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PEKOMEHJIOBAHO /IO [TPUMHATTSI: MiHicTepcTBO 0XOPOHH 310pOB’s YKpaiHu

2. IPUMHATO TA HAJITAHO YMHHOCTI: naka3 MiHicTepcTBa OXOpOHH 370pOB’st YKpaiHu
BiJ 2025 poky Ne

3. L1s HacTaHOBa BiJIIOBI1a€ TAKUM HOPMATHUBHO-TIPABOBUM JIOKYMEHTaM B Y KpaiHi:

3akoH Ykpainu «IIpo gepxaBHi ¢iHaHCOBI rapaHTii MEMUYHOTO OOCITYTOBYBAaHHS HACEIICHHS;

nocranoBa Kabinety MinictpiB Ykpainu Big 23 rpyaas 2020 poky Ne 1300 «IIpo 3aTtBepmkeHHs
[Topsinky mpoBeACHHS IEP>KAaBHOT OIIHKA METUYHUX TEXHOJIOTIN»;

TaKOX — MDKHApOIHMM Ta €BPOICHCHKUM TIpaBWjIaM 1 CTaHJapTaM 3 OIIHKA MEIUYHHX
TEXHOJIOTIH:

European network for Health Technology Assessment Joint Action 2 — HTA Core Model 3.0
(bazoBa monens €Bponeiicbkoi Mepexi 3 OLIIHKM MEJUYHUX TeXHoJoTiH 3.0);

EUnetHTA Guideline “Therapeutic medical devices”, 2015 (HacranoBa €Bpomneiicbkoi Mepexi 3
OLIIHKU MEJIMYHHUX TEXHOJOTii “TepaneBTryHi MenuyHi Bupoou”, 2015);

National Institute for Clinical Excellence (NICE) health technology evaluations: the manual, 2022
(OuiHka MenWYHHUX TEXHOJOrid: mociOHuk HamioHanbHOrO 1HCTUTYTY OXOpPOHHM 3J0pOB’S 1
JIOCKOHAJIOCTI METUYHOI Toromoru, 2022);

Guide to the processes of technology appraisal. National Institute for Clinical Excellence (NICE),
2018 (HacranoBa 11010 mpoleciB OLIHKKM MEAMYHUX TeXHOJOTrid. HarioHanpHUN IHCTUTYT OXOPOHU
3I0pPOB’sl 1 IOCKOHAJIOCTI MeIUYHOT goriomoru, 2018);

Guide to the methods of technology appraisal. National Institute for Clinical Excellence (NICE),
2013 (HacranoBa 11010 METOIB OLIIHKK MEIWYHUX TEXHOJOTii. HarioHansHUN 1HCTUTYT OXOpPOHHU
3JI0pOB’S 1 TIOCKOHANIOCTI MeANYHO1 fonomoru, 2013);

Institute for Clinical and Economic Review (ICER). 2020 — 2023 Value Assessment Framework.
31 January 2020 (IactutyT xriHiYHNX Ta ekoHOMIuHUX nociipkeHb (ICER). Cuctema omiHKY IIIHHOCTI
Ha 2020 — 2023 pokn);

The Cochrane Handbook for Systematic Reviews of Interventions Version 6.1, 2020 (JloBimaux
Kokpana 15 npoBezieHHs cucTeMaTHYHUX OTJIAIB, Bepeid 6.1, 2020).

4. BBEJIEHO Bnepuue.
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HPOEKT

BCTYII

Ominka MenuuHux TexHojorik (anra. health technology assessment) (mam — OMT) —
MDKAMCUMIUTIHAPHUN MPOLIEC, IKUIl BUKOPUCTOBYE TOYHI METOU JUIsl BUBHAYCHHS I{IHHOCTI MEIUYHOT
TEXHOJOTIl Ha PI3HUX eTamax ii JKUTTEBOrO IMKIY 3 METOI HaaaHHs iHQopMarii s mporecy
YXBAJICHHS PIICHb JUIsl CIIPUSIHHS CIPaBEUIMBIN, €EKTHBHIA Ta BUCOKOSKICHIN CHCTEMi OXOpPOHU
310poB’st. L{iHHICTh MeauuHOi TeXHOIOTii MOXke OyTH BU3HAYCHA IUISIXOM BHBUCHHS Iepe10adyBaHUX
Ta HemnepeadadyBaHMX HACTIAKIB 1I BUKOPHCTaHHS IMOPIBHAHO 3 ICHYIOUMMH ajbTepHaTtuBamu. Lli
BUMIPH BKJIIOYAIOTh KIIHIYHY €()EKTHUBHICTh, O€3MEKy, BUTPATH Ta €KOHOMIYHI HACIIKHU, €TUYHI,
coIiaibHi, KyJIbTYpHI Ta TMPaBOBI NMUTaHHS, OPraHi3alliifHi Ta €KOJOTIYHI acCleKTH, a TaKOX OlJIbII
IIUPOKI HACTIAKK JUIsl TAIli€eHTa, POJWYIB, OIIKYHIB Ta HACEJNEHHs. 3arajibHa I[IHHICTh MOXE
3MIHIOBaTUCS 3aJIeKHO BiJl OOpaHOi MEpPCHEKTHBH OIIHKH, 3aIllKaBICHHX CTOPIH Ta KOHTEKCTY
yXBaJIeHHS pimieHs [1-3].

B Vxkpaini Tepmin OMT 3acTocoByeThCSl Y 3HAUCHHI, HaBEZACHOMY y 3akoH1 Ykpainu «OcHOBU
3aKOHOJAaBCTBa YKpaiHU MpPO OXOpPOHY 310poB’si». Ilpoueaypy IepKaBHOI OIIIHKH MEIUYHHX
TEXHOJIOTi BU3Ha4YeHO llopsakoM MpOBENEHHS JACPXKABHOI OIIHKA MEJIWYHUX TEXHOJIOTIH,
3aTBepAkeHuM noctanoBoro Kabinery MinictpiB Ykpainu Big 23 rpyans 2020 poxy Ne 1300 [4].

Hakazom MinictepcTBa 0XopoHu 370poB's Ykpainu Bix 29 6epesnst 2021 poky Ne 593 “IIpo
3aTBEpKEHHS HACTAHOBH 3 JIEP>KaBHOT OIIIHKU MEAMYHUX TEXHOJOTIN JIJIsl JTIKapChKUX 3aC001B” BIIEpIIe
OyJ10 3aTBepHPKEHO HACTAHOBY 3 JIEP>KaBHO1 OI[IHKY METUYHUX TEXHOJIOT1H 1715 Tikapcebkux 3aco0iB (CT-
H MO3VY 42-9.1:2021) [5] (mapa3zi CT-H MO3VY 42-9.1:2023 — i3 3MiHAMH BHECEHHMH HaKa30M
MinicrepctBa oxopoHu 310poB's Ykpainu Big 06 sxoBTHs 2023 poky Nel741 [6]), sika micTHTh
pexoMeHaaii moao mianyBanHas i mpoeaeHass OMT, B ToMy ducii AJisi IPEACTaBICHHS OTPUMaHUX
pe3ybTaTiB JOCIIPKEHHS Yy 3asiBl 1 JOCh€ Ha BKIIOYCHHS JIKApCHKOTO 3ac00y /10 PEryNsTOPHHUX
MIEPEITIKIB, SIKI BUKOPUCTOBYIOTHCS JIJISi 3aKyIMiBEIb 3a JEpKaBHI KOIITH, MIATOTOBKH BUCHOBKIB 1
peKoMeHaaliil YIOBHOBa)KEHUM opranoMm 3 jaepkaBHoi OMT B YkpaiHi 3a pe3yabTaTaMu €KCIepTU3n
3asiB 1 IOCKE, OLIIHKY 3BEPHEHb Ta BUKOpHUCTaHHs pe3ynbTariB OMT g yxBaneHHs pillieHb Ta peaibHOoi
KJIIHIYHOT TPaKTHKH.

IIs oxpema HactanoBa € MpoJOBXEHHSM Ta JIOTIOBHEHHSM JI0 HACTAHOBU 3 JIEP>KAaBHOI OI[IHKU
MEIUYHUX TEXHOJOTINH JyIsi JKapchKuXx 3aco0iB. [loOKEHHS HACTAaHOBU 3 JIEPXKABHOI  OIIIHKH
MEIUYHUX TEXHOJIOTIH IS JIIKapChKUX 3ac00iB, 3aTBep/ykKeHI HakazoM MIiHICTEpCTBAa OXOPOHU
3nopoB'ss Ykpainu Big 29 6epesns 2021 poky Ne 593, € 3actocoBHUMHU 10 TIpOILIECy, €TarmiB, 6a30BUX
MeToAoJoriyHuX miaxoaiB mposeaeHHss OMT mns MB, B Toii uwac sk ust HacranoBa BimoOpaxae
ocobiuBocTi OMT ans MB,8 siki MatoTe OyTH BpaxoBaHi IpH M1aHyBaHHI Ta nposeaeHHi OMT st MB.

I1s HacranoBa po3po6iena Ha mijctasi HactaHoB 3 OMT, npuitasatux B €Bporneiicbkomy Corosi
(mani — €C), Benukiit bputanii, CIIA, a came:

European network for Health Technology Assessment (EUnetHTA) Joint Action 2 — HTA Core
Model 3.0 (bazoBa Moens €Bporneichkoi Mepexi 3 OlIHKKA MeuYHUX TexHojorii 3.0) [7];

EUnetHTA Guideline “Therapeutic medical devices”, 2015 (HactanoBa €Bpormeiicbkoi Mepexi 3
OLIHKKA MEINYHUX TeXHOOTiH “TepaneBTuuni meanuni Bupoou”, 2015) [8];

EUnetHTA “HTA Core Model for Diagnostic Technologies”, 2008 (bazoBa wmomens
€Bporeiicbkoi Mepeki 3 OIIHKA MEIMYHUX TEXHOJOTIH MOA0 AIarHOCTUYHUX TEXHONIOT1i) [9];


https://paperpile.com/c/9G7GCH/m3IaO
https://paperpile.com/c/9G7GCH/m3IaO
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National Institute for Clinical Excellence (NICE) health technology evaluations: The manual, 2022
(ITociOHMK 3 OIIIHKM MEIUYHUX TEeXHOJIOTiM HaloHambHOrO 1HCTUTYTY OXOPOHHM 3J0POB’S 1
JIOCKOHAJIOCTI Meu4HOi oromoru, 2022) [10];

Methods for health economic evaluations. Guideline EUnetHTA, 2015 (HactanoBa €Bponeiicbkoi
MEpeXi 3 OIIHKM MEJUYHUX TEXHOJIOTIH “MeToan eKOHOMIYHHX OI[IHOK B CHCTEMi OXOPOHH 370POB’S”)
[11];

Medical technologies evaluation programme methods guide. National Institute for Clinical
Excellence (NICE), 2017 (HacranoBa momo METOAIB NPOrpaMH OILIHKKA MEAUYHHX TEXHOJOTIMH.
HamioHnaneHui IHCTUTYT OXOPOHH 3JI0POB’S 1 TOCKOHAIOCTI MeIn4yHO1 gortomoru, 2017) [12];

Diagnostics Assessment Programme manual. National Institute for Clinical Excellence (NICE),
2011 (KepiBaunrBo moao IIporpamMu OIIHKM AIarHOCTUYHUX TeXHOJOriHd. HamioHanbHUN IHCTUTYT
OXOPOHH 3/I0POB’S 1 JOCKOHAIOCTI MeIu4HOi qoromory, 2011) [13];

Guidelines for conducting Health Technology Assessment (HTA). AOTMIT. Version 3.0.
Warsaw, 2016 (HacraHoBa 3 TpoBeICHHS OIIHKH MEIUYHUX TEXHOJOTIH. ATEHTCTBO 3 OI[IHKHU
MeIUuYHUX TexHouorii i Tapudis [Moneiui. Bepcist 3.0. Bapiiasa, 2016) [14];

Guide to the processes of technology appraisal. National Institute for Clinical Excellence (NICE),
2018 (HacranoBa 1100 MpoI1eCiB OLIIHKK MEAMYHUX TeXHOJOTid. HarioHanpHUN 1IHCTUTYT OXOPOHU
3I0POB’s 1 TOCKOHAIOCTI Mean4HOI goromory, 2018) [15];

Guide to the methods of technology appraisal. National Institute for Clinical Excellence (NICE),
2013 (HacranoBa mioZjo0 METOMIB OIIHKM MEAMYHHMX TEXHOJOTid. HamioHanbHHMI 1HCTUTYT OXOPOHHU
3JI0POB’sI 1 IOCKOHAIOCTI MeMYHOI oromory, 2013) [16];

Addendum to the Guide to the methods of technology appraisal. National Institute for Clinical
Excellence (NICE), 2017 ([domaTok 10 HACTAaHOBU IIOJO METOMIB OLIHKA MEIUYHUX TEXHOJOTIH.
HarmioHanbHU#T iHCTUTYT OXOPOHU 3I0POB’S 1 JOCKOHAIOCTI Mean4HOT qoromor, 2017) [17];

Institute for Clinical and Economic Review (ICER). 2020-2023 Value Assessment Framework. 31
January 2020 (Inctutyt kniHiuHuX Ta ekoHoMiyHUX AociimkeHs (ICER). Cucrema oliHKY IHHOCTI Ha
2020-2023 pokwu) [18].

Opranizaiis, BianoBigansHa 3a 110 Hacranosy, — MO3.

s HacranoBa MiCTUTh TIOJIOKEHHS, 1110 BiJIMOBIIal0Th 3aKOHOAABCTBY Y KpaiHHU.

IIs HacraHoBa € HOPMATUBHUM JIOKYMEHTOM, SIKUH MICTHTH PEKOMEHJAIIl MO0 MPOBEICHHS
nepxxaBHoi OMT 3asiBieHOT MeUYHOI TeXHOJIOT1T — MenuuHuX BupoOiB. s HacranoBa He mMae cunu
HOpMaTUBHO-TIpaBoBoro axta. Jlana HactanoBa Hece pekOMEHJAIIMHUN XapakTep Ta MICTUTh
METOAOJIOTYHY iH(OpMaIito /Ui BUKOPUCTaHHS yciMa 3allikaBJIeHUMHU cTopoHamu npouecy OMT B
VYkpaiHi.


https://paperpile.com/c/9G7GCH/zIR6w
https://paperpile.com/c/9G7GCH/hFWUp
https://paperpile.com/c/9G7GCH/vPSQZ
https://paperpile.com/c/9G7GCH/R5IpM
https://paperpile.com/c/9G7GCH/fPpAU
https://paperpile.com/c/9G7GCH/sePog

HPOEKT

HACTAHOBA

3 1ep:KaBHOI OLiHKH MeJUYHUX TEXHOJIOTiH 11010 MeIUYHUX BUPODiB

YunnaBin 2025 poky

COP®EPA 3ACTOCYBAHHA

s HacranoBa BW3HAYa€ METOJOJIOTIUHI OCOOJMBOCTI Ta MPHUHLMUIN (PEKOMEHJAIlii) I0J0
npoBeneHHss OMT st MB, a came — miATOTOBKH 3as1B 1 JIOCKE, IX €KCIEPTU3H MIOJI0 PE3YIbTATIB aHATI3Y
MOPIBHSUIBHOT KIIIHIYHOT e(peKTUBHOCTI, 6€3MeKH Ta eKOHOMIYHOT 1o1iIbHOCTI MB.

s HacranoBa po3poOiieHa Ha BHKOHaHHs moctaHoBu Kabinery MinicTpiB Ykpainu Big 23
rpyans 2020 poky Ne 1300 «IIpo 3arBepmxenns [lopsaky nmpoBeneHHs Oep>KaBHOT OIIHKKA METUYHHUX
TeXHoJorii» Ta 3actocoByeThes g OMT MB, mo 3apeectpoBani B YkpaiHi, kiacy IIb (Bupobu
CepeIHbOr0-BUCOKOTO pHU3UKY) Ta kiacy III (BupoOu BHCOKOro pHU3MKY) BIANOBIAHO JO PHU3HKY,
MOB’sI3aHOr0 3 X BUKOpPUCTaHHSM [19-21], skl MOTEHIIHHO MOXYTh CIPUSTH E€KOHOMii KOIITIB Ta
parfionaizaiii BUTpAaT 3 MePCIEKTUBU CHCTEMH OXOPOHU 370POB'S — IEPIKABHOTO IJIaTHHUKA (aHTJI. COSt-
saving), a Takox Juit MB, 1110 3aCTOCOBYIOTBCS Il IIaTHOCTUYHMX LIJIEH Ta CKPUHIHTOBUX HPOTPAM.

Iz HacranoBa peKOMEHAYETHhCS BCIM 3alliKaBJICHUM CTOPOHAM, a caMe BHUKOHABI[IM Ta
kopuctyBaduam OMT: 3assBHHKAM, Cy0’ €KTaM TOCIIOIaPIOBAHHS, SIKi TOTYIOTh 3a5IBH 1 IOChE; KEPIBHUKAM
y chepi OXOpOHU 3[I0pOB’Sl Ta JAEP>KABHOTO YIPABIIHHS, YIPABIIHISIM; YIIOBHOBRXEHOMY OpraHy 3
nepxaBHoi OMT B VkpaiHi, 110 mpoBOAUTH eKcnepTusy 3asB 1 nocke 3 OMT, HayKoBO-TIeIaroriyHuM
MpamiBHUKAaM 3aKiajiB BHUINOI OCBITH, JiKapsM, (apMaleBTUYHUM TMpaI[iBHUKAM, 1HCTUTYTaM
TPOMaJITHCHKOTO CYCIIIbCTBA, TOMIO.



HPOEKT

HOPMATHUBHI IIOCUJIAHHSA

I{s HacTaHOBa MICTUTh HOPMATUBHO-IIPABOBI Ta HOPMATUBHI MOCUJIAHHS Ha!
1. 3akon Ykpaiau «IIpo nepsxaBHi ¢iHaHCOBI rapaHTii MEIUYHOTO OOCITYrOBYBaHHS HacelneHHs» [22];
2. ITocranoBa Kabinery MinictpiB Ykpainu Bix 23 rpyans 2020 poxy Ne 1300 «IIpo 3arBepkeHHs
[Mopsinky mpoBeACHHS eP>KaBHOT OIIHKH METUYHUX TEXHOJIOTiN» [4];
3. Ilocranosa KaGinery MinictpiB Ykpainu Big 02 xxoBtHs 2013 poky Ne 753 «IIpo 3aTBepmxeHHs
TexHiuHOTO periaMeHTy mo10 MeANYHUX BUpoOiBy» [19];
4. TlocranoBa Kabinery MinictpiB Ykpainu Big 02 >xoBTHS 2013 poky Ne 754 «IIpo 3aTBepmkeHHs
TexHIYHOTr0 peryiaMeHTy 010 MEIUYHUX BUPOOIB JJIs JIarHOCTUKH in vitroy [23];
5. IlocranoBa KabGinery MinictpiB Ykpainu Bix 02 sxoBTHS 2013 poky Ne 755 «IIpo 3aTBepKeHHS
TexHIYHOTO peryiaMeHTy 1010 AKTUBHUX MEIUYHUX BUPOOIB, K IMIUIAHTYIOTHY [24];
6. HactanoBa 3 jpep:kaBHOI OLIIHKH MEIMYHUX TEXHOJIOTIH 1 Jikapcekux 3aco0iB (CT-H MO3Y 42-
9.1:2023), 3aTBeppKeHa Haka3oM MiHICTepcTBa 0XOpPOHU 310poB's Ykpaiau Big 29.03.2021 Ne 593 (y
penakuii Haka3zy MiHicrepcTBa oxopoHu 370poB's Ykpainu Big 06.10.2023 poxy Ne 1741) [6];
7. Haka3 MinictepcTBa oxopoHu 370poB'ss Ykpainu Big 22.01.2020 Ne 142 «IIpo 3aTBepmKeHHS
METOJIMYHUX PEKOMEHJallIN 13 3aCTOCyBaHHS TEXHIYHOTO PErIaMeHTy IIOA0 MEIUYHUX BUPOOIB,
3aTBepIKeHOro mnoctaHoBolo KaGinery MinicTpiB Ykpainu Big 02 sxoBTHs 2013 poky Ne 753,
TexHIYHOrO periaaMeHTy MO0 MEIUYHUX BHUPOOIB [UIsl JIarHOCTHKU In Vitro, 3aTBEpPIKEHOTO
nocranoBoro Kabinery MinictpiB Ykpainu Big 02 xoBTHa 2013 poky Ne 754, ta TexuiuHOro
periaMeHTy IOJO AaKTUBHUX MEAWYHHMX BHPOOIB, SIKI IMIUIAHTYIOTh, 3aTBEPIKEHOTO ITOCTaHOBOIO
Kab6inery MinictpiB Ykpainu Big 02 sxoBtHs 2013 poky Ne 755» [20];
8. Permament €Bponeiicbkoro [lapnamenty i Pagu (€C) 2017/745 Bix S xBitHs 2017 poxy nmpo MenndHi
BHUpOoOH, BHeceHHs 3MiH 10 JJupektusu 2001/83/€C, Pernmamenty (€C) Ne 178/2002 i1 Permamenty (€C)
Ne 1223/2009 Ta ckacyBanns aupektuB Pagu 90/385/€EC 1 93/42/€EC [25];
9. Pernament €Bponeiicskoro [lapnamenty i Pagu (€C) 2017/746 Bin S kBiTHs 2017 poky nIpo MeaAUYHI1
BUPOOM JJIs1 A1arHOCTHKH In Vvitro Ta mpo ckacyBaHHs Jupekrusu 98/79/€C ta Pimenns Kowicii
2010/227/€C [26].



HPOEKT

BU3HAYEHHS TEPMIHIB

VY uiii HactaHoBi TepMiHU BXKUBAIOTHCS Y TAKOMY 3HAYCHHI:

EdexT aikyBanns (anri. treatment effect) — BrumB Ha cTtaH 370poB’s a00 CaMOTIOUYTTSI CyO’ €KTIB,
MOB’SI3aHUM JIMIIE 3 JIKyBaHHSAM a00 3aCTOCYBAaHHSIM MEIMYHOI TEXHOJIOTII (32 MEBHUM MEIUYHUM
MoKa3zaHHsM). JIOCTITHUKY OIIHIOIOTh €(PEeKT BiJl 3aCTOCYBaHHSI MEIMYHOI TEXHOJIOTiI, 00YHCIIOIYN
PI3HUIIIO MIXK Pe3yJIbTaTOM, OTPUMAHUM B €KCTIEPUMEHTANIbHIN 1 KOHTPOJIbHIHN TPyTIi.

Edexr/kpuBa napuanns (anri. learning effect/curve) — mokparieHHs TEXHIYHHUX BIIACTUBOCTEH
(XapakTepuCTUK, MPOAYKTHBHOCTI) HOBOI TEXHOJIOTIi 3 YaCOM.

3anexHicTh Big KopuctyBaua (anri. user dependency) — cTymiHb, 0 SIKOrO pe3yJbTar JIiKyBaHHS B
KJIIHIYHOMY JTOCITI/DKeHH1 a00 B KJIIHIYHINA MPaKTHUIIl, 3JIKUTH BiJl HABHUOK a00 OCBITY JIIOJICH, K1
OepyTh y4acTh y JIIKyBaHHI.

IMocTrynoBmii po3BuTok (anri. incremental development, or incremental innovation). baraTo kiacis
BUPOOIB pO3POOISAIOTHCS B MEXKAX MOETAITHOTO MPOIECY 3 YACTUMH 3MiHAMHU TEXHOJIOT11, KOXKHA 3 IKUX
MICTHUTB JIUIIE He3HAYHI MO (DiKaIlil, [0 MPU3BOJAUTH JJO KOPOTKOTO YKHUTTEBOTO IUKITY MPOIYKTY.
Kontekcryanbni ¢pakropu (anri. contextual factors). @eHoMeHH OXOPOHU 37I0POB'S Ta 3IA0POB'S €
CKJIaJHUMM CHCTEMaMH, K1 IPUHLUIIOBO 3ajeaTh BiJ] KOHTeKCcTy. KoHTekcTyanbHUMH (pakTopamu 3
NOTEHUIHUM BIUIMBOM Ha pe3y/ibTaTH 3/10pOB’s MOXKYTh OyTH, HAaIIPUKJIA/: HalllOHAJIbHA, JEep>KaBHa,
MiclleBa Ta OpraHizalliiiHa MOJIITUKA, HOPMH Ta PECypCH T'pOMajd, OpraHizaiis CUCTEMH OXOPOHH
3JI0pOB’sl, CUCTEMH OIUIATH Ta CTUMYJIIOBaHHS, IOTOYHA KYJbTYypa, iCTOpis Ta KaJpoBe 3a0e3NedeHHs,
icTopuuHi (hakTOpH Ta OCTaHHI MOJIIi, KyJIbTypa Ta MOTHBALlisl BAKOPUCTAHHS MEIUYHUX BUPOOIB, 3MiHU
uX (haKTOPiB 3 HACOM.

Monudikaunis edpexry (edpexr-mipa) (anri. effect(-measure) modification) — Bapiamiss BuOpanoro
MOKa3HUKa ePeKTy U JOCTiKyBaHOTO (hakTopa Ha pi3Hi piBHI iHmOro Qakropa. Y CTaTUCTHUHIN
TEPMIHOJIOTI] 11€ Ha3UBa€ThCA B3aeMoaiero. Monudikairis edekr-mipa mpu3BOAUTH 10 HEOTHOPITHOCTI.
Moaudikatop epekTy Moke 3MIHIOBaTH pPi3HI MOKa3HUKU e(eKTy (Hampukiaj, BiTHOCHI PU3UKH,
PI3HULIA PU3HKIB) U OAHOTO 1 TOTO X (hakTopa (HAIpPUKJIIAJ, BIK) y pI3HUX HalpsMax 1 MO>Ke 3MIHIOBATH
OJIUH MOKAa3HUK, ajie He THIIUH.

IIpakTnuni  BJacTuBocTi/XapakTepucTuku  (aHrn.  performance) —  Oynap-siki  TEXHIUHI
XapaKTePUCTHKH, €(PEeKTH Ta TepeBaru MEAMYHOrO BHPOOY MpPW BHKOPHCTAHHI 32 MPU3HAUYEHHSIM Ta
BIJITOBIAHO A0 IHCTPYKIIN AJIs1 3aCTOCYBaHHSI.

IIpornocTtuunuii pakrop (anri. prognostic factor) — e Mipa, HoB’s3aHa 3 KJIIHIYHUM PE3yJIbTaTOM 3a
BIJICYTHOCTI Teparii a0o 13 3aCTOCYBaHHSIM CTaHJApTHOI Tepaii, sIKy, IMOBIPHO, OTPUMaIOTh MAIIEHTH.
Moro MoKHa PO3TIAAATH AK Mipy MPUPOHOTO Tepediry XBOpoOH.

VY HacTaHoBI iHIIII TEPMIHM BXKMBAIOTHCS Y 3HAUCHHSX, HaBeIEHUX y TeXHIYHOMY perjameHTi
1010 MEJMYHUX BUPOOIB, 3aTBEepakeHOro nocranooro Kabinery MinicTpiB Ykpainu Big 02 xOBTHS
2013 poky Ne 753, TexHIYHOMY pETrJIaMEHTI IIOJAO0 MEIUYHHUX BHUPOOIB sl JIarHOCTUKU in Vitro,
3aTBepAKeHOro mnoctaHoBolo KabGinery MinictpiB Ykpainu Bin 02 >xoBTHsS 2013 poky Ne 754,
TexHIYHOMY perjlaMeHTI MO0 AKTHBHUX MEIWYHUX BUPOOIB, SKI IMIUIAHTYIOTh, 3aTBEPIKEHOTO
nocranoBoro Kabinery MinictpiB Ykpainu Big 02 sxoBTHs 2013 poky Ne 755.

[HIIi TepMiHM BXXHMBAIOTHCS y 3HAUEHHSX, HABEIEHUX B IHIIMX HOPMATHBHO-TIPABOBHUX aKTax y
cdepi 0XOpoHHU 3/10pOB’s, 30KpeMa nocraHoi Kabinery MinictpiB Ykpainu Bix 23 rpyaus 2020 poxky
Ne 1300 «IIpo 3arBepmxenHs I[lopsaky mpoBeneHHS Iep>KaBHOI OLIIHKM MEAMYHHMX TEXHOJOTii», a
Takok HacTaHoBi 3 Jiep>kaBHOT OI[IHKYA MEIUYHUX TEXHOJOTIN ISl TiKapChbKUX 3ac00iB, 3aTBEPKEHOT



HPOEKT

Haka3oM MiHicTepCcTBa OXOpOHU 3710pOB'st YKpainu Bix 29 6epezns 2021 Ne 593 (y penakiii Haka3y
MiHicTepcTBa 0XOpOHH 370poB's Ykpainu Big 06 sxoBTHS 2023 poxy Ne 1741).
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ITO3HAYEHHS TA CKOPOYEHHS

€Bponeiicbkuii Coro3

MEIUYHUN BUPIO

MiHiCTepCcTBO OXOPOHHM 310POB’ S YKpaiHu

OIliHKa MeIUYHUX TexHosorii (anri. health technology assessment, HTA)
paHI0Mi30BaHe KIIHIYHE JOCIIIKSHHS

€Bporeiicbka Mepexa 3 OI[iHKM MEIUYHUX TeXHOJOoriH (anri. European

network for Health Technology Assessment)

HarionaneHuii iHCTUTYT OXOPOHU 3/I0POB’S 1 TOCKOHANIOCTI MEIUYHOT

nornomord (anri. National Institute for Health and Care Excellence)

HamionansHuii opran 3 nmutanb oXopoHu 370poB's Opaniiii (French National

Authority for Health)

Kanazacpke areHTCTBO JIIKapChKUX 3ac001B Ta MeAUYHKMX TexHoJorii (Canadian

Agency for Drugs and Technologies in Health)

ABcTpaniicbkuii KOHCYIbTaTUBHUN KOMITET 3 (papMalleBTUUHUX IepeBar

(Pharmaceutical Benefits Advisory Committee)
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3AT'AJIBHI ITOJIOKEHHSA
1. BCTYII

Jlana HacranoBa 30cepe:Ky€Thcsl HA METOJ0JOTTYHUX 0COOJIMBOCTSX i BUKJIMKAX B cepi
OMT, 3 AkMMH 3yCTpPi4alOThCsl 3alliKaBJIeHi CTOPOHM, i AKi € O0inbm cnenugiyaumu s MB,
NMOPiBHAHO 3 JIKAPCHLKUMHU 32C00aMHU.

BianoigHo 10 TeXHIYHOTO perjiaMeHTy 00 MEAUIHUX BUPOOiB, 3aTBEPIXKEHOTO TOCTAHOBOIO
Kab6inety MinictpiB Ykpainu Big 2 xoBTHS 2013 poky Ne 753 (mami - TexHIYHHMI perjaMeHT 1010
MEJIUYHUX BUPOOIB), METUIHHUI BUPIO — OyIb-IKHI IHCTPYMEHT, anapar, Ipuiiaj, MPUCTpPii, mporpaMmHe
3abe3neueHHs, Marepian abo iHIIMI BUPIO, 10 3aCTOCOBYIOTHCS SK OKPEMO, TaK 1 B MOETHAHHI MIXK
co0or0 (BKJIIOYAIOYM TpOorpaMHe 3a0e3leueHHs, nependaueHe BUPOOHHUKOM Ui 3acCTOCYBAaHHS
CHeIaJIbHO I JIarHOCTUYHHMX Ta/a00 TepameBTHYHUX IIJIed Ta HEOOXIigHEe I HaJeKHOTO
(GyHKIIOHYBaHHS MEIWYHOTO BHPOOY), TNpHU3HAUEHI BUPOOHHMKOM Ui 3aCTOCYBaHHS 3 METOIO
3a0e3neyeHHs] J1arHOCTUKU, MPOQUIAKTHKH, MOHITOPUHTY, JIKyBaHHS a0o0 IMOJIETHICHHA mepediry
XBOpOOU TAaIlieHTa B pa3i 3aXBOPIOBAHHS, JIarHOCTUKH, MOHITOPUHTY, JIKYBaHHS, MOJICTIICHHS CTaHy
TMalieHTa B pa3i TpaBMHU YW 1HBAIITHOCTI a00 1X KOMIIEHCAIT1, TOCIIKEHHs, 3aMiHH, BUI03MIHIOBAHHS
abo miaTpuMyBaHHSA aHaTtoMii 4M (Hi310JOTIYHOTO MPOIECY, KOHTPOIIO MPOILECy 3arlliJHEHHS Ta
OCHOBHA nepeadavdyBaHa JIis SIKUX B OpraHizMi a0o Ha OpraHi3M JIIOJAUHU HE JOCATAETHCA 32 JIOIOMOT 00
(hapMakoJIOTIYHHX, IMYHOJIOTTYHUX a00 MeTaboIIYHIX 3ac00iB, ane PYHKIIOHYBAaHHIO SIKUX TaKi 3aCO0H
MOXYTb CIIPUSITH.

MB noninstorscs Ha knacu 1, ITa, 116 1 I1. Kinacudikarrist 31iHCHIOETECS BIAIOBITHO 10 KPUTEPIiB,
BH3HAYCHUX Yy TOAATKY 2 10 TeXHIYHOTO periiaMeHTy moa0 MeaudaHux BupoOiB [19]. Knacudikamis MB
3aCHOBAaHA Ha BPAa3JIMBOCTI JIIOJACHKOIO TiJla 3 ypaXxyBaHHSIM IOTEHLINHMX PHU3UKIB, NOB'A3aHUX 3
BupoOamu. Llel miaxia 103Bossie BUKOPUCTOBYBATH Habip KpUTEpIiB, sSIKI MOXKHA 00'€IHaTH B pi3HUMN
cnoci®é Juis BHU3HAYEHHs, HANPHUKIAJ, TPUBAJIOCTI KOHTAKTy 3 TUIOM, CTYIiHb I1HBa3WBHOCTI 1
CMIBBIAHOIIEHHS JIOKAIBHOTO 1 cucTeMHoro edekry. L{i kpuTtepii MokHa 3aCTOCOBYBATH /10 IIHPOKOTO
koza pi3HuxX MB 1 Texnosnoriii [20]. I[Tpuxiagamu MB kinacy 116 (BupoOu cepeiHbOr0-BUCOKOTO PU3UKY)
MOXXYTb CIyTyBaTH 1HKYyOaTOpW 11 HOBOHAPOKEHUX, 3OBHIIIHI KapAlOCTUMYJISTOPH Ta
nedidopunstopy; kiaacy III (BupoOu BHCOKOTO pHU3MKY) — KaTeTepu 3 IeNapuHOBUM IMOKPHUTTIM Ta
010JI0T14HI KJIallaH! CepLs.

BinnmosigHo no Pernmamenty €Bpomneiicekoro Ilapnamenty i Pagu (€C) 2017/745 Big 5 kBiTHSA
2017 poxky mpo MeauuHi BUpoOH, BHeceHHsA 3MiH a0 [upextuBu 2001/83/€C, Pernamenty (€C)
Ne 178/2002 1 Pernamenty (€C) Ne 1223/2009 Ta ckacyBanns qupextuB Pagu 90/385/€EC 193/42/€EC
MB (anrn. medical device) o3Hauae Oyab-fkMii 1HCTPYMEHT, amapart, MPHUCTpiil, HporpamHe
3a0e3neyeHHs], IMIUIAaHTaT, peareHt, marepiaj abo I1HMMKA BHUPIO, NMpU3HAUYEHUH BUPOOHUKOM IS
BUKOPHUCTAHHSI JIIOJMHOIO, OKpeMO a0 y TO€JHAHHI, i1 OJHIE] a00 KUIbKOX BU3HAUEHUX HUXKYE
cnenupIIHIX METUIHUX [UTICH:

JIaTHOCTHKH, NPOQIIaKTUKHA, MOHITOPHHTY, NepeadadeHHs, MPOTHO3YBAHHS, JIKYBAaHHS YU
TIOJIETIIEHHS 3aXBOPIOBAHHS;

J1arHOCTUKHU, MOHITOPHHTY, JTIKYBaHHS, MOJIETIIIEHHs 200 KOMITEHCallii TpaBMH Y1 1HBAJIITHOCTI;
JOCHIJUKeHHs, 3aMiHM ab6o moaudikamii anatomii abo (i3ioJOriyHOr0 4YM MATOIOTIYHOrO
IPOIIECY YH CTaHY;

HagaHHs 1HQOpMAIl HIITXOM JOCTIKEHHS In Vitro 3paskiB, OTPUMaHUX 3 Tilla JIFOJWHU,
BKJTIOYAIOUM JIOHOPCHKI OpraHd, KPOB i TKAHWHHU, Ta KU HE BUKOHYE CBOE€ OCHOBHE ITLIbOBE
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MPU3HAYCHHS 32 JOTIOMOTOI0 (DapMaKOJIOTIYHHX, IMYHOJIOTTYHUX Y1 METa0O0JIIYHUX 3aCO01B Y Un
Ha TLJI1 JIFOJMHH, TPOTe PYHKIIOHYBAHHIO SIKOTO TaKi 3aCOO0M MOXYTh CIIPUSTH.
MB Tako’x BBaXarOTh TaKi IPOTYKTH:

- BUPOOU 11 KOHTPOJTIO 3AIUTIIHEHHS Y1 HAJaHHS JJOTIOMOTH B 3aIUTITHCHHI;

- MPOJIYKTH, CIIeIiajbHO MPHU3HAYCHI I OYMIICHHS, ne3iHdekiii abo crepuiizailii akTHBHUX

BHpPOOIB Ta BUpOOIB, 3a3Ha4eHUX BHIIE [25].

3rigHo 3 Pernmamentom €Bpomneiicbkoro ITapmamenty i Panu (€C) 2017/745 Bin 5 kBiTHs 2017
POKY Mpo MeaudHi BUpoOH, BHeceHHs 3MiH a0 JupextuBu 2001/83/€C, Pernamenty (€C) Ne 178/2002
1 Permamentom (€C) Ne 1223/2009 Ta ckacyBanus aupektus Pagu 90/385/€EC 1 93/42/€EC mono MB,
BIJIMIOBI/THO JI0 PU3HKY, TIOB’SI3aHOTO 3 X BUKOPUCTAHHSAM, BUAUIAIOTH yoTHpH Kiaacu MB (I, I1a, I1b, I11).

MB Bigpi3HSIOTBCA BiJ I1HIIMX MEIWYHUX TEXHOJOTIM, a BIAMOBIAHO 1 OIlIHKA MEIMYHHUX
TexHoJorii moao0 MB mae neBHi ocobnmuBocTi. [27,28]. Ciig 3BepHYTH yBary Ha XxapakTepuctuku MB,
0 BIPI3HAIOTHCS Bij 1HIIMX MEIWYHUX IHTEPBEHIIN Kimbkoma ¢akropamu BimmosigHo m1o NICE
Medical technologies evaluation programme methods guide:

1) MB MOXyTh 3 4acoM 3a3HaBaTH 3MiH, IO BIUIMBA€ Ha iX €(EKTUBHICTb Ta TPHUBAIICTDH
KHUTTEBOTO ITUKITY;

2) KiiHIYHI pe3ynpTaTH, OTPUMAaHI BHACHIJOK BHKOpucTaHHS MB, uacto 3amexarb BiX
MiTOTOBKHU, KOMIIETEHTHOCTI Ta JIOCBiAy KOPUCTYBaya;

3) kiiHivHI qaHi 1010 MB, 0c00JIMBO HOBHX, € 4acTO 00OMEKXEHUMH, OCOOIMBO MOPIBHSJIBHI JIaH1
3 BiJIIOBITHUMH JIbTEPHATUBHIMH METOAAMU JIIKYBaHHS 200 J1arHOCTHKH;

4) mepeBard JUII CHCTEMH OXOPOHH 370POB'S Ta COIMIAJIBHOTO OOCIIYyTOBYBaHHS BiJI
BUKOpucTanHds MB  wacto  3amexxare  Big  opradizamiiiaux  (akTopiB,  Takux = SK
MOJKITUBOCTI/XapaKTEPUCTUKH 3aKJIaay OXOPOHH 30pPOB’s, JIeé 3aCTOCOBYeThCs MB, a Takox Bix
KBaJTi(piKalii METUYHOIO MEPCOHANTY, SIKUM 1X BUKOPUCTOBYE, HA JIOJIATOK JI0 MepeBar, 6e3rnocepeHbo
MOB'sI3aHUX 13 camuM MB;

5) 11010 TIarHOCTUYHUX TECTIB, MOMIMIIEHHS KIIHIYHUX Pe3yIbTaTiB 3aJIEKUTH BiJl MOJANBIIOTO
HaJaHHS BIAMOBIIHUX MEIWYHHX i1HTepBeHLIN. J[oka3u e(pEeKTUBHOCTI OI[IHUTH BaXXKO, OCKIJIbKU
MOKpalleHa TOYHICTh JIarHOCTHUKW MO>K€ HE BIUIMBATH HA MOJNIMIIEHHS KIIHIYHUX pEe3yNbTaTiB abo
SIKOCTI JKHUTTS,

6) nesxi MB BUKOPHCTOBYIOTBCS J1JIs1 YIIPABIIHHS UM JOCTIIKEHHS PSIly PI3HUX 3aXBOPIOBAHb 1
MOXXYTh BHKOPHUCTOBYBATHCS PI3HUMH MEIWYHUMH TPAIIBHUKAMHU Ta B PI3HUX 3aKJIaJaX OXOPOHU
3JI0pOB'S;

7) BuTpatu Ha MB 9acTo cknafaroThes sIK 3 BUTpAT Ha iX MPHUI0AHHSA/3aKyHIBIIO (BKIIOYAIOUH
CYNYTHIO IHQPaCTPYKTypy), TaK i 3 BUTPAT Ha €KCILIyaTallio (BKJIIOYaroun 00CIyroByBaHHS Ta BUTPATHI
Martepiaim).

8) HoBuit MB Moxe mo3HauaTHCh Ha BUTpATaxX IIJISXOM BIUIMBY Ha Pi3HI acleKTH MPOIIECiB
HaJaHHS JIOTIOMOTH, Ha JIOJIATOK JIO0 BUTPAT, 0€3IM0CePETHRO MOB'I3aHUX 3 HOTO0 BUKOPUCTAHHSIM;

9) 3araiom, iHOyTBOpeHHsI HAa MB € Ou1bI1 TMHAMIYHAM, HIXK HA 1HIIT MeIUYHI TeXHOJorii [12].

bazoBa wmetomonoriss 3 OMT (wanpukmnaa, y BHOOpI JOKA30BUX JaHWX Ta OIIHIN iX
JIOCTOBIPHOCTI) € 3aCTOCOBHOMO JiIsl oliHku MB. OnHak, 3 ypaxyBaHHSM BHUII€3a3HaYEHOI0 MOTPIOHA
0co0nMBa yBara mpy BU3HA4€HHI, omuci Ta ominii MB.

PexomennoBano He mpoBoauti OMT nms neBHuX Bepciit MB, ockinbku TOLiIbHINIE TPOBOIUTH
OMT st rpynu BUpOOiB 3 0lHaKOBUMH (200 moioHMMu) Xapakrepuctukamu. OMT, mo nependauae
Mojiavyy 3asBU 1 JOChE, MOXKE 3aCTOCOBYBATHUCS ISl MIATPUMKH MMOYATKOBOTO PIllICHHS HAI[lOHAJIHHOTO
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PIBHS MPO BIAIMIKOMYBaHHS a00 IEHTpaTi30BaHy 3aKymiBito HoBoro MB. OgHak He BapTO MPOBOIUTH
OMT, skmio:

1) iHmuMiA BUpOOHUK BIPOBAHKYE MoAIOHMI MB He Tipiioi skocTi Ta 6€3 IiABUIIECHHS 11HH;

2) nina peimOypcoBanoro MB 3HIKeHa,

3) Ha pUHOK BUXOJUTH MOKpamieHuii MB 0e3 miaBHUIeHHS I[iHH.

[TpoBenennss OMT, mio nepexbayvae mogady 3asBU 1 JI0OCbE, PEKOMEHIYETHCS, SIKIIO 3arajibHa
BapTiCTh Mpoueayp 3 MoaugpikoBaHuM MB 301bl1yeThes 4epes 101aHy BapTiCTh.

HactynHuM BHUKJIMKOM € pi3HOMaHITHI Ta YMCJICHHI MTOKa3aHHS J10 3aCTOCYBaHHSI MB, ockinbku
OMT npoBoauThes s BU3Ha4UeHOro MB Ta BU3HaUu€HOTro MEAMYHOIO MOKa3aHHs.

Heski MB, Taki sk amapaTd g NIPOBEACHHS MPOMEHEBOI Teparii, poOOTH30BaHa Xipypris,
Bi3yasti3alliiiHa JlarHOCTUKA, MOXKYTh OyTH BUKOPUCTAH1 JJIsl TETEPOTr€HHUX TPYII MAIlI€HTIB 3a Pi3HUMU
nokazaHHsaMu. OHaK y KpaiHax 3 oOMexxeHuMHU pecypcamMi OMT HEMOXKIMBO MPOBECTH KOMIUIEKCHY
OMT 3a BcimMa mOKa3aHHSAMH [0 3actocyBaHHs MB (3axBoproBanHsM abo craHamu). Tomy
PEKOMEHJIOBAHO 3Ba)kaTH HA Te, M0 MpoBeaeHHS KoMIiuiekcHOi OMT mjisi KOKHOTO MOTEHIIMHOTO
MOKa3aHHA MOXKE HE 3HAJ0OWUTHCS, Pe3yibTaTH €(PEeKTHBHOCTI BUTPAT UIsI HAHOLIBII MOUIMPEHHUX
3aXBOPIOBAHB/CTaHIB MOXYTh OyTH 3acTOCOBaHI 1 Ha IHINI MOKa3aHHSA 10 3acTocyBaHHs MB
(3axBOproBaHHA a00 CTaHM) 13 MOAIOHMMH OYIKYBaHHMH TepeBaramMu s 37A0poB'a. [licins BUBUeHHS
BCIX MOJIMBUX II0OKa3aHb, MEPENiK CIiJ 3BY3UTH [0 THUX IIOKa3aHb, SKI € MpPETEHIACHTaMU Ha
peimOypcallito, NUISXOM BHUKJIIOYEHHS TOKa3aHb, SKi HE mependadaroTh JI0AaTKOBI MepeBard s
3JI0pOB'st 00 MArOTh HU3BKUH MIPIOpUTET 1715 TpoMaicbkocTi. OMT 3 geTanbHUM aHaTi30M EKOHOMIYHOT
TOUUTBHOCTI CJIiI MPOBOAWTH 32 HAWOLIBII MOMMPEHUMH MMOKa3zaHHsIMH. SIkmo MB e ekoHOMiYHO
JIOUUTBPHAM 32 HAHOUIBII MOIIMPEHUMH TIIOKa3aHHSAMH, Y pa3i OOMEXEHHX MOXIMBOCTEH s
nposeaeHHss OMT, npuiHATHUM KOMIIPOMICOM € TIEPEHECEHHS JOKa3iB €KOHOMIYHOI AOIIIBHOCTI 32
HalOUIbI TOIIMPEHUMHU IIOKAa3aHHSIMM Ha 1HIII IIOKa3aHHS 3 aHAJIOTIYHUMHU MPOrHO30BAHUMU
nepeBaramMu Juisg 370poB's. OJHAaK aHasi3 BIUIMBY Ha TOKAa3HMKHM OIOJUKETY HEOOXITHMH JUIsl BCiel
LIOBOI TPYIU MAI€HTIB, Ki MalOTh MPAaBO HA MOKPUTTS BUTPAT 3a PAXyHOK KOILTIB JIEPKABHOTO
oromxkety [29].

30kpema, MO0 OLIHKM MOpPIBHAIBHOI epekTHBHOCTI MB MoO)XHa BH3HAUUTH TpPU OCHOBHI
BHUKJIMKH, 11010 IKUX MB MaroTh BIIMIHHOCTI, TOPIBHSTHO 3 JIIKAPCHKUMH 3aC00aMH:

1. KopoTkuit )KUTTEBUM UK, IBUIKUNA 1 IEPEBA’KHO MOCTYNOBHUM PO3BUTOK (AHIII. incremental
development). MB po3po0msitoThCsi B qy’K€ NMHAMIYHOMY PUHKOBOMY CepenoBHII. KUTTEBI HUKIH
MPOJYKTY 3a3BU4ail Kopotili 3-x pokiB. KokHe 3 4acTUX TEXHOJIOTTYHUX OHOBJIEHb MPOJYKTY MOXKE
MaTH He3HauHl MoaMikamii; moaiOHI MPOAYKTH KOHKYPEHTIB BHMXOJSATh HA €BPOIEHCHKUI PHHOK
He3a0apoM Miciis BUXOY Ha pUHOK rnepioro BupoOy. KopoTki yacoBi paMKH Ta HOpMaTHBHO-IIPaBOBa
0aza OOMEXYIOTh MPOBEACHHS PaHIOMI30BaHUX KIIHIYHUX AochimkeHb (mam — PK]I) i3 mocratHiM
PO3MipoM BHOIPKH Ta MOJANBIINM CIIOCTEPEKEHHSIM. Pe3ynbTaTit MOXKyTh OyTH BKe 3aCTapiIMMHU, KOJIH
BOHM HapemrTi OyayTh JOCTYIHI, 1 HOBa MOJEIb MPOAYKTY MOXK€ OyTH TMpeACTaBIeHa I dYac
nociimkeHHs. Kpim Toro, eTaroHHa TEXHOJOTIS TakoX Moxke OyTu MoaudikoBaHa. [lorpeba B HOBUX
KJIIHIYHAX JOCIIKEHHSX I HEBEIUKUX MoAudikariit Hespo3zymina. [1oai0HICTh MPOAYKTIB 1 METOAN
BH3HAYEHHS I[OTO CTOCYIOTHCS HE TUIBKH TOCIHITIOBHUX MOAU]IKAIIN KOHKPETHOTO MPOAYKTY, ajie i
MNPOAYKTIB pi3HUX BUPOOHMKIB. ITuTaHHsA mpo Te, sSKI MPUCTPOI MOXKHA 3TPYIYBATH B OJIUH «KJIACH»
(HampuKJIa, 3 TOUYKU 30py TEXHIYHOI MOPIBHAHHOCTI), € BaXJIMBUM Iipu nipoBeneHHI OMT st BuGopy
KOMIIapaTopa Npu OLIHI{ HOBUX TEXHOJOT1H.

2. 3HauHa 3anexHicTb edekTy JikyBaHHs (aHri. treatment effect) Big xopucTyBaua Ta KpHUBHX

13



HPOEKT

HaBuaHHs (aHra. learning curve). MB BHCOKOrO pH3WMKY YacTO MOEAHYIOTHCS 3 XIPYpPriYHHUMH
MpoIelypaMH Y1 IHITUMH BTPYYaHHSIMH, 1110 BUMAraoTh BUKOPHCTaHHs TeXHIYHO nepeaoBux MB (MB
BHCOKOT'O PH3HKY). Y TakuX OUTBII CKJIQAHUX Mporeaypax MB e BaXXITMBOIO 4aCTHHOIO, sika 0a3yeThCs
Ha TIEBHIM TEOpPEeTWYHii Ta HayKoBii konueniii. L{i BTpy4aHHs 3a3BHYail BUMararoTh CIHEIiabHUX
HABUYOK 1 MiAroToBKH. KOHTEKCT IHTEpBEHIII1, TAKHI SK XapaKTePUCTUKU KOPHUCTyBaya, IHCTUTYLINHHI
3HaHHS, 300U Ta JONOMDKHMIA JOTJISA, MOXE CYTTEBO BIUIMBATH Ha €(eKT JiKyBaHHs. BusHaueHHs
BIUTMBY OKpeMHX (paKTOpiB Ha KiHIIEBHI pe3ynbTaT Moxe OyTu ckiagauM. HeoOxigHo OpaTtu 10 yBaru
KpPHUBI HABUAHHS SIK OKPEMHUX KOPHUCTYBaviB, TakK 1 3aKJIa/(iB OXOPOHH 3/I0POB'sL.

3. OmiHka JOBrOCTPOKOBUX KIIIHIYHUX €(EKTIB MEAMYHHX BUPOOIB BHUCOKOIO KJIaCy pPHU3HUKY.
Tperiit BUKIMK, 0COOJIMBO aKTyanbHUM 11 MB BHCOKOTO pH3UKY (HapUKIad, IMIUIAHTATIB), — 1€ iX
TpuBajie BUKOpUCTaHHS. HeoOXiTHO MPOBOIUTH MOHITOPHHT JIOBrOCTPOKOBOI €)EKTHBHOCTI, a TAaKOXK
moOiuyHUX peakiiit [§].
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2. COEPA 3ACTOCYBAHHAA

s HactanoBa Bu3Havae metonosorito mpoBeaeHHs OMT mins menuuHux BHpOOIB, a came
MOPIBHSJILHOTO aHAJI3y KIIHIYHOI €(EeKTHUBHOCTI, O€3MeKH Ta €KOHOMIYHOI JOMUIBHOCTI MEIUYHUX
BUPOOIB, EKCIIEPTU3H Ta OLIHKM TAKUX PE3yJbTATIB aHANi3y 1 MOTped HACENEHHS Y HHUX, HIATOTOBKU
BIJIMOBIHUX BHUCHOBKIB 3 aepxkaBHoi OMT mis mequunux BUpoOiB. HacTaHoBa 3acTOCOBYETHCS st
MENYHUX BUPOOIB.
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3.3AKOHOJABYA BA3A

s HacranoBa € HOpMaTUBHUM JIOKYMEHTOM, SIKUH MICTUTh PEKOMEHJAIII] 1010 MPOBEICHHS
nep>kapHoi OMT 3asBieHoi menuuHoi TexHosorii. I{to HactanoBy po3po0sieHO Ha BHUKOHAHHS
nocraHoBu KabGinery MinictpiB Ykpainu Big 23 rpyaus 2020 poky Ne 1300 «IIpo 3arBepmkeHHs
[Mopsinky mpoBeACHHS IEP>KaBHOT OLIHKH METUYHUX TEXHOJIOT1».

3 METOI0 BHKOPHCTAaHHS MDKHAPOJHMX IiJXOJIB 0 BU3HAYEHHS NMPIOPUTETIB Yy (hiHaHCYBaHHI
CHCTeMH OXOpOHM 370poB’st 3akoHoMm Ykpainu «IIpo nepxaBHi (iHaHCOBI TapaHTii MEIUYHOTO
0o0cyroByBaHHs HacelaeHHs» (Haiti — 3aKoH), 0yJ10 3aKiIaeHo OCHOBH i 3aiicHeHHss OMT B YkpaiHi.
3akoHOM OyJi0 BHECEHO 3MiHU 10 3akoHy Ykpainu «OCHOBHM 3aKOHOJABCTBA YKpPaiHU MPO OXOPOHY
30pOB’si», ne 3a3HadeHo, mo OMT — me ekcrmepTh3a MEIUYHUX TEXHOJIOTIH MO0 KIIHIYHOT
€(EeKTUBHOCTI, €KOHOMIYHOi JOLUIBLHOCTI, OpraHizamiiHuX MmpoOsieM Ta MpodsieM Oe3meKu ISt
TPOMAJISIH Y 3B’SI3KY 3 iX 3aCTOCYBaHHSIM.

Takum yuHOM, po3mUpenHHs chepu 3actocyBanHs iHCTpyMeHTYy OMT cripusiTuMe CTBOPEHHIO Ta
BIIPOBADKEHHIO ITUTICHOT CHCTEMH BiOOPY TAKOXK 1HIIMX MEIUYHUX TEXHOJIOTIH, 110 HE € JTIKAPChKUMH
3aco0amu, 30KpeMa — MEINYHHUX BHPOOIB.
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4. OCHOBHI ITOJIOKEHHAA

Orasig MeTOA0JIOTIYHNX ACNEKTIB

Ocoonueocmi OMT ona MB

OMT pnst MB ciig mpoBOAWTH i3 B)KE BCTAHOBJICHHMH Ha JIaHUKW MOMEHT METOJaMH IOJI0
MOIIYKY, BiIOOPY, aHAI3y, CHHTE3Y Ta IHTepIIpeTallii JOKa30BUX JaHUX 00 KIiHIYHOT €(eKTHBHOCTI.
[ToTpeba B KOHKPETHUX METOAAaX B OCHOBHOMY BHHHKA€E 3 MOCTYIOBUM PO3BUTKOM MB, 3anexHo Bix
KOPHUCTYBaYiB 1 KOHTEKCTY, a TAKOX JIEIKUX HACHIJIKIB (DI3UYHOTO peKUMY ii.

Dopmynto6aHHa NUMAHHA 00CTIOHCEHHA

binpmr cxiagauii xapakrep MB mortpebye Oinpin geTanbHOI pO3pOOKH  TOCIIIKYBaHOTO
nuTaHHsA. JloriyHa Mojenb (HampwKiIal, aHAIITHYHA cucTeMa, aHri. analytical framework) moxe
JIOTIOMOTTH B OMNHUCI KOMIIOHEHTIB I1HTEpPBEHIII Ta KOMIIApaToOpiB, pPE3yNbTaTiB Ta (PaKTOPiB, IO
BIUIMBAIOTh Ha €(EKT, Taki SK IHIWBIAyalbHI Ta 1HCTUTYLiiHI HaBuaHHS. [loTpiOHO BUKOpHCTATH
MoTepeHh0 OTPUMAaHI KIIIHIYHI BiIOMOCTI MPO BJIACTUBOCTI IHTEPBEHIII], KI MOXYTh BIUIMHYTH Ha
pE3yNbTaTH JIIKYBaHHS Ta HaJIaTH JpKepena/aokas3u i€l ingopmariii.

Bu3nauenna inmepeenuyii (empyuanns)

HeoOximHO 4iTKO BU3HAUMTH Ta mpeacTtaButd, yu OMT 30cepemkeHa Ha OIlIHII OJHOTO
koHkpetHoro MB abo Bcix/mekinpkox MB, siki MO)KHAa BHKOPHUCTOBYBAaTH JJISi TEBHOTO METOAY
JiKyBaHHS. SIKIIO METOO € OIliHKa JeKUIbKOX MB, oryisim Mae MaTu MHPOKY chepy OXOIUICHHS IS
BU3HAYCHHS IHTEPBEHIII].

Cainx Bu3HaunTH Bci MB, sIKi TEXHOJIOT1i BUKOPHCTOBYIOTHCS B TIO€AHAHHI 200 albTepHATHBHO,
IMOTEHIIMHO BAXKJIMBI BIIMIHHOCTI.

[Tix yac ouiHIOBaHHS MOXE BUHUKHYTH HEOOX1IHICTh MOBTOPHOI'O BU3HAUEHHS 1HTEPBEHIIIi.

Howyk ingpopmauii

Crparerist nmomyky iHpopmanii MO)Ke BKJIIOYATH SIK 3arajbHi IMOIIYKOBI TEPMIHH, TaKi SK
3arajipHa Ha3Ba TNy MB, Tak 1 KOHKpeTHI Ha3Bu MB (3anmaTentoBani abo TOProBi Mapku). SIKIo 1aHi
PK]I memoctymHi a60 HEOOX1THOIO € po3poOKa MOCIHITHUIIBKOTO MHUTAHHS, MOIIYK JITEpaTypu MOXKe
OyTH PO3IMIMPEHUI, IT0O OXOMUTH BCl TUTIU JU3aWHIB TOCTIXKEHHS, BKIIOUAIOUX Cepii BUTIAIKIB 1 3BITH
npo Bunajaku. Kpim nomryky B 610miorpadiunnx 6a3ax naHux, iHdopmaris npo MB takox moxe 0ytu
oTpumMana 3 peectpiB MB, 6a3 maHux 3BITIB MPO BUITAJIKK Ta aJAMIHICTpATUBHUX 0a3 maHuX. Takox
MOXITUBHM € TIOIIYK JOCIKEHb 10 Ta micas” (anri. before-and-after study) ta iHIIMX JaHUX BHCOKOI
SIKOCTI.

Bumozu 0o ingpopmauii uy000 kniniunoi egpexmusnocmi

Xoua npu ouiHIi edekTuBHOCTI cmif BignaBatu nepesary PKJI, HeoOXiTHO BpaxoByBaTH, L0
TaKuX JOKa30BUX JaHUX 4YacTo Opakye mist ominku MB. OTxe, He cIig OYIKyBaTH OCTaTOYHHX
BHCHOBKIB 3 JIOCIIIJ[PKE€Hb, OCOOJIMBO KOJIHM MPOBOJAUTHCS OIliHKA epeKkTUBHOCTI ayxe HoBux MB. Crig
Opatu 10 yBaru crnenianbHi qu3aiinu PK/L, sixi BpaxoBytoTs crienugiky MB (Hanpukiaz, BUIpoOyBaHHs
Ha OCHOBI €KCIICPTHU3H, TU3aiH “Tpekep M0CiKeHb” — aHTi. expertise-based trials, tracker designs).

Bumozu 0o ingpopmauii ona 0oezocmpoxosux eghpexmie

Jlnst OLIHKM JOBTOCTPOKOBOi O€3MEeKHM KOPHCHO TMPOBOJUTH TIOMIYK Yy PEECTpax MI0J0
KOHKPETHUX 3axBoproBaHb a0o MB 1 0a3 fgaHuX 3BITIB I[I0J0 KOHKPETHUX BHIAankiB. s
JIOBFOCTPOKOBOI OLIIHKH PE3yJbTATIB CIil PO3IIISIATH aHANI3 PEeECTPy pe3yibTarTiB, ajie B OUIBIIOCTI
BUIAJKIB 1X CJiJI BUKOPUCTOBYBATH JHINE I OIIHKM €(EeKTIB JIKyBaHHS, KOJIU € BiAMOBIIHUN
KOHTPOJIb (PaKTOPIB, 1110 CIIOTBOPIOIOThH PE3YNIbTATH.
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3anesxcHicms 6i0 Kopucmyeaua ma KOHMEKCMyaavHi haxmopu

Skmo € WMOBIpHICTH, TOTO, IO Ha e(EeKTH JIKyBaHHS MOXKE€ MaTH BIUIMB KBamidikarris
MEIMYHOTO [ePCOHATY, HABYaHHS Ta MEMYHA IHPPACTPYKTYpa (HANPUKIIAA, pIBEHb HalaHHS METUYHOT
JOTIOMOTH, O0CAT HaJaHHA MEIWYHOI JIOTIOMOTH, KOMOiHAmis pi3HUX (aKTOpiB) Ta IHIAMBIAYaIbHI
HaBUYKH a00 HABYAHHS (HANIPUKJIIAJ, JiKaps, MaI[i€eHTa, OIIKyHa), IIe CJIiJi BPaXOBYBATH IIPU MPOBEICHHI
oLiHKHA. BMiHHS KOpHCTyBaua Ta 0COOJMBOCTI 3aKjaly OXOPOHH 3/I0POB'St MOXKYTh MaTH BIUIMB SIK Ha
IHTEPBEHIIIIO, TAK 1 HA KOMIIapaTop.

3acmocosnicmo pe3yibmamise OUiHKU

[uTepnperyroun pe3ynbTaTH OIMVIALY, CJiJi BPaXOBYBAaTHU BIUIMB OpraHi3allii CUCTEMH OXOpPOHH
30pOB’sl, KBami(ikalilo KOpPHCTyBauya Ta IOCTYNMOBY Mojaudikaimito JikyBaHHs. Kpim Toro,
CHUCTEMATHUYHO CJIiJT MEPEBIPATH 3aCTOCOBHICTh 3a JOTMOMOIOK JIMCTa OLIHKK (JUB. 1HCTPYKIIiO
EUnetHTA “3acTocoBHICTH JJOKa3iB Y KOHTEKCTI OI[IHKH BiIHOCHOI e()eKTUBHOCTI”) [8].

4.1. ETanu npoBeJieHHS OLIHKM MEeJUYHOI0 BUPOOY

MeTtonu mouryky, BiOOpy, aHami3ly, CHHTE3y Ta IHTepIpeTalii JOKa30BUX JaHUX KIIHIYHOT
e(EKTUBHOCTI B CUCTEMaTHYHUX ODJIAJAX, 5K 116 PEKOMEHIOBAHO, HANIPUKJIIA, Y NOBiIHUKY Kokpana
abo TOBIAHUKY ﬁopKCLKoro LenTpy 3 npoBeneHHs Ta po3noscrokeHHs orisaiB (Centre for Reviews
and Dissemination, gani — CRD) [30], 3acToCOBHI 710 BCIX MEIUYHUX TEXHOJIOTIH [8§].

Pexomennanii moao OMT MB y kpainax, mo mi3Hime movanu BipoBamkeHHs OMT st MB, 3
ypaxyBaHHsIM BUKIHKiB ipoBefenHss OMT s MB npencrasneni y my6uikanii Daubner-Bendes et al.,
2021, 30Kkpema MO0 HIDKYOTO PIiBHSA JOKA30BHX JaHWX NpH OMiHII MB, momo oOmexeHol
MEPEHECEHOCTI JaHWX Ta JO0Ka3iB peajgbHOI KIIIHIYHOI MPaKTHKU 3 IHIIMX KpaiH, O0OMEKEHOCTI
MEPEHECCHHsI CYpOTaTHHX KIHIICBHX TOYOK, IIOJ0 KPHUBOI HaBYaHHS Ta €(PEKTYy 3aKiaay OXOPOHHU
3n0poB's (“edexT neHtpy”, anri. centre effect) [29].

4.2. Poan jgoriunux moaeseit B koutekeri OMT

JUis  Kpamoro po3yMiHHS KOMIIOHEHTIB IHTEpBEHIl], 3B'I3Ky MIDK I1HTEpPBEHLIEIO,
MoaU(DiKyrouMMH (pakTOpamMH Ta pe3ysIbTaTOM, PEKOMEHAYEThCSI BUKOPUCTOBYBATH JIOTIYHI MOJEI.
JloriuHa Mozienb — 11e rpadiuyHui OIMC CUCTEMH, 110 TPU3HAYSHUH [Tl BUSIBIICHHS BXKJIMBUX €JIEMEHTIB
Ta B3a€MO3B'SI3KIB y CUCTeMI. Y KOHTEKCTI IHTEpBEHLIN cepu OXOPOHHU 3/10pOB'Sl JIOTIUHI MOAENI
OINUCYIOTh TEOpil0 3MiH, TOOTO Te, AK IHTEpPBEHIls] BIUIMBAE€ Ha IO3UTHUBHI Ta HETraTHUBHI 3MiHU
pe3ynbTatiB. JloriuHa Mosienb MOXKe JOMOBHUTH 3arajibHe MMOYaTKOBE PO3YMIHHS MPOLECY Bij OIIIALY
BHUMOT JI0 JTIOKa3iB 1 10 CTajlii CHHTE3Yy J0Ka3iB. Jloriuna Moaenb Moxe OyTH IHCTPYMEHTOM MiATPUMKHU
anplOpHUX PIIIEHB MO0 3aMPONOHOBAHOTO MIIX0IY 0 cMHTE3y Aoka3iB. Lllo ctocyeThest MB, moriuna
MOJIeTIb MOXKe OyTH BUKOPHUCTaHA JJIs 3'SICYBaHHS TOTO, SIKI €IEMEHTH HaJle)KaTh O 1HTEpBEHLII Ta 10
MOPIBHSUIBHUX JJAHUX, a SIKI KOHTEKCTYyalbH1 (PAKTOPH MOXKYTh MOTEHIIIMHO 3MIHUTH €(EKTH JIKyBaHHS.
Taxuit migxia MoXke JOTOMOTTH BU3HAYUTH MOUTYKOBI TEPMIHU Ta KPUTEP1i BKIIOYEHHSI Ta BUKJIIOUEHHS
JUIs TIOUIYKY Ta BiAOOpY JiTepaTypH, a TaKOX BU3HAUUTH SKI pe3yibTaTH IIyKaTH, sIKi MOAUDIKyroUi
(bakTOopH BUALIUTH, @ TAKOXK SKI MIATPYNU BTPYYaHb UM MOMYJISILINA CIIiJ aHATI3yBaTH MiJ] 4ac CUHTE3Y
nokasiB [8].
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4.3. CucreMaTU4Hi OrJIsSIIM MeIMYHUX BUPOOIB: (POPMYBAHHA MUTAHHSA JO0CTiKEHHSA

KiiniuHe nuTaHHS Mae BH3HA4YaTH TUIW TOMYJIAINl, TUIOU IHTEPBEHIIH (1 KOMIaparopis), a
TaKOXX THIIM PE3YJIbTATIB, Kl MPEACTaBIAIOTH 1HTepec BiamoBigHo a0 cxemu PICO (momyssinis,
IHTEpBEHIIisI, KOMITAPATOP Ta PE3yIbTATH JIIKYBAHHS).

Ha momarox mo 3actocyBanus PICO mnpu mpoBeneHHI aHamizy TepamneBrudyHoro MB, morigna
MOJIETTb MOKE BPaXOBYBATH TAKOX KOHTEKCTYyalbH1 (DAaKTOPH, 110 BIUTMBAIOTH HA PE3YJIbTATH JTIKyBaHHSI.
OxpiM 1BOTO — SK 1 JAJIS BCIX 1HIIMX THINB OTJISIIB IHTEPBEHII — MPOTHOCTHYHI (PaKTOPH, CYIMYTHIO
TEpAIIito TOIIIO, IO TAKOK MOXKYTh BIUTMBATH Ha pe3yabTaTu. JIoriuHa Moienb MoXe OyTH BUKOPUCTaHA
SK OJIMH 13 aHAJTITUYHUX IHCTPYMEHTIB JJI MiJBEICHHS IIJICYMKIB Ta JOTIOMOTH y BCTAHOBJICHHI
B3a€EMO3B'SI3KY MK IHTEPBEHIII€IO0, Pe3yJIbTaTOM JIIKYBAaHHS Ta IHITUMHU (DAKTOpaMH.

Takuil miaxijg TakokK MOXKE JIOMOMOTTH Kpallle JOCTIIUTH TeTePOreHHICTh e(heKTIB JIKyBaHHS,
Ky CJIJI OYIKYBaTH BiJl BHUIE3raJlaHoi OiIbIIOI KITBKOCTI (akTOpiB, MO MOTUQDIKYIOTH €(EKT.
[adopmaris s po3poOKH pi3HUX YACTHH JIOTIYHOT MOJENI MOXKE IMOXOIUTH 3 PI3HUX JDKEped,
MMOYMHAIOYY BiJl KIIHIYHUX JOCITIDKEHD 3 PI3HAMH JU3afHAMU 1 3aKiHIYIOUYH IMOPaJlaMu SKCIIEPTIB Ta
TyMKamu nanieHTiB. Hanpuxiiaz, mxepenom iHopMmarliii npo Te, Y KpuBi HAaBUYAHHS € PEICBAHTHUMH,
MO3Ke OYTH cepis BUIAJIKIB.

Ha pucynky 1 HaBemeHO IIa0JIOH, SIKUH MoOKe OyTH BHKOPHCTAHUH i (OpPMYBaHHSI
JOCTIPKYBAaHOTO MHUTAHHA HA MOJANBIINX eramax aocuixeHHs [8]. s BiamoBigHOCTI poOouomy
BHU3HAUEHHIO IHTEPBEHI[IS Ma€ BKIIFOUATH MPOTOTUITHI KOMIIOHEHTH, TOJ1 K AUCKPELiiHI KOMIIOHEHTH
HE € 000B'SI3KOBUMH.

Edexr nikyBanus

1
P(population)- I(intervention)— I Mooudghixyioui ghaxmopu (modifying 1| O(outcomes)-
docnidncysana inmepeenyis : factors) : NOKa3HuKu
nonynauis : : pf.33ynbmami3
Hacenenna IIpoToTNNHi KOMIOHEHTH 1 IIpornocTuyHuii pakrop | | JUKy6AHHA
y pa3i HeoOXiAHOCTI, : TSKKICTh 3aXBOPIOBAHHS :
Kpurepii BKaXIiTh TOTCHITiiTHI | CYIYTHI 3aXBOPIOBaHHS Ta iH. 1 | (posrnsHBTE BILJIB
HPUAHATHOCTI/ CyOrpymu AJst MeTaaHaJi3y : : TPHUBAJIOCTI
BKJTIOYEHHS I Moxudikaropn edexry | | cmocrepexeHH:)
JAuckpeuiiiHi KOMIOHEeHTH : KOMIITA€HC i3 CYMYTHBOIO TEPATTiEr0 :
] 1 | Kopucts/puzuk
: Omnepartop :
: HABHYKH OTIepaTopa, A0CBix : Kinmesi TOUKH, IO
] 1 | peneBantHi JUTSt
: 3aKJ1al OXOPOHH 310POB’sl | | marienTa
C (Comparator) | piBeHb HAJAaHHS MEIUYHOI JOMIOMOTH |
Komnapamop : o0csr BTpy4aHb : CyporarHi KiHIIeBi
ﬂpOTOTHnHi KOMITOHEHTH 1 in)paCprKTypa 1 TOYKHU
JAuckpeniiini kommonenTn | | [nmi nocTayaabHAKH NOCTYT :
I IHIIi KOHTEKCTyaJIbHI (hakTOPH 1
] 1

Pucynoxk 1. ITabnoH noriyHoi MoJieni A7 iHTepBEHLH 3 TepaneBTHYHIMU MB
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4.3.1. BusHayeHHs1 iHTepBeHIIil

Ouinka MB Mae OyTu 30cepepkeHa Ha 0JHOMY KOHKpETHOMY PO IyKTi (aHri. single technology
assessment, STA). Ilpore y okxpemux Bumagkax OMT Moke MaTh Ha METI JOCTIAWTH KJIIHIYHY
epexTuBHICTh Tpynu MB, 1mo MoXe BUKOPHUCTOBYBAaTHCH MJISi TIEBHOTO METOMY JIKyBaHHS a0o
nokasanHs (anri. multi technology assessment, MTA). Takuii miaxiq MOXe OXOIUTIOBAaTH OJHAKOBI
TOBapH PiI3HUX BUPOOHMKIB Ta pi3Hi Bepcii ToBapiB oxHoro BupoOHukKa. Crocid 3acrocyBanHs MB,
HAMPHKIIAJ], XipypridHe BTpY4YaHHs, TAaKOXK € 4acTUHOI iHTepBeHIlii. [Ipu nposenenni OMT nmoBuHHA
OyTH 4YiTKO BH3HA4Y€HA METa OI[IHKK Ta Ma€ OyTH YiTKO BKa3aHO YM OIlIHKA 30CEpEKCHA Ha OIlIHII
neBHoro MB um Ha oriHmi Bcix MB, siki MOXKXyTh OyTH BUKOPHUCTaHI JIsl IEBHOTO METOY JIIKYBaHHS.

SIKI110 OIIHIOETHCS IHTEPBEHIIIS, KA MOXe OyTH 3/1iicHeHa pisHuMU MB abo mpouenypamu, mpu
npoBeaeHHI OMT citii BAKOPHCTOBYBATH IIUPOKUH X1 11 BU3HAYCHHSI IHTEPBEHITII.

PexomenioBaHO BU3HAUUTH OyIb-5IKi MPOTOTHUIIOBI Ta AMCKPEIiifHI KOMIIOHEHTH iHTEPBEHIIIi.
[TpoTOTUIIOBI KOMITOHEHTH — KOMIIOHEHTH, SIKi TIOBUHHI OyTH HasBHI B IHTEpBEHIIi1, 100 BiAMOBiAaTH
pobodoMy BHU3HAYCHHIO IHTEpBEHII. [[MCKpemiitHi KOMIIOHEHTH — KOMIIOHEHTH, IKi HEe O0OB'S3KOBO
MaroTh OyTH HasiBHI, 00 BigmoBizaTu poOoyomy Bu3HaueHHIO [31]. ExcriepTu 3 OIIHKM TOBHHHI
cripoOyBaTH BU3HAUUTH, K1 TEXHOJIOT1] BAKOPUCTOBYIOTHCS pa30M ab0 ajlbTepPHATHBHO.

[Tpu BKIIIOUEHHI 0 OLiHKH BapiaHTiB MB a6o MB 3i cxoxumu QyHKIISIMH, CIT1J1 YiITKO BKa3aTH,
4y BBaXat0Thes 111 MB 3aranbHUMU — “TeHepUYHUMM, TOOTO UM HAJIEXKATh JI0 OJTHOTO KJlacy BUPOOIB 1,
OTXE, Yd MOYKHA CKOPUCTATHUCS MPHUHLUIOM IOPIBHAIBHOI edekTuBHOCTI. IlpumymenHs mono
MOPIBHSHHOCTI BTPY4aHb € KPUTUYHO BAXJIMBUMH MUTAHHSAMH, KOJW YXBAIIOIOTHCS PIIICHHS PO
JOUUTBHICTh TIO€AHAHHS NaHuX. [Ipunymenns noBuHHI OyTH 4iTKO chopmynboBaHi. YacTo e TaKoX €
YaCTUHOIO JTOCIIIHUIPKOTO THTAHHS JJIs HMOPIBHSAHHS MiArpyn iHTepBeHwiil. KpiM Toro, momiapHO
TaKOX LIYKaTH, BKJIIOYATH Ta OLIHIOBATH KITIHIYHI TOCIIKEHHS, K1 MMOPIBHIOIOTH pi3Hi BapianTn MB.
[Tonepennst iHpopMallisi 3 KIIHIYHUX JOCHTIDKEHb II0JI0 MUHYJIOI Bepcii TexHoJorii abo moaiOHOi
TEXHOJIOT1i Mae OyTH BUKOPUCTaHA JUIsl BUPILLICHHS MUTAHHS, YU MOXKYTh B3araii, 1 ki Mmoaudikanii MB
MO’KYTb BIUIMHYTH Ha KJIIHIYHUN edekt. Ll inpopmaliis Moxke JONOMOTTH BUSHAYUTH XapaKTEPUCTUKU
HOIATpYH, SKI MOXYTh OyTH peleBaHTHUMH JJIS JOCHIPKEHHS BiAMIHHOCTEH y edekTax JiKyBaHHS.
Marots OyTH HajaHi Jpkepena iH(opMarllii, 0 BUKOPUCTOBYIOTbCS JJIi NPUHHATTS PILIEHHS II0A0
aHaJIi3y MiATPYIL.

4.3.2. Bu3HAYeHHA KOHTEKCTYAJbHHMX (PAKTOPIiB, 3aJI€KHOCTI Bil KOPHCTYBa4iB Ta IHIIHX
(paxTopiB, mo MoandikyTh NoTeHUiHHNN edeKT

BuBuenns moaudikaTopiB epeKkTy Ta iHIIUX KPUTUYHUX (HAKTOPIB MOXKE MIJABULIUTU LIHHICTH
OmIALy KiIiHIYHOI e(pEeKTUBHOCTI JUIsI KOPUCTYBadiB. SIKIIO HEOJHOPIAHICTE Y MeXax Ta MIXK
JOCTIKEHHSMU MOXHa MOSICHUTH MoAudiKkalieo eexTy, i (akTopu CIiiJ BpaXOBYBaTH y KIIHIUHIN
MPaKTHIII.

Jns tepaneBtuyHux MB, mo nepeabayaroTh XipypriyHe BTpy4daHHS a0o 1HII MPOLEAYpH,
IHAMBIAyalbHa Ta IHCTUTYLIMHA eKCHepTu3n Ta e(eKTH HaBYaHHSA/KpUBI HaBYaHHS ITOBUHHI
BpaxoBYBaTHCA K (DaKTOPH, 1110 MOIU(IKYIOTh MOTEHIIHHUIA e(eKT.

Cook et al., 2004 [32] po3poOuim iepapxidHy CTPYKTYpY, SKa iHTErpye pi3Hi (akTopu, II0
BIUIMBAIOTh Ha HaB4aHHA (pucyHOK 2). Ilepmuii piBeHb — II€ KJIiHIYHE CIIIBTOBAPHCTBO, SKE A€
iHpoOpMallilo /U1 HACTAaHOB Ta MPOTOKOJIB 11040 BUKOpHcTaHHs MB. [lani 3akian oXOpoHH 3/10pOB's
MO’Ke aJIJalTyBaTH CBOI OpraHizaiiiiHi MapIpyTH Ta MOCIYTH A0 3aCTOCYBaHHS HOBOI TEXHOJIOTII 1 TUM
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caMHM BIUIMBATH Ha KPHBI HaBYaHHSA Xipypra. TakoX JOCBiA Ta THN JIIOJCH, IO MPAIOITh y
XipypriuHOMY BiJIIIJICHHI, BIUIMBAIOTh HAa pe3y/IbTaTH 3acTocyBaHHsI MB. PiBeHb mo€IHaHHS BUTIAIKIB
BiIoOpakae Te, 110 JOCBIAYCHIIII XIPypryd MOXKYTh MaTH JOCBiJ JIIKyBaHHs O1IbINI CKJIQJIHUX BHUITAJIKIB,
AK1 MaJIl HECTIPUATIMBI pe3yabTaTH, 10 poOUTh ePeKTHBHICTH 3acTocyBanHs MB ripmoro. 31i6H0CTI,
X1 A0 POOOTH Ta MOTEHIIIAl Xipypra TaK0oX BIUIMBAIOTh HA KPUBY HaBYAHHSI.

InauBinyanbhe
HABYaHHA

XapaKkTepHCTHKH
KOpHCTyBaya

T

IMoeananus
BUNAAKIB

HaBuanns jgikapis

Wl 12N

3akJ1aJ 0XOPOHHM 310pPOB’s

3mina 3aTBepaiKeHHs
TEXHOJIOTIl HACTAHOBH

Pucynoxk 2. lepapxiuni ¢akropw, 1110 BIUIMBaOTh Ha HaB4aHHs (Cook et al., 2004)

Ha npaktuni TpupiBHEBUM minxig Moke OyTHM KOPUCHHMM JJIsl aHAJI3y 3alle)KHOCTI BiA
KopucTyBadiB MB:

1. [ToTpiGHO mepeBipuTH, UM OYB MPOBEACHUI aHallI3 TaHUX B3a€MO3B'A3KY MK KBali(iKalli€ro
KOpHCTYBauiB (HampuKIad, piBeHb KBadiQikaiii JIKapiB-XipypriB, Mali€HTIB, sKI NpoHIUIM abo He
MPOMILIM HaBYaHHA) a00 3aKJIa/liB OXOPOHU 37I0pPOB's, Pe3yJbTaTH PAalOPTOBAHI B paMKax BKIIFOYEHHUX
JOCHIJKEeHb, a00 SIKUM YMHOM OYyJ0 JOCHIDKEHO MOXJIUBY Moau(ikaliio edekTy 3a pe3ylbTaToM
BIUIMBY IIMX (akTOpiB. 30KpeMa, MOXKHA PO3IJISHYTH MparMaTH4Hi PaHJOMI30BaH1 TOCIIIKEHHS;

2. Sxmo B PKJI He panopTyeTbes iH(OpMalis 1010 KPUBUX HaBYaHHS 1 Taky iHpoOpMallio He
MOXHa OTPUMATH, 3B’SI3aBIIUCH 13 aBTOPAMHM, CJiJ] 3HAWTH Ta BKIIOYUTU JOJATKOBI HEPAHIOMI30BaH1
abo HaBiTh HE MOPIBHSUIbHI JaHl (HAmpUKIAJ, aHali3 aJMIHICTPATUBHOI 0a3M JaHHX) 3 METOI0
MpoBeJeHHS OUIbII JOKJIAJHOTO aHami3y 3BSI3KY MDK KBaliikaliero KOpUCTyBaudiB abo
3aKJIaIIBOXOPOHH 3JI0POB Sl Ta pe3ysIbTaTaMH JIiIKyBaHHS;

3. Heo0xiaHO BpaxoByBaTH BIUIMB KBali(ikallii KOpUCTyBada Ta 3aKjiay OXOpPOHH 3JI0pOB’S 5K
JDKEepeNl HEOTHOPITHOCTI eeKTy JIKyBaHHS MiXK JOCTIDKEHHSAMHU. JlOLimpHO CHpoOyBaTH TaKOXK
JOCHIIUTH BIUIMB KPUBUX HaBUAHHS y BKIIIOUEHHMX Y METaaHaji3 JOCHIKEHHSIX, HAPHUKIIA HUIIXOM
aHaizy MiATpyI, MeTa-perpecii abo 1HIIMX METOJiB. 32 JOMOMOTOI0 IMX aHalli3iB MOKHA MOPIBHATH
JOCTIKEHHS, IPOBE/IEHI B LIEHTPaxX 3 BUCOKUM a00 HHU3bKUM piBHEM KBajidikalii KOpucTyBauiB (110
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BH3HAYAETHCS, HAMPUKIAI, CYBOPUMH a00 MEHII CYBOPHUMH KPHUTEPISIMH BKJIIOUYEHHS JKapiB YU
3aKJIa/1iB OXOPOHH 3/I0POB's).

OTpuMaHHsS JaHUX IIOMO 3aJEKHOCTI B KOPUCTyBada YW 3aKJIaqy OXOPOHHU 3JIOpPOB'S
(HampukIaa, KpUBI HaBYAHHS) MOXKE 3IMCHIOBATHCS 3a JOIMOMOTOK0 ACKUTBKOX MimxomiB. OmuH i3
MiIXO/IB CTOCYETHCS aHATI3y KPUTEPIiB MPUHHATHOCTI [T 3aKJIaJ[iB OXOPOHH 3/IOPOB'ST Ta JOCIITHHUKIB
y KIHIYHUX JOCTIJDKEHHSAX 100 PIBHA iX KOMIETEHTHOCTI Ta OCBiAYy. Y pasi MpaBUIBHOTO OMUCY, L
KpUTEpil MOXKYTh 3a0€3MeUUTH PiBeHb KBamiikamii, HEOOXIAHUN sl YCIIITHOTO BUKOpHCTaHHS MB.
Takox peKOMEHIOBaHO MMPOBECTH MOMIYK CIIEIIATBbHUAX JOCHIHKEHB IOJI0 3AJIC)KHOCTI KOPUCTYBAYiB Ta
HassBHUX CUTyaTHBHUX (pakTopiB (HeoOXimaHa iH(pacTpyKTypa, apXiTeKTypHI BUMOTH TOIo). s ix
MOIIYKY PEKOMEH/IOBAaHO BHKOPHCTOBYBAaTH KOMOIHAIIO cnenu(iyHUX I MPUCTPOIO IMOIIYKOBUX
TEpPMIHIB, HOPMAaTUBHOTO CJIOBHHKA, 3a HASBHOCTI (HANpHUKJIaA, «KpHBAa HABYAHHI» Ta «KJIIHIYHA
komnereHTHicTh» Yy MEDLINE) ta cniB (Hanpukian, «HaBYaHHSA», «KPHUBAa HABYAHHS», «TPEHIHIY,
«MIHIMQJIBHUH JTOCBiZl», «KpHBa HOCBIAY», «e(heKTH IOCBimy», «kBamidikamis»). OOMexXeHHs [0
JU3aiiHy JTOCIIKCHHS HE TTOBUHHI 3aCTOCOBYBATHUCS, OCKUTBKU 0araro JAOCHTIKEHb € JOCIiKeHHIMA
HU3BKOTO PiBHS JOKA30BOCTI (TIEpeBaXKHO cepii BUNaAKiB) [8].

4.4. Ixxepesia indgopmauii

Ha Bigminy Bin €Bpormneiicbkoi 0a3u qaHux kiaiHiuHUX BunpoOyBanb (EudraCT) ans mikapcbkux
3ac00iB, peecTp mociimkerb MB BincyTHiN. 3BIT, TOMIOHMHI 10 €BPONEHCHKOrO 3BITY IIOAO OIIHKH
nikapcebkoro 3aco0y (EPAR) BincyTHiid, a y 6inbimocti kpain €C HeMae nepcoHaty, SKuii akTHBHO Oepe
y4acTh y IpoIeAypax pHHKOBOTO Harysay 3a MB. Lle cTBoproe TpymHOII AT OMIYKY iH(OpMAITii 1Ist
poBeieHHs oninkun MB.

Ipunyunu ma demani npoyecy nowityky inghopmayii, nepenix odxicepen MONCHA NepeaHymu y
kepienuymei EUnetHTA «llpoyec nowiyky ingpopmayii ona cucmemamuynux 021:0i6 ma OYiHKU
MEeOUYHUX MEeXHOI02Il w000 KNiHiuHOI epekmuenocmiy ma nocionuxy Koxpana [33].

[Tomyk mitepatypu, noB’s;3aHoi 3 MB, He moOBUHEH OyTH HAaATO OOMEXYBaJIbHUM, HANpPUKIA
TMOILIYK 332 TOProBeJIbHUMHU Ha3BaMu MB Oyne HegocTaTHIM, OCKUIBKH 32 TAKUX YMOB MOXKYTh OyTH He
BpaxoBaH1 JOCHIKeHHA 3 oA10HuMu MB. OTxxe, 1oCTyIHI 1aHi 1[0/10 TOPIBHIOBAIILHUX TEXHOJIOTH,
[0 MalOTh OJJHAKOBI OCHOBHI TEXHIYHI XapaKTEPUCTUKU Ta MOAIOHY MOMYJISIII0 MAal€HTIB, TOBUHHI
OyTH BpaxoBaHi Ipu Mig00p1 NOIIYKOBUX 3aMHUTIB [8].

4.4.1. llomyk y 0idosniorpagiunaux 6a3zax 1aHux

Pexomenpamii 1mo1o crparerii nomyky JaHUX Ta BinOopy iHopMalii 1eTaabHO BUKIAJAEHI y
Hacranosi “/lep:kaBHa OllIHKa METMYHHUX TEXHOJIOT1H 115 JTIKapChbKUX 3ac001B”, 3aTBEPHKEHOT HaKa30oM
MinicTepcTBa OXOpOHH 3/10poB'ss Ykpainu Bix 29 Oepesns 2021 poky Ne 593, i3 3MiHaMu BHECCHHMH
BIJIMOBIAHO A0 Hakazy MiHicTepcTBa OXOpOHHU 3/10poB's YKpainu Bia 06 xoBTHs 2023 poky Nel741.

Crneuu¢iyHi nUTaAaHHA

Crparerii NouyKy MOXYTh BKJIIOYATH SIK 3arajibHi MOIIYKOBI 3aUTH (HAIpPUKIIAJ, 3arajibHy
Ha3By THUITy TPUCTPOIO, HAMPHUKIIAJ, «TPAaHCKaTETEpPHA IMIUIAHTAIllsl aOpTAJbHOTO KJamaHay), Tak 1
KOHKPETHI NMPHUCTPOi (3amaTeHToBaHi abo ToproBi Mapku). Po3poOka MOIIYKOBUX cTpaTeriii Moxe
BKJIIOYATH KiJbKa ITepaliil Juist JOCATHEHHS METH CTPATET1i, sIKa MOoeIHY€e KOMIUIEKCHUN MiJIX1/1, 3alUTH
MOKYTb MPEICTABIATH KOHLEMIIT MpOoIeayp, MOB'I3aHUX 3 MPUCTPOEM, 1 LITbOBI YMOBHU. JlonaTKOBI
¢GyHKLIT TPUCTPOI0 MOXKYTh OYTH BKJIIOYEHI B CTpATerito MOMHIyKY. BOHM MOXyTh BKJIIOYATH KOJIU
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MpoayKTiB (MibkHapoaHa HoMeHkiatypa MB, anrn. Global Medical Device Nomenclature), BnacHuka
J03BOJTY Ha MPOJAXK, KJIaC PU3HMKY, MEXaHi3M [iii, IHBa3UBHICTh (HAIIPHUKJIAJ, YEpe3IKipHE BBEACHHS,
CyJIMHHE BBEJCHHS, €HOCKOIIis), TeXHIUHY IatgopMy/goaaTkoBe oOJagHaHHSA, 32 HEOOXIIHOCTI.
3aranioM, peTeiabHH Migdip MOIIYKOBUX 3alHTIB € HAA3BUYAHO BAXKIMBHUM, OCKUIBKH ITyOJIIYHUIN
noctyn 10 EPAR a6o nmoaiOnoi indopmariii mogo MB BiacyTHIH.

lomo cTpykTypyBaHHs crparerii momyky 3a cxemoro PICO, momrykoBi 3amuTu 10O
BIJIIIOBITHOT MOMYJIALIT MatOTh OyTH peTebHO migiOpani. [HTepBeHIIis, 110 BUBYaeThCA (intervention) He
€ 000B's13K0BO 11IeHTUYHOIO 10 MB, 0c00M1BO y THX BUMNaAKaX, KOJIH MepeadadaeThCs MeBHa Mpolerypa
3actocyBanHs MB. Texnosnoris mopiBHsIHHS (comparator) Moke OyTH 1HIIOIO TPOIETYPOIO, TIKAPChKUM
3aco00M a00 JOCHTHh 4acTO (DIKTUBHHM IPHUCTPOEM abo0 mporeayporo. OOMeKeHHs MO0 JaTH CIIij
3aCTOCOBYBATH JIMILIE B TOMY BHIIAJIKY, SIKIIO B1JIOMO, IO MPO Pe3yIbTAaTH BIAMOBIIHUX JOCIIIKEHb
MOTJIY TTOBIIOMHUTH MPOTATOM IEBHOT'O BU3HAYCHOTO Yacy, HallpUKIIa, sikio MB abo mponenypa cranm
nocTynHUMH Juie micist nesHoro vacy (ITocioruk Kokpana, EUnetHTA).

[Momyk siTepaTypu OBUHEH OYTH 3aJJOKYMEHTOBaHHH Y MTPO30PUH CITOCIO 3 METOIO BepHudikarii
13 3a3HaueHHAM 0a3 JaHWX, BKIIOYEHHX Y MOINYK, BIAMOBIAHOI CTpaTerii MOIIyKy, JaTH MOIIYKY,
KUTBKOCTI 3aIUTIB Ta 3aCTOCOBAHUX 0OMEXEeHB/(DUTbTPIB [§].

4.4.2. Ilomyk y peecTpax KJIiHIYHUX BUIIPOOYBaHb

[Tomyk 3araqbHOJOCTYIMHUX JOCIIIPKEHb Yy PEecTpax KIIHIYHUX BHUIPOOYBaHb (HAIPUKIAL,
http://apps.who.int/trialsearch/, Bkirodatoun clinicaltrials.gov Ta Peectp xninigyanx BunpoOyBanb €C)
JIOTIOBHIOE TIONIYK Yy 0a3ax JaHWX, MI00 TrapaHTyBaTH, IO JOCIIKCHHS, SIKI II[e TPUBAIOTH; IPUITHHCHI
JOCTIPKEHHS YH 3aBEPIICHI TOCIIHKCHHS, Pe3yIbTaTH SKUX IIe He OITy0JIiKOBaHi, OYyJI0 3HalCHO, a iX
pe3ynbraty i1eHTudikoBaHo. [ oTpuMaHHs OUTBIIOT KIJTBKOCTI PEECTPIB Ta JOJATKOBUX JAHUX TAKOXK
MOKHa BHKOPHCTOBYBaTHM myoOmikamito “OIiHKka MeJUYHUX TexHojorii B wMmepexi: 20167
(https://www.ihe.ca/advanced-search/health-technology-assessment-on-the-net-2016), a6o pecypc
“HTA 101~ (https://wayback.archive-it.org/org-
350/20240307195108/https://www.nlm.nih.gov/nichsr/htal01/tal0109.html), abo omybaikoBani OMT
BHCHOBKH/3BITH IHIIUX KpaiH [8].

/cepena 0ooamkoeoi inghopmauii

JonaTtkoBi xepena iH(opMallii BKIIOYAIOTh TIOKYMEHTH PEryIsSTOPHUX OpPraHiB IHIIUX KpaiH,
HEOIyOJIIKOBaHI JOKYMEHTH KOMIIaHii, 30KkpemMa BUpoOHuKiB MB, Ta iHmI mxepena iHdopmarii, Taki
SIK 3aIIUTH JI0 aBTOpPIB MMyOsiKaliil abo Te3u JoMoBiJeH 3 BUCTYMIB Ha KOHMepeHisX. J{oCBi KIiHIYHUX
(axiBIIB Ta MalI€HTIB TAaKOX MOKe OYTH IIHHUM JpKkepenoM iHpopMalii mono MB npu nposenenHi
OMT.

Indopmarris mpo H6e3mexy Takox Moxe OyTH OTpuMaHa 3 peectpiB MB, 6a3 1aHUX 3BITHOCTI PO
HeraTWBHI BUMAaAKW (Hampukiala, ba3za maHuX 3BiTiB BUPOOHUKIB 1 KOPUCTYBayiB IOAO JTOCBIAY
BUKOpUCTaHHA MenuuHux npuctpoiB (MAUDE)) ta agminicTpatuBHUX 0a3 gaHuX. J[is oTpuMaHHsS
neTanbHOI iHpopMalii 1omipHO o3HaoMuTHCs 13 [Tocioankom 3 6e3nmexn EUnetHTA (rmaBa 2.3.5) [2]
Ta iHdopMaIliero Y3aratpHEHOTO JOCIIKEHHS 111070 oTpuManHs iHpopmartii 1yt OMT (SuRE) Ha Be6-
cTopiHii MixkHapoaHoi oprasizauii 3 ouiHku Meauyaux TexHosoriid (Health Technology Assessment
International, HTAI) (https://portal.htai.org/).
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4.5. I[HCTpyMEHTH 1JI KPUTHYHOI OMIHKHU

KOHKpeTHI IHCTPYMEHTH OIlIHKM BHYTPIIIHBOI BaJiJHOCTI JUIsl TMEPBUHHUX JOCIIKEHb a00
cucteMaTnyHuX orysiaiB MB BincyTHi. Te came cTocyeThess peKOMEH/IaIlii 111010 3BiTYBaHHS Ta JINCTIB
OLIHKM Il JOCIHI/PKEHHS 3aCTOCOBHOCTI BHCHOBKIB TNEPBHHHUX TOCTIIDKEHb a00 CHCTEMATHYHHX
oryAaiB. MokHA BUKOPUCTATH HasiBHI IHCTPYMEHTH, TaKi sIK:

s PKJ[: KokpaHiBChKMH 1HCTpPYMEHT OLIHKH PH3UKY CHUCTEMAaTHYHOI TOMWIKH JUIs
paHI0Mi30BaHUX JTOCIIHKEeHb, KepiBHUIITBO EUnetHTA miono BHyTpimHb01 BamigHocti PK/I;

JUIL  HEpaHIOMI30BaHMX  JOCHIDKeHb: KOKpaHIBCBKMH  IHCTPYMEHT OIIIHKH  PH3HUKY
CHUCTEMATU4YHOI TIOMHWJIKMA JJIsg HepaHaoMmizoBaHux jgociimpkeHsb iHTepBeHIii ACROBAT-NRSI,
kepiBHUIITBO EUnetHTA mono BHYTpimIHBOI BaliTHOCTI HEPAHIOMI30BaHHUX IOCIIIKEHb [34], dyek-
JIUCT OIIIHKU SKOCTI JUIsl cepii BUMAAKIB, ONMyOIIKOBaHHI aBTOpaMu 3 [HCTUTYTY €KOHOMIKH 370pOB’ S
Kananu [35];

it cucrematnuHux orsifiB: AMSTAR [36], innekc Oxkcmana ta ["aitara [37];

JUTSL TOCTIJDKEHb, 3aCHOBAaHUX Ha MOJIEIIOBaHHI: onuTyBabHUK ISPOR mis mocmimkeHb, 1o
0a3yroThcst Ha MojenoBanHi [38];

JUIsL JIOCTIPKEeHb, 3aCHOBAHUX Ha MepexeBoMy MeraaHami3i: dek-nmuctT ISPOR mms takux
nociimkens [39], miaxig Cucremu rpagaiii peKOMeHIAIid, eKCIepTH3, PO3BUTKY Ta OI[IHIOBAHHSA
(GRADE) nns ouinku skocti jpociigxenb [40;41], ocHOBaHMX Ha MeEpeKEBOMY MeTaaHami3l,
PO3MIMPEHUH TiIX11 I 3BITHOCTI PO CUCTEMATHUYHI OTJISAIN, [0 BKIIFOYAIOTh MEPEKEBI METaaHAITI31
PRISMA [42];

Kepisni npuanunu EUnetHTA mono 3actocoBHOCTI MucTiB ominku [43,35,8].

4.6. AnaJji3 Ta cuHTe3 10Ka3iB

Bunyuenna oanux

[Ilo6 MaTH MOXIHUBICTH Kpalle BpaxOBYBaTH IOETalHy po3poOKy, ckiaaHicte MB Ta ix
3aJISKHICTh BiJl KOPHCTYBauiB Ta KOHKPETHOI CHUTyallli, Ha J0JaTOK A0 iH(popMalii, sKy 3a3BUYait
OTPUMYIOTH 13 BKJIFOUEHUX JOCIIIKEHb (HAPUKIIA, AU3aiiH JOCTIIPKEHHS, XapaKTEepUCTUKH MAll1€HTIB,
Pe3yJIbTaTH JOCHIJKEHHS), CIIIJI PETEIbHO JOCIIAUTH XapaKTePUCTUKU 1HTEPBEHLI, KOPUCTYBauiB Ta
3aKJIagd OXOPOHHU 3/I0pOB'S, IO HAJAalOTh MEAWYHI MOCIyru. Bapro Buaummtu Bci ¢akTtopu, IO
MOTEHIIIMHO BIUIMBAIOTh Ha €(eKT, BUABJICHUHN MiJ 4ac (pOpMyBaHHS NMHUTAHHS JTOCIIHKEHHS, TaKl SIK
crinbHa Tepamis (aHri. co-therapy) Ta mnpuxuibHicTh A0 JikyBaHHS (aHri. adherence). Cumin
BpaxoBYBaTH, 110 piBeHb KBadi(ikalii KOpUCTyBauiB, 3aKjaJ OXOPOHHU 370POB'S, 110 HAJA€ MEAUYHY
JIONIOMOTY, Ta MoeTanHa po3po0Ka MOXKYTh BIUIMBATH SK Ha IHTEPBEHII0, TaK 1 HA KOMIIapaTop.

Cunmes 0okasie

IutepBenuii 13 3amyueHHsM MB, mocTynoBuil po3BUTOK, e€(eKTH HaBYaHHS Ta CUTYaTHUBHI
(akTOpH BINTUBAIOTH HA HEOAHOPIAHICTH €()eKTiB JIIKyBaHHA. Bcl 3MiHHI, BU3HAU€H1 B JIOTTUHIA Moeml
— PICO Ta monudikyroui ¢pakTopu — MOXKYTh BIUIMBATH HAa HEOJHOPIAHICTH. Jleski dakropu, 110
3MIHIOIOTBCS 3 YacOM, MOXYThb OyTH TaKUMH, IO X HEMOKJIMBO 1/€eHTH(IKYBAaTH OKPEMO, TaKl SK
He3HayHa BapiabenbHicTs MB, 110 moB's3aHa 3 MOCTYIMOBUM PO3BUTKOM, 3MiHA Yy CHUIbHINA Tepamii Ta
(bakTopH, 10 3aleXKaTh BIJ XaPaKTEPUCTHUK 3aKiIaay OXOPOHH 3A0pOB'S Y TakoMy BUMNAJAKY piK
JOCHIJKeHHsT a00 myOuikanii MoXke CIyryBaTH BTOPMHHUM IOKAa3HMKOM. Y BHIIAJKaX 3acTOCYBaHHS
XIpypridYHHX TPOIEAYp, Pi3HI MEePIOAN CIOCTEPEIKEHHS MOXKYTh 1€ OLIbIINE CIOPUITA HEOTHOPITHOCTI
pe3yJbTaTiB, OCKUIbKHM 3aralbHUN e(eKT MOKe CKJIaJaTHCS 3 KOPOTKOCTPOKOBUX PHU3UKIB BHILOTO
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PIBHSI, aJie KpalluX JIOBFOCTPOKOBUX PE3YNIBTATIB IMICIIS OTepallii, HEOOXiHOI JiJ1sl 30€peKEHHS KUTTA.
3arajqomM He ICHY€ aHi KUIbKICHHX, aHi OMMCOBUX KOHKPETHHX METOJIB CHHTE3Y J0Ka3iB 1mono MB.
OnHak, 10 CTOCYETHCS MeTa-aHAJITHYHMX ITiIXOMAiB, KoMimis meroaiB Petticrew et al., 2013 [44]
JUISE CUCTEMAaTUYHHX OTJISAIIB KOMIUIEKCHUX 1HTEPBEHIIH, anantoBanux npoektoM MedtecHTA [45],
MOKHa 3aCTOCOBYBATH JJisi JIOCHIDKCHHS MiArPyN IHTEpBEHIli/KoMmaparopa abo 3MiHHUX, IO
(GYHKLIOHATI3YIOTh 3aJIEKHICTh KOPHCTYBauiB (HAmpUKiIald, KpUTEpii NPUHHATHOCTI HaaaBayiB
MEIMYHUX IMOCIIYT Ta 3aKJIa/liB OXOPOHU 370POB's, IO HAIAI0Th MEAMYHI TIOCTYTH, 00CAT 3a0€3NeUeHHs
IHTEpPBEHIIISIMU B 3aKJIaJii OXOPOHHM 30pOB'A, IO HAJAE MEAWYHI IOCIYTH), CUTYaTUBHI (aKTOpH
(HampuKIIa, piBeHb HAJAHHS MEIUYHOI JOMOMOTH) Ta MUTAHHS JWU3alHY JOCITIDKCHHS (HAIPUKIA,
“3aCIIIUICHHs]” YYaCHUKIB JIOCIIDKEHHS, THIT TOCITIJDKCHHS, MPOIEIypPH JOCIIDKCHHS, BU3HAUYCHHS
pe3yiabTaTiB), MO0 CTOCYIOThC MB. MoXyTh 3aCTOCOBYBATHCS aHalli3 MIATPYN Ta MeTa-perpecis, a
TaKO>K OUTBII CKJIA/IHI CTATUCTHYHI MiAXOIH 10 aHANI3y KUJIbKOX KOBapiaTiB. AJie Ii METOIU OOMeKeH1
HEJOCTAaTHBOK KIJIBKICTIO JTOCIHIIKCHb (EMIIpHYHE TPABHIO — JECATHh JOCHIDKCHh HAa aHATi30BaHY
3MiHHY).

4.7. 3BiTyBaHHd Ta iHTepnperaunis

Jln1s 3BiTYBaHHS pe3y/bTaTiB HEOOX1IHO 3aCTOCOBYBATH 3BUYAITHI METO/IU, ONTUCAHI B JIOBITHUKY
Kokpana, kepiBauntsi CRD miono mpoBefeHHs orisiiiB y cdepi OXOpOHH 3A0pOB'S ab0 1HIIMX
MIPYYHUKAX W00 CHUCTEMATUYHHX OIJIAIIB KIIHIYHOI €(EKTUBHOCTI B CQepi OXOPOHU 3I0POB'S.
Takox cnig gorpumysarucs npasuia PRISMA. [aTepnperariisi pe3ynbTaTiB CHCTEMAaTHUYHOTO OTJISILY
MOJK€ BKJTFOYATH 3BaXKYBaHHSI CYKYITHOCTI JIOKa3iB, HapuKia, 3a normomororo GRADE, 3 ypaxyBaHHsIM
OOMEXEeHbh BKIIIOUCHUX NYyOMiKaiid Ta TMOB'S3aHUX CHCTEMAaTUYHHX IMOXHOOK, CHJIH JIOKa3iB,
3aCTOCOBHOCTI pe3yNbTaTiB Ta HACHIAKIB MOJANbIIUX AOCHiIKeHb. OJHE MHUTAaHHA, SIKE € OUIbII
BUMOTTIMBUM 710 MB nopiBHSHO 3 IKapChKUMHU 3aC00aMH, — 11€ CY/I>KEHHS [P0 MPUAATHICTh PE3YIbTaTIB
OrJIsIAy 7S iNboBUX rpyn HaceneHHs Ta ymMoB. KepiBHuirBo EUnetHTA «3acTtocoBHICTh q0Ka3iB y
KOHTEKCTI BITHOCHOI OIIIHKM €()EeKTHBHOCTI» MOKE€ OyTH BHUKOPHCTAHO ISl CUCTEMATHYHOI OIlIHKH.
[Hmmii yek-muctT KpuTepiiB 3actocoBHOCTI po3pobiero Burford et al., 2013 [46]. BiamoBignumu
IMUTAHHSIMH € 3aCTOCOBHICTD:

KpUTEPIiB MPUHHATHOCTI AJIs NAI{IEHTIB;

Monupikamii gocnimpkyBanoi iHTepseHii (MB Ta xipypriuna mpoueaypa ta/abo kommapaTop 3
MOMEHTY MPOBEACHHSI TOCIKEHHS);

KpUTEPii MPUIHHATHOCTI MOCTa4YaIbHUKIB MOCIYT Ta YCTAHOB, IO HAJAAIOTh MOCTYTH.

[IpumiTHO, 1110 H0CTiHKeHHSs MB MOKXYyTh BKITFOYATH MiArOTOBYI nepioau (aHri. run-in period),
SKI MOXXYTh BIUIMHYTH Ha MPaBO Ha yd4acTh Ta BKJIIOUEHHS MAIll€HTIB y JOCHIIXEHHS 1, OTXKe, Ha
3aCTOCOBHICTh Pe3yJIbTaTIB TOCHIIKEHHS [§].

4.8. OcodsmBocTi oninku MB, 110 3acTOCOBYIHOThCS /151 AiarHOCTUYHHUX Lijel

JliarHOCTHKa BKJIIOYA€ PI3HOMaHITHI TECTHU Ta BUMIPIOBAHHS, SKI MOKYTh OyTH BUKOPUCTaHI JIJIs
BU3HAYEHHS CTaHIB, 3aXBOPIOBaHb UM CHH/IPOMIB, 1110 MOXKYTh PO3BUHYTHUCS a00 BXKe OyTH HAssBHUMU Y
MoAUHU. TecTH MOXKHa BHKOPHCTOBYBAaTH 3 PI3HOIO METOIO, BKJIIOYAIOYM IMPOBEACHHS CKPUHIHTY,
BCTaHOBJICHHSl [larHO31B, BHKJIIOUEHHS a00 MiATBEPKEHHs JIarHO3iB, MOHITOPUHI XPOHIYHHX
3aXBOPIOBaHb, MOHITOPUHT CTaHy MaIll€HTAa MICs JIIKYBaHHS Ta MPOTHO3YBaHHS MOI1H.

OcHoBHOIO (pyHKITIEt0 MB, 1110 3aCTOCOBYIOTBCS Jisi M1aTHOCTHKH, € TTIOCTAHOBKA MPABUILHOTO
niartHosy. Pe3ynbratu AiarHOCTUYHUX TeCTIiB (BKIIIOYAlOUYM 1H(OpMallilo aHaMHe3y Ta (hi3UKaIbHOIro
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00CTeXEHHS) MAaIOTh PI3HHWK CTYMiHB 3[aTHOCTI 3MIHIOBAaTH amnpiopHy (MPETeCTOBY) WMOBIPHICTh Ha
anocTepiopHy (IMOCTTECTOBY) HMOBIPHICTh HasIBHOCTI 200 BIJICYTHOCTI XBOPOOH.

Jlesiki  TIarHOCTUYHI TEXHOJIOT1 BHUKOPUCTOBYIOTHCSA 13 CYNMYTHIM JIiKyBaHHsAM. Hampukmian,
€H/IOCKOITiSl MO’KE€ BUKOPHCTOBYBATUCH HE TIJIBKU ISl BUSBICHHS METACTa31B, aje i JUIs 1X BUAATICHHS
3 METOIO MOAAJIBIIOrO aHaizy abo TOMY, 10 BUAAJICHHS € YaCTHHOIO JIKYBaHHs. 32 TaKMX 00CTaBUH
JTIarHOCTHYHI BTPYYaHHS MOXYTh CHPHUSTH BHJIIKOBYBAHHIO Ta MOXYTh MPHU3BECTH IO YHUKHCHHS
PE3yNbTaTIB, SIKi 0 MOTJIM BUHUKHYTH ITi3HIIIIE.

JliarHOCTHKA 1HOJI € HEBII'E€MHOK YacTUHOK JKyBaHHsA. Hampukiaa, Bizyamizaiiss Moxe
BHKOPHCTOBYBATHUC 1] Yac IMMPOMEHEBOI a00 XipypriuHoi Teparii AesIKuX 3aXBoproBaHb. [[iarHocTHKa
MoyKe OyTH crieniaTbHUM JOIOBHEHHSM JI0 TIEBHOTO JIIKYBaHHSI.

Hezanexxno Bix TecTiB abo crmocoOy iX BHUKOPUCTAHHS, OIIHKA JIarHOCTHYHHUX TEXHOJIOTIH €
BOJIHOYAC SIK MTOJIIOHOIO JI0 OIIHKH JIIKYBaHHS, TaK 1 BiPi3HAETbCA Bi Hel. CIUIBHOIO XapaKTEPHUCTUKOIO
€ Te, 0 OOM/IBI IHTEPBEHIIIT CIPSIMOBaHI Ha MOKPAIIEHHS TPUBAJIOCTI Ta SKOCTI )KUTTS MarieHTa. Sk iy
BUMAJKY 3 JIKYBaHHAM, YacTO ICHYIOTh aJIbTEPHATHBHI iHTEpBEHLIi a0o cepii IHTEepBEHIIH aus
MOPIBHSHHS 3 JIOCTI/PKYBAaHOIO IHTEPBEHLIEIO ISl JIarHOCTUKA. B 000X BHIIagKax HpH OLIHIN
BPaxOBYIOThCS 3arajibHi BUTPATH.

Omuinka A1arHOCTUKH BiIPI3HAETHCS BiJ OIIHKM JIIKYBaHHS B KIJIbKOX acmekTax. HaiiBaxkmusima
BI/IMIHHICTh TOJISITA€ B TOMY, IIO TIarHOCTUYHI TECTH MarOTh Hebarato MpsIMUX pe3yibTaTiB, TOOTO
pe3yNbTaTiB, K1 BIUIMBAIOTh HA MAIli€HTA 1 K1 € HACTiIKaMH 0e3MocepeIHbO caMoro TecTy. binpiricTh
BOXJIMBUX PE3yJIbTATIB BUIUIMBAE 3 JIIKYBaHHS, sike OyJo po3modaTro abo HE po3MovYaTro Ha OCHOBI
pe3yabTatiB TecTiB. TecTyBaHHS CIIiJ MPOBOIUTH JIUIIIE TOJII, KOJIM PE3YNbTAT TeCTy (MMO3UTHBHHUN 200
HETaTUBHMIA) TIPU3BEAC IO TOTO, IO WMOBIPHICTh 3aXBOPIOBAHHS ITICISl TECTYBAaHHS NIEPETHE OJUH 13
MOPOTiB — TOpIT BUKIIOUEHHs (aHri. test threshold) abo mopir nmikyBanHs (aHTi. treatment threshold)
(pucynok 3). IlonokeHHsSI KOXKHOTO TOPOTY 3aJIEKUTh Bl TaKUX (aKTOpIB, SIK XapaKTEPUCTUKU
3aXBOPIOBAHHS Ta BapTiCTh/€(EKTUBHICTH/TOKCUUHICTB/TOCTYIHICTh JiKyBaHHA. OTXe, TeCT HEOOX1HO
MIPOBOAMTH JIUIIIE TOJIi, KOJIM HOTO pe3ynbTaT 3MiHIOE TAKTUKY JIIKYBaHHSA narieHTa [47].

Mopir BUKNOYEHHS Mopir nikyBaHHsA
He nikyBatn IikyBaTn? NikyBatn
| l l
He TecTyBatu TecTyBatH He TecTyBatn
€ -' ------------------------- >
0% 50% 100%

MpeTecToBa WMOBIPHICTE 3aXBOPHOBAHHA

Pucynok 3. [Topir BUKITIOYEHHS 1 TOPIT JIIKYBaHHS
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Jlpyra BaXJMBa BiAMIHHICTh TOJSTAa€ B TOMY, IO TECTH YACTO MPOBOJSATHCS B IMOEJHAHHI 3
IHIMIUMK TecTaMHd a00 BHMIPIOBAaHHIMH, 1, SKIIO 1€ TakK, 1€ CYKYIHICTh cepili TecTiB, sKi
BHUKOPHUCTOBYIOTHCS JIJIsI YXBAJICHHS KJITHIYHUX PIllICHb.

Li ABi BakJTMBI BIAMIHHOCTI CTBOPIOIOTH IEBHI BHUKJIMKHU B OIIHII J1arHOCTUYHUX 1HTEPBEHIIIMH.
JIuie B piAKICHUX BUIAAKAX JOCIIIHKEHHS, 00'€KTOM SKUX € 11arHOCTHYHI TECTH, TPUBAIOTh MPOTATOM
yYChOTO KYpCy JIIKyBaHHS TMAIlIEHTIB JO OTPUMaHHS KIiHIIEBUX pPe3ynbTariB. KpiM TOroO, AN OIIHKHK
J1arHOCTUKY 3a3BUYall HEOOXIHUM € OMHC IPOIIECY KITHIYHOTO JIKYBaHHS Ta T€, II00 HACTIAKH I[LOTO
nporiecy Oyiu BijoMuMu abo Oyiu 3po0JIeH] MPUITYIIICHHS 110,10 MOXJIMBUX HACTIAKIB. SIKIIO HACTIIKK
JIIKyBaHHS HEBiJIOMi, MOJKHA TIPOBECTH aHaJji3, ajie JIOCTOBIPHICTh pe3y/IbTaTiB OyJe MEHII TEBHOIO,
OCKIJIbKHM TTOBHICTIO BU3HAYMTH iX HEMOXXJIMBO. BiamoBigHO, 1€ 30UIbIIy€e piBeHb HEBU3HAYECHOCTI, 3
SIKOIO MOXYTh IPUMMATHUCS PILLIEHHS 1100 BUKOPUCTAHHS J1arHOCTUYHUX TEXHOJIOTIH.

bazoBa mozens 3 OMT mna niarnoctmunux texHonorii (HTA Core Model for diagnostic
technologies), po3pobnena EUnetHTA, micTuTh Takoxx oauH iHGOpMamiifHuii 010K, SIKUH BIACYTHIH Y
bazosiit mogeni OMT — TouyHICTh (aHTII. accuracy).

TouHICTh —1I€ 3[IaTHICTH TIarHOCTUYHOI TEXHOJIOTIT MPAaBUIIFHO BU3HAYATH THX, XTO MA€ XBOPOOY,
Ta TUX, XTO MOr0 He Mae (34aTHICTh BU3HAYATH 0Ci0, K1 3aXBOPLIIM Ta 3J0POBUX 0Ci0), 200 3MEHIIIYBAaTH
HEBU3HAUEHICTh 111010 HAABHOCTI YW BIJCYTHOCTI XBOPOOW B JOCHIIKyBaHMX cyO’ekTiB. JloctrarHiii
piBEHb TOYHOCTI € OCHOBHOIO BUMOTOIO JO J1arHOCTUYHOI TEXHOJOT1I, IKa MOKE MOKPALIUTH MPOIIEeC
a0o0 pe3yibTaTH JIKyBaHHS MAIlI€HTIB.

BimbiicTh TOCTIKEHD AIarHOCTHYHUX BTPYYaHb MPOBOJUTHCS 3 METOK BH3HAYCHHS TOYHOCTI
TIarHOCTHYHUX TecTiB. J[OKa3W MIOAO0 TOYHOCTI HE € aBTOMATHYHO JIOKAa3aMH IIMOAO MPaKTHIHOI
edextuBHOCTI (anri. effectiveness) un edexkruBHOCTI (anri. efficiency). [Ipore 3a meBHHX 00cTaBUH
JUTIST BU3HAYCHHSI TIOPIBHSIBLHOI KIIHIYHOT edekTuBHOCTI (aHri. effectiveness) Moxke OyTH DOCTaTHBHO
numie iHpopMallil MPo TOYHICTh, HANIPUKJIIA] KOJM HOBHUM TECT JCIICBIINMA 1/a00 Oe3MeuHImni 3a TOH,
1110 BUKOPUCTOBYETHCS Y OTOYHIH KIiHIUHIHM npakTuii. BapTicTh BCTAaHOBJIEHHS NPAaBUIBHOTO A1arHO3Y
MO3ke OyTH BUKOPHCTAHA, SKIIO JUISl BIIIKOTYBaHHS BUTPAT 1 IPUUHSTTS pillieHb 010 I[IHOYTBOPEHHS
JOCTaTHBO Jy’e KOPOTKOT'O YaCOBOTO TOPU30HTY. SKIO0 HEOOXiTHO OI[IHMTH HACHIJKUA 3aCTOCYBAHHS
TIaTHOCTHUYHUX  TEXHOJIOTIH  MpOTAroM  OUIBII  TPUBAJIOTO  4Yacy, BKIIOYAIOYH  HACHIJIKU
XUOHOMO3UTHBHUX 1 XWOHOHETaTUBHUX PE3YJbTaTIB, PEKOMEHAYETHCS BUKOPHUCTOBYBATH MOJIEINb
MapkoBa. JJi1 KOMIUIEKCHOI OI[IHKM JIarHOCTUYHUX TECTIB MOXKYTh 3HaJ00MTHCS W 1HIII aCMEKTH,
MOB'S13aH1 3 BUKOPUCTAHHSIM KOHKPETHUX I1arHOCTUYHUX TeXHOJoriH (Tadm. 1) [48].

Taoauusa 1. AcneKTH KOMILJIEKCHOI OLIIHKH JIarHOCTHYHUX TECTIiB

Texniuna edekTUBHICTH TexHiuHI mapamMeTpu SIKicH1 ToCTiIKEeHHS

EdexTuBnicTs niarnocruunoi | [Tapamerpu tecty Kiiniuni BunpoOyBaHHs 11

TOYHOCTI TECTIB BiJIOBITHO J0
IIOJIOXKEHB JOKa30BO1
MEIUIHU

EdexTuBHicTn JliarHOCTHYHA KOPUCTH [TopiBHsSIHHS 3 TecTaMHu, 1110

AiarHOCTHYHOI'0 MU CJICHHS MIPOBOJIATHCS 3a OaKaHHIM

TepaneBTu4uHa edekTHBHIiCTH | [loKpalieHHs KOPEKTHOCTI PKI

JKyBaHHS
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EdexTuBHicTh pe3yabrariB [Tokparreni pe3ynbTaTu PK/I
IJIA MaIicHTIB

CouiajgbHa e)eKTUBHICTH EdexTuBHICTh BUTpAT ExonomiuHuit anami3

OCHOBHMM TUTaHHSAM JIarHOCTUYHOI TOYHOCTI €: HACKIJIbKM TPAaBHIBHO JIarHOCTHYHA
TEXHOJIOTIsl (TECT) BHU3HAYA€E, YW MAIIEHT Ma€ IEBHE 3aXBOPIOBaHHS, YM HE Ma€ HOro y pi3HHUX
MTOMYJISAIISIX TMAIIEHTIB 1 MPY Pi3HUX MTOPOTOBUX 3HAUYCHHAX (TPAaHUYHKMX 3HAYCHHX)? Y BUIAIKAX, KOJIU
iCHy€ BiIOBIIHUH eTaIOHHUH TecT (pedpepeHTHuil cranaapt adbo 30JI0THH CTaHAAPT), TOYHICTH HOBOTO
TECTY MOKHA ONKCATH 3 BUKOPUCTAHHIM TEPMiHIB “4yTIUBICTH (aHTIL sensitivity) Ta “crenn¢idaicts”
(amrn. specificity) Tecty a00 3 BUKOPHCTAHHSM KIIHIYHO OLIbIN iHG)OPMATUBHUX IOKA3HUKIB —
crhiBBimHOMIEHHsT TpapaonoaioHocTi (amrn. likelihood ratio) Ta mporHocTwYHa IIHHICTH (AHTIL
predictive value). ko mpuHATHHMIA 30J0THH CTaHAApT AJNS A1aTHOCTUKH BiJICYTHIM, mapagurma
TOYHOCTI JIaTHOCTHYHOTO TECTY HE PO3TJLINAETHCSA, a pPe3yiabTaTH TECTY MOB’S3YIOTh 3 IHIIMMHU
KJIIHIYHUMH XapaKTePUCTUKAMH.

Otxe, BapTO PO3IIIAHYTH BU3HAYEHHS TaKUX TOHSTH!

TOYHICTb (QHIJI. accuracy) — 4acTka cy0’ €KTiB, y SIKUX Pe3yJbTaT TECTY € MPaBUIbHUM;

YyTIUBICTh (AHTJ. sensitivity) — HMOBIPHICTh TO3UTHUBHOTO PE3yJAbTaTy TECTy Yy oOci0, sKi
XBOPIIOTH;

cneunivHicTh (aHri. specificity) — HMOBIPHICTh HEraTUBHOTO PE3YJBTATy TECTY Y 3IOPOBHX
oci0;

XHUOHOMO3UTUBHMIM pe3ynbTaT (aHri. false positive, FP) — tun HenpaBunpHOi Kinacudikaii, mpu
SIKOMY XBOpO0a BiICYTHSI, ajie pe3yJbTaT TEeCTY MO3UTHBHHUIA;

XHUOHOHEeraTuBHUM pe3ynbrat (aHri. false negative, FN) — tun HenpaBuibHO1 kiacudikaii, npu
SKOMY 3aXBOPIOBAaHHS HasiBHE, ajie Pe3yJIbTaT TECTY € HETATUBHUM;

cmiBBigHOIIeHHs mpaBronoaionocti (anria. likelihood ratio, LR) — BimHOIIeHHS iMOBipHOCTI
JTAHOTO Pe3yJIbTaTy TECTY y 0ci0 13 3aXBOPIOBAHHAM J0 WMOBIPHOCTI TOI'O CaMOT0 Pe3yJbTaTy TECTY Y
oci0 Oe3 3axBoproBaHHA. LR g meBHOro pesynbrary TecTy BKa3zye, HACKUIBKM LEH pe3yibTaT
MIJBUIIUTG a00 3HMU3UTh WMOBIPHICTh 3axBOproBaHHA. LR BUMIpIOETBCS SIK A7 TO3UTHBHOIO
pesynbraty (LR+), Tak i HeratuBHoro pesyibrary (LR-) [49];

MIPOrHOCTUYHA IIIHHICTh MO3UTHBHOTO pe3ynbTaTy (aHri. positive predictive value (PPV)) —
BIJICOTOK 0OCi0, SIKi IIHCHO XBOPIIOTH CE€peJl TUX, XTO Ma€ MO3UTUBHI Pe3yJIbTaTH TECTY;

IIPOrHOCTUYHA LIHHICTh HETaTUBHOIO pe3ynbTaTy (aHri. negative predictive value (NPV)) —
BIJICOTOK JIIICHO 3/I0pOBUX OCI0 cepell TUX, XTO Ma€ HEraTUBHI pe3yJIbTaTu TECTY;

CITIBBIIHOIIIEHHS IIAHCIB JUIS MIarHOCTUYHHMX TecTiB (aHri. diagnostic odds ratio) — mancu Ha
MO3UTHBHUN pE3ylbTaT TECTYy B THX, XTO Ma€ 3aXBOPIOBAHHsS, IMOPIBHSHO 3 THMH, XTO HE Mae
3aXBOPIOBAHHS,

KpuBa pobounx xapakrepuctuk npuitmaua (ROC) (anru. receiver operating characteristics curve)
— rpagik MapHUX OL[IHOK YaCTOTH ICTUHHO MO3UTHUBHUX PE3y/IbTaTiB (UyTJIMBICTh) Ha BEPTUKAIbHIN OCi
MPOTH YAaCTOTH XWOHOMO3UTUBHUX pe3yibTariB (1 - crnenu@idHicTh) Ha TOPU3OHTAIBHIA OC1 OJJHOTO
TECTy B KOKHIH MOJIMBIM T'paHMYHIM ToYIi (IIOPOrOBOMY 3HAYEHH1) Ui MO3UTHUBHOTO pe3yJbTaTy
TECTY;

1HJIeKCHHM TecT (aHTII. index test) — TeCT, Mo AOCTIIKYEThCS;
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eTayloHHM ctanaaptT (aHri. reference standard) — kpamuii TOCTYIMHHAE KOMIIapaTop abo 30JI0THH
cTaHmapt s giarHoctuku. Ile a6o oamH Tect, abo rpyma TecTiB, a00 KOMOIHAIS KIITHIYHUX
pe3yiabTaTiB 1 MoANIbIIO] iH(OopMaIlii;

iTpOBUMA cTaH (aHTi. target condition) — xBopoOa Ta cyporaTHi MapKepw XBOPOOH, SIKi Mae
BUSIBUTH TECT.

Bumiproeanns pezynomamis

PesynpTaTi JiarHOCTUYHUX TECTIB YaCTO PANOPTYIOTHCA SK YUCIOBA BETMYMHA HA HECKIHYEHHIN
IIKAJIi, 1K MICTHTb IIOPOTOBE 3HAUCHHSI, BUIIE IKOTO TECT € IIO3UTUBHHUM, 8 HU)KUYE IKOTO — HETraTUBHHUM.
[ToTiM pe3yspTaTi MOXKHA MIJICYMYyBaTH B Ta0IUII 2X2, 100 BiOOPA3UTH y3TOKEHICTh MK HAsBHICTIO
3aXBOPIOBAHHS Ta PE3YJIbTAaTOM TECTY (PUCYHOK 4).

HasiBHicTh XBOpOoOU Bincythicts xBopoou
Ilo3uTuBHMI pe3yJbTaT TeCcTy IcTuHHO MO3UTHUBHMIA XUOHOMO3UTUBHUHN Pe3yabTaT
pesynbrar (TP) (FP)

HeraTtuBHuii pe3yabrar Tecty  XUOHOHETaTUBHMHU pe3ysibTaT  ICTMHHO HEraTUBHUI pe3ysbTar
(FN) (TN)

Pucynok 4. Tabmuns 2x2

UucnoBi AaHi B Tabniulill BKa3ylOTh Ha KUIBKICTh ICTUHHO MO3UTHUBHUX (TP), XHOHOMO3UTUBHUX
(FP), icrunano neratuBHuX (TN) i xubHOHeraTuBHUX pe3ynbraTiB (FN). 3MiHa mopory 3MiHIOE 11i IaHHI,
a OTXKe, YYTJIMBICTh 1 CrelU(IYHICTh Ta 1HII 3BEeEHI MMOKAa3HUKHU, PO3paxoBaHI Ha OCHOBI JaHUX Yy
Ta0InIl 2x2. Y  rtabmumi 2 HaBeJIEHO MOKa3HUKH BUMIPIOBaHHS MPaKTUYHUX
BJIACTUBOCTEH/XapakTepUCTUK (aHrI1. performance) TecTy.

Tabanuns 2. [loka3HMKH BUMIPIOBAHHS XapAKTEPUCTHK TECTy

IToka3nuk dopmyna [lepeBaru Hepnomiku

TounicTh (TP+TN)/N [HTYITHBHO 3pO3yMinHid 3aneKuTh BiJl MOMHAPEHOCTI
(aHT™I. accuracy)

UyTauBicTh TP/(TP+FN) He 3anexuts Bin

(aHru. sensitivity) MOIIMPEHOCTI

CneundiuHicth TN/(TN+FP) He 3anexutsb Bijg

(anrm. specificity) MOIIHPEHOCTI

Io3utuBHA TP/(TP+FP) KiriniyHa 3Ha4yIiCTH 3aexuTh BiJl MOMIMPEHOCTI
MIPOTHOCTUYHA

LiHHICTH

(aHTII. positive

predictive value)

HerartugHa TN/(TN+FN) KitiHiYHA 3HAYYIICTH 3aJexHTh BiJl MOLIUPEHOCTI
MPOTHOCTHYHA
LIHHICTH

(amrnm.  negative
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predictive value)

IMo3uTHBHE (TP/TP+FN)/(FP/TN+FP) = He 3anexuTs Big 3aCTOCOBHHMH TiJIBKH JI0
CITiBBiTHOIICHHS gyTuBicTh/(1- cienudivHicTs) MOMIHPEHOCTI MTO3UTHBHOTO PE3YIIbTATy
MPaBAOIONi0HOCTI TeCcTy

(anrm. positive

likelihood ratio)

Herarushe (FN/TP+FEN)/(TN/TN+FP) = He 3anexutsb Big 3aCcTOCOBHHH TUIBKH 10
CHIBBITHOIICHHS (1 - gyyTnuBicTs)/cienuiuHICTh | MOMIKUPEHOCTI HETraTUBHOT'O pe3ylIbTaTy
MIPaBAOIIONIOHOCTI TeCcTy

(aHrn.  negative

likelihood ratio)

Craiseignomenus | TP*TN/FENXFP = Lr+/Lr- He 3amexurts Bix OIHOKOBO OIIIHIOE TOMHUJIKH
IIaHCIB IUTS TIOIITIPEHOCTI; TOETHYE B FP i FN; He € iHTYiTHBHO
JIarHOCTUYHUX co0i 9yTIuBICTS 1 3pO3yMiTHM

TECTIiB (anrm. crenudiyHiCTh.

diagnostic ~ odds [HBapiaHTHUIA 10 IOPOTY

ratio) MO3UTHBHOCTI TECTY

[Tnoma mig | Tlnoma mig kpusoro ROC He 3anexxuts Bin HenocrarHicTh KiTiHIYHOT
KPHUBOIO MOIIHPEHOCTI; TOETHYE B iHTEepIpeTamii

€001 Yy TJIMBICTH i
CrenuQiIHICTD

TP — icTHHHO-TIO3UTUBHUH pe3ynabTaT, TN — iCTUHHO-HETaTUBHUH pe3ynbTaT, FP — xuOHOMO3uTHBHMI pe3ynbrar, FN —
XHOHOHETaTUBHHN pe3ynbTaT, N — po3Mip BUOIpKH, Lr+ — HO3UTHBHE CIIBBITHOMICHHS MIPaBIOMOAIOHOCTI, Lr- — HeraTuBHE
criBBigHOIIEHHs npaBaonoAioHocTi, ROC — kpuBa poOOYHMX XapaKTEPUCTUK MpUHMaya.

OCHOBHMMHM OKa3HUKAMHU J1arHOCTUYHOI TOYHOCTI € YyTJIUBICTH 1 crienudiunicTs. [TommpeHicth
3aXBOPIOBAaHHs HE Ma€ 0e3MO0CepeHbOr0 BIIMBY HA YYTJIMBICTh 1 CHEHU(IUHICTb, TOMY PE3yIbTaTH
OJTHOT'O JIOCJII/DKEHHS MOXKYTh OYTH 3aCTOCOBaHI /10 pI3HUX I'PYIl HACEJIEHHS.

UyTnuBicTb 1 cCHENU(PIUHICTh 3HAYHO 3aJIeXkKaTh B opory Tecty. [1iIBUIIIEHHS TOPOTY Mi/IBUIILY€E
CHEeHU(IYHICTD, alle 3HUKYE Uy TJIUBICTh. 3BOPOTHUH 3B’ 130K MK UYTIUBICTIO Ta CHEIU(PIYHICTIO YACTO
HalKpallle UTI0CTPY€eThes 3a nonomororo rpadika (kpusa ROC), ne mapu 4yTauBOCTI Ta CEU(IYHOCTI
300paxkeHi 1715 pi3HUX HOPOTiB.

[Tig 9ac mpoBeneHHsS OIIHKM PEKOMEHJOBAaHO HAJIaBaTH PE3YJIbTATH PO3PaxXyHKY ITOKa3HUKa
criBBiHOMIEHHs paBaonoaioHocTi (LR) 3 Horo inTepmperanieto (tabdmn. 3) [49].

Tabauuns 3. [aTepriperaliis moka3HUKa CIiBBIIHOLIEHHS npaBaonoAionocTti (LR)

LR InTepnperauis

>10 3HayHe 301IbIIEeHHS HMOBIPHOCTI 3aXBOPIOBAHHS
5--10 [TomipHe 3011bIIEHHS HMOBIPHOCTI 3aXBOPIOBAHHS
2-5 He3naune 30151b1I€HHS] IMOBIPHOCTI 3aXBOPIOBAHHS
1-2 MinimManbHe 301IbIIeHHS] KHMOBIPHOCTI 3aXBOPIOBaHHS
1 KoHux 3MiH 111010 KMOBIPHOCTI 3aXBOPIOBAHHS
0,5--1,0 MiHimManbHe 3HIKEHHSI HMOBIPHOCTI 3aXBOPIOBAaHHS
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0,2--0,5 He3naune 3HMXEHHST HMOBIPHOCT1 3aXBOPIOBAHHS
0,1--0,2 [TomipHe 3HMKEHHSI HMOBIPHOCTI 3aXBOPIOBAHHS
<0,1 3Ha4yHe 3HWKECHHS HIMOBIPHOCTI 3aXBOPIOBAHHS

Bunyuenns ookazosux oanux
Pesynbratu nqociiKeHb pEeKOMEHI0BAHO 1T0JaBaTH 3 BUKOPUCTaHHAM Ta0ymii (Tad:. 4).

Ta6auus 4. [IpeacrapneHHs pe3yabTaTiB TOCHTIKCHb

Jocmimpkenns 1 JocmiikeHHs 2 JIOCITIJIKEHHS . . .

Y4acHUKH,
MOIINPEHICTD
LUJILOBOTO CTaHy

ITonepenue
TECTYBaHHS

Tecrt, 110
JOCTIIKYEThCS,
rpaHUYHA TOYKA

Eranonunii tect

PesynbraTu

TECTyBaHHS (TabIuUIs
2x2)

YyTnusicTs /
cnerudiaaicTh + 95%
CI

TH111 TOKA3HUKKU
TOYHOCTI

SIKICTH HOCIIIKEHHS

OI_IIHKy SIKOCTI ,[[OCJ'Ii)I)KeHHSI TOYHOCTI Z[iaFHOCTI/I‘{HOFO TECTY PCEKOMCHAOBAHO TIIPOBECTU 3
BUKOPHUCTAHHSIM IHCTPYMEHTY QUADAS (https://www.bristol.ac.uk/population-health-
sciences/projects/quadas/) [9].

4.9. ®apmakoeKOHOMIYHMI aHAJII3

Exonomiuna orinka MB Mae psii ocobnmBocTeid.

Yoockonanenns ananizy Hasaenux KiiHiYHUX OAHUX

Jlis  yIOCKOHAJIeHHST METOJIB €KOHOMIYHOi omiHku MB mnorpibHO gocarta mporpecy B
KOMIIEHCAI[ll BIJICYTHOCTI SIKICHO NPOBEICHMX KOHTPOJHOBAHMX KIIHIYHUX JociikeHb MB Ta
BpaxoByBaTH 0cOOIMBI XapakTepuctuku MB.

Oyinka Kpugoi Ha8YaHHs;
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Kpua naBuanus nis gesikux MB moske OyTr oriHeHa a00 B KOHTEKCT1 KJITHIYHOTO JTOCITIIPKEHHS,
a00 3 BUKOPUCTAHHSAM Ha0OpY JaHUX CIIOCTEPEKEHHs. Y KOHTEKCTI €eKOHOMIYHOI OL[IHKM HOoBoro MB
aAHATITUK MOXeE a00 BUKOPHUCTATH OLIHKY KPHBOI HAaBYaHHS, OTPUMAHOI JIsl TOAIOHOTO MPUCTPOIO, 200
OLIIHUTH KPUBY HaBUYaHHS SIK YaCTHHY €KOHOMIYHOI OLlIHKH.

Bpaxysanns inkpemenmanonux innogayitl

IHKpemMeHTanpHI 1HHOBAIIIT TOPOKYIOTH ABa BHKIHMKHU. [lo-mepine, skmo gociimpkyBannii MB
3MIHIOETBCS, 115 3MiHA MOXKE OYTH JJOCTaTHBO CYTTEBOIO, 00 BBa)KATH MOMEPEIHBO OTPUMAaHI KIIiHIUHI
JaH1 3aCTapiLIUMU.

Sk MiHIMyM aHaJIITHKM MarOTh 3BEPHYTH YyBary Ha Oyab-aki Moaudikaiii MpoaykTy, sKi
B1IOYJIMCS 'y BEPCii MPUCTPOIO, AJIS SKOi TOCTYITHI KJIiHIYHI JIaHl, 1 MPOKOMEHTYBATH, Y4 MOXKYTh BOHU
BIUIMHYTH Ha MPOJAYKTUBHICTh IPUCTPOI0. MOKHA 3pOOMTH BUCHOBOK, 110 0arato Moaudikariii 10CUTh
HEe3HaYHI Ta, KMOBIpHO, BIUIMBAIOTH JIUIIE HA 3PYYHICTh BAKOPUCTAHHS, HAIPUKJIIA/, HA MiHIATIOPHICTh
npuctporo. IHmm, Taki sK 30UIBIIECHHS TEPMIHY CIIY)KOM aKyMmylsiTopa, MOXYTh IPU3BECTH JO
3MEHIICHHSI BUTPAT, y pa3i SKIIO MmoTpeda B 3aMiHi IMITIAHTOBAHOTO MPUCTPOIO 3MEHIIUTHCS. Brmus
iHIMX Momudikamiii, TakuxX sK 3MiHa KOHCTPYKIIl NPHUCTPOIO, MOXKE MO3UTUBHO UM HETATUBHO
MO3HAYUTUCA Ha MPOAYKTUBHOCTI. ToMy ciif 3ampoBaguTH 30ip JaHUX JUIS OLIHKU OyJb-KUX 3MiH,
0c00JIMBO SKIIO 3MiHA TU3aiiHy, KMOBIpPHO, IPU3BE/E 10 BUHUKHEHHS HOBOI KPUBOi HABUAHHS.

IHme nuTaHHs, K€ BUHMKA€ BHACHIJOK IHKPEMEHTAJIbHUX I1HHOBAIlil, MOJSIrae B TOMY, IO
nepeBard Ui TAli€HTIB BiJl HE3HAYHOI 3MIHM KOHCTPYKIii MB HeMOXIUBO BiACHiIKyBaTH 3a
JIOTTIOMOT OO 3arajibHUX IMMOKA3HUKIB SIKOCTI JKUTTS Ha OCHOBI IlepeBar, Hanpukiai, inctpymenty EQ-5D,
10 BUKOPUCTOBYETHCS Ui PO3PAXYHKY POKIB JKHUTTS, CKOpUTroBaHuX Ha skicTh (QALY), BHacmigok
3acTOCYyBaHHsA HOBOI Tepamii. ToMy JesKi aHATITUKM BUKOPUCTOBYBAJIM IHIHMBIAYalbHI MMOKa3HUKH
«KOPHUCHOCTI», OI[IHKH TOTOBHOCTI IUIATUTH 200 €KCIIEPUMEHTH 3 TUCKPETHHM BHOOPOM, 1100 OIIHUTH
pi3Hi atpuOytu (xapakrepuctuku) MB. Hampuknan, Chancellor et al.,, 2008 sukopucToByBanu
1HAMBITyabHI clieHapii KOPUCHOCTI JAJIsl OLIHKM IepeBar 3acTOCYBaHHs IHTalALIHHOTO 1HCYMIHY (3a
JIOTIOMOTO0 TPUCTPOIO) MOPIBHSAHO 3 1H €KIIHHUM 1HCYTIHOM. Byno BHsBIEHO He3HAUHE 301TbIICHHS
KOPHCHOCTI 3a paXyHOK IiIBUILEHHS 3pyYHOCTI, Ky 3a0e3nedye 3acTocyBaHHs iHrausTopa [50].

VY cucteMaTH4HOMY OIJISAl JOCHTIKEHb TOTOBHOCTI TUIATUTH Ta €KCIEPUMEHTIB 13 TUCKPETHUM
Bubopom mpuctpoiB Wilkinson and Drummond, 2015 6yno 3HaiimeHo 30 BiAMOBIIHHX €MITIPHYHHX
JOCTIKEHb, SIKI OXOIUIIOIOTh TaKl TEXHOJOTIl, SIK CIyXOBl amapaTd, CUCTEMHU BBEJIEHHS 1HCYIIHY,
KOXJIEapH1 IMIUIAaHTH Ta €HJOCKonH. byno BHsABIEHO, 110, OKPIM KIIHIYHOI €(EeKTHUBHOCTI, Yy
JOCTIPKEHHSAX OIIHIOBAJIM IIHHICTh TaKMX XapaKTepUCTHK (aTpuOyTiB), SIK 3pYUYHICTH/IPOCTOTA
BUKOPUCTaHHS, TPUBAIICTh Ta/ab0 YacTOTa JIIKYBaHHS, BUAUMICTB/po3Mip 1 criocid BBeaeHHs [S1].

I{i mocmiKeHHsT KOPHUCHI Ui BUBYEHHS TOTO, SKI XapaKTepUCTUKH (aTpuOyTH) JIKyBaHHS
LIHYIOTh NAIli€EHTH, 1 KOMIIPOMICIB, SIKi BOHH pOOJIATh MK PI3HUMH aTpUOyTaMH, aje iX BUKOPHUCTAHHS
B PIIIEHHSX I[0JI0 PO3MOLTY pecypciB € HeBU3HaueHUM. [lesiki ocodu, siKi MpuitMaroTh pilieHHs B cdepi
OXOpPOHHU 37I0POB’Sl, MOXYTh BB@)KaTH HEIOIUIFHUM IUIATHTH JOAATKOBO 3a TaKi IepeBar, sK
M1 IBUIIICHHS 3PYYHOCTI, SIKIO TUTBKH II€ HE MPU3BEE 10 MiABUIIEHHS MPUXIIHHOCTI /10 JIIKyBaHHS Ta,
oTxke, pe3ynpTaTiB. Kpim Toro, 6arato ociO, siki mpUMarOTh pIllIEHHS, LIHYIOTh CTaHIApTH3ALII0
METOIB, SKI 3a0e3MeuyroTh 3arajbHi BHMIPIOBAaHHS HAa OCHOBI TI€peBar, HaBiTh SKIIO BOHU HE
BiIOOpaXaroTh JIESIKUX NepeBar Tepamii.

Oyinka opeanizayitino2o 6naugy

[Toreniian opranizaniiHOrO BIJIMBY YacTO 3raJye€ThCsl B eKOHOMIUHUX OlliHKax MB, ane maiixe
HIKOJIM HE JOCTIIKYETbCs KibKicHO. ToMmy BakiuBo, 1mo0 exoHOMi4yHi omiHkd MB BpaxoByBamu
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ITUPOKUI Jlalla30H BUTPAT;, 30KpeMa, BUTPATH Ha 1H(PACTPyKTypy, HEOOXITHY IS PO3MIIICHHS
MPUCTPOIO  (HANPHUKJIAJ, KareTepHi Jsaboparopii TIOpUAHUX ONEpaliiHUX, BapTICTh HABYAHHSI
BUKOPUCTAHHIO HOBOT'O MPHUCTPOIO Ta CTBOPEHHS MYJIbTHUAMCUUIUIIHApHUX KoMmaHn). Kpim Toro, cuin
KUIBKICHO BH3HAUWTH BIUIMB HOBOT'O MPUCTPOIO HA BUTPATH HA MPOLEAYPY HUISIXOM BUMIpPIOBAHHSI
30UIBbIIEHHS 00CATY TMpoleayp ado 3MIHM MPOLECY HAJaHHS MOCIAYIH Yy CTAalllOHApHUX YMOBax Ha
aMOyJIaTopHi.

O061iK OUHAMIYHO20 YIHOYMBOPEHHS

Exonomiuni oninku MB noBuHHI nepedadaTyt MaiiOyTHI 3MiHU IiH IUIIXOM ITPOBEICHHS aHaJI3y
YyTJIWBOCTI BapTOCTI NpHAOAaHHS MPUCTPOI (aHIII. acquisition cost) abo HUIAXOM BHU3HAYCHHS
MTOPOTOBOI I[iHH, 32 AKOI MPUCTPil OibIe HE € peHTabenbHuM. Hanmpukinan, mig 4ac moBTOPHOT OILIHKH
NICE crenrtiB 3 nokputTsam Jikapcbkum 3acobom (NICE, 2003), Oyiio BcTaHOBIIEHO, 110 BUKOPUCTaHHS
TaKUX CTEHTIB 3 JIIKAPCHKUM TOKPHUTTAM OyAe BUTpaTHO e(EeKTUBHUM, SKIIO MLiHAa He Oyne
nepepuinyBaTd 300 GyHTIB CTEPITIHTIB MOPIBHIHO 3 I[IHOK METAJICBUX CTEHTIB 0€3 MOKpUTTS [52].

BusznayeHHs1 eKOHOMIYHOI IIHHOCTI

Pexomenoayiss Daubner-Bendes al., 2021 6paxogyiouu SUKIUK WOOO PO3PAXVHKY 6apmMOCmi
cknaouux MB 013 nposedenns ananizy gumpamu-eqh)eKmusHicms ma enausy Ha 0r0xicem:

[Tpu npoenenni OMT nnst MB crnig 6paTil 10 yBaru cepeiHi O4iKyBaHi BUIUIATH, a HE (PaKTHUHI
BUTpaTH. 3aMiCTh (PaKTUYHHX BHUTPAT, B EKOHOMIYHHMX OLIIHKAaX Ta aHali3l BIUIUBY Ha OIO/DKET CIiA
BUKOPUCTOBYBATH BUTPATH 3a KOXKHHM BUMAOK, 1110 HEOOX1THO CTINIATUTH MEIUYHUM MpalliBHUKaM a0
SKI CIUIAYYIOThCS TUTATHUKAMH CHCTEMH OXOPOHH 370pOB'sl (HANPHUKIIA[, IIaTexi uu 300pu). SAxmio y
¢dokyci nHamionanpHoi omiHku OMT e mpomnemypa 3 BukopuctanHaM MB, a He cam MB, cuig
BHKOPHUCTATH TUIATY 32 MPOIICAYPY, KA OXOIUIIOE BUTPATH Ha MB, IHCTUTYIIIMHI BUTPATH Ta BUTPATH HA
MEIUYHUI IEPCOHA.

Pexomenoayiss Daubner-Bendes et al., 2021 e6paxogyrouu 6ukiuk wo0o o00MedceHoi
nepenecenocmi/mpancghepy ekonomiunoi oyinku MB:

Jl1ia mofoaHHs BUKJIMKIB afanTailii eKOHOMIYHOI MOJENi 3 KpaiH, [0 MepIIUMHU 3ampoBaUIN
TEXHOJIOT110, PEKOMEHAYETHCS MOeTamHuii Tporiec. [lepin 3a Bce CmiJl OLIHUTH MOXJIMBICTh afanTartii
MoJieTi, 30KpeMa, 3 OrNIsAAy Ha JIOKaJbHY aKTyaJbHICTh KOHIEMNIi MOJEN, Ta 30CEpPEeIUTUCh Ha
KOMITIapaTopi, KIIHIYHOMY MapUIpyTl Malll€HTa Ta OL[HI{ JOBrOCTPOKOBUX pPE3yibTaTiB. Y MoAeni
000B'SI3KOBO CJI1JT BUKOPUCTOBYBAaTH BUTPATH, SIK1 € CHEIUPIYHUMHU JUIsl KpaiHU, JUIsl SIKO1 POBOIUTHCS
amanrauis mojeni. Ha mpomy erami ajganTamii HEOOX1ZHO BpaxOBYBaTH OCOOJIMBOCTI JIOKAaJbHHUX
KJIIHIYHUX MapLIpyTiB NAI[l€HTIB, CEPEIHIX 3HAYEHb BUKOPUCTAHHS PECYPCIB y BEIUKHUX MEIUYHHX
LIEHTpaxX Ta JIOKaJbHI BapTOCTI OAMHHUIL BUTpar. Ilig vac OLIHKM pe3ynbTaTiB Ui 370POB'S CIiJ
BKJIFOUUTHU SIKOMOTa OUIbIlle JOKATbHUX JaHUX, MI00 30UTBIINTH PIBEHb PEIEBAHTHOCTI MPOTHO3Y.
CraBKy AMCKOHTYBaHHS, YaCOBHM TOPU30HT OI[IHKK Ta IHII HEOOXiAHI BXITHI MapaMeTpu CIiJ
CKOPUTYBATH BIAMOBITHO O JIOKATHHUX METOJOJOTIYHUX peKOMeHMalii (AuB. MyHKT 4.3 HACTaHOBU
“JlepkaBHa OIIHKA MEIWYHMX TEXHOJOTIA JJs JIKApChKUX 3aco0iB”, 3aTBEp/KEHOI HaKa3oM
MinictepcTBa 0XOpoHU 3/10poB'st Ykpaiau Big 29 6epe3nst 2021 poxy Ne 593, i3 3MiHaMi BHECEHHMHU
BIJIMOBIAHO /10 Haka3zy MiHicTepcTBa OXOPOHH 3/10poB's Ykpainu Bijx 06 »xoBTHS 2023 poky Nel741).
OcranHiM eTanmoM ajanTaiii Mozel Mae OyTH MPOBEACHHS KOMIUIEKCHOTO aHai3y YyTJIIMBOCTI JIs
JOCTIIKEHHS BIUTMBY HEBU3HAUEHOCTI BXIHUX MapaMeTpiB Mojeni [29].

IIpu nposenenni OMT ans MB y pasi goniibHOCTI MOKJIMBHM € 3aCTOCYBAHHSI METOLY
aHAJI3y BUTPATH-HACTIIKH.

Ob6rpynmyeanus ma KOHMeKCM ananizy UMpamu-HacaioKu
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VY pamMkax IOCh€ 3asiBHUKA MOXKE 3HAJOOWUTHUCS aHai3 JUIsl KUIBKICHOT OIIIHKM PecypciB Ta
OUIKyBaHUX pe3yJbTaTiB, IIOB’S3aHUX 13 TEXHOJOTIE€I, IO PO3MJBIIAETHCS, MOPIBHSIHO 3
KOMIIapaTOpOM/KOMIIapaTopaMH, 110 HUHI JOCTYIHI Ha PUHKY, Ta BU3HAYEHHS MapLIPYTy MHalli€HTa.
Takuii aHami3 Moke HE 3HAJOOHMTHUCS, SKIIO BiIMOBIIHI BUCOKOSKICHI €KOHOMIUHI OI[IHKU BXE Oyiu
mpoBeJieHi. MeTo1 aHami3y BUTPATH-HACTIAKY MOXe OyTH 3aCTOCOBHHM JJIsl 0araTbOX TEXHOJIOTIH.

AHaini3 BUTpATH-HACHIAKH BPAaxOBYE BHUTPATH Ta HACTIAKH, L0 BHUHUKAIOTH y pe3yJbTari
BUKOPHUCTAHHS TEXHOJOTI, IO OIIHIOETHCS, a00 MOB'sA3aH1 3 HEIO, Ta MOKA3HUKYU JIJIsT KOMITapaTopa, a
TaKOX BPaxOBYE BiNOBIIHI KJIIHIYHI TIepeBaru (HapuKIIal, pe3ybTaTi e(peKTUBHOCTI) MapajaeiabHO 3
aHaJI30M BUTpaT.

Jliama3oH BHTpAaT Ta HACNTIJKIB, SKi TOBUHHI OyTH BKJIIOYEHI B aHAJ3, 3AJICKUTH Bl KITHIYHUX
XapaKTePUCTUK OKPEMHUX MEAMYHHUX TEXHOJIOTIH Ta iX KoMIaparopiB. TUIOBUM Ui aHaNi3y BUTpATU-
HACHIIKH € Te, II0:

- SIK TIPaBUJIO, aHAJI3 BUTPATHU-HACIIAKM BKJIIOYA€ OOYMCIICHHS Ta BIIOOPaXEHHS MaHWX IIOAO
BUKOPHUCTAaHHUX PECYPCIB Ta KIIHIYHUX BUTIJ SIK OKpEeMHX cep OIiHKH;

- JaHi 1010 BUKOPUCTAHUX PECYPCIB MAIOTh BKJIIOYATH HOPIBHSUIBHI BUTPATH Ha MPHIO0AHHSA,
BUKOPHUCTAHHS Ta 00CIYyroBYBaHHS TEXHOJIOT1H (Ta BUTPATH HA IHPPACTPYKTYPY). 30CEpeHKEHHS yBaru
Ha IIUX BUTpaTax € OCOOJMBO HEOOXIIHMM, KOJW € MiJCTaBH BBa)KaTH, IO KIiHIYHI €(DEKTH Bif
3aCTOCYBaHHS NOPIBHIOBAaHUX TEXHOJIOT'1H € MaixkKe 0JIHAaKOBUMH;

- J1aHi 11010 BUKOPUCTAHUX PECYPCIB TAKOX MOXYTh BKJIIOYaTH BUTPATH HA MOCIYTU 3 OXOPOHHU
3JI0pOB'sl (HAIIPUKJIAJI, TPUBATICTH rocIiTai3aiii abo KUTbKICTh TOCITTalli3aIlii, HalaHHS KOHCYIIbTAIIIH
y aMOyJaTOpHUX YMOBaxX YW y paMKax HaJaHHS MEPBUHHOI MEIWYHOI JIOTIOMOTH), IO IOB'SI3aHi 3
BUKOPHCTAHHSAM IHTEPBEHIII] Ta KOMIIapaTopa.

3azanvHi npunyunu mooenet GUMpamu-HacIioKu

[Ipobnema, mo BUMarae MPUHHSATTS PIillIEHHS, BIAMOBIIHO 10 cdepu aHami3y (aHri. scope),
BH3HaYa€ NPUHLIUIYN TOOYI0BU Ta MPUMYIIEHHS Moieni. Mo/ienb Ma€e Ha MeTi KUIbKICHO OIIIHUTH e(eKT
BIIPOBA/PKEHHSI HOBOi TEXHOJIOTIi y MOTOYHUH KIIHIYHMM MapuIpyT Mali€eHTa Ta CUCTEMY OXOPOHHU
3JI0pOB'A Ta COLIIAILHOI'O 0OCITYTrOBYBaHHS.

[TpuHIMOM AMCKOHTYBAHHS BIAMOBIJAIOTh THM, SIKI BUKOPUCTOBYIOTHCS B aHaNi31 e()eKTUBHOCTI
Butpat. CTaBKa JUCKOHTYBaHHS 3% BUKOPUCTOBYETHCS AJIsl B110OpaKEHHS LIIHHOCTI IPOILIOBUX MOTOKIB
1 edekTiB BiA JIKyBaHHS, 3aJ€XHO BiA yacy (auB. myHKT 4.3.12 HactanoBu “J/lepxaBHa OILlIHKa
MEIUYHUX TEXHOJOTIH NJisi JIKApChbKUX 3aco0iB”, 3aTBEPKEHOI Haka3oM MIiHICTEPCTBA OXOPOHHU
3mopoB's Ykpainu Bix 29 Oepesnst 2021 poky Ne 593, i3 3MiHaMu BHECEHWMH BiATIOBIIHO /10 HaKa3y
MinictepcTBa 0X0opoHU 310poB's Ykpainu Bizx 06 sxoBTHA 2023 poky Nel741).

Yacouii nepios A HapaXyBaHHS BUTOJ Ta BUTpAT MOBUHEH OyTHW BH3HAUYEHUH JUISI MEAMYHOI
TEXHOJIOT11, 1[0 OI[IHIOETHCS, 1 MOKe OYTH 3a3HaUEHUH Y cepi aHami3y.

Butpatu, mo BHMIIMBAaIOTH 3 TMPOLECY BUKOPUCTaHHA TEXHOJIOrii, abo moB's3aHi 3 ii
BHUKOPHUCTAHHIM MAarOTh BHU3HAUATHCA 3a I[IHAMH, IO BIATMOBIAAIOTH CHCTEMI1 OXOPOHH 3JI0POB'S Ta
COLIIAJILHOTO OOCIIYyrOBYBaHHS, 1 MarOTh BKJIIOYaTH BUTpATH Ha NpuaOaHHS (BKJIIOYAIOUU
1H(ppacTpyKTypy) Ta 00CIyTOBYBaHHS.

Jlis OUiHKM 1HBECTULIH B 1H(PACTPYKTypy, HOB'SI3aHYy 3 BUKOPUCTAHHAM TEXHOJIOTI, CIIiJ
BUKOPHUCTOBYBATH METOM, 1110 BPaXOBYIOTh BUTPATH MPOTATOM YChOT'O TEPMiHY eKCILTyaTallii BUpoOy.

SIk11o 6yi0 BCTaHOBJICHO, IO 3asiBJIEHA TEXHOJIOTIS 32 3asBJICHUM MMOKa3aHHIM BIUIMBAE Ha OUIBII
HIXK OZHY XBOpoOy a0o rpymny Mami€HTiB, 3asiBHUK Y JOChE MA€ YiTKO MPEJCTaBUTH NPUIYIICHHS Ta
PO3paxyHKH LIOJ0 BUTpAT Ha MpuUAOaHHSA Ta 1HQPaACTPYKTypy A pI3HHUX MOKa3aHb 1 HAMPSIMKIB
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BUKOPHUCTaHHS TEXHOJIOTII.

Criz 3aCTOCOBYBAaTH 1HCTPYMEHTH aHaJi3y HEBH3HAYEHOCTI (aHIJI. uncertainty analysis) (oo
BHITQIKOBOCTI, JJOKA30BOCTI Ta MOJCIIIOBaHHS). PIBeHb CKJIQJIHOCTI TAaKOTO aHAII3y Ma€ BiMOBIIATH
KOHKPETHIN TEXHOJOrii Ta KIiHIYHOMY MapuIpyTy mHaiieHta. MoXXyTb BHKOPHCTOBYBATHCS aHATi3U
Pi3HOT CKIIQJIHOCTI, TaKi SIK IETEPMIHICTHYHHIA aHaJli3 YyTJIMBOCTI HA OCHOBI CLIeHapiiB (aHIII. scenario-
based deterministic sensitivity), moporoBuii anaini3 (aura. threshold analysis) abo npo6adinicTu4Huit
aHaJti3 yyTnuBOoCTi (aHTi. probabilistic sensitivity analysis).

Jlesiki TeXHOJIOTiT MOKYTh MaTH IIEPEBary JIAIIE JIsl CHCTEMHU OXOpOHH 310poB’s. Lle, Hanpukiam,
Bi3yauTi3alliiHi TEXHOJIOT1] 3 MaiKe €KBIBAJICHTHUMH JIarHOCTUYHUMH TTOKAa3HUKAMHU Ta JIA0OpaTopHE
o0JiaiHaHHS 3 Mai>ke PIBHOI[IHHOKO JIIarHOCTUYHOO aHATITUYHOIO Ta KIIIHIYHOKO JIOCTOBIPHICTIO. Y pasi
HasBHOCT1 JIOKa3iB TOro, mo 3asBieHuid MB € pIBHOIIHHUM TOTOYHIA MPAKTHIll, OIlIHKAa MOXE
30CEPEIUTUCH Ha Pe3yJIbTaTaxX JUIsl CHCTEMH OXOPOHH 3JI0POB’S Ta COIIAIbHOTO 0O0CIyroByBaHHs [12].
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5. PEKOMEHJIAIII IIOJO 3ATIOBHEHHS 3ASIBU TA JTOCHE HA ITPOBEJIEHHS
JTEPXKABHOI OIIHKA MEJIUYHWX TEXHOJIOI' T MEJIUYHAX BUPOBIB

3ASIBA
HA NPOBeIEeHHS IeP:KABHOI OLiHKU MeIMYHUX TEXHOJIOTil (MeIUYHOro BUPOOY)*

* 3asiBa IOBMHHA I'PYHTYBAaTHCS Ha 3Be/IeHIH iH(opMmanii 3 1ocke

1 1.1. Indopmarist npo 3asiBHHKA!

1) HaiimeHyBaHHs (TIpi3BHILE, BIACHE iM’s, IO 0AaTHKOBI (32 HAsIBHOCTI)) 3asIBHUKA,;
2) Micue3Hax0KeHHs (MicIie MPOKHBaHHS);

3) Homep Tenedony (Tenedakcy);

4) ampeca eIeKTPOHHOI TOIITH.

1.2. Tndopmariis mpo BUPOOHUKA 3asBICHOT0 MEIUIHOTO BUpOoOy (mani — MB).

2 2.1. Tani mopo 3asBiienoro MB:

Ha3zBa MB ykpaiHChKOIO MOBOIO;

Ha3Ba MB aHriiic5Kor0 MOBOIO;

BHUPOOHUK, KpaiHa;

I’ ATU3HAYHUH Koz (3a Kiacudikaropom Meanunux Bupoois HK 024:2023);

onmc MB (3a knacugikaropom meauuanx Bupo6is HK 024:2023);

BiJTOMOCTI IIIOJI0 peecTpallii B YKpaiHi.

2.2. BigomMocTi nipo knacudikamiro MB (y 3Ha4eHHSX, BU3HAYEHUX TOAATKOM 2 TeXHIYHOTO perjiaMeHTy II0JI0
MEIWYHHUX BHPOOIB, 3aTBEpIKeHOTO ocTaHoBor Kabinety MiHicTpiB Ykpaiau Bix 02 >xoBTHs 2013 poky Ne
753) 3a mpuU3HAYECHHSAM Ta BiJOBIIHO IO MipH MOTEHI[IHHOTO PU3HKY BiJ IX 3aCTOCYBAHHS.

3 Omnwuc Ta MeTa 3acTocyBaHHs 3asBieHoro MB. JlaHi 111010 TOTOYHOTO CTaHAAPTy OOCIYrOBYBaHHS, sSIKE Mae
3aMiHUTH a00 JONOBHUTH 3asBlIcHUI MB.

(HaliMeHYBaHHSI ITOCAIN YIIOBHOBAXECHOT (triarmc) (npi3Buine, iM’s1, O GaTHKOBI)
ocobu 3asBHUKA)

Hara

Tpumimku:

1. Texcm 3asa6u He NOGUHEH NepesUULYBAMU MPbOX CMOPIHOK [ MAE CKIA0amucs Ha niocmasi ingopmayii, 3a3Ha4eHol 6
docwe. Tekcm 00Cve He NOGUHEH Nepesuyy8amu Cmo CMopiHoK.

2. 3assa cknadaemvcs 0epicasHO M0G0, NIONUCYEMbCSL YROBHOBAICEHOIO NOCAOO0BOK 0CODOK 3ASABHUKA.

o 3as6u dooaromucsi:

00Cbe, WO 3ac8i0Uye NOPIBHAIbHY epeKmugHicmy (pe3yrbmamugnicmy) ma 6esnexy MB, ¢apmaxoexonomiunuil ananiz ma
aHaniz 8NaAUBY HA NOKASHUKU DI00Hcemy,

CYNPOBIOHULL TUCT 8I0 3AABHUKA.

3asasa ma inwi OOKyMeHmU NOOAOMbCA HA NANEPOBOMY MA eNeKMPOHHOMY HOCIAX Y 080X npumipHuxax. Komniexm nooanux
OOKYMEeHMie Ma€e OYMu npoOWHYPOBAHUM, CIMOPIHKU npoHymeposani. Ha 36opomHomy 60yi ocmanuboi cmopinku pooumauscs
Hanuc: “Ycboeo npowiHypo8aHo, NPOHYMEpO8AHO  CMOPIHOK ™, AKUU 3aC8i04yeMbCs NIONUCOM  YNOBHOBANMCEHOT
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nocadoeoi ocobu 3aseHuxa. Axwo Komniekm Ookymenmie nepesuwgye 500 cmopinok (250 apkywis), 3aA6HUKY
PEKOMeHO08aH0 pO3nNodinumu mamepianu Ha yacmunu (momu). Kooicna wacmuna (Kodxcnuti mom) nymepyemucs okpemo. Ha
00KIaOUNYT yacmuHu (momy) 3asnadacmoca. Ha3ea MB; natimenysanns (npiseuwe, im’s, no 6amvko8i) 3asA6HUKA, NOKA3AHHS
00 3aCMOCY8anHsl, 30 AKUM NOOAEMbCAL 3AA6a, HOMEP YACTUHU (MOMY) Md 3a2albHA KITbKICMb Yacmun (momis) (Hanpukiao,
yacmuna (mom) Ne 1 i3 06ox uacmun (momis); pix.

3. 36ip ma 0bpodKa nepconanbHux Oanux 30iUCHIOI0MbCs 8I0N06IOHo 00 sumoe 3axony Yrpainu “IIpo 3axucm nepconanrbHux

oanux”.
BUMOI'U 10 3MICTY J0Ch€
HA NPOBe/IeHHS IePKABHOI OLIHKU MeIUYHUX TEXHOJIOTil (MeIUYHOTr0 BUPODY)
1 1.1. Indopmanist mpo 3asBHHUKA:
1) HaiimeHyBaHHs (TIpi3BHIIE, BIACHE iM’s, IO 0AaTHKOBI (32 HASBHOCTI)) 3asIBHUKA;
2) MicIIe3HaXOKEHHS (MicIle TIPOXKHBAHHS);
3) Homep Tenedony (Tenedakcy);
4) agpeca eneKTpOHHOI ITOIITH.
1.2. Tndopmariis mpo BUPOOHUKA 3asBICHOT0 METUIHOTO BUpOOy (manmi — MB).
2 2.1.  [ani momo 3assieHoro MB:
Ha3zBa MB ykpaiHCbKOIO MOBOIO;
Ha3Ba MB aHriiicsKor0 MOBOIO;
BHUPOOHUK, KpaiHa;
I’ ATU3HAYHUI Koz (3a Kiacudikatopom Meanunux Bupoois HK 024:2023);
onric MB (3a kimacudikaropom meanuaux Bupo6iB HK 024:2023).
2.2.  BimomocTi npo kiacudikariro MB (y 3HaueHHAX, BU3HAYCHUX A0JATKOM 2 TEeXHIYHOTO periiaMeHTy
10710 MEIMYHIX BHPOOIB, 3aTBepKeHOr0 ocTaHoBo0 Kabinety MiHicTpiB Ykpainu Big 02 >xostHs 2013
poxy Ne 753):
3a mpu3HAYCHHSM:
akTUBHUI MB 1S 11arHOCTHKY,
akTuBHHIA MB s Tepamii;
HeinBasuBHHUI MB;
MB iHBa3UBHWUIA,
XipypriuHo iHBazuBHuN MB;
MB, siKuii IMIUTAHTYIOTb;
XipypriuHUNA IHCTPYMEHT;
MB 3 QyHKII€I0 10HI3YIOYOTO BHITPOMIHIOBAHHS.
BinmoBigHO 10 MipH MOTEHIITHOTO PU3UKY BiJl X 3aCTOCYBaHHS:
kiac 116 — MB 3 migBuIIeHO0 MipoI0 pHU3HKY;
kiac [ — MB 3 BHCOKOIO MipOIO PH3HKY.
3 Ornuc Ta MeTa 3acTOCYBaHHs 3asBiieHOro MB.
JlaHi 111010 MOTOYHOTO CTAHIAPTY OOCITyrOBYBaHHS, SIKE Ma€ 3aMiHUTH a00 TOMTOBHUTH 3asiBiieHuit MB.
4 Ommc yMOB Ta TIOKa3aHb 0 3aCTOCYBaHHS 3asBlieHOro MB:
3axBoproBaHHA (ko1 32 MKX-10 Ta fioro crajis) 9u cTaH 370pOB’s ISl 3acTocyBaHHI MB;
KUTBKICTb JIFOJICH, SIKi MATUMYTh IIPABO Ha 3aCTOCYBaHHS 3asBieHoro MB B pik;
MTOTOYHUI CTAHIAPT BEICHHS 0Ci0 13 3a3HAYCHUM 3aXBOPIOBAHHSIM 200 CTAHOM 370POB’S;
Micre, Je mnependadaeTbcss BUKOPUCTAHHS 3asBiieHoro MB: 3akimaad HepBUHHOT MEIUYHOI JOTIOMOTH,
3aKJIad BTOPUHHOI MEIMYHOI JOMOMOTH, 3aKJIaJy BHCOKOCHEIiaIi30BaHOT MEIUYHOI JOMOMOTH, 3aKJIau
1a60PaTOPHO-TIaTHOCTUYHOTO CIPSAMYBAHHS, 3aKJIald peadimiTamiifHoro npodinaro, mo3a MexxaMu 3aKIajiB
OXOPOHHU 37I0POB’5).
5 Onwc TexHOJoTii HOPIBHSHHS 3 O0TPYHTYBaHHIM BHOODY.
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Jani mozno noreHuiitHoi kopucri 3assaenoro MB

Onwmc KITIOYOBUX TepeBar UId MAIli€eHTIB Ta CHCTEMH OXOPOHH 3I0POB’s, SKi MOXYTh OyTH TOB’si3aHi 3
BUKOPUCTAHHSM 3asBIeHOr0 MB MOpiBHAHO 3 TOTOYHOIO MEIMYHOIO IPAKTHKOIO.

1) mepeBaru 1 Mari€eHTa MOPiBHSHO 3 ICHYIOUNM PiBHEM 0OCITyrOBYBaHHS:

OUTBII TOYHMIA 200 PaHHIH JiarHO3;

MOKpAILeHe BEICHHS;

OlbIIIa 3a0BOJIEHICTH NALIEHTA;

MEHIIIE YCKJIaHEHb;

JIKYBaHHS MO>KHA PO3M0YaTH a00 MPUIMHUTH paHilie;

2) mepeBaru Jyisi CHCTEMH OXOPOHH 3JJ0POB’sl TIOPIBHSHO 3 iICHYIOUUM PiBHEM MEIUYHOT IOTIOMOTH:
3MEHILIECHHS KUIbKOCTI 3aIy4e€HOT0 METUYHOTO MEPCOHAILY;

3aJy4eHHs IEPCOHATY HIDKYOT KBami(ikarlii;

CKOpOYEHHS TPUBAJIOCTI epeOyBaHHS B CTalliOHAPI;

3MiHa piBHA HaJlaHHS JOIIOMOTH, HANIPUKJIAJ, 3 BTOPUHHOTO Ha IIEPBUHHHH.

3) moTeHUiHHI IepeBary, o MiATBEPIKYIOTHCS JOKA30BUMH JaHUMU (BKJIIOYAIOYH JaHi peaibHOl KIiHIYHO1
MIPAKTHUKH 32 HASIBHOCT1).

Jloka3oBi gaHi

[Morenuiitna
KOPHUCTh Hiarxo3 abo minpoBa KopoTkwuii ormc Bibmiorpadiunuii onmc 3
TTOTTYJISIITiS pe3yNIbTaTIB TiNePIIOCHIIAHHAM

Jamui momo 0e3mexu:
1) maHi MOAO MOTEHIIHHO HECIPUATIMBUX MOMIN IS 0ci0, sIKi BUKOPUCTOBYIOTH 3asBieHnii MB. Bkazatu
4acToTy Ta/abo BipOTiAHICTH BHHUKHEHHS HECTIPUSATINBUX MOIii

Hecmpusitnuea nopist YacroTa Ta/a00 BipOTiqHICTH biomiorpadiynuii onuc
BUHUKHEHHSI JTEepaTypHOro JuKepena Ta
rineprnocuiIaHHs Ha HbOT'O

2) [aHi Ipo MOTSHHIMHI PU3UKU Ta HECTIPUATINBI MOJIT [UTI MEIUIHOTO TIEPCOHATY Yepe3 BUKOPUCTAHHS
3asgBneHoro MB. Bkazatu gacToTy Ta/ad0 BipoTigHICTh BHHUKHEHHS HECTIPUATINBUX MOIiH, O0i0miorpadiaHmii
OIIHC JIITEPATYPHUX JHKEPEN Ta TIePIOCHIaH S Ha HUX.

8.1. Burpatu Ha 3asBieHuid MB (3 ypaxyBaHHSIM JOLIBHOCTI BKJIFOUESHHS Ta OOIPYHTYBAHHSIM):

IiHa Ha 3asBieHuii MB;

rapaHTiHHUN TepMiH ekcruryaTamii MB;

OYiKyBaHHH TepMiH eKcInTyaTamnii MB;

PO3paxyHOK BUTpPAT Ha BUTPATHI MaTepiaay s 3asBiaeHoro MB Ha pik;

BHTpATH Ha cepBicHe 00cIyroByBaHHs 3asBieHoro MB (Ha 1 3axin);

4acToTa cepBicHOTO 00cmyroByBaHHsS MB Ha pik;

BUTPATH Ha PENPOLECHHT (1e31H(EKIi0, CTepUITi3allio);

BHTPATH HA JIOCTaBKY Ta BBEACHHS B eKcInTyaTanito MB;

BHUTpATH Ha HAaBYAHHSI OJHOTO MEJIMYHOTO MpaIliBHUKA eKkcruTyartaii MB;

KUIBKICTh MEIUYHHX TPAIliBHUKIB, [0 HEOOXimHI /st edeKTUBHOI excIutyaTamii MB/BuTpatn Ha HaBYaHHS
MaIji€HTa;

BHTPATH HA TIOCIIYTH 3 TOBipku MB;

BUTpaTH HA BUBEACHHS 3 eKCILTyaTallii Ta yruimizanii MB;

0OIpyHTYBaHHS IaHHX I0JI0 BUKOPHUCTAaHH 3asBleHoro MB cripuunHse 101aTKOBI BUTpATH 4K 3a0e3neuye
€KOHOMIIO pecypciB CHCTEMH OXOPOHH 3JI0POB’SI HOPIBHSHO i3 MOTOYHHUM CTaHIAPTOM;

TiepeBary JJIsl CTaJloro po3BUTKY, MOB's3aHi i3 3asiBieHMM M B, OPIBHSIHO 3 HOTOYHUM CTaHAAPTOM JIOTIIS LY,
HATIPUKJIa]l, MEHIIIC CTIO)KUBAaHHS €HEpril Ta MEHIIIA KUTbKICTh BIAXOJIIB.

8.2. BianoBinHi mapameTpu BUTPAT HA TEXHOJIOTIIO TIOPiBHSIHHS.
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BimoMocTi 111010 MpoxoKeHH 3asBiaeHoro MB nporeypu OliHKA METUYHUX TEXHOJOTIH B IHITKX KpaiHaxX
13 MIPEJICTABIICHHSM PE3YJIbTaTIB

IHapamerp/arenuii 3 OMT | NICE, pix HAS, pik CADTH, pix | PBAC, Nx
(IpOI0OBKUTH 32
norpeon)

Onuc niapoBOT MOMYJIAIT

Brpyuanns (omuc 3asBIeHOT
MEIUYHOT TEXHOJIOTIi)

TexHouorist NOPiBHAHHA
(ormmc MeMIHOT TEXHOIOT 11
TTOPiBHSHHS )

Kpurepii edexTrBHOCTI
BIAIIOBIHO 10
BUCHOBKY/3BiTy 3 OMT
(mepenix KIiHIYHIX
KIHIIEBUX TOYOK)

Meron Ta pe3ynbrartu
(hapMaKOCKOHOMIYHOTO
aHayi3y (3a HassBHOCTI)

BucHOBOK Ta pekoMeHaaIli1
arenriii 3 OMT

lNneprocuianHs Ha 3BIT 3
OMT

10

BimoMocTi mo/1o0 BKIIFOYEHHS 3asBiieHoro MB y BinnoBinHI pekomMenpoBaHi nepeniku BOO3.

11

Amnaii3 BUTpaTu-e()eKTHBHICTH/BUTPATU-KOPUCTH/BUTPATHU-BUI0/1a/BUTPATU-HACIIIKW/MiHIMI3allii BUTpaT 3
0OTrpYHTYBaHHSIM 00OpaHOro MeToay (hapMaKOEKOHOMIYHOTO aHAJI3y 1 MOKA3HHUKIB KIIIHIYHOT e()eKTUBHOCTI,
10 BUKOPHUCTaHI y (papMaKOCKOHOMIYHOMY aHaIi3l.

AHaJti3 BIUTMBY Ha OFOJKET CHCTEMH OXOPOHH 370POB’sL.

Monens HamaeTbes y popmari MS Excel Ha enekTpoHHOMY HOCIT pa3oM i3 3asBOIO Ta TOCKE.

12

KopoTkwuii ormic pe3ynbTaTiB aHai3y 010 KIiHIYHOT e(DeKTUBHOCTI, O€3IIeKH Ta eKOHOMIYHOT e()eKTHBHOCTI,
aHaJIi3y BIUIMBY Ha OOJDKET CHCTEMH OXOPOHH 310pPOB’sS Y KpaiHH.
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6. BUMOI'M 10 BUCHOBKY YIIOBHOBAK€HOT'0 OPTraHy 3 JIePKABHOI OLIHKH MeJIUYHUX TEeXHOJIOTii
(Mean4HOTro0 BUPO0Y)

1. Indopmartis mpo gaTy NMpOBEIACHHS IEP)KaBHOI OIIHKA MEIWYHUX TEXHOJOTIH (MEIMYHOTO
BHUPOOY).

2.1. Indopmaris npo mMeauuHuii Bupi6o (MB):

Ha3Ba MB ykpaiHCBKOIO MOBOIO;

Ha3Ba MB aHIiiCbKO0 MOBOIO;

BUPOOHUK, KpaiHa;

I’ ATU3HAYHKMK KoJ (3a Kiacudikaropom mennunux Bupo6iB HK 024:2023);

oruc MB (3a knacudikaropom meanaaux Bupo0is HK 024:2023);

B1JIOMOCTI IIOJI0 peecTparlii B YKpaiHi.

2.2. Bigomocti mpo knacudikamiro MB (y 3Ha4eHHSX BH3HAUEHUX M0JAaTKOM 2 TeXHIYHOTO
peryiaMeHTy 11010 MeIUYHUX BUPOOiB, 3aTBEPHKEHOr0 nmocTaHoBoo Kabinety MiHicTpiB YkpaiHu Bif
02 xoBtHst 2013 poky Ne 753):

[Ipu3HaueHHs BUpoOy, 3a3HaUCHE 3asBHUKOM:

akTUBHMI MB 11 1iarHOCTHKH;

akTuBHUN MB 1151 Teparii;

HeinBa3uBHUII MB;

MB iHBa3uBHHUI;

XipypriuHo iHBazuBHuil MB;

MB, sikuii IMIUIaHTYIOTb;

XIpyprivyHHiA IHCTPYMEHT;

MB 3 ¢dyHKIII€R0 10HI3YI0UOT0 BUITPOMIHIOBaHHS.

BinmoBigHO 10 MipH MOTEHIIIHHOTO PU3UKY BiJ iX 3aCTOCYBaHHS:

kiac 116 — MB 3 miaBUIIICHOO MipOIO PU3HUKY;

kiac [II — MB 3 BUCOKOIO MipOIO pU3HUKY.

3. Onmuc Ta MeTa 3acToCyBaHHS 3asBieHoro MB 3a mpusHaueHHsM. JlaHi 1IOJ0 MOTOYHOTO
CTaHAapTy OOCITYyrOBYBaHHS, AK€ Ma€ 3aMIHUTH a00 JTIOMTOBHUTH 3asBiaeHui MB.

4. Onuc yMOB Ta MoKa3aHb J10 3aCTOCYBaHHs 3asBJIeHOro MB 3a npu3HadeHHsM:

3axBoproBaHHs (ko1 32 MKX-10 Ta ioro cTtanis) 4u cTaH 370poB’s [yl 3acTocyBaHHs MB;

KUIBKICTB JIFOEH, sIKI MAaTUMYTh IIPAaBO HA 3aCTOCYBaHH 3asBieHoro MB B pik;

MOTOYHMM CTaHAAPT BEACHHS 0Ci0 13 3a3HaYEHUM 3aXBOPIOBAaHHSAM a00 CTaHOM 3710pPOB’S;

Mmicie, e mnependayaeTbcss BUKOPUCTAHHS 3asBieHoro MB: 3aknmaaM mHepBUHHOI MeIUYHOL
JOTIOMOTH, 3aKJIafd BTOPHUHHOI MEIMYHOI JOTOMOTH, 3aKJay BHUCOKOCIEIIaTi30BaHOI MEIUYHOT
JIOTIOMOT Y, 3aKJIa/I1 JJAOOpaTOPHO-/11arHOCTUYHOTO CIIPSIMYBaHHsI, 3aKJIaQ1 peaditiTaiifHoro npodinto,
11032 MEXaMH 3aKJIaJ{IB OXOPOHU 370POB ).

5. BUCHOBOK yNMOBHOBa)XEHOT'O OpraHy ILIOJI0 PE3yJIbTaTiB KIIHIYHOI €(eKTHUBHOCTI, Oe3neku Ta
€KOHOMIYHOI JIOIUIBHOCTI, aHaji3y BIUIMBY Ha IMOKA3HUKHU OOJKETY CHUCTEMH OXOPOHM 310pOB’S
Ykpainu:

1) maHi moA0 pe3ysabTaTiB KIIiHIYHOI e(eKTUBHOCTI Ta Oe3MeKH 3asBJIEHOTO JIIKapChbKOro 3aco0y.
Omnuc (mpeacTaBieHHs) 3a3HAYCHUX PE3yJIbTAaTIB;

2) naHi 11010 €KOHOMIYHOI JOLJIBHOCTI B YaCTUHI €()eKTUBHOCTI BUTPAT BUKOpUCTaHHS MB;

3) naHi 100 Pe3yNbTaTiB €KOHOMIYHOI JOLIIBHOCTI B YaCTHHI aHalli3y BIUIMBY Ha MOKa3HUKH
OIOJIKETY.
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