mpU BUKOPUCTAHHI OLNBII KOHCEPBATHMBHMX TIPAHUYHUX TMOKA3HHKIB IS OLIBLINX
KIIIHIYHO 3HAYYIIUX 3MiH (Ta0ymIs 5).

Tabauys 5. Kinvxicmo i i0comroge cnig8iOHOUIeHHS NAYIEHMIB i3 KNTHIYHO 3HAUYWUM NOKDAUJEHHAM
i nocipuennam uepes 8 micsayie 3a KCCO-TSS
Janaraidpaosun  Ilnanedo

3MmiHa BUXiTHOI OiHKH

yepes 8 micsuis 10 mr n®= 2062
n?= 2086
Ilokpawenns n (%) n (%) Binnomennsi pu3ukiB® p-
nokpaumeHus® nokpamenns® (95 % M) 3HAYeHHS'
> 5 Ganis 933 (447) 794 (385) 1,14 0,0002
(1,06, 1,22)
> 10 Gazis 689 (33.0) 579 (28.1) 1,13 0,0018
(1,05, 1,22)
> 15 Gazis 474 (227) 406 (19,7) 1,10 0,0300
(1,01, 1,19)
IHozipwenns n (%) n (%) Binnomenns pu3ukis® p-
noripmenns® mnoripmenns® (95 % AI) 3HaYeHHs'
> 5 Ganis 537 (257) 693 (33,6) 0,84 <0,0001
(0,78, 0,89)
> 10 Ganis 395(18,9) 506 (24,5) 0,85 <0,0001
(0,79, 0,92)

®KinbkicTh mamieHTiB, ki croctepiranucs 3 KCCO-TSS abo momepiin 10 3aBEpIICHHS 8 MICSIIIB.
PKinpKicTh MaIi€HTIB, y SKUX CIOCTEpirazocs IMOKpalleHHs NpuHaiiMHi Ha 5, 10 abo 15 Gamis y
MOPIBHSHHI 3 BUXiTHUM piBHeM. [lalieHTH, SIKi TOMEPIIH 10 BU3HAYEHOTO Yacy BBAKAIOTHCS TAKUMH,
B SIKUX MOKPAIIEHHS HE CIOCTEePIraaoch.

¢ JIyist MOKpAICHHS BiJHOIICHHS PH3KKIB > | 3 mepeBaror Ha KOPHUCTh Aanartido3udy 10 mr.
YKinpKicTh Mali€HTIB, Yy AKHX CIOCTepiranocs IOTipIIeHHs NpuHAliMHI Ha S5 abo 10 GamiB y
MOPIBHSHHI 3 BHUXiAHUM piBHeM. [lamieHTH, siKi mMOMepiM 10 BH3HAUYEHOIO 4acy, , BBAXKAIOTHCS
TaKUMHU, B IKHX CITIOCTEPIrajgocs MOTIpIICHHS.

¢ Jlyist mOTipIIeHHsT BiHOLICHHS PU3HUKiB < | 3 mepeBaroro Ha KOpUCTh aanarmidiosuny 10 mr.
"0-3HaueHHS HOMiHATBHI.

Hegponamisn

Croctepiraiocsi He0araro MmoAiii HUPKOBOI KOMOIHOBAHOI KiHIIEBOT TOYKH (IIATBEPIKECHE CTilKe
3HmKeHHs piBHA pLLIK® > 50 %, TepminansHa ctafgisiXHH a6o cmMepTh BHACIHIIOK MATOJIOT1] HUPOK);
yacrorta ckiana 1,2 % y rpyni nanariiguosuny Ta 1,6 % y rpyni miane6o.

imu



€Bporneiicbke areHTCTBO 3 JIIKAPCBKUX 3ac0o0iB BIACTPOUYMIIO 3000B’sA3aHHS ULIOJO0 HAJaHHSA
pe3ynbTaTiB AOCHIHKEHB anariidio3uHy B OIHINA a00 JAEKUTPKOX MiArpynax JiTel MpH JiKyBaHHI
niaety 2 Tumy (Mo 3aCTOCYBAaHHS AITAM IUB. po3aii «Crocid 3aCTOCYBaHHS Ta J031»).

Dapmaxokinemuxa.

BcMoKTyBaHHS

Jamnarmihao3uH IBUAKO 1 100pe BCMOKTYBABCS MICIIS MIEPOPATBLHOTO 3aCTOCYBaHH. MaKcUMabHi
KOHIeHTpalii nanarnidao3uny B mia3mi KpoBi (Cmax) 3BUYAITHO TOCITATUCS IPOTATOM 2 TOIUH MiCIs
3aCTOCYBaHHs JIIKapchbkoro 3aco0y Hartme. Cepeani reomerpuudi 3HadeHHS Cmax 1 AUC:
nanariid03uHy MPH JTOCSITHEHHI PIBHOBAXHOI KOHIIEHTpAIIl MicIIs 3aCTOCYBaHHS Aanarii(io3uny
B n03ax 10 mr omuH pa3 Ha 100y craHoBWiaM 158 Hr/mit i 628 Hr rox/mi BianoBigHO. AOGCOTIOTHA
010J0CTYNHICTH Aanariipro3uHy micis NepoparbHOT0 3aCTOCYBaHHS JiKapchbKoro 3acoly y mo3i 10
MI cTaHOBUTH 78 %. 3acTocyBaHHS JIKapCchKoro 3aco0y 3 1K€ 3 BHUCOKMM BMICTOM KHPIB
3HMKYBa0 Cmax fanarniiao3uny Ha 50 % 1 moJJOBXKYBaJIO MOKa3HUK Tmax MpUOIU3HO Ha 1 roAMHY,
asie He 3MiHoBajo0 oka3HUK AUC NOpiBHIHO 3 MpUitoMOM JTiKapchKoro 3aco0y Hatie. Li 3MiHu He
BBAXKAIOTHCA KIIHIYHO 3HAYyOIMMH. TakuM 4YHHOM, JiKapchbkuii 3aci0 @opkcira MoKHa
3aCTOCOBYBATH HE3aJIEKHO BiJl MpUHOMy TKi.

Posznoain

Hamarmiiao3uH 3B’s3yeTbes 3 Oinkamu mpuOmmsno Ha 91 %. Ilpu pi3HUX 3aXBOpIOBaHHSX
3B’sI3yBaHHs JTIKAPCHKOTO 3ac00y 3 O1TKaMH He 3MiHIOBAJIOCS (HAMpUKIIA MPpU MOpYLIeHH] QyHKIIIT
HUPOK abo mevinku). CepenHid 00’eM po3noniry namarmi(ao3uHy TpU TOCATHEHHI PIBHOBa)KHOI
KOHIeHTpalii craHoBuB 118 1.

Biotpancdopmaris

Janarmidio3uH mMpoko MeTabodi3yeTbes, B MEpIly 4epry 3 YTBOpEHHsAM Aamariiduosuny 3-O-
TIIIOKYPOHITY, MO0 € HEakTUBHUM wMetabomitoMm. [lamarmidnosun 3-O-rimokyporinx abo iHImn
MeTa0oJITH He 3a0e3NedyloTh TIJIIOKO303HIDKYBAJIbHY [if0. YTBOpeHHs Hanariaidiaosuny 3-O-
rmokyponiny omnocepenkoBane UGT1A9, ¢gepmentom y mewiHIll Ta HHUPKAX, a MeTaboIi3M,
onocepenkoBanuii CYP, y mozieit He BifiirpaBaB 3Ha4yHOI oIl y KIIIPEHCI.

Busenenns

CepenHiif KiHIIEBUI TMepioa HAIMIBBUBEACHHS 3 IUIa3MU KpOBi (t1/2) Aamarmidio3uHy y 370pOBHUX
YYaCHUKIB JOCITI/DKEHHS CTaHOBHB 12,9 TOIWHU TICIs OJHOPA30BOTO NEPOPATBLHOTO MPUHOMY
nanarniao3uny B 1031 10 mr. CepenHiit 3araJibHuUil CHUCTeMHHUI KiipeHC nanariiao3uny,
BBEJICHOTO BHYTPIITHHOBEHHO, ckiafaB 207 MIi/XB.

Hanarmidio3uH i moB’si3aHi 3 HUM METa0O0JIiTH B OCHOBHOMY BUBOJSATHCS LUISIXOM €KCKperii 13
ceuero, MpuuoMy MeHmie 2 % manarmidio3uHy BHBOIUTHCS B He3MiHeHOMY BuTisimi. Ilicms
3acTocyBaHHs 1034 50 Mr [14C]-I[anarni(1)n03HHy BuBoguitocst 96 % nosu: 75 % — 13 ceuero 121 % —
3 kasioM. [Ipubnuzno 15 % 1031 BUBOAMIIOCS 3 KAJIOM y HE3MIHEHOMY BUIJISIAL.

JIiHIHHICTD

BmuuB  nmanarmiio3uHy 30UThITyBaBCS TMPOMOPIIHHO 30UTBIICHHIO 03U Janariijio3uHy B
niana3oni Bix 0,1 go 500 wmr, a #foro ¢apmMakokiHeTHKa HE 3MIHIOBANACs 3 YaCOM MPHU MOBTOPHOMY
1000BOMY JI03yBaHHI IPOTATOM J10 24 THKHIB.

Oco0auBi rpyny NaIi€eHTIB

Hopywennsa @yukyii Hupox

CepenHsi CUCTEMHA €KCITO3UIIIS Janariiduio3uHy y piBHOBaXHOMY cTaHl (20 Mr mamarmidio3uny
OJIMH pa3 Ha 100y mpotaroM 7 1i0) y HalieHTIB i3 IyKpOBUM JiabeToM 2 TUMY Ta MOPYIICHHAM
(yHKIIT HUPOK JIETKOTO, CEPEIHBOrO0 Ta TIKKOTO CTYIEHIB (110 BH3HAYAETHCS 3a IUIA3MOBUM
KJIipeHcoM iorekcony) Oymna Ha 32 %, 60 % ta 87 % BiANOBiAHO BHUIIE 3a TaKy y MAIl€HTIB i3
IIYKPOBUM J1a0€TOM 2 TUITY 3 HOpMaJIbHOIO (PYHKITiEI0 HUPOK. JJ0OOBa €KCKpeIisl TIIOKO3H 13 CeUeto
IIpU PIBHOBAXHIM KOHIIEHTpAIii JIIKAPCHKOTO 3ac00y 3HAUHOIO MipOIo 3aiexaia BiJ (GyHKIIl HUPOK
1 cranoBmia 85, 52, 18 Ta 11 r rmoko3u Ha 00y y MAIiE€HTIB 13 IYKPOBHM Aia0eToM 2 THIY Ta
HOpMaJIbHOIO (DYHKITIEI0 HUPOK ab0 3 MOpYHICHHSAM (QYHKILII HUPOK JIETKOTO, CEpeAHbOro abo
TSDKKOTO CTYIICHS BIAMOBIAHO. BIIMB reMoiani3y Ha €KCIO3HUIIII0 Aanarii(io3uHy HEBITOMUM.
LHopywenna @yurkyii nevinku

VY marieHTiB 3 mopyImeHHsIM (QYHKIIIT Ie9iHKH JeTKoro abo cepeaHporo crymnens (kimac A 1 kimac B 3a
knacudikamiero Yaitnga—I1"10) cepenni 3HaueHHs Cmax 1 AUC panarmidno3uny Oynu Butie Ha 12 %




136 % BIAMOBIIHO y IOPIBHSAHHI 3 BIAMOBITHUMU MOKa3HUKAMH Y 3I0POBUX YUYACHUKIB JOCIIIKEHHS
B KOHTpOJBHINA rpymi. Taki BiAMIHHOCTI HE BBaXKAlOTHCS KIIHIYHO 3HAYYHIIMMH. Y TAII€HTIB 3
nopyueHHsaM (yHKUI{ nediHku Tsokkoro cryness (kinac C 3a knacugikauiero Yaitnaa—I1'10) cepenni
noka3HUKH Cmax 1 AUC mamarmiduiozuny 0y Ha 40 % 1 67 % BiITOBIAHO BUINE HIX Ti ) MTOKa3HUKH
y 3A0POBUX YYaCHHKIB JOCTIIKEHHS B KOHTPOJIbHIN TpyTi.
LHayienmu nimnvo20 6iky (= 65 pokis)
VY narienTiB BikoM A0 70 poKiB KIiHIYHO 3HAYYIIOTO 301IBIICHHS €KCMO3UIIIT TIKapChbKOTro 3aco0y B
3aJISKHOCTI TUTBKH BiJ] BIKy He crocTepiraerscs. OHaK MOXKHA OUYiKyBaTH ITiIBUIICHOT €KCIO3HIIIi
JIKapChKOTO 3ac00y y 3B 3Ky 31 3HWKEHHAM (DYHKIIIT HUPOK 3 BikoM. HemocTaTHbO JaHUX AJis TOTO,
1100 3p0OMTH BUCHOBKH IIIOJI0 €KCMO3HIIIT y MAIi€eHTiB BikoM > 70 poKiB.

imu
dapmakoKiHETHKa Y TOIYJIAIiT MAli€HTIB TUTSYOTO BiKy HE BUBYAJIACS.
Cmamb
Cepenniii mokasauk AUCss mamarmidiio3nny y )KiHOK, 3a OIliHKaMu, OyB puOIU3HO Ha 22 % BUIIE,
HIX Y YOJIOBIKIB.
Pacosa nanesxcnicmo
Higkux KIIHIYHO 3HAUYYIIMX BiIMIHHOCTEH Y CHCTEMHIM EKCHO3MINI JIKapChKOTO 3aco0y Mix
MIpeICTaBHUKAMHU €BPOIIEOIAHOI, HETPOiJHOT 200 MOHT'OJIOTAHOI PacH HE CIOCTEPIranocs.
Maca mina
Excno3unis namarmidao3uny 3HIKYBajiacs pH 301bIIeHH] Macu Tina. OTke, MalieHTH 3 HU3bKOIO
MacoIo Tijla MOKYTh MaTH JEIIO MiABUIIEHY €KCIIO3UIIII0 JTIKapChbKOT0o 3ac00y, a MaIll€eHTH 3 BUCOKOIO
MacoI0 TiJIa — JIeII0 3HWKECHY SKCIIO3UIIIIO JTIKapchKoro 3aco0y. OHAK BIIMIHHOCTI B €KCIIO3UIIIT HE
BBYKAIHCS KIIIHIYHO 3HAYYIIUMHU.

KuiniyHi XapakTepuCTHKH.

Iloka3zanns.

Llyxposuii diabem 2 muny

Jlikapcekuit 3aci6 dopkcira mokazaHuil JOPOCIUM IS JIIKyBaHHS HETOCTaTHHO KOHTPOJIHOBAHOTO
IyKPOBOTO AiabeTy 2 THIy SIK JOTIOBHEHHS /10 Ai€TH Ta (PI3MYHUX HABAaHTAKEHb;

- SIK MOHOTepamisi, KOJM 3acTOCyBaHHS MET(QOPMIHY BBAXKAETbCSI HEMOXIUBUM 4epe3
HEMEePEHOCUMICTh JIIKapChKOT0 3ac00y;

-y IO€JTHAHHI 3 IHIIUMH JTIKAPCHKUMH 3aCO0aMU JIJIs JIIKYBaHHS Jia0beTy 2 TUITY.

PesynbpTatu mocnmikeHb 100 BUBUYCHHS MOEIHAHHSA JIIKAPCHKUX 3ac001B, BIUTMBIB HA TITIKEMIYHHMA
KOHTPOJIb Ta CepIIEBO-CYIUHI1 moii, a TaKOX IOCIIHKEHHS TIOMYJIALIIH,
TUBITHCS po3ainn «OcoOIMBOCTI 3aCTOCYBaHHA», «B3aemois 3 IHIIMMU JTIKApCHKUMHU 3aC00aMH Ta
1HIII BUJIA B3a€MOii» Ta «DapMaKkoIuHAMIKay.

Cepyesa Hedocmamuicms

Jlixapcekuii 3aci6 @opkcira MmokazaHUH JOPOCIUM ISl JIKYyBaHHS CHMIITOMAaTHYHOI XPOHIYHOI
CEpILIEBOI HEJOCTATHOCTI 31 3HWKEHOIO (PPAKIII€I0 BUKUAY.

Ilpomunoka3zannus.
[TigBuIIeHa 9y TAUBICTH JI0 TIFOY0T PEYOBHHH 200 70 OY/Ib-SIKO1 13 JOMOMIKHUX PEYOBHH.

B3aemooia 3 inwumu nikapcoKumu 3acooamu ma inuii 6UOU 63aEMOOIil.

dapmakoMHaAMIYHI B3aEMOI{

Jiypemuku

3acTocyBaHHS Janariipo3uHy MoxXe 30UIBIINTH AlypeTHYHUI ePeKT Tia3uJHUX 1 MeTIbOBHX
JlypETHKIB, a TAKOK MOJKE 30UTBIITNTH PU3UK PO3BUTKY JIETiIpaTallii Ta apTepianbHOI TinoTeH3ii (IuB.
po31ia «OcobIUBOCTI 3aCTOCYBAHHS).

Iucynin ma 3acobu, wo nocuntorOme cekpeyiro IHCYIiHy

[HCyniH Ta 3acobu, 10 TOCUIIOIOTH CEKpELil0 1HCYMiHy, Taki K JiKapchki 3aco0HM 13 Tpymu
CyIb(OHIICEYOBUHH, BUKIMKAIOTh PO3BUTOK Timoriikemii. TakuM 4uHOM, Ui 3HIDKEHHSI PUBHKY
PO3BUTKY TIMOIIIIKEMil PH 3aCTOCYBaHHI B KOMOiHalii 3 qanariaiI03uHOM MOKe OyTH JAOLITBHUM




3aCTOCYBAaHHS OUTBII HU3BKHUX 1103 1HCYJiHY a00 3ac00iB, 110 MOCHIIOIOTH CEKPEIIii0 1IHCYIHY (IUB.
po3nin «Croci6 3actocyBaHHs Ta 103u» Ta «I100i4HI peakii).

dapMaKOKIHETUYHI B3a€MOI{

Metabomizm manarii¢uio3uHy HpOXOIUTh B OCHOBHOMY IUISIXOM KOH IOTamii 3 TIIIOKYPOHIIOM,
onocepenkoBanoi Y JI®-rmokyponinrpancdepazorwo 1A9 (UGTLA9).

VY Xopi mpoBeieHHs JOCHIIPKEHh B yMOBax iN VItro manarmiao3uH He MPUTHIYyBaB i30()epMEHTH
muroxpomy P450 (CYP) 1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6,
CYP3A4 Ta we inaykyBaB CYP1A2, CYP2B6 a6o CYP3A4. TakuM 4YHHOM, HE OYIKYETHCS, IO
nanariaidao3uH 3MIHIOBAaTUME METa0ONIYHHMM KIIPEHC OJHOYACHO 3aCTOCOBYBAHHMX JIKApPCHKUX
3ac00iB, 110 METa0O0III3YIOTECS IMMHU epMEHTAMHU.

By iHIMX JiKapchbKUX 3ac00iB Ha qanariaidhiao3uH

JocnimxkeHHss 3 BUBYEHHS B3a€MOJli, NIPOBEIEHI 3a YyYacTiO 3J0pPOBHUX JI0OPOBOJBLIB 3
BUKOPDHCTaHHSM B OCHOBHOMY OJHI€l J03M JIKapChKOTO 3acol0y, CBig4aTh MNpO Te, IO
(dapMakokiHeTHKa JamariipIo3uHy HE 3MIHIOETBCS M Ji€l0 MeT(OpMiHy, MiOTIITa30HY,
CUTArJINTHHY, THIMENmipuay, Bormi0Oo03y, TiApOXJIopoTiazuay, OyMmeTaHimy, BaicapTaHy abo
CHMBACTaTHHY.

[Ticns omHOwacHOTO 3acTocyBaHHS namarninosuHy 3 pudamminuHoM (IHIYKTOPOM Pi3HUX
AKTUBHUX IEPEHOCHUKIB Ta ()EPMEHTIB, MO0 METaOOMI3yIOTh JIKAPChKI 3aCO0M) CIOCTEpiraiocs
3HIKeHHS Ha 22 % cuctemuoi ekcnosuiii (AUC) mamarmiduosuny, ane 6e3 KIiHIYHO 3HAYYIIO i
Ha JOOOBY EKCKpEIiI0 TIIOKO3M 13 cedero. KopuryBaHHsS 103M HE PEKOMEHIYEThes. KiTiHIUHO
3HAYyMIOro e(eKkTy MpH 3aCTOCYBaHHI JIKApPChbKOTO 3ac00y 3 1HIIMMHU 1HAYKTOpaMH (HampuKIad,
kapOamaszerniHoM, GeHiToiHOM, (peHobapOiTamoM) He OUIKYETHCS.

[Ticns ogHOuYacHOTO 3acToCyBaHHs Jamariiao3uHy 3 Me(eHaMOBOIO KHCIOTOI (iHriGiTopom
UGT1A9) criocrepiranocs 30iIbIIEHHST CHCTEMHOT eKcno3uilii gamarmido3uny Ha 55 %, ame 0e3
KIIHIYHO 3Hauymoi Aii Ha J000BY €KCKpelilo TIKo3u 3 cedeto. KopuryBaHHS 103U He
PEKOMEHIYEThHCS.

Brme manarmiduio3uHy Ha iHII JiKapchKi 3ac00u
B nocmiukeHHSAX 3 BHMBYEHHS B3a€MOJil, NMPOBEICHHUX 3a Y4YacTIO 30POBHX J0OPOBOJIBLIB 3
BUKOPHUCTAHHSIM B OCHOBHOMY OJIHI€1 JO3HM JIIKAPCHKOTO 3aco0y, mamariiuio3H HE 3MiHIOBAaB
(bapMakoKiHETUKY MeT(OpMiHy, MIOTTITa30HY, CUTATNINTUHY, TIIMEMIpUAY, TiIApOXJIOpOTiazumy,
OymeraHiny, BaJcapTaHy, TUrokcuHy (cyoctpaty P-gp) i Bapdapuny (S-Bapdapuny, cyOctpary
CYP2C19) abo aHTHUKOAryisHTHI edexkTdH BapdapuHy, MO OIHIOBAIUCS 3a MIKHAPOIHUM
HopMmautizoBanuM BimHomeHHssM (MHB). Tloemnanas pa3zoBoi mo3m nmamariiguiosuny 20 mr ta
cumBactatuny (cyoctpary CYP3A4) npusBoauio no 36inbmenns AUC cumBactatuny Ha 19 % i
30impmenas AUC cumBactatuHOBOi kucinoTe Ha 31 %. 30inbpIIeHHs] €KCMO3MIii CHUMBACTaTHHY 1
CUMBACTAaTHHOBOI KMCJIOTH HE BBAXKAETHCS KIIIHIYHO 3HAUYIIUM.
Bnaue na pesynomamu ananizy na 1,5-aneiopoenyyumon (1,5-AG)
MOHITOPHHT TIIKEMIYHOTO KOHTPOJIO 3a JIOMOMOroro aHamizy Ha 1,5-AG He pexoMeHAyeThCs,
OCKiTbKY TOKa3HUKH 1,5-AG € HeTOCTOBIpHUMH JUIS OLIHKH KOHTPOJIO TITIKeMii y MaIli€HTiB, SKi
npuiimatoth iHri6itopu H3KTI2. s MOHITOPHUHIY TJIiKEMIYHOTO KOHTPOJIIO PEKOMEHAYEThCS
CKOPHUCTATUCH aJIbTEPHATUBHUMH METOJIAMH.

ITH
JlociKeHHs B3a€MOJII1 MPOBOAMIIMCS JIUIIE 33 YYACTIO JOPOCIIHX MALlI€HTIB.

Ocobueocmi 3acmocysanns.

3acToCcyBaHHA NallleHTaM 3 MOPYUICHHSIM QYHKIT HUPOK

Jlikysanus yykpoeozo diabemy

EdexTuBHicTh 3acTocyBaHHA Aanariio3uHy 3alexuTh Bil (QYHKIIT HUPOK; €(PEKTUBHICTH
JTKapChKOTO 3aC00y 3HMKYETHCS Y MAIIEHTIB 3 TOPYIICHHAM (YHKIIi HUPOK CEPEIHBOTO CTYIICHS 1,
WMOBIPHO, BIJICYTHS Y TAII€HTIB 3 TSHKKUMH MOPYIMICHHIMH GyHKIIT HUpOK (auB. po3ain «Crocio
3acToCcyBaHHA Ta A03W», «Papmakonumnamikay Ta «®PapmakokineTnka»). Cepen Mali€eHTiB 3
nopyuIeHHsIM (PYHKITiT HUPOK CepeTHBOTO CTYTEHs (MaIieHTiB 3 KiaipeHcoM kpeatuHiny plIIIK®D < 60
MJI/XB MOOIYHI peakuii y BHUIVIAII MiJBUILEHHS pPIBHIB KpeaTuHiHy, (ocdopy, mapaTHpeoiTHOro




ropmony (IITT") i mosiBM apTepianbHOi TIMOTEH31i CIOCTEpIralvcs dYacTille y TMali€eHTiB, SKi
OTPUMYBAJIU AANariiQuio3nH, HIK y THUX, K1 OTPUMYBAJIH I1aneoo.

He cnin posnounnHatu mpuiiom nikapcbkoro 3aco0y marientam 3 LHIK® < 60 mi/xB, HEOOXiTHO
MPUITMHUTH 3aCTOCYBaHHS NpH cTilikomy 3HMKeHHI IIK® Hmxae 45 mMi/xB.

Jl7is moKpatieHHs TJIiKeMIYHOTO KOHTPOIIO MPH JIiKyBaHHI I[yKpPOBOTO /ia0eTy He CIiJ MOYHHATH
3aCTOCYBaHHS Jlikapchkoro 3aco0y dopkcira mamientam i3 [IIK® < 60 Mi/XB 1 Ciii IPUTTUHUTH
JiKyBaHHS, K10 noka3Huk IHK® nocriitHo HIKuMii 45 Mur/xB. 3acTocyBaHHS JIIKapChKOT0O 3ac00y
dopkcira He BUBYAIOCS Y TAIIE€HTIB 3 TSHKKUM MopymeHHsM QyHKIiT Hupok (3 pIIIK® < 30 mi/xB)
a00 TepMiHAJIBHOIO CTAJIEI0 HUPKOBOT XBOPOOH.

MOHITOPUHT HUPKOBOI (YHKIIT PEKOMEHY€EThCS Y TAKUX BUIIAIKaX:

e Tepe] MOYaTKOM JIIKYBaHHS Janariigio3nHOM i MpUHANMHI OHMH pa3 Ha piK IMiCHsl II0YaTKy
mikyBaHHS (guB. posnimu  «Crmoci® 3actocyBaHHsS Ta 1a03u», «lloOidHi peakmiiy,
«DapmakoarHamikay Ta «DapMaKOKIHETHKAY);

e Tiepe]] TMOYAaTKOM 3aCTOCYBAaHHS CYINYTHIX JIKapChKUX 3ac00iB, SIKI MOXYTh IOTipPIIUTH
HUPKOBY (DYHKIIiI0, @ TAKOXK MEPIOJUYHO MICHI MOYaTKy 3aCTOCYBAaHHS JIIKAPCHKUX 3aCO01B;

e 1pu HUpKOBOI (yHKIiT 3 LIIKD<60 mn/xB, npunHaiiMHi Bix 2 10 4 pasiB Ha piK.

Jlikyeanns cepyesoi nedocmamuocmi

JlocBig 3acTocyBaHHSA Aanariiio3uHy AJs JIKyBaHHS CEepLEBOi HEIOCTaTHOCTI B MAI€HTIB i3
nopymeHHsM QyHKIT HUpoK TshkKoro cryneHs (IIIKD < 30 mn/xB) € oOMexxeHnM.

VY naiieHTiB, sIKi OTpUMYIOTH Janariiguio3uH MpH CepIeBiil HEOCTATHOCTI Ta IyKpoBOMY aiabeti 2
TUIy, Ko nmoka3sHuk [IIK® nocriitHo HYbkunii 45 MI1/XB, CIi PO3TISHYTH MOXJIMBICTh JTOAATKOBOT
riMorikeMi4HO1 Teparii.

3acToCcyBaHHA NallieHTaM 3 NOPYIEHHAM (QYHKIT NeYIHKH

JlocBi 3acTOCyBaHHS JIIKApCHKOro 3aco0y y KIIIHIYHUX JOCHIPKEHHSX 32 yYacTIO Mali€HTIB 3
nopyuieHHsM QyHKIIIT TediHKK oOMexxeHui. Excriosuiis qanariigo3uHy 301IbITY€ETHCS Y MAIIEHTIB
3 TSOKKUM TOPYIIEHHSAM (YHKUIi mediHku (AuB. po3ainu «Crooci®d 3acTOCyBaHHS Ta J03W» Ta
«DapMaKoKIHETHKAY).

3acTocyBaHHS NAlliEHTaM 3 PU3MKOM PO3BUTKY 3MEHIIEHHS 00’ €My MUKKIITHHHOI piAuHU, Ta/abo
apTepiaibHOI TIMOTEH3II.

3aBIsSKH CBOEMY MEXaHi3My Jii janariiduio3uH 301Iblye piBeHb Alypesy, 10 MOKE MPUBECTH 10
TTOMIPHOTO 3HM)KCHHSIM apTepiabHOTO TUCKY, IO CIIOCTEPITAETHCS B KITHIYHUX JOCITIKEHHSX (IUB.
po3nin «PapMakoarHaMiKay), Ile MOXe OyTH OiIbIl BUPAXKEHO y MAI€HTIB 3 Jy>K€ BHCOKHUMHU
PIBHSIMU TJIFOKO3U B KPOBI.

Crin noTpumyBaTucs 00€pEeKHOCTI Nali€eHTaM, IS SIKUX HaliHHSA apTepialbHOTO TUCKY, BUKIMKAHE
3aCTOCYBAaHHSM JamnariiQuio3uHy, MOXK€ CTaHOBHUTH HEOE3NeKy, HaNpHKiIaa, TMallieHTam 3
apTepiajgbHOIO TIMOTEH31€I0 B aHaMHE31, SKI IPUHMAaIOTh aHTUTINEPTEH3UBHI JIIKAPCHKi 3acobu, abo
TMaIi€eHTaM JIITHBOTO BIKY.

VY BUmajkax CyNyTHIX 3aXBOPIOBaHb, 110 MOXYTh MPU3BECTH O PO3BUTKY 3MEHIICHHA 00 €My
MDKKJTITHHHOI  piauHU  (HampWKIaA,  3aXBOPIOBAaHHS  IUTYHKOBO-KHUIIKOBOTO  TPaKTy),
PEKOMEHAYEThCS TPOBOJUTH PETEIbHUM MOHITOPUHI CTYHEHS 3MEHIIEHHS 00’ €My MIKKIITHHHOI
pinuHu (Hampukiana, ¢izukaibHe 00CTEKEHHS, BUMIPIOBAHHS apTepiaIbHOTO THUCKY, JabopaTopHi
aHaJi3M, BKIIOYAIOUM PIBEHb T'€MATOKPHUTY) Ta PiBHIB eNeKTpouitTiB. [lamieHtam, y sSIKHX BHHHUKA€E
3MEHIICHHSI 00’€My MDKKIITHHHOI PITWHU, PEKOMEHIYEThCS TUMYACOBE NMPHUIMHEHHS JIIKYBaHHS
nanariaiI03MHOM JI0 TOTO 4Yacy, MOKU 3MEHIICHHS 00’ eMy MINKKIITHHHOI PiIMHHA HEe Oyae YCyHEeHe
(nuB. po3ain «I1ob6iuH1 peakiiin).

JiabeTHyHMI KeToaumao3

Bynu otpuMani moBioMIIeHHS PO piaKi BUMaaKu AiabeTmyHoro keroanunosy (AKA), B tomy guci
3arpo3auBOTo Ta (DaTaabHOTO AJIS KUTTS, Y MALlI€HTIB, Kl OTPUMYBAIIN 1HT101TOPU HATPIH3aIEHKHOTO
KoTpaHcnoprepa ritoko3u 2-ro tuny (1IH3KTI'2), y Tomy umcni ganariiguio3us. Y psjil BUNAIKIB
CTaH MPOSBISABCS ATUMOBO, TUIHKU MOMIPHUM MiJBUIICHHSM PIBHS ITIOKO3U Y KPOB1 HE OLIIbIIe HiX
10 14 mmoue/1t (250 mr/mn). HeBinomo, uun Bunukae JIKA gacrimie mpu 3acTocyBaHHI O17TbIIT BUCOKUX
7103 nanariiao3uny.




Skmo y mamieHTa CIOCTEpIraroThCsl Hecneuu(iyHi CHUMITOMH, Taki K HyAOTa, OJIOBaHHS,
aHOpEeKcCist, OiTb y KHMBOTI, HaJAMipHa cIpara, yTpyJHEHE AWXaHHS, CIUTyTaHICTh CBIJOMOCTI,
MiJBUIIIEHA BTOMIIIOBAHICTh a00 COHJIMBICTB, CIiJI BPaXOBYBAaTH PHU3UK PO3BUTKY IiaOETUYHOTO
Keroanuaosy. [Ipy BUHUKHEHHI TaKUX CUMIITOMIB, HE3aJE€KHO BiJ] piBHS TIIFOKO3HM KPOBi, HEOOX1THO
HeraifHo OOCTEKUTH MallleHTa Ha IPeAMET HasiBHOCTI KETOAIU03Y.

3a HasBHOCTI mino3pu Ha JIKA abo mpu HOro MiarHOCTYBaHHI JIIKYBaHHS Janariiio3uHOM CIiJ
HeraifHO TUMYacOBO NMPHUIUHUTH.

[MamienTam, rocmiTagizoBaHUM Ui TPOBEIEHHS BEIUKUX XIpypriuHUX BTpydYaHb ab0 3 MPHUBOIY
CepHO3HUX TOCTPUX 3aXBOPIOBaHb, JIIKYBaHHs CIiJ NMPU3YNUHUTH. B 000X BHMaakax JiKyBaHHS
namariiI03MHOM MOKHA BiIHOBHUTH TIcCIIs cTa0lIi3amii CTaHy mamieHra.

[lepen moyaTkoM JiKyBaHHs Janariipio3uHOM CIif pO3TIsHYTH (PakTOpU B aHAMHE31 MaIlieHTa, sKi
MOKYTb CHPHUSITH PO3BUTKY KETOAIHIO3Y.

Jlo mawi€eHTiB, K1 MOXKYTh MaTH MiABUILIEHUH pU3UK po3BUTKY JIKA, HanexaTh Nali€eHTH 3 HU3bKUM
(YHKIIOHAIEHUM pe3epBOM OeTa-KIIITHH (HAlPUKIIAA, MAli€HTH 13 IyKPOBUM Jia0eToM 2 THITY 3
HU3bKUM piBHeM C-mentuay abo 3 JaTeHTHUM ayToiMyHHUM aiabetom popociux (LADA) a6o
MaIlieHTH 3 TAHKPEaTHUTOM B aHAMHE31), MAalli€HTH 31 CTaHaMH, SKi MOXYTb TNPH3BOIUTH [0
00MeXeHOT0 BXKHBaHHS 1K1 400 BayKKOTO 3HEBOIHEHHS, MALlI€HTH, JO3H 1HCYIIHY JUIS SKUX 3HIDKEHI,
Ta MAIiEHTH 31 301TBIICHOI0 MOTPEOO0IO B iHCYITiHI BHACIIAOK TOCTPOTO 3aXBOPIOBAHHS, XipyprigHOTO
BTpyYaHHs a00 3JIOBKMBAaHHS QJKOroJieM. 3acTOCOBYBaTH 1HTIOITOpM  HaTpili3aiesKHOIro
KoTpaHcroprepa rioko3u 2-ro tuny (IH3KTT'2) Takum narieHTam ciif 3 00epexHICTIO.
BinHoBmIOBaTH JiKyBaHHS 1HTIOITOpaMH HaTpid3ale’KHOTO KOTPAHCHOpPTEepa TIIOKO3U 2-TO THUILY
(1iH3KTI2) mamientam 3 monepeanbo nepenecenum JIKA, 110 BUHUK M1 yac JTiKyBaHHS iHTi0iTOpaMu
HaTpiii3anexxHoro KotpaHcnoprepa rimoko3u 2-ro tumy (1IH3KTI2), He pexkoMeHAyeTbCs, OKpIM
BUIIA/IKiB, KOJIM YiTKO BUSIBJIICHO Ta YCYHEHO iHIIMHN (pakTop po3BUTKY KA.

Hexpomuunuti ¢hacyuim npomescunu (eancpena @ypuoe)

[ToBimomuisiiocs PO BUMAJKU HEKPOTHUHOTO (PaclUiTy MPOMEKUHH (TaKOXK B1IOMOIO SIK FaHTpEeHa
@ypHbE) y KIHOK Ta YOJOBIKIB, sKi oTpuMyBanu iHriditopn SGLT2 y micimspeecTpariitauii nepio.
Ile piakicHe, ane cepio3HE SBHUINE, IO MOTEHILIHHO MOXE 3arpoXKyBaTH KHUTTIO, BHMAarae
XipypriuHoro BTpy4aHHs Ta aHTUO10THKOTEpaITii.

[Tamientam Tpeba peKOMEHIYBaTH 3BEpPTATUCS MO MEAMYHY JOMOMOIY, SIKIIO y HHMX BHHHKIIA
KOMOIHAIIisl TAKHX CUMITOMIB, SIK OiJ1b, 9y TIUBICTh, pUTEMa Y1 HAOPSIK y IUISHIII CTAaTEBUX OPTaHiB
YU IPOMEXKUHU, 1110 CYIPOBOIKYIOTHCS IMXOMAHKOIO Y O3HOOOM.

Tpeba 3HaTH, MmO HEKPOTHYHOMY (HACHHUITy MOXKE TMepeayBaTH yporeHiTalbHa iH(EKIis Yu
nepuHeanbHuil adcrec. SIKIO Mio3pro0Th raHrpeny @ypHbe, 3aCTOCYBAaHHS JIKapChKOTO 3aco0y
dopkcira HeoOXiTHO CKacyBaTH Ta PO3MOYATH JIIKyBaHHS (Y T.4. 3 aHTHOIOTHKAMHU Ta XipypridyHUM
BUIAJICHHSAM HEKPOTHUYHHX Mac).

LlykpoBuii giaber 1 tumy

JlaHi, OTpUMaHI ITiJ1 9ac KIIHIYHUX JOCIHIHKEeHb nanariidao3uny, cBiggars mpo e, mo KA Buankae
13 OLIBIIOI0 YACTOTOK Yy MallieHTIB 13 mykpoBuMm aiaberom 1 tumy. He cmim 3actocoByBatu
namarnidao3uH y 1031 10 Mr s TikyBaHHS MAIiEHTIB 13 IyKpoBUM AiabeToM | Tuiry.

besneka Ta eeKTUBHICTH 3aCTOCYBaHHS Aanariiao3uHy HalieHTaM i3 IyKpoBHM aiadbetoM 1 tumy
BCTaHOBJICHI HE OyJM, a TOMY HeE CJiJl 3aCTOCOBYBATH Janarii)Jo3uH A JIKyBaHHS MAIli€HTIB i3
ykpoBuM miaderom 1 tumy. [leski gaHi, oTpuMaHi y X011 KIIHIYHUX JIOCHTIKeHb, CBIAYATh MPO TE,
mo JKA BuHHMKae i3 3arajpbHOI0 YacTOTOIO y MAlli€HTIB i3 LyKpoBUM niaberom 1 Tumy, ski
OTPUMYIOThH 1HT10ITOPH HATPIM3AIEIKHOTO KOTpaHcmopTepa rioko3u 2-ro tumy (1IH3KTT2).

[HdexIii ce4oBUBI/IHUX NUISAXIB

Exckpenist r10K03H 13 cedero Moxke OyTH IMOB’s3aHa 3 MiJBUIICHUM PH3UKOM PO3BHUTKY iH(EKIii
CEYOBMBITHUX IUISAXIB; TAKUM YHHOM, MPHU JIIKyBaHHI Mi€JoHEPPHUTY ab0 ypocerncucy Moxe OyTH
JOUITBHAM TUMYacOBE MPUIMHEHHS 3aCTOCYBAaHHS anariiQo3uHy.

[atieHTH JITHBOTO BIKY (> 65 pokie)




[TamieHTH NITHHOTO BIKY MAalOTh OLIBIIWNA PU3UK PO3BUTKY 3MEHIIEHHS 00’€My MDKKIITHHHOI
PiAMHY, a TAKOX YaCTillle OTPUMYIOTh JIIKYBaHHS J[lypETHKAMHU.

[TamieHTH NITHROTO BIKY YacTilleé MalTh MOPYIICHHS HUPKOBOI (YHKIII Ta/abo OTPUMYIOTH
JTIKyBaHHS aHTUTINEPTEH3NBHIUMH JIIKAPCHKUMH 3aCO0aMH, [0 MOKYTh CIIPHYNHATH 3MiHH HUPKOBOT
GyHKIIT, TAaKUMU SK 1HTIO0ITOpH aHTiOTEeH3UHIIepeTBOpIotouoro ¢gepmenty (1AIID) ta Grokaropu
penentopiB anriorer3uny Il mepmroro tumy (BPA). [yis maiieHTiB JIITHHOTO BiKYy HAJAlOTHCS Ti K
cami peKOMeHJallli CTOCOBHO HUPKOBOI (YHKIIi1, SK 1 JJi1 BCIX MamieHTiB (quB. po3ainu «Crocid
3acTocyBaHHA Ta  go3m», «OcobimBOCTI  3acrocyBaHHf»,  «[loOiuHi  peakmii»  Ta
«DapmakoarHaAMIKay).

CeprieBa HEJIOCTATHICTh

JlocBin 3actocyBaHHs Aanariiio3uHy B paMKaxX KIIHIYHUX JOCHIKeHb mamieHtaM [V kimacom
CEepIIeBOI HEJOCTATHOCTI 3a Kinacudikamiero NYHA oOMexeHMA.

AMIyTanii HIKHIX KiHITIBOK

Y IOBrocTpOKOBHX MOTOYHUX KITHIYHUX HociimkeHHsx 3 inmumu iH3KTI 2 npu irykpoBomMy niadeti
2 TUMNY CHOCTEPIrajioch 3pOCTaHHsS KUIBKOCTI BHIAJKIB aMITyTalii HI)KHIX KIHI[IBOK (TOJOBHHUM
YHHOM, Taibllsl cTomu). HeBimomo, um me edekr kmacy mikapchkux 3aco0iB. BaxmmBo pagutu
MarieHTaM 13 IyKpOBUM J11a0€TOM CTaHIAPTHUN MPOQITaKTHYHUN OIS 32 CTOMOKO, SIK 1 BCIM
XBOPHM Ha IIyKpPOBHUH Jia0erT.

Ominka 1a00paTOpHUX aHaI3iB ceyi

[MamienTy, SIKi OTPUMYIOTH JIIKapChKUi 3aci0 DOpKcira, MAaTUMYTh TO3UTHUBHI pE3yJIbTaTH aHATI3y Ha
TUIIOKO3Y B C€4i 3 OISy Ha MEXaHi3M il JIIKapCchKoro 3aco0y.

JlakTo3a

TabneTku MicTATh nakTO3y Oe3BoAHy. I[lamieHTam 3 PpIAKICHUMH CIagKOBUMHU MpoOieMaMu
HETNIePEHOCUMOCTI TaJIakTO3H, JIAKTa3HOIO HEJJOCTATHICTIO a00 MabaOCOPOITIEI0 TIIFOKO3HU-TATaKTO3!
HE CJIiJl 3aCTOCOBYBATH 1€ JTiKapchbKuii 3acil.

3acmocysanns y nepioo eacimuocmi abo 200y8anus 2py0oio.

BaritHicTh

JlaHuX 100 3aCTOCYBaHHS Janarii(o3uHy BariTHUMHU >KIHKaMu HeMae. JIoCliPKeHHs Ha Iypax
BUSIBWIM TOKCHYHHIA BIUIMB JIKAQpCHKOTO 3ac00y Ha HUPKU Y XOi iX PO3BHTKY B IEpioj yacy, mio
BIAMOBIZIA€ JIPyroMy 1 TPETbOMY TPUMECTPY BariTHOCTI y JIIOAUHHU. TakuM YMHOM, 3aCTOCYBAaHHS
nanariiao3uHy He peKOMEHY€EThCS ITiJ] 4ac IPYyTroro Ta TPEThOTO TPUMECTPIB BariTHOCTI.

[Ipu BcTaHOBJIEHHI (aKTy BariTHOCTI JIKyBaHHS Janarii(pIo3uHOM CIi MPUIHHUTH.

T'onyBands rpy o

Hesinomo, un BuinsgeTbes Aamarmiduio3uH Ta/abo Horo mMeTaboniTH y TpyAHE MOJOKO JIOAMHH.
HasBHi  mani, otpumani y Xxoai  (apMakoJOTIYHHX/TOKCUKOJIOTIYHUX  JTOCII/IKEHb,
MIPOJIEMOHCTPYBAU €KCKPEIiIo Aanariidio3uHy/MeTaboiTiB y MOJIOKO, a TAaKOX (DapMaKOJIOTiuHO-
orocepenKkoBaHi e(eKTH y TOTOMCTBA IIiJi dYac TPYOHOTO BHTOJOBYBaHHA. PH3uK Juis
HOBOHAPOJDKEHUX/HEMOBIIAT HE MOXKe OyTH BUKIIIOUEHHMH. Jlanmariiduio3uH He CllijJf 3aCTOCOBYBAaTH
IiJ1 9Yac TOAYBAaHHS TPYIIIO.

PenpoayktuBHa QyHKITiS

Bre nanarmiguio3uHy Ha penpoAyKTHBHY (YHKINIO Y JIOAWHU HE BHBUYABCS. Y CaMIlB i CaMOK
TBAapWH 3aCTOCYBaHHs JAamariio3uHy HE BIUIMBAIO Ha (QEPTHIBHICTH TPHU 3aCTOCYBaHHI
JIKapChKOTO 3ac00y B OyIb-sIKii TOCTIKYBaHIN 1031.

30amuicmy eniusamu Ha WEUOKICMb pearkyii npu Kepy8aHHi aA8MOMPAHCHOPMOM AOO THUUMU
MeXaHiZMamu.

Jlikapcekuii 3aci6 @opkcira He BIUIMBa€ a00 HE3HAYHO BIUIMBA€ Ha 3/aTHICTb KepyBaTH
TPAaHCIIOPTHUMHM 3acO0aMHU Ta MPAIOBATH 3 MexaHi3MaMmu. [lamieHTiB Cii MoNepeauT PO PU3UK
PO3BHUTKY TiMOTIiKeMIi ITiJ] 9ac 3aCTOCYBaHHSA Janarii(o3uHy B TOE€JHAHHI 13 CYIb(POHIICEYOBUHOIO
a00 1HCYJIIHOM.

Cnocio 3acmocysannusa ma 003u.

ﬂ O3YBAHHA



Llyxposuii diabem 2 muny

Monomepania ma dodamkoea kombinosana mepanis

PexomennoBana no3a ganariiio3nHy craHoBuTh 10 Mr oauH pa3 Ha no0y. Ilpu 3actocyBanHi
namariiao3uHy B KOMOiHamii 3 iHCYJiHOM abo0 3aco0aMu, IO MOCHIIIOIOTH CEKpEIlio 1HCYIiHY,
TaKUMHU SIK CYyJIb(OHIJICEUOBUHA, 3 METOIO 3HMKCHHSI PU3UKY PO3BUTKY TIMMOTIIKEMii CIIiJT pO3TIIIHYTH
MO>KJIMBICT 3aCTOCYBaHHS HU3BKHX JI03 1HCYIIHY a00 3ac00iB, IO MOCHIIIOIOTh CEKPELi0 1HCYIIHY
(muB. po3ainu «B3aemopis 3 IHIIMMHY JTIKapCHKUMH 3ac00aMHM Ta 1HIII BUAM B3aeMomii» 1 «[1ob6iuni
peaxuii»).

Cepyesa nedocmammuicms

PexoMennoBana no3a namnariiduo3uHy ctaHoBUTh 10 MT ouH pa3 Ha 100Y.

VY nocnmimxenni DAPA-HF npanmarnmidno3un mnpu3HavyaBcs B MOEAHAHHI 3 1HIIMMH JIIKQPCHKUMHU
3aco0amMu JUTs JTIKyBaHHS CEpPIEBOi HEOCTATHOCTI (IUB. po3nin «DapMaKkogHHAMIKAY).

Ocobnusi epynu nayienmis

Jlixysanus yykpogoeo diabemy y nayicHmis i3 NOpyueHHAM QYHKYII HUPOK

OcCKIbKH TITIKeMiuHa e(EeKTUBHICTh 3aJI€XKHUTh BiJl QYHKII{ HUPOK, HE CIIi MPU3HAYaTH JIKapChKUH
3aci0 mamieHTaM Ui TOJNIMIIEHHS KOHTPOJIO TJiKeMii 31 MIBHIKICTIO KIyOOYKOBOI (imbTparii
[LLIK®] < 60 Ma/xB, HEOOX1AHO MPUITMHUTH 3aCTOCYBaHHs NpH cTiikomy 3HMkeHHI [IIK®D Hikue 45
Mi/xB (muB. po3mimn «OcoOmmBOCTI 3acTocyBaHHs», «I1o0iuHi peakiiin, «DapmMakoanHaMikay Ta
«DapMaKOKIHETUKAY ).

Kopexkuis 103u 3aexH0 BiJ QyHKIIT HIPOK HE IOTpiOHA.

Jlikyeanus cepyegoi HedocmamHocmi y nayienmis i3 NOpyuleHHAM QYHKYii HUpoOK

Kopexkrtist 1031 Ha 0CHOBI (DyHKITIT HUPOK HE IOTpiOHA (HB. po3ait «OcOOIUBOCTI 3aCTOCYBAHHS).
JlocBin 3acTocyBaHHS Aamariiduio3nHy sl JIKyBaHHS CEepleBOi HEIOCTATHOCTI y MAIli€HTIB 13
nopymeHHsaM QyHKIii HUpoK TspKKoro crynens (ILIK® < 30 mi/xB) € oOMexeHUM.

THopywenns @ynxyii nevinku

[NamienTam 3 mopymIeHHsSM (YHKIIT MEYiHKHA JIETKOTO a00 CepeTHhOr0 CTYNEHsSI KOPEKIIisl 103U He
noTpibHa. [lamienTaM 3 TSHKKUM MOPYIICHHAM (YHKIIIT NEYIHKH JTIKapChbKUM 3aci0 PEKOMEHIYEThCS
y TIOYaTKOBIN /1031 5 MT. SIKIIIO JiKapCchbKUi 3aci0 100pe MepeHOCUTHCS, 103y MOXKHA 30UIBIINUTH 10
10 mr (auB. po3aiu «OcoOarBOCTI 3acTOCyBaHH» Ta «DapMaKOKIHETHKAY).

Tayienmu nimnvoeo 6iky (= 65 poxis)

3aranoM, KOpEKIis 103U JIKapChbKOro 3aco0y y 3B’S3Ky 3 BIKOM mailieHTa He mnotpibHa. Ciin
BpaxoByBaTH (YHKII}0O HUPOK 1 PU3UK PO3BUTKY 3MEHILEHHS 00’€My MDKKJIITUHHOI PiIMHU (JMB.
po3aian «OcobauBOCTI 3acTOCYBaHH» Ta «DapMaKOKIHETHKAY).

Jimu

besneka Ta edexTuBHICTh qanarmiiao3uny i aiteid BikoM Bix 0 1o < 18 pokiB) Ha 1ieil yac 1ie He
BCTaHOBJIEHI. JlaHi BiCyTHI.

Crocib 3acTocyBaHHs

Jlixapcekuit 3aci6 @opkcira moTpiOHO MpUMATH BHYTPIIIHRO OAHMH pa3 Ha 00y B OyIb-sIKHI d4ac
00U, He3aJIeKHO BiJ puiiomy iki. TaOneTku ciiff KOBTaTH IITHUMH.

Ilepedosysanns.

Hamnarmniao3uH HE TPOJAEMOHCTPYBAB MKOJHHX O3HAK TOKCHYHOCTI Yy 3/J0pPOBUX YYaCHHUKIB
JOCIIIJDKEHHS TIPH TIepopajibHOMY 3acTocyBaHHI pazoBux 103 g0 500 mr (B 50 pasziB Buimie
MaKCHUMAaJIbHOI PEKOMEH/I0BaHOI 03U IS JIOAUHM). Y IMX YYaCHUKIB JOCITIKEHHS MOXHa OyJo
BHSIBUTH TJIIOKO3Y B C€Yl MPOTITOM JI0303JICKHOTO Tepioay 4yacy (He MeHme S5 aaiB mis po3u 500
Mr) 0e3 BUINAJAKIB JeriapaTaiii, apTepiaibHoi rinoTeH3ii abo eIeKTpoIiTHOrO JucOanaHcy, a TaKoX
0e3 KIHIYHO 3Hauymoi aii Ha iHTepBan QTC. YacrtoTa po3BUTKY rimoriikemii Oyia moaioHO0 10
YacTOTH B TPy 3aCTOCYBaHHS I1ane6o0. Y KIIHIYHUX JOCITIKEHHSX, B AKHX 3aCTOCOBYBAJIUCS J03U
10 100 mMr oxguH pa3 Ha 100y (B 10 pa3iB BuIille MakKCUMaIbHOI PEKOMEHIOBAHOI JO3H ISl JTFOJUHN)
MPOTITOM 2 THXKHIB 3JOPOBUM YYaCHUKAM JOCIIKEHHS Ta Malli€eHTaM 3 IlyKpPOBHM /11a0eToM 2 THILY,
YacTOTa BUHUKHEHHS TiMOTJikemii OyJia TpOXH BHUIIOI, HIK Y TpYIN 3aCTOCYBaHHs Iianebo, 1 He
Oyna pmozo3asiexHol0. YacTtora MOOIYHUX peakilidf, BKIIOYAIOUM Jerifparaiito abo aprepiajbHy
rinoTeH3iro, Oyna MOAIOHOI0 O YacTOTH y TPYMi 3acCTOCYBaHHS IUIane0o0; KIIHIYHO 3HAYYII



J10303aJIeXH1 3MiHU B 1aOOPAaTOPHUX MOKA3HHUKAX, BKIIOYAIOYHM PiBHI €JNIEKTPOIIITIB Ta OloMapKepiB
(GyHKII{ HUPOK Y CHPOBATIII KPOBi, HE BiIMIYaJIHCA.

Y Bumagky mepeno3yBaHHS CIiJl PO3MOYaTH BIAMOBIIHE MiATPUMYBalIbHE IIKYBaHHS, IO
BH3HAYAETHCS KIIIHIYHUM CTAHOM TalieHTa. BuBenenns nanariiao3uHy 3a J0MOMOTO0 TeéMOIiaiizy
HE BHBYAJIOCS.

Ilo6iuni peakuii

Pesrome npodinto 6e3nexu

Llyxposuii diabem 2 muny

VY KIHIYHUX JOCHiKeHHAX aiadery 2 tumy monHan 15 000 mamieHTiB OTpUMYyBaNM JIKyBaHHS
nanariiI03MHOM.

[IpoBeneHo TmEpBHHHY OILIHKY O€3MEKH Ta TIEPEHOCHMOCTI y TMOMEPEeNIHbO 3aIUIAaHOBAHOMY
o0’enHaHoMy aHamizi 13  KOpPOTKOCTPOKOBHX (I0 24 THXKHIB) Maneb0-KOHTPOILOBAaHUX
JOCITIJKSHHSX, 3a y4acTi 2360 namieHTiB, sKi oTpuMyBanu gamarmidao3us y mo3i 10 mr i 2295, sxi
OTpUMYBaJIU T1a1e00.

VY KIHIYHUX JOCITIPKEHHSIX BIUIMBY Janariti(io3sMHy Ha CEpLEeBO-CYyIWHHI IMOMii 3 OIIIHKOIO
pe3yabTaTiB BTPYYaHHS MJIS CEPLEBO-Cy[MHHOI CHUCTEMHM MpH IyKpoBOMY aiabeTi 2 Tumy
(mocmimkenast DECLARE, muB. po3nin «®@apmakoguHaMika») 8574 maimieHTiB  OTpUMYBaIA
nanarmidio3un y go3i 10 mr ta 8569 mamieHTiB OTpUMyBaldH MIanedo Uisi CEpeAHbOrO Yacy
excrno3uiii 48 micsmiB. Ycporo Oyno 30623 mamieHTo-poKiB eKCIo3uIii qamariidao3uny.

Haii0imb111 9acTor0 MOOGIYHOI0 PEAKIE€r0 MPOTITOM KITHIYHUX JOCTIHKEHB OyJIM reHITalbHI 1H(EKITi.
Cepuyesa nedocmammuicmo

VY nmocnipkeHHI BIUIMBY Janariiuio3MHy Ha CEepIeBO-CYAMHHY CHUCTEMY TMAIll€HTIB 13 CEPIIEBOIO
HEJIOCTATHICTIO 31 3HWXKEHOw (pakifiero Bukuay (mocmimkenns DAPA-HF) 2368 mnarienris
orpumyBanu 10 mMr namarmidiao3uny Ta 2368 mamieHTiB — mIanedo I CEPeTHbOTO Yacy eKCITO3UIIIT
18 micsmiB. [lomynsaiis namieHTiB BKJIOYaa Malli€HTIiB 13 yKPOBUM JiabeToM 2 Tuily Ta 0e3 HbOTO,
a Tako mamieHTis i3 plLIK® > 30 m/xs/1,73 M2,

3aranpHuii podine Oe3neku nanarniao3uHy y NaIieHTIB 13 CeplieBO0 HEIOCTATHICTIO BiAMOBIIAB
BiToMOMY Tipodisito 6e3mnekn namnariidao3uny.

Hageneni Hmkue moOiuHi peakmii Oynu igeHTH(IKOBaHI y TUIane00-KOHTPOIBOBAHUX KIIHIYHUX
JOCTiIKeHHsAX. BcTaHoBIeHO, M0 JXKOAHA 3 HUX He Oyna mgo3o3anexHor. [lobGiuHi peakiii
KIacU(IKYIOThCS 32 YaCTOTOI0 Ta CHCTeMaMu opraHiB. KaTeropii 4acTOTH BH3HAYAIUCS 3TiIHO 3
TAKKUMHU KpuTepisiMu: aysxe dacto (> 1/10); gacto (Bix > 1/100 mo < 1/10); neuacto (Big > 1/1000 mo
< 1/100); pinko (Bim > 1/10000 mo < 1/1000); myxe pimko (< 1/10 000); yacrora HeBigoMa
(HEMOJKIIMBO OITIHUTH HA OCHOB1 HAsIBHUX JIAHHX).

Tabnuys 6. Ilobiuni peaxyii y niaye60-kOHMpOIbOBAHUX O0CNIONCEHHAX? ma nicisApeecmpayiunull
00810 3aCmMOoCy8aHHS

Cucmema Iyoce wacmo | Yacmo™* Heuacmo™** Pioko Ilyorce
opeanis pioKo
.IH(i)eISI.Ill Ta ByJ‘II)B‘OBaFIHlT, ‘ rpH6KQB€,* HekpoTHu-
1HBa3i1 OanaHit i iHpeKisa i
cymyTHi iH}peKi] bacrit
CTaTEeBHUX
- i6s MPOMEXH-
OprasiB HI
IH(beKm’_I (ranrpeHa
CCYOBHUBITHUX 6, x
- g DypHbe)
HUIAXIB
[Topymienns 3 lNnornikemist 3MeHIICHHS Jiabetnunn
00Ky 0OMiHy (y pasi 00’ emy i KeTo-
3aCTOCYBaHH




pPEYOBUH i ay MO3aKIITHHHO | Aruno3 (pu
Xap4uyBaHHS KoMOiHari 13 i piauHI® 3acToCy-
CC abo Cnpara™ BaHHI IpH
incyniHOM)® IIyKpPOBO-MY
niaberi 2
THHy)6,)K,I/I
[Topymienns 3 3anamMopo4YeHH
OOKy HEpBOBOI s
CUCTEMH
[opymmeHHs 3 3amop
00Ky TpaBHOI CyxicTh y
cUCTEMH poTi
[Topyienns 3 Bucun® Amnrionema
OOKy IIKipH Ta
11 oXigHuX
[TopyuieHHs 3 Binb y criuni”
OOKy KiCTKOBO-
M’ 130BO1
CUCTEMHU Ta
CIIOJIy4HOI
TKaHUHH
[opymmeHHs 3 Jusypist Hiktypist
00Ky HUPOK 1 Honiypis ™
CEYOBUBITHUX
IUISIX1B
[Topymenns 3 Caepbix y
00Ky TSHI
PENPOYKTUBHO BYJIbBU Ta
i cucremu Ta mixBu
MOJIOYHUX Caepbix y
3aJ103 JUISHIT
CTaTeBUX
oprasis”
BigxuneHus Bix ITigBumenuit [TixBute-auii
HOpMH, reMaToOKpUT® piBEHb
BUSIBJICH] Y 3HIKCHU I KpeaTHHIHY
pe3yJbTari HUPKOBUI KpOBI
1ab0paTOPHUX KJIIpEHC MIPOTITOM
JOCHIIKCHb KpeaTuHiHy IIOYaTKO-BOTO
MPOTSTOM nikyBaHHS®
OYaTKOBOT'O [TinBumeHunit
nikyBaHHS® piBEHB
Jucninigemis® | cCYOBUHHU
KpOBi
3MeHIICHHS
MacH Tina

%Y Ttabnuui npencTaBlieHi JaHI 3a MepioJl TPUBATICTIO 10 24 THXXHIB (KOPOTKOCTPOKOBI JaHi),
HE3JIC)KHO BiJl HaJaHHS HEBIAKIAAHOI IOTTOMOTH Yy pa3i MiJABUIECHHS YH 3HIKEHHS PIBHS TITIOKO3U
KpOBI.

6Z[0;[aTKOBy 1H(}OopMaIlito MOYKHA 3HAWTH Y BIJIMOBITHUX MiAPO3LJIaX HIDKYE.

®Jlo By/bBOBAriHiTy, OaJaHITy Ta CymyTHIX iH(EKIil CTaTeBUX OpraHiB HaJle)XaTh, HAPHUKIIAM, TaKi
MONEPETHHO BHU3HAUEHI TEPMIHM TEPEBAKHOTO BUKOPHCTAHHS: BYJIbBOBariHajibHa TI'PHUOKOBA
iH(eKis, BariHaJabHa iH(eKis, 6anaHiT, r(puOKoBa iH(EKIis CTAaTeBUX OpPTaHiB, BYIbBOBAriHaJIbLHUN



KaHJIU03, BYJIbBOBATIHIT, KAHAUIO3HUHN OanaHIT, KaHIUI03 CTATEBUX OpraHiB, 1H(EKIIisS CTaTeBUX
opraHiB, iHQEKIIis YOIOBIYMX CTATEBUX OpraHiB, iH(EKIIis TeHica, BYIbBIT, OaKTepiaJbHUN BariHiT,
abciiec BYJIbBH.

"Jlo iH(eKiif CeYOBHBITHUX NUISIXiB HAJIEKATh TaKi TEPMiHH TIEPEBAKHOTO BUKOPUCTAHHS, HABEICHI
y MOPSAJIKY YaCTOTHU: 1H(EKIIisi CEYOBUBIIHUX LUISX1B, IIUCTUT, CIIEPUX103HA 1H(EKIIisS CEUOBUBITHIX
NUIAXiB, 1H(EKIsT cevyocTaTeBUX NUISAXIB, Mi€JIOHEPPUT, TPUTOHIT, YPETPUT, 1H(EKIisT HUPOK Ta
MIPOCTATUT.

"Jo 3MeHIIeHHs 00’ €My MO3aKJIITHHHOI PIIMHK HAJIEXKATh, HAPUKIIAJ, TaKi MONEPEIHBO BU3HAYCHI
TEPMiHH MEPEBAXKHOTO BUKOPHUCTAHHS: JeTiApaTallis, TiIl0BOJIEMisl, apTepiaibHa TNOTeH31s.

“Jlo momiypii HamexaTb TaKi TEPMiHM TMEPEBAXHOTO BHKOPHCTAHHS: TMOJaKiypis, MOJiypis,
301bIIEHHS 00’ €My CEYOBHITYCKaHHS.

‘CepenHsi 3MiHa BiJ BHUXIZHOTO piBHS TeMaTokputy craHoBmia 2,30 % y pasi 3acTtocyBaHHS
nanarmidiosuny y no3i 10 mr mopiBusiHo 3 —0,33 % y pasi 3actocyBanHs 1uiane6o. [lokaznuku
reMaTtokputy > 55 % crocrepiramucs y 1,3 % martieHTis, siki oTpuMyBanu gamnariidiao3uH y go3i 10
Mmr nopiBHSAHO 3 0,4 % marieHTiB, sIKi OTPUMYBAJH T1aLE0o0.

“CepenHs 3MiHa y BiZICOTKax BiJ BUXIJHOTO piBHS y pa3i 3acTocyBaHHA jgamnariiduioduny y mosi 10
MI' TIOPIBHSIHO 3 TUIane0o CTaHOBWJIA BIAMOBIAHO: 3araibHUil xonectepud 2,5 % mpotu 0,0 %);
xosectepuH JinmonpoteiniB Bucokoi mimbHOCTI (JITIBI) 6,0 % mporm 2,7 %; xonecrepun
ainonporeiniB Hu3bkoi miinbHocTi (JITTHII) 2,9 % npotu —1,0 %; Tpurninepuau —2,7 % npotu —0,7
%.

*luB. po3au1 «Oco0aMBOCTI 3aCTOCYBAHHSD.

[loGiuna peakmis Oyia BCTaHOBIIEHA B XOMi MiCISPEECTpALiifHOTO crioctepekeHHs. HaBeneHi
HIDKUE TEPMIHU MEPEBaXKHOT'O 3aCTOCYBAaHHSA, IO CTOCYIOTHCS BHUCHUILY, NEpEidueHi B MOPAAKY
9aCTOTH TOBTOPIOBAHOCTI Y KIIHIYHHUX JTOCIIHKCHHSX: BUCHII, TCHEPATI30BAaHUI BHUCHII, BUCHIT 3i
cBepOexeM, MaKyJbO3HMH BHCHUI, MaKyJO-Namy/ldbO3HUI BHUCHI, MYyCTYJbO3HUI BHUCHIIL,
BE3MKYJIbO3HUI BUCHII Ta EPUTEMAaTO3HMH BHCHI. B aKTHBHO- Ta MIiane00-KOHTPOIbOBAHUX
KIHIYHUX JocHixkeHHsIX (qanarmidiosun, N = 5936; yci kontpouni, N = 3403) yactora Bucumy Oyna
noAiOHO0 y pa3i 3acTocyBanHs Aanariidosuny (1,4 %) Ta ycix KOHTPOJIBHUX JIIKAPCHKHUX 3aC001B

(1,4 %).

"TIpo 1e MOBIIOMIISATIOCS B KIIHIYHOMY JOCHTIIKEHHI 3 OIIHKH CEpPIEBO-CYANHHHUX MOMINA Y
namienTiB 3 giadetom 2 Tuny (DECLARE). YacToTa rpyHTY€TbCSI HA pIYHOMY MTOKa3HUKY.

“Cnioctepiranucs y > 2 % nauieHTis Ta Ha > 1 % i npuHaiiMHi Ha 3 BUNAIKU YacTillle y MallieHTIB,
AKi oTpuMyBany nanarmiduo3us y 1031 10 mr, mopiBHIHO 3 iane0o.
“OruiHeHi AOCTITHUKOM SIK MOIIHBO TOB’s3aHi ab0 MOB’s3aHi 3 JOCTII)KYBAaHUM JTIKYBaHHIM 1
cnocrepiramucs y > 0,2 % narienTiB Ta Ha > 0,1 % i mpuHaliMHI Ha 3 BUTIAKW YaCTIIIE Y TAIIE€HTIB,
SIK1 OTpuMYyBanu aanarnidao3us y 1031 10 mr, mopiBHsHO 3 manebo.

Onuc okpemux nobiunux peaxyiil

Bynveosaeinim, bananim ma no’esasani ingexuii cmamegux opeanis

VY 13 00’emHaHuX JOCITIHKEHHIX O€3MeKu, ByJIbBOBATiIHIT, OalaHiT Ta 1Mo Bs3aHi iH(eKmii craTeBuX
opratiB croctepiranuch y 5,5 % 1 0,6 % cy0’€ekTiB, 1110 OTpUMYBaJU Janariiguio3uH y J03yBaHHI
10 mr i marnie6o BiAMOBiAHO. Y OLIBIIOCTI BUMIAIKIB iH(EKITIT OyiIH IETKOTro a00 CEpEeaHbOTO CTYIICHS
TSOKKOCTI, Y TIAIIEHTIB BiJ[3HaYanacs BiAMOB1Ib Ha TOYATKOBUI KypC CTaHAAPTHOTO JIIKYBaHHS, 1 Taki
SIBHIIA PIJIKO CTaBaJIM MPUYMHOIO MPHUITMHEHHS JTiKyBaHHS mamarmidiaosuaom. Li iHekmii gacrime
cnioctepiraimucs y xiHok (8,4 % ta 1,2 % y pa3i 3acTocyBaHHs Aamariiao3uHy Ta mianedo
BiJITIOBITHO), @ HMOBIPHICTh pelUINBY iH(EKIIT OyiIa BUIIOIO y MAIIEHTIB 3 TOJIOHUMH ITpodIeMaMu
B aHaMHe3l.

V xminivHomy gocmimkerHi DECLARE, KinbKicTh NamieHTIB i3 CepHO3HUMHU TOOITYHUMHE PEAKITisIMUA
reHiTanbHuX iH(eKii Oyna Manoro Ta 30aJaHCOBAaHOIO: 2 MALIEHTH Y KOXKHIN TpyIIi Aanariidao3uny
Ta 1aneoo.

VY nocnimxenni DAPA-HF »o/en namieHT He MOBIJOMIISB MPO cepilo3Hi MOOIUHI eeKTH Y BUTIISAL
iH(EKIii cTaTeBUX OpraHiB y Ipymi Aanariiduio3nHy, y Tpymi mianedo crocTepiraBes OQH TaKHi
BUNAI0K. Y rpymi aanariiduosuny 0yino 7 (0,3 %) nauieHTiB 3 HOOIYHUMH pEeaKLisIMHU, 10 IPU3BEIN
710 IPUITMHEHHS JIIKYBaHHS Yepe3 TeHITaNbHI iHPEKIil, 1 )KOAHOTO B rpyMi 1miamneoo.




Hexpomusyrouuii pacyiim npomesicunu (eaneperna @Pypuse)

[oBimomiisiocst Ipo BHIAAKU TaHTrpeHH DypHBE B MiCIHSIpEECTpalliiHUN TEPio y MAaIi€HTIB, SKi
npuiiManu  iHriditopu  H3KTIT2, 3okpema pmamarmignosuH  (amB.  po3ain «OcoOiuBOCTI
3aCTOCYBAHHA»).

VY nocmimxenni DECLARE BmuBy namarniio3uHy Ha pe3yibTaTH CepLEBO-CYJUHHUX MOIiH,
npoBeseHoMy 3a ydacTio 17160 mamieHTiB i3 IyKpoBHM J1iabeToM 2 THITy Ta CEpeAHIM 4YacoM
excro3utlii 48 mics1iB, OyJ0 3apeecTpoBaHO 3arajioM 6 BUMaAKiB raHrpeHr OypHbE: OJUH y TPYIIL,
110 OTpUMYBaJIa JIIKyBaHHS Aanarii(io3nHoM, Ta S5y Tpymi miameoo.

Linocnikemis

Yacrora rimoriikemii 3aiexkana Big THIy 0a30BOi Teparii, IO 3aCTOCOBYBajacs y KIIHIYHHX
JOCTIIKEHHSX IIyKPOBOTO Jiabery.

VY mociipKeHHSX 3aCTOCYBaHHSA Janariiuio3nHy sIK MOHOTEparii, K JONOBHEHHS 70 MET(HOpMiHY
ab0o JOMOBHEHHS 10 CHUTArIiNTUHY (3 MeThopMiHOM abo 0e3) YacToTa HE3HAYHHX eMi30[iB
rimormikeMii Oyna noaioHoo (< 5 %) y pi3HHX Tpynax JiKyBaHHS, BKIOYA0OYH IU1ae00, IpOTArom
nepioay NikyBaHHs TpuBaticTio 10 102 TnxkHIB. B ycixX 1ocmimKeHHSIX 3HaYH1 €Mi30A1 TiMoriaikeMii
TPAIUTSUTACS HEYACTO Ta 3 MOPIBHIHHOIO YaCTOTOIO Y IPyIIax JIIKYBaHHS JTanarii(io3nHoM i riamebo.
VY nocnikeHHSIX KOMOiHaLii 13 Cy/lb(OHIICEYOBUHOIO Ta IHCYJIHOM 4YacTOTa rimoriikeMii Oyna
BUMIOKO (IUB. po31ia «B3aeMois 3 iHITUMU JIIKapCHKUMHU 3aCO0aMHU Ta 1HII BUIW B3aEMOZI»).

VY nocnimxeHH1 KOMOIHAITT 3 TIIMEMIPUIOM y THXKHI 24 Ta 48 He3HayH]1 emi3041 T1MoTiKeMii yacTiie
criocTepiraiucs y Tpymi JiikyBaHHs aanariidiaosnHom y no3i 10 mr ta raimenipugom (6,0 % ta 7,9
% BiIMOBIHO), HIX y rpyIi wamne6o Ta raimemnipuay (2,1 % ta 2,1 % BianoBiAHO).

VY nocnimkeHHI KOMOiHAIIT 3 THCYTIHOM MOBIIOMIISIITH TIPO €IMi30/1 BUpaXkeHOoi rimoriikemii y 0,5 %
ta 1,0 % mnamienris, ki oTpuMyBanu ganariidiao3ud y no3i 10 mr Ta iHcyniH y TxkHI 24 1 104
BianoBigHO, Ta y 0,5 % marienTiB, SKi OTpUMYBaH Tu1anedo Ta iHCyIiH, y TIkHI 24 1 104. YV TxHI
24 1 104 ne3nauHi emi3oau rinoriuikemii cnocrepiranucs Bianosinxo y 40,3 % Ta 53,1 % narnieHTiB,
gKi oTpuMyBany Aamariidiao3uH y no3i 10 mr ta incynin, ta 'y 34,0 % Tta 41,6 % mnamienris, ski
OTPUMYBAJIU TUTa1e00 Ta 1HCYIIiH.

VY nocmimkeHHiI KOMOiHaMii 3 METOPMIHOM Ta CyIb(POHIICEYOBUHOIO TPUBANICTIO 10 24 TIKHIB
emi30[iB BHUPaXEHO! TiNormikemii He chmoctepiranoch. He3HauHi emi3oAM  TiMoriikeMii
cnoctepiramucs y 12,8 % manienris, ski orpuMyBaiu gamariidiao3us y 1031 10 mr i merdopmin ta
cynepoHinceuoBuHy, Ta y 3,7 % mamieHTiB, fAKi OTpUMyBaiM IUianedbo 1 MeTPopMiH Ta
CyJb()OHIICCUOBHUHY.

Y xminiynomy nocmimxenni DECLARE, He cmocrtepiramoch MiIBUIIEHHS PU3HKY BaXKKOi
rimoraikemii mpu Teparmii gamariiao3uHOM y TopiBHAHHI 3 Twiane6o. [loBimomsm mpo emizoan
Bakkoi rimorutikemii y 58 (0,7 %) namienTis, 1o orpuMyBaiu nanartidiosud i 83 (1,0 %) martieHTis,
110 OTPUMYBAJIH T11a11€00.

VY nocnimkenni DAPA-HF npo moxii Bupaxkenoi rimorikemii nosigomisutocs B 4 (0,2 %) narieHTis
AK y Tpymi qanarmiduo3uny, Tak i B rpyni miamne6o. L{i moxii cmoctepiranucs nuiie y mamiexTiB i3
IIYKPOBUM J11a0€TOM 2 THUITY.

3menwennsa 00 emy no3aKIiMuHHOI piounu

VYV 13 00’emHaHuX MOCHTIDKEHHSIX PEaKIlii, Mo CBiAYaTh MPO 3MEHIICHHSIM 00’ €My IMO3aKIITHHHOT
piavHu (BpaxOBYIOUM MOBIJIOMJICHHS NPO BHIIAJKU JAeTiApaTanii, rimoBojieMii Ta apTepianbHOI
rinoten3sii), cioctepiranucsa y 1,1 % ta 0,7 % nartieHTiB, K1 OTpUMyBaJIn nanariidiao3ud y 1031 10
MT 1 TuTa1e0o BiMOBIIHO; cepito3Hi moOiuHi peakiii BuHUKaU y < 0,2 % marfieHTiB 1 po3MoAUTHIHCS
3a 4aCTOTOIO TMOPIBHY MIX TpylaMu JKyBaHHsA AanariidiosuHoM y mo3i 10 mr 1 muane6o (quB.
po3ain «OcoOIUBOCTI 3aCTOCYBAHHS).

VYV xminiyHOMy nociimkenHi DECLARE, kinbKicTh TAalli€EHTIB 3 €Mi30JaMHd, IO CBiIYaTh MPO
3MEHIIIEHHS 00’ €My MO3aKJIITUHHOT PIAMHU PO3NOIUIMINCS TOPIBHY MK Tpynamu JiKyBaHHs: 213
(2,5 %) 1207 (2,4 %) y rpynax ganariidiao3uny Ta miane6o BianosigaHo. Cepito3Hi MOOiIYHI peakiii
cnoctepiramuce y - 81 (0,9 %) 1 70 (0,8 %) y rpymax nanarmido3uHy Ta rianedo BinmosinHo. B




OCHOBHOMY €Mi30/1d PO3MOJITWINCh TMOPIBHY MiX TpyHaMmH JIKyBaHHS y MIATpyNax MO BIKY,
BUKOPUCTAaHHIO JIlypeTHKiB, PpIBHO apTepiaJbHOTO THCKY Ta BHKOPUCTAHHIO 1HTIOITOpIB
aHrioTeH3uHMnepeTBoprotoyoro hepmeHty (1Alld)/6nokaropis perentopiB anrioreHsuny Il Tumy 1
(BPA). VYV nmamieHTiB 3 BHXIZHOIO PO3PAaxXOBAHOKI IIBUAKICTIO KIyOOYKOBOI  (imbTpartii
pIK® < 60 mn/x/1,73 M2 cnoctepiranocs 19 enizoiB cepito3HUX MOOIYHUX PEaKIliii, 10 CB1TYAThH
PO 3MEHIICHHAM 00’ €My TIO3aKIIITHHHOI PIAMHU [Tl TPYTH Aanariiduiosuny ta 13 emizoniB y rpyii
mwiane0o.

VY nocnimxenni DAPA-HF kinbkicTh marieHTIB 3 SBUIAMH, IO CBiAYATh MPO 3MEHIIECHHS 00’ €My
MO3aKIITUHHOI piauHu, craHoBuia 170 (7,2 %) y rpyni manarmidmnosuny ta 153 (6,5 %) y rpymi
mane6o. Y rpymi ganariidio3uay Oyiio MEHIIE Malli€HTIB 13 CepHO3HUMH MTPOsIBAMU CUMIITOMIB (23
[1,0 %]), mo cBim9aTh Mpo 3MEHIIEHHS 00’ €My MO3aKIITUHHOI PiTUHU, TOPIBHSHO 3 TPYIIO0 M1ane0o
(38 [1,6 %]). PesynpraTti Oynu moaiOHMMU He3aJeKHO BiJ] HAsIBHOCTI IyKpPOBOro Aiabery Ha
BUX1IHOMY piBHI Ta BUXiHOTrO noka3Huka plIIK®.

JliabeTHYHMI KeToanua03 Npy LIYKPOBOMY Jiia0eTi 2 TUIY

VY xniniynomy nocrimxenai DECLARE, 3 cepennim gacom excrnio3utii 48 wmicsis, emizoau JIKA
CIIOCTepirajauch y 27 mari€eHTiB y rpym aanariidao3uny y nqo3yBanui 10 mr 1 12 marieHTiB y rpyimi
wrane6o. CrnocrepexyBaHi emi301 piIBHOMIPHO PO3MOAUIHIUCS MPOTATOM HEepioy TOCITIIKEHHS.
Cepen 27 marientiB 3 emizomamu JIKA y rpymi mamarmidio3uny, 22 Mald CYIyTHE JIIKyBaHHS
iHCYymiHOM mix vac emizony. IIpoBokyroui ¢aktopu st JIKA Oynu Takumu, SK O4iKyBajocs, y
MOMYJIALIT IyKpOBOTO fiadeTy 2 Tumy (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

VY nocnimxenni DAPA-HF Bunagxu JIKA Gynu 3apeecTpoBani y 3 MaIi€eHTiB i3 yKPOBUM JiabeToM
2 TUMy B rpyIi nanariidao3uHy Ta )KOJHOT0 — B Tpymi 1uiaiedo.

Ingexyii’ cenosuBiOHUX WNAXIE

VY 13 00’ eaHaHnX DOCTIKEHHSIX O0e3neku 1H(PEKIlT CeYOBUBITHUX NMUBIXIB YaCTIIIE CIIOCTEPITaInCs
y TAI€HTIB, SKi OTpUMyBaiHu Aamariidiao3us y n03i 10 Mr, mOpiBHSHO 3 TUMH, XTO OTPUMYBaB
mwtane6o (4,7 % npotu 3,5 % BiamoBiaHo; 1uB. po3aina «OCOOIUBOCTI 3aCTOCYBaHHSM»). Y OLIBIIOCTI
BUMAIKIB 1H(pekuii Oynu jerkoro abo ceperHbOro CTYNEHs TSKKOCTI, y TMAIl€HTIB BiJ3Haydanacs
BI/IMOB1/Ib HA TTOYaTKOBUH KypC CTaHIAPTHOTO JIIKYBaHHS, 1 TaKl SIBUIA PIJAKO CTaBAIA MPUIHMHOIO
JOCTPOKOBOTO MPUIMHEHHS JIiKyBaHHs nanarmiduo3unom. Lli iHdexmii yacTime cnocrepiranucs y
JKIHOK, a UIMOBIPHICTh pelMaAuBY 1H(EKIIT OyJjia BUIOIO Y TAIIE€HTIB 3 MOAIOHUMU TTpoOIeMaMu B
aHaMHe3l.

VYV xmiuivnomy pocnimkenHi DECLARE, cepiiosni emizonu iH(MEKIIH CEYOBHBIIHUX IUISIXIB
crocTepirajiich pifme it Aanarmidiao3uHy y go3yBaHHi mo 10 mr, HixX ais mwiane6o, 79 (0,9 %)
emnizofiB y mopiBHsaHHI 3 109 (1,3 %) eni3o/iB BiAMOBIAHO.

VY nocnimxenni DAPA-HF kinpkicTh maiieHTiB i3 cepilo3HUMHU MOOIYHMMHU peakUisMu iH(eKii
Ce4OBHUBIIHUX IUIAX1B cTaHoBUaA 14 (0,6 %) y rpymi nanarnidnaosuny ta 17 (0,7 %) y rpymni miane6o.
IT’s1h (0,2 %) namieHTiB 13 TOOIYHUMU peakKIisiMKU OyJIM 3MYIIIeHI IPUITUHUTH Y4aCTh Y JOCIIKEHHI
yepe3 1H(DEKIli CeYOBUBIIHUX IUIAXIB 1 B TPy Aamariidao3uny, i B rpymi miameoo.

Lliosuwenns piens KpeamuHiny

[To6iynH1 peakmii Ha JIKapChKHM 3aci0, TOB’sA3aHl 3 MIJBHINCHHSIM PIiBHS KpEaTHHIHY, OyiIu
3rpynoBaHi (HampuKiIal, 3HWKEHHS HUPKOBOTO KIIIPEHCY KpeaTuHiHy, MOpymeHHs (yHKIIi HUPOK,
TIIBUICHHS PiBHSA KPEaTHHIHY KPOBI Ta 3HWKEHHS MIBHAKOCTI KiyOo4ukoBOi (imprparmii). ¥ 13
00’€THAHMX JIOCII/PKEHHAX O€3MeKu 3rpynoBaHi moOivHi peakiii cnocrepiranucs y 3,2 % ta 1,8 %
TMAIE€HTIB, SIKI OTpUMYyBayM famnarmidiao3ud y mo31 10 mr i mmane6o BIAMOBIAHO. Y TAIIEHTIB 3
HOPMaJIbHOIO (DYHKIII€}0 HUPOK 200 MOpymeHHsIM (YHKII{ HUPOK Jerkoro crymeHs (BuxigHa plLLIK®
> 60 mn/xB/1,73m?) peaxuii wiei rpymu cioctepiramuca y 1,3 % ta 0,8 % nauieHTiB, SKi OTpUMYBaIu
nanarmidnosuH y no3i 10 Mr i turane6o BinmosiaHo. Li peakirii gacriine crocTepiraaucs y NaiieHTiB
3 BuxigHOI0 pIIIK® > 30 Ta < 60 M1/xB/1,73M? (18,5 % y pasi 3acTocyBaHHS anariidio3nHy y 103i
10 mr ta 9,3 % y pasi 3acTocyBaHHA 11a11e00).

JlonaTtkoBe 0OCTEKEHHSI MAIIEHTIB 3 TOOTYHUMH PEaKIisIMU 3 00Ky HUPOK MOKa3ajio, 0 Y OUTBIIOCTI
3 HUX 3MiHa PiBHA KpEaTHHIHY CHPOBATKH KPOBi MOPIBHSIHO 3 TOYATKOBUM 3HAUEHHSM CTaHOBUIIA
< 0,5 mr/mn. TligBuieHHs piBHS KpeaTHHIHY y OUTBIIOCTI BUIAIKIB OYyJIO TPaH3UTOPHUM Ha (OHI
MIPOJIOBKEHHS JTIKyBaHHS JIIKAPCHKUM 3aCO00M 200 MUHAJIO MiCJIsA HOTO BIAMIHH.




VY xminiynomy pocmimkxeHHi DECLARE, 3okpema maii€HTiB JITHOTO BiIKy Ta MAalli€HTIB 3
nopymennsM Gynknii aupok (pIIK® menme mix 60 mi/xs/1,73 m?), plLIK® 3amKy€eTHCS 3 9acOM B
000X rpynax JiKyBaHHS.

Uepes 1 pik cepenne 3nauenns plIIK® Oyno gemo nuxye, a uepes 4 poku cepeane 3HaueHHs plIIKD
OyJI0 Je1Io BUIIKMM Yy TPyIi Aanarii(io3nHy MOpiBHIHO 3 TPYIO0 mianedo.

VY nocnimxenni DAPA-HF plIK® i3 vacom 3MeHITYyBaIOCh SIK y TPYIIi Janariiguio3uHy, TaK i B rpymi
mnane6o. IlouatkoBe 3HmKeHHs cepenuboi pLIIK® cramosumo —4,3 mu/xs/1,73 m? y rpymi
nanarmidnosury Ta —1,1 Mn/xe/1,73 M? y rpyni mnane6o. UYepes 20 micsauis 3MiHa nokasauka plIIK®D
BiJl IOYATKOBOrO  piBHA Oyna MOAiOHOI B rpymax JiKyBaHHS: —5,3 mu/xs/1,73 Mm% y rpymi
nanarmidnosuny Ta —4,5 mi/xs/1,73 M? y rpymi mane6o.

[oBigOMIEHHS MPO MiJI03PIOBaH1 NOOIYHI peakiii

BaxxinuBOo MOBIIOMIIATH TIPO MMiJO3PIOBaHI MOOIYHI peakiii y MiCIIpeecTpariiiHuil 1nepion
3aCTOCYBaHHS JiKapchbkoro 3aco0y. lle mae 3mory 3maiiicHioBaTH Oe3mepepBHUII MOHITOPUHT
CIIBBITHOIIICHHS KOPHUCTH/PU3UK 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y. CIemiaicT! y Taimy3i OXOpOHU
310pOB’sl 3000B’s13aH1 MOBITOMIISATH TIPO OY/Ib-sIKI BUTIAJKHU TT103PIOBAaHUX MOOIYHUX peakiii yepes
HaI[lOHAJIbHY CHCTEMY 3BITHOCTI.

Tepmin npuoamuocmi.
3 poKH.

YmoBu 30epiranus.
30epiratu y HEJOCTYITHOMY JJIsl AITel Micli mpu Temneparypi go 25 °C.

Ynaxoska. [To 10 TabneTok y 6micTepi, o 3 OicTepu y KapTOHHIH KOPOOITi.
Kareropis Bianycky. 3a perenrom.

Bupoouuk.
Actpa3eneka FOK Jlimiten.

Micue3Haxo:keHHs1 BUPOOHHMKA Ta HOro ajgpeca Micusi IPOBAasKeHH TisIbHOCTI.
Cink Poag biznec [lapk, Makkncding, SK10 2NA, Benuka bpuranist.
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