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3ATBEP/I)KEHO

Haka3 MiHicTepcTBa OXOPOHHU 37,0pOB’ s
Ykpainu Big 21 mucronazga 2025 poky Ne 1771
(y pepakuii Haka3y MiHicTepcTBa 0XOPOHU
3/10pOB’sl YKpaiHu )

IIEPEJIMOBA

1. PO3POBJIEHO: MiHicTepcTBO OXOPOHU 370pOB’s YKpaiHu, [lep)kaBHe MiANIPUEMCTBO
«[lep>kaBHUI eKCIepTHUM LieHTp MIiHiCcTepcTBa OXOpPOHM 370pOB’a YKpaiHw» (/lernapTameHT OL|iHKU
MeJUYHUX TeXHOJIOTiN).

ABTOPU YKJTAITAUI: Babenko M.M., moktop. ¢gapm. Hayk; Ilinsokko O.b., kaHz. dapm.
Hayk; Mamescbka FO.€.; XmenboBceka M.O.; Cepegrok B.B.; Mycienko [.B., Pomanenko [.M.;
IontyxoBcekuii 1.C.; Jlobac M.B., kaua.meza.Hayk; Omemgyk O.M., mokTop Me[. Hayk; TormaueBChbKUMA
O.A.; Maweiiko A.M., kaH/j.papM.HayK.

[MOAAKA: Jlsmko B.K.; ApamanoB E.b.; T'onuap €.B.; buk B.l; I'piuenko O.B.;
[Tazepceka T.B.; Ekcieptauii komiter 3 OMT JJELL MO3; HarjioHanbHMM iHCTUTYT OXOPOHU 3J0POB’ S
i mockoHanocTi MeauuHOi goroMoru Benukoi Bputanii — NICE International; /lemaptameHT 6i3Hecy Ta
Toprieyi Benukoi Bpuranii; yHiBepcuTeTchka KiiHika Pambogcekoro YHiBepcutery HigepiaHgis —
OopteeiiH B., KieBeT B.; Cymxy P., nokrop Mmeguiiuny; 3aniceka O.M., fokTop gapm. Hayk; KocsiueHKO
K.JL., nokrop dapm. Hayk; Jlanzga K., fokTop meauLMHY; NIPOEKT «be3mneuHi, AOCTYNHI Ta eQeKTUBHI
niku gns ykpainiie» (SAFEMed).

PEKOMEHJIOBAHO 10 ITPUMHATTS: MiHicTepcTBO 0XOPOHH 3710pOB’s YKpaiHH.

2. TIPUMHATO TA HAJAHO UMHHOCTI: Haka3 MiHicTepcTBa 0XOpOHHM 3/10pOB’si YKpaiHu
Big 21 nucromnaga 2025 poky Ne 1771.

3. Ll HacTaHOBA Bi/IMOBiZla€ TAKUM HOPMAaTHMBHO-ITPABOBHM JIOKYMeHTaM B YKpaiHi:

3akoH Ykpainu «IIpo aep>kaBHi (hiHaHCOBI TapaHTii MeJUYHOTO 0OCTYTOByBaHHSI HaCe/IeHHs»;

nocraHoBa Kabinety MinictpiB Ykpainu Biz 23 rpyanst 2020 poky Ne 1300 «ITpo 3aTBeppKeHHs
[MopsiaKy MpoBe/ieHHs [iep>KaBHOI OL[iHKA MeJIMUHUX TeXHOJIOTii»;

TaKO)X — MDKHApPOJZHUM Ta €BPOINEWCHbKUMM TIpaBW/IaM 1 CTaHAapTaM 3 OL{IHKM MeJUYHUX
TeXHOJIOTiU:

European network for Health Technology Assessment Joint Action 2 — HTA Core Model 3.0
(PazoBa mojesib €BponeicbKoi Mepexxi 3 OL[iHKY MeJUUHKX TexHoJoril 3.0);

EUnetHTA Guideline “Therapeutic medical devices”, 2015 (HacraHoBa €BpornelicbKoi Mepexi
3 OLIHKMA MeIMYHUX TeXHOJIoTiH “TepareBTHUHI MenuHi BUpoou”, 2015);

National Institute for Clinical Excellence (NICE) health technology evaluations: the manual,
2022 (OuiHKa MeJWUUHHMX TEXHOJIOTiH: rociOHMK HarlioHasbHOTO iHCTUTYTY OXOPOHHM 370pOB’S i
JIOCKOHA/OCTi MeIMYHOI fgoromory, 2022);

Guide to the processes of technology appraisal. National Institute for Clinical Excellence (NICE),
2018 (HacraHoBa 11010 TIpOLIeCiB OL[iHKM MeJUYHUX TexXHOosorid. HallioHa/bHUM iHCTUTYT OXOPOHHU
3/10pPOB’A i JOCKOHAIOCTi MeJuuHOI Aoromory, 2018);

Guide to the methods of technology appraisal. National Institute for Clinical Excellence (NICE),
2013 (HacraHoBa 11010 MeTO/iB OLIIHKM MeAWYHUX TexXHOJIOoTik. HallioHa/bHUM iHCTUTYT OXOpPOHU
3/10pPOB’A i JOCKOHAIOCTi MeJuuHOI Aoromory, 2013);
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Institute for Clinical and Economic Review (ICER). 2020 — 2023 Value Assessment Framework.
31 January 2020 (IHCTUTYT K/1iHIYHMX Ta eKoHOMiuHKX fociimpkeHb (ICER). CucteMa OLiHKM LIiHHOCTI
Ha 2020 — 2023 poku);

The Cochrane Handbook for Systematic Reviews of Interventions Version 6.1, 2020 (JoBigHuk
KokpaHa j/151 npoBeieHHs CCTeMaTUYHUX OTJIsIAIB, Bepcis 6.1, 2020).

4. BBEJEHO Brniepiie.
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BCTYII

Ouinka meanuHux TexHosorid (aHri. health technology assessment) (gani — OMT) —
MDKAUCLMITTIHAPHUH TIpoLieC, SIKU BUKOPHUCTOBYE TOUHI METOZU /1JIs BU3HAUEHHS LIiIHHOCTI MeZUUHO1
TeXHO/Oril Ha pi3HMX eTanax il >KUTTEBOrO LIMK/IY 3 MeTOK HajaHHs iHdopmauii Ans mpoiecy
yXBaJleHHs pillieHb [JJisi CTIPUSIHHSI CIipaBej/iuBili, edeKTHBHIM Ta BUCOKOSIKICHIM CHUCTeMi OXOPOHU
3m0poB’s. LliHHiCcTh MearuHOI TexHOJIOTil MOKe OyTH BH3HaueHa IJIIXOM BUBUEHHs repef0auyBaHHX
Ta HerepeJ0auyBaHMX HACTIJKiB 1I BUKOPUCTaHHS TIOPiBHSHO 3 iCHyIOUMMH ajbTepHaThBamu. Lli
BUMIpH BKJIFOUAIOTh KJIiHIYHY e(eKTUBHICTb, Oe3meKky, BUTpaTh Ta eKOHOMIiUHi HaC/i/Kd, eTHuHi,
coljiasibHi, Ky/JIbTYPHI Ta MPaBOBi NMUTAHHS, OpraHi3alliiiHi Ta €KOJIOTiUHi aCreKTH, a TaKOXX Oi/IbI
LIMPOKI HAaCAAKU [J1s Tiali€eHTa, POJWYIB, OMIKYHIB Ta HacejeHHs. 3arajbHa L{IHHICTb MOXe
3MiHIOBATHCS 3a/Ie)KHO BiJ, 00OpaHOI TIePCIIeKTHBM OL[iHKM, 3alikaB/IeHMX CTOPiH Ta KOHTEKCTY
yXBasieHHs pitieHsb [1-3].

OMT - cyyacHwmii Ta HeoOXiHUH iHCTPYMEHT [/t iHpopMyBaHHSI pillleHb LI[0Z0 PalliOHaTbHOTO
pO3Mo/lily Ta BUKOPUCTAHHS (iHAHCOBUX pecypciB y cdepi OXOpOHM 370pOB’s, IO LIMPOKO
3aCTOCOBY€ETHCS B YCbOMY CBITI.

Y €C pie HoBul Pernament 2021/2282 €ponelicbkoro [lapnamenty ta Pagu Bif 15 rpyans
2021 poKy 111010 OL[iIHKM MeJUYHUX TeXHOJIOTiH Ta BHeceHHs 3MiH 0 AupektuBu 2011/24/€C (pani —
Pernament €C) mozno OMT. Bin HabyB unHHOCTI 11 ciuns 2022 poKy Ta 3aCTOCOBYE€ThCS 3 12 ciuHs
2025 poKy 3 MeTO0 CITPUSTHHS TIOKPAIlleHHIO A0CTYHOCTI J/1s nailieHTiB €C iHHOBAL[iIMHUX T@XHOJIOTik
y cepi oxopoHU 3/]0pOB’sl, TaKUX SIK JIIKapChKi 3acO00M Ta MeBHiI MeJuuHi BUpoOH, 3abe3meuyBaTUMe
e(deKTMBHe BUKOPHCTAaHHS pecypciB i mokpauuTh sikictb OMT y Bcix kpaiHax €C. PersiameHT €C
3abe3reuye TMpo30py Ta iHK/IHO3UBHY CTPYKTYpy LIISXOM cTBOpeHHs1 KoopauHaiiiiiHol rpynu
HaI[iOHA/ILHUX ab0 perioHa/lbHUX OpraHiB BJaZii, MEPeXKi 3allikaBJeHUX CTOPiH Ta BCTAaHOBJIEHHS
MpaBWJI y4acTi NaL[i€HTIB, KTiHIYHUX eKCITepTiB Ta iHIIKX BiMOBIIHUX €KCIEPTIB y CIUIbHUX K/IIHIYHUX
OLIiHKaxX Ta CIIIJIbBHUX HAayKOBUX KOHCYJbTaLlisiX. 3actocyBaHHA Pernamenty €C TakoX 3MeHIIWTb
nyOmoBaHHS 3yCU/b [Jis HallioHa/ibHUX opraHiB 3 OMT Ta iHfgycTpii, cripusiTiMe miepei0auyBaHOCTi
6i3Hecy Ta 3abe3meunTb AOBroCTPOKOBY CTikiKicTh criBmparii €C 3 OMT. Pernament €C 3amiHio€e
MOTOYHY CHUCTEMY, 3aCHOBaHY Ha /I00pPOBiBHINM Mepexki HaljioHanpbHUX opradiB Biazu (HTA Network),
i mpoekTHe cmiBpoOiTHULITBO, 1[0 (iHaHcyBasmocss €C (Joint Actions EUnetHTA) i3 mocritiHO!O
OCHOBOIO /7151 CTi/IbHOI po6oTH. HoBa CTPYKTYpa OXOIUIIOE CITibHI K/TiHIUHI OLIiHKH, CITiJIbHI HayKOBi
KOHCY/IbTallil, ijeHTr(dikallito HOBUX MeJUUHUX TEXHOJIOTiH Ta [0OpOBiNbHY crTiBIIparo [4].

B Yxkpaini Tepmin OMT 3acTOCOBYETBCA Y 3HAUEeHHI, HaBejeHOMY y 3aKOHI YKpaiHu «OCHOBU
3aKOHO/IaBCTBA YKpaiHU IIp0 OXOpOHY 3740poB’s». IIpoueaypy [ep)kaBHOI OLIIHKHM MeJUYHUX
TEeXHOJIOTi BU3HaueHO [lopsJKOM MNpOBeJeHHs [Jep>KaBHOI OLIHKKM MeJUYHUX TeXHOJIOTiH,
3aTBep/pKeHUM roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 23 rpyans 2020 poky Ne 1300 [5].

Haka3zom MiHicTepcTBa 0XOpoHU 3710pOB'st YKpainu Big 29 6epe3nst 2021 poky Ne 593 “TIpo
3aTBEeP/PKEHHS HACTaHOBH 3 IEP>KAaBHOI OL[iHKH MeIMYHUX TEXHOJIOTiH 17151 TiKapCbKHUX 3aCc00iB” BIiepiiie
OyJ10 3aTBEp/PKEHO HACTAHOBY 3 ZIeP>KaBHOI OL[iIHKA MeAWYHHUX TEXHOJIOTIH /1/1s1 TiKapChbKUX 3aco0iB (y
pefakiii Haka3y MiHicTepcTBa 0XOpOHU 3/10poB's YKpainu Bif 06 »koBTHs1 2023 poky Ne 1741 [6]) (gani
— CT-H MO3YVY 42-9.1:2023), sixa MiCTUTb peKOMeH/jallil 1110710 Tu1aHyBaHHs i npoBesieHHss OMT, B Tomy
YUCIL A1 TIpefiCTaB/eHHs OTPUMAaHUX pe3y/IbTaTiB [OC/iJKeHHs y 3asBi i [JOCbe€ Ha BKJIIOUEHHS
niKapchKOro 3aco0y /10 pery/asTOPHUX TepeliKiB, siKi BAKOPUCTOBYIOThLCS ZJIs 3aKYTTiBe/Ib 3a Jep>KaBHi
KOLITH, MiIF0OTOBKA BUCHOBKIB i peKOMeH/jallili yIOBHOBa)KeHUM opraHoM 3 fiep>kaBHoi OMT B YkpaiHi
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3a pesy/ibTaTaMU eKCIIepTH3M 3asB 1 JOChE, OLIIHKU 3BepHeHb Ta BUKOpPUCTaHHs pe3ysbTariB OMT s
yXBaJIeHHs pillleHb Ta peasbHOl K/IiHIYHOI ITPAaKTUKH.

LIs HacTaHoBa € JOKYMeHTOM, SIKMi BCTAHOBJIOE J0JaTKOBI pekomeHauii 7o CT-H MO3Y
42-9.1:2023. Tonoxenuss CT-H MO3Y 42-9.1:2023 € 3aCTOCOBHMMH [0 TIPOLieCy, eTarliB, 06a30BHX
METOZOJIOTIUYHMX TifaxoAiB npoBeseHHss OMT a1 MeanuHMX BUPOOIB, B TOM Yac sk U HacraHoBa
BifjoOpaxkae ocobmBocti OMT asst MearuHUX BUPOOIB, sIKi MatoTh OyTH BpaXxOBaHi IpU TyIaHYBaHHi Ta
nipoBezieHHi OMT f1151 MeJUUHUX BUPOOIB.

Lis HactanoBa po3pobJieHa Ha mifctaBi HactaHoB 3 OMT, npuiiHsiTux B €Bponeiickkomy Coro3i
(mani — €C), Benukiu bpuranii, CILIA, a came:

European network for Health Technology Assessment (EUnetHTA) Joint Action 2 — HTA Core
Model 3.0 (ba3oBa Mozenib €Bporieiicbkoi Mepesxi 3 OL[iHKK MeIMuHuX TexHosorii 3.0) [2];

EUnetHTA Guideline “Therapeutic medical devices”, 2015 (HacraHoBa €BpomnelicbKoi Mepexi
3 OLIHKYA MeIMYHUX TeXHosIoril “TepareBTHuHi MeauuHi BUpoou”, 2015) [7];

EUnetHTA “HTA Core Model for Diagnostic Technologies”, 2008 (Ba3zoBa Mozesnb
€BporeiicbKoi Mepexxi 3 OL[iHKA MeJMUHUX TeXHOJIOTIH 1110/10 AiarHOCTUYHUX TeXHOJIOTiH) [8];

National Institute for Clinical Excellence (NICE) health technology evaluations: The manual,
2022 (TTociOHWK 3 OLIIHKM MeAWYHUX TeXHosorii HarjioHa/bHOTO iHCTUTYTY OXOPOHM 3/0pOB’S i
JIOCKOHA/OCTi MeluuHOI fgoromory, 2022) [9];

Medical technologies evaluation programme methods guide. National Institute for Clinical
Excellence (NICE), 2017 (HacraHoBa 0[]0 MeTO/iB TpOrpaMy OL[iIHKA MeJUYHUX TeXHOJIOTiM.
HarjioHanbHUM iHCTUTYT OXOPOHM 3[]0pOB’s1 i IOCKOHA/MIOCTI MeAuuHoi onomory, 2017) [10];

Diagnostics Assessment Programme manual. National Institute for Clinical Excellence (NICE),
2011 (KepiBnuutBo 11070 Ilporpamu OLiHKK [iarHOCTUUHUX TeXHoJorik. HallioHasbHUN iHCTUTYT
OXOPOHH 3/10pPOB’S i I0CKOHAMOCTI MeuuHOI Aoromory, 2011) [11];

Guidelines for conducting Health Technology Assessment (HTA). AOTMIT. Version 3.0.
Warsaw, 2016 (HactaHoBa 3 TpoBe/ieHHsSI OLIIHKM MeAUYHMX TeXHOJIOTik. ATeHTCTBO 3 OL[iHKH
MeJUUHUX TexHoJIoTiH i Tapudis [MTonbiii. Bepcis 3.0. Bapiasa, 2016) [12];

Guide to the processes of technology appraisal. National Institute for Clinical Excellence (NICE),
2018 (HacraHoBa 11010 TpOLIeCiB OL[IHKM MeJUYHMX TexXHOosorid. HallioHa/bHUN IHCTUTYT OXOPOHU
3/0pOB’s i JOCKOHA/I0CTi MeAnuHOI foromory, 2018) [13];

Guide to the methods of technology appraisal. National Institute for Clinical Excellence (NICE),
2013 (HacraHoBa 100 MeTOZIB OLIIHKM MeAUYHUX TeXHOJIOrik. HallioHa/bHUK iHCTUTYT OXOpPOHU
3/OpOB’s i JOCKOHAa/I0CTi MeAnuHOI foromoru, 2013) [14];

Addendum to the Guide to the methods of technology appraisal. National Institute for Clinical
Excellence (NICE), 2017 ([opaTok A0 HAaCTaHOBM II[OJJ0 METO/iB OLIIHKM MeAWUHUX TEeXHOJIOTiM.
HartjioHaibHUM iHCTUTYT OXOPOHU 37I0POB’S i JOCKOHAMOCTI MeAuuHOiI goromory, 2017) [15];

Institute for Clinical and Economic Review (ICER). 2020-2023 Value Assessment Framework.
31 January 2020 (IncTuTyT K/IiHiUHKMX Ta ekoHOMiYHUX AociifkeHb (ICER). Crucrema OLjiHKM LIiIHHOCTI
Ha 2020-2023 poku) [16].

Oprasnisajisi, BiAnosigansHa 3a 1o HacrtaHoBy, — MiHiCTepCTBO OXOPOHU 30pOB'S YKpaiHU.

LIz HacTaHoBa MiCTUTB MOM0XKEHHS, 110 Bi/INIOBIZaI0Th 3aKOHOJABCTBY Y KpaiHH.

s HactaHoBa € HODMaTUBHUM JOKYMEHTOM, SIKWM MiCTUTb peKOMeH/jallii 11[0/10 TIpOBe/leHHsI
nepxkaBHoi OMT 3asiBneHOi MeZMUHOI TexHO/OTii — MeauHUX BUpPOOiB. Lls HacTaHoBa He mMae cuiu
HOPMaTMBHO-TIpaBOBOro akTa. [laHa HacraHoBa Hece peKOMeHZALIIMHMWI XapakTep Ta MICTUTh


https://paperpile.com/c/9G7GCH/m3IaO
https://paperpile.com/c/9G7GCH/sePog
https://paperpile.com/c/9G7GCH/fPpAU
https://paperpile.com/c/9G7GCH/R5IpM
https://paperpile.com/c/9G7GCH/vPSQZ
https://paperpile.com/c/9G7GCH/hFWUp
https://paperpile.com/c/9G7GCH/m3IaO
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MeTO/0/IOTiUHy iH(opMaLlito Jjisi BUKOPUCTaHHS ycimMa 3allikaBlieHHMH cTopoHamu mpouecy OMT B
YKpaiHi.
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COEPA 3ACTOCYBAHHSA

Lls HactaHoBa BM3HAua€ METOZOJIOTiUHI OCOOIMBOCTI Ta MPUHIUIM (peKOMeHJallii) oo
ripoBefieHHs OMT st MeauuHUX BUpOOIB, a came — ITiJTOTOBKHU 3asAB i JOChE, iX eKCIEepTHU3H I[0/10
pe3y/bTaTiB aHasli3y MOPiBHIBHOI KITiHIUHOI eeKTHBHOCTI, Oe3MeKr Ta eKOHOMIUHOI [OLiTbHOCTI
MeJJUUHUX BUPODiB.

LIz HacraHoBa po3pobsieHa Ha BUKOHaHHsS roctaHoBu Kabinety MiHicTpiB Ykpainu Big 23
rpyzHsa 2020 poky Ne 1300 «IIpo 3aTBepgykeHHs [lopsky IpoBefjeHHs [jepKaBHOI OL[IHKA MeJUYHUX
TeXHOJIOTii» Ta 3acTocoByeTbesi Asisi OMT meanunnx Bupo6iB kacy I1b (Bupobu cepeiHBOr0-BUCOKOTO
pu3uky) Ta kmacy III (BupoOM BHMCOKOrOo PH3WKY) BiJTIOBiJHO [O PU3MKY, TOB’S3aHOTO 3 iX
BUKOpUCTaHHAM [17;18], MemuuHux BUpOOIB /sl AiarHOCTMKM in vitro kmacy D [23], akTuBHHMX
MeJUUHUX BUPOOIB, sIKi iMITJIaHTYIOTh, @ TAKOXK MporpaMHoro 3abe3neuenHs (kiacy IIb ta kmacy III).
Ouinka nporpamMHoro 3a6e3neuenHsi (kmacy I ta Ila) Mo)ke NMPOBOAMTHCH TiNbKK y pasi, SKIO0 BOHU
TIpU3HAayveHi J/11 BUKOPUCTaHHS MiJ] yac HaJjJaHHS MeIMYHOI 0OTIOMOTY NIPY 3aXBOPIOBAHHSX UM CTaHaX,
10 BiAMOBiZAIOTH TPiOPUTETHUM HampsiMaM PpO3BUTKY cdepu OXOPOHM 3[0pOB’s, i3 HajaHHIM
[TOJIaTKOBUX OOTPYHTYBaHb AOLI/TBHOCTI TaKOI OL[iHKU [ijisi CHCTEMH OXOPOHU 3/I0pOB’si B YKpaiHi. Taki
MeJJUuHi BMPOOM MarOThb TMPOMTH OL[iHKY BiAMOBiAHOCTI B YKpaiHi Ta OyTH MepivMu MeJUUHUMH
BHUpOOamMM Ha PUHKY B 3arajibHili rpyIi MeJUUHUX BUPOOiB.

HepxaBHa OMT pnsi MeauuHMX BUPOOIB TIPOBOJUTHCA Ha [JOOPOBIMBHUX 3acafiax ILISTXOM
1o/laui 3asiBHMKOM /10 YIIOBHOBa)KEHOT'0 OpraHy 3 Ziep>kaBHoi OMT B narneposiii Ta eleKTpOHHIN (hopMi
3asiBU Ta /I0Cb€, opopMJieHi 3a popMoto, 3rigHO 3 po3aiiom 5 1iei HacraHoBu.

CkopoueHHst “MB” y 11iti HacTaHOBI 3aCTOCOBY€ETBLCS SIK y3arajbHIOKOUe MO3HaueHHs JJIs BCiX
THUTIIB MeMUHUX BUPOOiB, a came: MeIMUHUX BUPOOiB, MeIMUHKX BUPOOIB /I/1s1 iarHOCTHUKM in Vitro Ta
AaKTHBHUX MeJUYHUX BUPOOIB, sIKi iMIT/IaHTYIOTb.
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HOPMATHUBHI IIOC/IAHHSA

Llst HacTaHOBa MiCTUTH HOPMAaTUBHO-TIPABOBI Ta HOPMAaTHBHI MOCHJIAHHS Ha:
1. 3akoH Ykpainu «IIpo gep>kaBHi (hiHaHCOBI rapaHTii MeIMYHOTO 0OCTyroByBaHHS Hace/ieHHs» [19];
2. TloctanoBa Kabinety MinictpiB Ykpainu Big 23 rpygas 2020 poky Ne 1300 «IIpo 3aTBeppKeHHS
[MTopsiaKy mpoBeieHHs iep>KaBHOI OL[iHKY MeJUUHKX TeXHOJIOTiN» [5];
3. IMocranoBa Kabinetry MinicTpiB Ykpainu Big 02 >koBTHS 2013 poky Ne 753 «IIpo 3aTBep/pKeHHsS
TexHIYHOTO perjiaMeHTy 1010 MeJUUHUX BUPOOiB» [17];
4. TTocranoBa Kabinery MinictpiB Ykpainu Big 02 xoBTHS1 2013 poky Ne 754 «IIpo 3aTBepKeHHs
TexXHIYHOTO perjaMeHTy I0/I0 MeJUUHUX BUPOOIB /151 iarHOCTHKM in vitro» [20];
5. IloctanoBa Kabinety MinictpiB Ykpainu Big 02 >koBTHs1 2013 poky Ne 755 «IIpo 3aTBepmKeHHs
TexHIUHOTO persiaMeHTy I0/[0 aKTUBHUX MeJUUHUX BUPOOiB, sIKi iMIIaHTYIOTh» [21];
6. HacTaHoBa 3 /iep>kaBHOI OI[iIHKM MeJAWYHUX TE€XHOJIOTIH Jyis Jlikapcbkux 3acobiB (CT-H MO3Y 42-
9.1:2023), 3aTBep/pKeHa Haka3oM MiHicTepcTBa 0XOPOHM 37j0pPOB'st YKpainu Bif 29 6epe3nst 2021 poky
Ne 593 (y pepakuii Hakasy MiHicTepcTBa 0XOpOHM 37,0p0oB'st YKpainu Bif, 06 >koBTHs 2023 poky Ne 1741)
[6];
7. Haka3 MiHicTepcTBa OXOpOHHU 370p0oB's YKpainu Bif 22 ciung 2020 poky Ne 142 «IIpo 3aTBepyKeHHs
MeTOAUYHUX peKOMeHJalliil i3 3acTocyBaHHsi TexHiUHOro perjamMeHTy IIOZ0 MeAWYHUX BHUPOOIB,
3aTBep/pKeHoro moctaHoBorw Kabinety Minictpie Ykpainu Bifg 02 xoBTHs 2013 poky Ne 753,
TexHiYHOTO perjiaMeHTy WIO[0 MeJUUHUX BHUPOOIB [Jsi [iarHOCTMKK in Vitro, 3aTBepKeHOro
rnoctaHoBoro KabGinety MinicTtpiB Ykpainu Big 02 >xkoBTHs 2013 poky Ne 754, Ta TexHiuHOTrO
persiaMeHTy LOJ0 aKTUBHMX MeAWYHUX BHUPOOIB, SIKi iMIIIaHTYIOTh, 3aTBEp)KEHOI'O I10CTaHOBOIO
Kabinety Minictpie Ykpainu Big 02 >koBTHSI 2013 poky Ne 755» [18];
8. PernamenT €Bponeiicekoro Ilapsiamenty i Pagu (€C) 2017/745 Big, 5 kBiTHS 2017 poKy nMpo MeAWuHi
BUpoOH, BHeceHHs 3MiH fio [lupektusu 2001/83/€C, Pernamenty (EC) Ne 178/2002 i Pernamenty (€C)
Ne 1223/2009 Ta ckacyBaHHs gupektuB Paau 90/385/€EC i 93/42/€EC [22];
9. PernamenT €Bponeiicbkoro [Tapnamenty i Pagu (€C) 2017/746 Big 5 kBiTHs 2017 poKy 1Ipo MeJuuHi
BUPOOM /711 AiarHOCTHKM in vitro Ta mpo ckacyBaHHs [upektuBu 98/79/€C Ta Pimenns Kowmicii
2010/227/€C [23].
10. Pernament 2021/2282 €Bponenicekoro I1apiamenTy ta Pagu iz 15 rpyaHsa 2021 poky 11040 OLIIHKH
Me/IMYHUX TeXHOJIOTil Ta BHeCeHHs 3MiH /10 [Iupektusu 2011/24/€C [4].
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BN3HAYEHHA TEPMIHIB

¥ niit HactaHoBi TepMiHM BXXMBAOTHCS Y TAKOMY 3HaU€HH:

EdexT nikyBanHs (aHri. treatment effect) — BrMB Ha CTaH 3/10pOB’st a0 CaMOIIOUYTTS TIALli€HTIB,
TMOB’sI3aHMH JIMIIIe 3 JTiKyBaHHSIM ab0 3aCTOCYBaHHSIM MeAWYHOI TeXHOJOTil (3a TIeBHUM MeAUYHUM
roka3aHHsM). JJOoC/TiIHUKK OL[iHIOIOTE edeKT Bifj 3aCTOCYBaHHS MeAWYHOI TE€XHOJIOTii, 00UMCTFOI0UN
PI3HULI0 MDK pe3y/ibTaToM, OTPUMAaHKM B eKCIIepUMeHTa/IbHIN | KOHTPOJIBbHIN TPYIIL.

Edext/kpuBa HaBuaHHA (aHri. learning effect/curve) — mokxpaijeHHsI TeXHIYHMX B/IACTUBOCTEMN
(XapakTepuCTHK, IPOAYKTHBHOCTI) HOBOI TeXHOJIOTII 3 4acoM.

3anexHicTb BijJ KopucTryBaua (aHr/. user dependency) — CTymiHb, [JO SIKOTO pe3y/bTaT JiKyBaHHS B
KJIIHIYHOMY [IOC/Ti/IPKeHHi ab0 B K/IiHIUHIM MPaKTHIIi, 3a/Ie)KUTh BiJj HABUYOK ab0 JJOCBify mozeH, sKi
OepyThb y4acThb y JiKyBaHHi.

ITocTrynoBuii po3BUTOK (aHr/1. incremental development, or incremental innovation). BaraTo kacis
BUPOOIB pO3pOOISIOTECS B Me)KaxX TMOETAITHOTO MPOLieCy 3 YaCTUMH 3MiHaMH TeXHOJIOTii, KOXKHA 3 SIKUX
MICTUTB JivIlIe He3HauHi MoAuikaliii, 1110 MPU3BOAUTH [J0 KOPOTKOI'O )KUTTEBOT'O LIUK/TY MPOAYKTY.
KonrtekcryanbHi ¢akropu (anrsi. contextual factors). fIBuilla OXOpOHH 3/I0pOB'S Ta 3/0pOB'A €
CK/Ia/IHIMH CUCTeMaMH, SIKi 3a/ieXkaTh BiJi KOHTEKCTY (30BHIIIHI Ta BHYTPIlIHI YMOBH, XapaKTepUCTUKU
CUCTEMU OXOPOHM 370pOB’Sl 1 COLjialbHO-eKOHOMiUHe CepeJioBUILe, L0 MOXXYThb BIUIMBAaTA Ha
e eKTUBHICTb, BIIPOBA/P)KeHHS Ta pe3y/bTaTU 3aCTOCyBaHHsI BUpP06iB). KoHTeKkcTyanbHUME (hakTopaMu
3 TIOTeHL[iIHHKMM BIVIMBOM Ha pe3y/IbTaTy 3/I0POB’sl MOXKYTh OyTH, HallpUKJ/Ia/l: HallioHa/IbHa, JiepXKaBHa,
MicClleBa Ta OpraHisalliiiHa TIO/IiTUKa, HOPDMM Ta peCypCu I'DOMajid, OpraHisallis CUCTeMH OXOPOHHU
3/JOPOB’sl, CUCTeMHU OIJIaTU Tpailfi, TIOTOYHA KyJ/IbTypa, iCTOpis Ta KaZjpoBe 3abe3reueHHs], iCTOPHUUHI
(dakTopy Ta akTyanbHi mofii (Hampukaaz, emifemii, BiMCbKOBI Ail, 3HauHi HOPMAaTUBHI 3MiHH,
€KOHOMIiUHi KpU3H, CyTTEBI TeXHOJIOTiUHi 3pyIllIeHHs ), Ky/JIbTypa Ta MOTUBALlisi BAKOPUCTaHHS MeJUUHUX
BUpO0iB, 3MiHM 1[UX (PAKTOPIB 3 YaCOM.

Mopudikanis edekry (edekr-mipa) (anrn. effect(-measure) modification) — Bapiarjiss Bu6paHoro
NoKa3HUKa edeKkTy AJis J0CIipKyBaHOro (hakTopa Ha pi3Hi piBHI iHIIOro (akTopa. ¥ CTaTUCTUYHIM
TepMiHOJIOTiI 1je Ha3UBaEeThCS B3aeMo/lier0. Moaudikailis eekT-mipa MpU3BOAUTE 10 HEOAHOPIJHOCTI.
Mogudikatop edekTy Moke 3MiHIOBaTU pi3Hi MOKa3HUKU edeKTy (Harpukiaj, BiZHOCHI pU3UKH,
Pi3HULISI pU3KKIB) /1J151 OAHOTO i TOT0 XK (haKTopa (HarpuKiaj, BikK) y pi3HUX HampsMax i Mo>ke 3MiHIOBaTU
O/IVH MOKAa3HUK, ajie He iHIIWM.

IlpakTHuni  BiacTUBOCTI/XapakTepucTuku (anri.  performance) —  Oyzp-sKi  TexHiuHi
XapaKTepUCTUKH, eeKTU Ta mepeBard MeAWUYHOrO BUPOOY TMpPH BUKOPUCTAHHI 3a MPU3HAUEHHSIM Ta
Bi/IMOBIIHO [0 IHCTPYKLiN J/151 3aCTOCYBaHHSI.

IIporHoctuuHuii pakTop (aHr/. prognostic factor) — 11e Mipa, MoB’s13aHa 3 K/IiHIYHUM pe3y/bTaTOM 3a
BiZicyTHOCTI Teparrii abo i3 3acToCyBaHHSIM CTaH/AaPTHOI Tepartii, Ky, HMOBipHO, OTPMMAIOTh TMalli€HTH.
Voro Mo)xHa posr/isfiaTv IK Mipy PUPO/HOrO Nepebiry XBopo6H.

[Hmwi TepminM B 1ii HacTaHOBi B)XMBalOTbCSI y 3HAUEHHSIX, HaBeJleHUX Y TexHiuHOMy
perjiaMeHTi 1010 MeJUUHUX BUPOOIB, 3aTBEPPKEHOr0 MOCTaHOBOW KabiHeTy MiHicTpiB YKpainu Bif
02 >xoBTHs 2013 poky Ne 753, TexHiUHOMY perjaMeHTi 111010 MeJUUHHUX BUPOOIB /s [iaTHOCTHUKH in
vitro, 3aTBep/keHoro mocraHoBor KabiHety MinictpiB Ykpaiau Bizg 02 >koBTHs1 2013 poky Ne 754,
TexHiUHOMY perJlaMeHTi LIOA0 aKTUBHUX MeJUUHUX BHUPOOIB, sKi iMIUIaHTYIOTh, 3aTBEpKEHOrO
nocraHoBoro KabiHety MinicTpiB Ykpainu Big 02 >xoBTHs 2013 poky Ne 755, a TakoX B iHILKX
HOPMAaTHBHO-TIPAaBOBUX aKTax y cdepi 0XOpoHU 370pOB’s, 30Kpema roctaHoBi Kabinety MiHicTpiB
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Yxpainu Big 23 rpygnsa 2020 poky Ne 1300 «[Ipo 3atBepmkeHHs1 IlopsiiKy npoBe/ieHHs JepKaBHOI
OIL[iIHKH MeJUUHUX TeXHoorii», Ta CT-H MO3Y 42-9.1:2023.
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ITIOBHAYEHHSA TA CKOPOUYEHHA

€C —  €sporneiicbkui Coro3

MB —  MeAWYHMI BUPiO

MO3 —  MiHicTepCcTBO OXOPOHM 3[J0POB’S1 YKpaiHU

OMT —  OuiHKa MeJu4HUX TexHosorik (aHru. health technology assessment, HTA)
PK/] —  paHfOMi30BaHe KJIiHiUHe JOC/Ii)KeHHS

EUnetHTA -  €spormelicbka Mepeska 3 OL[iHKY MeIMYHUX TeXHOJIOriH (aHri1. European

network for Health Technology Assessment)
NICE —  HauioHanbHWM iIHCTUTYT OXOPOHU 3/J0POB’S I JOCKOHAIOCTI MeJUYHOL

noromoru (anr. National Institute for Health and Care Excellence)

HAS —  HartjioHanbHMi opraH 3 mUTaHb 0X0poHU 370poB's @paniiii (French National
Authority for Health)
CADTH —  KaHazcbke areHTCTBO JTiKapChbKUX 3ac00iB Ta MeauHUX TexHoorii (Canadian

Agency for Drugs and Technologies in Health)

3AT'AJIBHI ITOJIOKEHHSA
1. BCTYII

Ils HacraHoBa 30cepe/)Ky€TbCSl HA MEeTO/0/IOTIYHUX 0CO0/IMBOCTAX i BUK/IUKax B cepi
OMT, 3 AKUMH 3yCTPi4alThCs 3aliiKaB/ieHi CTOPOHM, i fAKi € Oi1bm cnerudiunnmu aa MB,
MOPIiBHSAHO 3 JIIKAPCHKHUMHM 3aco00amMH.

BiamogigHo 10 TeXHIUHOTO peryiaMeHTy 110/[0 MeAUYHHX BUPODiB, 3aTBEpPAKEHOT0 MOCTaHOBOIO
Kabinery MinictpiB Ykpainu Bizg 02 xoBTHs1 2013 poky Ne 753 (mani — TexHiuHuii pernaMeHT 11040
Me/IMYHUX BUPOOiB), MeZIMUHUI BUPiO — Oy/Ib-sIKWl iHCTPYMeHT, arniapaT, Mpu/iaji, MPUCTPiii, mporpaMHe
3abe3reueHHs], MaTepian abo iHmM BUPiO, 1110 3aCTOCOBYIOTHCS SIK OKPEMO, TaK i B TIOEAHAHHI MiX
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coboro (BK/IIOUAlOUM TMporpaMHe 3abe3reueHHs, mepefidaueHe BUPOOHUKOM [T 3aCTOCYBAHHS
Crierfia/IbHO /iy [[iarHOCTHYHUX Ta/ab0 TepareBTUUHUX Miijlel Ta HeoOXigHe [ HaIe)KHOTO
(GYHKIIOHYBaHHS MeJWYHOTO BHUPOOY), MpHU3HaueHi BHUPOOHMKOM il 3aCTOCYBaHHS 3 METOIO
3abe3meueHHsT iarHOCTUKH, TIPO(]i/JaKTUKH, MOHITOPHHTY, JIiKyBaHHS abo TioJieTiiieHHsT mepebiry
XBOPOOM TIaIlieHTa B pa3i 3aXBOPIOBaHHS, [iarHOCTUKU, MOHITODUHTY, JIIKyBaHHS, TTOJIETIIIEHHsI CTaHy
narfieHTa B pasi TpPaBMU UM iHBasIiTHOCTI abo 1X KOMIIeHCallil, JOC/TiIyKeHHsI, 3aMiHH, BU/JJ03MiHIOBAHHS
abo migTpUMyBaHHS aHAaTOMii uM (hi3io/OriyHOr0 TpoIeCy, KOHTPO/IIO TIPOLeCy 3aruliJHEHHS Ta
OCHOBHa miepe/ibauyBaHa [iist SKUX B OpraHi3Mi abo Ha opraHi3M JIFOZMHU He JOCSTaEThCS 3a J0NIOMOTO0
(hapMakKoJIOTiuHMX, iMyHOJIOTiUHIX a00 MeTabomiuHMX 3ac0biB, ane GyHKI[IOHYBaHHIO TKUX TaKi 3aC001
MOXXYTb CIIPUSITH.

MeauuHi BUpoOu nofisistoThest Ha Kiacu I, I1a, 116 i I11. Knacudikariist 34ilicHIOETBCS BiZITIOBiIHO
[0 KpUTepiiB, BU3HAUEHUX Y A0AATKY 2 10 TeXHiuHOro perjiaMeHTy II0A0 MeAUYHUX BUPOOiB [17].
Knacudikauis mMeguuHux BUpOOiB 3aCHOBaHA HAa BpA3/IMBOCTI JIFOACHKOTO Tilla 3 ypaxXyBaHHSIM
MOTeHLiIWHUX PU3UKIB, TOB'sI3aHUX 3 BUpoOamu. el miaxim m03BossiE BUKOPUCTOBYBaTH Habip
KPHUTEpiiB, sIKi MO>KHa 00'€THaTH B Pi3HUI CMIOCIO /1 BU3HAUEHHS, HAalIPHKJ/Ia/l, TPUBA/IOCTi KOHTAKTY 3
TiJIOM, CTYTIiHb iHBA3WBHOCTI i CITiBBi/JHOILIEHHS JIOKA/ILHOTO i cucTeMHOro edekTy. Lli Kputepii MoxkHa
3aCTOCOBYBaTH /0 IIMPOKOrO KOJa Pi3HUX MeAWYHUX BUPOOiB i TexHosoriki [18]. ITpuknagamu
MeInyHUX BUPOOiB kacy 116 (Bupobu cepeJHLOr0-BUCOKOTO PU3HKY) MOXKYTh CJIYI'yBaTH iHKybaTopu
JI/Isl HOBOHAPO/)KeHUX, 30BHIllIHI KapiocTuMyisitopu Ta fedibpunsropu; knacy 111 (Bupobu BUCOKOTO
PU3MKY) — KaTeTepu 3 rellapuHOBUM TMOKPUTTSIM Ta 6iosioriuHi K/ianaHu cepiis.

BianosigHo g0 PernamenTy €Bponeiicbkoro Ilapiamenty i Pagu (EC) 2017/745 Big 05 KBiTHSI
2017 poky mpo MeawuHi BUpPoOH, BHeceHHs 3MiH g0 [upektuBu 2001/83/€C, Pernamenty (€C)
Ne 178/2002 i Pernamenty (€C) Ne 1223/2009 Ta ckacyBaHHs gupektuB Pagu 90/385/€EC i 93/42/€EC
MeanuHui BUpi6 (aHr/. medical device) o3Hauae Oy/b-sIKHI iHCTPYMEHT, ariapar, MPUCTPii, MporpaMHe
3a0e3reueHHs], iMIUIaHTaT, peareHT, MaTepiaj abo iHIWK BUPiO, NMpU3HAUeHW BUPOOHUKOM [I/Ist
BUKODWCTaHHS JIFOAMHOIO, OKpeMo abo y To€AHaHHi, AJisi ofHiel abo KibKOX BHU3HAUEHHX HIDKYe
crielii(iuyHUX MeJUUHUX LIi/Iei:

[iarHOCTUKH, TIPO]i/JIaKTUKH, MOHITODUHTY, Tiepef0aueHHs, MPOTHO3YBaHHS, JiKyBaHHS UM
TOJIerLLeHHS 3aXBOPIOBAHHS;

[liarHOCTHUKH, MOHITOPUHTY, JIIKyBaHHSI, TIOJIeTTIIeHHS ab0 KOMIIeHcallil TpaBMU UM iHBaJIi JHOCTI;

JOCTiHKeHHs, 3aMiHM abo Mopgudikariii aHatomii abo ¢i3io/sOriyHOrO UM MATOJIOTiYHOTO
TPOLIeCy UM CTaHy;

HaZlaHHS iHQopMallil HIITXOM AOCTiKeHHs in vitro 3pa3kiB, OTpUMaHUX 3 Tijla JIFOJWHH,
BKJ/IIOUAIOUM JIOHOPCBbKI OpraHy, KpPOB I TKaHWHW, Ta SIKWM He BHUKOHYE CBOE OCHOBHE I[i/IbOBe
TIpH3HaueHHs 3a JOTIOMOT 00 (hapMaKoJ/IOTiYHUX, iIMyHOJIOTiUHUX YK MeTabosTiyHMX 3acobiB y uM Ha Tijti
JIFOJTUHU, TIPOTe (DYHKI[IOHYBaHHIO SIKOTO TakKi 3aCOOM MOXKYThb CITPUSITH.

MeguuHMMY BUPOOAMU TaKOK BBa)KAtOTh TaKi TPOYKTH:

BUPOOU [171s1 KOHTPOJTFO 3arlTi[HEHHS UM Ha/laHHS ZOTIOMOTHY B 3arlTi[HEHH;

MIPOAYKTH, Crielfia/ibHO TpH3HaueHi A/ ouuilleHHs, Ae3iHdekiii abo cTepuisalfii aKTUBHHUX
BHUPOOIB Ta BUPOOIB, 3a3HaueHuX Buile [22].

3rigHo 3 PernamenTom €Bponeiickkoro [lapiamenty i Pagu (€C) 2017/745 Big 05 kBiTHs 2017
POKY Mpo Me/inuHi BUpoOU, BHeceHHs1 3MiH /10 Jupektusu 2001/83/€C, Pernamenty (€C) Ne 178/2002
i Pernamentom (€C) Ne 1223/2009 Ta ckacyBanHsi gupektuB Pagu 90/385/€EC i 93/42/€EC mogo
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MeIMYHUX BUPOOIB, Bi/AMOBiHO O PU3MKY, MOB’SI3aHOTO 3 IX BUKOPWCTAHHSIM, BHU/IMSIOTh YOTHUPH
K1acu meauuHux Bupo6iB (I, Ila, IIb, III).

BignoBigHo 0 TexHIYHOTO perjamMeHTy I[0J0 MeAWYHUX BUPOOIB /IS [[iarTHOCTHKY in Vitro,
3aTBep/pKeHOro rnoctaHoBor Kabinety MinicTpiB Ykpainu Big 02 >koBTHs1 2013 poky Ne 754, mequuHi
BUPOOM AJIs1 [IiarHOCTUKM in Vitro — MeJuuHi BUPOOH, 30KpeMa peareHT, KaiiOpaTop, KOHTPOJIbHUM
Matepias, Habip, iHCTpyMeHT, amaparypa, 061afHaHHs abo cuUcTeMa, 1110 3aCTOCOBYIOTHCS SIK OKPEMO,
TaK i B TO€AHaHHI MK cOo00r0 i 10 TpU3HauYeHi BUPOOHWUKOM [I/Isi 3aCTOCYBaHHS in vitro s
JOCIIiI)KeHHs 3pasKiB, 30KpeMa 3pa3KiB KPOBI i TKAHUH, OTPUMaHUX 3 OpPraHi3My JIFOAUHU BUK/IHOYHO
(abo 3 OCHOBHOIO METOI0) /st O/lep)KaHHsI iHhopMariii:

10710 iziosoriyHOro abo MaToMIOTiYHOTO CTaHy;

1[0/10 BPOJKEeHOI aHOMaJlil;

[T BU3HAUeHHs1 0e31eKU i CyMiCHOCTI 3 MOTeHI[ia/ITbHUMU PerUITiEHTaMU;

[/1s1 MOHITOPUHTY TepaneBTUUHUX 3axo/iB [20].

BignosigHo fo Pernamenty €Bponeiicekoro [lapnamenty i Pagu (E€C) 2017/746 Big 05 KBiTHS
2017 poKy Mpo MeAWyHi BUPOOM Ajisi 1iarHOCTUKM in Vvitro Ta mpo ckacyBaHHsi JJupektuBu 98/79/€C
ta Pimennsi Kowmicii 2010/227/€C Taki Bupobu po3nozisisitoTe Ha Knacu A, B, C Ta D 3 ypaxyBaHHSIM
iXHBOT'O Li/TbOBOTO MIPU3HAYEHHSI Ta BJACTUBUX IM PU3MKIB [23].

BignosigHo 10 TexHiYHOTO persiaMeHTy 110/J0 aKTUBHUX MeIMYHUX BUPOOIB, sIKi iMI/IaHTYIOTH,
3aTBep/pKeHoro rocraHoBoro Kabinety MinicTpiB Ykpainu 02 >koBTHs 2013 poky Ne 755, aKTUBHMIA
MeAWUHUN BUPiO, SKUM IMIJIaHTYIOTh — aKTUBHUN MeIUUYHUM BUPi0, MpHU3HAUeHU# /i TIOBHOTO abo
YAaCTKOBOIO BBeJIEHHSI B Ti/I0 TMAalfieHTa XipypriuHuM uM iHIIMM MeJUUHUM [UIIXOM abo uepe3
TIPUPO/IHUM OTBIp, 1[0 MOBUHEH 3a/IMIIATUCS B Ti/li Mic/is 3aKiHUeHHs MpoLielypy BBeeHHs [21].

MB Bifipi3HSIIOTBCS Bijl iHIIMX MeAMUHUX TeXHOJIOTiH, a BignoBigHo i OMT mjog0 MB Mae neBHi
oco06mBocCTi [24;25]. PeKoMeH/J0BaHO 3BepHYTH YBary Ha XapakTepuCTHKU MB, 1110 BiIpi3HAIOTHCS Bif
IHIIMX MeJUYHMX iHTepBeHLiM KifbkoMa (aktopamu BignoBizHo 10 NICE Medical technologies
evaluation programme methods guide:

1) MB MOXyTb 3 yacOM 3a3HaBaTH 3MiH, 10 BIUIMBAa€E Ha iX e(eKTUBHICTh Ta TPUBAIiCThb
JKATTEBOTO LIUKIIY;

2) KJIiHIUHI pe3y/ibTaTW, OTPHMaHI BHACIIOK BHUKOpUCTaHHS MB, uacTto 3anexarb Bif
TiATOTOBKK, KOMIIETEHTHOCTI Ta [JOCBily KOPUCTYyBaya;

3) kniniuHi #aHi mozo MB, 0cobMBO HOBUX, € YacTO 0OMeXKeHUMH, 0COOIMBO TIOPiBHSUIBHI
JlaHi 3 Bi/INMOBiTHUMH a/TbTEPHATUBHUMU METOZAMH JIiIKyBaHHS a00 1iarHOCTHKY;

4) mepeBard /s CHCTEMH OXODOHM 3[0POB'l Ta COLaTbHOrO OOCITyrOBYBaHHSI Bif
BUKOpUCTaHHd MB  uacTto  3a7nexarb  BiJj  opradizauiiHux  (akTopiB, TakMX  SIK
MOXK/IMBOCTI/XapaKTepUCTUKM 3aK/aZly OXOPOHHU 3[0pOB’f, e 3aCTOCOBYeTbCs MB, a TakoX Bif
KBasTidhiKallii MeZIMUHOTO TePCOHANTY, SIKMM X BUKOPUCTOBYE, Ha /I0/IaTOK /IO TiepeBar, 6e3rnocepesHbo
MOB'sI3aHMX i3 camum MB;

5) 100 AiarHOCTUYHUX TeCTiB, TOJIIMILIEeHHS K/IiHIUHUX pe3y/IbTaTiB 3a/1e)KUTh Bif| MOZa/bILIOr0
Ha/laHHS BiJNIOBiHMX MeJAUUHUX iHTepBeHLil. [loka3u e(eKTUBHOCTI OL[iHUTU Ba)XKO, OCKI/JIbKU
MOKpallleHa TOYHICTh J[iarHOCTUKK MOXXe He BIIMBATH Ha TIOJIMIIEHHs K/IiHIUHUX pe3y/bTaTiB abo
SIKOCTI >KUTTS;

6) aesiki MB BUKOPUCTOBYIOTBCS [I/1s1 YIIPABJIiHHS UM JOC/TiI)KeHHS PSily Pi3HUX 3aXBOPIOBaHb i
MOXXYTb BHUKODHUCTOBYBATHCSl Pi3HUMH MeAWUYHUMM Tpal[iBHUKaM{d Ta B Pi3HUX 3aK/ajax OXOPOHU
310POB's;
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7) BuTpaTh HAa MB uacTo CK/Ia[aroThCs K 3 BUTPAT Ha iX MPHAOAHHS/3aKYITiB/IO (BKIFOUYAOUN
CYTIyTHIO iH()PaCTPYKTYypY), TaK i 3 BUTPAT Ha eKCILTyaTaLlito (BK/IFoUarour 00C/TyroByBaHHs Ta BUTPATHi
Marepiaiu).

8) HoBuii MB MoO)ke MO3HA4yaTWCh Ha BUTpATax LUISIXOM BIUIMBY Ha Pi3Hi acrekTH MpOLeciB
Ha/IaHHS JOTIOMOT'H, Ha [I0JIaTOK ZI0 BUTPAT, Oe3rocepeiHbO MOB's13aHUX 3 HOr0 BUKOPUCTAHHSIM;

9) 3aranom, 1jiHOyTBOpeHHsI Ha MB € Ginblil JUHaMiYHWM, HiXK Ha iHIIT MeiudHi TexHosorii [10].

bazoBa wmetopmosoris 3 OMT (Harpukiaz, y BUOOpPi [OKAa30BUX J[aHUX Ta OL{HIN iX
JTIOCTOBIpHOCTI) € 3aCTOCOBHOIO /151 OI[iHKK MB. OziHaK, 3 ypaxyBaHHSIM BHII[€3a3HaUeHOr0, MOTPiOHA
ocob/vBa yBara npHu BU3HAUeHHi, Oru1ci Ta oiiHii MB.

PekomenzioBano He ripoBogut OMT fnsi KOHKpeTHUX Moaudikaiiii (Bepciit) MB, ockinbku
JotinbHiie npoBogutd OMT asist rpymnv BUpoOiB 3 ojHaKoBUMH (200 1MO/1iOHUMM) XapaKTePUCTUKAMH.
OMT, mio nepeabavae rojavy 3asBU i JOChE, MOXKE 3aCTOCOBYBATHCS /IS TATPUMKH TTOYATKOBOT'O
pillleHHsI HAlliOHA/ILHOTO PiBHS TIPO BiZIIKOAyBaHHS ab0 IIeHTpasi30BaHy 3aKyIiBmai0 HoBOro MB.
OpHak He peKOMeH/0BaHO TrpoBoguTh OMT, gKio:

1) iHmmMii BUpoOHUK BrIpoBa/pKye moibHuii MB He ripimoi skocTi Ta 6e3 migBUILIeHHS L[iHY;

2) iina MB, 1110 3aKyTOBY€ETHCS 3a KOIITH [IeP>KaBHOTO OIO/IKETY, 3HIKEHa;

3) Ha PUHOK BUXO/JUTh MOKpaitieHnit MB 6e3 mifiBuIIleHHs LiHU.

[TpoBenennsi OMT, 110 nepefbauae MoAauy 3asiBU i JOCbE, PeKOMEH/IY€EThCS, SKILO 3arajabHa
BapTicTh npoueayp 3 MoavdikoBaHUM MB 36i/bI11y€eThCsl Uepe3 10/1aHy BapTiCTh.

HactynHyM BUK/IMKOM € pi3HOMAaHITHI Ta YMC/IeHHI [T0Ka3aHHs [0 3acToCyBaHHS MB, 0CKiIbKU
OMT nipoBoguThCA J/151 BU3HaUeHOro MB Ta BU3HaueHOro MeZjJMYHOrO IoKa3aHHs.

Hesiki MB (Taki sk arapatul Jjisi TIpOBe/leHHsI TIPOMeHeBOi Tepariii, poboTH30BaHa Xipypris,
Bi3yaJtizalliliHa iarHOCTHKA) MOXKYTb OYTH BUKOPHCTaHi [I/Isi FfeTepOreHHUX TPy Mal[ieHTiB 3a pi3HUMU
noka3aHHsMUd. OfHaK y KpaiHax 3 0OMeXeHWMH eKCIIePTHUMM pecypCaMH HeMOJK/IMBO IPOBECTH
koMmriekcHy OMT 3a BciMa MoKa3aHHSIMM 0 3acTocyBaHHS MB (3axBoproBaHHSIM abo CcTaHaMu).
PekoMeH/I0BaHO 3BakaTH Ha Te, 1110 TpoBeieHHST KomruieKcHoi OMT a/1si KO)KHOTO TIOTeHL[iiHOTO
MOKa3aHHS MOKe He 3HafloOUTHCS, pe3y/bTaTH e()eKTUBHOCTI BUTpAT [Jis HAUOIMbII TMOIIUPEeHUX
3aXBOPIOBAHB/CTAHIB MOKYTh OyTH 3acTOCOBaHi i Ha iHIN TIOKa3aHHS [0 3acTtocyBaHHS MB
(3axBoproBaHHS abo cTaHW) i3 MOAIOHMMM OUiKyBaHMMHU TepeBaramMu AJisi 370poB's. Tomy micist
BUBUEHHS BCiX MOX/IUBUX [10Ka3aHb, MepesiiK CJ1i/ 3By3UTH [0 TUX TT0Ka3aHb, fKi BK/IFOUEeHi B IIporpamy
Jlep>KaBHUX rapaHTii MeIMYHOTO 00C/TyTrOBYBaHHs HaceleHHs ab0 € MpeTeH/IeHTaMK Ha peiMOypcaiiito,
[IUITXOM BUKJTFOUEHHSI ITOKa3aHb, SIKi He Tepei0auaroTh J0JATKOBI MepeBar [jisi 370poB'ss abo MaroTh
HU3BKUU TIpiopuTeT AJisg rpoMagcbKocTi. OMT 3 meTasbHUM aHaIi30M eKOHOMIYHOI AOLIIBHOCTI CJTif
MPOBOAMTH 3a HAMOIMbII TOMMPEeHUMH TMOKa3aHHSAMU. fIkimo MB € eKOHOMIYHO [OLBHUM 3a
HaMOiNbIl TIOMIMPEHUMHU TI0Ka3aHHAMHU (KJIiHIiUHI cTaHM abo ToTpeOW Malli€HTIB, [ SKUX iCHYE
ouiKyBaHa KOPHUCTb Bifi 3aCTOCyBaHHSI BUPOOY), Y pa3i 0OMeXeHHX MO>KIUBOCTEH AJisi TPOBe/IeHHS
OMT, npuUAHATHUM KOMIIPOMICOM € TIepeHeCeHHs /J0Ka3iB eKOHOMIUHOI /IOLIbHOCTI 3a HahOi/biIl
MOLIMPEHUMHU TI0Ka3aHHSIMU Ha iHILI M0KAa3aHHS 3 aHaJIOTiYHUMM NIPOrHO30BaHMMU IepeBaramu s
3n0poB'a. OfHaK aHaji3 BIUIMBY Ha IMOKa3HUKU OO/PKeTy HeoOXigHWM /s BCi€l 1[ibOBOI Tpyru
Talli€HTIB, sIKi MalOTh TIPaBO Ha TIOKPUTTSI BUTPAT 3a paXyHOK KOLUTIB /lep>kaBHOTO Oro/pkety [26].

30kpema, L[0ZI0 OL|iHKMU MOPiBHSUIbHOI e(eKTHBHOCTI MB MoO)KHa BU3HAUMTU TPU OCHOBHI
BUKJIMKH, 111010 AKMX MB MatoTh Bi]MiHHOCTi, TIOPiBHSIHO 3 JiKapCEKUMM 3aco0amu:

1. KOpOTKMi1 )KUTTEBUM LUK/, IIBAJKUM i TTlepeBa)KHO MOCTYIIOBUIM PO3BUTOK (aHTJI. incremental
development). MB po3po6sisitoThCsi B y’Ke AMHaMiYHOMY PHUHKOBOMY cepejoBUILi. JKUTTEBI LUKIU
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MPOAYKTY 3a3BMYaii KopoTili 3-x pokiB. KoxkHe 3 4acTHUX TeXHOJIOTIYHUX OHOBJIEHb MPOAYKTY MOXe
MaTh He3HauHi Mozaudikallii; moAibHi MPOAYKTU KOHKYDEHTIB BUXO[ATh Ha €BPOINMENCHKUN PHUHOK
He3abapoM Tic/is BUXOZy Ha PUHOK Tepiioro Bupo0Oy. KopoTki 4yacoBi paMKy Ta HOpMaTHUBHO-TIPAaBOBa
0a3a 0OMeXXyrOTb TIPOBe/IeHHs] PaHJOMi30BaHUX KTiHIYHMX JocmimkeHb (gami — PKII) i3 mocraTHiM
po3mipom BUOIpKY Ta MOZABILINM CIIOCTEPE>KeHHSIM. Pe3yibTaTi MOXKYTh OyTH BXKe 3aCTapiiuMu, KoK
BOHM HapemTi OyayTb [JOCTyMHi, i HOBa MOj/ie/lb TIPOAYKTY MO)Ke OyTU Tpe/CTaBieHa Tifi dac
pocmimpkerHs. Kpim Toro, etasioHHa TeXHOOTis TakoxK Moxke OyTu MogudikoBaHa. [Torpeba B HOBHX
KJTIHIYHUX JOCTiPKeHHSIX /I HeBeTMKUX Moaudikariiii He3posymisna. [ToaiGHiCTb MpoAyKTiB i MeToau
BU3HAUEHHS 1[bOT0 CTOCYIOThCS He Ti/IbKU TMOC/IiJOBHUX MoAW(iKallili KOHKPeTHOTO MPOAYKTY, aie i
MPOAYKTiB pi3HUX BUPOOHUKIB. [lWTaHHsA Mpo Te, sIKi MPUCTPOi MOXKHA 00’€HATH B OAHY TPYILY
(HampuK/IazZ, 3 TOUKU 30pY TEXHIUHOI MOPiBHSHHOCTI), € B)K/TMBUM Tipu nipoBeieHHi OMT a7st BUbopy
KOMITIapaTopa IpH OLiHL}i HOBUX TeXHOJIOTIH.

2. 3HauHa 3asieXHicThb edeKTy miKyBaHHs (aHr/. treatment effect) Bif KopucTyBaua Ta KpUBUX
HaBYaHHs (aHrJ. learning curve). MB BHCOKOro Kiacy pU3HKy 4acTO MOEAHYIOTHCS 3 XipypriuHuMU
MpoLie/lypaMH UM IHIIMMU BTPYUYaHHSIMHU, 1110 BUMaraltoTb BUKOPUCTaHHS TeXHiYHO nepegosux MB (MB
BHCOKOTO PU3UKY). Y TaKuX Oi/blI CK/IaHUX TpoLiefypax MB € Ba)K/IMBOIO YaCTHHOM, siKa 6a3yeThest
Ha TeBHiM TeOpeTHYHil Ta HayKoBiM KoHuemnuii. L]i BTpyuaHHsl 3a3BMYaii BUMararOThb CIeLjiaJbHUX
HABUYOK i MiArOTOBKU. KOHTEKCT iHTepBeHLlii, TaK1i1 SIK XapaKTePUCTUKU KOPUCTyBaya, iHCTUTYLilHI
3HaHHS, 3ac00M Ta JOTIOMDKHUMN JIOT/IsI/l, MOXKe CYTTEBO BIUIMBATH Ha eeKT /ikyBaHHs. Bu3HaueHHs
BIUIMBY OKpeMUX (pakTopiB Ha KiHLleBUIl pe3y/bTaT Moke OyTH ckaagHuM. HeobxigHo 6patu o yBaru
KPVBI HaBUaHH{ K OKPeMUX KOPUCTYBAauiB, TaK 1 3aK/aZliB OXOPOHHU 3/I0POB's.

3. OLliHKa J0OBroCTPOKOBUX KiHIUYHMX edeKkTiB MB BHUCOKOro Kiacy pusuky. TpeTiii BUKIIUK,
0co0/MBO aKTyanbHUM Aas MB BHCOKOro pusuKy (HampukiaZ, iMIUIaHTaTiB), — Iie IX TpuBae
BUKOpHCTaHHs. HeoOXiZiHO MPOBOAUTH MOHITOPUHT ZIOBIOCTPOKOBOI e()eKTUBHOCTI, @ TAKOXK MOOIUHUX
peaxiiiii [7].

2. COEPA 3ACTOCYBAHHHA

s HacranoBa Bu3Hauae metofoJiorito npoBegeHHs OMT pas MB, a came mopiBHSUIBHOTO
aHasti3y KIiHiuHOI e(eKTUBHOCTI, 6e3reku Ta eKOHOMIUHOI JOLi/IbHOCTI MB, eKcriepTu3u Ta OL[iHKU
TaKUX pe3y/IbTaTiB aHa/i3y i moTped Hace/leHHS y HUX, IMiITOTOBKH Bi/IMOBiJHMX BUCHOBKIB 3 ZiepKaBHOT
OMT pna MB.

Lls HactaHoBa peKOMeH/yeThCS 3allikaB/ieHUM CTOPOHaM, 30KpeMa: 3asiBHHKaM; Cy0’eKTam
rOCIOJaproBaHHs, 1110 TOTYHOTh 3asBU Ta J0Ch€; KePIBHUKAM 3aK/a/jiB OXOPOHH 3[J0pOB’Sl; M0CaJ0BUM
ocobaM opraHiB /Iep>KaBHOTO YyTMpaB/iHHA y cdepi 0XOpPOHHW 37I0POB’s; YIIOBHOBA)KEHOMY OpraHy 3
nep>xaBHOI OMT; HayKoBO-TleJjaroriyHuM Tipal{iBHUKaM; JiikapsiM; (apMalleBTUUHUM TpalliBHUKAM;
IHCTUTYTaM IPOMaJSIHCBKOI'O CYCITL/IbCTBA, TOLLO.
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3. 3AKOHOJABYA BA3A

IIss HacTaHoBa € HOpMAaTUBHUM [JOKYMEHTOM, KM MICTUTb peKOMeH/allil I110/l0 TIPOBeJeHHS
nepkaBHoi OMT 3asiBieHoi MeauuHOi TexHosorii. Lo HacraHoBy po3pobieHO Ha BHWKOHAHHS
noctaHoBU Kabinetry MinicTpiB Ykpainu Big 23 rpygas 2020 poky Ne 1300 «IIpo 3aTBepmkeHHs
[TopsiaKy npoBe/ieHHs jep>KaBHOI OL[iHKW MeJUUHHX TEXHOJIOTiN».

3 MeTOl0 BUKOPHCTaHHSI MIKHApOJHUX MiJXOZiB /0 BU3HAUEHHS MpiopuUTeTIB y (iHaHCyBaHHI
CHCTeMH OXOPOHU 370pOoB’s 3akoHOM YKpaiHu «IIpo pgepkaBHi ¢iHaHCOBiI rapaHTii MeAUYHOIO
obcnyroByBaHHs Hace/ieHHs» (Jami — 3akoH), 0y/10 3aK/afieHo OCHOBU Aiisi 3#ikicHeHHss OMT B YkpaiHi.
3akoHOM Oy/10 BHeCeHO 3MiHU /10 3akoHy YKpaiHu «OCHOBHU 3aKOHOZABCTBA YKpaiHW TMPO OXOPOHY
3/10pOB’si», Ae 3a3HaueHo, 1[0 OMT — 1e ekcriepThM3a MeAUUYHUX TEeXHOJIOTIM II0A0 KaiHiuHOT
e(heKTUBHOCTi, €KOHOMIUHOI /OI[i/TbHOCTI, OpraHi3aliiHux npobsemM Ta TpobseM Oe3reku s
rPOMa/isiH y 3B’SA3KY 3 IX 3aCTOCYBaHHSIM.
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Takum urMHOM, po3iupeHHs cdhepu 3acTocyBaHHsS iHCTpyMeHTy OMT crnipusiTiMe CTBOPEHHIO Ta
BITPOBA/PKEHHIO LIIJTICHOT CHUCTeMHU BiZIOOPY TaKOXK iHILIUX MeIMYHUX T€XHOJIOTIH, 110 He € JIiIKapChbKUMU
3acobamu, 30KpemMa — MB.

4. OCHOBHI ITOJIOKEHHSA

Or1a5 MeTO0/IOriUHHX aCIeKTiB

Oco6aueocmi OMT 0as MB

OMT pans MB pekomMeH0BaHO TPOBO/IUTH i3 B’Ke BCTAHOB/IEHHMHU Ha IaHUM MOMEHT MeTOo/laMU
IOZI0 TIOIIYKY, Bif0Opy, aHasi3y, CHHTe3y Ta iHTeprpeTallii J0Ka30BUX [JaHUX IIOA0 KJIiHIYHOI
edexTrBHOCTI. [ToTpeba B KOHKPETHHX MeT0/jaX B OCHOBHOMY BUHHKAE 3 TIOCTYTIOBUM PO3BUTKOM MB,
3a71e)KHO BiJl KODUCTYBauiB i KOHTEKCTY, a TAKOXK JesKUX HaCTiJKiB (hi3MUHOrO pexxumy fii.

@dopmyn106aHHSA NUMAHHS 00C/1i0HCEHHS

CknagHicth MB  3yMOB/MO€ HeOOXiHICTb Oi/bI  [eTa/bHOI PO3POOKH  AOCIiPKYBAaHOTO
nuTaHHs. JloriyuHa Mojenb (HampuKaj, aHaliTUYHA cucTeMa, aHr. analytical framework) moxke
JIOTIOMOTTH B OMUCI KOMIIOHEHTIB iHTepBeHI]ii Ta KOMIIapaTopiB, pe3y/bTaTiB Ta (aKTOpiB, 1110
BIUIMBAIOTb Ha e(eKT, Taki sK iHAWBiAyanbHi Ta iHCTUTYLiHI HaB4aHHs. [loTpibHO BUMKOpHCTATH

18



CT-H MO3Y 42-9.2:2025

TrorepeH6O0 OTPUMAaHI KIIHIYHI BiZIOMOCTI PO BJIACTUBOCTI iHTepBeHL|ii, KI MOXXYTb BIUIMHYTH Ha
pe3y/bTaTH JIiKyBaHHS Ta HaJlaT JKepesia/fAoKasu Liei iHdopmatiii.

BusHaueHHsi iHmepe@eHYii (BmpyuaHHsi)

Heob6xigHo uiTKO Bu3HauMTHU Ta TipeActaButH, ud OMT 30cepe/pkeHa Ha OLiHII OJHOTO
KoHKpeTHOro MB abo Bcix/mekibkox MB, ski Mo)KHa BUKODHUCTOBYBATU [i/Isi TIEBHOTO METOJY
MiKyBaHHS. SIKIII0O METOIO € OlliHKa Zekibkox MB, ornsy moBuHeH OyTW JOCTaTHbO IIUPOKUM 3a
cdeporo 0XOnJIeHHs /11 BU3HaueHHs iHTepBeHLIii.

Cnipy Bu3HaunTy Bci MB, siKi TeXHOJIOTi1 BUKOPHUCTOBYIOThCSI B TIOETHAHHI a00 albTePHATHUBHO,
MOTEHL[IMHO BaXX/IUBi Bi[MiHHOCTI.

[Tiz yac o1iHIOBaHHSI MOYKe BUHUKHYTH HeOOXi/IHiCTh MTOBTOPHOTO BU3HAUEHHS iHTEPBEHIIil.

Iowyk inpopmayii

Crparerisi Toiyky iH@opmailii Mo)ke BK/IIOUaTH SIK 3arajibHi TIOIIYKOBi TepMiHM, Taki $K
3arasibHa Ha3Ba TMNy MB, Tak i KoHkpeTHi Ha3Bu MB (3anareHToBaHi abo TOprosi Mapku). fkio faHi
PK]I HemocTynHi abo HeoOXifHOIO € po3poOKa AOC/IiIHUIILKOTO TTUTAHHS, TIOHIYK JIITepaTyPH MOXKe
OyTH pPO3IIMPEeHHH, 11[00 OXOMUTH BCi TUITH AW3alHIB IOC/Ti/PKeHHS, BK/TFOUAOUH Cepil BUIAZKIB i 3BiTH
nipo Bumnazky. Kpim nomyky B 6i6siorpadiuanx 6asax gaHux, iHhopmaris mpo MB Takox Moxke OyTr
oTpyuMaHa 3 peectpiB MB, 0a3 JaHuX 3BiTiB NP0 BUIMAJKU Ta aAMiHicTpaTMBHUX 0a3 gaHuX. Takox
MO>K/TUBHM € TIOLIYK JOC/TiKeHb “a0 Ta mics” (aHri. before-and-after study) Ta iHImmx gaHnx BUCOKOT
SIKOCTI.

Bumozu 0o iH¢popmayii ujo0o KaiHiuHOI epekmueHocmi

Xoua mpy OIiHI e(heKTUBHOCTI peKOMeH/IOBaHO BigjaBaTu rmepeBary PKII, HeobximHo
BpaxOBYBaTH, 1[0 TAaKUX J0KA30BUX JAHUX UacTo Opakye i omiHku MB. OTke, He CJIifi OUiKyBaTH
OCTaTOYHHX BUCHOBKIB 3 IOC/Ti/[)KeHb, 0COOJIMBO KOJIH MIPOBOIUTRLCS OLliHKa e()eKTUBHOCTI /Iy>Ke HOBUX
MB. PekomeHzsoBaHO OpaTvl [0 yBaru cremianbHi au3aitau PKII, ski BpaxoBywoTh crienudiky MB
(HarpuK/az, BUNIPOOYBaHHSA HAa OCHOBI €KCIIEPTU3M, JU3akiH “TpeKep AOCTiKeHb” — aHIJ/I. expertise-
based trials, tracker designs).

Bumozu 0o iH¢hopmayii 015 doezocmpokosux egpekmie

[y OLiHKM [IOBrOCTPOKOBOI 0e3MeKr KOPHCHO TIPOBOAWTH TIOUIYK Y PeECTpax o0
KOHKDETHHX 3axBOpioBaHb abo MB i 6a3 manux i3 moBimomseHHsiMu Tipo 1o0iuHi peakmii. ¥ pasi
BiJICYTHOCTi crieljia/li3oBaHUX HalliOHaJBHUX peecTpiB MB abo peecTpiB 3axBOproBaHb OIfiHKa
JIOBTOCTPOKOBOI 0Oe3reKu TIOBMHHA CIIMPATUCS Ha CHHTE3 [OCTYIHUX JPKEpes: TIOBiJJOMJIEHHS TIPO
HeOakaHi SIBUIIIQ, JIOKa/IbHI PEECTPH iMIUIAHTATIB i TIpoLieAyp, AaHi TOCTMAPKETUHIOBUX [IOC/TIi/IKEHb
BUPOOHUKIB, a TaKoX JaHi EjieKTpoHHOI crctemu oxopoHu 3z0poB’s (ECO3) mjogo rocrmiTasmizariii,
ripouieAyp i AiarHo3iB. AHasli3 peecTpiB CJiJi BAKOPUCTOBYBATHU JJisl OLIIHKU e(DeKTiB JIiKyBaHHs JIUIIIe
TOJ|i, KOJTU MOK/TMBO HaJIe)KHO KOHTPOJIFOBAaTH BIIMB (PAKTOPIB, 1110 CIIOTBOPIOIOTH pe3y/IbTaTH.

3anexcHicmb 8i0 Kopucmyeaua ma KOHmeKcmya/abHi pakmopu

flkio € WMOBIpHICTH TOro, 10 Ha edeKTU JiKyBaHHS MOKe€ MaTU BIUVIMB KBasidikailis
Me/IMYHOT 0 TIepCOHay, HaBUaHHs Ta MeIMYHa iHPpacTpyKTypa (HanpuK/a/, piBeHb HaJJaHHs MeJUUHOT
JIOTIOMOTH, 00CST HaJaHHS MeAWYHOI [JOIOMOTH, KOMOiHarlis pi3HuX (akTOpiB) Ta iHAMBiAyambHI
HaBUUKU abo HaBuaHHs (HarpUKIIaZ, Jikaps, MaLieHTa, omiKyHa), Lje peKOMeH/I0BaHO BPaXOBYBaTH IpU
NpoBe/ieHHi OL[iHKK. BMiHHs KoprcTyBauya Ta 0COOGIMBOCTI 3aK/iaZly OXOPOHM 3/I0POB'Sl MOXKYTh MaTH
BIUIUB $IK Ha iIHTepBEHLIit0, TaK i Ha KOMI1apaTop.

3acmocoeHicmb pe3y/ibmamie
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[HTepripeTyroun pe3y/ibTaTh CUCTEMaTUYHOIO OIJISIAY, PEKOMEH/J0BAaHO BpPaxOBYBAaTU BIUIUB
oprasisatjii cucTeMl OXOPOHH 3/10pOB’sl, KBasidikallito koprctyBaua MB Ta noctyrnoBy Moaudikarito
JikyBaHHg. Kpim TOro, cucreMaTu4HoO CJ1ifi IepeBipsTH 3aCTOCOBHICTH pe3y/bTaTiB 3a [JOMNOMOIOK0
nucta ouiHku (guB. iHcTpyKuUito EUnetHTA “3acTOCOBHICTH /10Ka3iB y KOHTEKCTi OLIIHKM BiJHOCHOI
edektuBHOCTI”) [7].

4.1. ETanu npoBeieHHsI OL{iIHKHA MeJJUYHOT0 BUPOOY

Metoau TIOIIYKy, BifOOpy, aHami3y, CMHTe3y Ta iHTeprpeTariii JOKa30BUX [JaHUX K/IiHiuHOI
e(heKTUBHOCTI B CUCTEMaTUYHUX OIJIs/laxX, siK Lie peKOMeH/J0BaHO, HalpuK/a[, Y AoBigHUMKY KokpaHa
abo foBigHKKy Mopkcbkoro LIeHTpy 3 poBejeHHs Ta po3noBcropkeHHs orszis (Centre for Reviews
and Dissemination, zgani — CRD) [27], 3aCTOCOBHI /10 BCiX MeAUUHUX Te€XHOJIOTIH [7].

Pekomengauii mono OMT MB y kpaiHax, 1110 mi3Hile royaay BnposagykeHHss OMT g1 MB, 3
ypaxyBaHHSIM BUK/IUKiB ripoBefeHHss OMT g1 MB, npezcrasiieHi y ry6itikaiii Daubner-Bendes et al.,
2021, 30KpeMa II0ZI0 HIXKUOTO PiBHS [OKA30BUX JaHWX TpU OLiHII MB, oOMe)keHHsI mepeHeceHHs
JIaHWX Ta ZI0Ka3iB peasibHOI K/IiHIYHOI TIPAKTUKH 3 iHIIMX KpaiH, 00Me>XeHHsI TepeHeCceHHsI CyPOTraTHUX
KiHLIeBUX TOYOK, KPUBOI HaBUaHHs Ta eeKTy 3aK/iaJy OXOPOHU 30poB's (“edeKT LieHTpy”, aHIJI. centre
effect) [26].

4.2. Pos1b IOTiYHUX MO/ie/Ied B KOHTEKCTi OI[iIHKM MeJJUUHHX TeXHO/IOTil

[ Kpamoro po3yMiHHA KOMIIOHEHTIB  iHTepBeHLil, 3B'A3Ky MDK IHTepBeHLIi€lo,
MoJUQiKyrouMMH (pakTopaMy Ta pe3y/bTaTOM, PEKOMEeH/ye€ThCSi BUKOPMCTOBYBATH JIOTiUHI MOJei.
JloriuHa Mogesnib — 1je rpadiuHui OMUC CUCTeMH, 110 IPU3HAUeHU /17151 BUSIBJIEHHS B&)K/IMBUX eJIeMeHTIB
Ta B3a€MO3B'SI3KIiB y CUCTeMi. Y KOHTEKCTi iHTepBeHLiil y cdepi 0XOpPOHM 3/]0pOB'S JIOTiuHi Mozeni
OTMCYIOTh TEOpito 3MiH, TOOTO Te, SIK iHTEpBEHI]is BIUIMBAE€ Ha TMO3WTHBHI Ta HETaTHUBHi 3MiHU Yy
pesysbTaTax. JIoriuHa Moziesib MOKe JOTIOBHUTH 3arajibHe I10YaTKOBe PO3YMIHHS IIPOLIeCy Bif Orsazy
BHMOT /IO JIOKA3iB I1ie [0 CTajlii cCuHTe3y /oKa3iB. JIoriuHa Moziesib MO)Ke OyTH iHCTPYMEHTOM ITi ITPUMKH
aripiopHUX pillieHb 100 3arporOHOBAHOrO MiAX0AY 40 cCuHTe3y AokKasiB. Lllo crocyeTbcsas MB, sioriuHa
Mo/iesib MOKe OyTH BUKOpPHCTaHa [i/is 3'iCYBaHHS TOTO, sIKi eJleMeHTH Hasle)kaTb /10 iHTepBeHLIii Ta /10
TOPIBHS/IbHUX JJAHUX, a SIKi KOHTEKCTyasbHi (paKTOPU MOXKYTh MTOTEHLIIHO 3MiHUTU e(eKTH J1iKyBaHHS.
Takuii migxiz Moke JOMOMOITH BU3HAUUTH MOLITYKOBI TEPMiHU Ta KPUTepii BK/IFOUEHHS Ta BUK/IFOUEHHS
JI7IsSI TIOIIYKY Ta Bifbopy jiTepaTypH, a TaKOXK BU3HAUMTH, SKi pe3ybTaTy IIyKaTH, ki Moaudikyroui
(bakTOpU BUAI/IUTH, @ TAKOXK SIKi MIATPYNY BTPyUaHb UM MOMYJSLiN C/1iJ aHami3yBaTH Mif yac CUHTe3y
JoKas3iB [7].

4.3. CucreMaTHyHi O/ {i MeJHYHNX BHPOOiB: GopMyBaHHS NMUTAHHSA JOC/Ti/PKEHHS

KiiniyHe muTaHHA Ma€ BH3HAuUaTH TUIM TOMYJIALil, TUNM iHTepBeHLiN (I KOoMmaparopis), a
TaKO)K TWUIMM pe3yJbTaTiB, SIKi MpeACTaB/SIOTh iHTepec BifgnoBigHO A0 cxemu PICO (momynsuis,
IHTepBeHL}is,, KOMIIapaTop Ta pe3y/IbTaTH JIIKyBaHHS).

Ha popmarok no 3acrocyBaHHa cxemu PICO mpu mpoBezieHHI aHamiisy TeparneBTUYHOro MB,
JIoriuHa Mo/le/lb MOyKe BPaXOBYBaTH TaKOK KOHTEKCTyaslbHi (PaKTOpH, 110 BIUIMBAIOTh Ha pe3y/bTaTu
nikyBaHHsl. OKpiM LIbOTO — K i Ji/Is1 BCiX iHIIKX THUIIIB OT/IsIZiB iHTepBeHL[ill — MPOrHOCTUYHI (aKTOpH,
CYTYTHIO Tepariilo TOIIO, L0 TAKOXX MOKYTh BIUIMBAaTH Ha pe3y/bTaTH. JIoriuHa Mozess Moxe OyTu
BUKOPHMCTaHa SIK OJWH i3 aHaJiTUYHUX IHCTPYMEHTIB JJisl TiJBeJeHHs MiZACYMKIB Ta [JOIMOMOTHU Y
BCTaHOBJIEHHI B3a€EMO3B'SI3Ky MK IHTepPBEHLi€10, pe3y/bTaToOM JIiKyBaHHS Ta iHIIMMU (haKTOpaMHu.
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Takuii Mmixiz; TaKo)K MOXKe JJOTIOMOI'TH Kpaille JOC/IiJUTH TeTepOreHHICTh e(eKTiB JIiKyBaHHS,
Ky CJIifi OouiKyBaTW BijJ BWIIe3rajaHoi Oinbiuoi KilbKoCTi (akTopiB, 1[0 MOAUMIKYIOTh edekKT.
IHdopmMariisi a1t po3poOKM pi3HMX UYaCTHH JIOTiUHOI MOe/li MO)Ke TMOXOJUTH 3 Pi3HUX DKepes,
MOYMHAKOYM BiJ| K/IHIYHMX [JOC/IKeHb 3 Pi3HUMM [JM3aliHaMU 1 3aKiHUYIOUM NOpajlaMyi eKCrepTiB Ta
JNyMKaMmu nauieHTiB. Hanpuknaz, mpkepesniom iHgopMalii npo Te, 44 KpUBi HaBUaHHS € pesieBaHTHUMY,
Mo)Ke OyTH cepisi BUTIQ/IKiB.

Ha pucynky 1 HaBefeHO Mmab/ioH, SKMd Mo)ke OyTH BUKOpUCTaHUN [71s1 (HhOpMYBaHHS
JOC/TiIXKYBaHOTO TMWUTAHHS Ha TOJAIbIIMX eTarax JocsimkeHHs [7]. [Ina BigmosigHOCTI pobodyomy
BU3HAUYEHHIO iHTEPBEHL]isl Ma€ BK/IFOUATH MPOTOTUITHI KOMITOHEHTH, TOZI SIK AUCKpPeLiliHi KOMIIOHEHTU
He € 000B'SI3KOBUMH.

EdexT nikyBaHHA

A
——————————— J.__________I
P (population) - I (intervention) — : Moougiryrwui ¢pakmopu (modifying | O (outcomes) -
docnidxcyeana iHmepeeHyis | factors) : NOKA3HUKU
nonynsayis : 1| pe3yabmamis
. 7 1 i
HacesneHHs Tpororunni Komnonentn | | IIPOrHOCTHUHMI (haKTO || /ikyeanHs
y pasi Heo6xigHocri, : TSDKKICTb 3aXBOPIOBAHHS |
Kpurtepii BKaXKiTh MOTEHLIiMHi | CYyHNYTHI 3aXBOPIOBAaHHS T4 1H. : (po3risiHbTE BILIUB
TIPUIHHATHOCTI/ cyOrpym st MeTaaHasi3y : . 1| TpuBamocti
BKJTIOUEHHSI 1 Moau IKaTOpH eqex: ) : CIIOCTEPEXKEHHST)
o | KOMIIIAEHC i3 CYMyTHHOIO Tepariern
JMcKperniiiHi KOMIOHEHTH | | |
! Kopucts/pusuk
1
I Oneparop i P P
: HaBUYKHU OTIepaTopa, A0CBij 1 . .
| 1| KiHgeBi TOuku, 110
1 .
| 3aK/aj 0XOPOHH 30POB’st 1| PE/IEBAHTHI AT
; . 1| manienTa
| piBeHb Ha/laHHs MeJUUHOI ONOMOrY |
C (Comparator, | obcsr BTpyuaHs I
KomMnapamop I indpacTpykTypa : CyporatHi KiHIeBi
IIpoTOTUNHI KOMIIOHEHTH | | | Toukm
o ] .
JMcKpeniiHi KOMIOHEHTH | | Ty mocTayaJLHUKH HOCTYT :
: Inmi KoHTeKcTya bHi hakTopH 1
1
| o o o o o o e .

Pucynok 1. [11a6s10H IoTiuHOI MOZIeTi 711 iHTepBeHIlil 3 TepareBTHUHUMU MB
4.3.1. BusHaueHHs iHTepBeHIiii

Orjinka MB mae OyTH 30cepeikeHa Ha OIHOMY KOHKPeTHOMY MPOAYKTi (aHTJI. single technology
assessment, STA). IIpote y okpemux Bumnagkax OMT Moke MaTH Ha MeTi JOC/TIJIATHA KIiHiUHY
edekTUBHICTE Tpynu MB, 10 MOXXe BUKOPHUCTOBYBATHCh JIJisi TIEBHOTO MeETOAY JIiKyBaHHS abo
nokasanHsi (aHri. multi technology assessment, MTA). Takuii mifxiz Mo)Ke OXOIUTIOBAaTA OJHAKOBI
TOBapU Pi3HUX BUPOOHUKIB Ta pi3Hi Mopamdikailii (Bepcii) ToBapiB omHOro BHpOOHMKa. Croci6
3actocyBaHHd MB, Hanpukiaz, XipypriuHe BTpyuYaHHs, TakKOXX € 4aCTUHOKO iHTepBeHLii. [Ipu
nipoBesieHHi OMT moBrHHa OyTH UiTKO BU3HAaUeHa MeTa OL[iHKM Ta Ma€ OyTH YiTKO BKa3aHO UM OL[iHKa
30cepe/keHa Ha OIfiHIli reBHoro MB uu Ha ominii Bcix MB, siki MOXXyTb OyTW BUKOpPHCTaHi Ajist
TEeBHOT0 METO/Y JIiKyBaHHS.

SIKIII0 OLIiHIOETHCS iHTEpBeHLIis, sika MoyKe OyTH 37ilicHeHa pisHuMy MB abo nipouieypamu, ripu
npoBeZieHHi OMT peKoMeH0BaHO BUKOPUCTOBYBATH LIMPOKUM MiAXi/ A1 BUSHAUEHHS iHTepPBEeHLIii.
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PekomeHJ0BaHO BU3HAUUTU Oy/b-sIKi TIPOTOTUIIOBI Ta JUCKpeLiliHi KOMITOHEHTH iHTepBeHLIii.
[TpOoTOTUIOBI KOMIIOHEHTU — KOMITOHEHTH, sIKi TIOBUHHI OyTH HasiBHi B iHTepBeHLlii, 11100 BiAmoBigaTu
poboyoMy BU3HAuUeHHIO iHTepBeHIIii. JUCKpelliliHi KOMIIOHEHTU — KOMITOHEHTH, siKi He 00OB'SI3KOBO
MaroTh OyTH HasiBHi, 11[00 Bi/[TIOBi/[aTh 4iTKOMY BU3HaueHHIO TIpeiMeTa OLiHKH, a came MB [28]. Takox
MoTPi6HO BU3HAUMTH, SIKi TEXHOJIOTil BUKOPHUCTOBYIOThCSI pa30M abo anbTepHaTHUBHO.

[Tpu BK/TIOUEHHI 710 aHami3y BapiaHTiB MB abo MB 3i cxoxkumu GyHKITisIMH, CJTifi 9iTKO BKa3aTy,
Yl BBaXKarOThCs 11i MB ekBiBajleHTHUMH, TOOTO UM HajieXaTh [0 OJHOTO Kaacy BUpOOIB i, 0Txe, un
MO)KHa CKOPHWCTAaTHCSl MPUHLIUIIOM TMOpPIiBHAHOI edeKTUBHOCTI. [IpumnylijeHHs 0[O0 MOPiBHSAHHOCTI
BTpy4YaHb € KPUTUYHO B&K/IVUBUMM NUTAHHAMH, KOJIU YXBaIIOKOTLCA pIllIeHHA [P0 [JOLIJIBHICTD
Mo€iHaHHS JlaHuX. [IpunylineHHs NMOBUHHI OyTH WiTKO Cc(OpPMYJ/IbOBaHi, HaMpWK/az, BiJMOBIZHO 10
Bumor [lomatky A1 MEDDEV 2.7/1 revision 4 [29] abo MDCG 2020-5 [30]. YacTo 116 Takox €
YaCTUHOIO [OC/IIJHULIBKOTO MUTaHHA [JIs1 MOPIBHSAHHA MIArpyn iHTepBeHLin. Kpim TOro, JoLi/BHO
TaKOX IIYKaTH, BKJ/IFOUAaTHU Ta OL[IHIOBATU KJIIHIYHI JOC/IiI)KeHHSs, SKi MOPiBHIOKOTH pi3Hi BapiaHThu MB.
[TonepenHs iHpopMaliisi 3 KJIiHIYHUX AOC/TiIKeHb 100 TornepeAHboi MoAuikariii (Bepcii) TexHoorii
abo mozibHOI TexHosorii Mae OyTH BUKOpHCTaHa [Jisi BUPILlIeHHs] MATAHHS, Y4 MOXKYTb B3araii, i siKi
Mozu@ikanii MB MoKy Tb BIJIMHYTH Ha K/iHiuHUM eekT. Llg iHdopmallisg Morke JOOMOITH BUSHAUUTH
XapaKTepUCTUKU TArpy™, siKi MOXKYTh OyTH pesieBaHTHUMHU [i/1s JOCTiPKeHHsT BiMiHHOCTel y edeKTax
nikyBaHHsl. MatoTh OyTH Haj/laHi /pkepesia iHdopMatlii, 11j0 BUKOPUCTOBYIOTLCS [i/Isi IPUAHSTTS pillleHHs
L[OZ0 aHasTi3y MiArpyIL.

4.3.2. Bu3HaueHHs KOHTEKCTya/lbHHUX (PaKkTopiB, 3a/1eXXHOCTI Biff KOpHMCTyBauiB Ta iHIIMX
¢akropis, m0 moaudikywTh moTeHUiliHNl edexkT

BuBueHHs1 MmogudikaTopis edekTy Ta iHIIMX KPUTUYHUX (PAKTOPIB MOKe MiJ[BUIIIUTU L[iHHICTh
or/iAfy K/iHiuHOI egeKTHBHOCTI [JJi1 KOPUCTyBauiB. SIKIJ0O HEOJHOPIJHICTb y MeXax Ta MiK
JIOCJTiPKeHHSIMUA MOYKHA TIOSICHUTH MoAudikarieto edekTy, Ui (pakTopu C/Ii/i BpaXoBYBaTH y K/IiHIUHiM
TIPaKTHULI.

Insi TepaneBTruHMX MB, 110 mepesnbauaroTh XipypriuyHe BTpyuaHHsi abo iHIIi mpoueaypw,
iHAMBifyasbHa Ta IHCTUTYLiMHA eKcrepTU3d Ta egeKTM HaBUYaHHs/KpUBI HaBUaHHS TIOBHHHI
BpPaxOBYBaTHUCA 5K (pakTopH, 1110 MOAUGIKYIOTb MOTEHLIHNUN e(eKT.

Cook et al., 2004 [31] po3pobunu iepapxiuHy CTPYKTYpy, sika iHTerpye pi3Hi ¢akropw, 10
BIVIMBAIOTh Ha HaBuaHHA (pUCYHOK 2). Ilepmmii piBeHb — 1je K/iHiUHe CIiBTOBapuCTBO, fIKe A€
iHdopMatiito Jj11 HaCTaHOB Ta MPOTOKOJIB 111040 BUKopucTaHHs MB. [lani 3ak/aj; OXOPOHU 3/]0pOB'S
MOJKe aZlanTyBaTH CBOI OpraHi3alliliHi MaplIpyTH Ta MOC/AYTH 10 3aCTOCYBaHHSI HOBOI TeXHOJIOTII i TUM
caMMM BIUVIMBaTU Ha KpUBI HaBYaHHA Xipypra. TakoX [JOCBif Ta TUN JrOfeH, 10 IpaLolTh y
XIpypriyHoMy BifiJji/leHHI, BIUVIMBAaOTh Ha pe3y/ibTaTy 3acTocyBaHHd MB. PiBeHb 10€jHaHHS BUNA/IKIB
BifjoOpa)kae Te, 1110 JOCBi/IUeHilll Xipypru MO>KyTb MaTH JOCBiJ JIiKyBaHHs Oi/IbIII CKJIaIHUX BUTIA/IKIB,
AKi MaJIid HeCTIPUST/TUBI pe3y/ibTaTH, 1[0 pobuTth eeKTUBHICTh 3acTocyBaHHS MB ripiioro. 3ai6HOCT,
nizxiz 10 poboTy Ta MoTeHLjia/n Xipypra TakoXX BIUVIMBAlOTh Ha KPUBY HaBUaHHSI.
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InguBigyanbHe
HaBYaHHS

XapakTepucTUKH
KOpHCTyBaua

IToegnanus
BnneinKiB

HaBuanus

A xipypris
3ak/1aj; 0XOPOHH 310POB’S \
> | L.
3miHa 3aTBep/KeHHs
TexXHOJIOrii HaCTaHOBH

PucyHnoxk 2. IepapxiuHi ¢akTopy, 110 BI/IMBatOTh Ha HaBuaHHs (Cook et al., 2004)

Ha mpaktuii TpupiBHeBMM migxism Mo)ke OyTH KOPMCHHUM /I aHa/i3y 3a/eXHOCTi Bij
KopuctyBauiB MB:

1. TToTpibHO mepeBipuTH, UM OyB MpPOBeJieHUI aHasli3 JaHUX B3aEMO3B'A3KY MiXK KBasidikallieto
KOpUCTYBauiB (HampuK/aZ, piBeHb KBamidikailii yiikapiB-xipypriB, maiji€eHTiB, ski rpouium abo He
MPOMILIIM HaBUaHHs) ab0 3aK/ia/liB OXOPOHU 37I0POB'sl, pe3y/IbTaTU pPariopTOBaHi B paMKaX BKJTFOUEHHX
JIOCJTi/PKeHb, ab0 SIKUM YMHOM Oy/I0 JOC/i/PKeHO MOKIMBY Mozaudikaijito edekTy 3a pe3ynbTaToM
BIUIMBY LIMX (haKTOpPiB. 30KpeMa, MOKHa PO3TJ/ISHYTH MparMaTUyHi paH/10Mi30BaHi AOC/TiKeHHS.

2. dkmo B PK]I He paropTyeTbcs iHbopMaliisi 1110710 KpUBUX HaBUaHHS i Taky iH(opMallito He
MOJKHa OTpHUMAaTH, 3B’SI3aBILMCH i3 aBTOpaMu TyOsikallii, y siKii pamopTyroTbcs pesynbTatu PKI],
PEKOMEH/IOBAaHO 3HAWTH Ta BK/IIOUHTH AOJATKOBI HepaHOMi30BaHi ab0 HaBiTh He TOPIBHAIBHI JaHi
(HampuK/Ia/Zl, aHasti3 afIMiHiICTpPaTUBHOI 0a3u JaHWX) 3 METO TPOBe/IeHHsI Oi/IbIN JOK/IaJHOTO aHasmi3y
3B'13Ky MK KBasTiikaliiero KoprcTyBadiB abo 3ak/ia/liB 0OXOPOHH 3710pOB’sI Ta pe3y/ibTaTaMy JTiKyBaHHSI.

3. HeoOxiHO BpaxoByBaTy BIUIMB KBasTidiKallii KOpHUCTyBaua Ta 3aK/iaJly OXOPOHH 3[J0POB’S SIK
[PKepen HeoJHOPiZHOCTI edeKTy JiKyBaHHS MDK [JOCTipKeHHSAMH. [louisbHO crpoOyBaTh TaKOX
JOC/TIIUTA BIUVIMB KPDUBUX HABUYAHHS Y BK/IKOUEHUX y MeTaaHasli3 AOC/ipKeHHSIX, HalpUK/Ia/, IITX0M
aHasi3y migrpyn, Meta-perpecii abo iHIIMX MeTOZiB. 3a JOMOMOTOI0 IUX aHasIi3iB MOXKHA TOPiBHATH
JOCTTiI)KeHHsI, TIpOBe/leHi Ha KIIiHiYHMX 06a3aX 3 BUCOKMM ab0 HHU3bKMM piBHeM KBamidikariii
KOPHUCTYBauiB (1[0 BU3HAYAETHCSI, HATIPUKIIaZl, CYBOPUMH ab0 MEHII CYyBOPUMU KPUTEPisIMUA BKTFOUEHHST
JIiKapiB UM 3aK/1a/iiB OXOPOHU 3/I0POB'S).

OTpumaHHA [aHUX MO0 3a/e)KHOCTI Bifl KOpUCTyBaya YW 3aK/aaZly OXOPOHU 3/0pOB'S
(HanpuKaz, KpUBI HaBUAaHHS) MOJKe 3iMCHIOBAaTUCS 3a JOTMOMOTrO [eKiMbKOX miaxoziB. OguH i3
MiJXOAiB CTOCY€ETHCS aHasli3y KpUTepiiB MPUUHATHOCTI /1/151 3aK/1aZliB OXOPOHH 3[J0POB'Sl Ta JOC/IIIHUKIB
y KJIIHIYHUX JOC/IPKeHHSX 100 PiBHA X KOMITIETEHTHOCTI Ta JOCBIAYy. Y pasi MpaBU/IbLHOTO OIUCY, i
KpUTepii MOXKYThb 3a0e3meunTy piBeHb KBastiQikarlii, HeoOXiZHUH AJIs1 yCITIIIHOTO BUKOpUCTaHHS MB.
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TakoX peKoMeH0BaHO MPOBECTH IOIIYK CreLjia/IbHUX JOCIipKeHb 1100 3a/1e)KHOCTI KOPUCTYyBauiB Ta
HasiIBHUX CUTyaTHUBHUX (DaKkTopiB (HeoOXigHa iHGPpacTpyKTypa, apXiTeKTypHi BUMOTH TOII0). s iX
TOIITYKY PeKOMEeH/IOBaHO BUKOPHMCTOBYBAaTH KOMOiHaIif0 crieliiiuyHUX AJis TIPUCTPOIO TOLIYKOBUX
TepPMiHiB, HOPMATUBHOI'O CJIOBHMKA, 3a HAasBHOCTI (HaNpUK/IaZl, «KpUBa HaBUaHHS» Ta «KJ/IHIYHA
KomrieteHTHiCTb» y MEDLINE) Ta cniB (Harpukiaz, «HaBUaHHS», «KpHMBa HaBUYaHHSI», «TPEHIHI»,
«MiHIMa/IbHUM JIOCBifZl», «KpuUBa [MOCBimy», «edeKTH AOCBiAy», «kBasidikarjis»). OOMexeHHS A0
[TU3aliHy JOCTiKeHHsT He TIOBUHHI 3aCTOCOBYBATHUCS, OCKIJIBKU OaraTo JOCTiKeHb € AOCTiKeHHIMHU
HH3bKOTO PiBHS [J0KA30BOCTi (TiepeBayKHO cepil BUnaKiB) [7].

4.4. )xepena indgopmarnii

Ha Biagminy Bij €Bponeiicbkoi 6a3u gaHux KiaiHiuHux Bunpobysanb (EudraCT) asis mikapchKux
3acobiB, peectp AociimkeHns MB BiacyTHiii. 3Bit, noaibHul A0 EBPOMNENCHKOro 3BiTY OO OL[iHKH
nikapcekoro 3aco0y (EPAR) BifcyTHil, a y 6inbiiocTi kpaidn €C HeMae TiepcoHaiy, ssK|i akTUBHO bepe
y4acTh y TIpoLielypax pUHKOBOro Har/siAy 3a MB. Lle cTBoproe TpyAHOIL AJ1s1 TIOLIYKY iH(opMaLiii asis
MpoBeieHHs OLjiHKKu MB.

[MpuHLMIM Ta AeTai Tpoliecy MOIIyKy iH(opMallii, Tepesik JykKepej MO)KHa TeperjsHyTH y
kepiBHUITBI EUnetHTA «IIpouiec momyky iHgopMarii st cucTeMaTHYHMX OTJISJiB Ta OL[iHKU
MeZIMUHUX TeXHOJIOTiH 1110/10 K/IiHIUHOI e()eKTUBHOCTI» Ta foBiAHUKY KokpaHa [32].

[Momyk niTepatypu, 1oB’si3aHoi 3 MB, He 1oBuHeH OyTu HaAiTO 0OMEXXyBa/lbHUM, HalpUK/Ia[
TIOIITYK 3a TOProBe/IbHUMHY Ha3BaMu MB Oyjie HeflocTaTHIM, OCKiZIbKH 3a TAKMX YMOB MOXKYTh OyTH He
BpaxOBaHi JJoC/iKeHHs 3 moAioHuMu MB. OTKe, ZOCTYIHI /1aHi 111010 TIOPiBHIOBA/JILHUX TE€XHOJIOTIH,
III0 MalOTh OZIHAKOBi OCHOBHI TEeXHiUHi XapaKTepUCTUKU Ta MOZiIOHY IMMOMyJISALIii0 Mal[ieHTiB, TTOBUHHI
OyTy BpaxoBaHi MpH Mii00Pi MOIIYKOBUX 3amuTiB [7].

4.4.1. TIlomyk y 6iomiorpagiunmx 6a3ax gaHux

PekoMeH/jartlii 100 cTparterii MOMIYKy AaHUX Ta Bigbopy iHbopMariil feTaqbHO BUK/Ia/eHi y
CT-H MO3Y 42-9.1:2023.

Crnenudiuni nuTaHHA

Crparerii NoLIyKy MOXXYTb BK/IFOYAaTU K 3arajbHi MOLIYKOBi 3anUTHU (HAINpUK/a[, 3arajbHy
Ha3By THUIly INPUCTPOIO, HANpHK/IAJ, «TpaHCKaTeTepHa IMIIIaHTallil aOpTa/JbHOrO K/jamaHa»), Tak i
KOHKDEeTHi TPHUCTPOi (3araTeHTOBaHi abo TOpProBi Mapku). Po3poOKa MOIIYKOBMX CTpaTerid Moxke
BKJ/TFOYATH Ki/JIbKa iTepaliii AJis JOCITHEeHHSI MeTH CTparTeril, sika MOeAHY€ KOMITIEKCHAN MiJXif, 3aruTH
MOXXYTb TpeJiCTaB/IATA KOHLIeTLil IpoLeAyp, MOB'A3aHUX 3 NPUCTPOEM, 1 LI/IbOBI YMOBHU. [l0faTKOBI
(GyHKI[il TPUCTPOI0 MOXKYThb OyTU BK/IIOUEHi B CTpaTerit0 MOIIyKy. BOHM MOXYTb BK/IHOUATH KOZU
MpOoAYKTIiB (MbKHapoZHa HoMeHknaTtypa MB, anrn. Global Medical Device Nomenclature), BnacHrka
ZI03BOJTy Ha MPOJaX, K/ac pyU3UKy, MeXaHi3M /ii, iHBa3WBHICTh (HaNpuK/a/l, yepe3llKipHe BBe/eHHS,
Cy[IVHHEe BBeJIeHHS, €HIOCKOIIisl), TexHiuHy ruiaTdhopMy/mAofaTkoBe 00/aZiHaHHS, 3a HeobXigHOCTI.
3arasiom, peTenbHUM Tifbip TOIIYKOBUX 3alUTIB € HaJ3BUUAaHO BaXK/IUBHUM, OCKIBKU ITyOJIiUHMIMA
nmoctyt 1o EPAR abo nogibHoi indopMatiii mrjogo MB BiacyTHiM.

[[logo cTpykTypyBaHHs cTpaTerii moimyky 3a cxemor PICO, mnomykoBi 3amuTH 100
Bi/ZIMTOBiZIHOI MOTTy/IsALlii MatOTh OYTH peTesbHO MifiopaHi. [HTepBeHilis, 1[0 BUBUA€ThCA (intervention) He
€ 000B's13K0BO ileHTHUHO0 10 MB, 0c006/IMBO y TUX BUTIa/IKaX, KOJIH Iepe10avyaeThCs eBHA Mporieiypa
3actocyBaHHs1 MB. TexHoJiorisi mopiBHSIHHS (comparator) Moyke OyTH iHIIIOO MPOLIeAYPOFO, TiKapChKUM
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3acobom abo MoCUTh YacTo (HiKTUBHUM IIPUCTPOEM abo Tmiporjeayporo. OOMeXeHHS O[O JaTH CJIif
3aCTOCOBYBATH JIMILIe B TOMY BUIIQJKY, SKILO BiZlOMO, L0 PO pe3y/bTaTu BiAMNOBIAHUX AOCIiIKeHb
MOTJIY TTOBiIOMUTH MPOTSTOM TIEBHOTO BU3HAUEHOTO0 Yacy, HanpyKJaj, skio MB abo nporieypa cramm
JIOCTYITHUMM JIWIIIe Tic/si meBHOro yacy (goBigHuK Kokpana, EUnetHTA).

[Tormyk sliTepaTypy TIOBUHEH OYTH 3aJOKYMeHTOBaHHI Yy MPO30pUii CIiocib 3 MeToro Bepudikariii
i3 3a3HaueHHsIM 0a3 JaHWX, BKIFOUEHUX Y TIOMIYK, BiZIMOBiZIHOI CTpaTerii MONIyKy, JaTH TIOMIYKY,
KiJIbKOCTI 3aruTiB Ta 3aCTOCOBaHUX 00MeskeHb/inbTpiB [7].

4.4.2. Tlomyk y peecTpax K/JIiHIYHUX BUNPOOYyBaHb

[Moiyk 3arajbHOJOCTYITHUX AOCTiI)KeHb Yy peecTpax K/IiHIYHMX BUMPOOyBaHb (HarpuK/Iaj,
http://apps.who.int/trialsearch/, Bkmtouatouu clinicaltrials.gov Ta Peectp kniHiunux BuripobyBatb €C)
JIOTIOBHIOE TOMIYK y 6a3ax JjaHuX, 100 rapaHTyBaTH, 1[0 JOC/IiKeHHs, sIKi I1je TPUBAIOTh; TIPUITUHEH|
JIOCTTiI)KeHHsI UM 3aBeplLeHi JOC/iiyKeHHsl, pe3y/IbTaTH SIKUX 1ije He oryb/ikoBaHi, Oysio 3HalifieHo, a ix
pe3y/bTaTH ifeHTUdiKoBaHO. [1s1 oTprMaHHs OibIIo] KiJIbKOCTi peecTpiB Ta AOAATKOBUX JaHUX TaKOX
MO>KHAa BUKOPHCTOBYBaTH TiyOmikaifito “OlliHka MeJWYHMX TexHojorii B Mepexi: 2016”
(https://www.ihe.ca/advanced-search/health-technology-assessment-on-the-net-2016), abo pecypc
“HTA 101” (https://wayback.archive-it.org/org-350/20240307195108/https://www.nlm.nih.gov/nichsr/
hta101/ta10109.html), abo ony6sikoBani OMT BUCHOBKW/3BiTH iHIIIMX KpaiH [7].

acepena dodamkoeoi iHpopmayii

HNopaTtkoBi fpkepena iHdopMaLlii BK/IOYatOTh JOKYMEHTH Pery/siTOpHUX OpraHiB iHIIMX KpaiH,
Heony0OJTiKOBaHi JOKYMeHTH KOMITaHii, 30KpeMa BUpPOOHUKIB MB, Ta iHImi mpkepena iHdbopMaiiii, Taki
sIK 3alUTU [0 aBTOPiB myOmiKailiti abo Te3u A0TOBizel 3 BUCTYTIB Ha KoHMepeHIisX. JloCBij KMiHIiuUHHUX
(haxiBI[iB Ta Mal[i€EHTIB TaKO>X MO>ke OYyTH LIIHHUM JpKepesioM iHdopmariil mox0 MB npu npoBezieHHi
OMT.

IHdopMariist mpo 6e3meKy Tako)K Moxke OyTH oTprMaHa 3 peecTpiB MB, 6a3 gaHuX 3BiTHOCTI Mpo
HeraTUBHI BUTaJKU (Hampukaaz, ba3a fgaHux 3BiTiB BUPOOHMKIB i KOpUCTyBauiB IIOZO [JOCBigy
BUKOPHUCTaHHA MeAuuHuX npuctpoie (MAUDE)) ta aagMiHicTpatvBHMX 6a3 gaHux. [I1s OTpUMaHHS
JleTanbHOI iHdopMmallii JoIiIbHO 03HalOMUTHCS i3 T1aBoro 2.3.5 ITociOHMKa 3 6e3mekn EUnetHTA [2]
Ta iH(hopMalli€ro Y3arajibHeHOTO [OC/TiKeHHs 1010 oTpuMaHHs iHdopmariii ayist OMT (SuRE) Ha Beb-
cTopiHLi MikHapogHoi opranisaiii 3 ouiHku MeguuHux TexHosoriii (Health Technology Assessment
International, HTAi) (https://portal.htai.org/).

4.5. IHCTpyMeHTH 1)1 KPUTHUYHOI OL[iHKH

KoHKpeTHi iHCTpyMeHTH OL[iHKM BHYTPiLlIHbOI BasliZIHOCTi /JIs1 TIEPBUHHUX AOCJiKeHb abo
cucteMatiuHux orasAaiB MB BigcyTHi. Te caMe CTOCyeTbCsi peKOMeHZALlili 1100 3BiTyBaHHSI Ta
JMUCTIB  OLIHKM /11 JOC/i/P)KeHHS 3aCTOCOBHOCTI BHCHOBKIB TEepPBUHHUX [JOCJiKeHb abo
CHCTeMaTUYHUX OrJIsiiiB. MO)KHa BUKOPUCTATH HasiBHI iHCTPYMEHTH, TakKi siK:

anss PKI: KokpaHiBCbKWM IHCTPDYMEHT OLIHKM PpH3UKY CHCTEMAaTUUHOI TIOMW/IKK [JIs
paH0Mi30BaHUX JOCTipKeHb, KepiBHULITBO EUnetHTA o0 BHyTpiliHbO1 BasigHocTi PK/I;

I HepaHJOMi30BaHUX  JOCHifkeHb: KOKpaHiBCbKMM  iHCTPYMEHT OL[iHKM DPU3HUKY
CHCTeMaTUYHOI TOMW/IKU [J/s1 HepaHAOoMi3oBaHUX JAociigKeHb iHTepBeHLii ACROBAT-NRSI,
kepiBHUITBO EUnetHTA 111010 BHYTpIllIHBOI BaiZHOCTI HepaHAOMi30BaHUX JOCTi[KeHb [33], uek-
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JIUCT OIIHKW SIKOCTi it cepii BUITA/KiB, OMyO/iKOBaHWM aBTOpaMH 3 IHCTUTYTY eKOHOMIKU 3/[0pOB’sl
Kanagu [34];

Jst cuctreMatiuHux ornsaiB: AMSTAR [36], inmekc OkcmaHa Ta MaiiaTa [36];

JJI1 OCTIiIKeHb, 3aCHOBAaHUX Ha MoOZetoBaHHi: onuTyBaJbHUK ISPOR a1 mocnipkeHs, 110
0a3yroThCcs Ha MogietoBaHHi [37];

[IJI1 JOCIIi/IKeHb, 3aCHOBAaHMX Ha MepekeBOMy MetaaHasisi: yek-nuct ISPOR g Takux
nocnimkenb [38], migxig Cuctemu rpazaiiii pekomeHpallii, eKCrepTH3, PO3BUTKY Ta OL[iHFOBAHHS
(GRADE) pans ouinku skocTi gociimkeHb [39;40], ocHOBaHMX Ha MepeXeBOMY MeTaaHarlisi,
PO3ILIMPEHUN MiAXiJ /151 3BITHOCTI TTPO CUCTEMaTUYHI OTJISIAH, 1110 BK/IKOUYAlOTh MEPEKeBi MeTaaHasi3u
PRISMA [41];

KepiBni npunuynu EUnetHTA 1110710 3aCTOCOBHOCTI JIMCTIB OLiHKHU [7;34;42].

4.6. A"aji3 Ta CMHTe3 i0Ka3iB

BusayueHHs 0aHux

[ITo6 mMaTH MOK/IMBICTH Kpallle BpaxOBYyBaTH IIOETANHy po3pobKy, ckmagHicth MB Ta ix
3a/Ie)KHICTh BiJi KOPUCTYBauiB Ta KOHKpETHOI cHTyallil, Ha AofaTok [0 iHdopmallii, Ky 3a3BUuaii
OTPUMYIOTb i3 BKIFOUEHUX J0C/Ii/[KeHb (HarpyK/Ia/[l, IM3aiiH JOC/TiI)KeHHs, XapaKTepHUCTHUKHU Talli€HTiB,
pe3y/bTaTH JOC/iPKeHHs), CJ1iJj peTelbHO AOCTiIUTA XapaKTePUCTHUKU iHTepBeHLIil, KOpUCTYBauiB Ta
3aK/laji OXOPOHM 3[]0POB'S, 10 HAJAlOTh MeAUUYHYy Aoromory. Bapro Buginutu Bci dakropu, 1[0
MOTeHLIHO BIJIMBAalOTh Ha e(eKT, BUsB/IEHUN Tif, yac (opMyBaHHSI MUTaHHS AOCTiIKeHHSs, Taki K
crinbHa Tepamisi (aHri. co-therapy) Ta mNpuxuabHicTh A0 JikyBaHHs (aHri. adherence). Crin
BpaxoOBYyBaTH, 1[0 piBeHb KBasi(ikallii KOpUCTyBauiB, 3aK/a/i 0XOPOHU 37I0POB's, I]0 HAaJjA€ MeJUUHY
JIOTIOMOT'Y, Ta TI0eTarHa po3pobka MOXKYThb BIVIUBATH SIK Ha iHTepPBEHIIit0, TaK i Ha KOMITapaTop.

CuHme3 doka3ie

InTepBeHLii i3 3anyueHHsM MB, MocTynoBuii pO3BUTOK, e(peKTH HaBUaHHS Ta CHUTYaTHBHI
(hakTOpU BIJIMBAIOTh HAa HEOAHOPiAHICTE edeKTiB JiKyBaHHS. Bci 3MiHHI, BU3HaueHi B JioTiuHilt Mojeni
— PICO Ta moaudikyroui ¢akTopy — MOXYTh BIUIMBAaTH Ha HEOAHOPiAHiCTh. [lesiki ¢akTopH, III0
3MIiHIOIOTBCSI 3 YaCOM, MOXKYTb OyTH TakKMMH, IO iX HEMOXK/IMBO iZleHTH(]iKyBaTh OKpPeMoO, TaKi SK
He3HauHa BapiabesibHicTE MB, 1110 10B'sI3aHa 3 TIOCTYMIOBUM PO3BUTKOM, 3MiHa Y CITi/IbHiM Tepartii Ta
(akTopH, IO 3ane)kaTb BiJj XapaKTepUCTHK 3aK/aZly OXODOHM 3/I0pOB'sl. Y TakOMy BWMajKy piK
JocmipkeHHsT abo myOstikallii Mo)Ke C/IyryBaTH BTODMHHMM TIOKa3HUKOM. Y BHUIIQ[IKaxX 3aCTOCYBaHHS
XipypriuHux mporie/yp, pi3Hi Mepiofiy CriocTepe’keHHsT MOXKYThb 1ije Oi/bIlie CIIpUSITH HeOJHOPiJHOCTI
pe3y/bTaTiB, OCKIbKY 3aralbHUM e(eKT MOXKe CK/IaJaTHUCS 3 KOPOTKOCTPOKOBMX PHU3UKIB BUIL[OTO
piBHS, ajie KpalluX JJOBTOCTPOKOBHUX pe3y/bTaTiB Mic/s omnepailii, HeoOXifAHOI AJis 36epe>KeHHsT KUTTS.
3arajioM He iCHye€ aHi KiJIbKICHUX, aHi OMMCOBUX KOHKPDETHHUX METOJIB CHMHTe3y [OKa3iB oo MB.
OpHak, 1110 CTOCY€EThCSI MeTa-aHa/liTUUHUX MiAXOAiB, KOMIiJIsLiss MeTofiB Petticrew et al., 2013 [43]
[ CUCTeMaTUUHUX OIVISI/IiB KOMIUVIEKCHUX iHTepBeHLil, ajanToBaHux rnpoektomM MedtecHTA [44],
MO’KHA 3aCTOCOBYBAaTH [I/Isl [JOCJIi/DKeHHs TIATPYIl iHTepBeHIlii/KommapaTopa abo 3MiHHMX, II[0
(yHKIIiOHa/i3yIOTh 3a/Ie)KHICTb KOPHUCTYBaudiB (HarpuK/iaj, KpuTepii NPUMHATHOCTI HajaBayiB
MeIMYHOI /IOTIOMOTH Ta 3aK/aZliB OXOPOHM 3[I0pOB'S, IO HAJAlOTh MeJWYHYy [OTOoMOry, o0csr
3abe3reueHHs] iHTEPBEHLIISIMM B 3aK/IaZli OXOPOHHM 3/I0POB's, 1[0 Ha/la€ MeJUUHY OTIOMOTY ), CUTYaTHUBHi
(akTopy (HaripuK/Iaj, piBeHb Ha/laHHS MeJUYHOI [O0MOMOTH) Ta TWUTAHHS AW3aliHy [JOC/TiKeHHs
(HanpuKkaz, “3ac/iryieHHss” Y4YaCHUKIB JOC//PKeHHs, TUM [JOC/Ii[P)KeHHs, MPOoLeAypy AOC/ipKeHHS,
BU3HAUeHHS pe3y/bTaTiB), 0 CTOCYHOTbCA MB. M0oXXyTh 3aCTOCOBYBAaTUCS aHasli3 MirpyI Ta MeTa-
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perpecisi, a TaK0O>K Oi/IbIIT CK/Ta/[Hi CTATUCTHUYHI ITi[XO/M 10 aHa/i3y KiJIbKOX KOBapiaTiB. AJle 1ii MeToau
oOMexeHi HeIOCTaTHBOIO KilBbKICTIO [JOC/Ii/PKeHb (eMITipuuHe TIPaBWIO — JeCAThb [OC/Ii/PKeHb Ha
aHasli30BaHy 3MiHHY).

4.7. 3BiTyBaHHA Ta iHTepnpeTanis

I71s1 3BiTYBaHHS pe3y/bTaTiB HEOOXiIHO 3aCTOCOBYBATH 3BUUAKHI METO/H, OTTMCaHI B IOBiIHUKY
Kokpana, kepiBHunrBi CRD om0 mpoBeseHHs OryisifiB y cdepi OXOpoHH 370poB'sS abo iHIIMX
MiApyYHUKaX I0A0 CUCTEeMaTUYHUX OIVIA/iB K/IiHIYHOI eeKTUBHOCTI B cdepi OXOPOHU 3/I0pPOB'S.
Takox  pekoMeH[o0BaHO gorpumyBaTucsa rpaBuil  PRISMA. InTepriperaniis  pe3yJ/ibTarTiB
CUCTEMaTUYHOIO OIJIIly MOKe BK/TFOUaTH 3Ba)KyBaHHSI CyKYTHOCTI [J0Ka3iB, HAlpUK/az, 3a JOIOMOI Ok
GRADE, 3 ypaxyBaHHsIM 00MesKeHb BK/TFOUeHUX TyOsTiKalliid Ta MoB's3aHUX CUCTeMaTUUHUX MMOXUOOK,
CWJIY [JOKa3iB, 3aCTOCOBHOCTI pe3y/bTaTiB Ta HAC/IiJKiB MOJAAbIIMX AOC/IiIKeHb. OHe MUTaHHS, SKe €
6isbi BUMOTIMBUM 10 MB mopiBHSHO 3 jiKapcbKUMH 3acobamu, — Lie Cy/pKeHHs TIpO TIPUJATHICTh
pe3yJbTaTiB OIJIIAY A/ LiJIbOBUX rpyn HaceneHHs Ta yMOB. KepiBHuLTBO EUnetHTA «3acTOCOBHICTh
JTIOKa3iB y KOHTEKCTi Bi[HOCHOI OLiHKH e()eKTMBHOCTi» MOXKe OyTH BUKOPHCTAHO [/Isi CUCTeMaTHUUHOI
OLIiHKH. [HIIINI YeK-/IMCT KpUTEPiiB 3aCTOCOBHOCTI po3pobseHo Burford et al., 2013 [45]. Bignosianumu
TUTaHHSAMMU € 3aCTOCOBHICTh:

KpUTepiiB MPUNUHATHOCTI JiJ1s MAalli€HTIB,;

Moudikarii gocmimpkyBaHoi iHTepBeHLii (MB Ta xipypriuHa npoieaypa Ta/abo KomrapaTop 3
MOMEHTY MPOBeJIeHHs JOC/iI>)KeHHS1);

KpUTepiiB NPUMHATHOCTI Ha/laBayiB MeUUHUX ITOC/IYT.

[TpumiTHoO, 110 AocaigKeHHs MB M0OXXyTb BK/IHOUaTH MiATrOTOBUI MepioAu (aHr/I. run-in period),
AKI MOXYTb BIUVIMHYTU Ha IpaBO Ha y4yaCTb Ta BK/IFOUEHHS IAL[i€HTIB y AOCII[)KeHHS i, OTXKe, Ha
3aCTOCOBHICTb pe3y/bTaTiB JOC/iKeHHs [7].

4.8. OcodmBocTi onjinku MB, 1110 3aCTOCOBYHOTHCS A/IAA JiarHOCTHYHUX LijTei

[iarHOCTHKa BKJTFOUA€E Pi3HOMaHITHI TeCTH Ta BUMipPIOBaHHSI, SIKi MOXKYTb OyTH BUKOPUCTaHI Jjist
BH3HAUeHHs CTaHiB, 3aXBOPIOBaHb UM CUH/IPOMIB, 11]0 MOXKYTb PO3BUHYTHCS ab0 B)Ke OyTH HasiBHUMH Y
moauHU. TecT MO)KHa BUKODMCTOBYBaTH 3 Pi3HOIO METOIO, BK/IHOUYAKOUM IIPOBEJEHHSI CKPHHIHTY,
BCTAHOBJ/IEHHsI [[iarHO3iB, BUK/IIOUeHHS ab0 TMiATBeppKeHHsI [iarHo3iB, MOHITODUHI XPOHIUHUX
3aXBOPIOBaHb, MOHITOPUHT CTaHYy Tal[i€HTa MiC/Is JiKyBaHHS Ta TIPOrHO3yBaHHs MO/ M.

OcHoBHOMO (QyHKIjier0 MB, 1110 3aCTOCOBYHOTBLCS /IJIs 1iarHOCTUKH, € MTOCTAaHOBKA TTPaBUILHOTO
niarHo3y. Pe3ysbTaTul [IilarTHOCTUYHUX TeCTiB (BK/IHOUarouu iHdopmallito aHaMHe3y Ta (i3vKaabHOTO
o0OcTeXXeHHsT) MalOTh Pi3HUI CTYIIiHB 3/[aTHOCTI 3MiHIOBATH aripiopHYy (IPeTecToBy) WMOBipHICTL Ha
arocTepiopHy (MMOCTTeCTOBY) WMOBipHICTb HasiBHOCTI abo BificyTHOCTI XBOpOOU.

Jeski [iarHOCTUYHI TeXHOJ/IOril BUKOPUCTOBYIOTHCA 13 CYIYTHIM JiKyBaHHAM. Hanpukiapg,
eH/I0CKOITisl MO>Ke BUKOPHCTOBYBATHCh He TiJIbKY [i/isl BUSIBJIEHHSI MeTacTasiB, ane 1 JJis iX BU/jareHHs
3 MeTOI0 TO/Ia/IbIIOr0 aHaji3y abo ToMy, IO BH/AJIeHHSI € YUaCTUHOO JIIKYBaHHS. 3a TaKuX 00CTaBUH
JIarHOCTUYHI BTPyYaHHS MOXYThb CIIPUSITA BU/IIKOBYBAHHIO Ta MOXXYTb IIPU3BECTU [0 YHUKHEHHS
pe3yJIbTartiB, sKi 6 MOT/IM BUHUKHYTH Ti3Hille.

[JiarHocTUKa iHOZI € HEeBiJ'éMHOK YaCTUHOK JIiKyBaHHA. Hampukiaz, Bisyasizaljis Moxe
BHMKOPHCTOBYBATHCS TIiJ] 4ac TIpoMeHeBoi abo XipypriuHoi Tepariii ZesKUX 3aXBOPIOBaHb. JliarHOCTHKA
MO)Ke OyTH CIielia/TbHUM [JOTIOBHEHHSIM /10 TIeBHOTO JIiKYBaHHS.
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HeszanexxHo Big TecTiB abo crmoco0y iX BUKODHCTaHHS, OL[iHKAa MeJUYHUX BHUPOOIB Aisi
[IiarHOCTUKY € BOJHOYAC SIK MOAiIOHO0 0 OIiHKM JIiKyBaHHS, Tak i Bifpi3HsieTbcs Bif Hei. CriibHOO
XapaKTePUCTHKOIO € Te, [0 OOW/Bi iHTepBeHIlii CTIpsMOBaHi Ha TOKpAILeHHSI TPHUBAJOCTi Ta SKOCTi
JKUTTS TaLlieHTa. SK i y BUMazKy 3 JIiKyBaHHSIM, UacTO iCHYIOTb ajbTepPHATHBHI iHTepBeHLii abo cepil
iHTepBeHIIi} /151 TOPiBHSAHHS 3 AOC/TiPKYBAaHOIO iHTePBEHLIi€l0 [/ AiarHOCTUKY. B 000X BUMagKax mpu
OLIiHL|i BPaXOBYIOTbCA 3arajibHi BUTPATH.

OuwjiHKa [iarHOCTUKHU BiIPi3HSAETHCS BiJl OL[iHKM JIIKyBaHHS B KiJIbKOX acrniekTax. HalBaxinBima
BiZIMiHHICTb TOJISITa€ B TOMY, IO [iarHOCTUYHI TeCTU MarOTh Hebarato MpsiMUX pe3y/bTaTiB, TOOTO
pe3y/bTarTiB, sIKi BIUIMBAIOTh Ha MAlfi€eHTa i SKi € Hac/mifKkaMu 6e3rocepeIHLO CaMoro TecTy. bisbImicTh
B)X/IMBUX pe3y/bTaTiB BUIUIMBAE 3 JIIKyBaHHS, siKe Oysi0o po3royato abo He po3MoYaTo Ha OCHOBI
pe3ysbTatiB TecTiB. TecTyBaHHS CJTifi IPOBOJUTH JIMIIIE TOZi, KOJIU Pe3y/IbTaT TeCTy (TIO3UTUBHUM abo
HeraTWBHUW) NpU3BeZie [0 TOrO, L0 MWMOBIPHICTh 3aXBOPIHOBaHHS MiC/ TeCTYBaHHS IepeTHe OJMH i3
TOPOTiB — TOpIir BUK/IrOueHHs (aHrJ1. test threshold) abo mopir nikyBanHst (aHrs1. treatment threshold)
(puc. 3). Iloso)keHHSI KOKHOTO TIOPOTY 3a/eXXUTh BiJ, TakuxX (DaKTOpiB, $K XapaKTePUCTUKU
3aXBOPIOBaHHS Ta BapTiCTh/eeKTUBHICTh/TOKCUYHICTh/AOCTYIHICTD /iKyBaHHs. OTXKe, TeCcT HeobxiHO
MPOBO/JIUTH JIUIIE TOJi, KOJIU MOTr0 pe3y/bTaT 3MiHIOE TAaKTHKY JIiIKyBaHHS MallieHTa [46].

Mopir BUKNOYEHHS

Mopir nikysaHHA

He nikyBatn

l

He TecTyBatn

TNikyBatn?

l

TecTtyBatn

TNikyBatn

l

He TecTyBatn

0%

50%

100%

MpetecToBa MMOBIPHICTL 3aXBOPIHOBaHHSA

Pucynoxk 3. [Topir BUK/IFOUeHHS 1 NOPIr JTiKyBaHHS

Jpyra BakjMBa BiJMiHHICTb IO/ISITA€ B TOMY, L0 Te€CTHU YacTO NPOBOJATHCS B IO€JHAHHI 3
iHmMMK TecTamMu abo BUMIpIOBAaHHSIMH, i, SIKI[O Ile TakK, Ileé CYKYITHICTh cepili TecTiB, sKi
BUKOPUCTOBYIOTBCS [IJIs1 YXBa/IeHHs KJ/IIHIYHUX pillleHb.

i aBi BayK/MMBI BiIMiHHOCTi CTBOPIOIOTH TE€BHI BUK/IMKH B OL[iHIIi AiarHOCTUYHUX iHTepBeHLIil.
JIuiie B piIKiCHMX BUTIAZKaX JOC/i/PKeHHs, 00'€KTOM SIKHX € /IiarHOCTUYHI TeCTH, TPUBAIOTh ITPOTSATOM
yCbOrO KypCy JIIKYBaHHS MAalli€HTIB [0 OTPUMAaHHA KiHLeBUX pe3ysbTariB. KpiM TOro, s OLIHKU
[IiarHOCTHKY 3a3BUYail HeOOXiJHMM € OTTHC TPOLeCy K/TiHiYHOTO JIIKyBaHHS Ta Te, 1[00 HaC/IiIKK [[bOT0
niporiecy Oy Biomumu abo Oysu 3po6sieHi IpUITyIIeHHS 11[0/[0 MOXX/TUBUX HACTiIKiB. SIKIII0 HaC/TiKK
MKyBaHHSI HEBiZlOMi, MO)KHa TIPOBECTH aHasIi3, ajie [JOCTOBIPHICTh pe3y/bTaTiB Oy/ie MEHI MeBHO,
OCKiJIbKM TIOBHICTIO BU3HAUUTU iX HEMOXIMBO. BifnoBigHo, 1je 36i/blye piBeHb HEBU3HAUEHOCTI, 3
SIKOF0 MO>XKYTb TIPUMMAaTHCS PillleHHs 11100 BAKOPUCTAHHS 1iarHOCTUYHUX TeXHOJIOTiN.
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Ba3zoBa mogens 3 OMT pns miarHocTruHux TexHosorii (HTA Core Model for diagnostic
technologies), po3po6sieHa EUnetHTA, mMicTuTh Takox oguH iHpopMaLiiiauii 610K, KU BiJCyTHIN y
ba3zogiit Mozeni OMT — TouHicTb (aHTJ/1. accuracy).

TouHiCTh — 1je 3[aTHICTb /AlarHOCTUYHOI TeXHOJIOTil IpaBW/IbHO BU3HAUaTU TUX, XTO Mae
XBOpOOy, Ta THX, XTO ii He Ma€ (37aTHICTb BU3HAuUaTH OCi0, SIKi 3aXBOpiM Ta 3[0POBUX 0Cib), abo
3MeHIITyBaTh HeBM3HAUEHICTh II10/I0 HAsIBHOCTI UM BifICyTHOCTI XBOpPOOM B [JOCTi/PKyBaHUX Cy0’€KTIB.
HocTtaTHil piBeHb TOUHOCTI € OCHOBHOIO BUMOTIORO 10 [JiarHOCTUUHOI TEXHOJIOTI1, IKa MOXKe MOKpaluTH
ripotiec abo pe3y/IbTaTH TiKyBaHHS MAL{i€HTIB.

Binpmicte mocsifyKeHb 4iarHOCTUUHKUX BTPY4YaHb MPOBOAUTHCS 3 METOK BU3HAUeHHSI TOUHOCTI
JIlarHOCTUYHUX TecCTiB. [loKas3yu 11040 TOUHOCTI He € aBTOMAaTU4HO J[0Ka3aMU L1040 IPaKTUYHOL
edektuBHOCTI (aHr. effectiveness) uu edektrBHOCTI (aHrs. efficiency). Ilpote 3a meBHMX 0OCTaBUH
JUIsT BU3HAUeHHsI TTOPiBHSAIBHOI K/iHiuHOI edekTuBHOCTI (aHri. effectiveness) Moxxe OyTH ZOCTaTHBO
nvie iHdopMarlii Tpo TOYHICTb, HATIPUK/IA |, KOJIM HOBUH TECT JlelIeBLINH i/abo Oe3neuHimmii 3a TOH,
1110 BUKOPHCTOBYETBCS Y TOTOYHIM K/IIHIYHIN NpaKTULli. BapTicTh BCTaHOBIEHHS NPaBUIbHOTO JiarHO3y
MOo)Ke OyTH BUKOPHCTaHa, SKIIO /IS BiZILIKOAYBaHHSI BUTPAT i TPUNHSTTS PillleHb 10710 [{iHOY TBOPEeHHST
JIOCTaTHBO Ay’Ke€ KOPOTKOI'0 YaCOBOTO TOPU30HTY. SIKIII0 HeOOXiJHO OLIIHUTH HAC/IZKK 3aCTOCyBaHHS
JIaTHOCTUYHUX  TeXHOJIOTiM  TpoTsAroM  Oifbll  TpWBa/Oro 4acy, BK/IIOUAlOUM  HaCIiJKU
XUOHOTO3UTUBHUX |1 XWOHOHEraTWBHHX pe3y/bTaTiB, PEKOMEHAYETbCS BHUKOPHUCTOBYBaTU MOjieNb
MapkoBa. [l KOMITJIEKCHOI OL[iHKHM [[iaTHOCTUYHUX TEeCTiB MOXKYTb 3HaZIOOMTHCS U iHILI acreKTy,
TOB's13aHi 3 BUKOPHUCTAaHHIM KOHKPeTHHX [iarHOCTUUHHX TexHoJioriH (Tabm. 1) [47].

Tabmuna 1. ACeKTH KOMILUIEKCHOI OI[iHKH {iarHOCTHUHHX TeCTiB

TexniuHa e¢eKTUBHICTh TexHiuHi mapameTpu SkicHi mocnimKeHHsS

EdexTuBHicTh fiarHocruuHoi | [TapameTpu Tecty KniHiyHi BUMPoOyBaHHS J1sT

TOUYHOCTI TeCTiB BIIMOBiJHO 110
T10JIO’KEeHb JJ0Ka30BOi
MeIULUHU

EdexTuBHIiCTH JiarHOCTUYHA KOPUCTb [TopiBHAHHSA 3 TeCcTamy, L1{0

AlarHOCTUYHOr0 MHUC/IeHHSA MIPOBOAATHLCS 3a OaXKaHHIM

TepaneBTuuHa edekTUBHICTH | [ToKpalljeHHSI KOPEKTHOCTI PK[

JIIKYyBaHHS

EdekTUBHICTH pe3y/bTaTiB [MokpaiieHi pe3yabTaTu PKI

JJISl MaIli€HTIB

CorjiaibHa eeKTUBHICTH EdekTuBHiCTb BUTpaT ExoHoMiuHMI aHasi3

OCHOBHUM MNUWTaHHSIM [iaTHOCTUYHOI TOYHOCTI €: HACKUIBKM TIPaBU/IBHO [iarHOCTUYHA
TeXHO/Oorisi (TecT) BM3HAua€, UM MAal[iEHT Ma€ TeBHe 3aXBOPIOBAHHS, UM HE Ma€ MOro y Ppi3HUX
TOMY/IALiSIX MALli€HTIB i MPYU Pi3HUX NOPOrOBUX 3HAUEHHSX (FPaHMYHUX 3HAUeHHSX)? Y BUMaKax, KOJIU
icHye BiAmoBigHMY eTanmoHAMN TecT (pedepeHTHUM CTaHAAPT ab0 30/I0THI CTaHAAPT), TOUHICTh HOBOTO
TeCTy MO’KHa OMKCATHU 3 BUKOPUCTaHHAM TepMiHIB “UyT/MBicTh” (aHII. sensitivity) Ta “cnenygiuHicTs”
(aurn. specificity) Tecty abo 3 BHKOpHUCTaHHSM KIiHIYHO Oinbin iHPOPMATWBHUX TMOKA3HUKIB —
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criiBBigHOIIeHHsT TipaBaonofioHocTi (anrm. likelihood ratio) Ta mporHocTtWuHa IiHHICTE (QHTIL.
predictive value). fKio NpuMHATHUN 30/10TWM CTaHAApT [JJis AiaTHOCTUKHW BifCYyTHil, mapagudrma
TOUHOCTi JilarHOCTUYHOTO TEeCTy He pO3I/SIa€ThCsl, a pe3ynbTaTd TeCcTy [OB’SI3yHOTh 3 iHIIMMU
K/IIHIYHUMU XapaKTepUCTUKaMHU.

OTKe, BapTO PO3IJISHYTH BU3HAaUeHHSI TaKUX TOHSTH:

TOYHICTB (QHIJI. accuracy) — 4acTka Cy0’€KTiB, y IKUX Pe3y/bTaT TeCTY € NPaBUIbLHUM;

YyT/IUBICTh (QHIJI. Sensitivity) — WMOBIpDHICTh MO3UTHMBHOTO pe3y/bTaTy TecTy y ocib, ski
XBOPIiIOTB;

cnetudivHicTh (aHru. specificity) — IMOBipHICTb HeraTUBHOIO pe3y/bTaTy TeCTy Yy 3/0pPOBUX
0cib;

XUOHOMO3UTUBHUM pe3ynbTart (aHrJ1. false positive, FP) — Tun HempaBuibHOT Kiiacudikariii, mpu
SIKOMY XBOpO0a BifICyTHsI, ajie pe3y/IbTaT TeCTy MO3UTUBHU;

x1OHOHeraTuBHUM pe3ysbTaT (aHry1. false negative, FN) — Tumn HempaBW/IbHOT K/1acudikariii, mpu
SIKOMY 3aXBOPIOBaHHS HasiBHe, ajie pe3y/bTaT TeCTy € HeraTUBHUM,;

criBBigHOLIIeHHST paBAoroAibHocTi (aHrn. likelihood ratio, LR) — BigHoIIeHHs fiMoBipHOCTI
JIJaHOTO pe3y/bTaTy TeCTy y 0Cib i3 3aXBOpIOBaHHSM /10 IMOBIPHOCTi TOr0 CaMOro pe3y/bTaTy TecTy y
oci6 6e3 3axBoproBaHHs. LR [ MeBHOTO pe3y/abTaTy TeCTy BKa3ye, HACKUIBKU L€l pe3ysbTar
MiZBULUTL ab0 3HU3UTb WMOBIpHICTH 3axBoOpioBaHHsA. LR BUMIpIHOETBCS SIK [J/IS1 TIO3UTHBHOTO
pe3ynbTaTy (LR+), Tak i HeratuBHOrO pe3ynbtaTy (LR-) [48];

MPOTHOCTMYHA LiHHICTh TO3WTHMBHOIO pe3y/bTaTy (aHr/. positive predictive value (PPV)) —
Bi/ICOTOK 0Ci0, sKi [lilicCHO XBOpitOTb Cepe/l TUX, XTO MA€ MO3UTUBHI pe3yIbTaTU TECTY;

MPOTHOCTUYHA L[iHHICTh HeraTMBHOTO pe3ysbTary (aHr/a. negative predictive value (NPV)) —
Bi/ICOTOK [iliCHO 3/I0pPOBHX OCi0 cepe/l THX, XTO Ma€ HeTaTUBHI pe3y/IbTaTy TeCTy;

CMiBBiZIHOIIIEHHS IIaHCIB /1S iarHOCTUYHUX TecTiB (aHr/. diagnostic odds ratio) — maHcu Ha
TO3WUTUBHUI pe3y/lbTaT TeCTy B THUX, XTO Ma€ 3aXBOPIOBAHHS, MOPIiBHSHO 3 TUMM, XTO HE Mae
3aXBOPIOBAHHS;

KpuBa poboumx xapakrepuctuk mpuiimMaua (ROC) (aHri. receiver operating characteristics
curve) — rpadik MNapHUX OL[iHOK YaCTOTU iCTUHHO TIO3UTUBHUX pe3yJbTaTiB (UyT/JUBICTh) Ha
BEePTUKAJBHIM OCi TPOTH 4YacToTH XHWOHOMO3UTMBHUX pe3ynbraTiB (1 - crernudiuHicTh) Ha
TOPU30HTAJIbHIN OCi OIHOTO TECTY B KOXKHIM MOXIMBiM FPAHUYHIN TOULi (IOPOrOBOMY 3HAUeHHI) [Jist
MO3UTUBHOTO pe3yJ/bTaTy TeCTy;

iHfgekcHuM TecT (aHr/1. index test) — TeCT, 110 AOCTiIKY€ETbCS;

eTasloHHUH cTaHapT (aHrI. reference standard) — Kparuii OCTyHIE KOMITapaTop abo 30/10TH
CTaHJApPT i AiarHOCTWKH. Ile abo oauH Tect, abo rpyma TecTiB, abo KoMOiHallis KIiHiUHKX
pe3y/ibTaTiB i mojanbliioi iHpopmatiii;

1[iTbOBUM cTaH (aHr/I. target condition) — xBopoba Ta cyporaTHi Mapkepu XBOpoOH, sIKi Mae
BUSIBUTH TeCT.

BuwmiproeaHHs pe3yibmamie

Pe3ynbTaTy 1iarHOCTUYHKX TECTIB YaCTO pParopTyOThCS SK YMC/I0BA BeJIMUMHA HAa HECKIHUEeHHIN
LKA/, IKka MiCTUTh TTIOPOTOBe 3HaUEeHHS], BUILIE IKOT'O TeCT € [I03UTUBHUM, a HU)KUe SKOr0 — HeraTUBHUM.
[Totim pe3ynbTaT MOXKHA TTiICYMYyBaTH B Tab/IULi 2X2, 11100 BiZl0Opa3UTH Y3ro/»KeHiCTh MiXK HasiBHICTIO
3aXBOPIOBAHHS Ta Pe3yJIbTaTOM TeCTY (PUCYHOK 4).
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ITo3uTnBHMY pe3y/IbTaT TeCTy

HeraruBHu# pe3yjbTar Tecty  XUOHOHeraTUBHUM pe3y/bTaT

HasiBHicTb XBOpOOU

[CTUHHO MO3UTHUBHUI

pe3ynbTaT (TP)

PucyHok 4. Tabmurs 2x2

(FN)
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BigcyTHicTh XBOpOOH

(FP)

(TN)

XuOHOMIO3WTUBHIUI pe3y/bTaT

IcTUHHO HeraTUBHUM pe3y/bTaT

YucsioBi fani B Tab/HMIli BKa3yOTh Ha Ki/IbKICTh iCTUHHO 1O3UTUBHUX (TP), XrOHOMO3UTHBHUX

(FP), icrunno HeratuBHUX (TN) i xubHOHeratuBHUX pe3ysbTaTiB (FIN). 3MiHa mopory 3miHIOE 1ii AaHi,
a OTXKe, UyT/IUBICTh i crieliudiyHicTh Ta iHIII 3Be/leHi MOKa3HUKMU, PO3paxOBaHi Ha OCHOBI JjaHUX Yy

Tabmi  2x2. Y Tabnuii 2 HaBeleHO — TIOKA3HWKW — BUMIDIOBAHHS  TIPAKTUYHHUX
BJIaCTUBOCTe/XapakTepUCTHK (aHr/1. performance) Tecty.
Taﬁf[l/luﬂ 2. [Toka3zHuKH BI/IMipIOBaHHH XadPaKTEePUCTHUK TeCTy
ITokasHuk dopmyJia IlepeBaru Heponiku
TounicTb (TP+TN)/N IHTYiTUBHO 3p0O3yMinuii 3asneXuTh BiJ] MOMIKMPEHOCTI
(aHr. accuracy)
YyTiuBicTb TP/(TP+FN) He 3anexurs Bif
(aHr. sensitivity) MOLIMPEHOCTI
CrietiunicTb TN/(TN+FP) He 3anexurs Bif
(anrm. specificity) TIOLITUPEHOCTI
ITo3sutrBHA TP/(TP+FP) KiinivHa 3HauyLicTh 3a/eXuThb BiJj MOIIMPEHOCTI
TIPOTHOCTHYHA
LIIHHICTh
(aHrs1. positive
predictive value)
HeraTtuBHa TN/(TN+FN) KiiHiyHa 3HauyLIiCTh 3asieXXUThb Bif MOLIMPEHOCTI
TIPOTHOCTHYHA
LiHHICTh
(aHrn.  negative

predictive value)

Ilo3uTtuBHE
CITiBBiJHOIIIEHHS
MpaB/ooAiOHOCTI
(aHrm. positive
likelihood ratio)

(TP/TP+FN)/(FP/TN+FP) =
yyTiuBicTe/(1- crierudivyHicTh)

He 3anexxuts Bif,
TTOIIMPEHOCTI

3aCTOCOBHMH TifTbKH JI0
TIO3UTUBHOTO Pe3y/bTaTy
TeCcTy

HeratuBHe (FN/TP+FN)/(TN/TN+FP) = He 3anexxutsb Bif, 3aCTOCOBHUM TiNbKU 0
CIIiBBi/IHOILIEHHS (1 - yyTnuBicTh)/crielupiuHicTy | MOLIMPEHOCTI HeraTUBHOI'O pe3yJIbTaTy
MpaBAOoNoAiOHOCTI TEeCTy

(anrm.  negative

likelihood ratio)

CnissigHotienHss | TP*TN/FNxFP = Lr+/Lr- He 3anexxuts Bif, O/HOKOBO OLIiHIO€ TIOMUIKH
LIaHCIB [ MOLIMPEHOCTI; MOESHYE B FP i FN; He € iHTyITUBHO
J1arHOCTUYHUX cobi uyTaMBICTH i 3PO3yMUIAM
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TeCTiB (anrm. creriuHiCTB.
diagnostic ~ odds IHBapianTHUI [0 TIOpOrY
ratio) TO3UTHUBHOCTI TECTy
TInoma mif | ITnoma mig xpusoro ROC He 3anexurts Bif, HepocraTHiCTh K/TiHIYHOL
KPUBOIO MIOLLKMPEHOCTI; IIOEAHYE B iHTeprperaril
co0i uyT/MBiCTS i
crieludivyHiCTb

TP — icTUHHO-TIO3UTUBHUI pe3ysbrat, TN — iCTHHHO-HeraTMBHUU pe3ynbrar, FP — XuOHOMO3UTHMBHUE pe3ynbTaT, FN —
X1OHOHeraTUBHUE pe3ysbTat, N — po3Mip BUOipkH, Lr+ — MO3UTHBHE CITiBBiZHOIIIEHHS MPaBAONoAiOHOCTI, Lr- — HeraTuBHe
criBBifHOIEHHs nipaBgonogibHocTi, ROC — KpyBa poO0UMX XapaKTepUCTHK MpHiiMaua.

OCHOBHMMM NOKa3HMKAMU 1iarHOCTUYHOI TOUHOCTI € Yy T/IMBICTb i cieriudiuHicTh. [TommpeHicTs
3aXBOPIOBaHHsI He Ma€ Oe3rocepefHbOTO BIUIMBY Ha UYT/JMBICTDb i crieliu¢iyHiCTb, TOMY pe3y/bTaTu
O/THOT'O IOC/Ti/PKeHHST MOXKYTh OYTH 3aCTOCOBaHi /10 pi3HUX TPyl HaCeIeHHsI.

UyTnuBicTb i cnieljudiuHiCTb 3HAaUHO 3a/ieXKaThb Bijl opory Tecty. [TiZiBuIlieHHsI TOpOTy MiABUIIYE
crielji(iuHiCTh, ajie 3HWKYE UyTIUBICTh. 3BOPOTHUM 3B’ SI30K MiXK UYT/IMBICTIO Ta Criel{i(]iuHiCTIO YacTo
HalKpalille iTFOCTPY€EThCS 3a AoromMororo rpadika (kpuBa ROC), fie mapu 4yT/JMBOCTI Ta crieljidiuHOCTi
300pa)keHi [i/1s pi3HUX TOPOTiB.

[Tig yac mpoBefieHHSI OLIIHKM DPEKOMEH/I0BaHO HaZJaBaTU pe3yJ/ibTaTH PO3PaxyHKY IOKa3HUKA
criiBBigHOMIIeHHs TipaBaonogioHocTi (LR) 3 Horo iHTepriperatiiero (Tabs. 3) [48].

Tabmuusa 3. [HTeprpeTarllisi MoKa3HUKa CTiBBiHOILIeHHS TipaBgonoAioHocTi (LR)

LR InTepnpeTartis

>10 3HauHe 30i/bIIIeHHs UIMOBiIPHOCTI 3aXBOPIOBaHHS
5-10 [TomipHe 306i/blIIeHHS KMOBipHOCTi 3aXBOPIOBAHHS
2-5 He3HauHe 306i/b111eHHS] IMOBiDHOCTi 3aXBOPIOBaHHS
1-2 MinimManbHe 36i/bIIeHHsT PIMOBIPHOCTI 3aXBOPIOBAHHS
1 JKogHuX 3MiH 111010 IMOBIPHOCTI 3aXBOPIHOBaHHS
0,5-1,0 MiHimManbHe 3HWKeHHSI MMOBIpPHOCTI 3aXBOPHOBaHHS
0,2-0,5 He3HnauHe 3HMKeHHSI HIMOBIPHOCTi 3aXBOPHOBAHHS
0,1-0,2 [TomipHe 3HW)KeHHS UIMOBIPHOCTI 3aXBOPIOBaHHS
<0,1 3HauHe 3HWKeHHsI KMOBIPHOCTI 3aXBOPIOBAHHS

BusyueHHs1 0okazo8ux 0aHux
Pe3ysibTaTi AOCTIPKEHb PEKOMEH/J0BAHO T10/1aBaTH 3 BUKOPUCTaHHSM Tabmiii (Tabs. 4).

Tab6smuns 4. TlpeicTaBieHHs pe3y/IbTaTiB JOCTiIKeHb
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Hocmimxkenss 1 HocmimxeHHs 2 HocuimkeHHs ...

Y4YacHUKH,
TMOLIMPEHICTh
LI/IbOBOT'O CTaHy

[Tonepegue
TeCTyBaHHS

Tecrt, o
JOCIKY€EThCA,
rpaHyMYHa TOYKa

ETanoHHuii TecT

PesynbraTu
TecTyBaHHS (Tab/uLIs
2x2)

YyTauBicTs /
crietiiiuHicTh + 95%
CI

[H111i TOKa3HUKU
TOYHOCTI

AxicTe gocmimKeHHs

OuiHKY $IKOCTI AOC/i[)KeHHSI TOYHOCTI JiarHOCTUYHOTO TeCTy PEKOMEHOBaHO TPOBECTU 3
BUKOPHCTaHHAM IHCTpyMeHTY QUADAS
(https://www.bristol.ac.uk/population-health-sciences/projects/quadas/) [8].

4.9. ®apMaKoeKOHOMIYHMI aHaJIi3

ExoHoMiuHa orjinka MB Mae psij ocob6/iMBoCTei.

Y0ockoHaneHHs1 aHanizy Hasi8HUX KAIHIUHUX OQHUX

[ yAoCKOHaneHHsT MeTOJiB eKOHOMiuHOi oOLiHku MB motpibHO AocsrTu Tiporpecy B
KOMITeHCaLlil BiICYTHOCTI $IKICHO TIDOBeJ€HMX KOHTDPO/JbOBAaHUX KIIIHIYHUX JAOCTikeHb MB Ta
BpaxoByBaTH 0C00/MBI XapakTepucTUK MB.

OyiHKa Kpugoi Ha8UaHHs

KpuBa HaBuaHHS [ fAesdkuXx MB Moxe OyTtu oijiHeHa abo B KOHTEKCTi K/iHIUHOTO
JloCTiiyKeHHs1, a00 3 BUKOPUCTAHHSIM HabOPY [JaHUX CIIOCTePe)KeHHSI. Y KOHTEeKCTi eKOHOMiuHOI OLliHKA
HoBoro MB aHamiTUK MO)Ke ab0 BUKOPHMCTaTH OL[iHKY KPWBOI HaBYaHHS, OTPUMAaHOI //isi TI0JiOHOTO
MIPUCTPOIO, ab0 OLIIHUTH KPUBY HaBUaHHS SIK YaCTUHY eKOHOMiUHOI OL[iHKH.

BpaxyeaHHsi iHKpeMeHmMaabHUX iHHOBayill

IHKpeMeHTanbHi IHHOBAL[il MOPOPKYIOTh /1Ba BUK/IMKU. [1o-nepiue, skijo gocnigkyBanni MB
3MiHIOETBCS, 1151 3MiHa MOyKe OyTH I0CTaTHBO CYTTEBOIO, 11[00 BBA)XKAaTH MOTEpeHbO OTPUMaHI KJTiHiuHi
JlaHi 3aCTapi/IuMH.

SIk MiHIMyM aHaJiTUKM MalOTh 3BEPHYTH yBary Ha Oyzb-siki mMopaubikariii MpoaykTy, ski
BiOynmcst y mogudikariii (Bepcii) mpucTporo, AJ1s TKOT JOCTYIHI K/TiHIUHI [jaHi, i MpOKOMeHTYBaTH, Uu
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MOJXYThb BOHHM BIUIMHYTH Ha TIPOAYKTHBHICTb TIPUCTPOrO. MoykHa 3pOOWTH BUCHOBOK, 110 Oararto
MoauGikaliii JOoCUTh He3HauHi Ta, WMOBIpHO, BIUIMBAOTh JIMIEe HAa 3PYUYHICTh BUKOPHCTaHHS,
HaNpUK/a/l, Ha MiHIaTIOPHICTb TIPUCTPOO. IHIII, Taki sIK 30i/bIIeHHST TEPMiHY CTy>XOU aKyMyJisiTopa,
MOXKYTb TIPU3BECTH /10 3MEeHILIeHHsS] BUTpPAT, y pasi AKI[o 1noTpeba B 3aMiHi iMIIaHTOBAHOT'O TTPUCTPOIO
3MeHIIWThCS. BrvB iHIMX Mogudikarii, Takux sK 3MiHa KOHCTPYKLiI IPUCTPOIO, MOKe TTO3UTUBHO
YK HeraTMBHO MO3HAUUTHCS Ha TIPOAYKTUBHOCTI. Tomy cJtifi 3anpoBaguTH 36ip JaHUX /17151 OLIIHKY Oy/1b-
SKUX 3MiH, OCOO/IMBO fIKI[0 3MiHa AW3aiiHy, WMOBiIpHO, TIpM3Bejle /0 BUHUKHEHHS HOBOI KpPHBOI
HaBUYaHHS.

[HIIe MUTaHHS, SIKe BUHUMKAE BHAC/IJOK iHKDeMEeHTa/JIbHUX iHHOBALlilM, TOJiAra€ B TOMY, IO
repeBaru Jyjisi TAL[€HTIB BiJ He3HAuHOI 3MiHM KOHCTPYKUii MB HeMomvBO BifC/aigKyBaTH 3a
JIONIOMOT 00 3ara/IbHUX MOKA3HUKIB IKOCTI JKUTTS Ha OCHOBI I1epeBar, Hanpukazg, iHctpyMeHTy EQ-5D,
IIJ0 BUKOPHCTOBYETBCS [J11 PO3PaxyHKYy POKIB JKUTTSl, CKOpUroBaHux Ha skicTb (QALY), BHac/migok
3aCTOCYBaHHd HOBOI Tepamii. TomMy [esKi aHa/JiTUKU BUKOPWUCTOBYBAa/M IH/JWBiZya/lbHI TMOKa3HUKU
«KOPHUCHOCTi», OL[iHKM F'OTOBHOCTI TJIATUTH ab0 eKCIIePUMEHTH 3 JUCKPETHUM BHOOPOM, 1100 OLiHUTH
pi3Hi atpubyTtn (xapaktepuctuku) MB. Hampuknag, Chancellor et al., 2008 BUKOpUCTOBYBaiu
iHMBifyanbHI ClieHapii KOPUCHOCTI JJ1s1 OL[iHKM TlepeBar 3aCTOCYBaHHS iHrassILiMHOTO iHCYJiHYy (3a
JIOTIOMOT'0F0 TIPUCTPOIO) TIOPIiBHSHO 3 iH’€KI[IMHUM iHCy/liHOM. By/i0 BUSIB/IEHO He3HauHe 30i/IbIIIeHHS
KOPHCHOCTI 3a paXxyHOK TIiIBULL[eHHsI 3DYYHOCTI, Ky 3abe3reuye 3acTocyBaHHS iHrasnsitopa [49].

Y cucreMaTUUHOMY OIVISIZA AOC/IiI)KeHb TOTOBHOCTI TIJIATUTU Ta €KCIIEPUMEHTIB i3 JUCKPETHUM
Bubopom mipuctpoiB Wilkinson and Drummond, 2015 6yno 3HaiizeHo 30 BiAMOBiAHMX eMITipUUHUX
JOC/i)KeHb, SIKi OXOIUIIOKOTb TaKi TEXHOJIOTil, SIK C/IyXOBi armapaTd, CUCTeMU BBEJ€HHSI iHCYJIiHY,
KOXJIeapHi iMIIJIaHTM Ta eHZOCKONW. bByso BusiBIeHO, 1[0, OKPiM KJIiHiYHOI e(deKTUBHOCTI, Yy
JTOCJTi/DKEHHSAX OI[iHIOBA/IM IL[iHHICTh TAaKMX XapaKTepUCTHK (aTpuOyTiB), K 3pYyuHiCTB/TIPOCTOTA
BUKOPHCTAHHS, TPUBAJIiCTh Ta/abo uacToTa JMKyBaHHS, BUJUMICTB/po3Mip i crioci6 BBezeHHs [50].

i mocmimpKeHHST KOPHUCHI [jii BUBUEHHSI TOTO, SIKi XapaKTEePUCTUKM (aTpyUOyTH) JiKyBaHHS
L[iHYIOTb TIAL[iEHTH, i KOMIIPOMICiB, SIKi BOHM POOJIAITh Mi>K Pi3HUMHU aTpUOyTaMu, ajie IX BUKOPHUCTAHHS
B pillleHHSX I0/I0 PO3TO/iNy pecypciB € HeBu3HaueHUM. [leski ocobu, BiAMOBizambHI 3a yXBaseHHS
pillieHsb 1100 (hiHaHCYBaHHS Ta BIPOBA/)KEHHSI MeIMYHUX TeXHOJIOTiM MOXKYTh BBa)KaTU HeJ|OLIi/IbHUM
IUIATUTU [OJAaTKOBO 3a TakKi IlepeBary, fK IiJIBUILEHHS 3PYYHOCTI, SKILO Ti/JILKU Lie He Ipu3Beje [0
TMi/IBUIIeHHS TIPUXWIBHOCTI /0 JiKyBaHHS Ta, OTXKe, pe3ynbrariB. Kpim Toro, 6araro ocib, ski
MpUKMArOTh PillleHHS], [{IHYIOTh CTaH/[apTHU3al[if0 METO/IiB, sIKi 3a0e3Meuyr0Th 3arajibHi BUMipIOBaHHS Ha
OCHOBI TIepeBar, HaBiTh SIKIII0 BOHU He BiZloOpa)KaroTh /IesIKMX TIepeBar Tepartii.

OyiHka opeaHi3zayiliHo2o 8niugy

[ToTeHwian opraHi3arilHOro BIUIMBY 4aCTO 3raly€ThCs B eKOHOMIUHMX OLjiHKax MB, ane maike
HIKOJIM He JOCTiPKYETbCSA KilbKicHO. ToMy Bak/nBO, 100 €KOHOMiuHi OIfiHKu MB BpaxoByBaiu
IIMPOKWM [1iara30H BUTpAT; 30KpeMa, BUTPaTU Ha iH(GPACTPYKTypy, HeoOXiJHy A/ pO3MIilleHHS
MpUCTPOI0  (HampuK/aj, KareTepHi sabopartopii riOpuaHUX omepaliliHUX, BapTiCThb HaBUaHHS
BUKOPHMCTAHHIO HOBOI'O NPUCTPOIO Ta CTBOPEHHS MY/IbTUAWCLMILUIIHApHUX KoMaH[). Kpim Toro, cif,
Ki/IbKICHO BHM3HAUWTH BIUIMB HOBOTO INPUCTPOI0 HAa BUTPaTH Ha MpOLiefypy LUISXOM BHUMipIOBaHHS
30i/bIeHHsT 00CaTy Tiporieayp abo 3MiHM MpOLieCy HaZiaHHS TOCJAYTM y CTallioHApHUX YMOBaxX Ha
amMOy/1aToOpHi.

O61iK OUHaMIUHO20 YiHOYMBOPeHHS

ExoHomiuHi orinku MB mnoBuHHI mepeznbauaTyé MaiiOyTHi 3MiHM I{iH LUISXOM TpPOBeJIeHHs
aHasTi3y UyTJIMBOCTi BapTOCTi TIpU0aHHS MPUCTPOIO (aHTJI. acquisition cost) abo UIAXOM BU3HAUEHHS
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TIOPOTOBOI LiHH, 3a KO TIPUCTPili OisbIille He € peHTabebHUM. Harpukiaz, i yac MOBTOPHOI OL[iHKH
NICE cTeHTiB 3 MOKpUTTsIM Jlikapcbkum 3acobom (NICE, 2003), 6yi0 BCTaHOB/IEHO, 1[0 BAKOPUCTAHHS
TaKUX CTEHTIiB 3 JIKAapCHKUM TIOKpUTTSM Oyze BUTpaTHO edeKTHMBHUM, SIKIIO I[iHA He Oyze
nepeBuiyBaTi 300 GyHTIB CTEpsIiHTiB OPIiBHSHO 3 IiHOI0 MeTaseBUX CTeHTiB 6e3 mokpuTTs [51].

Bu3HaueHHA eKOHOMIYHOI I[iIHHOCTI

Pexomendayis Daubner-Bendes al., 2021 epaxogyiouu 8UKAUK W000 pO3pAXyHKy eapmocmi
ck1aoHux MB 045 nposedeHHs aHanizy eumpamu-egpekmugHicmb ma enaugy Ha 6100 cem:

ITpu ipoBesenHi OMT g1t MB pekomeH10BaHO OpaTH /10 yBaru cepe/iHi OUiKyBaHi BUTIIATH, a
He (pakTUyHi BUTpaTH. 3aMicTh ()aKTUYHHUX BUTPAT, B €KOHOMIUHUX OL{iHKax Ta aHasli3i BI/IMBY Ha
OrO/PKeT CJTifi BUKOPHUCTOBYBAaTH BUTPATH 3a KOXKHWI BUIIA/IOK, 1[0 HEOOXiZHO CIIJIATUTU MeAUYHUM
Tnpar{iBHUKaM abo $IKi CTIauyrOThCS MJIATHUKAMK CUCTEMU OXOPOHHU 3[J0POB'sS (HarpHK/Ia/, TIaTexi um
360pwm). Skio y dokyci HarfioHansHoi OMT € nporeaypa 3 BUKopuctanisM MB, a He cam MB, criiz
BUKOPMCTATH IUIaTy 3a NPOLieypy, AKa OXOIUIIOE BUTpaTh Ha MB, IHCTUTYLIilHI BUTpaTH Ta BUTPAaTHU Ha
MeJUYHUM NIepCoHal.

Pekomenpariis Daubner-Bendes et al., 2021 BpaxoByHOUM BWK/IUK II00 OOMEXeHOI
riepeHeceHOCTi/TpaHcdepy eKOHOMiuHOI oLliHku MB:

[ng mofo/1aHHs BUK/IMKIB afjanTallii eKOHOMIUHOI MoZieni 3 KpaiH, 110 MepLIMMU 3arnpoBajnuIn
TeXHOJIOT'i0, peKOMEeH/IYEThCS MoeTarHui npotiec. Ilepir 3a Bce c/1if OLiIHUTH MOXJ/IMBICTb ajanTariil
MOJlesli, 30Kpema, 3 OIJIIy Ha JIOKa/bHY aKTya/bHICTb KOHL[eMLii Mogesi, Ta 30CepeiuTUCh Ha
KOMIIapaTopi, K/JiHIYHOMY MapIUpyTi MalLjieHTa Ta OLHL{i JAOBrOCTPOKOBUX pe3yJbTaTiB. Y Mozei
000B'SI3KOBO CJ1iJ] BAKOPUCTOBYBATH BUTPATH, SIKi € criel{uiyHUMU [i71s1 KpaiHu, [/is IKOI TIPOBOJAUTHCS
amanrainlis mogeni. Ha mpoMy etami aganTtaiiii HeoOXiJHO BpaxOBYyBaTH OCOOJIMBOCTi JTOKA/TbHUX
K/IiHIYHMX MapLIPYTiB TAaLli€HTIB, CepeHiX 3HaueHb BUKOPHUCTAHHSI PECYPCIB Yy BE/MKUX MeJUYHHX
LIeHTpaxX Ta JIOKaJbHi BapTOCTi OAWHULL BUTpAT. Ilif yac OLIiHKM pe3y/bTaTiB AJs 3[0POB'S CJIiJ
BK/IIOUMTH sIKOMOTa Oifiblile JIOKalbHUX AaHWX, 100 30i/MbIIMTH PiBeHb peieBaHTHOCTI TPOTHO3Y.
CraBKy AMCKOHTYBaHHS, YaCOBMM TOPWU30HT OLIHKMA Ta iHIII HeoOXxifHi BXigHI mapameTpu Crif
CKOpWT'YBaTH BiJTOBiIHO [0 JTOKaJbHUX METO/0JIOTIYHUX peKoMeHAalii 3rigHo 3 nyHkToMm 4.3 CT-H
MO3Y 42-9.1:2023. OcTaHHiM eTanom azanTarii Mogesii Mae OyTH IPOBe/ieHHs] KOMITJIEKCHOTO aHasTi3y
YYTIMBOCTI AJis1 JOC/IiI>KeHHs BIVIMBY HeBM3HAUEHOCTI BXiZIHUX mapaMeTpiB Mogeti [26].

[Ipu npoBesienni OMT gt MB y pasi fOL/IBHOCTI MOXK/IUBUM € 3aCTOCYBaHHS METOAY aHasli3y
BUTPAaTU-HAC/IKU.

O6rpyHmyeaHHsi ma KOHMeKCm aHaaizy umpamu-Hacaioku

Y paMKax [IOCb€ 3asBHMKA MOXKe 3HafI0OMTHCS aHasi3 /s KilbKiCHOI OLIIHKKA pecypciB Ta
OUiKyBaHUX pe3y/IbTaTiB, IIOB’A3aHUX I3 TEXHOJIOTi€r0, W0 PpO3IJIAJAETLCS, IIOPIBHAHO 3
KOMITapaTopoM/KOMITapaTopaMy, 10 HUHi AOCTYIHI Ha PUHKY, Ta BU3HAaUeHHs MapLIPyTy Malli€HTa.
Takuii aHami3 Mo)Ke He 3HAJOOMTUCS, SKIIIO BiJTIOBiIHI BUCOKOSIKICHI €KOHOMIiUHi OLIIHKM BXXe Oyu
MpoBe/ieHi. MeToz aHajTi3y BUTPaTH-HACTiAKK MOKe OyTH 3aCTOCOBHUM /i/Is OaraTb0X T€XHOJIOTIH.

AHani3 BUTpaTU-HAC/IKYM BpaxOBY€ BUTPAaTH Ta HAC/IIJKH, 110 BUHHWKAKOTb y pe3yJbTarTi
BHUKOPUCTAHHSI TEXHOJIOTIi, 1110 OIiHIOETLCS, abO0 TOB'A3aHi 3 HEI, Ta MOKa3HUKH [ijIsl KOMIIapaTopa, a
TaK0>X BPaxOBY€ BiJJTIOBi/IHI K/IiHIUHI NlepeBary (HarnpyK/az, pe3yabTaTh e(eKTHBHOCTI) MapasebHo 3
aHaJsii3oM BUTpaT.

[iama3oH BUTpaT Ta HACMi/IKiB, sIKi TOBUHHI OyTH BK/IIOUEHi B aHasli3, 3a/IeXKUTh BiJj KIiHIUHMX
XapaKTepUCTUK OKPeMUX MeJUYHMUX TeXHOJOTiM Ta iXx KommnaparopiB. TUIIOBKM [i/1s1 aHali3y BUTpaTH-
HaCJI/IKY € Te, L0:
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- SIK TIpaBWJIO, aHasTi3 BUTPATU-HAC/IiIKK BK/IFOUa€ OOUMC/IeHHs Ta BifjoOpaXKeHHsI JaHUX 111010
BUKOPHMCTAHUX PeCyPCiB Ta K/IiHIYHUX BUTI[ SIK OKpeMuXx cep OL[iHKH;

- JlaHi 10710 BUKOPUCTAHUX PeCcypCiB MarOTh BK/IFOUATU TIOPIBHSUIbHI BUTPATH Ha MpHUAOaHHS,
BHUKODPHCTaHHs Ta 00C/TyroByBaHHS TEXHOJIOTiH (Ta BUTPATH Ha iHPPaCTPYKTypy). 30Cepe/PKeHHs yBaru
Ha LUX BUTpaTax € 0Cco0/MBO HeoOXifHWUM, KOJIM € TMi/CTaBM BBaKaTH, L0 KIiHiuHI edeKTH Bif
3aCTOCYBaHHs [MOPiBHIOBAaHMX TEXHOJIOTIHM € Malke OJHAaKOBUMU;

- JlaHi 110/10 BUKOPUCTaHUX PeCyPCiB TAKOXX MOXKYTh BK/IFOUAaTH BUTPATH Ha MOCIYTH 3 OXOPOHU
3710pPOB's (HaIrpyK/IaZi, TPUBaJIiCTh TOCIiTasTi3allii abo KiJIbKiCTh TOCTIiTasTi3alii, HaflaHHSI KOHCY/IbTallik
y amOy/laTOpHMX yMOBax UM y paMKaX HaJaHHS MMePBUHHOI MeJWYHOI [JOTIOMOTH), IO TIOB's3aHi 3
BUKOPHMCTaHHSM IHTEPBeHLIil Ta KoMIapaTopa.

3azanbHi npuHyunu modeaell BUMpamu-HacAioKu

[Tpobsiema, 1110 BUMarae TIPUHAHATTS pillleHHs, BigMoOBigHO A0 cdepu aHami3y (aHIJ. Scope),
BH3HAua€ MPUHLUIMHY 1M00Y/10BY Ta pUMNyIIeHHs Mo/ienni. Mo/iesib Ma€ Ha MeTi Ki/IbKiCHO OL[iHUTH epeKT
BIIPOBA/)KEHHSI HOBOI TEXHOJIOTil y MOTOYHUM KIIiHIYHMM MapLIPyT MallieHTa Ta CUCTeEMY OXOpPOHHU
3[I0POB'sI Ta COLIiaIbHOTO 00C/TyTOBYBaHHSI.

[TpyHLMNY AUCKOHTYBaHHS BiINIOBI/Jal0Th TUM, 5IKi BAKOPHMCTOBYIOTHCS B aHasli3i e()eKTUBHOCTI
Butpar. CTaBKa AUCKOHTYBaHHS 3% BUKOPUCTOBYETHCS [ji BifjoOpakeHHsl L[iHHOCTi TPOLLIOBUX
MOTOKIB i edeKTiB Bij JiKyBaHHs, 3a/eXHO Bif uvacy (3rigHo 3 myHkToM 4.3.12 CT-H MO3Y 42-
9.1:2023).

Yacoswii nepiog, 7151 HapaXyBaHHsI BUTO/] Ta BUTPAT MOBHHeH OyTu BU3HaUeHUN s MeUUHOT
TEXHOJIOT11, 1[0 OI[iHFOETHCS, i MOXKe OYTH 3a3HaueHHUM y cdepi aHammizy.

BurpaTtH, 110 BWIUIMBAIOTH 3 TMIPOLIECY BUKOPHUCTAHHS TeXHOJOTii, abo TmoB's3ani 3 11
BUKOPDHCTAHHSIM MarThb BH3HAUYaTMCA 3a LiiHAMH, L0 BiJAMOBiZalOTh CUCTEMi OXOPOHM 3[0pOB'S Ta
coljiabHOTO OOCTyrOBYBaHHS, 1 MarwTh BK/IOYATH BUTPAaTA Ha TpU0aHHS (BK/IHOUArOUU
iHbpacTpyKTypy) Ta 00C/IyroByBaHHS.

[Ons ouiHkyd iHBecTHLii B iHGpPACTPyKTypy, IIOB'si3aHy 3 BUKOPUCTaHHSIM TEXHOJIOTIT,
PEKOMEeH/|J0BaHO BUKOPHUCTOBYBAaTH METOJHW, L0 BPaxOBYHOTb BUTPAaTH MPOTATOM YCbOIO TePMiHY
ekcrutyaTayii MB.

SIkio Oy/s10 BCTAHOBJ/IEHO, IO 3asiB/ieHa TEXHOJIOTISI 3a 3asiBJIEHUM TIOKa3aHHSM BIUIMBA€E Ha
OisbI Hi>K 0fHY XBOpOOy abo TpyIly MaljieHTiB, 3aBHUK Y JOCHE MA€ YiTKO MPeACTaBUTH TTPUITYL[eHHS
Ta PO3PaxXyHKHU I[O/[0 BUTPAT Ha MpHAOAHHS Ta iHOPACTPYKTYpy /s Pi3HMX TOKa3aHb i HAMpSIMKiB
BUKOPUCTAHHS TEXHOJIOTII.

PekomMeH/I0BaHO 3aCTOCOBYBaTHM IHCTPYMEHTH aHali3y HeBM3HAaueHOCTI (aHr/. uncertainty
analysis) (1110710 BUMaIKOBOCTI, JOKa30BOCTi Ta MO/le/it0OBaHHs1). PiBeHb CK/1a[HOCTi TaKOTO aHasi3y Ma€e
BiZINTOBIZIATY KOHKPETHIN TeXHOJIOTII Ta K/IIHIYHOMY MapuIpyTy natieHTa. Mo)XyTb BUKOPUCTOBYBaTHCS
aHasi3x pi3HOI CK/IaIHOCTI, TaKi SIK JeTepMiHiCTUUHWUN aHasi3 YyT/IMBOCTI Ha OCHOBI ClieHapiiB (aHTJI.
scenario-based deterministic sensitivity), moporoBuii ananmi3z (anri. threshold analysis) ab6o
ripo6abisicTiuHMiA aHami3 uyT/MBOCTi (aHT/I. probabilistic sensitivity analysis).

Heski TexHosiOrii MOXYTb MaTd IlepeBard Juile [ CUCTeMU OXOPOHU 370poB’s. lle,
HarpuyK/a[, Bidyasi3alliiiHi TeXHOJIOTii 3 Maiike eKBiBaleHTHUMH [1iarHOCTUYHUMM TMOKa3HUKAMM Ta
nabopaTtopHe 00/afiHaHHS 3 Maike PIiBHOITIHHOIO [IiarHOCTUYHOK) aHA/IITUUHOK Ta K/IiHIUHOIO
JIOCTOBIPHICTIO. Y pa3i HasiBHOCTI [l0Ka3iB TOTO, 1110 3asiB/ieHuii MB € piBHOL[iIHHMM MOTOYHI¥ MPaKTULIi,
OL[iIHKAa MOJKe 30CepeJWTUCh Ha pe3y/jbTarax [Jjisg CHACTeMUM OXOPOHU 3[0pOB’S Ta COLia/JIbHOIO
obcnyroByBanHs [10].
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5. PEKOMEHJIAIII I[OJO 3ATIOBHEHHS 3ASIBU TA JJOChE€ HA ITPOBEJEHHSA
IEPKABHOI OIIHKI MEJUYHIX TEXHOJIOT'TI MEJJTUYHIX BIPOBIB

3AfBA

37



CT-H MO3Y 42-9.2:2025

Ha NPOBe/IeHH /IEPXKAaBHOI OLIHKY MeJUYHUX T€XHOJIOTiH (MeguUYHOro BUPoOy)*

* 3asBa IOBMHHA IPYHTYBATHCS Ha 3BejleHil iHhopMariii 3 ocke

1 1.1. Incdopmariist po 3asiBHUKA:

1) HalimeHyBaHHsI (TIpi3BULLe, BlacHe iM’s1, TI0 6AaTHKOBI (3a HAasIBHOCTI)) 3asIBHUKA,;
2) micLie3Haxo/yKeHHs (MicLle POKUBaHHs);

3) Homep TesneoHy (Tenedakcy);

4) agpeca efeKTPOHHOI TTOLLITH.

1.2. THdopmatiis Tpo BUPOOHMKA 3asIBJIEHOT0 MeJUUHOT0 BUPOOY (Aami — MB).

2 2.1. NaHi mwono 3assiaeHoro MB:

Ha3Ba MB ykpalHCBKOH MOBOIO;

Ha3Ba MB aurmilficbkor MOBOI0;

BUPOOHUK, KpaiHa;

I’ ATU3HAYHUM KOJ (3a Knacudikaropom MeauuHUX BrpobiB HK 024:2023);

omrc MB (3a knacudikatropom meauunux Bupo6ie HK 024:2023);

BiJOMOCTI 11J0/10 MPOXO/)KeHHs MPOLeAyPH OL[iHKH BiJMOBIHOCTI B YKpaiHi.

2.2. BigoMocrti npo kaTeropusatiito MB BifnoBigHO f0 cdepu 3acToCcyBaHHS HaCTaHOBU 3 JlepP’KaBHOI OLIHKU
MeJUUHUX TEeXHOJIOTiH 111070 MB 3 HalaHHAM OOIPYHTYBaHHS:

MenuuHui Bupi6 kiacy IIb, 110 npoWIioB oIiHKy BiAMOBiZHOCTI B YKpaiHi Ta € mepumM MeJUuH|UM BUPOOOM B
3arasbHid rpymi MeJUYHUX BUPOOiB, abo

MeauuHui BUpi6 Kacy 111, 1o mpoHIIoB OL[iHKY BiJMOBiAHOCTI B YKpaiHi Ta € MepIidM MeJUUHUM BUPOOOM B
3arajibHill rpymi MeaUYHUX BUPOOiB, abo

MeUUHUN BUPiO /715 AiarHOCTHKH in vitro kacy D, 1110 TPOMIIIOB OIiHKY BiJIIOBiIHOCTI B YKpaiHi Ta € nepimmM
MeJUUHUM BUPOOOM B 3arajibHill rpyrii MeAnuHuX BUPOOiB, abo

AKTUBHUN MeJUYHUWN BUPIiO, IKUH iMIJIAHTYIOTh, 1O MPOWILIOB OL[iHKY BiATOBiAHOCTI B YKpaiHi Ta € mepum
MeJUYHIM BUPOOOM B 3arasbHill rpyri MegnyHuX BUpoOiB, abo

nporpamHe 3abe3reyeHHs, 1[0 MTPOUIIIO OLiHKY BiAMOBiAHOCTI B YKpaiHi Ta € MepuM MeAUYHUM BUPOOOM B
3arajibHill rpymi MeMYHUX BUPOOIB.

3 Omuc Ta MeTa 3acTOCyBaHHs 3asiBjieHoro MB. [laHi 11010 TIOTOYHOTO CTaHJApPTy 0OC/IyroBYBaHHS, sIKe Mae
3aMiHUTH ab0 JOMOBHUTH 3asiBjieHui MB.

(HaliMeHyBaHHS ITOCaZ¥ yIIOBHOBaXKEHOI (migrmc) (ipi3BuIe, BNacHe iM’s, IO

0cobU 3asBHUKA) 6aTbKOBI (3a HAsSBHOCTI))

Hara

Ilpumimku:

1. Tekcm 3as8u He NOBUHEH NepesulLy8amuU MpbOX CMOPIHOK i Mae ckaadamucsi HAa niocmaei iHgopmayii, 3a3HaueHol 8
docbe. Tekcm 0oCbe He NOBUHEH nepesuwysamu Cmo CMopPiHOK.

2. 3as18a cknadaemnCcsi 0epHcasHo0 MOBOH0, NIONUCYEMbCS YNOBHOBANCEHOIO NOCAO0BOK0 0COOOI0 3ASIBHUKA.

/o 3as8u 0odarombcs:

00cbe, Wo 3acgiouye nopisHsIbHY epekmugHicmb (pe3yabmamugHicmb) ma be3neky MB, aHaniz echbekmueHocmi gumpam ma
auanis enauey Ha NoKAasHuKu brocemy;

cynpogioHuli aucm gid 3as8HUKd.

3asea ma iHwi 0OKyMeHmu noo0aiombCsl HA NANepo8oMy ma eeKMpPOHHOMY HOCIsIX y 080x npumipHukax. Komniexm nooaHux
00KyMeHmig Mae Oymu npowHypoeaHum, CmopiHku npoHymepoeaHi. Ha 36opomnomy 60yi ocmaHHboi cCmopiHKu pobumbcs
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Hanuc: “Ycb020 NPOWHYPOBAHO, NPOHYMEPOBAHO ____ CMOPIHOK”, sikull 3aceiouyembcsi nionucoM YNOBHOBAMCEHOT
nocadoeoi ocobu 3aseHuKd. SKwjo Komniekm OokymeHmie nepesuwye 500 cmopiHok (250 apkywie), 3asi8HUKY
peKkomeHO08aHO po3nodiaumu Mamepianu Ha yacmuHu (momu). Kodcha uacmuHa (KodcHuli mom) Hymepyembcsi okpemo. Ha
00K1aduHyi uacmuHu (momy) 3a3Haudembcsi: Ha3ea MB; HalimeHyeaHHsi (npizeuwje, im’s, no 6ambKo8i) 3asIBHUKA;
NOKA3aHHA 00 3aCMOCYB8AHHS, 3d AKUM NOOAEMbCS 3as6d; HOMep YacmuHu (Mmomy) ma 3a2anbHa KibKicmb yacmuH (momie)
(Hanpuknao, uacmuna (mom) Ne 1 i3 08ox uacmuH (momis); pik.

3. 36ip ma 0bpobka nepcoHanbHux OaHux 30iliCHIOIMbCA 8i0N0BiIOHO 00 8uMoe 3akoHy Ykpainu “IIpo 3axucm nepcoHanbHUX
oaHux™.

BUMOTI'U 0 3MICTY JOChE
Ha MPOBE/IEHHS /IEP)KABHOI OL[IHKH MeAMUHUX TE€XHOJIOTi# (MeJUUYHOro BUPOOY)

1 1.1. Incdopmariist po 3asiBHHUKA:

1) HatimeHyBaHHs (TIpi3BULLe, BlacHe iM’si, TI0 6aTHKOBI (3a HAasSIBHOCTI)) 3asIBHUKA,;
2) miclie3Haxo/KeHHs (Miclle IPOKUBaHHs);

3) Homep TesnedoHy (Tenedakcy);

4) agpeca esleKTPOHHOI MTOLITH.

1.2. THdopmatiist Tpo BUPOOHKKA 3asBJIEHOTO MeNUHOTro BUpoOy (mami — MB).

2 2.1. [ani mogo 3asBieHoro MB:

Ha3Ba MB ykpalHCBKOI MOBOLO;

Ha3Ba MB aHrmilicbKor0 MOBOIO;

BUPOOHUK, KpaiHa;

I’ ATU3HAYHKH Ko/ (3a Knacudikatopom Meauunux Bupobis HK 024:2023);

oric MB (3a knacudikaropom Meanunux Bupobis HK 024:2023);

BiZJOMOCTI 11J0/10 MPOXO/I>)KeHHS MPOLeJyPH OL[iHKH BiJOBIJHOCTI B YKpaiHi.

2.2. BigomocTi mpo kareropusaijirto MB BigmnoBigHo 10 chepy 3aCTOCYyBaHHS HAaCTAHOBH 3 ZIEP>KaBHOI OITiHKH
MeTUYHUX TEeXHOJIOTiH 100 MB 3 HaflaHHAM OOTIPYHTYBaHHS:

MeauuHui BUpi6 kacy Ilb, 1110 NpoIIoB OL[iHKY BiMOBiAHOCTI B YKpaiHi Ta € nepimm MeuuH|UM BUDOOOM
B 3arajibHiil rpymi MeAUYHUX BUPOOIB, abo

MeuuHiA BUpi0 kmacy 111, 1o mpoimoB oLjiHKY BiAMOBiAHOCTI B YKpaiHi Ta € nepimm MeArndHAM BUPoOOM
B 3arajibHii rpyri MeIMuHUX BUPOOiB, abo

MeUUHUN BUPiO A/ [iarHOCTHKY in vitro kiacy D, 110 MpOWIIOB OL[iHKY BiAMoBigHOCTI B YKpaiHi Ta €
MepIiuM MeJUUHUM BUPOOOM B 3arajibHill rpyrii MeMUHUX BUPOOiB, abo

AKTUBHUN MeJJUUHUN BUDi0, SKWH iMIIaHTYIOTb, 1110 TIPOMIIOB OL[iHKY BiAMOBiAHOCTI B YKpaiHi Ta € nepuvm
MeJUYHUM BHPOOOM B 3ara/ibHiil IpyTi MeAUUHUX BUPOOiB, a6o

nporpamHe 3abe3reueHHs], 110 MPOMIIIO OL[iHKY BiANOBiJHOCTI B YKpaiHi Ta € MmepiuuM MeJUUHIM BUPOOOM
B 3arajibHii rpyTii MeInYHUX BUPOOIB.

3 Ornuc Ta MeTa 3aCTOCyBaHHS 3asByieHoro MB.
[aHi 111010 MOTOYHOTO CTaHAAPTY 00C/TYyrOBYBaHHs, IKUH Ma€ 3aMiHUTH ab0 JOMOBHUTH 3asiBieHu MB.

4 Onuc yMOB Ta TI0Ka3aHb /10 3aCTOCYBaHHs 3asBjeHoro MB:

3axBoproBaHHs (KoJ 3a MKX-10 Ta iioro crajjisi) ud cTaH 340pOB’si AJisl 3acToCyBaHHsI MB;

KiJIBKiCTb MaLji€HTIB, sIKi 3aCTOCOBYBaTUMYTh 3asiBneHuii MB B pik;

TOTOYHMM CTaHjapT HaJjaHHS MeIUYHO] [J0TIOMOTH;

THI 3aK/1a/ly, [ie nepeAbauaeThCs BUKOPUCTAHHS 3asiBjieHoro MB: 3ak/ia/iu MepBUHHOT MEAWYHOI JOTIOMOTH,
3aK/IaZii BTOPUHHOI MeJUYHOI [JOMIOMOTH, 3aK/IaJyd BHCOKOCIIeLliali30BaHOI MeJUYHOI JOTIOMOTH, 3aK/aJu
J1abopaTOpPHO-ZiarHOCTUYHOTO CIIPSIMYBaHHS, 3aK/aagu peabimiTariiiiHoro npodito, mo3a Me)kaMu 3ak/iajiB
OXOPOHHU 3/10pOB’s1).

5 Oric TexXHOMOTiT OPiBHAHHSA 3 00IPYHTYBaHHSIM BUOODY.
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[Hani 110710 moTeHLi#iHOT KOpHUCTi 3asiBieHoro MB

Omuc K/IIYOBKX TepeBar AJis TMAL[iEHTIB Ta CHCTEMH OXOPOHH 3[0pOB’s, sIKi MOXKYTh OyTH TMOB’si3aHi 3
BHUKODHCTAHHAM 3asiBfieHoro MB MOpiBHSHO 3 MOTOUHO MeIMYHOI MPaKTHKOLO.

1) mepeBaru /i1 TIaLli€HTa MOPIiBHSHO 3 iCHYIOUMM piBHEM 00C/TyTOBYBaHHSI:

6isb1 TOUHME abo paHHiH JiarHo3;

TIOKpallleHe BeJleHHS;

i BUIIeHHs IPUXUIBHOCTL [0 JIiKyBaHHS;

MeHILIe YCK/IaJHeHb;

JIIKyBaHHsI MO’KHa po3royaTy abo NPUIMUHKTY paHillle;

2) mepeBaru Jijisi CHCTeMH OXOPOHHU 3/J0OPOB’SI TIOPiBHSIHO 3 iCHYHOUNM piBHEM MeJUYHOI JOTIOMOTH:
3MeHILLEeHHS KiJTbKOCTi 3a/1y4eHOro MeIMYHOro MepcoHay;

3aJTy4eHHs TIepCOHaJTy HIDKUOI KBasTidikariii;

CKOPOUEeHHsI TPUBAJIOCTi IlepeOyBaHHs B CTaL{iOHAapi;

3MiHa piBH# HaJlaHHs [JONIOMOTH, HallpUK/a/, 3 BTOPUHHOIO Ha NepBUHHUIM.

3) moTeHLIi}Hi TIepeBary, 1[0 MiTBepAKYIOTbCS JOKAa30BUMU JaHUMU (BK/IFOUAOUH AaHi peasbHOI KTiHIYHOI
TIPaKTHKH 3a HasiBHOCTI).

Joka3oBi faHi

IToTteHi1iliHa
KOPHCTb Jiarxo3 abo 1jinmsoBa Kopotkuii onuc Bibniorpadivnuit onuc 3
TOMYJISALLiSt pe3y/bTaTiB rinepriocuIaHHsIM

Hani 1100 6e3rneku:
1) pfaHi 00 MOTEHL[IHO HeCTIPUAT/IMBUX TIOAiH AJ1sT 0Ci0, sIKi BUKOPUCTOBYIOTH 3asiBieHrii MB. Bka3zaru
YacTOTy Ta/abo BipOTiZHiCTE BUHUKHEHHS HECTIPUSTIUBUX TIO/Tit

Hecnipustivsa nogis Yacrora Ta/abo BiporigHicTh Bibmiorpadiunuii ormc
BUHUKHEHHs JIiTepaTypHOTo JpyKepesia Ta
rirnepriocuiaHHs Ha HbOT'O

2) [JaHi 1Mpo MOTeHLiiHI PU3UKHK Ta HeCNIPUST/IMBI TIOAIT /71T MeMYHOTO TIepCOHATy Yepe3 BUKOPHCTaHHS
3asiB/ieHoro MB. BkazaTu yacToTy Ta/abo BiporifHicTh BUHUKHEHHSI HECTIPUSAT/IUBUX MOZAiH, 6i6tiorpadiunmii
OIHC JliTepaTypHUX [pKepesl Ta TiMeprnocyulaHHs Ha HUX.

Y BUDAjKy NMpOBeJeHHs CHIBHOI K/TiHIYHOI OIfiHKM BigmoBigHo g0 Persamenty (E€C) Ne 2021/2282
€BponeiicbKoro napJsiamenty ta Paju Bip 15 rpyanst 2021 poKy npo OLiHKY MeAMYHHIX TeXHOJIOTIH Ta
BHeceHHs1 3MiH o JupektuBu 2011/24/€C Ta oTpMMaHHUX pe3y/bTaTiB 3a TaKUM >Ke K/IHIYHUM
NHUTAaHHAM BifnoBigHo g0 cxemu PICO, 3asABHHK MO)Ke HaJaTH Iii pe3y/IbTaTH y MyHKTax 6 Ta 7 Aocbe
A/ TIPOBEJIEHHSI [IeP)KaBHOI OLIHKM MEeJAMYHUX TEXHOJIOTiH, sIKi MalTh OyTH MOCAIJOBHMUMHU 3
(apmakoekoHOMiYHMM aHA/TI30M /JOCHE.

8.1. Burpatu Ha 3asiBneHuid MB (3 ypaxyBaHHsIM /IOL[i/IbHOCTi BK/TFOUEHHSI Ta 00TPYHTYBaHHSIM):
11iHa Ha 3asiBjieHU MB;

rapaHTilHUM TepMiH eKkcrutyararii MB;

OuiKyBaHUI TepMiH ekcrutyarauii MB;

PO3paxyHOK BUTpAT Ha BUTPATHI MaTepia/au J1s 3assaeHoro MB Ha pik;

BUTpATH Ha CepBicHe 00C/yroByBaHHs 3asByieHoro MB (Ha 1 nocnyry);
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YyacToTa cepBicHOro obcyropyBanHs MB Ha pik;

BUTPATH Ha perpoLiecuHr (Ae3iHdexrito, crepuisario);

BUTPATU Ha [IOCTaBKYy Ta BBe/leHHs B eKcIltyarawito MB;

BUTPAaTH Ha HABUaHHA OJHOr0 MeJUYHOrO IpaLjiBHUKa eKkcrutyararii MB;

KiJIbKiCTh M@IUUHUX TMPAL[iBHUKIB, 110 HEOOXi/fHi A/1s1 edeKTHBHOI eKcrutyaTalii MB/BUTpaTH Ha HaBUYaHHS
Talji€eHTa;

BUTPATU Ha II0C/IYTU 3 II0Bipku MB;

BUTPATU Ha BUBeJIeHHs 3 eKCIulyaTaLjil Ta yrunidanii MB;

0OIPYyHTYBaHHS [@aHUX 110710 BUKOPUCTAaHHS 3asiBeHoro MB criprunHse [oAaTKoOBi BUTpaTH uM 3abesneuye
€KOHOMI0 pecypcCiB CUCTEMU OXOPOHH 3[0POB’S MOPIBHSHO i3 MOTOYHUM CTaHJAPTOM;

repeBaru Il CTajioro po3BUTKY, MOB's13aHi i3 3asB1eHMM MB, NOPIBHSAHO 3 MOTOYHUM CTaHapTOM JOIJISAY,
HaIpYKJIa/, MeHIlle CIIOKUBAHHS eHepril Ta MeHIla KiJIbKiCTb BiJXO/iB.

8.2. BianosizgHi napaMeTpy BUTPAT Ha TEXHOJIOT'iI0 [IOPIBHSHHSL.

BigomocTi mozo npoxopKeHHs 3asBieHuM MB Tiporie[ypy OIiHKM MeAWYHUX TeXHOJIOTiM B iHIIIMX KpaiHax
i3 Mpe/cTaB/IeHHSIM pe3y/bTaTiB

ITapamerp/arennii 3 OMT | NICE, pik HAS, pik CADTH, pik | Nx (mpoaoBXuTH 3a
norpeon)

Onuc 1inboBOi NomyJIALil

BrpyuanHs (oruc 3asiBieHoi
MeJJUYHOI TeXHOJIOTIT)

TexHos0ris NOpiBHAHHA
(orrc MeANUHOT TeXHOJIOTIT
TIOPiBHSHHS)

Kpurepii edektuBHOCTI
BIZINOBIZHO 10
BUCHOBKY/3BiTY 3 OMT
(nepesntik KIiHiUHMX
KiHI]eBHX TOUOK)

Merto, Ta pe3ynbTatu
(hapMaKoeKOHOMiUHOTO
aHaJiizy (3a HasiBHOCTI)

BucHoBOK Ta pekomeHzaLii
arentii 3 OMT

INinepriocunanHs Ha 3BIT 3
OMT

10

BimomocTi 11070 BK/ItoUeHHs 3asBieHoro MB y BignoBizHi pekomeHoBaHi nepeniku BOO3.

11

AHani3 BUTpaTu-edeKTHUBHICTb/BUTPAaTU-KOPUCTL/BUTPATH-BUTO/la/BUTPAaTH-HACTiAIKK/MiHIMI3allii BUTpaT 3
0OTPYHTYBaHHSM 0OpaHOro MeTo/ly (hapMaKOEKOHOMIUHOTO aHasi3y i MOKa3HUKIB K/IiHIYHOI e)eKTUBHOCTI,
1110 BUKOPHCTaHi y (hapMaKoeKOHOMIUHOMY aHasmi3i.

Amnari3 BrMBY Ha GrO/I)KET CHCTEMU OXOPOHU 3710pOB’si.

Mogens HaflaeThes y hopmati MS Excel Ha eleKTpOHHOMY HOCii pa30oM i3 3asiBOIO Ta JJOCKE.

12

KopoTkuii onuc pe3y/ibTaTiB aHasmizy 100 KIIiHIYHOI eeKTUBHOCTI, Ge3neku Ta e(heKTHBHOCTI BUTpaT,
aHasi3y BIUIMBY Ha OIO/DKET CHCTEMH OXODOHH 3[J0pOB’sl YKpaiHH.
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6. BIMOT'H /IO BUCHOBKY YIIOBHOBAJKEHOI'O OPT'AHY 3 JJEPKABHOI OIIIHKH
MEJUYHUX TEXHOJIOTTI (MEJUYHOI'O BUPOBY)

1. Indopmatiisg npo JaTy MpoBeJeHHsl [ep>KaBHOI OL[iIHKM MeJUYHUX TEeXHOJIOTih (MeAUYHOro
BUPOOY).

2.1. Tudopmatiis po MeauuHuM BUpi6 (MB):

Ha3Ba MB yKpaiHCBKOH MOBOIO;

Ha3Ba MB aHT/1iNCLKOI0 MOBOIO;

BHUPOOHUK, KpaiHa;

T’ ITU3HAUHUM Ko7 (3a KimacudikatopoM MeanuHux Bupobis HK 024:2023);

oric MB (3a knacudikaropom meanuanx BupobiB HK 024:2023);

BiZJOMOCTI 111010 TTPOXO/PKEeHHS NPOLieyPH OL[iHKHY BiIMOBIJHOCTI B YKpaiHi.

2.2. BigomocTi npo kareropusaijito MB BianoBigHo g0 chepu 3acTocyBaHHS 1ii€el HaCTaHOBHU 3
Ha/IaHHSIM OOTPYHTYBAHHSI:

MeAnuHUN BUPi0 Kiacy I1b, 1110 MpoMIIIOB OI[iHKY BiAMOBiAHOCTI B YKpaiHi Ta € Mepumm MeuIHuM
BUpOOOM B 3arajibHilt rpyrii MeaMUHUX BUPOOiB, abo

MeuuHuM BUPi0 Kacy 111, 1110 mpoIIioB O1iHKY BiATOBiAHOCTI B YKpaiHi Ta € mepmmm MeJUuHIM
BUpOOOM B 3arajibHilt rpyrii MeaAMUHUX BUPOOiB, abo

MeJuUHWM BUPiO /7151 1iarHOCTUKY in vitro Kiacy D, 1110 MpoMiiioB OIL[iHKY BiANoOBigHOCTI B YKpaiHi
Ta € MepIrM MeJMUHAM BUPOOOM B 3arajibHii rpyTii MeIMuHUX BUPOOiB, abo

AKTUBHHWN MeIMUHUI BUPiO, KU iMIIaHTYIOTb, 1110 MPOMIIIOB OL[iHKY Bi/[TIOBiTHOCTI B YKpaiHi Ta
€ TepIIM MeJUYHUM BUPOOOM B 3arajibHil rpyrii MeanuHUX BUpo6iB, abo

nporpamHe 3abe3reueHHs, 110 TTPOUIIIIO OI[iHKY BiJIIOBiAHOCTI B YKpaiHi Ta € MepumMm MeauIHIM
BUPOOOM B 3arajibHilt rpyrii MeMUHUX BUPOOIB.

3. Onmc Ta Mera 3acTOCyBaHHs 3asBjieHOro MB 3a mnpusHaueHHsM. [laHi IJ00 ITIOTOYHOIO
CTaHJApTy 00C/TyTOBYBaHHS, sike Ma€ 3aMiHUTH ab0 JOTIOBHUTH 3asiByieHui MB.

4. Onuc yMOB Ta IT0Ka3aHb /10 3aCTOCYyBaHHs 3asB/ieHoro MB 3a nprsHaueHHAM:

3axBoproBaHHS (Kof 3a MKX-10 Ta iioro cTafiisi) 4 cTaH 3/10pOB’s /i/1s1 3acToCcyBaHHs MB;

KIJIBKICTb MaLji€HTIB, SIKi 3aCTOCOBYBaTUMYThH 3asBieHni MB B pik;

MOTOYHUI CTaHAAPT HaJlaHHSI MeIMYHOI [J0TIOMOTH;

THIT 3aK/aJy OXODOHU 3/I0pPOB’sl, /le Tiepe0ayaeTbCs BUKOPUCTAHHS 3asiBieHoro MB: 3akmagm
MepBUHHOI ~ MeJUYHOI  JOIMOMOrM, 3akKjaJAu  BTOPUHHOI  MeJAW4YHOI  JOMOMOTH,  3aKjaa[u
BHCOKOCIIEIia/li30BaHOI MeAWYHOI JOTIOMOTH, 3aK/IaZu J1abopaTOPHO-AiarHOCTUYHOTO CITPSMYBaHHS,
3aK/iaZy peabisitarfifinoro rmpodiso, mo3a Me)kaMu 3aK/IafliB 0XOPOHH 3/10pPOB’Sl.

5. BHCHOBOK yTIOBHOBa)KEHOTO OpTaHy II0/I0 pe3y/bTaTiB K/IiHIYHOI eeKTUBHOCTI, Oe3meku Ta
€KOHOMIYHOT JOLIJIbHOCTI B YKpaiHi:

1) pmani mopo pe3ynbTaTiB KiTiHIUHOT edeKTHMBHOCTI Ta Oe3meku 3asBiaeHoro MB. Ommc
(MpepncTaB/ieHHsT) 3a3HaUeHUX pe3y/IbTaTiB;

2) faHi 1[0/10 eKOHOMiuHOI JOLTLHOCTI B YacCTHUHI e(eKTUBHOCTI BUTpAT BUKOpHCTaHHS MB
BiIMOBIIHO 10 pEKOMEH/0BaHOI IIKaJyd T[PaHUYHUX 3HAUeHb IHKPEMEHTa/JbHOI0 I10Ka3HHKA
e eKTUBHOCTi BUTpAT B YKpaiHi (3a HasiBHOCTI);
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3) [aHi 110/10 pe3y/bTaTiB eKOHOMIUHOI /IOLIIJIbHOCTI B YaCTHHI aHasli3y BIUIMBY Ha TOKa3HUKHU
OroKeTy.
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