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BucHoBOK
YIIOBHOBAK€HOT'0 OPraHy 3 AePKABHOI OLIHKY MeIUYHUX TEXHOJIOTIi:
eTeJIKAJbIIEeTH/I

Hepocasna oyinka MeOUYHUX MEXHONO02IU NPOBeOeHa YNOBHOBANCEHUM OP2AHOM 3
0epIHcasHoi OYIHKU MEeOUHUHUX MEXHON02IU 8IOn08iOHO 00 eumoe Ilopsaoky nposedernHs
0epIHCABHOI OYIHKU MEeOUUHUX MEXHON02Il, 3ameepoxceno2o nocmanosow Kabinemy
Minicmpie Vxpainu 6io 23.12.2020 Nel300 ma cknaoacmvca 3 pe3yiomamis ananizy
NOPIBHANILHOI ehexmusHocmi (pe3yibmamusHocmi), 6e3nexu, pieHs 000aHOI KIIHIYHOL
Kopucmi, eghekmusnocmi eumpam ma pe3yIbmamie aHanizy 6nAU8y Ha 010Hcem
JIKAPCbK020 3ac00y HA OCHOBI OAHUX 3AA6HUKA. BUCHOBOK YNOBHOBANCEHO20 Op2eaH) 3
0epIHcasHOl OYIHKU MEOUYHUX MEXHON02TU Ma€E peKomeHOayitnuil xapakmep. Haoani oani y
BUCHOBKY € AKMYaNbHi CMAHOM HA 0amy 1020 Ni020MmoGKuU.

1. Indopmanisa npo 1aTy NpoBeAeHHS A€P:KABHOI OI[IHKHA MeIMYHMX TEXHOJIOTIiH
3asIBJIEHOTO Jikapcbkoro 3aco0y: 14.09.2026.

2. Inopmanist mpo 3asiBJIeHUI JiKapCbKUil 3aci0

1) naiitMenyBaHH (Mpi3BHIIE, iM’ 51, 10 0aTbKOBI) 3aIBHUKA Ta HA3BA BUPOOHMKA
JIKaApCHhKOro 3aco0y:

Cranom Ha 14.09.2026 p. B Jlep:kaBHOMY peecTpi TiKapchbKuX 3aco0is:!

[TapcaGiB — po3uuH s iH'ekii, 5 mr/mit; mo 0,5 mut (2,5 mr) y utakoHi, mo 6 ¢giakoHiB
y KapTOHHIi# kopoO11i; mo 1 mu (5 mr) y ¢iakoHi, mo 6 ¢aakoHIB y KapTOHHIN KOpPOOIIi; 10
2 mi (10 mr) y dakoni, o 6 ¢akoHiB y KapTOHHIM KOpPOOIIi.

3asaBHuUK: AMKeH €Bpona b.B.

! http://www.drlz.com.ua
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Bupoonuxk: Ammxen €spona b.B., Hinepnanau; Ammxen TexkHomomki (AlieneHn)
Anmimiten Komnani; [pnannis [lateon Manydexuypinr Cepsice3 En.En.Ci. CIHA Ammxen
Manydexkuypinr Jita; CIHA I desenonment, JI.IL., CIIA.

2) TOpProBeJibHA HA3Ba JIKAPCHKOIo 3ac00y:

[Tapca6is®/Parsabiv®

3) Mi’)kHapOAHA HENMATEHTOBAHA Ha3Ba a00 CHHOHIMiYHe HAlIMEeHYBAHHA:

Erenxansuerun/Etelcalcetide

4) ckJaj JiKapcbKOro 3aco0y (Air0yi Ta J0MOMIKHI pe4YOBUHM):

Oiroua peuosuna: erenkanblieTun; etelcalcetide; 1 mi KOHIEHTpaTy MICTHTH 5 Mr
erenkanpieTuay; 1 dmakon (0,5 mm; 1 Mo abo 2 Mi1) po3uuHy JUIsl 1H €KIH MICTHTH
BIAMOBIAHO 2,5 Mr, 5 M ab6o 10 Mr etenkanbuetuny (y Gopmi rigpoxiopumy).

O0ONOMINCHI pevosuHy. HATPIIO XJIOpUA, OypIITHUHOBA KUCJIOTA, BOJA JUIS 1H E€KIIIH,
CoJIsIHa KHUCJIOTa (17151 KopuryBanHs pH), Hatpiro rigpokcua (uist kopuryBanus pH).

5) popma Bumycky:

PO3YMH JIJIs 1H €KITIH.

6) cnocid 3acTocyBaHHs JiKapCcbKOro 3aco0y:

[TapcabiB BBOJATH Uepe3 BEHO3HUHN KaTeTep J1ajli3HOi CUCTEMHU B TIEPi0]l MPOMHUBAHHS
B KIHIII IPOLEAYpY reMoiani3y ado BHYTPIIIHBOBEHHO MiCJId MpOMUBaHHs KateTtepa. [lpu
BBEJICHHI MiJ] Yac MPOMUBAHHS CJijJ BBOJAUTH IoHaimeHme 150 mi 00’eMy mpOMUBaHHS
micns iH’ekiii. SKio nmpoMHMBaHHS 3aBepIIeHO, a Jikapchkuil 3acid IlapcabiB He Oyiio
BBEJICHO, TO WOTO0 MOXHA BBOJUTH BHYTPIIIHHOBEHHO, 3 TMOJAIBIIAM BBEICHHIM
noHaiiMenimie 10 mi iH’ekuiitHOro po3uuHy Hatpiro xjopuny 9 mr/min (0,9%), o
BUKOPHCTOBYETHCS JIJIST TPOMHUBAHHS.

[TapcabiB HE MOKHA PO3BOJUTH.

Jlo3yeanns

PekoMmeHmoBaHa ModYaTKOBa 1032 ETENKAIBIETHAY Y JOPOCIUX CTAHOBUTH 5 MI Y
BUTJISIA1 OOJIFOCHOTO BBEJICHHS 3 pa3u Ha TKIeHb. KoHIeHTpallis ab0yMiH-KOPUTOBAHOTO
KaJIBIIIF0 B CHPOBATIII KPOB1 TOBMHHA OyTH Ha PiBHI a00 BHUIIE HUKHBOT MEXK1 HOPMAIbHHUX
3HAYEHb JI0 BBEJCHHS MEPIIOi J03H JiKapchkoro 3acod0y Ilapcabis, 301biIeHHsS 1031 200
MOBTOPHOTO MPU3HAYEHHS JIIKAPCHKOTO 3aCO0Y MICIIsI TAMYACOBOT'O MPUITMHEHHS JTIKyBaHHS.
Jlikapcekwuii 3aci0 [TapcaOiB He ¢y BBOJUTH YacTillle, HIX 3 pa3u Ha THKIICHb.

7) iHgopmanis NMPO HASBHICTH JAEPKABHOI peecTpaulii JiKapcbKOro 3acody B
Ykpaiui:

[Tapca6iB po3unH s iH'ekii, S mr/mi; o 0,5 miu (2,5 Mr) y guakoni, no 6 ¢uiakoHiB
y KapTOHHI# KopoO11i; mo 1 mut (5 mr) y dutakoni, nmo 6 ¢uiakoHiB y KapTOHHIM KOPOOIIi; O
2 mi (10 mr) y dbnakoHi, o 6 (yiakoHiB y KapTOHHIA KopoOiii. Peectpaiiiine mocBiT4eHHS:
UA/17068/01/01. Tepmin aii peectpalliiHoro nocigueHHs Heoomexenuii 3 30.10.2023.

8) dapmakoJioriuna it JiKapcbKOro 3aco0y Ta Ko/ 3a aHATOMO-TepPANeBTUYHO-
XimMivHOI0 KJIacudikamicro:

ETenkanpleTn € CHHTETUYHUM TETITUJIOM, 110 YUHUThH KaJIbIIHMIMETHYHY A1, IO
3HIDKYE PIBEHb MapaTupeoiqHoro ropmony (nami — [1TT) msixoM 3B’ s13yBaHHS Ta aKTHUBAIII|
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KJIBIIIHYYTIUBUX perentopiB. KaabmiidayTauBi perenTopH, 1o 3HaX0AThCsl Ha TTOBEPXHIi
TOJIOBHMX KJIITHH MapamydTonoAiOHO01 3a1031, € OCHOBHUMU perynsaTopamu cekperii [TTT.
3umwkends piBHA [ITD cynmpoBOKYyeThCA 3HIDKEHHSIM BMICTY Kajblilo Ta (ocdartiB y
CHUPOBATIII KPOBI.

[Ticast  OAHOKpPATHOTO  BHYTPIIIHBOBEHHOTO  OOJIOCHOTO  BBEIEHHS 5  MT
eTeNKANBIETHAY B110yBaeThCs mBHIKE 3HKEHHS KoHeHTpaii [ITT nporarom 30 xBunun
MiCsl BBEACHHS JI03W, 31 30€peKEHHSIM MaKCUMaJIbHO HHU3bKHX PIBHIB MPOTATOM OJHIET
TOJIMHY, TIEPII HIK MOBEPHYTHUCS O BUXIAHOTO piBHS. CTYMHiHb 1 TPUBAIICTh 3HUKCHHS
piBas IITIT mocwtroroThes 31 301IBIICHHSAM J103W. Y TAIIEHTIB, SKi MepeOyBarOTh Ha
remoianisi, 3HmkeHHs koHueHTpauii [ITI" kopemntoe 13 KOHIIEHTpAIIEIO eTeNKANbLIETUIY B
ria3mi kposi. [Ipu BHYTpIITHLOBEHHOMY OOJIFOCHOMY BBE/ICHHI €TEIKAIBIETUY 3 pa3d Ha
THXACHb 3HKeHHs KoHueHntparii [ITI" 36epiramocst mpoTsiroM 6 MicsIliB Tepartii.

dapmakoTepaneBTUYHA rpyna: Perynstopu KaJIbI[IEBOTO roMeocTasy,
antunaparupeoigi 3acoou. Kon ATX HOSB X04.

9) noka3aHHsA 10 MeIUYHOTO 3aCTOCYBAaHHS, 32 IKUM MOIaBaJIacs 3asBa:

JlikyBanHs1 BTopuHHOTO rinepnapatupeosy (gam — BI'TIT) y mopociux maiieHTiB 13
XpOHIYHOIO XBOpoOoto HUpOK (man — XXH), siki nepedyBaroTh Ha TeMo/Iiai3i.

10) moka3aHHA 10 MeIUYHOIO0 3aCTOCYBAHHS BiINMOBIAHO A0 IHCTPYKUIl 1JIA
MEJIMYHOI0 3aCTOCYBaHHs, 3aTBepa:xeHol MO3, 3a HasiBHOCTI JAep:KaBHOI peecTpauii
JIKapCHhKOIo 3aco0y B YKpaiHi:

[Tapca6iB npuszHauenuid 1y dikyBanHs BITIT y mopociux mami€eHTiB 13 XpOHIYHOIO
HUPKOBOIO HEJIOCTATHICTIO, SIK1 IepeOyBarOTh Ha reMo/Tiai3l.

11) indopmanis npo HAABHICTL MNOKA3aHb [0 MEAUYHOI0 3aCTOCYBAHHA
JIKapchbKOro 3aco0y Ajsi BUKOPUCTAHHSA MiJl 4ac HAJAHHS MeIUYHOI I0NOMOTH MpPH
CTaHAaX, 110 3a3HAYEHI y NPIOPUTETHUX HANMPSAMAX PO3BUTKY cepr 0XOPOHU 310POB’si:

3rigHo 3 Marepianamu J1ocke, XXH Ta BIII'T He BXOASATH 0O MEPENiKy CTaHIB, IO
3a3Ha4YCH1 Y MPIOPUTETHUX HAIpsiMax PO3BUTKY c(Hepr OXOPOHU 370pOB’sl, 3aTBEPIKEHHUX
Haka3oM MiHicTepcTBa 0xoponu 3710poB's (nani — MO3) Yipainu Bix 07.10.2022 p. Ne 1832.

Ynoenoeaoicenuti opean 3 0epicasHoi OYIiHKU MEOUYHUX MEXHON02It 3aY8adiCye, o
8i0n06iono 0o IlpiopumemHux Hanpsamie po3sumky cghepu oxoporu 300pos's na 2026-2028
poku, sameepodcenux Haxkazom MO3 Vkpainu 6i0 30 epyous 2025 poxy Ne 1976, XXH ne
BIOHeCeHO 00 BU3HAUEHUX 0epIAHCABOI0 NPIOPUMEMHUX HANPIMIE PO3BUMKY chepu 0XOpOHU
300p06 5.2

Boonouac, ynoenosasicenuii opean 3asHavac, wjo 8ionosiono 0o Ilpoepamu meouunux
eapanmiii na 2026 pix, onpumoonenoi Hayionanvnor cayscboro 300pos’s Yrpainu,®
JIKYBAHHS NAYIEHMIE MemOoOOM 2emMo0ianizy 6 amOYIamopHUX YMO8aX 6KIUEeHO 00
nepeiKy mMeOudHux nociye, wo ¢inancyromocs oepacasoro. Cneyugixayisa 8i0noeioHozo
nakema nepeobauac KomnjiekcHe edenHs nayieumis i3 XXH, exnouarouu nposeoenHs

2 https://moz.gov.ua/storage/uploads/f33193b4-9a71-4a82-bfbb-92032a717f91/dn_1967 30122025 dod.pdf
3https://nszu.gov.ua/gromadianam/bezoplatni-poslugi-v-programi-medicnix-garantii-20-1
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1abopamopHo20 MoHimopuney (30kpema euznavenus pieus IITI), oyinky Hympuyitino2o
Cmamycy, a makoic c80€YACHY 0iAd2HOCIMUKY MaA JIIKYBAHHS YCKAAOHEHD.

3. BHCHOBOK YNOBHOBA:X€HOr0 OPraHy IIOAO0 Pe3yJbTaTiB MNOPIBHAJbHOL
e(peKTUBHOCTI (pPe3yJIbTATUBHOCTI), 0e3neKkH, eeKTUBHOCTI BUTPAT HA JiKapChbKHil
3aci0 Ta aHANI3y BIUIMBY Ha MOKA3HUKH OIOIKETY

1) naHi 1010 NPIOPUTETHOCTI 3aXBOPIOBAHHS (CTAHY):

XpoHiuHa XBOp0oOa HUPOK — II€ CTaH, 110 XapaKTEPUIYETHCS CTINKUMU (TTOHAT 3 MICSITi)
MOPYIICHHSIMU CTPYKTYpH Ta/ab0 GyHKII HUPOK, SKI MarOTh KIIHIYHE 3HAYCHHS IS
3mopoB's. Lleit Tepmia 00'€qHYy€e MTUPOKHUI CIIEKTP 3aXBOPIOBAHB 13 PI3HOIO €TIOJOTIEI0 Ta
MeXaHi3MaMH PO3BHUTKY. Uepe3 rereporeHHictb npuuuH mnepedbir XXH moxe cyTTeBO
BIIPI3HATUCS — BIJ TPHUBAJIOro OE3CHMMITOMHOTO 3HIKECHHS (YHKIII HHPOK, SKE
3aJIMIIAETHCS CTAOUIBHUM MPOTATOM TPUBAJIOrO 4Yacy, O LIBUAKOTO IMPOrpecyBaHHS 13
PO3BUTKOM TEpPMIHAIbHOI HUPKOBOI HejoctaTHOCTi. [lopymieHHs (yHKIIT HUPOK Mae
CUCTEMHMH XapakTep i BIUIMBA€ NPAKTHYHO HA BCi OPraHM Ta CHCTEMH OpraHizmy.*

3ajie’)kHO BiA PIBHS IMIBHAKOCTI KiyooukoBoi QuibTpamii (mami — HIK®) XXH
noausaoTh Ha Atk cragiil — Big Gl (IIK®D >90 mn/xs/1,73 m?) no G5 (IHKD <15
Mi/x8/1,73 M?)3. 3a JaHUMU CHCTEMaTUYHOTO OISy, TI06anbpHa nommpeHicTs X XH craniit
G3-G5 cranoButh 6mu3bko 10%.°

VY naui€eHTIB 13 TEPMIHAIBHOK HUPKOBOIO HEIOCTATHICTIO pU3UK cMepTi y 10-20 pa3is
BUILIMNA, HIK Yy 3arajbHId MOMYJsLii, a MPOBIAHOK MNPUYMHOIO JETAIbHUX HACHIIKIB
3QIMINAIOTECA  CEPUEBO-CYAMHHI 3axBoproBaHHa.® Kpim Toro, mporpecyBamns XXH
CYNPOBOIKYETHCSI PO3BUTKOM MIHEPAbHUX 1 KICTKOBUX nopyuieHb (nam — XXH-MKII,
anri. Chronic Kidney Disease—Mineral and Bone Disorder, CKD-MBD), siki 3Ha4HO
i JBMIIYIOTH PH3KK NepeoMis’. BeTanoBieHo, o y namienTis 3i cragismu XXH G3a—G5D
IEPEIOMH BHHUKAIOTH 3HAYHO 4YacTille, HiK y 3aranbHii momymsuii,®® a mepemomm
CTETHOBOI KICTKA acCOIIIIOIOTBCS 3 BUCOKUMM TOKa3HMKAMHU 3aXBOPIOBAHOCTI Ta
cmeprHOCTi. 10!

Opnum 13 wmouoBux kommnoHeHTIB XXH-MKII e BITIT. Bin po3BuBaeThcsi sk
aJanTHBHA BIAMOBIIb HA MPOTPECYIOYl MOPYIIEHHS Kaiblliii-hochopHoro oOMiHY Ta
MeTaboi3My Bitaminy D, o cynpoBokyroThcs niasuieHHsM piBHa [T 1 rinepruiasiero

4 KDIGO, 2013. Chapter 1: Definition and classification of CKD. Kidney International. 2013; Supplements 3 19-62

5 Hill N.R., Fatoba S.T., Oke J.L., et al. Global prevalence of chronic kidney disease — a systematic review and meta-analysis. PLoS One. 2016 Jul 6; 11 (7):
€0158765. doi: 10.1371/journal.pone.0158765.

® Foley R.N., Parfrey P.S., Sarnak M.J. Clinical epidemiology of cardiovascular disease in chronic renal disease. American Journal of Kidney Diseases. 1998;
32:5112-S119

"KDIGO clinical practice guideline for the diagnosis, evaluation, prevention, and treatment of chronic kidney disease — mineral and bone disorder (CKD—-MBD).
Kidney International. 2009; 76 (Supplement 113) S1-S130.

8 Alem A.M., Sherrard D.J., Gillen D.L., et al. Increased risk of hip fracture among patients with end-stage renal disease. Kidney Int. 2000; 58: 396-399

9 Nickolas T.L., McMahon D.J., Shane E. Relationship between moderate to severe kidney disease and hip fracture in the United States. J Am Soc Nephrol. 2006;
17: 3223-3232.

10 Mittalhenkle A., Gillen D.L., Stehman-Breen C.O. Increased risk of mortality associated with hip fracture in the dialysis population. Am J Kidney Dis. 2004;
44: 672-679.

1 Tentori F., McCullough K., Kilpatrick R.D., et al. High rates of death and hospitalization follow bone fracture among hemodialysis patients. Kidney Int. 2014;
85: 166-173
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MapanuTonoaiOHNX 3a5103. BUpaKeHICTh MUX 3MiH 3pOCTa€ B MIipy MOTipIieHHs GyHKIII1
HUPOK.

Kuniniyae 3nauenns BITIT BuxomuTh jajieko 3a MeXi MOPYIIEHb MIHEPAJIbHOTO
oominy. [Tiasumenns piBus [ITT acoriroeTbes 3 KanbludiKaIie€ro CyIUH 1 KJIanaHiB ceplIid,
IIOPYLIEHHSAM KiCTKOBOTO PEMOJIENIOBAHHS Ta PO3BUTKOM HHUPKOBOI ocTeoauctpodiit?®, vV
BEJIMKUX MDKHAPOJHUX OOCEpBALIMHUX AOCTIIKEHHSIX MPOJAEMOHCTPOBAHO HE3AJICKHUIM
3B's130K MDK migBuiieHUM piBHeM [ITI 1 pu3uKOM cepleBO-CyIMHHOI Ta 3arajJbHOl
cMepTHOCTI, 0cobmuBo 3a konueHntpauii IITI monaxg 600 mr/mi'*™ Kpim Toro, BITIT
CYIIPOBODKYETHCS MIABUILIEHHAM piBHA (pakTopa pocTy (idpobmactis 23 (mami — FGF23,
anri. fibroblast growth factor 23), sikmit acOLiIOETBCSA 3 TinepTPOdicro JBOroO IUTyHOYKA,
CepLEeBO-CyAMHHUMY HOMiAMUL’ Ta mepeuacHor0 cMepTHicTIO. 18

3a tpuBanoro nepebiry XXH, BITIT npusBoauth 10 Mporpecyrodoi rimnepruiasii
napamuTonoAioHux 3ano03. CroyaTky BoHa Ma€ JU(PY3HHUI XapakTep, OJHAK 13 4aCOM MOXKe
TpaHCc(OPMYBATHUCSA Y BY3JIOBY (JOPMY 3 BTPATOIO YYTIMBOCTI JI0 PETYIATOPHUX MEXaHI3MIB,
o crpusie aBToHOMHIM cekpertii [ITT 1 po3BUTKY TpeTUHHOTO Tinepnapatupeo3y (gam —
TITIT).Y® Jna TITIT xapakrepuum € crilike migsumenns pisag [T y noennanui 3
rinepkanpieMiero.?

Kiminiuni nposisu BITIT He oOmexyrorbes nabopatopHuMu 3MiHamu. Ha panHIX
CTaisIX MAIll€EHTIB MOXYTh TypOyBaTh CBEpODK WIKIpM Ta cIpara, TOAl SK 13
IIPOrpeCyBaHHIM 3aXBOPIOBAHHSA 3'SIBISIFOTHCS M'sI30Ba CJIa0KiCTh, IIBUIKA BTOMJIIOBAHICTb,
OUIb y KICTKax 1 cyrio0ax, 3MIHM HAacTpOIO, a B TSKKMX BUIAAKAX — MyXJMHONOA10HI
ypakeHHs KICTOK. BomHowac kanbludikaiis CyJuH 1 HUPKOBA OCTEOAUCTPOQII MOXKYTh
po3BuBatucs Bxe Ha ctaaii G3 XXH ynacninok nopyuenns oci FGF23—kanbuiii—pocdop—
siramin D-TITT.%

Hiarno3 BI'TIT rpyHTyeThbest Ha mO€qHAHH] TAOOPATOPHUX MOKA3HUKIB: M1ABUIIICHOTO
piBus [ITT", HopMansHOTO 200 3HMKEHOTO PIBHA KaJbIIiI0, MABUIIIEHOTO piBHS docdaTy Ta
nedimuty Bitaminy D. ¥V marmientiB 13 o3nakamu XXH-MKII abo ocreonopo3y AOLIIBHO
JIOIATKOBO ~ OIIHIOBATH  MIHEpaJbHy  HIUIBHICTh  KICTKOBOi ~TKAaHMHM  METOJOM
JIBOEHEPIE€TUYHOI PEHTIEHIBCHKOI abcopOLiomeTpii.??

2 Moe S., Driieke T., Cunningham J., et al. Definition, evaluation, and classification of renal osteodystrophy: a position statement from Kidney Disease:
Improving Global Outcomes (KDIGO). Kidney Int. 2006; 69 (11): 1945-1953

BCpinminpkuit A.C. MeToau IiarHOCTHKH B KITiHIII BHyTpimHb0I Meauuuan. K.: BCB “Meautumua”.2019;1008-813

4 Floege J., Kim J., Ireland E., et al. Serum iPTH, calcium and phosphate, and the risk of mortality in a European haemodialysis population. Nephrol Dial
Transplant. 2011; 26 (6): 1948-1955

5 Tentori F., Wang M., Bieber B.A., et al. Recent changes in therapeutic approaches and association with outcomes among patients with secondary
hyperparathyroidism on chronic hemodialysis: the DOPPS study. Clin J Am Soc Nephrol. 2015; 10 (1): 98-109.

16 Faul C., Amaral A.P., Oskouei B., et al. FGF23 induces left ventricular hypertrophy. J Clin Invest. 2011; 121 (11): 4393-4408

17 Scialla JJ, Xie H, Rahman M, et al. Fibroblast growth factor-23 and cardiovascular events in CKD. J Am Soc Nephrol. 2014; 25 (2): 349-360

18 Gutierrez O.M., Mannstadt M., Isakova T., et al. Fibroblast growth factor 23 and mortality among patients undergoing hemodialysis. N Engl J Med. 2008; 359
(6): 584-592.

9 van der Plas W.Y., Noltes M.E., van Ginhoven T.M., Kruijff S. Secondary and tertiary hyperparathyroidism: a narrative review. Scandinavian Journal of
Surgery. 2020; 109 (4): 271-278

2 pijtt S.C., Sippel R.S., Chen H. Secondary and tertiary hyperparathyroidism, state of the art surgical management. Surgical Clinics of North America. 2009; 89:
1227-1239
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Axmo pisui [ITT, xamemito Tta dochopy 3anuIIalOTbC KOHTPOJBOBAaHUMU Ha TJIi
MEJIMKAaMEHTO3HO1 Teparlii, J0JaTKOBI I1HCTPYMEHTAJbHI JOCIIDKCHHS 3a3BUYail He
MOTPiOHI.

HecrnipusiTauBuii Ipor1o3 acouileThCS 3 BUPAKECHUMU MOPYIICHHSIMH MIHEPAIbHOTO
oOMiny. HallBUIIMii pu3vK CMEpTI CIIOCTEPITA€ThCs Y MALIE€HTIB 13 pIBHEM KaJbI[iIO MOHA
10 mr/mn, dochary monan 7 mr/mn 1 IITT monan 600 nir/min, 0cOOMMBO 3a MOETHAHHS ITUX
noka3HuKiB.? BcTaHOBIIEHO 3B'930K piBHIB Kanbiito, Gocdary Ta [TTI 3 pusukoM cepueBo-
CyJMHHOI CMEPTHOCTI Y NAI[i€HTIB, AKi mepeOyBaroTh Ha reMoianisi.*

JlixyBannst BITIT copsmoBaHe Ha KOpPEKIiI0 MOPYIIEHb MIHEPaJbHOTO OOMIHY,
npurHidyeHns HagmmkoBoi cekpeuii 1T Ta mpodinmaktuky yckiaaaneHb. OCHOBHUMH
HanpsMaMHU TEparii €:

® 00MEXEHHS HaJIXO/LKEHHA (ocdopy 3 ixero Ta 3acTocyBaHHs (HocaT3B'sI3yBaIbHUX
Mpenaparis;

® Npu3HAYCHHS aKTUBHUX (hopm BiTaminy D abo akTuBaTOpiB perenTopa Bitaminy D;

® 3aCTOCYBaHHS KalbLUMIMETHKIB 1/ IpurHivenns cexpenii [T ;%

® naparupeoinekTomiss y mnaimieHTiB 13 pedpakrepuum BITIT a6o TITIT micns
Hee()EeKTUBHOCTI MEMKAMEHTO3HOI Tepartii.

3rilHO 3 peKoMeHJalissMu MixHapogHoi opranizamii Kidney Disease: Improving
Global Outcomes (mani — KDIGO) mono XXH-MKII, y namieHTiB, ski nepedyBaroTh Ha
reMojiaisi, JoUUIbHO maTpuMyBaTu piBeHb [ITI' y mexax npubnnusHo 2-9 BEpXHIX MExX
HopMu.?® Jlng mOCATHEHHA Ii€i Wi MOXYTh 3aCTOCOBYBATUCS —KaJbIIMMIMETHUKH,
aKTUBATOPH perenrtopa BiTaminy D a0o ix komOiHaris.

TakuM 4YMHOM, BU3HAUYECHOI HLJIBOBOK MOMYJSIIE€I0 3TiTHO 3 JOChE € JOPOCHi
namieaTy 000x ctateit 3 XXH Ta BI'TIT, sxi nepeOyBaroTh Ha reMoAiai31.

Jlis po3paxyHKy NMOTpeOM CHCTEMH OXOPOHM 3JI0POB’Sl y 3asiBJICHOMY JIIKapChKOMY
3ac001 eTeNKANBIETH/T 3aIBHUKOM BHUKOPUCTAHO CTAaTUCTHYHI JaH1 [{eHTpy rpomancskoro
3nopoB’ss MO3 VYkpainu, dopma Ne 20, mo0 KUTBKOCTI MAalli€HTIB, K1 MepedyBaiu Ha
remojianisi B Ykpaini y 2014-2023 pokax.

3asBHUK 3a3Havae, 0 B YKpaiHi BIICYTHI aKTyallbH1 HAI[lIOHAIBHI JKEpelia TaHuX, sIK1
0 no3Bossuin Bu3HauuTH YacTKy mnamieHTiB 13 XXH rta BITIT, sxi mepeOyBaioTh Ha
reMojianizi Ta MOTPeOYIOTh 3aCTOCYBAaHHS KaJbIUMIMETHKIB. Y 3B’SI3Ky 3 IUM IS
po3paxyHKy notpedu Buxopuctano nani United States Renal Data System Annual Data
Report 2024, BinnoBiaHo 10 AkUX 26% Nali€eHTIB, sKi epeOyBaau Ha TeMo/I1aji3l y CUCTEMI
Medicare Fee-for-Service CIIIA,?" orpuMyBany KanbLUMiMEeTHKH. J[0JaTKOBO 3 METOIO

ZTentori F., Blayney M.J., Albert J.M., et al. Mortality risk for dialysis patients with different levels of serum calcium, phosphorus, and PTH: the Dialysis
Outcomes and Practice Patterns Study (DOPPS). Am J Kidney Dis. 2008; 52: 519-530.

2 Young E.W., Albert J.M., Satayathum S., et al. Predictors and consequences of altered mineral metabolism: the Dialysis Outcomes and Practice Patterns Study.
Kidney Int. 2005; 67: 1179-1187.

% Ketteler M., Block G.A., Evenepoel P., et al. Executive summary of the 2017 KDIGO chronic kidney disease-mineral and bone disorder (CKDMBD) guideline
update: what’s changed and why it matters. Kidney Int. 2017; 92 (1): 26-36.

% Tentori F., Zepel L., Fuller D.S., et al. The DOPPS Practice Monitor for US Dialysis Care: PTH Levels and Management of Mineral and Bone Disorder in US
Hemodialysis Patients. Am J Kidney Dis. 2015; 66 (3): 536-539.

2IYSRDS. Annual Data Report // End Stage Renal Disease // 3: Clinical Indicators and Preventive Care; https://usrds-adr.niddk.nih.gov/2024/end-stage-renal-
disease/3-clinical-indicators-and-preventive-care
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M1ITBEPKEHHSI PEJIEBAHTHOCTI 3a3HAUYEHOT YACTKH ISl yMOB KIIIHIYHOT MPAKTUKU B Y KpaiHi
3asIBHUK 3BEPHYBCS 710 Tpo(diIbHOTO 3akiany oxoponu 310poB’ st — KHIT «Meauunuii ieHTp
micta KueBay. 3a Haganoto iHdopmaliero, 6113bko 26% nNalieHTiB, AKi MepeOdyBalOTh Ha
remomianizi, maroth BITIT 13 kputnuno Bucokumu piBHamu IITIT Ta moTpedyroTh
PU3HAYCHHS KaJbIIUMIMETHKIB.

Ha ocHOBI KUJTBKOCTI MAIll€HTIB, K1 epeOyBaiu Ha remoianisi B Ykpaini'y 2014-2023
pOKax, 3asBHUKOM IUISIXOM 3aCTOCYBaHHS 4acTKu 26% Oyno po3paxoBaHO KIUIBKICTh
MAII€HTIB, SKUM ITOKa3aHe 3aCTOCYBaHHS KaIbIMMiMETHKIB: Bix 1 463 oci6 y 2014 pori 10
1 868 oci6 y 2023 pomi. Hamami 1mi po3paxoBaHi 3Ha4YeHHS OyJiIM BUKOPHUCTAaHI IS
MIPOBEJICHHS pEerpeciiHOro aHaji3y Ta MporHo3yBaHHsa notpedbu Ha 2024-2030 pokw.

3a pesynbTaTamMy MPOTHO3Y KUTHKICTh TMAIIEHTIB, 10 MOTPEOyBaTHUME 3aCTOCYBaHHS
3asBJICHOTO JIIKAPChKOTO 3aco0y, craHoBuTUME 2 307 0ocid y 2026 porti, 2 376 ocio y 2027
porii, 2 445 oci6 y 2028 porii, 2 514 oci6 y 2029 pori ta 2 583 ocobu y 2030 porri.

Ynosnosaosicenuii opean npogise eepugikayitinuti ananiz nioxooy 3aa6HUKA 00 OYIiHKU
nompebu cucmemu OXOPOHU 300P08’°S y 3AA6INEHOMY JIKAPCbKOMY 3acobi ma 3a3Hayae
Hacmynxe.

3asenukom Ona GU3HAUEHHs HACMKU NAYIEHMIB, AKI NOMpPeOyIomv 3aCMOC)BAHHS
KAIbYUMIMEMUKIB, BUKOPUCTAHO NOKA3HUK PaKMUUHO20 3aCMOCYB8AHHS KAIbYUMIMEMUKIG
y cucmemi Medicare Fee-for-Service CIIIA (26 %). Boonouac 3asznauenuil NOKA3HUK
gidobpadxcae ocobaueocmi KIIHIYHOI NPAKMuku ma QIHAHCYBAHHA CUCMEMU OXOPOHU
300pos’ss CIIA i ne mooice be3nocepedHvbo oxapaxkmepuzysamu nompeody 8 JiKY8aHHI
3asA687eHUM JIKAPCLKUM 3ACOO0M 8 YMOBAX CUCEMU OXOPOHU 300p08 51 YKpainu.

3 memor 3anyyeHHs eKCnepmHoi OyMKU NpOo@inbHUX KIIHIYHUX ¢haxieyie nio uac
NPOBEOEHHSI 0EPHCABHOI OYIHKU MEeOUYHUX MEXHONO02IU, d MAaKoxC O/ aHANi3) pPedanbHOl
KIIHIYHOI npakmuku 6 YKkpaini ma 0odamkoeoi eepupikayii nioxooy 3asa6HUKA,
VINOBHOBAICEHULL OP2AH 38EPHYBCSL 00 NPOPINbHUX 3aKAAI8 0XOPOHU 300p08's. Bionoesioi
OyIU ompumMaHi 810 HACMYNHUX 3aK1A0ie 0xopoHu 300pos’s: KHII “/[ninponemposcvka
obnacua xniniuna nikapus im. 1.1 Meunuxoea” /[ninponemposcoxoi obaacnoi paou, JTHIT

“Incmumym cepys Minicmepcmea oxoponu 300pos’st Yrpainu”, KHII “Meouyunuii yenmp
micma Kuesa”, KHII Xapxiscokoi obnacnoi paou “Obnachuii meOuyHull KAiHiYHUll yeHmp
yponoeii i nHegponoeii imeni B.1. Illanosana”. 3a pe3yrvmamamu onumyeauHs KiIiHIYHUX
gaxisyie oyinka yacmku nayicHmis, sAKi NOMpeodyromv JIKY8AHHA KATbYUMIMEMUKAMU,
sapitosana 6io 25 0o 80 %.

Bapmo 3aznauumu, wo y BUCHOBK) YNOBHOBAMNCEHO20 OpP2AHY 3d pe3VIbmamamu
0epIHCABHOI OYIHKU MEOUYHUX MEXHOI02IU 3a CKOPOUEHOI NPOYedypor0 TiKAPCbKO20 3AC00Y
emenxanvyemuo 6yno nageoero ingpopmayiro MO3 Ykpainu, 6i0nogioHo 00 sKOI KilbKicmb
nayienmie i3 XXH ma BITIT, saxi nepebysaromv Ha 2emo0ianizi ma nompeoyioms
Meoukamenmosnoi mepanii karvyumimemuxamu, cmanosuia 3008 ocio (bauzvko 50 % 6io0
3a2anbHOI KilbKocmi nayienmis, sKi nepedysanu Ha emooianizi).

3 ypaxyeamHsAM HABEOEHO20 VNOBHOBANCEHUU Op2aH 68ANHCAE  SUKOPUCAHUL
3AAGHUKOM NIOXIO NPUUHAMHUM OISl OYIHKU NOmMpedU CUCmeMU OXOPOHU 300p08’sl Y
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3a56/1€HOMY JIKAPCbKOMY 3acobi. Boonouac 3acmocoeana 3asaenuxom uacmka nayieHmis,
SAKI nompebyoms 3aCMOCY8AHHA 3AABIEH020 JNIKAPCbKo2o 3acody (26 %) € Hudwcuorw
nopisHsano 3 Hasedenoro MO3 Vkpainu oyinxoro. Lle ceiouums npo me, wo po3paxoeana
3AABHUKOM KIIbKICMb NAYIEHMIB MOJICEe He OXONTII0BAMU BCIX NAYIEHMIB, SKI Nompebyomy
3aCmMoCy8ants KanbYuMIMemuKie, ma Mae po32aa0amucsl sSiKk OpiEHMOo8HA OYiHKA NOMpeou.

2) naHi H010 AOCTOBIPHOCTI pe3yJIbTATIB NOPIBHAJIBLHOI KJIiHIYHOI eeKTUBHOCTI
Ta 0e3lmeKHu 3asiBJIEHOr0 JiKapcbkoro 3aco0y. Omnmuc (mpeacraBjieHHs1) 3a3HAYEHHUX
pe3yJbTaTiB

BinnosiaHo 10 iHopMalii B 1OCKE 1010 3asBICHOTO JIKAPCHKOTO 3aC00Y BUBYATIHUCS:

Honyasiuis (P, population) — nopocni namientu i3 XXH ta BI'TIT, sxi nepeOyBatoTh
Ha reMo/Iiai3i.

Brpyuanns (I, intervention) — eTenkanbueTHI, 2,5 M.

Kommnaparop (C, comparator) — miaie6o (BiICyTHICTb Teparnii KalbIIUMIMETHKOM).

Kinnesi Touku (O, outcomes) — 3HmKeHHs cepeaaboro piBHs IITI Ounbiie HiX Ha
30% BiJ BUXI1JTHOTO PIBHSI.

3asBHUKOM SIK KommapaTtop Oyino oOpaHo 1anebo (BiACYTHICTH — Tepartii
KaJbuMiMeTkoM). [Ipu oOrpyHTyBaHHI BUOOpPY KOMIaparopa 3asBHUKOM HaBEICHO TakKl
apTyMEHTH:

- BIJICYTHICTb JIIKAPChKUX 3acO0IB Ipylu KadbUUMIMETHKIB it JikyBanHs BITIT y
nanieHTiB 13 XXH, siki nepe0yBaroTh Ha reMolialli3l, y peryJIaTOPHUX MepeniKax;

- BIJICYTHICTh PEKOMEH a1l 1010 3aCTOCYBAHHS KaJIbIIUMIMETUKIB B Y HI()IKOBAHOMY
KJIIHIYHOMY MPOTOKOJI1 BTOPUHHOI CHEI1aII30BaHOI Ta TPETUHHOI BUCOKOCIEIIaII30BaHO1
Meau4HOi JonoMord “JIikyBaHHSI MAIli€HTIB 3 XPOHIYHOK XBOpOOOK HHUpPOK V cTaiii:
JIarHOCTUKA CTaHy Ta KOPEKIIisk MOpyIIeHb (pochOpHO-KaIbIieBoro oominy”, 2016 poky;?®

- pe3yJIbTaTU aHaJi3y 3aKyIiBeJb KAIbIIUMIMETHKA IMHAKANBIETY 3a 2024-2025 pokw,
SK1 CBIT4aTh NPO HOTO TMOOJWHOKI 3aKyMiBJl 3a KOIITH JEP>KaBHOTO OIO/DKETYy, IO 3
ypaxyBaHHSM HAsSBHOCTI IHIIMX TOKa3aHb B 1HCTPYKINi JUIsI MEIMYHOTO 3aCTOCYBaHHS
[IMHAKAJIBIIETY HE MOKE CBIIYUTH PO HOT0 CTaHIapTHE 3aCTOCYBAaHHS Yy MarieHTiB 13 XXH
ta BI'TIT, sixi mepeOyBatoTh Ha remMo1iaisi;

- HAsSIBHICTh OITyOJIIKOBAHOTO BUCHOBKY YITOBHOBaKEHOTO OPTaHy 3 JIEP>KaBHOI OLIIHKU
MEIMYHUX TEXHOJIOTIA 3a CKOPOUEHOK MPOLEIYypor JUIsl JIIKAPCHKOTO  3acoly
eTeNKANbIETHA, y SKOMY IUIaled0 BH3HAYEHO pEJIEBAaHTHUM KOMMApaTopoM st
3actocyBaHHs y naiieHTiB 13 XXH ta BI'TIT, siki nepeOyBaroTh Ha reMoaiai3i.

3a pesynemamamu eepugbikayiunozo ananizy euoopy niayedo fAK KomMuapamopa,
nposedeno2o 8ionosiono 0o Hacmawnosu “‘/lepoicasna oyinka meouunux mexuonoeit” CT-H
MO3Y 42-9.1:2026, 3ameeposcenoi nakazom MO3 Vkpainu 6io 29 6epesns 2021 poky Ne
593, y peoaxkyii naxazy MO3 Vkpainu 6io 23.07.2026 Ne 1011 (oani — Hacmanosa),
VINOBHOBANCEHUU OP2AH 3A3HAYAE HACHYNHE.

% VniQikopaHuil KIiHiYHMI TPOTOKON BTOPHHHOI (CIEliaNi30BaHOl) Ta TPETUHHOI (BMCOKOCTIENiati30BaHoi) MeM4HOT 1omoMord “JIiKyBaHHS MAIli€HTIB 3
XPOHIYHOIO XBOPOOOIO HUPOK V CTaii: AlarHOCTHKA CTaHy Ta KOpEKIis nmopymmeHs dochaTHo-Kanbiiesoro oomiHy”. Hakaz MO3 Ykpaiau Ne 89 Big 11.02.2016
p. https://www.dec.gov.ua/wp-content/uploads/2019/11/2016_89_ykpmd23.pdf
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Cmanom Ha 0amy npogeoenHs: OaHOi OYIHKU MeOUYHUX MEXHON02IU, KanbYuMiMemuKy
ne exmoueni 0o Hayionanvno2o nepeniky oCHOSHUX NiKapcbKux 3aco6is,’® a maxoowc
Ilepeniky nikapcokux 3acobis, wjo 3aKynogyrmoscs 3a KOWmu 0epicasnozo 61oxcemy 0
BUKOHAHHA Npocpam ma 30IUCHEeHH YeHMPANi308aHUX 3axX00i6 3 OXOPOHU 300p08's ma
Ilepenixy nikapcokux 3acobis, wo 3aKynogylomvcs 3a 002080paAMU KEPOBAHO20 OOCHYNY
sameepodicenux nocmanogoro Kabinemy Minicmpie Ykpainu (0Oani — KMY) 6i0 7 6epe3ns
2022 poky Ne 216.%°

3a ingopmayiero, ompumarnoio 6i0 kuiniunux ¢haxisyie (KHII “‘/[ninponemposécvka
obnacna kniniuna aikaphs im. 1.1 Meunuxosa” /[Hinponempogcoroi obnacuoi paou, JJHIT
“Incmumym cepys Minicmepcmea oxoponu 300pog’s Yrkpainu”, KHII “Meouunuti yenmp
micma Kuesa”, KHII Xapxiscokoi obnacuoi paou “Obaacnuti MmeOuyHUll KIiHIYHUL YeHmp
yponoeii i hegpponoeii im. B.1. [llanosana’), kanbyumimemuxu 3acmoco8yiomsCs 8 OKpeMux
nayienmis 8i0N0GIOHO 00 KIIHIYHUX NOKA3AHb, OOHAK IX BUKOPUCMAHHA Y PealbHill KIIHIYHIl
npakmuyi Ykpainu oomedsicene Hacamnepeo 8i0CYMHICMIO 0ePHCABHO20 3a0e3neyueH s ma
00CMYnHOCMI YUX JIKAPCLKUX 3aC00i8.

Taxum 4uHoM, 8paAxX08yIOYU, WO KATLYUMIMEMUKU He 3a0e3neyyromuvcs 3a Koumu
oepoicasrnozo 0100Jcemy, YHOBHOBANCEHULL OP2aH N0200HCYEMbCA, WO 6ubip niayebdo
(6i0cymuicme mepanii  KAlbYUMIMEmMUKom) sK KOMNapamopa € OOIPYHMOBAHUM 3
nepcneKmusuU CUCmeMu OXOPOHU 300p08'si YKpainu K 0epicasHo2o nIamHuKa.

Indopmanisa 1moa0 NOPIBHAVIBHOI KJIHIYHOI e(EeKTHUBHOCTI 3asiBJICHOIO
JIKapCcbKOIo 3ac00y NMpeacTaBjIeHa B 10Ch€

3asBHUKOM MIPOBEACHO IMONIYK PaHJIOMI30BAHUX KOHTPOJIbOBAHUX IOCHIIKEHb Ta
cucTeMaTUYHUX orjisifiB y 0azax ganux PubMed ta Cochrane Library 3 MeTor OLIHKH
MOPIBHSUIBHOI KJITHIYHOI €()eKTUBHOCTI €TEJIKATIBIETU Y TTOPIBHSIHO 3 IJI1a1e00 y TOPOCIUX
namieHTiB 13 XXH ta BITIT, sxi mepebyBaroTh Ha remomianisi. Ilomyk 3maiiicHIOBaIH
BianoBiHO 0 npuHiuny PICO 13 3acTocyBaHHSAM BU3HAYEHUX KPUTEPIiB BKIIOYCHHS Ta
BUKJTFOYCHHS TOCI1KEHbD.

3a pe3ynbTaTamMu MONIYKY Ta BiI0OPY peIeBaHTHUX MyOTiKaIli 3asBHUKOM JI0 aHAITI3Y
KJIIHIYHOT €()eKTUBHOCT1 OyJIO BKJIIFOUEHO JB1 MyOJIiKAaIlii:

- Block G.A., Bushinsky D.A., Cunningham J, et al. Effect of etelcalcetide vs placebo
on serum parathyroid hormone in patients receiving hemodialysis with secondary
hyperparathyroidism: two randomized clinical trials. JAMA. 2017; 317 (2): 146-155, (naii
— Block G.A. et al., 2017) — nyOmikamisi, y sKili HpeICTaBICHO pPE3yJbTaTH IBOX
0araToleHTPOBUX PAHAOMI30BAHUX TMOABIMHO 3aC/IIUICHUX IJIane00-KOHTPOJIHOBAHUX
KIHIYHUX gochimxeds 111 dha3u mom0 omiHkM ePeKTUBHOCTI €TeNKAIbIETHY TOPIBHSHO 3
mane6o y namienTi 13 BITIT, sxi nepeOyBaroTh Ha remomiamiszi;>!

- Wolf M., Block G.A., Chertow G.M. et al. Effects of etelcalcetide on fibroblast growth
factor 23 in patients with secondary hyperparathyroidism receiving hemodialysis. Clin

2 https://zakon.rada.gov.ua/laws/show/333-2009-%D0%BF#n15
% https://zakon.rada.gov.ua/laws/show/216-2022-%D0%BF#n14
31 https://doi.org/10.1001/jama.2016.19456
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Kidney J. 2019 Apr 26; 13 (1): 75-84, (maxi — Wolf M. et al., 2019) — mocT-x0K aHaji3 JBOX
11a11e00-KOHTPOJIBLOBAHUX JIOCTIIPKEHb €TENKANbLUETUy, Pe3yibTaTH SIKUX HABEJICHO Y
ny6mikamii Block G.A. et al., 2017 Ta mnpsMoro mOPIBHAJILHOTO JOCHIIKCHHS
eTEeJIKANBIECTUAY 3 IIMHAKAJIBLIETOM 11100 BILTUBY JIIKyBaHHS Ha piBeHb FGF23 1 moka3Huku
MiHEPaIBHOTO 0OMiHy. %2

OCHOBHUM JIXKEPEIIOM JO0Ka31B KIIIHIYHOT €()eKTUBHOCTI 3asIBHUK BU3HAUMB ITyOJIIKAIIIFO
Block G.A. et al., 2017, Toxi six pe3yibTath, HaBeaeHi y myomikamii Wolf M. et al., 2019,
BUKOPHUCTAHO SIK JOJATKOBE JDKEPENIO JAaHUX LIOJ0 BIUIUBY €TEIKAIbIETHAY Ha O10XIMIYH1
MOKa3HUKN MiHepanbHOTO 00MiHy — piBHI IITI, kampmito, dochopy, nodytox CaxP Tta
FGF23, Ta He BKiII0YEHO 10 apMaKOEKOHOMIYHOTO aHaJi3Yy.

VY myo6nikarnii Block et al., 2017 6yno npencraBieHo pe3yabTaT ABOX MapaliebHUX
0araToleHTPOBUX PAHIOMI30BaHUX TMOJBIHHO 3aCHIIUICHUX IUIale00-KOHTPOIHOBAHUX
KIiHIYHUX gociipkens [ ¢asu (mocaimxenns A ta B) 3 i1eHTUYHUM AU3aHHOM.

Jlo nociimkeHb BKIIOYAIU Jopociux namieHTiB (>18 poki) 13 XXH, ski nepeOyBanu
Ha reMojIialii3l He MeHIe 3 MicAlliB, OTPUMYBAJIH aJeKBaTHY Jiaii3Hy Teparmito (Kt/V >1,2
— TOKa3HMK ajaekBaTHOcTi remopianizy abo URR (Urea Reduction Ratio) >65 % -—
KOe(DIIIEHT 3HUKEHHS KOHIEHTpAIlll CEYOBHHH), Majd PIBEHb abOYMiH-KOPUTOBAHOTO
KanpIito >8,3 mr/an Ta kouueHtpamio iHTakTHOro IITIT momaxm 400 nr/mm. Taxox
BIJIIOBITHO JI0 KPUTEPIiB BKIIOUEHHS, MAaLI€EHTH Majd OTPUMYBATH CTaOUIbHI 103U
akTUBHOTO BiTaMiHy D, QocdaT3p’a3yBanbHUX MpenapaTiB Ta MNPENapaTriB KalbIIilo.
3arasibHa momyJsiig intention-to-treat (mami — ITT) cranoBwia 1023 mamieHTH: y
JTOCHDKEHHI A 70 Tpyn eTeNkajbleTUay Ta Iianedo Oyino paHaomizoBaHo mo 254
NalieHTy, y JocaipkeHHi B — 255 ta 260 nmaiieHTiB BiAIOBITHO.

Pannomizaniito mpoBOAWSIM Y CHIBBIAHOWIEHHI 1:1 10 Tpynm eTenkanbleThay Ta
iarne6o. EtenkanbpreTua BBOAWIM BHYTPIIIHBOBEHHO Y BUIMIISAL OOMIOCHOI 1H'€KIT Y
BEHO3HY JIHIIO JIali3HOTO KOHTYPY MICIIS KOXKHOTO CEaHCy reMojialily MpoTsiroMm 26
TKHIB. [loyaTkoBa J03a CTAaHOBHIIA 5 MT TPUY1 HA THXKACHB 13 MOKJIUBICTIO i1 ITIIBUITICHHS
Ha 2,5 abo 5 mr Ha 5-My, 9-my, 13-My Ta 17-My THxXHSX 3anexHO Bi koHueHTparii [ITT Ta
abOYMIH-KOPUTOBAHOTO KAJIBIIIO O MAKCUMAJIBHOI 103U 15 MT TpuUi Ha TUKICHb.

IlepBUHHOI0 KiHIEBOKW TOYKOIW Oyla 4YacTKa TMAIE€HTIB, Yy SKUX CEpeaHs
koHUeHTpauis inTaktHoro IITI npoTsirom nepioay oniHOBaHHSA €(heKTUBHOCTI — 3 20-r0 110
27-T0 THOXHS — 3HU3MIIACS moHalMeHIe Ha 30 % MOpIBHAHO 3 BUXITHUM PiBHEM.

BTropuHHMMH KiHIEBMMH TOYKAMHM OyJIM 4aCcTKa MAILIEHTIB, K1 TOCATJIM CEPEAHBOTO
pias IITT <300 nr/mi, a Takox BijicoTkoBa 3MiHa piBHIB IITI, anb0yMiH-KOpUTOBaHOTO
KaJbIito, hocdopy Ta 100yTKy Kanbliio i pochopy (manxi — CaxP).

3asBHUK 3a3Hayae, M0 B 000X JOCTIIKEHHSAX MEPBUHHOI KIHIIEBOI TOUKH JOCSTIA
CTATUCTUYHO 3HAYyIlle OUIbIlIa YacTKa MAaIEHTIB TPyHU E€TEIKAIbIETUAY MOPIBHSIHO 3
rpynoro miare6o. Y gocaimkenni A 3amxeHHs piBas [ITI" >30 % Bix BuxigHOTO piBHS OYII0
nocaruyto y 74,0 % mnaiieHTiB rpynu eTeakaableTuay Ta 8,3 % malli€eHTiB rpymnu miamnedo

32 https://doi.org/10.1093/ckj/sfz034
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(p<0,001), y mocmimkenni B —y 75,3 % ta 9,6 % namienrtiB BignosigHo (p<0,001).
AOcoIIoTHA PI3HUII MK Tpyniamu ctranoBuiia 65,7 % B 060x pochimkennsx (95 % CI 59,4-
72,1 Ta 59,3-72,1 BIANIOBIJIHO).

3asBHUK 3a3Hayae, 1o 3HwkeHHs KoHeHTpanii [ITT na >30 % Bijx BUXITHOTO PiBHS
BUKOPHCTOBYETHCSI K CyporaTHa KiHIIEBa TOYKa JIsl OI[IHKK O10XIMIYHOI BIJIOBIII Ha
3aCTOCYBaHHSA KaJIbIIMMIMETHKIB Y KIIHIYHUX JOCTIKEHHSX 32 yyacTro namieHTiB i3 BITIT.
3a 00rpyHTYBaHHSM 3asBHHUKA, BUOIP TAKOTO MMOPOTOBOTO 3HAYCHHS TIOB’ SI3aHUMN 13 TUM, III0
BOHO IMEPEBUIIYE aHANITHYHY Ta Oiojoriuny BapiabenpHicTh piBHS IITT 1 mae 3mory
nudepeHiioBaTi 610XiMIYHY BIAMOBIIL HA JIIKYBaHHSA BiJ] BIAMOBII Ha miane6o. BogHouac
3agBHUK BKa3zye, IO OMyOJiKOBaHI JaHlI HE MIATBEP/UKYIOTH (OpMaibHOI KIIHIYHOT
Basmianii came mopory >30 % o0 KJIIHIYHO 3HAYYIIUX KIHIIEBUX TOYOK.

3asgBHUKOM TaKOXX HABEJACHO pe3yibTaTH BTOPUHHHMX KIHIEBUX TOUYOK. YacTka
MaIl€eHTIB, sKi gocariau cepeanboro piBHsa [ITT <300 nr/mi, crtanoBuia 49,6 % y rpymi
eTenkanbleTuay Ta 5,1 % y rpymi mianebo y gociikeHHi A, a Takox 53,3 % ta 4,6 %
BiJIMOBITHO y AociimxeHHl B (p<0,001 ans 0o60x nopiBHsIHB). KpiM Toro, 3asBHUK 3a3HAUAE,
10 3aCTOCYBaHHS €TEJKaJbLETHIy CYNPOBOKYBAJIOCS OUIbII BUPAKEHUM 3HUKEHHSIM
koHuentpami IITI, aneOymiH-KOpuroBaHoro kainelito, (ochopy Ta modyrky CaxP
NOPIBHAHO 3 Iane0o. Takok 3asBHUK 3a3Hayae, M0 OUIBII HIK y MOJOBUHM IAlI€HTIB
010X1MIYHa BIJIIOBIIb CIIOCTEPIrajacs BkKe NPOTATrOM MEepIINX 6 THKHIB JIKyBaHHS.

3assBHUKOM 3a3HA4Y€HO, 110 10 (hapMaKOCKOHOMIYHOTO aHaJi3y BKIIOUYEHO MOKAa3HUK
YaCTKHU MAII€HTIB, SIK1 AocArM 3HMkeHHs piBHs [ITT" >30 % Big BuxigHOTO piBHSA, O OYB
BU3HAUYCHWI SK MEpBHHHA KIHIIEBA TOYKAa JOCHKeHb A Ta B, pe3ynbratu sKHX
npezcrasieHi y myomikarii Block et al., 2017.

3asiBHUKOM MPOBEJICHO OIIHKY METOO0JIOTTYHOI SIKOCT1 HOCIIKEHb, PE3YJIbTaTH SKUX
HasezeHo y myoOsrikarii Block et al., 2017, 3a mkanoro />xamana. JJocmimkeHHS OTpUMaH 5
OaiB 13 5, 1110, 32 BACHOBKOM 3asiBHUKA, CBIIYUTH MIPO iX BUCOKY METOJIOJIOTTUHY SIKICTh.

3a BHCHOBKaMHU 3asBHUKA, pe3yJbTaTH AOCTIIKeHh A Ta B, HaBeneHi y myOumikarrii
Block et al., 2017, cBiguath mpo BupakeHy O0i0XiMiuHY e€()DEKTHBHICTh CTEIKAIbIIECTHIY
nopiBHSAHO 3 anebo moxao 3umxkeHHs piBHA [ITI y mamientiB 3 XXH Ta BITIT, ski
nepeOyBalOTh Ha reMojiaiizi. 3asBHHUK TaKOX 3a3Hadae, Mo MmaBuiieHuid piBers [ITT
aCOIIIIOEThCS 3 HECHPUATIUBUMU KITHIYHUMM Haciigkamu. Pazom 3 TuMm, SIK 3a3Hayae
3asiBHUK, KJIIHIYHA KOPHUCTb 3HWKeHHsA piBHS [ITIT morpedye miATBEpAKEHHS Y
JOCITIIKEHHSX, SIKI OI[IHIOIOTh KJIIHIYHO 3HA4yIIl KIHIIEB] pe3yJIbTaTu.

3assBHUKOM TaKOX JOAAaTKOBO HaBezieHo mani myOsikamii Wolf et al., 2019, y skii
MPEJCTaBICHO TOCT-XOK aHali3 JaHUX JBOX IUIale00-KOHTPOIHOBAHUX PAaHIOMIi30BAHUX
JOCTIPKeHb eTeNKANBIETUy Ta OJHOTO PaHAOMI30BAaHOTO TPSMOTO MOPIBHIIEHOTO
JOCTIKEHHS €TENKABIETHAY 3 IIUHAKAIBIICTOM.

3asiBHUK 3a3Hayae, 1110 OCHOBHUM OLIIHIOBAaHUM MOKAa3HUKOM MOCT-XOK aHajizy Oyna
MesianHa BiiHOCHA 3MiHa piBHSI FGF23 Bix BUXimHOTO PiBHS 10 27-TO THKHS JIIKYBaHHS.

3rigHO 3 JAaHWMU MyOuiKallii, 3aCTOCYBaHHS €TEJIKAJIbLETUAY MOPIBHAHO 3 TuIanedo
cynpoBopKyBanocsi 3HmwkeHHs M piBas [ITI (-56,3 % mnpotu +13,4 %), anpOymiH-
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KopuroBanoro kanelito (—7,0 % npotu +0,9 %), bocdopy (—8,7 % npotu —1,5 %), 100yTKY
CaxP (15,1 % mnpotu —0,6 %) Ta piBas FGF23 (Memianne 3umwkeHHs —56,1 %
[MikkBapTHIbHHM 1HTepBad (mami — MKI, aunrin IQR — interquartile range): —84,7; —7,1]
npotu +2,1 % [MKI: —41,0; +64,8]; p<0,01).

3assBHUKOM TaK0X HAaBEJEHO Pe3yIbTaTH KOPEIALIHHOTO aHali3y, BIAMOBIIHO JI0 SKHX
smiau piBHa FGF23 mo3uTuBHO KOpemroBanu 31 3MiHAMHU PiBHIB Kaublliio, Gochopy Ta
no0ytky CaxP; nns OumpriocTi 3a3HadeHux kopessmiil p<0,01. Kopemsii Mk 3mMiHamu
piBuiB FGF23 1 [ITI" 6ynu cnabkuMu Ta CTAaTUCTUYHO HE3HAUYIIUMHU.

Indopmania moao NOPiBHAIBLHOI 0e3leKH 3asiBJICHOIO JIKaApChKOro 3acoly
NpeacTaBjIeHa B 10Ch€

PesynpTaTi anami3y 0e3MeKr 3aCTOCYBaHHS €TEIKAIBIIETHAY 3asIBHUK HaBIB HA OCHOBI
nyouikamii Block et al., 2019, y sikiii mpecTaBieHo iIHTErpOBaHMiA aHai3 PodiTio Oe3rneku
CTEIKAJBIIETUAY Ha OCHOBI 00'€IHAHWX JaHUX M'SATH KIIHIYHUX JOCIIKCHb 3a Y4acTiO
nopociux nanienTis i3 BI'TIT, sxi nepebysanu Ha remoianisi.>

[lepion cmocTepekeHHs 3a TMOOIYHMMHM SIBUIIAMHU Yy IUIale00-KOHTPOIHOBAHUX
PaHOMI30BaHUX KITHIYHUX JOCIIKEHHSIX OXOIUIIOBAB MEPioJl JIIKyBaHHS TPUBAIICTIO 10
26 TwxHiB Ta 30 THIB MiC/s BBEJACHHS OCTaHHBOI JI03H JIIKAPCHKOTO 3ac00y.

3asgBHUK 3a3Hadae, LI0 YacTOTa 1 XapakTep MNOOIYHUX SBUL] IpPH 3aCTOCYBaHHI
eTeNKANbLIETHAY Oyiau MNOMIOHMMHM Yy TUIalEe00-KOHTPOJbOBAHUX JOCHIKCHHSIX Ta
JOCHIPKEHH] 3 aKTUBHUM KOHTpoJieM. /[0 HalmOMMpEeHIMX MOOIYHUX SIBUIIL HaJICkKaTu
TIMOKaJIbIIEMIS, M'SI30B1 CIIa3MU, HYJ10Ta, JAiapest Ta OnroBaHHs. [10014H1 siBUINA, TOB'sA3aH1
31 3HM>KEHHSIM KOHIIEHTpalli KaJIbLiio (FIIOKaIbIIEMIs), 3apeecTpOBaHO y 65,6 % maiieHTiB
rpynu eTenkaiblueTuay nopisusaHo 3 10,3 % y rpyni minane6o. ¥ OUIbIIOCTI BUMAIKIB BOHA
Maja JIETKHi a00 MOMIPHUM CTYMiHb TSXKKOCTI, TOAL SIK TSDKKA TIMOKaJblL1eMIS BUHUKAJIA
pinko (0,4 % 1 0,2 % BianoBigHO). BimMiHHOCTEH MiX TpylaMu JIIKyBaHHS IIOJIO 3MiH
reMaToJIOTIYHUX TOKa3HUKIB, AKTHMBHOCTI IEYIHKOBUX (EpMEHTIB, piBHS OuTipyOiHy,
YaCTOTHU CEPIIEBUX CKOPOYEHB Ta MacH TiJIa HE BUSIBJICHO.

3a maHuMH 3asiBHHUKA, CEpHO3HI MOoO14H1 sBuia Bunukanu y 130 (25,8 %) narieHTiB
rpynu erenkaneietuny Ta 'y 149 (29,0 %) marmienTiB rpynu ruiane6o. Halnmommpenimummu
CEpHO3HUMU TTOOIYHUMH sIBUTIIAMU (>2 % malieHTiB) OyJM rinepkaiieMis Ta THEBMOHIA. Y
BIIKPUTUX TMPOJOBXKEHUX JOCIIPKEHHSIX J0 TMOOIYHMX SIBUI, IO MNPU3BOJIUIN O
NPUNMHEHHS JIIKYBaHHS, HaJIeXKalu 3yNUHKa ceplis, HyA0Ta, OJIOBaHHS, TMOKaJIbIIEMI,
3arajbHe MOTIPIICHHS (PI3UYHOTO CTaHy, LIEIOJIT, CENCUC 1 ceNTUYHMM oK. [Ipu upomy
3HAQYHOTO 301JBIIEHHS YaCTOTU MOOIYHUX SIBUIIl 324 JKOJHHUM KJIACOM CHCTEM OpraHiB He
cnocrepiranocsa. HallO1np1 nomupeni cepiio3Hi moOiuH1 ABUIA, K1 BUHUKAIHN 3 YaCTOTOIO
>1 %, npencrasieni y Tabauii 1.

Tabmuus 1. Cepio3Hi mnoOIyHI sBUINA, $KI BHHMKAJIM TMPU 3aCTOCYBaHHI
eTeNKabLEeTHaY 1 manedo 3 yactotor >1 %

33 https://doi.org/10.1371/journal.pone.0213774
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No [To61uHi sBUIITA Etenkansuerua, n (%) [Tnaue6o, n (%)
N =503 N =513
1. lNnepkamiemis 10 (2) 2 (0,4)
2. [THeBMOHIS 10 (2) 14 (2,7)
3. CreHokapis 7(1,4) 3(0,6)
4. [imepBoeMis 6 (1,2) 7(1,4)
5. di6pusLis mepeacepap 5(2) 5(1)
6. CeprieBa HEIOCTATHICTh 5(1) 5(1)
7. Tpom603 CyIMHHOIO TPAHCILIAHTATY 3(0,6) 5(1)
8. Tpom603 apTepio-BeHO3HOI (icTynu 2 (0,4) 5(1)
9. Anemis 1(0,2) 5(1)

3asgBHUK HAaBIB PE3yJIbTaTH PO3PAXyHKY BigHOCHOro pusuky (RR) ta BimmiHHOCTI
pU3HUKIB (Tabmuus 2).

Tabnuus 2. PesynapTatu omucy Ta y3arajJibHEHHS aHajizy O€3MEeKH 3aCTOCYyBaHHS
eTeIKAJBLETUAY 1 II1anedo

IToxa3uuk Erenkanbueruy [Tnanebo RR BigmiaHICTE
(N=1503) (N=513) (95 % CI) PH3HKIB
(95 % CI)
3arajabHa KiIbKICTh 461 410
TLsT* 1,147 0,117
Bix 1,09 no 1,206 Bix 0,075 mo
0,160
3aranbpHa KiUIbKICTh 130 149
cepiioznux [ 0,89 -0,032
(BIpOTiZIHO OB’ A3aHMUX . _
i3 3acTocyBanmHsM JI3)* Bix 0,728 no Bix —0,087 o
1,087 0,023
3aranpHa KiabKicTb 151, 9 13
SIK1 TIPU3BOJIATH JI0 0,706 -0,007
THMYacoBOI a00
MIOCTIMHOT BiAMIHH Bix 0,305 1o Bix—0,025 o
1,637 0,010

JKyBaHHS
[T5 — mo6iune sBUIIE.
*po3paxyHKN BHKOHAHO 3a JJOTOMOTOFO OHJIAifH-KabKynsaTopas?

3asBHUKOM TakKOX IMpoaHaji3oBaHO 1H(oOpMaIlio 1oa0 npoduiro Oe3neku
eTeJIKaNbIETUAY, HaBEIEHY B IHCTPYKUII 7 MEIWYHOrO 3aCTOCYBaHHS JIKApChKOTO
3aco0y. HalimommpeHimmMy noOIYHUMHU peakiisiMU MPU 3aCTOCYBAHHI JIIKAPCHKOTO 3ac00y
3 ToproBesibHOI Ha3Bowo [IAPCABIB® Oy 3HM)KEHHST KOHLICHTPAIIil KaJbliiio B KpoBi (64
%), OomoBanHsa (13 %), m’s30B1 cnazmu (12 %), miapes (11 %) ta mymorta (11 %). ¥V

34 http://www.neoweb.org.uk/Additions/compare.htm
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O1TBIIOCTI MAIIEHTIB 3a3HauyeHl MOOIYHI peakili MajMu JIeTKHM a0o0 MOMIpHHUHN CTYMiHb
TSOKKOCTI Ta THUMYacoOBHMM Xapakrtep. [IpunuHeHHs JiKyBaHHsS y 3B’S3KYy 3 MOOIYHUMH
peakiiisMu OyJ0 3YMOBJICHE TMEPEBAYKHO 3HIDKCHHSIM KOHIICHTpAIll Kajbllil0 B KpPOBI,
HYJIOTOIO Ta OJIFOBAaHHSIM.

3a pe3yibpTaTaMu aHaATI3y MMEPIOANYHO OHOBITIOBAHOTO 3BiTy 3 Oe3meku PSUR 3asBHUK
3a3Hayvae, 110 HOBUX CHUTHAJIB O€3MEKH HE BUSBIICHO, a TPO(dUTL 03MEKN eTEIKAIBIICTHIY
3aJTUIIIABCS Y3TOHKEHUM 13 BIJOMUMH TaHUMH.

TakuM dYHHOM, 3a BHUCHOBKAMH 3asSBHUKA, €TEIKAIBIETH] XapaKTEPU3yBaBCS
OPUMHATHUM mpodineM Oe3nmeku MopiBHAHO 3 manebo. HaluacTimwmMu mnoOGIYHUMU
SIBUILIAMU OYJIM peakilii, MoB'sa3aHl 31 3HIKEHHSM KOHLIEHTpAllii Kalblilo B KPOBI, 5IKi, 3a
BHCHOBKAaMU 3asBHHUKA, € KEPOBAHUMH 32 YMOBH PETYJIIPHOTO JTJAOOPATOPHOTO MOHITOPUHTY
Ta KJITHIYHOTO CITOCTEPEKEHHS.

Ynosnosaosicenuii opean nposie eepughikayitinuil ananiz npeocmasieHux 3asa8HUKOM
0aHUX w000 NOPIBHANLHOI KIIHIYHOI eekmusHocmi emenxkaivyemudy 6 O00pPOCIUx
nayienmies i3 XXH ma BI'TIT, sixi nepebysaromo na cemooianii, ma 3a3Ha4ae HAcmynHe.

Jlns oyinku nopisHANbHOL KIIHIYHOI egheKmMUBHOCMI 3ASIBHUKOM SIK OCHOBHE 0Xcepesio
0oka3zis KNiHiuHoi epexmugrnocmi 6yno 6idibpano nyonikayiro Block G.A. et al., 2017, y saxii
npeocmaeneHo  pesyibmamu 080X  0A2amMOYeHmposUx pPaHoOMi308aHUX  NOOGIUHO
3acninieHux — naayedo-KOHMpoONbO8aAHUX  KIIHIYHUX  docniodxcens Il ¢asu  woodo
ehexmusHocmi emenxanvyemudy nopisHano 3 niayeobo 6 nayienmis iz XXH ma BI'TIT, saxi
nepeby8anu Ha 2emooianisi.

3a pezynbmamamu anbmepHAMUEHO20 NOULYKY VHOBHOBAMCEHUL Op2aH He BUABUE
[HUWUX penesanmHux 0dicepen 00KA308UX OAHUX, AKI 810n0Gi0aiu 6 KIIHIYHOMY NUMAHHIO,
chopmynvosarnomy 3a cxemoro PICO.

Ynosnosasicenum opeanom npogedeno oyiHKy Memooo02IYHOI AKOCMI 00CIONHCEHD,
npeocmaenenux y nyonikayii Block et al., 2017, 3a rucmom oyinku 011 npogeoenHs ¢axosoi
excnepmusu oepoicasnoi OMT (0ooamok 2 0o Hacmamnosu). 3a pezyromamamu OoyiHKu
BCMAHOBNEHO BUCOKY MEMOOO0JI02IUHY AKICMb 00CTI0NCEHb, WO Y3200HCYEMBCA 3 OYIHKOIO
3aA6HUKA.

o oocnioocens sxouanu oopocaux nayieumis i3 XXH ma BI'TIT, sixi ompumyesanu
RIOMpUMY8aIbHUll 2emodianiz 3 pazu Ha mudicoens, manu pieensv IITI nonao 400 ne/mn ma
CKOpU208AHULL 34 ALOYMIHOM PiéeHb KAIbYilo 8 cuposamyi Kposi He menute 8,3 me/on. Jlo
panoomizayii nayicHmu maiu ompumyeamu cmadOilbHi 003U CYRYMHbLOI mepanii
npenapamamu Kanivyiro abo ocghamss’a3y6anbHuMu npenapamamu ma Kaibyumpioiom
abo axkmusHumu awnanocamu eimaminy D. I1li0 uac Oocniodcenns nepedbayanocs
RIOMPUMAHHS BIOHOCHO CMAOLILHUX 003 NPEenapamie Kaavyir, akmusHo2o simaminy D ma
Gocamss’sa3yeanbHux npenapamis, 3a BUHAMKOM NOmMpeodU KOpUey8auHs 003 3a PILUEHHAM
00CNIOHUKA.

3azcanom 6yno panoomizosaro 1023 nayienmu: 509 — 0o epyn emenxanvyemudy ma 514
— 00 epyn naayeoo. binvwicms sxaroueHux nayicHmis manu ckpunineosuil pieeus I1TI nonao
600 ne/mn: 65,7% nayienmis y oocnioxcenni A ma 67,6% y Oocniosxcenni B. Jlikysanns
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mpueano 26 mudxicHig iz nooanvuum 30-0eHHUM nepio0oM CHOCMepPeNCeHHs NiC/isl 66e0eHH s
OCMAHHBOI 003U QOCNIONCYBAHO20 TIKAPCLKO20 3ac00y. Buxioni demoepaghiuni ma xiuiniuni
Xapakxmepucmukuy epyn 6yau 3a2aiom 3iCmasHUMU.

Jlo docnidocenv He KIIOYANU NAYIEHMIB I3 HECMADINbHUMU QOO MANCKUMU CepYeso-
CYOUHHUMU CMAHAMU, HEeWOOABHIMU CYOOMAMU, HUSLKUMU DIGHAMU ANbOYMIHY YU MACHIIO
ma [HWUMU KIIHIYHO 3HAYYWUMU HeCMAOIIbHUMU CMAaHamu. Ynosnosaxcenuii opeau
3A3HAYAE, WO BKIIIOUEHHS NePEBANCHO KITHIYHO CMAOLILHUX NAYIEHMIB MOJCE NEBHOIO MIPOIO
ooMexHCy8amu  MONCIUBICMb  eKCMPAanoiayii  OMpUMaHux pesyibmamié Ha WupuLy
NONYIAYII0 nayieHmis, AKi nepedysaromv HaA 2emMoOianizi 8 YMO8aX pPeaibHOI KIIHIYHOL
NPAKMUKU.

Hocnionuku ne manu docmyny oo pezyrvmamis euznauenns ITI i pocghopy, oonax i3
MIpKY8aHb Oe3nexu im 6yau 00CmynHi pe3yivmamu 6U3HAYEHHs KAIbYIIo 8 CUpo8amuyi Kposi.
Hocmyn 0o yux danux ma HeobXiOHicmMb KOpeKyii CynymHb020 NIKYBAHHA MO2IU YACMKOB0
enueamu Ha 30epedxcenns 3aciinients. Boonouac, 3 o2nady na me, wo nepsuHHa Kinyesa
mouka 6yna 06 eEKmMueHUM 1AO0PAMOPHUM NOKAZHUKOM, AKUL BUSHAYANU YEHMPATI308aAHO,
BNIUB YbO2O YUHHUKA HA Pe3YIbMmamu OYiHKU eqheKmMUBHOCmi € MalOUMOBIPHUM.

Ilepsunmnoio KiHyesow moukow e@ekmusHocmi 8 000X 0OCNIONCeHHAX OYIa YacmKa
nayienmis, sKi 00cseu 3HUMCenHs: cepednbozo pieHsa IITI nonao 30% 6i0 euxionoeo pigHs
npomseom 20-27 mudrcnis.

YV oocniooicenni A nepsunnoi kinyesoi mouxu oocsenu 74,0% nayicnmis epynu
emenkanvyemuody ma 8,3% nayienmis epynu niayeoo, y oocnioxcenui B — 75,3% ma 9,6%
8i0n06iono. Abcontomua piznuys mioc epynamu cmarosunra 65,7% 6 060X 00CHIOHCEHHAX
ma 6yna cmamucmuyro 3Hayyujoro (p<0,001).

3a pezynomamamu ni02pyno8o2o aranizy 3aieiHcHo 8i0 euxionozo pisHs IITI nepesaca
emenKanbyemudy nopieHAaHo 3 niayedo wooo docsieHenHs snudicents piens [T 6invw Hidie
Ha 30% 8i0 8UXIOHO20 piéHs cnocmepieanacs 8 yCix 00CHIOAHCYBAHUX CIMPAMUPDIKAYIIHUX
nioepynax nayieumie (3 pisnem ITI" <600 ne/mn, piesnem HTI" 600—<1000 ne/mn ma pignem
LTI >1000 ne/mn).

YV nayienmis i3 pisnem IITI" <600 ne/mn 8ionosionoi xinyesoi mouxu oocsenu 71,1%
nayienmise epynu emenkaivyemudy npomu 9,5% epynu niayebo 6 oocnioxcenni A
(abcomomua piznuys — 61,6%, 95% CI 50,3-72,9) ma 78,0% npomu 10,6% y 0ocnioxcenHi
B (67,5%,; 95% CI 56,4-78,6). Ilpu pieui IITI" 600—<I1000 ne/mn 6i0nogioHi noKa3HuKu
cmanosunu 80,4% npomu 8,0% y oocnioxcenni A (abcomomna pisnuys 72,3%, 95% CI
63,3-81,4) ma 72,9% npomu 7,4% y oocnioxcenui B (abconromna pisnuys 65,4%, 95% CI
56,2-74,7). Ilpu pieui IITI" >1000 ne/mn — 66,7% npomu 6,9% y oocniodxncenni A
(abcomomua piznuys 59,8%,; 95% CI 45,9-73,6) ma 76,4% npomu 13,0% y 0ocniodicenni B
(abcomomua piznuys 63,4%, 95% CI 49,0-77,8).

Ilepesaca emenkanvyemudy Hao niayebo wooo O00CAcHeHHS 3HudcenHs pieus IITI
Oinow Hixne nHa 30% 6i0 6uxionoz2o pieHsA 3a2anom OYIa NOCNIO0BHOK MAKOMC 8
NPOAHANI308AHUX NIOZPYNAX HE3ANEHCHO 8i0 GIKY, cmami, pacu, mpusaiocmi 2emooiaiizy,
eeoepaghiunozo peciony, sacmocyeants eimaminy D ma npenapamis Kaivyiro.
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11i0 uac sepughikayivinozo ananizy ynogHo8aMiceHull Opean 6CMano8us, wWo Ynpaeninus
3 KOHMPOJII0 34 NPOOYKmMamu xap4yeants ma aikapcovkumu 3acooamu CLUA (anen. Food and
Drug Administration, FDA) eusnae pieenv inmaxmnoeo IITI eanioosanoio cypoeamuoro
KIHYEe6010 MOYKOI0 0I5l pe2ysamopHOi OYiHKU IKAPCLKUX 3aC00i6 Y YbOMY NOKA3AHHI. >

Boonouac onybnixoeani dani, siki niomeepoicysanu 6 KIiHiuHy 8anioayito came nopozy
suudicenns: piens IITI na >30% ma 11020 38°530K i3 NOKPAWEHHAM KIIHIYHO 3HAYYUSUX
pe3ynbmamie aiKy8auHs, eiocymui. Pazom i3 mum ob6cep8ayitini 00C1i0HCeHHs C8I0UaAmb NPo
acoyiayito eucokux pienie 11Tl i3 nioguwyeHuUM puszuKom 3a2aibHoi CMEpmMHOCHI Yy NaYyieHmMie
i3 XXH, axi nepebysaioms Ha ecemoolianizi. 3oxkpema, y MidCHAPOOHOMY NPOCHEKMUBHOMY
ko2opmuomy docniodxcenni DOPPS 3a yuacmio 35 655 nayienmis pisenv I[ITI" >600 ne/mn
acoyitosascs 3 GUWUM PUSUKOM 3a2aivbHoi cmepmuocmi Ha 23% nopisnano 3 pienem 150-
300 ne/mn (HR 1,23; 95% CI 1,12-1,34; p<0,001).%® [Tooi6nuii 36’5130k écmarnosneno y
BUKIIOYHO €8PONENCHKIl Kocopmi, wo exmouanra 7 970 nayicumis, Oe piseHb iIHMAKMHO20
LTI >600 ne/mn acoyitosagcs npubAUHO 3 YOBIUi GULYUM PUSUKOM 3A2ANbHOI CMEPMHOCTI
nopisnano 3 pienem 150-300 ne/mn (ckopuzosane HR 2,10; 95% CI 1,62-2,73).%7

Ynosnosaosicenuii opean 36epHyscs 00 3aA6HUKA 3 O000AMKOBUM 3ANUMOM U000
00TpyHmMYy8aHHs eubopy came nopocy 3uudcents pieus ITI na 30% sk nepsunnoi Kinyegoi
MouKU 00CniOdceHb. Y 8i0no6idi Ha 3anum 3as6HUK 3a3Haqus, wo nopie 30% ¢
3G2ANbHONPUUHAMOIO  CYPOCAMHOI0  KIHYEBOI MOYKOI0 V  KIIHIYHUX —OOCHIOHCEHHSX
KanbyumMimMemuxie ma 0y oOpaHuu AK NpazMamudHuii Kpumepii, OCKIIbKU Nepesuuyye
aHanimuyny ma o0iono2iuny eapiabenvricmo piens IITI" y nayienmis, axi nepebysaroms HA
eemooianizi, i 0ac 3mo2y oughepenyirosamu egexm aKkmueHo20 JNIKY8AHHI ma niayeoo.
Pazom i3 mum 3aa6nux 6u3nas, wo Hemace KiiHiYHOoI 8anioayii ybo2co nopocy Wooo KIIHIYHO
3HAYYUWUX KIHYEeB8UX MOUOK.

Ynosnosasicenuii opean maxodic 3a3navae, wo 8ionosiono 0o pexomenoayitu KDIGO
20178 piwenna wooo niKysaHHs nopyuieHb MiHepaibHO20 Ma KiCMKO6020 0OMIHY 6
nayienmis i3 XXH maroms tpynmysamucs Ha KOMNIAEKCHIU OYIHYL NOCAI008HUX 3MIH DIBHIB
HTT, kanvyito ma pocpamy. /{na nayienmis iz XXH G5D pexomenoosarno niompumysamu
pisenv IITI" y medxcax npubauzno 2—9 epxuix medxnc HOpMu 6i0N08i0H020 1aOOPamopHO20
memo0y.>® Taxum uunom, Oocsenenns neenozo eiocomka suudicenns pisus IITI ne
BUHAYAEMBCA K CAMOCMIUHA MepanesmuyHa Yilo.

3a 6mopurHOI0 KiHYe80 MOUKOo — 00CAcHeHHs cepednbo2o pisHsa IITI <300 ne/mn —
emenKanibyemuo maKoHc nPOOeMOHCMpPY8as CMAMUCIMUYHO 3HAYYULY nepesazy NOPI6HIHO 3
niayebo. y oocuioxcenui A 8i0nogionozo pisns odocseau 49,6% ma 5,1% nayienmis, y
Odocniodcenni B—53,3% ma 4,6% 6ionosiono (p<0,001 ons1 060x nopieusans). 3acmocysanms

3 https://www.fda.gov/drugs/development-resources/table-surrogate-endpoints-were-basis-drug-approval-or-licensure

3% Tentori F, Wang M, Bieber BA, et al. Recent Changes in Therapeutic Approaches and Association with Outcomes among Patients with Secondary
Hyperparathyroidism on Chronic Hemodialysis: The DOPPS Study. Clin J Am Soc Nephrol. 2015;10(1):98-109. DOI: 10.2215/CJN.12941213.

37 Floege J, Kim J, Ireland E, Chazot C, Drueke T, de Francisco A, Kronenberg F, Marcelli D, Passlick-Deetjen J, Schernthaner G, Fouqueray B, Wheeler DC;
ARO Investigators. Serum iPTH, calcium and phosphate, and the risk of mortality in a European haemodialysis population. Nephrol Dial Transplant. 2011
Jun;26(6):1948-55. doi: 10.1093/ndt/gfq219

38 https://kdigo.org/wp-content/uploads/2017/02/KDIGO-2017-CKD-MBD-GL-Update-Synopsis. pdf

% Chronic kidney disease-mineral and bone disorder: conclusions from a Kidney Disease: Improving Global Outcomes (KDIGO) Controversies Conference
Kidney International, 2025; 107, 405-423
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emenKanibyemudy makoHc Cynpo8oONCYBALOC OLIbUL BUPANCEHUM 3HUINCEHHAM KAIbYilo,
docpopy ma oooymxy Ca*P nopieusano 3 niayebo.

Bunaoxu cmepmi, ingpapxkmy miokapoa, imcyrbmy ma eocnimanizayii 3 npueooy
cepyesoi He0OCMamHOCMI peecmpy8alucy ma OYIHIOBAIUCL HE3ANeHCHUM 3ACTiNIeHUM
Komimemom. Yacmoma cmepmi y epynax emenxaivyemuody ma niayebo cmanosuna 2,8% i
2,8% e6ionogiono y oocnioxcenni A ma 1,6% i 3,1% y oocnioxncenni B. HYacmoma
niomeepodcenux sunaoxis ingpapxkmy miokapoa cmarnosuna 1,2% i 0,8% y oocniodcenni A
ma 2,0% i 1,2% y oocnioxcenni B, incynomy — 0,4% 1 0,4% ma 0,4% i 0,8% eionogiono,
eocnimanizayii 3 npueody cepyesoi nedocmamuocmi — 2,8% i 0,8% ma 1,6% i 1,5%
8i0no06iono. Boonouac docniodcennsi ne Manu 0OCMAMHbLOI CIMAMUCMUYHOL HOMYAHCHOCTI
07151 8UsBNEHHS BIOMIHHOCme el ) uacmomi maxkux noodit. Kpim mozo, mpueanicms 1iky8auHs;
26 muowcnie ma 30-OeHHuti nepiod NOOAILUIO2O CNOCMEPENHCEHHI 0OMENCYIOMb
MONCIUBICMb OYIHKU 00820CMPOKOBO20 BNIUBY eMeNKAIbYemudy HaA KIIHIYHO 3HAYYUlL
pe3yromamu.

Taxum uunom, pe3yromamu 000X PAHOOMIZ08AHUX — KIAIHIYHUX — OOCHIONCEHD,
npedocmaenenux y nyoaikayii Block G.A. et al, 2017, ceiouamb npo nepesacy
emenkalbyemuoy 3i CMAMUCMUYHO 3HAYYWON0 PI3HUYEI0 NOPIGHAHO 3 niayebo uooo
oioximiunux noxasuuxie BITIT, 30xkpema 3nudicenns pieus IITI. Boonouac ouzaiin i
MPUBANICMb 3A3HAYEHUX O0CTI0NHCEHb He 0aomb 3MO2U OYIHUMU BNIUE eMeNKATbYemudy Ha
00820CMPOKOBI KIIHIYHO 3HAYYWI pe3yibmamu, 30Kpema CMepmHICHb, cepyeso-CYOUHHI
nooii ma nepenomu.

YV pamxax komnaexchoi oyinku ynoeHo8axiceHUM op2anom 6)10 000amKo80 NPOBEOEHO
HOWLYK 00KA308UX OAHUX PeanbHOI KNIHIYHOI NpAKMUKY w000 8NaUGY KALbYUMIMEmUKIie Ha
00820CMPOKOBI  KNIHIYHO 3HAUywi pe3yibmamu J1iKyeaHHs. Jlocniodcenvb, y AKUX
Oe3nocepeOHbO OYIHIOBANU BNIUE emeNKATbyemuody Ha 3a2albHy mda Ccepyeo-cyOUHH)
cmepmuicmeb [ pUsUK nepeiomie, He euseieno. Boowouac 6yno idemmugpikosarno
pe3yabmamu  MiHCHApPOOHO20 NPOCHEKMUBHO20 KO020pmHuo2o oocnioxcenns DOPPS, wo
npeocmaeneni y nyonixayii Iseri et al., 2026.%° Memoio 0anozo oocnioscenns 6yno oyinumu
368 30K MIJIC 3ACTNOCYBAHHAM A20HICMI8 peyenmopis simaminy D, karoyumimemuxis, abo ix
KOMOIHayii, —ma KIHIYHO 3HAYYWUMU pe3yIbmamamu y NAyieHmie Ha 2emMoOidanisi.
Ilayienmis ananizysanu 3a womupma Kamezopiamu mepanii: IOCYMHICMb JIIKY8AHHS.
KanvyumiMemukamu ma acoHicmamu peyenmopie eimaminy D, 3acmocyeamus auuie
azonicmie peyenmopie eimaminy D, 3acmocysanus Juwe KalbyuMiMemukie ma
KOMOIHOBAHe 3ACmMOCYB8AHHS KANbyuMiMemuKie i azonicmie peyenmopie eimaminy D. 3a
Pe3yIbmamamu aHaizy 3acmocy8anHs Juule KarbyuMiMemuKie NOPieHAHO 3 8i0CYMHICIIO
JUKYBAHHS 000Ma KIACaAMU Npenapamié dacoyilo8anocs 3 HUNCYUM DUSUKOM 3A2ANIbHOL
cemepmuocmi (HR 0,76, 95% CI 0,70-0,82; p<0,001), cepyeso-cyounuoi cmepmuocmi (HR
0,71; 95% CI 0,59-0,86, p<0,001) ma nepenomie (HR 0,59, 95% CI 0,43-0,80; p<0,001).
Takooic 3acmocy8anHs auuie KarbyuMiMemuKie npu3go0usio 00 HUNHCUO020 PUSUKY NEPEeLoMiE

40 Iseri K, Bieber B, Hida N. Calcimimetic and vitamin D receptor agonist therapy associates with lower mortality and fractures in hemodialysis patients: an
international DOPPS analysis. Clin Kidney J. 2026 May 21;19(7):sfag164. doi: 10.1093/ckj/sfag164
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cmezna (HR 0,67; 95% CI 0,43—-1,05; p=0,082), npome 6e3 cmamucmuuno 3Ha4yujoi
PI3HUYI NOPIBHAHO i3 8IOCYMHICMIO JIIKYBAHHS KANbYUMIMEMUKOM MA A2OHICMI8 peyenmopie
simaminy D.

Kombinosane sacmocysanns kanoyumimemuxie ma a2onicmis peyenmopis gimaminy D
NOPIBHAHO 3 8IOCYMHICMIO JIIKY8AHHS 000MA K1ACAMU NPENnapamis maxkoic acoyiro8aniocs 3
HUACYUM pU3UKOM 3a2anbHoi cmepmuocmi (HR 0,58, 95% CI0,55—0,61; p<0,001), cepyeso-
cyounnoi cmepmuocmi (HR 0,71; 95% CI 0,63—0,79; p<0,001), nepenomis (HR 0,74; 95%
C10,60-0,91; p<0,01) ma nepenomie cmeena (HR 0,56, 95% CI 0,40-0,79; p<0,01).

Boonouac ompumani pesynomamu ne € npsamum 00Ka3om 6nau8y emenxkaibyemuoy Ha
KIIHIYHO 3Hauywyi pe3yibmamu  JIKY8AHHS, OCKIIbKU 8 OO0CHIONCeHHI  OYIHI08AIU
Kanbyumimemuxu 3azanom. Kpim mozo, docniodxcenns mano oocep8ayiinuii Ou3aut, momy
suseneHi acoyiayii He € O00CMAMHIM OOKA30M NPUUUHHO-HACAIOKOB020 38 S13K) MIdiC
3ACMOCYBAHHAM KAILYUMIMEMUKIE MA HUNCUOW CMEPMHICMIO aO0 PU3UKOM NepeloMmis.
Xoua nio uac ananizy 8paxoeyeanu 8iOMIHHOCMI MIdHC 2PYNAMU 34 HU3KOI 0eMOo2pahiuHux,
KAIHIYHUX [ 1a00pamopHUX NOKA3HUKIG, He MONCHA GUKTIIOYUMU BHIUE THULUX HEBPAXOBAHUX
Gaxmopie. 30kpema, nayieHmu, AKi OMPUMYBAIU KATbYUMIMEMUKU, MO2TU BIOPI3HAMUCS 3d
[HMeHCUBHICMIO ma AKICMI0 MeOuuH020 cnocmepexcenHs. Bascnuso makoore, wo 0o epynu
nayicumis, AKi He OMPUMY8AIU KATbYUMIMEMUKIE ma a2oHicmu peyenmopie gimaminy D,
UMOBIDHO, MO2NIU OYMU BKIIOYEHI NAYIEHMU 3 HUNCUUMU OIOXIMIYHUMU NOKAZHUKAMU OJi5
JIKYBAHHS NOPYULEeHb MIHEPAIbHO20 ma Kicmkoso2o obminy npu XXH. Tomy yio epyny He
MOJICHA 88ANCAMU NOGHICIIO 3ICIMABHOIO 3 2PYNAMU NAYIEHMIB, SKI OMPUMYBATIU 8IONOBIOH)
mepaniio.

s oyinku nopisHANIbHOI 6e3neKu YNoBHOBANCEHUL OP2AH NPOAHANI3Y6A8 NYOIiKaAyito
Block et al., 2019, naoany 3asaenuxkom 6 oocve. Y nyonixayii npeocmasieno pesyiomamu
00'e0nHano20 auanizy OaHux wooo Oesneku emenxkaivbyemuody 3a pe3yibmamamu n'smu
KAIHIYHUX OO0CNI0JCEHb. 080X NIAYEDO-KOHMPOIbOBAHUX PAHOOMIZ08AHUX 00CHiONceHb TI]
Gazu, 00H020 paHOOMI308aHO20 OOCAIONCEHHS 3 AKMUBHUM KOHMPOAeM (YUHAKaIbyem) ma
080X BIOKPUMUX NPOOOBIHCEHUX OOCHIONCEHb 3a yHacmio dopocaux nayicumis i3 XXH ma
BI'TIT, axi nepebysanu na cemooiaisi.

llopisnsanvha oyinka Oe3neku emenkaibyemudy ma niayebo IPYHMYBANACs HA
00'€0Hanux 0anux 080X niayed0-KOHMPOIbOBAHUX PAHOOMI308aHUX Oociodxcens 111 ¢ha3u,
mpusanicmio 26 mudichie. Bionogiono 0o mexawnizmy Oii emenkanvyemuody OCHOBHUM
OUIKYBAHUM PUUKOM NIKYBAHHS OYIA 2INOKANbYIEMIsE ma NOB8'sI3aHi 3 Helo NOOIUHI AsUWYA.
Hatinowupenivuumu nobivnumu sasuwamu Oyau 2inoxkanvyiemis, mM'a306i cnazmu, oiapes,
Hyooma ma Onrosants. Binbwicms eunaoxie cinokanvyiemii manu neekuil abo nomipHui
CMYNIHb MANICKOCHIL.

3HudKcenns KoHyeHmpayii Kaavyito 8 cuposamuyi Kposi 0)10 nos's3amne 3 NOO0BIHCEHHAM
inmepsany QTc. Boowouac winyHouko8i apummii 6uHuxaiu pioko (<1%) ma
cnocmepieanucs 3 nodiOHOW 4acmomoro y epynax emeakaivyemuoy i niayebo. Yacmoma
ULTYHKOBO-KUUKOBUX KPOBOMEY, peaKyill 2Inepuymausocmi ma iHQhy3itiHux peakyii maxkoic
Oy1a NOOIOHO MidC epYnamu TiKY8aAHHSL.
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3a pezynomamamu 06'€e0Hano20 ananizy 080X naayedb0-KOHMPOLbOBAHUX OOCAIONCEHD
3a2anbHa Yacmoma nooOiuHux Aeuwy 0y1a 8UWI0I0 Y 2PYNI emenKaibyemudy NOPIGHAHO 3
nrayedo (91,7% npomu 79,9%). Boonouac wacmoma cepiioznux nooiunux seuwy (25,8%
npomu 29,0%) ma yacmoma npunuHeHHs NiKy8anHs uepe3 noobiuni ssuwa (1,8% npomu
2,5%) 6ynu nodionumu mMisic epynamu.

s oyinku 0oseocmporogoeo npoinio besnexu y nyoaikayii Block et al., 2019 maxoorc
HABEOeHO pe3ynbmamu 080X GIOKPUMUX NPOOOBHCEHUX OO0CAIONCEHb, V AKUX YCI NayieHmu
OMPUMYBATIU eMENKATbYEMUO NICTIS 3A8EePULEHHS PAHOOMIZ08AHUX KIIHIYHUX OOCTIONHCEHD.
3a ix pezynemamamu 3i 30iNbWEHHAM MPUBALIOCII eKCNO3uyii emenKaibyemuoy He
cnocmepieanocs 3Hauyuwo2o 30iNbUeHHs Yacmomy NOOIYHUX AGUW 3a KIACAMU CUCEeM
0p2ami8, a HOBUX CUCHANIB De3NeKU NOPIBHSHO 3 KIIIOUOBUMU KILEHIYHUMU OOCAIOHCEHHAMU He
BUSBILEHO.

Omoice, pe3yromamu  00'€OHaHO20  aHanizy 080X  NIAYEOO0-KOHMPONbOBAHUX
00CNiOMHCEeHb Cc8loYamyb, WO 3ACMOCYBAHHA emeNKalbyemudy acoyiro8anocs 3 GUUOI0
3Q2aNbHOK0  4acmMoOmor NOOIYHUX A6UW NOPIGHAHO 3 niayebo, Wo NepesadcHo Oyio
3YMOBNIEHO  OUIKYBAHUMU — (DAPMAKONOIYHUMU — edheKmaMmu, Hacamnepeo po38UMKOM
2inoxanvyiemii ma nog'szanux i3 Hew npossie. Boonowac cmamucmuyHo 3HAYYULO20
NIOBUWEHHSI 4aCMOMU CEPUOSHUX NOOIYHUX A6UW aOO0 4acmomu NPUNUHEHHS JTIKYE8AHH:
yepe3 nobiuHi A6UWA He 6CMAHOBIEHO.

3 oensady Ha euwezazHaveHne, pe3yrbmamu 080X PAHOOMI308AHUX NAAYEOO-
KOHMPOJILOBAHUX O00CNI0NCeHb, npeocmasnienux 6 nyonikayii Block G.A. et al., 2017,
ceiduams npo nepesacy emenxaivbyemudy HOPIBHAHO 3 NIaAyedo wooo OI0XIMIUHO20
koumpono BI'TIT, nacamnepeo 3nusicenns pieus IITI. Oounax nasaeHi 0aui He 0aromv 3Mo2u
OYIHUMU GNIUE emeNKANbYemudy HA 00820CMPOKOGI KIIHIYHO 3HAYYWI pe3yibmamu.
Boonouac obcepsayiiini oani ceiouamos npo acoyiayiro sucoxux pierie 11Tl i3 niosuwenum
PUBUKOM HEeCNPUSMAUBUX KIIHIYHUX Hacaiokie v nayienmie 3 BI'TIT. Ilpoghine 6e3nexu
emenKkanbyemuody Xapakmepusy8ascs 6UW0I0 3a2AlbHOI YACMOMOI0 HOOIYHUX A8ULY
nopieuano 3 niayebo, 30Kkpema 2inoKalbyiemii ma noe sa3aHux iz Hero nposeis. Boowouac
yacmoma cepluo3Hux NOOIYHUX A6UW | NPUNUHEHHS NIKY8aHHs Yepe3 NoOIuHI Asuwa 0yia
NOOIOHOIO MIdIC 2PYNAMUL.

Jlikapcekuii 3aci0 eTeJiKaJbUETH] HE BKIOueHH 110 24 Bumycky ba3oBoro
nepejiky OCHOBHHUX Jikapcekux 3acodiB BOO3, 2025 poxky (WHO Model List of
Essential Medicines).*

Cepen ray3eBUX CTaHIApTIB y cepi 0XOpoHU 30pOB's YKpaiHU eTeJKAIbIeTH/
BiICYTHIN y [lep:xkaBHOMY (opmyJisipi JikapcbkuX 3ac00iB, 3aTBEp/KEHOMY HaKa30oM
MO3 Vkpainu Big 27 nunss 2026 Ne 1021 «IIpo 3aTBepAKeHHS BICIMHAALSITOTO BUITYCKY
JlepsxaBHOrO (hopMyJIspa JIKAPChKUX 3ac001B Ta 3a0€31eueHHs HOro JOCTYMTHOCTI». *?

Y peecTpi MeaMKO-TEXHOJIOTIYHHUX [JOKYMEHTIB 31 CTaHmapTU3alii MeInYHOI
JIOTIOMOTH CTaHOM Ha JaTy BHUCHOBKY HasBHUN YHI(DIKOBAaHWM KIIHIYHUN TPOTOKOI

4 WHO.Model List of Essential Medicines. https://iris.who.int/server/api/core/bitstreams/7eb03ead-cb01-45ca-h4fe-a50d698f049d/content
“2 https://moz.gov.ua/storage/uploads/9a532¢d0-2395-4782-914f-49d7307bfe24/dn_1021_27072026_dod.pdf
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BTOPUHHOI (CTeIiaai3oBaHo1) Ta TPETUHHOI (BUCOKOCTICIadi30BaHO1) MEIUYHO1 JIOTTIOMOTH
“JIikyBaHHS MALIEHTIB 3 XPOHIYHOI0 XBOPO0OI0 HUPOK V cTajii: AIarHOCTHKA CTaHy Ta
KOpeKIisi mopyumeHb (pochopHO-KAJIbLIEBOro 00MiHY”, 3aTBep/KeHU Hakazom MO3
Vkpainu Big 11 motoro 2016 poky Ne 89, B skoMmy BIJICYTHS PEKOMEHJAIS IIOJO
3aCTOCYBAaHHS KaJIbIUMIMETHKIB, 30KpEMa eTeKaIbIeTuy.

BiamoBimHO 10 KIIIHIYHOTO MPOTOKOJY JIIKYBAaHHS MOPYIICHb (OChHOPHO-KAIBIIIEBOTO
oOMiny y marienTiB 13 XXH V ctanii, ki nepe0yBaroTh Ha reMo/11aji3l, BKIIOYA€E T1€TUIHE
ooMexxeHHs docdopy, 3acTocyBanHs (pochar3B's3yBaIbHIX 3aC001B, MpenapaTiB BiTaMiHy
D Ta kainpliio 3a MOKa3aHHSIMH, PETYJISIPHUNA MOHITOPUHT PiBHIB Kanblito, Gpochopy 1 I1TT,
a TaKOX, 32 HEOOX1THOCTI, 301IbIIIEHHS TPUBATIOCTI Jiali3HUX CECi.

[Tpu ameHoMi mapanuTOnoAiOHOT 3aJ1031 TTOKa3aHa CyOTOTaIbHA MTapaTUPEOiIEKTOMIS.

[Ipu3zHauenHs akTuBHUX (opM BiTamiHy D 3M1HCHIOETHCS 3aJIEKHO BiJl PIBHS Ta
muaamiky ITTT.

[Ipu XXH V cranii y namieHTiB, SKi JIKYIOTbCS TeMO1aIi30M, JIIKYBaJIbHI IT1JIXO0IH
MOBUHHI 0a3yBaTHCS HA OIHII TEHJICHII BCIX MOKA3HUKIB MOPYIIEHb MIHEPAIBHOTO 1
KICTKOBOTO OOMIHY, a HE Ha OJJHOPA30BOMY JIA0OPATOPHOMY BUMIPIOBAHHI.

Y nocke HaBeleHI MIKHAPOJHI KIIHIYHI HACTAaHOBHM Ta HACTAHOBH HAYKOBHX
TOBAPHMCTB iHO3eMHHUX KPaiH 1I0JI0 JIKYBaHHS MAaLI€HTIB 3 XPOHIYHOK XBOPOOOK HUPOK
Ta MIHEPAJIbHO-KICTKOBUMH MOPYIIEHHSIMHU.

1. OmnogJjena kiiniyHa Hactanopa KDIGO 2017 moao aiarHOCTHKH, OLIHKH,
NPOQIIAKTHKM Ta JIKYBAHHS MiHEPaJIbHO-KICTKOBUX MNOPYILUeHb NPH XPOHIYHIN
xBopo0i Hupok (KDIGO 2017 Clinical Practice Guideline Update for the Diagnosis,
Evaluation, Prevention, and Treatment of Chronic Kidney Disease—Mineral and Bone
Disorder)*

[Tamientam 13 XXH G5D, sxi motpeOytoTe Tepamii anst 3HwkeHHs piBHs [ITL,
PEKOMEHIOBAaHO 3aCTOCOBYBATH KAJBIIMMIMETHKH, KAJIBIIUTPIOJN, aHAJory BitamiHy D a6o
KOMOIHAITIF0 KaJIbIIUMIMETHKIB 13 KaJIBITUTPIOIIOM UM aHaJloramMu Bitaminy D.

PexomennoBano miarpumyBaTu piBeHb iHTakTHOro IITIN mpubmmu3no B mexax 2-9
BEPXHIX MEX HOPMH METOJly BU3HAUCHHS, a BHUPaXXEHI 3MIHU HOTO pIBHS B JUHAMII €
T1JICTaBOXO IS TOYaTKy abo KOpeKIlii Teparrii.

[Ipu Tsxkkomy BITIT, pe3ucTteHTHOMY [0 MEIUKAMEHTO3HOTO JIIKYyBaHHS,
PEKOMEHI0OBAHO MPOBEAECHHS NapaTUPEOiIEKTOMII.

2. Kuiniyauii mpoTokoJ1 i TepaneBTHYHI peKOMeHAAaulil 00 JIIKYBaHHS
BTOPUHHOI'0 Timepmaparupeo3y y MNalI€HTIB i3 XPOHIYHOI0 XBOpPO0OK HHPOK,
Bbpa3uiis, 2013 (Clinical Protocol and Therapeutic Guidelines for the Treatment of
Secondary Hyperparathyroidism in Patients with Chronic Kidney Disease)*

[Tamientam i3 piBaem iHTakTHOTO ITTT monan 300 nr/mi1 peKOMEH10BaHO MPU3HAYEHHS
KaJIbIIUMIMETHKA TICIIS KOPEKIlii a0 32 YMOBH KOHTPOJIIO PIBHIB KaJIbIIii0 Ta pocdopy.

43 https://www.dec.gov.ua/wp-content/uploads/2019/11/2016_89_ykpmd23.pdf
4 https://kdigo.org/wp-content/uploads/2026/04/KDIG0-2017-CKD-MBD-Guideline.pdf
“ https://doi.org/10.5935/0101-2800.20130050
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3acTocyBaHHS IIMHAKAJIBIETY peKoMeH10BaHo Tipu cTiiikomy BI'TIT, nepcucryrouomy
MOPYIIIEHH] TTOKAa3HUKIB Kajbllifo Ta/abo pocdopy, a Takok malieHTaMm, SKUM XipypriuyHe
JIKYBaHHSI POTUIIOKA3aHE Yepe3 BUCOKHUM CEepIIEBO-CYIMHHUM PU3HK.

3. KuiniyHa npakTHYHA HACTAHOBA 100 MiHEPAJIBLHO-KiCTKOBUX MOPYIIEHb
npu xpoHiuniii xBopo06i Hupok y Kurai, 2019 (Clinical Practice Guideline of Chronic
Kidney Disease—Mineral and Bone Disorder in China)*

[Mamientam 13 XXH G5D, sxi motpeOyrots Tepamii mis 3HwkeHHs piBHS [ITL,
PEKOMEHIOBAHO 3aCTOCOBYBATH KaJbIIMMIMETHKH, KAJIBLUTPION, aHaIorH BiTamiHy D abo
KOMOIHAIIII0 KaTbIIMMIMETHKIB 13 KAJIbLIUTP10JIOM UM aHajoramu BiTaminy D.

Omoice, 32I0HO0 3 OAHUMU MINCHAPOOHUX KIAIHIYHUX HACMAHO8 Ma pPeKoMeHOayil,
YNOBHOBAdICeHUN op2an 3asHadae Hacmynue. YV nayienmie i3 XXH ma BITIT, saxi
nepebysaroms Ha 2emMooianizi, MeOUKameHmosHa mepanisi CHpAMO8AHA HA KOHMPOIb PIiGHs
LTI, kanvyito ma gocghopy. V cyuacnux midcnapooHux pekomeHoayiax KaaibyumMiMemuku
PO3210arOMmvCsi K OOUH 13 PEeKOMEeHOOBAHUX 6aAPIAHMIE NIKYSAHHS NAYIEHMIB, SKI
nompebyromso 3nudxcenns pieusa I1TI, nopso i3 kareyumpionom, ananrozamu eimaminy D ab6o
ix kombinayiero. Bubip mepanii 30iticHioembcsi iHOUBIOyanvHo 3 ypaxyeanwnsam pieuie I1TT,
kanvyito ma gocgopy, a npu msxckomy BITIT, pesucmenmuomy 00 mMeouKamenmo3Ho20
JIIKYB8AHHS, PEKOMEHOO0BAHO PO32NIAA0AmMU NPOBEOEHHS NApaAmupeoioeKmomii.

3) naHi WO0J0 EKOHOMIYHOI JAOULIBHOCTI B 4YacTHHI e(eKTHBHOCTI BHUTpPAT
BUKOPHCTAHHA JIIKAPCBKOro 3ac00y BiAlIOBIIHO [0 PEKOMEHIOBAHOI IIKAJIH
rPAHUYHMX 3HAYEHDb iHKPEMEHTAJIbHOI0 OKA3HUKA e(peKTUBHOCTI BUTPAT B YKpaiHi

EdekTuBHICTD BHUTpAT 3aCTOCYBaHHA eTenkainbueTuny s jgikyBanHsa BITIT y
nopocnux namieHTiB 13 XXH, ski nepedyBaroTh Ha reMoAiani3l, NOPIBHSIHO 3 BIACYTHICTIO
Tepamnii KalblIMMIMETUKOM 3asgBHUKOM Y JIOChE OyJia OLIHEHA 13 3aCTOCYBaHHSIM METOIIB
“BuTpaTu-epeKkTUBHICTH  (aHri. cost-effectiveness) Ta “BuTpaTu-kopucth” (aHIJI. COSt-
utility), B skux ouiHioBanucs nomadi poku kuttsi (LYG) ta momani poku KHUTTS,
ckopuroBani Ha skicTb (QALY), siki o/1a€ maIieHTy 3aCTOCYBaHHS €TeNKalbleTuy. Bubip
Merony (GapMaKOEKOHOMIYHOTO aHalidy ‘“‘BUTpaTH-e(PEKTUBHICTH® OyB OOIPYHTOBaHMIA
3asIBHUKOM BHU3HAYEHOIO PI3HMIICIO B YACTIII MAIIEHTIB, Y SIKAX BIIOYJIOCS 3HIKCHHS PIBHS
kouuentpanii [ITI" B cupoBatii kpoBi >30% Biag MOYATKOBOTO PiBHS BIPOIOBK 20-27
TUXKHIB TpPU 3aCTOCYBaHHI €TEJIKAIbLIETHIy TOPIBHSHO 3 BIACYTHICTIO Teparnii
xansumimMerukom (Block et al., 2017),* mo omocepenxoBaHO BIIMBAc Ha MOKA3HHKHU
CMEPTHOCTI, YaCTOTY CEPIEBO-CYAUHHUX NOA1M Ta nepenoMiB y namieHTiB 3 XXH 13 BI'TIT,
sKi epeOyBaroTh Ha remopianisi.*®*%%° Bu6ip 3asBaukoM MeTomy GpapMaKOeKOHOMIYHOTO
aHami3zy “‘BUTPaTU-KOPUCTH  SIK OKPEMOI0 BHJY aHalizy “BUTpaTU-€()EKTUBHICTH’

“https://doi.org/10.1159/000500053urlappend=%3Futm_source%3Dresearchgate.net%26utm_medium%3Darticle

47 Block G.A., Bushinsky D.A., Cunningham J, et al. Effect of etelcalcetide vs placebo on serum parathyroid hormone in patients receiving hemodialysis with
secondary hyperparathyroidism: two randomized clinical trials. JAMA. 2017; 317 (2): 146-155.

48 Wei Y., Lin J., Yang F. et al. Risk factors associated with secondary hyperparathyroidism in patients with chronic kidney disease. Exp Ther Med. 2016 Aug;
12 (2): 1206-1212. doi: 10.3892/etm.2016.3438.

49 Muppidi V., Meegada S.R., Rehman A. Secondary Hyperparathyroidism. [Updated 2023 Aug 28]. In: StatPearls [Internet]. Treasure Island (FL): StatPearls
Publishing; 2025 Jan. Available from: https://www.ncbi.nim.nih.gov/books/NBK557822/.

% Alem A.M., Sherrard D.J., Gillen D.L. et al. Increased risk of hip fracture among patients with end-stage renal disease. Kidney Int. 2000 Jul; 58 (1): 396-9.
doi: 10.1046/j.1523-1755.2000.00178.x.
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OOTpYHTOBAaHMM BU3HAUYCHUMH Yy JITEpaTypi NMOKa3HMKaMH KOPHUCHOCTI CTaHIB 3J0pPOB’s
“ITicna ceprieBo-cyauuHux noin”, “Ilicnsa nepenomy”, “IlapatupeoinekTomis” y maIi€HTIB
3 XXH, sixi nepeOyBaroTh Ha TeMO11aTi3l.

JIns OLiHKM €KOHOMIYHOT €()eKTUBHOCTI 3aCTOCYBAHHS €TEIKAIBIICTUAY MTOPIBHIHO 3
BIJICYTHICTIO Teparlii kanbiumiMeTnkoM y narienTis 13 XXH ta BI'TIT, ski nepeGyBaroTs Ha
reMojiaimizi, 3asBHHKOM Oyna po3pobneHa wmoxaenb MapkoBa. OCKUIBKH BIACYTHI
JOCTIIKEHHS, K1 O OI[IHIOBAJIM BIUTUB €TEIKAJIBIICTH Iy Ha KIIIHIYHI MOA11, BUKOPUCTAH1 7S
MOJICITFOBAHHS, BXiJIHI JIaHI MOA0 €(PEKTUBHOCTI 3aCTOCYBAHHS €TEIKAIBIECTUY 1 TIare0o
muis nikyBanHs BITIT y xBopux Ha XXH, siki nepeOyBaroTh Ha remMo/1iaiisi, 10 BUKOPUCTaH1
B Mojiesli MapkoBa, OyJu nmepeHeceH1 3asBHUKOM 3 OIMyOIiKOBAaHOTO aHami3y e(peKTUBHOCTI
BUTPAT 3aCTOCYBAaHHS CTCJIKANBICTHAY TMOPIBHAHO 3 IIWHAKAIBIETOM (ITyOiKaris
Stollenwerk et al., 2018). B cBoro uepry, B myo6uikairii Stollenwerk et al., 2018 moka3zHuku
BinHomeHHs pusukiB (HR) nist ceprieBo-cyiuHHUX MO, IEPETIOMIB, TAPaATUPEOiIEKTOMI]
Ta CMEPTHOCTI OynM OTpUMaHi pO3pPaXyHKOBHMM NUISIXOM Ha OCHOBI pe3yJIbTaTiB
nociimkeaass EVOLVE, B sskomy BUBYaJIM BIUIMB 1HIIOTO KaJbIIUMIMETHKA IIMHAKAJIBIIETY
Ha B/IJIaJICH] HACII/IKY y MAII€HTIB, K1 MepeOyBarOTh Ha reMo/Iiai3i.

3BaKaouu Ha Te, IO y INPAMOMY IOPiBHsIBHOMY mociimkenni NCT1896232%
eTEeJIKANBIETH] TOoKa3aB Oulblly €(EeKTUBHICTb Yy JOCATHEHH1 3HWkeHHs piBHA [ITT
MOPIBHSIHO 3 IMHAKAJIBIIETOM, aBTOpaMu youtikatii Stollenwerk et al., 2018 6yno 3pobneHo
MPUIYIIEHHS, IO I MepeBara TaKoXX MPHU3BOIUTH J0 TEpPeBard y 3HWKEHHI YacTOTH
CMEPTHOCTI, CEpIIEBO-CYIMHHUX IO, TIEPeJIOMIB Ta TApaTHPEOIACKTOMIi, sKi
MPOJIEMOHCTPOBaH1 HuHaKaibiieToM y gociaimkeHHi EVOLVE. BinnosigHo a0 1s0ro B
OITyOJIIKOBAaHOMY aHai31 €peKTUBHOCTI BUTPAT 3aCTOCYBAHHS €TEJIKANbLETUAY MOPIBHIHO
3 nuHakanbeieToM (Stollenwerk et al., 2018) 6ysno npoBeAEHO €KCTPANOJISIIIIO MOKA3HUKIB
PU3UKY BUHUKHEHHS MO1H 13 IIMHAKAJIBIETY Ha €TeIKAIBIETH]] 13 BAKOPUCTAHHSM ILIAI[e00
K peepeHTHOTO 3HAUCHHSI.

B moii sice uac, ynosnosasicenuti opean 3asnauae, ujo 6 oocaioxcenni EVOLVE, 6 skomy
nepioo cnocmepediceHHs 3a nayienmamu cmaumosug 0o 64 micayie, y nepeuHHOMY
Heckopueosanomy auanizi 3a npunyunom ITT 3acmocysanHs yurakaivyemy noOpieHAHO 3
naayebo ne npu3zeeno 00 CMAMUCMUYHO 3HAYYW020 3HUNCEHH PUSUKY cmepmi 8i0 YCix
npuyun abo nepuiloi HeamanvHoi cepyeso-cyOuHHoi noodii (inghapkmy miokapoa,
eocnimanizayii 3 npueody HecmabilbHOi cmeHoKapoii, cepyesoi HedocmamHocmi abo
nepughepuunoi cyounnoi nodii) — HR 0,93; 95% CI 0,85-1,02; p=0,11, cmepmi 6i0 ycix
npuyun — HR 0,94; 95% CI 0,85-1,04; p=0,25, cepyeso-cyounnoi cmepmi — HR 0,92; 95%
Cl 0,80-1,07; p=0,28, ma nepenomie — HR 0,89; 95% CI 0,75-1,07. Boonouac npu
3acmocy8aHti YUHAaKaibyemy HNOPIGHAHO 3 Naayebdo CnOCMepieanocsi 3HUNCEHHS DPUSUKY
nposedenns napamupeoioexkmomii — HR 0,44; 95% CI 0,36-0,54).

Hocnionukamu maxosic 6yn0 npogedeHo 3a30aneciob CHIAHOBAHUL AHANI3 3
8I0CMPOYEHUM YEH3YPYBAHHAM (aHel. lag-censoring analysis), 6 AKOMY OaHi YeH3VPYBaANUCS

5t Block G.A., Bushinsky D.A., Cheng S., et al. Effect of etelcalcetide vs cinacalcet on serum parathyroid hormone in patients receiving hemodialysis with
secondary hyperparathyroidism: a randomized clinical trial. JAMA. 2017; 317 (2): 156-164.
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yepez 6 micayie nicisi NPUNUHEHHS NAYIEHMAMU NPULIOM)Y OOCTIONHCYBAHO20 NIKAPCLKO20
3acoby. Jlo npuuun NpunuHeHHs NPUUOMY OOCAIONCYBAHO020 NIKYBAHHA 00 OO0CACHEHHS.
KIHYe8ol mouKu, AKI 8paxo8ysaniu 6 YyboMy AHANI3I, HANeHCAIU MPAHCHAAHMAaYisl HUPKU,
napamupeoioexmomis ma no4amox NPUtiomy KOMEPYIUHO OOCMYNHO20 YUHAKAbYem).
Lllecmumicsaunuii nepiood 6y10 06pPaHO, OCKINbKU OUIKYBALOCS, WO GNAUB 3MIH MIHEPATbHO2O0
00MiHY Ha no3ackeiemHy Kanbyugikayito modxce 30epicamucs npomsecom yvbo2o 4acy. 3a
pe3yibmamamu yb020 ananizy nokasnux HR ona nepsunHoi komoOino8anoi Kinyegoi mouxu
— cmepmi 810 ycix npudur abo nepuioi HeghamanvbHOI cepyeso-cyOUuHHOI Nodii — cmaHo8us
0,85 (95% CI 0,76-0,95; p=0,003) npu 3acmocysanni yuHaxaivyemy nopieHsHo 3 niayeoo.

Boonouac  pezynomamu  ananizy 3 8i0cmpoueHumM — YeH3YpY8AHHAM  C1i0
inmepnpemysamu 3 obepexcrHicmio. Xoua yetl ananiz 6a3y8ascs Ha paHoOMi308aAHUX 2PYNAX,
YEH3YPYBAHHS 3A/IEAHCHO 8I0 NPUNUHEHHSL IKY8AHHS MOXNCE NPU3BOOUMU 00 IHPOPMAYitiHO20
YnepeodiCeHHs, AKWO UMOBIPHICMb NPUNUHEHHS NIKY8AHHA MA NOOANbUL020 YEH3YDPYBAHHSL
Nn08’s3aHA 3 PUSUKOM HACMAHHA O0CIIONHCYB8AHOI KiHyesoi mouxu. Tomy pezyrbmamu
ananizy 3 8i0CMPOUEHUM YEH3YPYBAHHAM CJI0 PO32110amu K 000AmKOo8i, a He 5K 3AMIHY
pe3yaremamis nepsunnozo ITT-ananizy.

Came pezynbmamu ananizy 3 i0CmpodeHum yeu3ypysannsam oocrioxcenus EVOLVE
oynu euxopucmani Stollenwerk et al. 2018 0na modentosanHs 00620CMPOKOBUX KIIHIUHUX
HACNIOKIB (3a2aNlbHOI cCMEPMHOCMI, He(hamanbHUX cepyeso-cyOUHHUX NOOIl, nepeiomie ma
napamupeoioekmomii), OCKiIbKu Yi pe3yibmamu HAubilbue Bi0nosioanu CmpyKmypi
Mmooeii, 8 AKIU po3pi3HAIOMb Nepioou nepedy8anHs NayicHmie Ha JiKY8AHHI ma nicis to2o
npunuHenns. Ax ananiz yymaueocmi asmopu oKpemo 3acmocyganu nioxio Ha ocHosi ITT.
Buxopucmannusa ITT-nioxody 6 awnanizi wymausocmi 00360158€ OYIHUMU 6NAUE GUOODY
pe3yibmamis 3a AHANI30M 3 8IOCMPOYEHUM YEH3YPYBAHHAM HA pe3yIbmamu MoOeat08aHHs,
WO € 8AXNCIUBUM 3 02T1510Y HA NOMEHYIUHUL PUSUK 3MIWEHHS, NO8 A3AHUL I3 YEH3VPYBAHHAM
RIC/IsL NPUNUHEHHSL IIKYBAHHSL, A MAKOHC 8IOCYMHICIb CIMAMUCIMUYHO 3HAYYUWO20 3HUNHCEHHS
PUBUKY NEePBUHHOI KOMOIHOB8AHOI KiHYe80i mouku 8 nepeurHomy Heckopucosarnomy ITT-
ananizi EVOLVE — HR 0,93; 95% CI 0,85-1,02; p=0,11.

3aznavaemo, wjo 3asA6HUKOM NPU NPOGEOEHHI aHaNi3y ehekmusHocmi eumpam 6y10
BUKOPUCMAHO NOKA3HUKU 8i0HOWeHHs pu3ukie (HR), ompumani 3a pe3yiemamamu ananizy
3 YeH3YPY8aHHAM uepe3 6 Mmicayie nicis NPUNUHEeHHs 3ACMOCYBAHHS O00CTIONCYBAHO20
JIIKYB8AHHS, A He NOKA3HUKU 8IOHOULEHHS PUSUKIB, OMPUMAHI 8 AHANIZI 34 HAMIPOM JIKY8amu
(anen. intention-t0-treat, ITT). Ha 3anum ynosnoeasceno2o opeauy 3Aasa6HUKOM He OY10
HAOaHO 000amKO8UL AHAI3 e(heKMUBHOCmI eumpam Ha ocHosi oanux ons ITT-nonynayii 3
0210y Ha GIOCYMHICMb NOKA3HUKIB BIOHOWEHHS pU3uKie O/ yiei nonyaayii y nyonikayii
Stollenwerk et al., 2018.

Po3pob6nena moaens MapkoBa J103BOJISIE TPOTHO3YBAaTH PO3BUTOK XBOPOOU Yy IIECTH
B3aeMOBUKIIOUHUX cTaHax: “be3 momii”, “Ilicns mepenomy”, “Ilicns ceprieBo-CyaAMHHUX
nomiit”, “Ilicas mepenomy, ceprieBo-cyanaHoi nomii”, “Ilaparupeoinexromis” 1 “Cmeptsh’ .
Bci namienTn B Mexax Mol MOYMHAIOTh pyX 31 cTaHy “be3 moaii”. Bpoaosx cumy sl
MAIlEHTH MOXYTh 3a3HATH CEPIIEBO-CYAMHHUX TOIIH, MEPETIOMIB 1 TapaTUPEOiEKTOMII 5K
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HACJIIJIKiB XBOPOOH, 200 MOXKYTh MOMEPTH. Y KOKHOMY 13 IIUKIIIB Yy TAIliEHTa € HMOBIPHICTh
3QIMIIATHCh Y TIOTOYHOMY CTaHi abo0 TepedTH B OJWH 13 Takux cTaHiB, sk “Tlicms
nepeiaomy”’, “Ilicins cepueBo-cynuHHOi moxnii”, “Ilicis mepenomy, ceprieBO-CyJIUHHOI
nonii”’, “ITlapatupeoigexromis” uyum moTpanutu 10 ctany “Cmepts”. Y cranax “Ilicns
nepenomy”’, “Ilicns cepueBo-cyaunHoi noaii” “Ilicns mepenaomMy, ceprieBo-CyAMHHOT MO1T”
NaIieHT MOKE 3a3HAaTH MOBTOPHOI moAii. Mojens nependadae MpUMUHEHHS 3aCTOCYBAHHS
CTCNKANBICTHAY dYepe3 TMOOIYHI peakmii, a Ticasid NPUNUHEHHS 3aCTOCYyBaHHS
eTEeNKANBIETHAY MAallleHT 3a3HaBaTHUME PHU3UKY CEpPLEBO-CYJWHHUX IMOJii, MEPEeoMiB i
napaTUpeoifeKToMIl, sIKi BHU3HAUEH1 JJIS BIACYTHOCTI Teparii KaibluMiMeTukoM. CtaH
“Ilapatupeoigexktomis” OyB 3MOJEIbOBAHUN, OCKIJIBKU 1€ XIpypridHe BTPYYaHHS MOXKE
COPUYMHHUTH 3HAYHI BUTPATH Ta KOPOTKOYACH1 HACTIAKH AJis 310poB’s. [licns nmpoBeneHHs
MapaTUPEOiIEeKTOMIi MaIlEHT HE MOTpPeOye 3aCTOCYBAHHS €TENKAIBIETHAY. Y KaTEropito
“CMepTh” BKIIFOUEHI BC1 MAIIEHTH, SIK1 IOMEPJIH Yepe3 3arajibHi MpupoaHi npuunHu 1 XXH.

TpuBanicth UKy Mojell MapkoBa CTaHOBUTH 3 MICAI 1 BIJAIMOBIJIAa€ TPUBAJIOCTI
JIIKyBaHHsI OCHOBHUX cTaHiB Mojeni “Ilicns cepueBo-cyaunnux nouiin”, “Ilicis nepenomy”,
“Ilapatupeoinexkromis”. YacoBui TOPU30HT Mojedl cTaHoBUTH 20 pOkiB (10 73-piuHOrO
BIKy a00 70 HacTaHHS cMepTi). Y MojieNll TMOKa3HUKU BUTPAT 1 €dEeKTHUBHOCTI Oynu
JIMCKOHTOBAHI 3a cTaBkowo 3%. Y Mojenb BKIIOYEHO TUIbKU MpsiMi BuTpaTu. Kopekiiito
HamiBuukiny (anria. half-cycle correction) mo BUTpar i pe3ynbTaTiB HE 3aCTOCOBYBAH,
OCKUIbKH TPUBAIICTH LMKy MOJIEJ CTAaHOBIIIA <6 MICAILIIB, KUIbKICTh HUKJIIIB Mojeli <200.

Pe3ynpTatn  (papMakOEKOHOMIYHOTO  aHANI3y 3aCTOCYBAHHS  €TEIKaJbLUETUIY
MOPIBHSHO 3 BIJACYTHICTIO Tepanli KaJdblUMIMETUKOM 3a JIaHUMH 3asgBHUKA HABEACHO Y
Tabmui 3.

Ta6nuus 3. Pesynbratu  (papmMakoeKOHOMIYHOTO  aHai3y  3aCTOCYBaHHS
ETEJIKAIBIICTHIY OPIBHIHO 3 BIJICYTHICTIO Teparii KaIbIIUMIMETHUKOM 3a JaHUMU 3asBHUKA

Era |Pozain Onuc
n
1 Beryn Oyinoeana mexHono2is.! eTeNKaNbLEeTHI.

Komnapamop: ninanedo (BIACYTHICTH Teparlii KaTbIIAMIMETUKOM).
Monens Mapkosa 6yno nodynosano B MS Excel.

2 KonTekcr [inpoBa momyssitisi: mopocii mamieHTHn o6ox crateit 13 XXH Ta BITIT, sxi
OCHIKEHHS nepe0yBaroTh Ha reMo/Tiamti3i.

dapMaKkOEKOHOMIYHUHN aHalli3 MPOBEJCHO ISl JIOKAJbHUX YMOB YKpaiHH 3
NEPCHEKTUBH CHCTEMH OXOpPOHH 3JI0pOB’s (IUIaTHUKA y cdepi OXOpoHHU
3JI0pOB’s).

YacoBwuii TOpU30HT MOJIeTIOBaHHS CTaHOBUTH 20 pokiB (110 73-piuHOTO BiKY 200
JI0 HacTaHHS cMmepTi). YacoBuil TOPU3OHT OOIPYHTOBAHUM TUM, IO OUYiKyBaHa
TpUBANICTh KUTTA manieHTiB 13 XXH, ski nepeOyBaroTh Ha remojiaiisi,
CTaHOBUTH 3—5 pOKiB 1 He mepeBuilye 20 pokiB Ta 3 OIJISAY Ha CepesiHil BiK
namieHTiB 13 XXH, siki mepeOyBaroTh Ha reMofianizi B Ykpaini (53 poku — 3a
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JnaHuMu HarioHabHOTO peecTpy XBOPUX Ha XPOHIYHY XBOpoOy HHpOK 3a 2020
pik). 52535455

CraBka AMCKOHTYBaHHS [l BUTpPAT Ta pe3ynbraTiB — 3 %.

Hani mo10 eeKTUBHOCTI:

- nocmikenns A (NCT0178584) ta nocnimkenns B (NCT01788046) (Block et
al., 2017) — sumxennst piBas konuenrpauii [ITI B cuposariti kpoBi >30% Bix
OYaTKOBOTO piBHSA 20—27 THXKHIB;

- myOmikaris Stollenwerk et al., 2018 — nmoka3uuku BigHoteHHs pusukiB (HR)
JUIL  CepIEBO-CYAMHHUX TMOJIH, 3arajdbHOI CMEPTHOCTI, IEepPEeJIOMiB Ta
napaTUpPeoiIeKToMii, B SKii, B CBOIO Uepry, IIi MOKa3HUKHU e(heKTUBHOCTI OyIH
OTPUMaHI NIIAXOM eKcTpamnoiismii moka3HukiB HR it maHmx TumiB momin
iHIIIOrO KaTBIMMIMETHKY IUHAKAIBLETY (Hochimkenns EVOLVE).%

Jani moo 6e3neku: 3asiBHUKOM OyJIM arperoBaHi JaHi 010 MOOIYHUX peaKIii

3 IHCTPYKUii [UIf MEOUYHOTO 3acCTOCYBaHHS, a TakoX 3 Iuiaredo-

KOHTPOJILOBAHOTO JIOCII/DKCHHSI 3aCTOCYBAHHS CTEIKAIBLETHIY TOPIBHIHO 3

mane6o (Block et al., 2019).8

Jani 1momo KOpHUCHOCTI: MyOIiKalis pe3yibTariB (apMaKOEKOHOMIYHOTO

anamizy Stollenwerk et al., 2018.

3a pe3yiabTaTaMM EKOHOMIYHOI OIIHKH Yy Mexax 20-piuHOro YacoBOTro
TOPU30HTY, BpaxOBYIOUM  JIUCKOHTYBAHHS, pO3PaxoOBaHi  IOKa3HUKU
epextuBHOCTI LYG Ta QALY, sKi craHOBNATH (Ha | mamienTa):

- s erenkaibueruny — 6,544 LYG ta 4,316 QALY;

- JUTS BIICYTHOCTI Tepartii kambiuMiMeTukoM — 5,393 LYG ta 3,580 QALY,
TOOTO 3acTOCyBaHHs eTenkanbueTuay s jikyBaHHs BITIT y popociux
namieHTiB 13 XXH, saxi nmepeOyBaroTh Ha Tremoianizi, 3a0e3mnedye J0/1aTKOBI
1,150 LYG Ta 0,736 QALY, mnopiBHAHO 3 BIJCYTHICTIO Teparii

KAJIBIIIMIMETHKOM.
3 Po3zpaxyHok Kareropii npsMux BUTpaT, 110 BKIOYEHI B MOJEIb!
BUTpAT - BUTPATH HA Kypc Teparii JIIKapChbKUM 3aCO00M €TeNKabLETH I,
- BUTPaTH HAa MEIWYHI TOCIYI'M M BBEAEHHS JIIKAPCHKOTO 3acoly
€TeTIKAIBLIETHI;
- BUTPAaTU Ha JIIKyBaHHA MOOIYHMX peakiiii 3 ypaxyBaHHSAM HMOBIPHOCTI iX
BUHUKHEHHS,

52 Stokes J.B. Consequences of frequent hemodialysis: comparison to conventional hemodialysis and transplantation. Trans Am Clin Climatol Assoc. 2011; 122:
124-36.

53 Renal Fellow Network. What are Survival Rates for Patients on Dialysis? September 19, 2018. https://www.renalfellow.org/2018/09/19/what-are-survival-
rates-for-dialysis-patients/.

54 Ahbap E., Hasbal N.B., Sevinc M. et al. Factors Associated with Long-Term Survival in Maintenance Hemodialysis Patients: A 5-Year Prospective Follow-
Up Study. Sisli Etfal Hastan Tip Bul. 2022 Sep 22; 56 (3): 414-420. doi: 10.14744/SEMB.2022.76983.

% HanionanpHuii peecTp XBOPUX Ha XPOHIYHY XBOPOOY HHPOK Ta MAIi€HTIB i3 TOCTPUM MOMIKO/KEHHAM HUpok: 2020 pik / ykaaa. H.I Kosmoxk, O.0.
PasBaxaesa; Jlep:xkaBHa ycranosa “Tacruryt Hedponorii HAMH VYkpainn”; roin. pena. M.O. Konecunuk. — K., 2021 — 180 c.

%6Stollenwerk B., lannazzo S., Akehurst R. et al. A Decision-Analytic Model to Assess the Cost-Effectiveness of Etelcalcetide vs. Cinacalcet.
PharmacoEconomics 36, 603-612 (2018).

57 Belozeroff V., Chertow G.M., Graham C.N. et al. Economic evaluation of cinacalcet in the United States: the EVOLVE trial. Value Health. 2015; 18 (8):
1079-87.

%8 Block G.A., Chertow G.M., Sullivan J.T. et al. An integrated analysis of safety and tolerability of etelcalcetide in patients receiving hemodialysis with
secondary hyperparathyroidism. PLoS One. 2019 Mar 15; 14 (3): e0213774.
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- BUTPATH Ha JIIKYBaHHS CEPLIEBO-CYIMHHUX MOIIH;
- BUTPATH Ha JIKyBaHHS MEPEIIOMY;

- BUTPATH HA IPOBE/ICHHS MApaTHPEOiCKTOMII.
Henpsimi BUTpaTH B aHasIi3 BKIIOYEHI HE OyIH.

JbxepenoM 1iH Ha JKapchKi 3aco0M Ta MeEAWYHI BUPOOM CIyryBaB
HamionanpHuii Katamor miH> Ta egeKTpoHHa Tatdopma NyOTiYHHX i
JIep>KaBHUX 3aKymiBenb Prozorro. Po3paxyHOK BapTOCTI MEIUYHUX MOCIYT IS
JIKyBaHHS MOOIYHUX PEaKIii, a TAKOXK CepLEBO-CYAMHHUX MO/, IepeioMy Ta
napaTupeoieKToMii y Mekax 3MOAEIbOBAHOTO aHANi3y MPOBOJMIN 32
tapudavu HC3Y BianoigHo 10 mporpamu MeauuHuX rapantiit va 2025 p.%

3anexnapoBaHa TpaHWYHA ONTOBO-BIANYCKHA I[iHA Ha JIKapChKUM 3acid
eTenkanblieTus (toproBenbHa Ha3Ba [IAPCABIB®, BupoOHMK AMIDKEH
€Bpomna b.B., Hixepmanau, po3unH ais id'ekmii, 5 mr/mi, mo 0,5 mi (2,5 mr) y
¢dnaxoHi, o 6 ¢grakoHiB y KapToHHIN KOpoOI1li) B HamionaapsHOMY KaTasio3i iH
cranoM Ha 02.07.2025 p. cranoBuna 3 515,04 rpH. [Ans npoBeneHHs
(bapMaKkOeKOHOMIYHOTO aHai3y 3a 0a30BY IIHY eTeIKaNIbIeTU Ty Oyia MpuitHsITa
3aJieKJIapoBaHa OMNTOBO-BiAmyckHa IiHa Ha mnpenapar [IAPCABIB®, saxa 3
ypaxyBaHHSIM TPaHHYHOI TOCTAYaNbHUIBKO-30yTOBOI HanbaBku 8%°! i mogaTky
Ha 10/1aHy BapTicTh 7%°%2 cranosuna 4 061,98 rpH 3a ymakosky 2,5 mMr Ne 6.

Hooamkoso 3a3Hauaemo, wo 32i0HO 3 AKMYAIbHUM HA O0Amy BUCHOBKY
Hayionanonum xamanoeom yin, 3a0eKnaposana cpaHudHa Onmoso-8i0nyCcKHa
yina Ha nikapcokuil 3acio emenxkarvyemud (mopeosenvia Hazea [IAPCABIB®),
supobrux Amoocern €spona b.B., Hioepaanou, pozuun 0ns in'exyii, 5 me/ma, no
0,5 mn (2,5 me) y ¢hnaxoni, no 6 ¢pnakouie y kapmorHiii Kopooyi) cmanosums 3

956,28 epn (naxaz MO3 6i0 26.03.2026 Ne 392).

BapTicTb nikapchkux 3ac001B IIPU 3aCTOCYBaHHI €TENKAIBLUETUAY Y Halll€EHTIB 13
XXH Ta BI'TIT, sixi nepeOyBatoTh Ha reMo/iami3i, Ha | marieHTa CKJIaJaroTh:
-Ha 1 muka (3 mic.): nepmuid uka — 71 356,66 rpH, HaCTymHI LMKIA —
79 480,62 rpH;
- Ha | pik: nepmmii pik — 309 798,53 rpH, HacTynHi poku — 317 922, 49 rpH.
3aranpHi BUTPATH NpPU 3aCTOCYBAHHI €TENIKAJBIETUAY A 3a3HAUCHOI BHIIE
KaTeropii MauieHTiB (032 yMOBaMHU MOJENIIOBaHHs) 3 ypaXyBaHHSM BapTOCTI
MEIWYHUX BUPOOIB Ta BUTPAT Ha JIKYBaHHS MOOIYHUX peakiii Ha | marieHTa y
NepLIni pik JIKyBaHHA cKianawTb 312 974,32 rpH, a npu BiICYTHOCTI Tepaii
KanpIuMiMeTHKoM — 1 394,94 rpH.
Butpatu 3a pesynbraTamMu MOJETIOBAaHHS: CYKYITHI BHUTPAaTH Ha 3asiBICHY
MEIWYHY TEXHOJIOTiI0 Ha | malieHTa Ha TOpPU30HT MojentoBaHHS 20 poKiB i3
JICKOHTYBaHHSM 3% CTaHOBIIATE:
- IIpH 3acTOCyBaHHI eTenkanbueruay — 2 033 701,36 rps;

% https://moz.gov.ua/uk/nacionalnij-katalog-cin

% [Mocranopa Ka6inery Minictpis Yipairm Ne 1503 iz 24.12.2024 p. ““Jlesiki mutanHs peanizaiii mporpamMu Aep>kaBHUX TapaHTiil METUYHOTO
obcyroByBanHst Hacenenns y 2025 pori”. https://zakon.rada.gov.ua/laws/show/1503-2024-i#Text.

81 [Tocranosa Ka6inery Minictpis Ykpainu i 17.10.2008 p. Ne 955 “IIpo 3axomu o0 cTabiniszaiii HiH Ha JTikapchKi 3aco0u”.
https://zakon.rada.gov.ua/laws/show/955-2008-ni#Text

82 TlomatkoBuit Komeke Ykpainu six 02.12.2010 p. Ne 2755-V1. https://zakon.rada.gov.ua/laws/show/2755-17#Text
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- IPU BiICYTHOCTI Tepartii KaabIuMiMeTHKoM — 83 575,14 rpH.
Pizaums Butpat cranoBuTh: 1 950 126,22 rpH.

4 PesynbraTu

InkpemenTanpuuii moka3sHuk edexruBHocti BUuTpat ICER:
- 1695 143,47 rpa / LYG;
-2 649 533,97 rpa / QALY.

AHai3 4yTJIMBOCTI

3asBHUKOM OYB IMPOBEACHUN OJHO(PAKTOPHUN aHaNi3 YYTIUBOCTI 31 3MIHOIO
BXIJTHUX TIapaMeTpiB, TAKUX K BUTPATH HA JIIKAPCHKUH 3aci0, MeTIU4YHI BUpOOH,
MEAWYHI TOCTYT'H, 4YacTOTa BUHUKHEHHS [OOIYHHUX peakiiid, 0a30Bi
XapaKTepUCTUKU TallieHTa, CTaBKa AMCKOHTYyBaHHS Ha +/-20% Ta 3MiHOIO
YaCTOTU TOi, MOKAa3HUKIB KOPUCHOCTI W 3MeHmIeHHs kopucHocTi, HR,
3arajbHOI CMEPTHOCTI Y MEXaxX JOBIPUOTo IHTEpBAIY.

[Tapamerpamu, MO0 Majd HAWOITBIIMIA BIUTMB HAa 1HKPEMCHTAIBHUIN MOKAa3HUK
epextuBHocTi BuTpat ICER, € pa3zoBa mo3a ta BapricTh erenkanbueruny, HR
(cMepTh Bim yCiX TpPUYHH, CEPIEBO-CYAMHHA IO, IMapaTHPEOiIEeKTOMis,
MepesioM) Ta YaCOBHUI TOPU30OHT.

3a BHUCHOBKAMHM 3asBHUKA, PE3yJAbTaTH aHAJi3y YYTJIMBOCTI MiATBEPIKYIOTH
OOTpYHTOBAHICTh BHUCHOBKIB  ()apMaKOCKOHOMIYHOTO  MOJIC/IIOBaHHS  Ta
JEeMOHCTPYIOTh  CTiHKICTh pE3yNbTaTiB /0 TOTEHIIMHOT HEBHU3HAYEHOCTI
KIIF0OYOBHX MapamMeTpiB. KonuBaHHS BKa3aHUX MapaMeTpiB y MeKax BU3HAUCHUX
Jiana3oHIB HE 3MIHIOE BUCHOBKY €KOHOMIYHOI OI[IHKH IOJIO CITIBBITHOIICHHS
“BuTparu-e(peKTUBHICTH” . TEXHOJIOTisI BHUKOPUCTAHHS JIKApCHKOro 3acoly
erenkanbueTun ans jikyBanHs BITIT y mopocmux xBopux wa XXH, ski
nepe0yBarOTh Ha TeMOJiali3i, 3aUIIA€ThCs OUTBII BUTPATHOIO Ta OJHOYACHO
OuTbII epeKTUBHOO 3a nMokasHUKoM QALY mopiBHSHO 13 BIICYTHICTIO Tepaii
KaJTbIIUMIMETHKOM MPHU KOJIMBAHHAX BX1IHUX IMapaMeTpiB MOJAETII.

3a pezynbmamamu npoedeHo20 3AA6HUKOM OOHODAKMOPHO2O0 — AHANI3Y
yymaueocmi noxkasnuk ICER xonueacmocs 6i0 1 764 499,76 epu/QALY 0o 5 940
716,63 epn/QALY, mobmo eumpamu 3aiuiaromoscs Hee@eKmusHUMU.

5 [Tpunymenss
aHaJizy Ta
O0OMeXEeHHS
aHaizy
3asBHUKA, 110
MaloTh BILTHB
Ha pe3yNbTaTh
aHayizy
e(eKTUBHOCTI
BUTpAT

[Tpu moOymoB1 MOIeNi 3assBHUKOM OyJ10 3p00JI€HO TaKl IPUITYIIIEHHS:

1. SIx B rpymi eTeilKkaJbLETHAy, Tak 1 B TpyIli BIICYTHOCTI Teparii
KanpuMiMeTukoM uid jikyBaHHs BI'TIT 3acTocoByroTh cTaHAapTHE J1KyBaHHS,
sKe MOKe BKJItouaTH (ocop-3B’sA3yBaibHI JiKapchbki 3acodu, BiTamid D Too,
IpOTE 3 OISy Ha BU3HAUYEHY MEPCIEKTUBY JEPKABHOTO OIOKETY, 3a KOIITH
SKOT0 BKa3aHI MpernapaTy He 3aKyNOBYIOThCS, iX BapTICTh HE OyJa BpaxoBaHa B
aHaJi31 BUTpAT.

2. MimoBipHoCTi mepexoxiB y cran “CMepts” Gyl PO3IISHYTI 3 ypaXyBaHHIM
MiABUILEHOTO PU3UKY CMEPTHOCTI MAIli€HTIB, 5Ki Mepe0yBaroTh Ha TreMojliaisi,
IpU LOMY BIKOBI KOEQIIIEHTH CMEPTHOCTI JUIsl 3arajibHOrO HAaCEJEeHHS B
VYkpaini Oynu BU3Ha4eHi K pedepeHTH1 3HaueHHSL.

3. Ha mepion rocmitamizamii maii€HTa Yepe3 CepleBO-CYAMHHI MOl abo
MIEPEJIOM 3aCTOCYBaHHS eTeNKanbleTHay y xBopux Ha XXH, gxi nepedyBaroTh
Ha TeMo/11ajii31, He IPUITUHSAETHCS.

4. JlikyBaHHs CepLEBO-CYJMHHOI MOJii, MeperoMy BiOyBAaeThCS B YMOBax
cTaifioHapy, ockiibku mnanieHTH 13 XXH, ski nmepeOyBaroTh Ha remoianisi,
MaroTh BUCOKUI PU3UK YCKIIAHEHb.
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5. IlpunuHeHHS 3acTOCYBaHHS ETENKAJIbIETUIY uYepe3 IMOOIYHI peakirii
BiIOyBa€ThCS JMIIE B TEPIIMNA piK JKyBaHHS, OCKUIBKH JaHHUX IIOJ0
MIPUTTMHEHHS JIIKYBaHHS B HACTYITHI pOKH OpaKye.

6. Kopucuicte B crani “Ilicns mnepenoMmy, cepreBO-CyIUHHOI moii”
BU3HAYA€THCS MUIIXOM BPaxyBaHHS MaKCHMAaJbHOTO 3HAYCHHS 3MCHIICHHS
KopucHocTi it ctaniB “Ilicnsa nepenomy” ta “Tlicns cepueBo-CyaAMHHOT MO

OOMexeHHs IPoBeIeHOr0 (hapMaKOCKOHOMIYHOTO aHaJIi3Yy:

I. OcHOBHMUM OOMEXEHHSAM  KJIIHIYHUX  JOCIHIDKEHb  3aCTOCYBaHHS
eTelKanbLeTHy Ta miamnedo y manieHTiB i3 XXH ta BI'TIT, sxi nepeGyBaroTs Ha
remMojianizi, Oynao iX 3ocepemkeHHs Ha 3HWkKeHHI piBHa IITI, ToOTO Ha
CyporaTHil KiHIIEBii TOYII.

2. O¢iniitHuX JaHKUX 00 BIKOBOT'O 1 CTATEBOT'0 PO3IMOILTY Ta KUTBKOCTI XBOPUX
13 XXH ta BI'TIT, sixi nepeOyBaroTh Ha reMotianisi, B Ykpaini Hemae. Kpim Toro,
BUKOPUCTaHHS JlaHUX OOCEpBaIlifHOIO JOCTIIDKEHHS MO0 CMEPTHOCTI
namienTiB 13 XXH, sxi mepeOyBaroTh Ha remofianizi, Oyau BHUIpaBAaHi
BIJICYTHICTIO JIOKaJIbHUX CTATUCTHUYHUX JAaHUX MIOJO0 BIKOBOI 1 cTaTeBOi
CTPYKTYpPH CMEPTHOCTI Y TaKUX IMAIlI€HTIB;

3.V papmakoekoHOMIYHOMY aHali31 Oyau BUKOPUCTaH1 TOKa3HUKHA KOPUCHOCTI
JUISL CTaHiB 370pOB’S 13 JOCTYIHHUX OMYyOJIiIKOBAaHUX JOCIiIKEHb, TPUCBIYCHUX
OI[IHIII SKOCT1 )KUTTS Malll€HTIB, K1 Mepe0yBaloTh Ha TeMO/1iali31, BpaxOBYIOUH
BiJICYTHICTh HalllOHAIbHUX Tapu(HUX HAOOPiB/TabMHIb 11 YKpaiHu.

Otxe, 3a pe3yibTaTaMu PO3PAXYHKIB 3asBHUKA 3aCTOCYBAHHS JIKapChKOrO 3aco0y
erenkanbieTua o gikyBanas BI'TIT y nopocnux marientiB i3 XXH, siki nepeOyBaroTh Ha
remMo/iiajiszi, BpaxoByIOUM TUCKOHTYBaHHs, 3abe3neuye mopatkoBi 1,151 LYG Ta 0,736
QALY, mopiBHSHO 3 BIJICYTHICTIO Teparii KaJblIUMIMETHKOM, a JIOJaTKOBI BUTpaTH IPHU
bOMY CTaHOBIIATH 1 950 126,22 rpH.

3rigHo 3 ($apMaKOEKOHOMIYHOIO MOJICIUTIO 3asBHUKA 3HAYEHHS 1HKPEMEHTAJIbHOTO
nokaznuka edextuBHocTi BUTpar (ICER) mnpum 3actocyBaHHI JIKapChbKOro 3acoly
eTeJIKANBIETHI MOPIBHAHO 3 BIJACYTHICTIO Tepamii KaJbUUMIMETHKOM CTaHOBUTH 1 695
143,47 tpH 3a oauH nojatkoBo HaOytuit LYG Ta 2 649 533,97 rpH 3a 0lUH J0JaTKOBO
HaOytuit QALY .

BianosinHo 0 mkanu pekoMeHaoBaHux rpaHnyHux 3HadeHb ICER B Ykpaini Taki
BUTpATU € Hee()eKTUBHUMU, OCKUIHKUA 3HaYeHHs TokazHuka edexktuBHOCTI BUTpaT ICER
nepesuirye 5 BBII na nymy nacenenns (659 720,00 rpu). [dns po3paxyHKy rpaHUYHHX
3HayeHb ICER 0yno Bukopuctano gani BBII Ha nymry Hacenennst cranom Ha 2021 pik, 1o
omy0OmikoBani JlepkaBHOO C1yxk00r0 cTaTMCTUKK YKpainu Bix 11.03.2022.%

3aznavaemo, wo Ha 3aNUM YNOBHOBAINCEHO20 OP2aH)y 3 021510y HA me, WO 8ION0BIOHO
00 MoOOelli 3aA6HUKA 3ACMOCYBAHHA MEXHOJI02li emenkanvyemuo 3abesneyyc nayieumy
000aHi pOKU HCUMMS, WO 8 CB0I0 4epey MOodice npussecmu 00 30iNbUleHHs eumpam Ha
2emMo0ianis, 3as6HUKOM 0Y8 HAOAHUL 000AMKOBUL CYEHAPIli 3MO0eIbOBAHUX BUMPAM, SKI

63 https://ukrstat.gov.ua/express/expr2022/03/25.pdf
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eKAIOUANU 8 cebe eumpamu Ha 2eMmo0idnis, AK 01i 3dA6/1eHOI mexHono2ll, maxk i 0ni
Komnapamopa. 3a 0ano2o cyenapiio nokasuux egpexmuernocmi sumpam ICER cmanogumo
2 664 993,06 epn 3a 00un 0ooamkoso nabymuii QALY. Takum uurnom ypaxysanusam sumpam
Ha 2eMo0ianiz He 3HAYHO 30LIbULYE 3A2allbHI 8UMPAMU HA NONYIAYI0 NAYIEHMI8 ma He
3MIHIOE SKICHY XApaKmepucmuxy e@exmusHocmi umpam — eumpamu HA MexXHOLO02I0
emenKkanvyemuo 6ION0BiOHO 00 WKAIU peKoMeHOosanux 2cpanuynux 3HauyeHb ICER 6
Yrpaini 3anuwmaromscs HeepekmusHumu.

YnoBHOBa:K€eHMM OPraHoOM IMPOBeJeHA OIiIHKA €eKOHOMIYHOI0 PO3ALLY J0ChE, 3a
pe3yJbTaTaMHu K0T BCTAHOBJIEHO (PAKTOPH, AKi MAKIOTHh BIUIMB HA Pe3yJbTAT aHATI3y
e()eKTUBHOCTi BUTPAT:

1. Ockinoku 6 npamux NOPIBHANbHUX OOCTIONCEHHAX emenKaivyemudy ma niayedo
(Block G.A. et al., 2017) kniniuno 3Hauywi KiHyesi mouxu, AKi OYIuU GUKOPUCMAHI O
MOOeNo8aHHs  (cepyeso-cyOuHHi  noodii, 3a2anibHa  CMEPMHICMb, NepeioMu  ma
napamupeoioexmomis), He OYIHIOBANUCH, YCI NOKAZHUKU BIOHOULEHHSI PU3UKIE BUHUKHEHHS
Yux nooill 3asA6HUKOM 8 O00Cbe 0YI0 NepeHeceHo 3 onyonikosanoi mooeii
GPapMaKoeKkoOHOMIYHO20 aHANi3y O OYIHKU e@deKmUSHOCmi 8umpam emerxkaibyemuoy
NOPIBHAHO 3 YuHaxkaivyemom (nyoaikayia Stollenwerk et al., 2018), 6 AKiti nHOKa3HUKU PUSUKY
BUHUKHEHHS NOOiti OyIU eKCMpAanoabo8aHi I3 YUHAKAIbYEemy HaA emenKaibyemuo i3
BUKOpUCMAHHAM Nna1ayedo sK pegepenmnoz2o 3Hauenus. llpu yvomy 3as6HUKOM npu
nposedeHni ananizy egexmuenocmi eumpam 0Y10 GUKOPUCMAHO NOKAZHUKU GIOHOUIEHMHS
pusukie (HR), ompumani 3a pezyremamamu ananizy 3 YyeH3ypysaHHuam uepes 6 Micsyie nics
NPUNUHEHHS 3ACMOCY8AHHS OOCHIONCYBAH020 NIKYBAHHA, 4 He HNOKA3HUKU GIOHOUIEHMHS
PU3UKI8, Oompumani 6 aHanizi 3a Hamipom Jaikyeamu (aunen. intention-to-treat, ITT),
NOSICHIOOYU Ye GIOCYMHICMI0 OAHUX W000 HOKA3HUKIE GIOHOWIEHHS PU3UKI@ 01 yiel
nonynayii y nyonaixayii Stollenwerk et al., 2018.

3 02140y Ha ye YNo8HOBAN’CEHUL OP2aH NO20ONCYEMbCS, WO BUKOPUCAHHS 8 MOOEI]
NOKA3HUKIB KIIHIYHOI egheKkmueHocmi, excmpanoivbo8arHux 3 OOCHIONCEHHS I[HUO020
Kanbyumimemura, modice Oymu NPUUHAMHUM 3a BI0CYMHOCMI O0CHI0NCeHb, 8 AKUX OU
BUBUANUCL 00820CMPOKOBI egpexmu emenkanvyemudy. Ilpome ynosHosadicenuii opean
3a3Hauae, w0 6nIU8 emenKkaibyemudy Ha 00820CMPOKOGI egeKkmu 3anUacmoscs
HeguzHauenum. Kpim moeo, eukopucmants Oisi emeakaibyemudy nOKA3HUKIE 6IOHOUEHHS
pusuxie (HR), ompumanux y 0ocniodxceHusax yuHaxkaioyemy, [pyHmyEemvbcs Ha NPUnyujeHHi
w000 3iCMABHOCHI IX 8NIUBY HA 00820CMPOKO8I KILIHIUHO 3HAYYWi pe3yrbmamu. Boonouac
HANEeHCHICMb 3A3HAYEHUX TIKAPCbKUX 3ac00i8 00 00H020 (hapMaKon02iuHo20 Kiacy ma ix
30amuicme 3HuUMCY8amu pigenv 11Tl ne € docmammuboro Niocmago 0 NiOMEePOHCeHH s
makoeo npunywjenus. Haseni npsami nopisHANbHI O0aHi WO00 emenKalbyemuoy ma
YUHAKATbYEmY CIMOCYIOMbCs NepesaxicHo bioximiunux noxasuuxie,®* mooi ax docmamuwo
BU3HAYEHUX 00KA3I68 W00 iX NOPIBHANIbHO20 BNIUBY HA CMEPMHICMb, Cepye8o-CYOUHHI NOOTT

¢ Block GA, Bushinsky DA, Cheng S, et al. Effect of Etelcalcetide vs Cinacalcet on Serum Parathyroid Hormone in Patients Receiving Hemodialysis With
Secondary Hyperparathyroidism: A Randomized Clinical Trial. JAMA. 2017;317(2):156-164. doi:10.1001/jama.2016.19468

29


https://doi.org/10.1001/jama.2016.19468
https://doi.org/10.1001/jama.2016.19468
https://doi.org/10.1001/jama.2016.19468
https://doi.org/10.1001/jama.2016.19468

Emenxanvoyemud 0ns 1iky8anHs 6mMopuHHO2O 2inepnapamupeosy y 00pOCIux NAYi€Hmis i3 XPOHIUHOK X60pPOOOK HUPOK, SKi
nepebysaromo Ha cemooianizi, 14.09.2026

ma nepenomu nemac.®® Taxodc wne euseneHo NpAMUX NOPIEGHAALHUX OaHUX, AKI O
niomeepoXicy8anu  3iCMasHicms — 6NIUBY  emelKalbyemuoy ma YuHaKaibyemy Ha
HeoOXiOHicmb  npogedenHs  napamupeoidoekmomii.  Omowce,  ekcmpanonayis  Ha
emenKanvyemud noKasHuxie eioHouienns pusuxkie (HR) wooo Kuiniuno 3Hauywjux
00820CMPOKOBUX  ehekmis, OMpUMAHUX 3 OO0CNIONCEHH YUHAKAAbYemy, a maKoi#C
BUKOPUCMAHHA Ol AHANI3y SUKIIOYHO nokasuuxie HR, ompumanux 3a pezynemamamu
amanizy 3 YeH3ypyeawHam uepe3 6 micayie nicis  NPUNUHEHHS  3ACMOCYSAHMHS
00CNOAHCYBAHO2O JIIKYBAHHS, NOB8 S3AHI 3 000AMKOBOI0 HEBUZHAUEHICHIO.

Omoice, ekcmpanonayis Ha emenkaibyemud NOKA3HuKie gioHouieHHs puszuxie (HR)
WOO0 KIIHIYHO 3HAYYWUX 00820CMPOKOBUX eqeKmis, OMPUMAHUX 3 OOCHIOHNCEHHS]
YUHAKATIbYEmy, a MAKoH#C GUKOPUCIAHHS OJisl AHANI3Y BUKTIOYHO noka3Hukie HR,

o moeo oic cnio 3azHauumu, wo HA OCHOBI NPOBEOEHO20 3ASIBHUKOM aHANI3)
YYMAUBOCMI BIOHOUEHHS PU3UKI6 UHUKHEHHS noditl (HR), maxi sik cmepmb 8i0 yCix npudun,
cepyeso-cyOuHHa noois, napamupeoioeKmomis ma nepeiom, U3HAYeHi K NOKAZHUKU, WO
Manu HauoOiILWUL 8NIUS HA IHKpeMeHmalbHull nokaznuk epexmugrnocmi gumpam ICER (na
000amok 00 YiHu ma pazosoi 003U JiKapcbKo2o 3acoby), Wo 8 c0i0 uepey niomeepoicye
3QIeJHCHICMb pe3YIbMmami6é eKOHOMIUH020 AHANI3Y 8I0 eKCmpanolbO8AHUX pe3yibmamis
BNJIUBY emeNKaANlbYemudy Ha KIIHIYHO 3HAYY Wi KIHYe8l MOYKU.

2. loxasnuxu Kopuchocmi Ol KOJNCHO20 31 CMAHIB 300p08’s, BUKOPUCMAHI 8
Gapmarxoekonomiunomy ananizi ons pospaxyuky QALY, 6ynu ompumani 3 00CRiOHCeHHs
iHwoeo kanvyumimemuka — yuuaxanvyemy (EVOLVE). Ynoenosasicenuii opean nposis
sepugikayiro Oanux w000 HAA8HOCMI NOKAZHUKIE KOPUCHOCI 018 3AS18IEHO20 JIIKAPCLKO20
3acob0y emenxanvyemudy i niOmeepotcye, wo JNimepamypHi OaHi BIOHOCHO NOKA3HUKIG
KOPUCHOCMI NPU 3ACMOCYBAHHI emeNKAlIbyemuody 8i0CYmHui, momy nioxio 3asa6HUKA U000
BUKOPUCMAHHA ~ NOKA3HUKI6 — KOPUCHOCMI, — USHAYEHUX 3  OOCHIONCeHHs  IHUI020
Kanvyumimemuxa € nputinamuum. Ilpome cnio 3azwauumu, wo 6 oocniodicenni EVOLVE
OYIU BU3HAYUEH] NOKA3HUKU KOPUCHOCMI OKpeMo Ol makux nooitl, sx iHgapkm miokapoa,
eocnimanizayiss 3 NpuBooy HecmabiibHOi cmeHoKapoii, cepyesa HEOOCMAMHICMb |
nepugepuuni cyounui noodii, momy 011 cmawny “‘cepue8o-cyourHa noodis”’, BUKOPUCMAHO20
6 Mmooeni, 0Y8 nposedeHull po3paAxyHoK 00 €OHAHOI KOPUCHOCMI, WO CMBOPIOE 3HAUHY
HeBU3HAYEeHICMb, OCKIIbKU PO3PAXYHKOBUL NOKASHUK NOGHICMIO He 8i0obpadicae cmaw
nayieHma, 3mooenbo8anull 8 0aHomy docve. Kpim moeo, pizna nikapcovka ¢opma ma uisx
66€0eHHs NIKAPCLKUX 3aco0i8 emenkaivyemuo (po3yuHn O iH €KYill) ma yuHakaibyem
(mabnemku) modice npuzgecmu 00 Moo, WO NOKA3HUKU KOPUCHOCMI NpU 3ACMOCYBAHHI
emenxanvyemudy 06y0ymo GiOPI3HAMUCL 80 MUX, WO OVIU OMPUMAHI NPU 3ACMOCYBAHHI
YuHakanvyemy. Bmim ananiz uymaugocmi, nposedenuti 3as8HUKOM, NOKA3a8, W0 NOKAZHUKU
KOPUCHOCMI MAlOMb HEe3HAYHUL 6NIUE HA PO3PAXOBAHUU [HKDEMEHMANbHUL NOKA3HUK
egpexmusrnocmi eumpam (ICER) i ne eniusaromo Ha AKICHY OYIHKY eghekmueHocmi gumpam.

% Palmer SC, Mavridis D, Johnson DW, et al. Comparative Effectiveness of Calcimimetic Agents for Secondary Hyperparathyroidism in Adults: A Systematic
Review and Network Meta-Analysis. Am J Kidney Dis. 2020;76(3):321-330. doi:10.1053/j.ajkd.2020.02.439.
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Omoice, 3a nIOCYyMKAMU NPOBEOeHOi OYIHKU aHanizy egeKkmusHocmi Gumpam
VINOBHOBANCEHUM OP2aAHOM 0Y10 6CIAHOBIEHO, WO GUMPAMU HA eMeIKANbYemuUo NOPIGHAHO
3 GiOCymHicmio mepanii KanbyuUMIMemuKkoM € HeeheKmusHUMU BION08IOHO 00 WIKAIU
pexomenoosanux eparuunux 3Hadenv ICER 6 Ykpaini, ockinbku 3HaAueHHs NOKA3HUKA
egpexmusnocmi sumpam ICER nepesuwyye 5 BBII na oywy nacenenns (659 720,00 epn).
Bpaxyeanuns eumpam na cemooianiz 8 3mooenbo8aHux UMpamax He 3HAYHO GNIUBAE HA
nokasnuxk ICER ma He 3MmiHIOE fKICHY Xapakmepucmuky egexmugHocmi eumpam —
sumMpamu 3aauuaromscs Heepexmuenumu. Ilpome na peyriomamu ananizy egoekmugHocmi
sUMpPAM 3as61€H020 JNIKAPCbKO20 3aco0y 6NIU6A€ HEGUIHAYEHICMb U000 GNIUGY
emenkaibyemuoy Ha KIHIYHO 3HAuYYWi 00820CMPOKOGI eghekmu JIKY8AHHSA mda
BUKOPUCMAHHS  BUKTIIOYHO NOKA3HUKIE 6iOHowienHs pusuxie (HR), ompumanux 3a
pe3yibmamamu aHanizy 3 6i0CMpoyeHUM Ha 6 MicAYi8 YeH3VPYBAHHIM.

Hocsaenenns nopozy eghexkmuenocmi sumpam 3a WKauI00 peKoMeHO08AHUX ePAHUYHUX
sHauenv ICER 6 Ykpaini 6i0n08i0H0 00 HA0aHOT 3a46HUKOM MOOEN PapMaKoeKOHOMIUHO20
aHanizy emeakaibyemuody NOpiGHAHO 3 GIOCYMHICIIO Mepanii KarbyuMiMemukom MOXCIUeGe,
AKWO YIHA Ha NiKapcbKull 3acio emenxkanvyemuod 0yoe 3Huxcena He meHuie Hide Ha 74,02%
8i0 3aseneHoi yinoeoi nponosuyii 0o piews 913,21 epn (bez II/IB) 3a ynaxosky
emenxanvyemudy, po3uun ous in'ekyii, 5 me/ma, no 0,5 mn (2,5 me) y ¢praxoni, no 6 ¢praxonis
Y KapmoHHill Kopodyi (011 docsenenns nopoey Ha pisni 5 BBII na oyuty nacenenns — 659
720,00 epn) ma ne menwe Higwe na 83,83 % 6i0 3aa6nenoi yinoeoi npono3uyii 0o piens 568,38
epH (6e3 I1/{B) 3a ynakosky emenxkanvyemuoy, po3uun ons in'exyii, 5 me/mn, no 0,5 mn (2,5
me) y ¢hrnakoni, no 6 hnakoHis y KapmouHiu Kopooyi (015 0ocseHeH s nopo2y Ha pieni 3 BBIT
Ha oyuty Hacenennsi — 395 832,00 epmn).

4) naHi W00 Pe3y/bTATIB €KOHOMIYHOI JOULIBHOCTI B YACTHHI aHAJI3y BILIMBY
HA MOKA3HUKH OI0KETY

3asBHUKOM OYJI0 TIPOBEICHO aHaJli3 BIUIMBY HA MOKA3HUKU OIOJKETY 3aCTOCYBaHHS
JikapchKoro 3aco0y erenkanbiietus 1 gikyBanHs BI'TIT y nopocnux mamienTiB i3 XXH,
K1 mepe0yBaloTh Ha reMojiani3i, MOPIBHSIHO 3 BIACYTHICTIO Teparlii KaIbIIMMIMETHKOM Ha
MIJCTaBl 3MOJICIHOBAHMX HEAMUCKOHTOBAHUX TMPSAMUX MEIWYHUX BHUTPAT 3 YACOBUM
TOPU30HTOM 5 POKIB.

3asBHUKOM OyJi0 MOOYJAOBaHO CIIEHApiil MOCTYMOBOIO WIOPIYHOTO TIEPEXony 3
BIJICYTHOCTI Tepamii KaJdbIUMIMETHUKOM Ha ETENKalbIETH] 3 UIIOPIYHOK YaCTKOIO
samiteHHs 30%, 50%, 70%, 80%, 100% BianoBiHO. PO3paxyHOK KiIBKOCTI MaIi€HTIB, IO
OyB 3/1iICHEHUI 3aIBHUKOM, MPEICTABICHO Yy MIANYHKTI | MyHKTY 3 1aHOrO BHCHOBKY.
BianoBiiHO 10 pO3paxyHKIB 3asiBHUKA OPIEHTOBHA KUIBKICTh MAIlEHTIB, SIKA BIPOIOBXK
HaHOMIKYUX 5 pOKiB MOTpeOyBaTUME 3aCTOCYBAHHS €TEIKaIbLETUAY, cTaHoBUTHME 2 307
MalieHTiB y nepmuit pik ta 2 376, 2 445, 2 514, 2 583 namieHTiB NpOTArOM HACTYIMHHUX
YOTUPHOX POKIB BIAMOBIIHO.

3asBHUK B IOCh€ 3a3HAYMB OOMEKEHHS aHaJIi3y BILTUBY Ha OIOKET:

- OCKUIbKM B YKpaiHi BiAcyTHI odiIliiiHi JaHl MO0 KiabKocTi XxBopux Ha XXH i3
BI'TIT, sixi mepeOyBatoTh Ha remMo/iani3i, Ta HOTPeOyIOTh 3aCTOCYBAHHS KaTbIUMIMETHKIB,
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30KpeMa €TeNKaJIbIETUIY, a JOKAIbHUN YHI(PIKOBAHUM KIIHIYHUM MPOTOKOJ BTOPUHHOI
(cmerianizoBaHO1) Ta TPETUHHOT (BUCOKOCIIEI1a/II30BaHO1) MEAMYHOI JoromMoru “JIikyBaHHS
MaIi€HTIB 3 XPOHIYHOIO XBOPOOOI HHUPOK V cTajii: JlarHOCTHKA CTaHy Ta KOPEKIlis
nopyuieHb GpochopHO-KaIbIIEBOr0 OOMIHY HE HaJae peKOMEHAAIN 010 3aCTOCYBaHHS
KaJbIIUMIMETHKIB, a TAKOX He 3a3Hauae piBeHb [ITI" B cupoBariii KpoBi AJi MOYATKy TAKOTO
JIKyBaHHS, TOMY [JIsl aHali3y BIUIUBY Ha OIO/DKET pO3MIp IUIbOBOI MOIMyJsiii OyB
pPO3paxoBaHUW 3 BUKOPUCTaHHSIM JaHHUX IOPIYHOTO 3BITY MIOJO0 TEpMIHAIBHOI CTafii
XBOpOOM HUPOK y Mexkax nporpamu Medicare FFS (anrm. fee-for-service) y CHIA.

Pesynbratu aHanizy BIUIMBY Ha MOKa3HUKH OIO/DKETY 3aCTOCYBAHHS €TEIKAIbLIETUTY
MOPIBHSAHO 3 BIJICYTHICTIO Tepallii KaTbIIUMIMETUKOM HaBEACHO Yy Tabmui 4.

Tabmuuss 4. PesynbTaTu aHamizy BIUIMBY Ha TIOKa3HUKUA OOJKETY 3aCTOCYBaHHS
CTEJIKAIBIICTHIY TOPIBHSHO 3 BIJICYTHICTIO TEpAIii KaJbIIUMIMETUKOM

Pik

Pik 1 Pik 2 Pik 3 Pik 4 Pik 5

KinekicTh mamicHrin

KinpkicTh mali€eHTiB, 2 307 2 376 2 445 2514 2 583
AK1 TOTPEOYIOThH
JKYBaHHS 3asBJICHUM
JKapChKUM 3ac000M

Jirounii cueHapiii — 6e3 2 307 2 376 2 445 2514 2 583
BTpY4YaHHS: KUJIbKICTh
MaIi€HTIB, K1
BHKOPHUCTOBYIOTh
MEINYHY TEXHOJOTII0
BIJICYTHICTb Teparii
KaJIBIIUMIMETHKOM

Jlirounii cueHapiii — 6e3 0 0 0 0 0
BTPY4YaHHS: KUIbKICTb
MAaIl€HTIB, I IKUX
TUTAaHY€ETHCS
BUKOPHUCTOBYBATH
eTeJIKAIbLIETU L

Hoguii cuenapiit — 3 1615 1188 733 503 0
BTPYYaHHSIM: KIJIbKICTh
MMaIli€HTIB, K1
BUKOPHUCTOBYIOTh
MEIUYHY TEXHOJIOT1I0
BIJICYTHICTb Teparii
KaJIbIIMMIMETUKOM
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Hogwuii cuienapiii — 3 692 1188 1712 2011 2 583
BTPYYaHHSIM: KUIbKICTh
MAali€HTIB, IS IKUX

IIaHYETBCS

BUKOPUCTOBYBaTH

CTEHKAIBLECTUL

Burpatu Ha BCIO nonyJisiio Mami€eHTiB, FPH

Jlirounii cuenapiii — 1203142894 | 1709999142 [ 20129810,63 | 21482491,98 | 21919 144,27

BUTpATH HA MEANYHY
TEXHOJIOTIIO ITOPIBHSIHHS
y cXeMi JIikyBaHHS 0e3
BTPY4YaHHS, TPH

HoBuii cuenapiii — 214500548,46 | 350624 256,64 | 474870415,35| 516992294,37 | 628124 997,83

BUTpPATH HAa HOBY
MEIUYHY TEXHOJIOTIIO Y
cXeMi JIIKyBaHHS 3
3asBIICHUM JIIKQPChKUM
3aco00M, TpH

3 HUX — BUTpATH HA 202 684 387,09 | 335981 186,28 | 459 974 828,63 | 502 287 633,44 | 615 055 994,99
eTeNKaIbIETUI, TPH

BILINB HA GIOMKET 202469 119,52 | 333524 265,22 | 454 740604,72| 495509802,38| 606 205 853,56

(101aTKOBI BUTPATH),

TpH

3a pe3yabTaTaMu MPOBEJACHOIO 3asBHUKOM aHai3y BIUIMBY Ha MOKA3HUKHU OIO/IKETY
3aCTOCYBaHHS €TEJIKAIbLIETHIY MOPIBHSAHO 3 BIACYTHICTIO Teparii KaJbUUMIMETHKOM IS
nikyBanHa BITIT y nmopocnux mnamientiB 13 XXH, saxi nmepeOyBaroTh Ha reMoiaiisi,
JIOAATKOBI BUTPATH y pa3l MOCTYMOBOrO 3aMIIIEHHS TEXHOJOTI MOPIBHSHHS HOBOIO
MEJIMYHOIO0 TEXHOJIOTI€I0 MOXKYTh 3HAXOAUTUCH B Alana3oni Bijx 202 469 119,52 rpu no 606
205 853,56 rpH 3a1eXHO B1Jl pPOKY MPOTHO3YBAHHS.

BianoBigHO 10 peKOMEHA0BAHOI IIKAIW OLIHKK BIUIMBY Ha OFOKET IIOAO0 BUTpAT Ha
3asiBJICHUI JIIKapChKUi 3aci0 B YKpaiHi Ha MiJICTaBl JaHUX JIepKaBHUX BUTPAT Ha JIKAPCHKI
3acobu y 2025 porii mokazaHo, 110 MpY BIPOBAHKEHHI CIIEHAPII0 MOCTYIIOBOTO MEPEXOIY
[IJTLOBOI TOMYJIAIIi MAaIliEHTIB HA 3aCTOCYBaHHS €TENKAJIBLETUY TPOTATOM S-pidyHOTO
4acOBOT'0 TOPU3OHTY BIUIMB Ha OrojkeT Oyzae BenukuM (Oubiie 109 MilH TpH) y BCI POKH
aHam3y.

Kpim moeo, sumpamu na emenxkanoyemuo 0yoyms nepesuuyy8amu peKoMeHO008aHe
nopo2ose 3HaueHHs. CmyneHs inancosoi docmynnocmi, wo cmarosums 195 man epu y 1,04
— 3,15 pasie 3anedxcHo 6i0 poKy npocH03y8aHHsL.

Ha 3anum ynosnoeasrcenozo opeamy, 3 0210y Ha me, ujo Hacmanoow pekomenooearo
8 KIJIbKICHOMY 8UPAICEHHI NOKA3amu 6NJIU8 MeXHOJI02l Ha 3MIHY 8 00CA2ax HAOAHHS THUUX
MeOUYHUX NOCNye, AKI (DIHAHCYIOMbCA 3a PAXYHOK OHONCEMHUX KOUIMIB, 3ASA8HUKOM
000amKo080 00 OCHOBHO20 CYeHApil OVI0 Npo8edeHO aHAali3 6NIU8Y HA HNOKAZHUKU

O100dIcemy  3aCMOCY8aHHs — emenKkaibyemudy HNOpPIiGHAHO 3  GIOCYMHICMIO  mepanii
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KanbYyuMiMemukom 3 YPaxy8auHAM Gapmocmi 2emooianizy y CKIadi 3MO0elb08AHUX
sumpam. 3a pe3yibmamamu yb020 AHALi3y 000AMKO8i GUMPAMU NPU BNPOBAONCEHHT HOBO2O
CYEeHapiro WiaxomM HOCMYN0B8020 3aMIWEHHs MeXHON02I NOPIGHAHHSA HOB0I0 MeOUUHOINO
MEeXHOI02IEI0 3 YPAXYBAHHAM 6APMOCHI NAKem)y 2emMo0ianizy MOXCYmb 3HAXOOUMUCH 8
dianazoni 8io 202 575 390,00 epn 00 611 878 261,18 epu 3anedxcHo 8i0 poKy npocHo3y6aHHL.

Omoice, 000amKo6i sUumMpamu Ha emeaKkaIbyemuo y CYeHapii 3 ypaxyeanHsam 6apmocmi
2emMooianizy € OLbUUMU, HINHC Y OCHOBHOMY CYeHapii, 3 02140y Ha me, Wo 3A516HUKOM 8
AHani3i 6NAUBY HA NOKAZHUKU OH0O0XNCEmy 8UKOPUCMAHI 3MO0eIbO8AH] GUMpamu 3 MoOeii
Maprosa. OcKinvku 8i0n08IOHO 00 PO3PAXYHKIG 3ASABHUKA 3ACMOCYBAHHS emeaKaibyemuoy
3abe3neyye nayieHmy 000aHi POKU HCUMMSL, Ye 8 C80I0 Yepey Nnpu3eooums 00 30i1buleHHs
sumpam Ha 2emo0iani3, npome 6apmo 3A3HAYUMU, WO 6NIUE emeNKaATbyemuody Ha
00820CMPOKOBI ehexmil, 30Kpema i Ha BUHCUBAHICMb, 3ATUUUAEMbC HEGUIHAYUEHUM.

YnoBHOBa:KeHMM OPraHOM IpPOBeJeHAa OLIHKA po3ally (papMaK0oeKOHOMIYHOIO
aHaAJI3y J0Ch€, 32 Pe3yIbTATAMH AKOI BCTAHOBJICHO (PAKTOPH, SIKi MAKOTHh BIUINB HA
pe3yJibTAT AHAJI3Y BIUIMBY HA MOKA3HUKH OIOIKETY:

1. 3 oensady ma me, wo 6 awnanizi 6naU8Y HA NOKASHUKU OH00XHCEMY 3ASAGHUKOM
BUKOPUCMAHI 3M00ebosani gumpamu 3 mooeni Mapxoea, eci oakmopu, aKi maroms 6naus
Ha pe3yibmamu auanizy eqpeKmusHocmi eumpam, npeocmasieti y nionyukmi 3 nynkmy 3
BUCHOBKY, MAKO}C BNIUBAIOMb HA PE3YAbMAamu aHaai3y eniugy Ha NOKA3HUKU O100dcemy,
30Kpema HeBU3HAYeHICMb w000 6NIUBY emenkaibyemuody Ha KIHIYHO —3HAYYUji
006820CMPOKOBI ehexmu NIKY8aHH, Wo OY1a eKCmpanoibo8ana 3AsI8BHUKOM 3 OAHUX THULO2O
Kanbyumimemuka.

2. 11io uac po3paxyuky Kinbkocmi nayienmis, axKi nompeoysamumyms 3acCmocy8aHHs.
3as671eH020 NKAPCbKO20 3Ac00y 3AS6HUKOM OYI0 8UKOPUCMAHO NOKA3HUK (YAKMUYHO20
3acmocysants Kanvyumimemuxis y cucmemi Medicare Fee-for-Service CIIIA na pieni 26%.
Ax 3a3naueno 6 nionynkmi I nyHkmy 3 YNOBHOBAJNCEHUL OP2AH 88ANCAE BUKOPUCTAHULL
3AABHUKOM NIOXIO0 NPUUHSAMHUM OAs OYIHKU Nompedbu cucmemu OXOPOHU 300P08’s Y
3AA61€HOMY JIIKAPCbKOMY 3Aco0i, npome pe3yivmamu 8epuikayitinoco anauisy ceiouamo
npo eapiabenvhicmv oyinok uacmxu nayienmie i3 XXH ma BI'TIT, ski nepebysaioms Ha
2emo0ianizi ma nompeodyoms 3acmocy8anHs KalbYUMIMemuKis.

3 oenady Ha ye, npu NpoBedeHHI aHAli3y 6NauU8y HA NOKAZHUKU Or0dcemy
3aCMOCy8aHHs JIIKAPCbKO20 3aco0y emenkanvyemud oasa nikyeawus BITIT y oopocnux
nayienmis i3 XXH, ski nepebysaromv Ha 2emooianizi, 3a yMO8U NOCHYNOB020 Nepexooy
Yi1b0BOI NONYAAYIT NAYIEHMIB HA 3As6]1eH) MeOUYHY MEXHON02II0 KiIbKICMb NAYIEHMIB, SIKA
BNPOO0BIHC HAUOIUINCHUX 5 POKIE nompedysamume 3aCmocCy8anHs emeaKaibyemuoy, Modxce
BIOpI3HAMUCA 8I0 PO3PAXOBAHOI 3AABHUKOM, MOOMO € OpIEHMOBHOW. BionogioHo,
pe3yibmamu  aHaunizy 6nauey Ha Oroodcem Ci0 IHmepnpemysamu 3 Ypaxy8aHHAM
He8U3HAYeHOCMI, N08 A3aHOI 3 8I0CYMHICMIO HAYIOHAILHUX CMAMUCIMUYHUX OAHUX U000
yacmku NayieHmie, SAKUM GIONOBIOHO 00 KIIHIYHUX Kpumepiié NoKazawe 3acmocCy8aHHS
KanbyuMIiMemuKie.
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Omoice, 3a pe3y1bmamamu auaiizy 6NIU8Y Ha NOKASHUKU O1004cem)y 6CIMAaH08IeHO, WO
3ACMOCYBAHHS eMeNKAIbYemudy NOPIBHAHO 3 BIOCYMHICMIO Mepanii KaaibyuMiMemuxKom
npu3800Umv 00 000amKosux sumpam y oianazoni 6io 202 469 119,52 epu 0o 606 205 853,56
2DH 3AJIeHCHO 8i0 POKY NPOCHO3YBAHHS.

Bionogiono oo pexomenoosanoi wikanu oyinku 6naugy Ha 6100cem wooo sUmpam Ha
3a5A61eHUlL IIKApCbKUll 3acio 6 Yxpaini na niocmasi 0aHux 0epiHcasHux UMpam Ha J1iKkapcoKi
3acobu y 2025 poyi nokasamno, wo npu 6NpoadN*CeHHi CYEHapilo NOCMYNn08020 Nepexooy
YIb0oBOI NONYNAYIL HA 3ACMOCYBAHHA eMeaKANbYemuoy NpomsecoM 5-piuHo20 4aco8020
20pU30HMY 6NaUE Ha O1ddHcem Oyoe senuxum (oinvue 109 man epr) y 6ci poxku ananizy ma
nepesuuyy8amume peKomeHo008ane nopo208e 3HA4eHHs. Cmynens iHancosoi 00CmMynHoCmi
(195 man epn) y 1,04 — 3,15 pasie 3anesxcno 6i0 poKy npocH0O3)8aHHSL.

Bapmo 3a3nauumu, wo ypaxysaunns eapmocmi nakemy 2emooianizy 8 3M0o0eib08aAHUX
sumpamax 30i1bULye 000AMK0O8e HABAHMANICEHHST HA 0I00dCcem, Npu ybomy 000AMKO8I
sUMPAMU HA BNPOBAONCEHHSI MEXHON02ll emenKaIbyemud MOoN*CYMb 3HAXOOUMUCH 8
dianazoni 6id 202 575 390,00 epr 0o 611 878 261,18 epu 3anexcHo 8i0 poKy npoeHo3y8aHHA.

5) nmani momo kopekTHOCTi IiHGopManii Mpo HAABHICTL a00 BiACYTHICTH
€KOHOMIYHHUX TA KJIHIYHUX MepeBar 3aCTOCYBaHHS JIKAPCHKOro 3aco0y NOPIiBHAHO 3
IHIIHUM JIIKapCHLKHUM 32¢000M 200 IHIIIOK0 MeIUYHOI0 TEXHOJIOTi€I0 (200 iX BiACyTHOCTI),
HaJaHi 3aBHUKOM

JI71s1 BU3HAYEHOI y AOChE LJIBOBOI MOMYJIALII — JOPOCIUX NAIIEHTIB 000X cTaTeH 13
XXH Ta BITIT, sxi nepeOyBaroThb Ha reMojiani3i, pe3ylbTaTH NOPIBHSIBHOI OLIIHKU
€TEJIKAIBIETUAY MPEACTABICHI 3aIBHUKOM MOPIBHSHO 3 IUIAned0 (BIICYTHICTh Tepamii
KaJIbLIUMIMETHKOM). BuOip Kommapatopa € KOpPEeKTHHM Ta BIANOBIIAE PEKOMEHAAIISIM
Hacranosmu.

[Hdopmariis om0 KIHIYHMX TEpeBar eTeNKaIbIIETUy MOPIBHAHO 3 IUIaIedo
(BIACYTHICTh ~ Tepamii KaJbIIUMIMETHKOM) TIPYHTY€TbCS Ha  pe3yjbTaTax JBOX
0araToleHTPOBUX PAHIAOMI30BAHUX IIOJBIMHO 3aCIUICHUX I11a1e00-KOHTPOIhOBAHUX
kaiHiyanx gociaimkens 111 ¢asu (A 1 B) npencrasinennx B myOsmikarii Block et al., 2017.
[lopiBHsimpHa ~ Oe3meka  eTenKalblleTHAy Ta  Iutanebo  (BIACYTHICTH — Teparii
KaJbIUMIMETHKOM) TIPECTaBIeHa 3assBHUKOM 3a JanuMu myoOumikaiii Block et al., 2019, y
IKIM HaBeIeHO O0'€qHAaHUM aHall3 JaHuX 3 O€3leKH IUX CcaMHUX [ABOX Inianedo-
KOHTPOJIbOBaHUX Jociiakens 11 dasu.

3acToCyBaHHS €TENKAJIBLETUAY TMOPIBHAHO 3 Iulanebo (BIICYTHICTh Teparii
KAJIbLIUMIMETUKOM) TPOJIEMOHCTPYBAJIO NEpeBary 31 CTATUCTUYHO 3HAYYIIOI PI3HULECIO
10/I0 JOCSITHEHHSI IEPBUHHOI KIHIIEBOI TOYKU — 3HWKEHHS cepeanboro piBHs [ITI monan
30% Bia BUXITHOTO PiBHS NMPOTIroM 20—27 TuxHA. Y AOCHIKEHHI A TIEPBUHHOI KIHIIEBO1
TOYKHU Aocsriu 74,0% maIieHTiB TPyIU eTeNKaIbleTuay Ta 8,3% mnalieHTiB rpynu miameoo;
abCoIoTHA pI3HUI MK Tpymamu craHoBuna 65,7% (95% CI 59,4-72,1; p<0,001). ¥
nocipkeHHl B BiamoBiaHI moka3HUKM cTaHOBUIU 75,3% Ta 9,6%, a abcooTHA PI3HMILA
Mk rpymamu — 65,7% (95% CI 59,3-72,1; p<0,001).
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[lepeBary eTenkanbleTHAY TaKOK BCTAHOBJICHO IO/I0 JIOCSTHEHHS CEPEIHBOTO PIBHS
I[ITT <300 nr/mn. Y gocmimkeHHi A 1poro piBHA gocsarin 49,6% mnaiieHTiB Tpymnu
eTenKanbleTuay Ta 5,1% namieHTiB rpynu manedo, y nociimkenni B — 53,3% Ta 4,6%
BiAMoBiAHO. OTpUMaH1 pe3yiabTaTH OyJId Y3TOKEHUMH B 000X JTOCTIIKEHHSIX.

YTIoBHOBaXEHUN OpraH 3a3Hayae, M0 BCTAHOBIICGHA TIEpeBara eTEIKaIbICTUILY
crocyeThest Oioximiunoro koHTposto BITIT — 3amkenns pisas [ITIT monan 30%, mo €
CypOTaTHUM JTa0OPATOPHUM IMOKA3HUKOM, a KJIIHIYHY BajJiJaIlilo came MOpOry 3HUKCHHS
piBas [1TT Ha monanx 30% He miaTBepKeHo. JlocmimKeHHs He OyITu CIITIaHOBAaHI JIJIS1 OI[IHKH
BIUTUBY €TEIKAIBIICTHY Ha PU3UK IEPEIOMIB, CEPIIEBO-CYIMHHUX TOJIN, TOCIiTami3arii
abo cMmeptHOCcTi. Tomy pesynabTaTtu 1momo 3uHwxkeHHs piBHA [ITIT HEe nmaroTh miacTas
CTBEP/DKYBAaTH TIPO JOBEACHY IIEpeBary CTENKAIBIETHAY IOM0 KIIHIYHO 3HAYYIIUX
pe3yibTaTiB JIKYBaHHS.

[Ilogo mopiBHsUIBHOI O€3MeKH, 3a pe3ysibTaTaMu 00’ €JHAHOTO aHaI3y ABOX IUiane0o-
KOHTPOJILOBAHUX JOCIIKEHb 3arajlbHa 4acToTa MOOIYHUX SABHIN Oyria BUIIOK Y TpPYIIl
eTeIKANbLETHAY, HDK y Tpyni mianedo — 91,7% 1 79,9% BinmoBigHo. 3a3HadueHa Pi3HUILA
NepeBaXXHO OyJia 3yMOBJICHA PO3BUTKOM TIMOKAJBIIEMII Ta MOB’SI3aHUX 13 HEKO IMPOSBIB.
CTaTUCTUYHO 3HAYYIIMX BIAMIHHOCTEH MDK TpylaMH 3a 4acTOTOI CEpHO3HUX MOOTYHHMX
SIBUIIL Ta IPUIIMHEHHS JIKyBaHHA yepe3 M0O1UHI SBUIA HE BCTAHOBIICHO.

TakuM 4rHOM, HaJlaHa 3asBHUKOM 1H(OpMaIlis 010 IepeBaru eTeIKaIbIeTUAY Hal
manedo € KOPEKTHOI B YACTHHI MOKpaiieHHs 61oxiMiyHoro koHTposto BITIT. Pazom 13
TAM BCTAaHOBJICHA TepeBara IPYHTYETHhCS Ha JOCSITHEHHI CypOTaTHHX Jab0paTopHUX
KIHIIEBUX TOYOK.

3a pesynbTaTaMM aHadizy €(PEKTUBHOCTI BUTpPAT €TEJKAIbIETUY TMOPIBHIHO 3
BIJICYTHICTIO Teparii KaJblIUMIMETUKOM BCTAHOBJICHO, [0 3aCTOCYBAHHS €TEIKAIBIICTUIY
Mae€ T0aHy €(pEeKTUBHICThH Ta KOPUCTh, IPOTE € O1NIbII BATPATHUM MOPIBHSIHO 3 BiJICYTHICTIO
Tepanii kampuuMmiMetukoMm g JikyBanHs BITIT y mopocnux marmientiB i3 XXH, siki
nepeOyBaroTh Ha remoianisi. [HkpemenTanbHuil oka3Huk edextuBHocTi BUTpat (ICER)
IIPU 3aCTOCYBaHHI JIIKAPCHKOTO 3aC00y €TENKAIbIETH I MOPIBHAHO 3 BIJICYTHICTIO Teparii
KUIBIIAMIMETUKOM CTaHOBUTh 2 649 533,97 rpH Ha OauWH pIK JTOJAHOTO JKHTTS,
ckopuroBanoro Ha skicTb (QALY). Butpatu Ha eTenkanbleTia NOPIBHSIHO 3 BIJCYTHICTIO
Tepanii KaJbLIUMIMETUKOM € Hee()EKTMBHUMH BIJINOBIJHO A0 LIKAJUd PEKOMEHJIOBAHHMX
rpannyHux 3Ha4eHb ICER B Ykpaini (6inbiie 5 BBIT na nymy nHacenensns). B nogatkoBomy
CIleHapli 3 ypaxXyBaHHSIM BHUTpAT Ha remojiani3 nmoka3Huk edexktuBHOCTI BUTtpar ICER
CTaHOBUTH 2 664 993,06 rpH 3a onuH noaaTkoBo HaOyTuih QALY, 1110 He 3MIHIOE SIKICHY
XapaKTepUCTUKY €(EKTUBHOCTI BUTpAT — BUTpPATH Ha BIPOBAKEHHS TEXHOJOTI]
CTCIKANBIICTH/T 3TUINAIOTHCS HECPEKTUBHUMMU.

[IpoTe mpu iHTEpIIpeTaIlii pe3yIbTaTIB aHaJ13y €KOHOMIYHOI OLIIHKHU CJI1J1 BpaXOBYBaTH,
10 JUTsI MOJICTIOBAHHS OyJIM BUKOPUCTaHI €KCTPAIOIbOBaH1 JaH1 KIIHIYHOI €(EeKTUBHOCTI 3
JOCIIJKEHHSI 1HIIOTO KaJblIUMIMETHKAa — IIMHAKAJIbIIETa, OCKUIBKUA JOKa3dW BIUIUBY
ETeNKANBIECTHAY Ha KJIIHIYHO 3HAYYIl JOBTOCTPOKOBI €(DEKTH JIKyBaHHS Ha JaHHWM 4ac
BijicyTH1. OTKe, eKCTPAMOJISAIis JAHUX Ta BUKOPUCTAHHS TIPH I[bOMY BUKJTFOYHO TTOKA3HUKIB
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BI/IHOILICHHS PU3HUKIB, OTPUMAHMX 3a Pe3yJbTaTaMH aHaIi3y 3 BIICTPOUCHHM Ha 6 MICSIIIB
[EH3YpYBaHHSIM, HAKJIaJal0Th MEBHI OOMEXEHHS Ha pe3yJibTaTh (PapMaKOEKOHOMIYHOTO
aHaji3y 1, B CBOIO 4epry, 3yMOBIIIO€ HEBHU3HAYCHICTh TOKa3HUKA €(PEKTHUBHOCTI BUTpaT
eTEJIKAIBIICTHTY.

3a pe3ynbTaTaMu aHaTi3y BIUIUBY Ha MOKA3HUKH OFO/DKETY €TEIKAIBIIETH Y TTOPIBHSHO
3 BIACYTHICTIO Tepamii KaJb[UMIMETUKOM OyJIO BCTAHOBJIEHO, IO 3aCTOCYBaHHS
eTENKAIBIETHAY € OUTbII BUTPATHUM MOPIBHSHO 3 BIACYTHICTIO Teparlii KaTbIUMIMETHKOM.
JlonaTkoBuil BIUIMB Ha OIOMKET NpU TOCTYIIOBOMY TIE€pPEeXO/i Ha 3acCTOCYBaHHS
ETENKANBIICTHIY TPOTATOM 5 POKIB aHAITI3y MOYKE KOJIMBAaTHCS Y Mexkax Bix 202 469 119,52
rpe go 606 205 853,56 rpH 3ajexHO BiJ POKY MNPOTHO3YBaHHS. BiamoBimHO [0
PEKOMEHIOBAHOI IIKajdd OILIHKK BIUIMBY Ha OIOKET WIOJ0 BHUTpPAT Ha 3asBICHUI
JiKapchkuil 3aci0 B YKpaiHi BIUIMB Ha Oro/pkeT Oyne Benukum (Outbie 109 MiH rpH) y Bei
POKM aHami3y Ta TEPEeBUIIYBATUME PEKOMEHJIOBAaHE TIOPOTOBE 3HAYEHHS CTYIICHS
dinancoBoi gocrynHocti (195 ™ rpH) y 1,04 — 3,15 pasiB 3a1exHO BIJ POKY
MPOTHO3YBAHHS.

[Ipore BUTpaTH Ha €TENKAIBLETH]I B peajbHIA KIHIYHIA MPAKTUIIl MOXYTh
BIJIPI3HATHCS BiJl PO3paxOBaHUX 3asBHUKOM 3 OTJISIY HA T€, 1[0 HaBeJIeHa B JJOChE MOTpeda
y 3agBJICHOMY JIIKAPCHKOMY 3aco01 € OpIEHTOBHOIO, @ TaKOXK BPaxoBYIOUU (HAKTOPH, SIKI
MarOTh BIUIMB Ha pe3yJIbTaTH aHali3y eeKTUBHOCTI BUTPAT.

3. PiBennr g0maHOT KIIHIYHOI KOpPHCTI 3a$BJIEHOr0 JIKAPCLKOI0 3acoly
BHU3HAYAETHCHA YINIOBHOBAKEHHMM OPraHOM /ISl MOKA3aHHSA, 32 AKMM IOJAHO 3asiBY, 3
YPaxXyBaHHAAM: KJIHIYHOI 3HAYyHIOCTI PpPe3yJabTaTiB JJs 310POB’H, BeJUYHHH
BIIHOCHOT 0 edeKTy, Mpodiino 0e3neKn Ta OUIiHKHN SIKOCTI JOKA30BUX JaHUX.

JlonaHy KJIHIYHY KOPUCTh €TENKAJIbLETUIY MJIsl JIKYBaHHS JIOPOCIUX MAIIE€HTIB 13
BTOPUHHHUM TileprapaTUPEO30M 3 XPOHIYHOIO XBOPOOOIO HUPOK, sIKi MepedyBaroTh Ha
reMo/Iiaji3i, OIIHEHO 3 ypaxyBaHHSIM TaKHX KPUTEPIiB:

- KIIHIYHA 3HAYyWicms pe3yrbmamis OJisi 300p08's: TPEACTABICHI JOCTIHKCHHS HE
OynM CIUTAaHOBaHI IJIsl OIIHKY BIUIMBY €TEJKAJIBIETHIY Ha KIIHIYHO 3HAYYIl PE3YJIbTaTH
JUIS 3I0POB’S, 30KpeMa PH3UK IIEPEIOMIB, CEpIIeBO-CYIWHHI MOJii, rocmitaiizaiii Ta
CMEpTHICTh, 110 HE Ja€ 3MOTH OI[IHUTH KJIHIYHY KOPUCTh ETEIKAJIbLETUAY I0JI0
3a3HAYEHUX pe3yJbTaTiB. BomHoYac pe3ynbTaTtu JOCHIIKEHb CBIAYATh MPO CHPUSTIUBUN
BIUIUB €TeNKaIbleTuy Ha OloxiMmiuHuii koHTposib BI'TIT, Hacammepesn 1010 3HUKEHHS
piBas IITI. A 3rigHOo 3 pe3yiabTaramu oOcepBalliiHUX AOCHIKeHb BUCOKI piBHI [ITI
aCOIIIIOIOTHCS 13 MIABUIIICHUM PU3UKOM HECTIPUATIMBUX KIIIHIYHUX HACIIJIKIB;

- BeIUYUHA BIOHOCHO20 ehexmy: OLIHKA MOPIBHSUIBHOI KIIHIYHOI €(heKTUBHOCTI MIXK
3asIBJICHOI0 1HTEPBEHIIIEI0 Ta KoMmapaTopoM o0 3HuwkeHHd piBHA [ITI monan 30 % y
nocimikeHHsAXx A 1 B mpeacTtaBneHa 3a aOCONIOTHUMHU TOKa3HWKaMU. BcTaHOBIEHO
CTATUCTUYHO 3HAUYIIY TIEPEeBary eTeIKaIbIETUAY MOPIBHSIHO 3 TUIae00 MO0 TOCATHEHHS
samkeHHs piBHA [ITT monan 30%. Y aABOX He3aneKHUX JTOCTIHKEHHIX a0COIFOTHA PI3HUIISA
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MDK IFpyIaMu 1o/10 gocsaraeHHs 3HmwkeHHs piBHs [ITT monan 30% cranoBuna 65,7% (95%
CI 59,4-72,1) y nocaimkenni A ta 65,7 % (95% CI 59,3-72,1) y nocmimkenHi B;

- npoghine Oe3nexu: 3aCTOCYBaHHS €TEJIKAIBLIETHY CYIMPOBOKYBAIOCS BHUIIOIO
3arajbHOI0 YacTOTOK MOOIYHMX SIBUIN MOPIBHSAHO 3 IJIaIed0, MEepeBa)KHO 3a PaxyHOK
PO3BUTKY T1MOKAJBIIEMIT Ta MOB'A3aHMUX 13 HEIO MPOsBiB. BogHOYAC CTATUCTUYHO 3HAUYIIIUX
BIIMIHHOCTEH 11010 YaCTOTH CEPHO3HUX MOOIYHUX SBHIL 200 MPUTTUHEHHS JTIKyBaHHS Yepe3
noO14YHI1 SIBUIIIA MIXK TPYTIaMU HE BCTAHOBJICHO;

- AKICMb 00KA308UX OaHUX: BUCOKA, OCKIJIbKM BUCHOBKH IPYHTYIOTHCS Ha pe3yiIbTaTax
JBOX 0AaraToIeHTPOBUX PaHI0MI30BaHUX TOIBIMTHO 3aCTITUICHHX IUIAIe00-KOHTPOIHOBAHUX
nocuimkens 11 Gpa3u 3 BUCOKOIO METOAOTIOTIYHOIO SIKICTIO Ta PEJIEBAHTHOIO JOCIIIKYBaHOIO
MOTYJISAII€I0.

Takum yMHOM, 3 ypaxyBaHHSIM BUCOKOI SIKOCT1 JIOKa30BUX JaHUX, BUPAKEHOTO BILUIUBY
eTeNKanbleTHay Ha 61oxiMmiuHi nokazuuku BI'TIT, ane BigcyTHOCTI J10Ka31B HOTO MepeBaru
I0JI0 KJIIHIYHO 3HAYYIIMX PE3YJIbTATIB JIIKYBaHHS, MEHII CIIPUATINBOTO podisito Oe3nexu
II0JI0 3arajibHOI YaCTOTH MOOIYHUX SIBUII, a TaKOXX HE3aJ0BOJIEHOI MEIMYHOI MOTpeOH,
MOB'sI3aHOI 3 OOMEKEHOK JIOCTYITHICTIO KaJbIIUMIMETHKIB ISl 3asBJICHOI ILIHOBOT
MOMYJIAIIT, yTOBHOBaXECHUM OpraH 3a3Hayae, 110 J10/1aHa KIIHIYHA KOPUCTh €TENIKAIBIIETHTY
MOPIBHSIHO 3 TUIare0o BiAMOBiae He3HAaYHOMY piBHIO (IV).

4. PexoMenaauii moa0 BKJIKYEHHS! (BHKJIKYEHHS) JIKaAPpCHKOro 3acody a0 (3)
HaunioHaibHOro mepesiky OCHOBHHUX JKapcbKHX 3aco0iB Ta (200) mepedikiB, 110
3aKyNOBYKOTBHCH 32 KOIITH [€PKABHOr0 OHIKeTYy [Jisi BUKOHAHHSI NPOrpaM Tta
3MiHCHEHHSI HEHTPAJi30BAHMX 3aXO0AIB 3 OXOPOHM 3/10pPOB’si, Ta (200) pekoMeHaauil
00 3aCTOCYBAaHHS [JIsl LJIell OXOPOHM 310pPOB’l JIIKAPCHKOro 3acoly, omjara,
3aKyniBjsi a00 BIIIIKOAYBAHHSI BAPTOCTI AKOI0 3AiMCHIOETHCH 3 METOK) BHUKOHAHHA
perioHaJIbHUX WiJIbOBUX NMPOrpaM 3 OXOPOHH 30POB’f, II0 MOBHICTI0O YM YACTKOBO
(piHaHCYIOThCS 32 paXyHOK KOIITIB MiclleBUX OIO/IKeTiB, Ta (a00) pekomMeHaauil om0
YKJIaJleHHsT a00 NMpPoAoBKeHHd Ail (MpoJioHraiii) 10roBopiB KePOBAHOI0 JOCTYILy Ta
(a00) iHmi pexoMeHaalii y pa3i HeOOXiTHOCTI yXBaJIeHHA PillieHb B CHCTeMi OXOPOHHU
310POB’sl

Bignosigno o mm. 1, 2, 3 m.6 Tlopsaaky nmpoBeAeHHs JAEp>KaBHOI OIIHKKA MEIUYHHUX
TEXHOJIOT1i, 3aTBepKeHoro nocranoBoro KMV Bix 23.12.2020 Nel1300 (31 3minamu), 0yJio
IPOBEICHO JEP’KaBHY OLIHKY MEIWYHOI TEXHOJOrii MI0J0 JIKapChKOro 3acoly
eTeKaIbIeTH 1 3a oka3anHaM aiis JikyBanHs BI'TIT y nmopocnux marientiB i3 XXH, ski
nepeOdyBalOTh Ha TeMOiaii3i, MO0 MOJIMBOCTI BKJIIOUEHHS 3asBJICHOTO JIKApCHKOIO
3aco0y a0 HamioHaibHOro mepeniKy OCHOBHHMX JIKapchbkux 3aco0iB, a0 Ilepeniky
JKapChKHUX 3aCc001B, 110 3aKyMOBYIOTHCS 32 KOIITH JEPKaBHOTO OIOJKETY Il BUKOHAHHS
mporpam Ta 3A1MCHEHHS IIEHTPAII30BaHUX 3aXOJIB 3 OXOPOHH 3710pOB's Ta (a00) 3 METOI0
BUKOHAHHS PETIOHATBHUX IJILOBUX MPOrpaM 3 OXOPOHH 370pOB'A, IO TMOBHICTIO a0o0
YacTKOBO (PIHAHCYIOTHCS 3@ PAXyHOK KOILTIB MICIIEBUX OIOJKETIB, B TOMY B TOMY YHCII1 13
3aCTOCYBaHHSM IMPOIIEAYP TOTOBOPIB KEPOBAHOTO JOCTYILY.
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3a pesynbTaTamMu JIBOX 0araTOLICHTPOBUX PAaHIOMI30BAHMX TMOJIBIHO 3aCIIIIECHUX
1a1e00-KOHTPOIbOBAHUX KIiHIYHKX mpociimpkeHs 11 ¢asu (Block G.A. et al., 2017), metoro
AKUX OyJIO OLIHUTH €(PEKTUBHICTh Ta OE3MEKY €TENKAIbIETUy Y JOPOCIUX MaIl€HTIB 13
XXH Ta BI'TIT, sixi nmepeOyBanu Ha TeMo1iaji31, 3aCTOCYBaHHS €TEIKAIBIIETHIY TTOPIBHSIHO
3 mianebo 3ab0e3nedyBajio CTaTUCTUYHO 3HAYyllle 30UIBIICHHS YacTKHU IMAIEHTIB, SKi
nocsriu 3HWKeHHS cepeanboro piBHs 1T monan 30 % Bix BuxigHoro piBHs: 74,0 % Ta
75,3 % malleHTIB Ipyn eTelKalblieThy NopiBHSIHO 3 8,3 % Ta 9,6 % mamieHTiB rpyn
mianeb6o BiamoBiaHO (p<0,001 mms obGox mochimxkeHb). Kpim Toro, 3acrocyBaHHS
CTEIKAJBIETUAY CYINPOBOKYBAJIOCS 30UIBIICHHSM YacTKU TMAIll€HTIB, SKI JOCSTJIH
cepennboro piBHs IITIT <300 nr/mui, a TakoX OUIBII BUPAXEHUM 3HUKEHHSIM PIBHIB
KaJIbIIif0, pocdopy Ta Kanbiliii-hochopHOTro 70OYTKY MOPIBHIHO 3 miane6o. OMHaK HasBHI
JlaHl He JO3BOJISIOTH O€3M0CepeIHbO 3pOOUTH BUCHOBOK MPO BIUIMB €TEJIKAJIBLIETHIY Ha
JIOBrOCTPOKOBI KJIIHIYHO 3HAyylIlll pe3yJibTaTH JiKyBaHHA. BolHOYac piBeHb 1HTAKTHOIO
[ITT" BUKOPUCTOBYETHCS SIK CypOTaTHA KIHILIEBA TOUKA JJI OLIIHKY €(PEKTUBHOCTI JIIKAPCHKUX
3aco0iB 3a UM Moka3zaHHsM, a miaBuineHi piBHI [ITI (monaxm 600 mr/mi), 3a JaHUMU
oOcepBalliiHUX JOCHI)KEHb, AaCOI[IOIOTHCS 3 TMIJBUIICHUM PHU3UKOM HECTIPUSITIMBUX
KJIIHIYHUX HACIIIIKIB.

3a pesynbraTamu anaiizy oesneku (Block et al., 2019) BctaHOBIICHO, 1110 3aCTOCYBaHHS
CTENIKANBIIETUAY CYIMPOBOKYBAJIOCS BHUIIOK 3arajbHOI0 YacTOTOI TOOIYHUX SIBHIIL
nopiBHgHO 3 tutanie6o (91,7 % mpotu 79,9 %), mo mnepeBaxkHO OyI0 3yMOBJICHO
OUIKYBaHUMHU (hapMaKOJIOTTYHUMHU €PeKTaMu, HacaMIlepe] PO3BUTKOM TIMOKAIbIIEMII Ta
MOB'S3aHUX 13 HEW MnposiBiB. HalmommpeHimuMyu MOOIYHUMH — SIBUIIAMUA  OyJlin
rioKaJbIeEMis, M'I30B1 Crla3mu, giapesi, HyjoTa Ta OJroBaHHSI. BogHOoYac CTaTHCTUYHO
3HAUYIIOrO MIJBUIIEHHS YacCTOTU CEPUO3HUX MOOIYHUX SIBUI a00 YaCTOTH MPUIUHEHHS
JIKyBaHHS 4epe3 NOOIYHI SBUINA HE BCTAHOBJIEHO. 3a pe3yibTaTaMH BIIKPUTHUX
MIPOJIOBKEHUX JTOCIIKEHBb TIPH TPUBAJIOMY 3aCTOCYBaHHI €TEIKATIBIIETHAY HOBUX CHTHAJIIB
Oe3MeKH HE BUSIBJIEHO.

3a pesyiabTaramMu aHalizy €(EeKTUBHOCTI BUTpaT, MPOBEICHOIO 3asBHUKOM,
3aCTOCYBaHHA JIIKApPChKOro 3aco0y erenkanblietThn s jdikyBanHa BITIT y mopocnux
naiieHTiB 13 XXH, saxi mepeOyBaioTh Ha Temojiali3i, BpPaXxOBYIOUM JIMCKOHTYBAHHS,
3abe3neuye momarkosi 1,151 LYG Tta 0,736 QALY, nopiBHSHO 3 BIJCYTHICTIO Tepariii
KaJIbIIUMIMETHKOM, a JIOJJaTKOBI BUTPATH MPH 1IbOMY CTaHOBIATH 1 950 126,22 rpH y Mexax
20-pi4HOTO YacOBOTO TOPHU30HTY. 3TiMHO 3 (apMaKOEKOHOMIYHOK MOJEIUIIO 3asiBHUKA
3HAUEHHS 1HKpeMEHTaJIbHOTO Moka3Huka edextuBHocTi BuTpaT (ICER) mpu 3actocyBanHi
JKApChKOTO 3ac00y €TENKAIBIETH MOPIBHIHO 3 BIACYTHICTIO Teparii KaJdbIIMMIMETUKOM
ctaHoBUTH 1 695 143,47 rpH 3a oqun noxarkoBo HaOyTuii LYG ta 2 649 533,97 rpu 3a onuH
HaOytuit QALY. BianoBigHo 10 miKamu pekoMeHaoBaHUX TpaHudHux 3HaueHb ICER B
VYkpaiHi Taki BUTpaTH € HeePEKTUBHUMH, OCKUIbBKHA 3HAYEHHS MOKa3HHWKA €(EeKTHUBHOCTI
ButpaT ICER mnepesuniye 5 BBII na nymy nacenenns (659 720,00 rpH). YpaxyBaHHs
BUTpAT Ha TeMO/I1ali3 B 3MO/ICJIbOBAHUX BUTPATAX HE 3HAUHO BIUIMBa€ Ha nokazHuk [CER
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Ta HE 3MIHIOE SIKICHY XapaKTepUCTUKY €(EKTHUBHOCTI BUTPAT — BUTPATH 3AJIMILNAIOTHCS
Hee(PEKTUBHUMH.

Opnak BapTO BpaxyBaTH, IO BIUIMB €TEIKAJIbIETUAY Ha KIIHIYHO 3HAYYIII
JIOBIOCTPOKOB1 €(eKTU JIKyBaHHS € HEBU3HAUCHUM, IO HAKIAJA€ MEBHI OOMEXEHHS Ha
pe3ynbTati (HapMaKOCKOHOMIYHOTO aHAJIi3y 1 B CBOIO YEpry MOKE BIUIMBATH Ha MOKA3HUK
e(pEKTUBHOCTI BUTPAT €TEIKAIBIICTUTY.

3a pe3ynbTaTaMu aHajii3y BIUIMBY Ha MOKAa3HUKHU OIOKETY, MPOBEICHOTO 3asBHUKOM,
BCTAHOBJICHO, IO 3aCTOCYBAHHS ETENKAIbLETUAY € OUIbII BUTPATHUM MOPIBHSHO 3
BIJICYTHICTIO Tepamii KaJbIIMMIMETHKOM, JTIOJATKOBUH BIUIMB Ha OFOKET MPHU TIOCTYTIOBOMY
Nepexo/ii Ha 3aCTOCYBAHHSA €TENKAIBLETHAY MPOTITOM I'STUPIYHOTO YACOBOTO TOPU3OHTY
Moske KonuBatucs y mexax Big 202 469 119,52 rpu no 606 205 853,56 rpH 3anexHO Bif
POKY MPOTHO3yBaHHSI.

BiamnoBizHo 10 peKOMEH0BaHOI IIIKAJIU OI[IHKY BILTMBY Ha OIO/DKET II0JI0 BUTPAT Ha
3asiBJICHUH JIIKapChKHii 3aci0 B YKpaiHi BCTAHOBJIEHO, 1110 Y pa3l Mepexo/1y Ha TEXHOJIOTII0
eTeJIKAIBIICTH I BILUTUB Ha OrokeT Oy/ie BenukuM (Oiibie 109 MITH TpH) Y BC1 POKH aHAII3Y
Ta T[EPEBUIyBaTUME PEKOMEHJOBAaHE TIOPOrOBEe 3HAYEHHS CTymeHs (HIHAHCOBOI
JIOCTYITHOCTI, 1[0 CTaHOBUTH 195 mMuH rpH, y 1,04 — 3,15 pasiB 3aleXHO BiJ POKY
MIPOTHO3YBaHHSA. Y paxyBaHHs BapTOCTI MaKETy reMo/I1ali3y B aHaj131 BIUIMBY Ha MOKa3HUKHU
OIOKETY HE 3HAYHO BIUIMBAE HA SIKICHY OLIHKHU CTYINEHs BIUIMBY HA MOKA3HUKH OIO/KETY.
[IpoTe BUTpaTH Ha €TEIKAIBLUETU] B PEAIbHIN KIIHIYHINA TPAKTULl MOXYTh BIAPI3HATUCS
BiJl pO3pax0OBaHUX 3assBHUKOM 3 OTJISIIY Ha Te, III0 HaBEICHA B IOCKE MOTpeda y 3asBICHOMY
JIKapChKOMY 3ac001 € OpPIEHTOBHOIO, a TAKOX BPaxOBYIOUM (DaKTOpH, K1 MArOTh BIUIMB Ha
pe3ynbTaTH aHai3y e(EeKTUBHOCTI BUTpAT.

OTtxe, 3a pe3yJbTaTaMu JACP>KaBHOT OL[IHKM MEAUYHOI TEXHOJIOT1I 100 MOXKJIUBOCTI
BKJIFOUEHHS JIIKAPCHKOTO 3ac00y eTeNKanbleTHa 10 HaiioHaabHOTO mepeliiKy OCHOBHUX
JIKapCchKkuX 3aco0iB, a Takox 10 Ileperniky mikapchbkux 3aco0iB, IO 3aKyMOBYIOTHCS 32
KOIITH JEp>KaBHOTO OIOJKETY JUIsi BUKOHAHHS MPOTpaM Ta 31ACHEHHS IEHTPai30BaHUX
3aX0/11B 3 OXOPOHHM 3/10pOB's Ta (a00) 3 METOI0 BUKOHAHHS PET1OHAIBHUX IIbOBUX MPOTpaM
3 OXOpPOHH 3JI0POB'A, IO TMOBHICTIO a00 YacTKOBO (hIHAHCYIOTHCS 3a PaxyHOK KOIITIB
MICIIEBUX OIOJKETIB, B TOMY B TOMY YHCJl 13 3aCTOCYBaHHSM TMPOIEAYp JIOTOBOPIB
KEpPOBAHOTO JOCTYIIY.

Pe3ynomamu nopignsnvHoi kiniuHoi eghekmusnocmi (pe3yibmamueHocmi)

3a pe3ylnbTaTaMu JBOX 0araTOIEHTPOBUX PAHAOMI3Z0BAHUX IMOJBIMHO 3aCIIMICHUX
T1a1e00-KOHTPOJIbOBaHMX KiliHIYHUX gociipkens 11 ¢a3u (Block G.A. et al., 2017), y sikux
OIliHIOBaJIM €(EeKTUBHICTh Ta OE3MEKYy €TENKAIbIETUIy MOPIBHSIHO 3 IJIanedo0 y JOpOCInuxX
namieHTiB 13 XXH ta BITIT, ski nepeOyBaiu Ha TeMojiaii3i, 3aCTOCYBaHHS
eTeIKAJBIIETUAY 3a0€3MeuyBaJI0 CTATUCTUYHO 3HAYYIIE 301JbIIEHHS YaCTKU MAIli€HTIB, sIKi
nocsirnu 3amkenHs piBHsa [T monax 30 % Bix BUXITHOTO PiBHS, a TAKOXK O1JIBII BUPAKECHE
3HIDKCHHSI PIBHIB KaibIlito, (ochopy Ta kKamblliii-pochopHoro no0yTKy MOPIBHSIHO 3
miare6o. Jladi moa0 TOBroCTPOKOBUX KIIIHIYHUX HACHIJIKIB, TAKUX SK PU3UK TEPEIIOMIB,
CepLeBO-CYANHHI MOAll a00 CMEPTHICTH BIACYTHI.
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besnexa 3acmocysanns nikapcvrkoeo 3acoby

3a pe3yabTaTaMu aHaii3y O0€3MeKH BCTAHOBJICHO, 110 3aCTOCYBAHHS €TEIKAIbIETUTY
XapaKTepU3yBaJIOCs BUILOIO 3arajibHOI0 YACTOTOIO MOOIYHUX SIBUIILl IOPIBHSIHO 3 IJIaneoo,
10 MEPEBAXKHO OYJI0 3yMOBJIEHO PO3BUTKOM T1MOKAJIBIIIEMIT Ta MOB'sI3aHUX 13 HEIO MPOSIBIB.
BoaHovac cTaTUCTUYHO 3HAUYIIMX BiIMIHHOCTEH MK TpyMaMu LI0JI0 YaCTOTH CEPUO3HUX
noO1YHUX sABUI 200 MPUNTUHEHHS JIIKYBaHHSA Yepe3 M0oO1uH1 SBUIIAa HE BCTAHOBJICHO.

Pesynomamu  egpexmuenocmi  eumpam Ha JiKapcoKuii  3acib  8iONoGiOHO 00
DPEKOMEHO0BAHOI WKANU 2PAHUYHUX 3HAYEHb IHKPEMEHMAIbHO20 NOKA3HUKA eeKxmUueHoCmi
sumpam

Pesynbratu anamizy e(eKTUBHOCTI BUTPAT 3aCTOCYBaHHS €TENKAIBLETUAY MOPIBHIHO
3 BIJICYTHICTIO Tepamii KaJbLMMIMETHKOM CBiAYaTh MpPO Te€, IO BUTPATH HA 3asgBIICHY
MEIUYHY TEXHOJIOTII0 € Hee()EeKTUBHUMH BIJMOBIAHO JI0 IIKaIM PEKOMEHJIOBAHHUX
rpannynux 3HadeHb [CER B Ykpaini, ockinbku 3naueHHs: [CER (2 649 533,97 rpa/QALY)
nepesuirye 5 BBII na nymry nacenenus (659 720,00 rpH). YpaxyBaHHS BHUTpaT Ha
remMojliajii3 B 3MOJC/IbOBAHMX BUTpAaTax HE 3HayHO BiuiMBae Ha mnoka3Huk ICER Ta He
3MIHIOE SIKICHY XapaKTepUCTUKY e(EKTUBHOCTI BUTpPAT — BUTpPATH 3aJUIIAIOTHCA
Hee(PECKTUBHUMH.

Onnak BapTO BpaxyBaTH, W10 BIUIMB €TEJKAJIbIETUY HAa KIIHIYHO 3HAYYII
JIOBFOCTPOKOB1 €()EeKTH JIIKYBaHHSI € HEBHU3HAYEHUM, 110 HAKJIAJA€ MEBHI OOMEXKEHHS Ha
pe3yabTat (PapMaKOCKOHOMIYHOTO aHali3y 1 B CBOIO UEpry 3yMOBIIOE€ HEBHU3HAYEHICTD
MOKa3HUKa €(DEKTUBHOCTI BUTPAT €TEJIKAIBLIETHITY.

Pezynomamu ananizy enaugy Ha nokaswuxu 0100dcemy, umpamu HA 3a5A61€HULl
JIKAPCbKULL 3aciO ma NOpPiGHAHHS i3 PEKOMEHOO0BAHO WKALIOW OYIHKU 8NIUBY HA OH00Cem
Wooo sumpam Ha 3as61eHull 1iKapcbKull 3acio

3a pe3ysabTaTaMy aHalli3y BIUIMBY Ha MOKAa3HUKU OIOJKETY, MPOBEIEHOTO 3asBHUKOM,
BCTAHOBJICHO, IO 3aCTOCYBaHHS ETEJKAIBIETUAY € OUIbII BUTPATHUM TOPIBHSHO 3
BIJICYTHICTIO Teparlii KaabIIUMIMETHKOM, TIOJATKOBHI BILIUB Ha OFOKET IMPU IMTOCTYIIOBOMY
Nepexo/il Ha 3aCTOCYBAHHSA €TEJIKAJIbLETUAY MPOTITrOM I'STUPIYHOTO YACOBOI'O TOPU3OHTY
MOke KonmBatucs y mexax Bin 202 469 119,52 rpu go 606 205 853,56 rpH 3aneXHO BiJl
POKY IIPOrHO3YBaHHSI.

BB Ha OrKeT mpu mepexojii Ha TEXHOJOTII EeTEIKaIbIETH I BIAMOBIIHO [0
PEKOMEHIOBAHOI IIKAIM OIIIHKK BIUIMBY Ha OIO/DKET y YaCTHHI BUTpAaT Ha 3asBICHUM
Jikapcbkuil 0yne BenukuM (Ouibie 109 MiTH IpH) y BCl pOKH aHAITI3y Ta MEPEBUILYBATUME
PEKOMEHI0OBaHE MOPOTrOBE 3HAYCHHSI CTyNeHs (PIHAHCOBOI JOCTYIMHOCTI, 1110 CTAaHOBUTH 195
MJIH TpH, y 1,04 — 3,15 pa3iB 3a1eXHO BiJ pOKY MPOTHO3YBaHHS. YpaxyBaHHS BapTOCTI
MaKeTy reMo/Iialli3y B aHaji31 BIUTMBY Ha MOKa3HUKU OIO/IPKETY HE 3HAUYHO BIIUBAE HA SIKICHY
OLIIHKY CTYIIEHs BIUIMBY Ha TOKa3HWKH Oropkery. [IpoTe BUTpaTw Ha eTENKaIbIETHI B
peanbHIl KITIHIYHIA TPAKTUIIl MOKYTh BIAPIZHATHUCS Bl PO3PAXOBAHUX 3aIBHUKOM 3 OTJISITY
Ha Te, 110 HaBeJIeHa B JIOChE MOTpeda y 3asiBICHOMY JIIKapChbKOMY 3ac001 € OpIEHTOBHOIO, a
TaKOXX BPaXOBYIOYM (DaKTOpH, SKI MArOTh BIUIMB Ha pPe3yJbTaTH aHAII3Y €(PEeKTHUBHOCTI
BUTpAT.
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Axicmob 0okazosux oanux

SKicTh TOKa30BUX JJAHUX, OTPUMAHUX y 0AraToIeHTPOBUX PAH/IOMI30BaHUX MOABIHHO
3aCIIIUICHHX I11aIie00-KOHTPoIboBaHUX KiaiHiuHuX mocmimkeHnsx 111 ¢as3u (Block G.A. et
al., 2017), ouinena six Bucoka. OJHaK, BApTO 3a3HAYMTH, IO NMPH (HapMaKOCKOHOMIYHOMY
aHaJi3i BUKOPUCTAHO 1HII JaHi, 30kpema 3 myouikamii Stollenwerk et al., 2018, orpumani
[UIIXOM EKCTPamnoJsAlii pe3yibTaTiB IMIOA0 3arajibHOI CMEPTHOCTI, CEeplEBO-CYIMHHHUX
oI, epeIoMiB Ta maparupeoinextomii 3 nocmipkeHHss EVOLVE nns nuHakanbiery.

Opeanizayitni kpumepii

3 opraHizamiifHoi TOYKH 30py BKJIIOYEHHS JIKAPCHKOTO 3aC00y ETEeNKANBICTHI 0
BIJIMOBITHUX MEPETIKIiB HE MOTpeOyBaTUME CYTTEBUX 3MiH B OpraHi3ailii HaJaHHsI MEIUIHOI
nomoMoru gopociuM mamientam 13 XXH ta BITIT, sxi mepeOyBaroTh Ha TeMOIiamisi.
3asBiIeHUN JIKapChKUM 3aci0 BBOAUTHCS BHYTPIIIHBOBEHHO IICISL 3aBEPILICHHS CEAHCY
remMojliaiizy, IO BIJMOBIJA€ YMWHHIM TPaKTHUI[l BEACHHS I[i€l KaTeropii IMalli€HTIB.
[Ipu3HaueHHsl eTeIKaIblETUIy He MOoTpeOye BIPOBAKEHHS JIOAATKOBUX OpraHi3allliiHUX
3aX0/iB, a HEOOXIIHHWM KIIHIKO-IA0OpaTOPHUM MOHITOPUHT TMepeAdauyeHuit YUHHOIO
MPAKTUKOIO BEJCHHS MAIIEHTIB, SIK1 Mepe0yBaroTh Ha TeMOTiali3i.

Enioemionociuni noxasHuku w000 OKpemMo2o 3aX80PHEAHHA  (HOWUPEHICMb,
3aX80PIOBAHICMb MA CMEPMHICMb 8 YKpaini)

B Vkpaini BiacyTHI odimiiiHl ctatucTUyHl nadi moAo nowmupeHocti BITIT cepen
nopociux namieHTiB 13 XXH, sxi nepeOyBaioTh Ha remojiiaii3i. 3a OIIHKaMU 3asiBHUKA,
11Ip0Ba nonyJiswis qopociux namieHTiB 13 XXH ta BI'TIT, siki nepeOyBaroTh Ha reMoiai3i
Ta MOXKYTbh IOTpeOyBaTH JIKYBaHHS €TEIKaIbLETHI0M, cTaHOBUTUME 2307 0c10 y 2026 porii
3 MOCTYNOBHUM 30UblIeHHSIM 110 2583 oci6 y 2030 poui. 3a pe3yibraraMi ONMUTYBaHHS
KJIIHIYHUX ()axiBIIiB BCTAHOBJIEHO, 1110 OI[IHKA YaCTKH MallI€HTIB, SIKI TOTPEOYIOTh JIIKyBaHHS
KaJIbIIUMIMETHKaMU, OPIEHTOBHO CTaHOBUTH 25—80 %. OTpumaHi pe3yibTaTu CBiI4aTh Mpo
Bapia0eIbHICTh OIIHOK 3a3HAYEHOTO MOKA3HUKA, Y 3B’S3KY 3 UMM PO3paxoBaHa 3asiBHUKOM
noTpeda € OpiEHTOBHOIO.

TakuM 4YMHOM, BCTAHOBJIEHO CYTTEBE TOKPAIICHHS OlOXIMIYHMX ITOKA3HUKIB
BTOPUHHOTO TimeprapaTupeosy, 3okpema 3HikeHHs piBHs [ITI, mpum 3acrocyBanHi
3asIBJICHOTO JIIKAPCHKOTO 3ac00y MOPIBHSIHO 3 BIJICYTHICTIO JIIKYBaHHS KaJbIIUMIMETHKOM,
NPUIUHATHUHN NPOQ1Ib OE3MEKU Ta HASIBHICTh HE3aJ0BOJICHOT KIIIHIYHOT TOTPeOHU Y JIIKYBaHH1
nopocnux mamieHTiB 13 BITIT ta XXH, sxi nepebyBatoth Ha remojianizi. BomHouac
BIJICYTHICTb JI0Ka31B BIUIUBY 3asIBJICHOTO JIIKAPCHKOro 3aco0y Ha JIOBFOCTPOKOBI KIIIHIYHO
3HAYYIIl pPE3yJbTaTH JIIKyBaHHS CTBOPIOE HEBU3HAYEHICTh NPHU OIIHIN TOPIBHUIBHOI
KJIIHIYHOT €()eKTUBHOCTI Ta € 00OMEXEeHHSIM (apMaKOEKOHOMIYHOT0 aHai3y. JlogaTkoBuMu
YUHHUKAMH € HE3HAYHWM piBeHb JO0JIAHOT KIIHIYHOI KOPHCTI, HEe(PEKTUBHICTH BUTpAT
BIJIMOBIHO JI0 IIKAJIM peKOoMeHaoBaHuX rpannyHux 3HaueHb [CER B YkpaiHi Ta Benukuii
BILJIUB Ha OIOJ[KET.

3 orisay Ha BUIIEe3a3HAyYeHe, BKIIOUEHHS 3asBJICHOTO JIIKApChKOro 3acoly 0
HEPENKIB JIIKAPChKUX 3aC001B, 10 3aKyMOBYIOTHCS 32 KOLITH JI€P>KaBHOTO OIOKETY IS
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Emenxanvoyemud 0ns 1iky8anHs 6mMopuHHO2O 2inepnapamupeosy y 00pOCIux NAYi€Hmis i3 XPOHIUHOK X60pPOOOK HUPOK, SKi
nepebysaromo Ha cemooianizi, 14.09.2026

BUKOHAHHS TIpOrpaM Ta 3AIMCHEHHS IEHTPATi30BaHUX 3aXOAiB 3 OXOPOHHU 370pOB S,
PEKOMEH/I0BAHO 32 YMOBH:

- 3aCTOCYBaHHS TMPOIEAYPH TOTOBOPIB KEPOBAHOTO TOCTYIY 3 HAKOIWYCHHS JTaHUX
1010 €(pEeKTUBHOCTI 3asBJICHOTO JIKApChKOTO 3aco0y B peajibHIN KIHIYHIA MpaKTHUIll
HUIIXOM 300py, MOHITOPUHTY KJIIHIYHO 3HAUYIIUX PE3yJbTaTIB JIKyBaHHS 3a BU3HAUCHUMN
nepios 3 IX MOMANBIITUM aHATI30M;

- 3aCTOCYBaHHS 3as1BJICHOTO JIKapChKOTo 3ac00y Y JOPOCIUX MAIIEHTIB 13 XPOHIYHOIO
XBOpOOOIO0 HUPOK Ta BTOPUHHUM TiNleprapaTUPe030M, siKi mepedyBatoTh Ha TeMoiaisi, 31
ctifikuM migBuiieHHsM piBas [ITT moHan 9-kpaTHy BEpXHIO MEXKY HOPMH JIJIs BITOBIAHOTO
METO/Ty BU3HAUCHHS;

- IpU3HAUEHHS 3asBJICHOTO JIKAapChKOTO 3ac00y TMicis KOMIUIEKCHOI OLIHKH
MOKa3HUKIB MIHEPAJbHOTO Ta KICTKOBOTO OOMIHY Ta Ha (OHI KOpEKIi BUSIBICHUX
MOpPYIIeHb 13 3aCTOCYBAaHHSIM TIperapatiB Kaibllito, (ocdar3s’s3yBaqbHUX Mpenaparis,
KaJILIUTPI0JTy Ta/a00 aKTUBHUX aHAJIOTIB BiTaMiHy D.

5. Indopmanisi OA0 CTPOKY il BACHOBKY YIIOBHOBAKEHOI'0 OPraHy:

BignoBimno g0 m. 21 Ilopsaky BHCHOBOK YIIOBHOBa)KEHOI'O OpraHy CTOCOBHO
BI/IMOBITHOT MEIUYHOT TE€XHOJIOTIi BBa)KA€ThCSI YMHHUM JI0 MOMEHTY IMPOBEJICHHS HOBOI
JIep>KaBHOI OI[IHKK MEIUYHO1 TEXHOJIOT].

Excniepr BOKEEMT YOMT JOMT Bikropis COJIJATKO
B.o. Hauansauka BOKEBMT YOMT JIOMT  Ipuna MYCIEHKO
Exkcniepr BOEIMT YOMT AOMT Anira KUPITYEHKO
Havansank BOEJIMT YOMT JJOMT Banepis CEPEAIOK
3actynuuk aupekropa JOMT —

HaganmpHuK YOMT JIOMT Onis MAJIMIIIEBCBKA
Hupextop JJOMT Opecra [TTHSKKO
3acTyTHUK AUPEKTOpa Hap’s [TIAXOMOBA
I'onoBa koMicii 3 mepeTBOpeHHS Enem AIAMAHOB
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