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MMEPEIMOBA

1. PO3POBJIEHO: MinicTepcTBO OXOpOHH 310poB’s Ykpainw, lepikaBHe
MIAMPUEMCTBO «JlepikaBHHI €KCIIepTHUM 1EHTp MiHICTEpCcTBA OXOPOHH 3/I0POB’S
Ykpainw» (JlemapraMeHT OIIHKM MEIWYHUX TEXHOJIOTIM Ta palliOHAIBHOI
bapmakoreparrii),

ABTOPH YKJIAJJAUI: ITiusxko O.B., kaua. papm. Hayk; Babenko M. M., kaH.
dapm. Hayk; Jlobac M.B, kamm.mem.Hayk; Mamumescbka 1O.€.; Pomanenko ILM.;
Cepemiok B.B.; XmensoBcoka M.O.; Ionryxoscrskuit 1.C.; Onemyk O.M., noktop Men.
Hayk; Tonayeschkuii O.A.; Mameiiko A.M., kaua. ¢papm. Hayk;

HOJISIKA: JIsmko B.K.; dy6pos C.O., noktop Men.Hayk; JIsckoBcekuii T.M.,
I'pinerxo O.B., l'onwap €.B.; SAFEMed USAID - Koynep P., Cymxy P., Boiiterko
A.; HanioHanbHu# IHCTHTYT OXOPOHH 310pOB’S 1 JOCKOHAJIOCTI MEANYHOI JOTIOMOTH -
NICE International, [lemaprament 6i3Hecy Ta TopriBmi Bemukoi bpuranii;
yHIBepcuTeTChbKa KiiHika PanGoncekoro Vaiepcurery - Ooprseitn B., Kieser B.;
3aniceka O.M., nokrop papm. Hayk; Kocsuenko K.JI., mokTop dapm. Hayk.

PEKOMEHJIOBAHO 10 ITPUMHSATTSA: MiHicTepcTBO oxoprH 310POB’St
VYkpainu

2. IPUMHATO TA HAZJAHO YMHHOCTI: nakas3 M1H1CTepCTBa OXOPOHH
310poB’st Ykpaiuu Bix 6 MOé’,ﬂH A 2023 poky Ne 17 L//(

3. Ils HacTaHOBa BINOBIa€ TAKHM HOPMATHBHO-TIPABOBHM Ta HOPMATHBHHM
JOKYMEHTaM:

3akoH Ykpainu «IIpo nepxaBHi hiHaHCOBI rapaHTii MEIUYHOTO OOCTYTOBYBAHHS
HAaCEJICHHAY;

IocraHoBa Kabinety MinicTpis Vipainu iz 23 rpyaus 2020 poxy Ne 1300 «ITpo
3aTBepkeHHs [lopaaxy mpoBeneHHs AepkaBHOI OLIHKH MEAWYHUX TEXHOIOTIH
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[TocranoBa Kabinety MinictpiB Ykpainu Bia S rpyans 2018 poky Ne 1022 «I1Ipo
3aTBepkeHHs Jlep)kaBHOI cTpaTerii peaizaliii JepKaBHOI MOMITUKH 3a0€3MeUCHHS
HaCeJIeHHS JTIKapChbKUMHU 3aco0amu Ha miepiof 10 2025 poxy»;

EUnetHTA JA2 — HTA Core Model 3.0 (bazoBa monens €Bponeiicbkoi Mepexi
3 OLIIHKYA MEIUYHMUX TexHouorik 3.0);

NICE health technology evaluations: The manual, 2022 (ITociOHHK 3 OIlHKH
MEJIMYHUX TEXHOJOT1M HalioHaIbHOTO IHCTUTYTY OXOPOHHU 3/I0POB’S 1 JOCKOHAJIOCTI
Meau4HO1 Jomomoru, 2022);

Guide to the processes of technology appraisal. National Institute for Clinical
Excellence (NICE), 2018 (HactanoBa 11010 mpoIieciB OI[iHKA MEIUYHUX TEXHOJIOTIH.

HarmionanpHu# 1HCTUTYT OXOPOHHU 370POB’SI 1 JOCKOHAJIOCTI MEIUYHOI JTOTIOMOTH,
2018);

Guide to the methods of technology appraisal. National Institute for Clinical
Excellence (NICE), 2013 (HactanoBa 111010 METO/1iB OI[IHKA MEIMYHUX TEXHOJOTIH.

HamioHanpHu# 1HCTUTYT OXOPOHM 3J0POB’S 1 JOCKOHAJIOCTI MEIUYHOI JOIIOMOTH,
2013);

Institute for Clinical and Economic Review (ICER). 2020 — 2023 Value
Assessment Framework. 31 January 2020 (IHCTUTYT KIIHIYHMX Ta €KOHOMIYHUX
nocmimkers (ICER). Cucrema oniaku miHHOCTI Ha 2020 — 2023 pokn);

Zorginstituut Nederland (ZIN). Guideline for economic evaluations in healthcare,
2016 (Imctutyt oxoponu 3a0poB’s Hinepnanais (ZIN). HactanoBa 3 mpoBeeHHs
OLIIHKHA €KOHOMIYHOT TONUTBLHOCTI B chepi oxoponu 310poB’si, 2016);

Cochrane Handbook for Systematic Reviews of Interventions Version 6.3 (update
February 2022), 2022. (HoBiguuk Kokpana ajist IpoBeJAEHHS CUCTEMAaTUYHUX OTJISIIIB
1HTEepBEH1H, Bepcis 6.3, 2022).

4. BBEJIEHO BJIPVYTE.
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BCTYII

Oninka meanunux TexHonorid (health technology assessment) (mam — OMT)
BIJIMOBIHO JIO OHOBJIEHOT peIaKIlli TEPMiHY MIKHAPOHUMHU €KCTIEpTaMu NpOoPiTbHUX
opraizaiii — MDKIUCIUIUTIHAPHUHN TIPOIIEC, SIKMM BUKOPUCTOBYE TOYHI METOIM JIJIS
BU3HAYEHHSI IIIHHOCTI MEIUYHOT TEXHOJIOT1l Ha PI3HUX eTarax ii KUTTEBOTO LUKIY 3
METOI0 HaJaHHsA 1HpOpMAaIllii JJIg MPOUECy YXBaJEHHSA pIlIeHb [JIs CIPUSHHSA
cripaBeIMBiH, €(heKTUBHIN Ta BUCOKOSKICHIM CHUCTEMI OXOpOHHU 370poB’s. LliHHICTH
MEIUYIHOI TEXHOJIOTIi MOKe OyTH BU3HAYCHA NMUISIXOM BHUBUYEHHS Tepen0adyBaHUX Ta
HemependauyBaHUX HACHIAKIB ii  BUKOPHUCTAHHS TMOPIBHSHO 3  ICHYIOUHMH
anprepHaTuBamH. L{i BUMipH BKITIOYAIOThH KITIHIUYHY €()EeKTHBHICTb, O€3MEKY, BUTPATU
Ta EKOHOMIYHI HACHiJKHU, €THYHI, COLialbHI, KyJbTypHI Ta TPaBOBI MUTaHHS,
opraHi3aIliifHi Ta €eKOJIOT19HI aCTIeKTH, a TAKOK OUTBIII IMPOK] HACTIAKHY IS TAIli€HTa,
POAUNYIB, OMIKYHIB Ta HACEJIEHHs. 3arajibHa I[IHHICTh MOK€ 3MIHIOBATHCS 3aJICKHO BiJl
00paHoi MEepCIEKTUBY OLIHKH, 3al[1IKaBJICHUX CTOPIH Ta KOHTEKCTY YXBaJCHHS PIIICHb

[1-3].

AHamizytoud mnpoOJieMd Ta BHUKJIMKH, TOB’SI3aHI 13 3aJIOBOJICHHSIM TIOTpPEO
HaceseHHs y eeKTUBHUX, O€3MEYHHUX Ta TOCTYIHUX JIKAPChKUX 3aco0ax, BeecBiTHs
opranizaiiisi oxopoHu 3710poB’st (mani — BOO3) po3pobuiia 1opoxkHIO KapTy IMIOA0
JOCTYIy 110 JIKapchkux 3aco0iB Ta BakiuH Ha 2019 — 2023 poku [4]. OnauMm i3
CTpaTeTIyHUX 3aBJlaHb JOPOKHBOI KapTH € MPOIEC 3aKYIIBJII Ta BIAMIKOTYBaHHS
BapTocTi (peiMOypcarllii) JIKapChKUX 3ac001B, KWW Ma€ 31MCHIOBATUCS HA OCHOBI
JOKa30BUX JIaHMX, 3a pe3yibTatamu npoBeaeHHs OMT. @opmyBanHs abo
PO3IIMPEHHS PETYJIATOPHUX MEPEITIKIB JTIKAPChKUX 3aCO01B BUMArae ClipoMO>KHOCTI Ta
KOMIIETEHTHOCTI [ BOPOBA/IP)KEHHSI HA HALIOHAJIbHOMY piBHI pe3yibTariB OMT y
JIOKaJbHUN KOHTEKCT Ta iX BUKOPUCTAHHS JJiA yXxBajeHHs pimieHb. OMT — cyuacHuit
Ta HEOOXITHUU IHCTPYMEHT M 1H(OPMYBAHHS PIlIEHb OO pPallOHATBHOTO
PO3MOALTY Ta BUKOPUCTAHHS (DIHAHCOBUX peCypciB y chepi OXOpOHU 310POB’s, KU
3aCTOCOBYETHCS MICIISI €TAITy PeeECTpallli Ha PUHKY JIIKAPChKUX 3aCO01B.

MiKHapoIHUN JTOCBIJ MOKa3ye, M0 0arato mepesoBUX MIKHAPOJIHUX MPAKTUK
Oys10 po3pobiieHo o0 pizHux ckinanoBux OMT (mpioputusartis, po3poOka, cTparerii
MOIIIYKY JTAHUX, OMIIil BIPOBAKEHHS), & TAKOK — opraHizamiitaux acnektiB OMT Tta
BHUMIPIOBAHHS BIUTMBY 3aCTOCYBaHHS I[OTO IHCTPYMEHTY.

3 2005 poky B €Bpori mnpairoe €Bporeicbkka Mepeka 3 OLIHKA METUYHUX
texHoJorid (European network for Health Technology Assessment, EUnetHTA) 3
METOI0 OINTHMI3allli BUKOPUCTAHHS PECYpPCIB CHUCTEM 1 3a0e3leyeHHsl CHiBIpall y
chepi OMT msixoMm po3poOKH, BIPOBAIKEHHS Ta BUKOPUCTAHHS 3arajJbHOT0 HAbopy
IHCTPYMEHTIB, METOIB, JOKYMEHTIB, OHJIAH-pPECYpCiB, CBOE€YACHOI i €PEeKTUBHOI
peanizalii 3arajabHOi cTpaTerii Ta 0i13Hec-Moieel sl eKOHOMIT ()IHAHCOBUX PECypCiB
Ha perioHalbHUX, HalllOHATBHUX Ta €BpomneiickkoMy piBHsAX. EUnetHTA crtBOpmiia
taki mpoektu: bazoBa mozens HTA Core Model® Tta 06a3y maHux, sika MICTUTh
3amtanoBani Ta mgiroui mpoektu (Planned and Ongoing Projects), kepyrouunch
nupextuBoio €pponapiamenty 2011/24/EU mono cniBnparil y chept OMT ta oominy
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HAyKOBO-TIPAKTUYHOIO 1H(opMaliero Mix KpaiHamu €Bpomnericbkoro Coro3y (nami —
€C). EUnetHTA wnaniuye nonaa 80 opranizamiii-maptaepis 13 30 kpain €Bponu, B
TOMY YHUCJ1l YNOBHOBaKeHMU opraH 3 aep:xkaBHOi OMT B VYkpaini ta ExcriepTHuit
KOMITET 3 BiOOpPY Ta BUKOPHCTaHHS OCHOBHMX JIIKAPCHKUX 3ac00iB MiHicTepcTBa
OXOpPOHHU 3JI0pOB’ YKpaiHu (BTpaTuB YMHHICTH ¥ 2022 p.), K1 CTaJIH acOI1HOBAHUMHU
yrenamu y 2018 — 2019 pp [2].

Hosuit Pernament €C 2021/2282 mogo OMT nabyB umnHOCTI 11 ciunsa 2022
POKY Ta 3acTOCOBYBaTUMETHCS 3 12 ciuns 2025 poky 3 METOIO CIPUSHHS MOKPAIICHHIO
A0CTyMHOCTI 1t naieHTiB €C iHHOBALIHHUX TEXHOJIOTIH y cepi OXOPOHH 3/I0POB’s,
TaKMX SIK JIIKApChKi 3aCO0M Ta MEeBHI MEIUYHI BUpOOH, 3abe3neuyBaTuMe e(heKTHBHE
BUKOPHUCTaHHA pecypciB 1 mokpammth skicte OMT y Bcix kpainax €C. Hosuid
Pernmament 3abe3nedye mpo30py Ta IHKIIO3UBHY CTPYKTYpPY ILUISIXOM CTBOPEHHS
KoopauHamiiftHOi Tpynu HallOHAJIbHUX a00 pPEriOHAJIbHUX OpraHiB BJIaJH, MEPExi
3aI[1KaBJICHUX CTOPIH Ta BCTAHOBJIEHHS MPABUJI y4acTi NAIIEHTIB, KIIIHIYHUX €KCIEPTIB
Ta IHIIUX BIAMOBIAHUX EKCIEPTIB y CIUIBHUX KIIHIYHUX OIlIHKaX Ta CIUIBHUX
HAyYKOBHMX KOHCYJIbTAllIIX. 3aCTOCYBaHHS JIaHOTO PETJIAMEHTY TaKOX 3MEHIIHUTH
nyOIOBaHHS 3yCWiIb I HamioHaidbHUX opraniB 3 OMT Ta iHmycTpii, cipustume
nependayyBaHOCTI Oi13HECY Ta 3a0€3MEYUTh TOBIOCTPOKOBY CTIHKICTh criBmpalil €C 3
OMT. HoBuii PernmameHT 3aMiHIOE MOTOYHY CHUCTEMY, 3aCHOBaHY Ha JOOPOBUIbHIM
Mepexi HarioHabHuX opradiB Biaaau (HTA Network), 1 mpoekTHe criBpOOITHUIITBO,
1o inancyethes €C (Joint Actions EUnetHTA) 13 mocTiiiHOI0 OCHOBOO JIJIsl CHIBHOT
pobotu. HoBa cTpykTypa OXOIUIIO€ CHUIBHI KIIIHIYHI OLIHKH, CIHUIbHI HayKOBI
KOHCYJIbTaIlll, 1J€HTU(]IKALII0 HOBUX MEAMYHHUX TEXHOJOIIH Ta JOOPOBUIbHY
criBmpargo [5].

Cepen 33 kepiBHMX HACTaHOB 3 (papMaKOCKOHOMIYHUX JOCIIIKEHb Y 0a31 TaHUX
«DapmMakoeKOHOMIYHI peKkoMeHaarii y BcboMy CBITI»  («Pharmacoeconomic
Guidelines Around the World») MixnapoaHoro toBapuctBa (papMakO€KOHOMIYHHUX
nochikeHb Ta pesynbTaTiB jtikyBaHHs (The Professional Society for Health
Economics and Outcomes Research, ISPOR) € 3okpema 12 HactanoB (Hampukian, y
Anrmii, Iotmanmii, Icnanii, [Tonpmmi Ta 1H.) MOAO TPaBUJ MOJAHHS 3asB/IOCHE 3
METOI0 3aKyMiBJl a00 BIAIIKOYyBaHHS BapTOCTI JIiKapCchbKux 3aco0iB. 1li HacTaHoBH €
crienuG1YHUMH JUTS KpaiHu Ta € oDIIiiHUMHU KEPIBHUMHU MPUHITUIIAMH 11010 BUMOT JI0
3a9B/MOChE 13  po3aAUIOM (PapMaKOSKOHOMIYHOI OIIIHKA 1 BHKOPHCTOBYIOTHCS
BIJIMOBIAHO JIO0 3aKOHOJABCTBA KpaiHM ycCiMa 3alllKaBIICHUMH CTOPOHAMHU IMPOIECY
OMT [6].

B Vkpaini tepmin OMT 3actocoByeThcsi y 3HAUEHHI, HaBEJACHOMY Y 3aKOHI
VYkpainn «OCHOBM 3aKOHOAABCTBA YKpaiHU IIPO OXOpPOHY 3140poB’s». IIpouenypy
Jep>KaBHOI OIIHKM MEIWYHMX TEXHOJOriM Bu3HaYeHO [lopsiakoM mpoBeaeHHS
Jep>KaBHOI OIIHKA MEIMYHMX TEXHOJOTIM, 3aTBEp/KEHUM mocTaHoBolo KabiHery
MinictpiB Ykpainu Bix 23 rpyans 2020 poxy Ne 1300 [7].

3 omsy Ha BUIIEBUKIIAJIEHE, JOLUIBHUM € BIPOBA/HKCHHS Ta JIWHAMIYHE
OHOBJICHHS JIaHO1 HACTAHOBU B YKpaiHi, 1[0 MICTUTh TAPMOHI30BaHI 3 MOJOXKEHHSIM
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BIJIMOBITHAX MDKHAPOJHUX HACTAaHOB, B TOMY unciii €C, HacCTaHOB IHINUX KpaiH Ta
aKTyaJli30BaHI peKOMEH/ a1l 111010 IJIaHyBaHHS 1 mpoBeaeHHss OMT, B ToMy unci AJis
IIPEJICTABIICHHS OTPUMAHUX PE3yJIbTaTiB JOCTIIKCHHS Y 3asBi 1 JOChE Ha BKIIFOUCHHS
JIKapChKOTO 3aco0y 10 PpEryJaTOPHUX IEpeNiKiB, SKi BUKOPHUCTOBYIOTBHCS IS
3aKymiBeab 3a JICp)KaBHI KOINTH, IMJATOTOBKM BHCHOBKIB 1 pEKOMEHJAIlil
YIOBHOBXKEHUM opraHoM 3 fepxaBHoi OMT B YkpaiHi 3a pe3yjibTaTraMu eKCIepTH3n
3asB 1 JIOCh€, OIIHKM 3a 3BepHeHHsIM MO3 Ta BukopucTanHs pesyiasTatie OMT mis
YXBaJICHHS PillIeHb Ta PeaIbHOT KIIHIYHOT MPAKTUKH.

[Is mactaHoBa po3pobiieHa Ha miactaBi HactaHoB 3 OMT, mpuitHatux B €C,
Benuxiii bputanii, CILIA, a came:

European network for Health Technology Assessment Joint Action 2 — HTA Core
Model 3.0 (bazoBa mozens €BpoIeHchbK0i MEPEXi 3 OIIHKH MEAMIHUX TeXHOJIOT1i 3.0)

[2];
Methods for health economic evaluations. Guideline EUnetHTA, 2015

(HactanoBa €Bpomneicbkoi MepeXi 3 OIIHKM MEIUYHUX TexXHoJori “Metonu
CKOHOMIYHHUX OIIIHOK B CHCTeMi 0XOpoHH 310poB’s”’) [8];

Guidelines for conducting Health Technology Assessment (HTA). AOTMIT.
Version 3.0. Warsaw, 2016 (HactanoBa 3 mpoBeJIeHHS OI[IHKH METUYHUX TEXHOJIOT1H.

ATEHTCTBO 3 OIIIHKA MEeIUYHUX TexHouori# 1 Tapudis [Tonsmi. Bepcis 3.0. Bapiaga,
2016) [9];

NICE health technology evaluations: The manual, 2022 (ITociOHUK 3 OIlIHKH
MEIUYHUX TeXHOJIOrH HalioHanbHOTO IHCTUTYTY OXOPOHU 370POB’S 1 JIOCKOHAJIOCTI
MenuuHoi Jonomoru, 2022) [10];

Guide to the processes of technology appraisal. National Institute for Clinical
Excellence (NICE), 2018 (HacTanoBa 111010 MpOIECiB OI[IHKA MEANYHUX TEXHOJIOTIH.

HamionanbHuit 1HCTUTYT OXOPOHM 3J0POB’S 1 JOCKOHAJIOCTI MEIUYHOI JOIOMOTH,
2018) [11];

Guide to the methods of technology appraisal. National Institute for Clinical
Excellence (NICE), 2013 (HactanoBa 11010 METOIB OIlIHKH MEAUYHUX TEXHOJIOT1H.

HamionanpHUN 1HCTUTYT OXOPOHM 3J0POB’S 1 JOCKOHAJIOCTI MEIUYHOI JOIIOMOTH,
2013) [12];

Addendum to the Guide to the methods of technology appraisal. National Institute
for Clinical Excellence (NICE), 2017 (JlomaTtok 10 HaCTaHOBH IIIOJI0 METOIB OIIIHKH
MEIUYHHUX TeXHOJIOrii. HalloHanbHUIl 1HCTUTYT OXOPOHHU 30POB’S 1 TOCKOHAIOCTI
MenndHoi pornomorw, 2017) [13];

Institute for Clinical and Economic Review (ICER). 2020-2023 Value
Assessment Framework. 31 January 2020 (IHCTUTYT KIIIHIYHMX Ta €KOHOMIYHUX
nocmimkenb (ICER). Cucrema oninku miiHHOCTI Ha 2020-2023 pokn) [14];
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Zorginstituut Nederland (ZIN). Guideline for economic evaluations in healthcare,
2016 (Imctutyt oxoponu 3a0poB’s Hinepmanais (ZIN). HacranoBa 3 mpoBeeHHs
OIIIHKM €KOHOMIYHOI JOIIJILHOCTI B cpepi 0XOopoHH 3710poB’s, 2016) [15].

Opranizariis, BiAMOBiAaIbHA 3a 1F0 HacTaHOBY, — MO3.

[{s HacTaHOBa MICTUTH MOJIOKEHHS, 1110 BiIMOB1Ial0Th YUHHOMY 3aKOHO/JIABCTBY
Ykpainu.

Bignosigno no nmocranoBu Kabinery MinicTpiB Ykpainu Big 23 rpyaas 2020
poky Ne 1300 «IIpo 3atBepmxenHs Ilopsaky mnpoBeneHHS ep>KaBHOI OLIHKH
MEIUYHUX TEXHOJOTi» HacTaHoBa 3 nepkaBHOi OMT mist mikapchKuX 3aco0iB €
HOPMATHBHUM JOKYMEHTOM, SKHM MICTHTh PEKOMEHJAIll II0A0 IPOBEICHHS
nepxaBHoi OMT 3 ypaxyBaHHSIM BHIAJIKIB, IMiJICTaB JIA ii MpoBeneHHs Ta (a00) BUILY
3as1BJEHOI MEAMYHOI TEXHOJIOTii Tolo. JlaHa HAcTaHOBA MICTUTh METOAOJIOTIUHY
1H(opMallito 1Js BUKOPUCTAHHS yciMa 3allikaBieHUMU ctopoHamu mnpoiecy OMT B
VYkpaiHi, a came — Il BUKOHaBLIB Ta KopuctyBauiB OMT: 3adBHUKIB, Cy0’€KTIB
rOCIOJapIOBaHHs, SKi TOTYIOTb 3as1BH 1 IOChE ISl BKJIFOUCHHS JIIKAPCHKUX 3aC001B 710
PETrYJISTOPHUX TEPEIiKiB JIKApChbKUX 3aco0iB; 0ci0, fAKI TPUIMAalOTh pIIIEHHS,
YIPAaBIIHINB, MJIATHUKIB; YIOBHOBa)XEHOro oprany 3 aepxkaBHoi OMT B VYkpaiHi,
CTPYKTYPHHX MiAPO3A1TIB 3 TUTaHh OXOPOHH 3JI0pOB’ s 001acHuX Ta KuiBChKOi MiCbKO1
Jep>KaBHUX aJIMIHICTpalliid; HAyKOBO-IIEJIAroTiYHUX IIPAI[IBHUKIB 3aKJaiB BHUIIOT
OCBITH, JIIKapiB, (papMarleBTUYHUX MPaI[iBHUKIB, MAIllIEHTCHKUX OpraHi3alliii ToIIo.

Ilsa HacTaHOBa cTOCY€ThCSI METOAOJOTIUHUX NpuHUUIIB 3 OMT. ITlonoxxeHHs
HAaCTaHOBM B1J100pakal0Th rapMOHI30BaH1 MIKHAPOJIHI peKOMEH/allli Ta MiAX0au J0
OMT, ski 0a3yrOThCS Ha OCTaHHIX HAyKOBUX JOCIIJKEHHSAX y LIM raiy3l 3HAHb.
JIoTpuMaHHS TMOJIOKEHb I[I€1 HACTaHOBU 3allIKaBJIEHUMH CTOPOHAMH CHPUSITHME
MJIaHyBaHHIO 1 npoBeeHHI0 OMT HaneXHUM YMHOM Ta ONTUMIi3yBaTUME IIPOBEICHHS
€KCIIePTU3H 3asB 1 JOChE, a TAKOXK CIPUATUME MOKPAIIEHHIO JOCTYMY MAI€HTIB 10
e(eKTUBHUX, O€3MEUYHUX Ta €KOHOMIYHO JOUIIBHUX JIIKAPCHKUX 3aC001B B Y KpaiHI.

[IpaBoBuii cTaTyc 1i€1 HACTAHOBU BiJIMOBIJIA€ TIPABOBOMY CTAaTyCy BIIMOBITHUX
3aKOHOJIAaBUMX AaKTIB Ta IHIIUX KepiBHUX JIokyMeHTiB €C, 30kpema [lupekTuBu
€porneiicekoro Ilapmamenty ta Pagu €C 2011/24/EU “Illogo mpaB Mali€HTIB Y
CUCTEMI TPAHCKOPJIOHHOI criBmpaili 3 oxoponu 310poB’s’” (Directive 2011/24/EU of
the European Parliament and of the Council of 9 March 2011 on the application of
patients’ rights in cross-border healthcare), 3 sskumu rapMoHiI30BaHO PO3POOJICHY
HacTaHOBY [16]. Takuii MiKHApOIHWH WiAXiA O TPABOBOIO CTATYCy OiBIIOCTI
HayYKOBHMX HACTAHOB BHKJIQJICHO Y TOKYMEHTI €BpOMEMCHKOTO areHTCTBA 3 JTIKAPCHKUX
3aco0iB (European Medicines Agency, EMA) Doc. Ref. EMEA/P/24143/2004
«Procedure for European Union guidelines and related documents within the
pharmaceutical legislative framework, 2009» (Ilpouenypa Mm040 HAcTaHOB Ta
CYNMyTHIX JOKyMeHTIB €Bpormeiicbkoro Coro3y B paMmkax (papMaeBTUYHOIO
3akoHoAaBcTBa, 2009), skuil BpaxoBye mno3uiito €Bponeicbkoi Kowmicii om0
KaTeropusallii HOpMaTUBHUX JOKYMEHTIB, a TAKOX 1HIIMUX KepIBHUX NOKyMeHTIB €C 3
ix po3pobaenns [17].
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COEPA 3ACTOCYBAHHSA

Is HacTaHoBa BH3HAYa€ METOIOJIOTIYHI MPUHIMIHK (pEeKOMEHAAIli) 100
npoBenennss OMT nanga iHbopMmyBaHHsS pilieHb 3 (iHAHCYBaHHS 1 3aKyIliBelb
JIKapChKUX 3ac001B 3a JIepKaBHI KOINTH, a caMe — MIATOTOBKH 3asB 1 JOChE, iX
EKCIIepTU3H, OIIHKK 3a 3BepHEeHHAM MO3 Ta OILIHKKM pe3yJbTaTiB aHalli3y
MOPIBHSJIBHOI KJIIHIYHOT e(EeKTUBHOCTI, OE3MEeKH Ta EKOHOMIYHOi JOLUIBHOCTI
JIKapChKUX 3aco0IB 3 METOK 1X BKJIOUCHHS JIO PEryISTOPHUX IEpesiKiB
(HarioHayibHOTO TIEpEITiKy OCHOBHHUX JIIKApCHKUX 3ac00iB Ta/abo M0 TMEpeniKiB, IO
3aKyMOBYIOThCS 32 KOINTH JEPKABHOTO OIO/DKETY JUIsl BHKOHAHHS TMpOTpaM Ta
3MIMCHEHHS MICHTPAII30BAHUX 3aX0/IiB 3 OXOPOHHU 3I0POB’S TOIIIO).

L{s HacTaHOBa po3po0IieHa 3 METOI0 BUKOHAHHS MocTaHoBU Kabinety MiHicTpiB
VYxpainu Bin 23 rpyans 2020 poky Ne 1300 «IIpo 3arBepmxenns [lopsiaky npoBeneHHs
JIep>KaBHOI OLIIHKA MEJUYHUX TEXHOJIOT1» Ta 3acTocoByeThes it OMT nikapcebkux
3aco01B. ba3oBi nonoxeHHs: HacTaHOBM 3 AepxkaBHOI OMT s nikapchkux 3acoOiB
MOXYTh OYTH 3aCTOCOBHHUMH JIO MPOIIECY, €TaIiB, 0a30BUX METOAOJIOTTYHUX MiIXO/IIB
npoBegeHHs OMT 1 i 1HIIMX MEAMYHUX TEXHOJOTIH, IO HE € JIKAPCHbKUMHU
3aco0aMmu.

HacTtanoBa pekoMeHay€eThCs BCIM 3alliKaBJICHUM CTOPOHAM, a CaM€ BUKOHABLSIM
ta kopuctyBauaM OMT: 3asBHUKaM, Cy0’€KTaM rocnofaproBaHHsl, K1 TOTYIOTb 3asBU
1 IOCh€ JIJIs BKJIFOUEHHS JIIKAPChKUX 3aC001B JI0 PEryJISATOPHUX MEPEIiKiB; KEpIBHUKAM
y cepl OXOpOHH 3/I0pOB’S Ta ACP’KABHOTO YIPABIIHHA, YIPaBIIHIAM, IUIATHUKAM,
YIIOBHOBaXXEHOMY oprany 3 JepxkaBHoi OMT B YkpaiHi, 1110 MPOBOJUTH €KCIIEPTU3Y
3asB 1 gocke 3 OMT, ouinky 3a 3BepHeHHAM MO3; CTPYKTYpHUM MiAPO3ALIAM 3
MUTaHb OXOPOHU 370pOB’st oOsacHuX Ta KUiBChKOI MICBKOI JEep)KaBHUX
aMIHICTpaIliii; HAayKOBO-TIEAAroriyHUM TMpalliBHUKAM 3aKJaJiB BHINOi OCBITH,
JiKapsaM, (papMalleBTUHYHUM MpalIBHUKAM, THCTUTYTaM I'POMAJISTHCHKOTO CyCIIbCTBA,
TOILIO.

HOPMATUBHI NIOCUJIAHHA
L{s HacTaHOBa MICTUTh HOPMATHUBHO-TIPABOB1 Ta HOPMATUBHI MTOCHUJIAHHS HA:

1. 3akon VYkpainu Big 19 xoBtHs 2017 poky Ne 2168-VIII «Ilpo mepkaBHi
(iHAHCOBI TapaHTIii MEIUIHOTO OOCIYrOBYBaHHS HaceJeHHs» [7];

2. IloctanoBa Kabinery MiunictpiB Ykpainu Bix 5 rpyaus 2018 poxy Ne 1022
«IIpo 3arBepmxenHst [lepkaBHOi cTpaTerii peamizaiiii Jep>KaBHOI TOJITHKA
3a0e3MeUeHHs HaCeJICHHS JIIKAPChKUMHU 3aco0amu Ha niepion 10 2025 poky» [18];

3. IlocranoBa KaGinery MinictpiB Ykpainu Bix 23 rpyans 2020 poxy Ne 1300
«IIpo 3arBepmxenHss llopsiaky TIpOBEACHHS JEPKABHOI OLIHKA MEAUYHUX
TexHosoriiy [19];

4. Guideline European network for Health Technology Assessment. Methods for
health economic evaluations — A guideline based on current practices in Europe, 2015
(HacranoBa €Bpormneicbkoi Mepexki 3 OIIHKM MEIUYHUX TexHoJyorin «Meroau
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€KOHOMIYHUX OIIIHOK B CHCTEMI OXOpPOHHM 3JI0pPOB’Sl — HAcTaHOBa 3aCHOBaHA Ha
HOTOYHIH nmpakTHii B €Bpori», 2015) [8];

5. Access to new medicines in Europe: technical review of policy initiatives and
opportunities for collaboration and research (JlocTym 10 HOBHX JIIKApCHKUX 3aCO0IB Yy
€BpoITi: TEXHIYHHUH OTJISI 1HIIIIATUB IIOA0 MOJITHK Ta MOXKJIMBOCTEH JIJIs CITIBITpAIll Ta
JOCITIKeHb, BeecBiTHS opranizaiiis oxoponu 310poB’s). WHO. — 2015. 184 p. [20];

6. European network for Health Technology Assessment Joint Action 2, Work
Package 8. HTA Core Model version 3.0 (ba3zoBa monens €Bpomeiicbkoi Mepexi 3
OIIIHKU MeIUYIHKX TexHouorii 3.0) [2];

7. Guideline European network for Health Technology Assessment Endpoints
used for Relative Effectiveness Assessment: Clinical Endpoints, 2015 (Hactanosa
€Bporneicrbkoi Mepexi 3 OIIHKKM MEAUYHHMX TEXHOJIOTiH “BukopucTaHHs KIHIIEBUX
TOYOK JIJIS OLIIHKH BIJTHOCHOT e()eKTHBHOCTI: KJIiHIYHI KiHIeBl Touku”, 2015) [21];

8. Guidelines for preparing submissions to the Pharmaceutical Benefits Advisory
Committee (PBAC) Version 5.0 September 2016. (HacTanoBa 3 miArOTOBKH 3asiB 70

KoncynbratuBHOrO KOMITETY 13 (papmaneBTHUHMX mepeBar ABcTpanii. Bepcis 5,
Bepecens 2016) [22];

9. European Medicines Agency (EMA). Guideline on the investigation of
subgroups in confirmatory clinical trials, 2014 (€Bporneiicbke areHTCTBO 3 JTIKAPChKUX
3aco0iB. HacrtaHoBa 3 JOCHIDKEHHS MIATPYN Y MIATBEPKYIOUMX KITHIYHUX
BUIIPOOYBaHH:X, 2014) [23];

10. Guidelines for conducting Health Technology Assessment (HTA). AOTMIT.
Version 3.0. Warsaw 2016 (HactanoBa 3 mpoBeJieHHS OLIIHKA MEAUYHUX TEXHOJIOT1H.
ATEHTCTBO 3 OIIIHKU MeUYHUX TexHoJori# 1 Tapudis [Toawmri. Bepcis 3.0. Bapmaga,

2016) [9];

11. Inception Impact Assessment «Strengthening of the EU cooperation on Health
Technology Assessment (HTA)» (ITouaTkoBa oiinka BBy «llocunenHs criiBmpaiii
y €C 3 OIliHKK MEIUYHUX TEXHOJIOTiNY, 2016) [24];

12. Cochrane Handbook for Systematic Reviews of Interventions version 6.3
(update February 2022), 2022. (loBigauk KokpaHa 115 MpoBeICHHS CHCTEMAaTHIHUX
OIJISAIB IHTEPBEHIIIH, Bepcis 6.3, 2022) [25];

13. A guideline developer’s handbook. Edinburgh: SIGN; 2019. (SIGN
publication no. 50). (ITociOHuUK 17151 pO3pOOHUKIB HACTaHOB) [26];

14. EUnetHTA Guideline: comparators and comparisons: Direct and indirect
comparisons. Adapted version, 2015 (HactanoBa €Bpomneicbkoi MEpexi 3 OI[IHKH
MEIUYHHUX TEXHOJOT1H: KOMIIApaTOPH Ta MOPIBHIHHS: MIPSAME Ta HEMPSIME MOPIBHIHHSL.
AnanroBana Bepcis, 2015) [27];

15. Consolidated Health Economic Evaluation Reporting Standards 2022
(CHEERS 2022) Explanation and Elaboration: A report of the ISPOR CHEERS 1II
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Good Practices Task Force. Husereau D, Drummond M, Augustovski F, et al. // Value
Health - 2022. Ne25(1):10-31 (CranmapTd KOHCOJIJIOBAaHOi 3BITHOCTI 3
(hapMaKoeKOHOMIYHOTO aHali3y) [28];

16. ISPOR Task Force «Budget Impact Analysis — Principles of Good Practice:
Report of the ISPOR 2012» (CnenianizoBana po6oua rpyna ISPOR «Anani3 BBy
Ha OIOJDKET — MPUHIIMITK Halle)kHOT npakTuku: 3BiT ISPOR, 2012) [29];

17. NICE health technology evaluations: The manual, 2022 (ITociOHHK 3 OL[IHKH
MEIMYHUX TEXHOJIOT1 HarioHaapHOTO IHCTUTYTY OXOPOHU 3/I0POB’S 1 IOCKOHAJIOCTI
MeaundHoi gornomoru, 2022) [10];

18. Guide to the processes of technology appraisal. National Institute for Clinical
Excellence (NICE), 2018 (HactanoBa 11010 mpoI1ieciB OI[iHKA MEIUYHUX TEXHOJIOTIH.
HamionanbHui 1HCTUTYT OXOPOHM 3J0POB’Sl 1 JTOCKOHAJIOCTI MEIUYHOI JOIOMOTH,

2018) [11];

19. Guide to the methods of technology appraisal. National Institute for Clinical
Excellence (NICE), 2013 (HactanoBa 1110/10 METO/1iB OLIIHKA MEIMYHUX TEXHOJIOTIH.
HamioHanpHUN 1HCTUTYT OXOPOHM 3J0POB’S 1 JOCKOHAJIOCTI MEIUYHOI JOIOMOTH,

2013) [12];

20. Institute for Clinical and Economic Review (ICER). 2020 — 2023 Value
Assessment Framework. 31 January 2020 (IHCTUTYT KIIHIYHMX Ta €KOHOMIYHUX
nocmimkenb (ICER). Cucrema oninku 1iiHHocTi Ha 2020 — 2023 pokn) [14];

21. Resolutions on Health Technology Assessment WHA67.23. — WHO. — 2014.
(Pe3outrorist 3 omiHkM MeIUIHUX TexHoJorii, BOO3, 2014) [30];

22. Directive 2011/24/EU of the European Parliament and of the Council of 9
March 2011 on the application of patients’ rights in cross-border healthcare
(dupexktuBa €poneiicbkoro Ilapnamenty Tta Pamu €C 2011/24/EU lloxo mpas
NAIiEHTIB y CUCTEMI TPaHCKOPAOHHOI CHIBIpaIli 3 0XOpOHH 310poB’s) [16];

23. Selection of essential medicines at country level: Using the WHO Model List
of Essential Medicines to update a national essential medicines list in the era of
universal health coverage. — WHO. — 2020. (Bubip oCHOBHHUX JIiIKapChbKKX 3ac00iB Ha
piBHI Kkpainu: Bukopucrtanas ba3oBoro mepesniky OCHOBHMX JIIKapChbKUX 3aco0iB
BOO3 nyist 0oHOBIIGHHSI HAIllOHAJIBHOTO TIEPENTIKY OCHOBHHUX JIKAapChKUX 3ac00iB B
eMOXy YHIBEpCAIbHOTO OXOIICHHS TOCITyraMu 0XopoH#H 310poB s, BOO3, 2020) [31];

24. Health Information and Quality Authority (HIQA). Guidelines for the
Economic Evaluation of Health Technologies in Ireland, 2020 (HactanoBu 3
CKOHOMIYHOT OI[IHKY MEeIUYHUX TexHoJori# B [pmanmii, 2020) [32].

25. Zorginstituut Nederland (ZIN). Guideline for economic evaluations in
healthcare, 2016 (Inctutryr oxoponu 3nopo’s HinepnanaiB (ZIN). HacranoBa 3
MPOBEICHHS OI[IHKM €KOHOMIYHOT IOIIJILHOCTI B chepi 0XOpoHH 370poB’s, 2016) [15].
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BU3HAYEHHS TEPMIHIB
VY 1iit HacTaHOBI TEPMIHU BKUBAIOTHCS Y TAKOMY 3HAYEHHI:

AJIbTepHATHBHA BaPTiCTh iHBECTYBaHHS B MEIWYHY TEXHOJIOTiIO (aHIJL
opportunity cost) — IiHHICTb, sIKa CTBOPIOETHCS IHIIIMMU IPOTrpaMaMH y cepi OXOPOHHU
310pOB’s, Kl € 3aMiHeH1 (a00 HE 3acTOCOBaH1) BHACHIJIOK BIIPOBAKEHHS HOBOI
TEXHOJIOT1i. AJBTCPHATUBHY BapTICTh MOXHA OI[IHUTH BU3HAYMBINN KOPHUCTH IJIs
3IIOpOB’s, sIka MOTJIa OYTH MOCSITHYTOO, SIKIO O BUTpaTH OyJid BUTpadeHI HA KAy
HACTYMHY aJbTEPHATHBHY TEXHOJIOTIIO.

Ananiz edexruBHocti BuTpaT (aHrn. cost-effectiveness analysis) — meton
(apMaKOEKOHOMIYHOTO aHami3y, KU Ja€ 3MOTy MOPIBHIOBATH SIK BUTPATH, TaK 1
pe3ynbTaTH  BUKOPHCTAHHSA  ajJbTEPHATUBHUX  MEIMYHMX  TEXHOJOTIH, IO
BUMIPIOIOTHCS, SIK TMPaBWIO, B KIIHIYHUX MOKAa3HUKAX (HaMpUKiIaj, JOJaHl POKHU
KUTTS, 3amM00IraHHs CMEpTI, YHUKHEHHs 1H(apKTy abo MONepe/yKeHl BUIIAJIKH
3aXBOPIOBAHHS).

Anauni3 pimens (anra. decision analysis) — KUIBKICHHM TAX1A y TPUAHSATTI
pilliecHh B yMOBax HEBM3HAYEHOCTI, JI¢ BCl pEJEBAaHTHI E€JIEMEHTU pIIICHHS —
aJbTEpHATUBHI J1i, IMOBIPHICTh IOJMIN 1 CTaHW 3J0POB’S, KIIHIYHI Ta €KOHOMIYHI
MOKA3HUKHU — MEPEKOHIIMBO MPEJICTABICH] Y MOJIENI.

AHaJi3 yyTauBoCTi (aHTII. sensitivity analysis) — crioci0 O1iHKM HEBU3HAUYEHOCTI
B pe3ysbTaTax EKOHOMIYHUX OLIHOK. HeBHM3HaueHICTh MOX€ BUHUKHYTH 4epes
BIJICYTHICTh JTaHWX, HETOYHI OLIHKHM NapameTpiB (IapamMeTpuyHa HEBU3HAYEHICTH),
reTEePOreHHICTh, Bapla0ENbHICTh Ta CTPYKTYPHY HEBU3HAYEHICTh (HEBU3HAYEHICThH B
CTPYKTYypi MoOJeni). AHal3 YyTJIUBOCTI JO3BOJIIE OI[IHUTU Yy3arajbHEHICTh
pe3yJbTaTIB II0/I0 1HIIUX YMOB.

Bararodakropuuii anajniz wyriuBocti (aHri. multi-way simple sensitivity
analysis, scenario analysis) — ormiHka BIUIMBY Ha pe3yJabTaT JBOX Ta OiIbIIe
OLIIHIOBAaHMX MapaMeTpiB, 1110 3MIHIOIOTHCSI OJTHOYACHO.

BaninnicTes - 31aTHICTH pe3ysibTaTy BHUMIPIOBaHHS a00 JOCHIIKEHHS OyTH
TOYHUM 1 BUIBHUM B1J] YIIEPEHKEHOCTI (CUCTEMATUIHUX TOMUJIOK).

Buyrpimunsa BagignicTs (anrn. internal validity) - 3maTHicTh Au3aliHy
JTOCITIDKCHHST  BIOOpakaTW  CIPaBXHIA MPUYUMHHO-HACTIAKOBUM 3B'I30K MIXK
BTPYUYaHHAM 1 €(EKTOM MPU KOHKPETHUX 0OCTaBUHAX JOCTIKEHHS. SIKIIIO0 BHYTPIIIHS
oprasi3allisi JOCIIJKSHHS TPU3BOJAUTL 1O BUKPHUBIICHHS OI[IHKM BHMIPIOBaHHS, II€
03HayYae, 0 TAKOMY BUMIPIOBaHHIO OpaKye BHYTPIIIHbOI BaJllTHOCTI.

Buxpusiaenns pesyabrartiB (anri. confounding factor) — dakrop, 1m0
BUKPHUBIISIE (CIOTBOPIOE) PE3YJIBTATH 1 BIUIUBAE K HA 3aJ€XKHY, TaK 1 HA HE3aJEKHY
Bl HbOT'O 3MIHHY BEJIMYMHY, IO BHUKJIMKAae HeBipHMHA 3B’s30k. Hanpuxmian,
BUKPUBJICHHSI (CIIOTBOPEHHS) pe3yJbTaTiB y MAOCHIIHPKEHHI BUHUKAE TOMl, KOJIU
CIIOTBOPIOETHCS €(DEKT JIKapChKOro 3aco0y Ha pe3yibTaT JIIKyBaHHS dYepe3 Moro
3B'I30K 3 MEBHOIO IPYIOI0 HACEJIEHHA a00 1HIIMM JIIKapChKUM 3aco00M, ab0 1HILUM
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YUHHUKOM, SKUH MOXXE BIUIMHYTH Ha PE3yJbTaT, HE3aJIEKHO BIJl TOCIIKYBaHOT
TEXHOJIOTI].

JIuckonTyBanHs (aHri. discounting) — METOJIT BU3HAUYCHHS I[IHHOCTI BHUTpAT 1
pe3yJbTaTiB JIIKyBaHHS, $KI BiIOyBaTUMYyThCA Yy MalWOyTHhOMY. JIMCKOHTYBaHHS
JI03BOJISIE€ OI[IHUTH TETIEPIIIHI BUTPATH, KEPYIOUUCH MEPEKOHAHHSM TIPO TE, IO JTFOIH
BIJIJIAlOTh TepeBary pesyJjbTaraMm JiKyBaHHs ab0 rpoillaM ChOTOJIHI y MOPIBHSHHI 13
MaiOyTHIM YacoM. BuTpaTu 1 pe3yabTaTu J1KyBaHHS, OTPUMaH1 ChOTO/IHI, € 3a3BUYAM
OLTBIII IIHHUMH, HIK Y MallOyTHBOMY.

Miarpama «forest plot» (anra. «forest plot») — crnoci0 mnpencTaBieHHs
pe3yNbTaTiB, 30KpeMa CHCTEMAaTUYHOTO OIIALy Ta MeTa-aHamizy. OLiHKH e(eKTiB
JKyBaHHS 13 IOBIPYMMH 1HTEPBAJIAMHU CKJIAJAI0THCS 110 BITHOIIEHHIO IO BEPTUKAIBHOT
JiHI1, SIKa BKa3y€e Ha BIACYTHICTh PI3HUIIl MK BTPYYaHHSIM Ta KOHTPOJBHOIO TPYIOI0
y BKJIFOYEHOMY JIO aHaJli3y JMOCIIKEHHI. 3 I[I€i JlarpaMyd MOXHa OTPUMAaTH JaHl K
po e(EeKT JIKYBaHHS Y KOXKHOMY JOCIIHKEHHI, TaK 1 [IPO yCEPEIHEHY OLIHKY e€(eKTy
[IUX JTOCIIKEHbD.

JoBipumii intepBan (anri. confidence interval, CI) — iHTepBasibHa OIllIHKA
3HaUYEHb TEBHOTO MapamMerpa (HampuKiIaa, apTeplalbHOTO THUCKY) 13 BHU3HAYECHUM
piBHeM HaniiHOCTI (3a3Buuail 95%). [oBipumii iHTEpBaJl XapakTepHU3ye Jiarma3oH
3HaUY€Hb, B MEXKax SKOTO 3HAXOJMWTHCS 3HAUCHHsS TapameTpa 3 WMOBIPHICTIO,
Harnpukiana, y 95%.

Nonani poxu xkutts (anri. life-years gained, LYG) — poku uTTs, 10JaTKOBO
OTPUMaH1 B pe3yibTaTl MEAUYHOI'O BTPYYaHHS.

Jloka3u 3 peajibHOI KJiHIYHOI nmpakTuku (anra. real world evidence) —
PI3HOMAaHITHI TUIHA JAaHUX, SKI BHUKOPHUCTOBYIOTBCS [JIsl YXBaJ€HHS pIlIEHb Ta
OTpUMaHl HE 3 PaHJOMI30BaHUX KIIHIYHUX JOCIIKEHb, a 3a JaHUMHU peaabHOl
KJIIHIYHO1 TPaKTUKH.

3HMKEHHSI KOPHUCTiI (BHMKeHHs1 KopucHocTi) (anri. disutility) — moka3zHuk
3HIDKEHHS SIKOCT1 3/I0POB’Sl BHACIZOK BUHUKHEHHS TEBHHX CHUMIITOMIB, MOOIYHUX
peaxiiiii, mposBiB 3aXBOPIOBAHHA Ta IHIIUX SBUII. [loka3HUK 3a3BUYail Ma€ BiJ €MHE
3HAYCHHS, 1110 XapaKTEepPU3ye HEraTUBHUMN BIUIMB CUMIITOMA YU YCKJIQJHEHHS HA CTaH
3JI0pPOB’S TMAIlI€HTA.

3oBHimHA BajgigHicTs (anri. external validity) — 3maTHICTH pe3yNbTaTiB
JOCIIJIKEHHSI, TIPOBEJICHOTO 3a MEBHUX OOCTAaBUH, OYTH y3araJIbLHEHUMU JUTS THIITUX
Nali€HTIB, TPYN HaceleHHs abo 1HMMX 0O0CTaBUH. SIKIO OOCTaBUHM KOHKPETHOTO
JTOCIIDKCHHST (HAmpUKJIaJ, XapaKTepUCTHUKU TalieHTa ado crhocid MpoBeICHHS
JKYBaHHS) BIIPI3HSIOTHCA BiJl AOCTII)KYBaHMX OOCTaBHH, 1110 CTAHOBJIATH 1HTEPEC,
30BHIIIHS BaJlITHICTh PE3YyJIbTATIB IILOTO JOCIIKEHHS MOXe OyTH MOCTaBJIeHA ITiJl
CYMHIB.

ExoHoMiuHa JOUUIBHICTH — KOMIUIEKCHE MOHSTTS, IO y3araJbHIOE MOKA3HUKHU
€(EeKTUBHOCT1 BUTPAT Ta MOKA3HUKHU BILTUBY Ha OIOKET.
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Excnepr — ¢izuyna ocoba, ska BOJIOAIE HEOOXIMHUMH HJisi TPOBEACHHS
JIepKABHOI OIIIHKU MEJIUYHUX TEXHOJIOTIH CHeIliaIbHIMU 3HAaHHSIMH, BU3HAUYCHUMH B
HACTaHOBaX 3 JICP’KaBHOI OIIHKU METUIHHUX TEXHOJIOTIH.

EdexTuBHicTs kiainiuna (anri. efficacy) — pesynbpTar JIiKyBaHHS, 3a SKOTO
TEXHOJIOTiS € €EeKTUBHOIO Y KOHTPOJIhOBAHUX YMOBAax JOCII/DKEHHS (HampUKIIa,
KJIIHIYHE JOCIIIKEHHS TPEThOi (asu).

EdexTuBHicTh npakTnuHa (pe3yiabTaTuBHiCTB) (aHri. effectiveness) — edexr
JIKyBaHHS, 32 SKOrO MEAMYHA TEXHOJIOTIS Jla€ 3arajibHy KOPUCThH IS 3I0pOB’S,
Oepyuu /10 yBaru KOpUCTH JIIKYBaHHS Ta MOOIYHI peakilii/aBuila y peanbHii KIIHIYHINA
MPaKTHUI (HAPHUKIIaJl, TOCTMApPKETHHTOBE JIOCIIKEHHSI YeTBEpTO1 (a3n).

ImoBipHicHuii anaiz yyrauBocTi (anri. probabilistic sensitivity analysis) —
aHadl3 YyTJIMBOCTI IIO JI03BOJISIE€ OLIHWTH BIUIMB HA HEBU3HAYEHICTh PE3YJIHTATIB
mozemoBanHs (Hanpukiaa, ICER) mapamerpiB Mozeni, 3HaUE€HHS KX BapiIOIOTHCS
BIIMOBITHO [0 BHU3HAYEHUX PO3MOJIIIB HWMOBIPHOCTEM, NUISIXOM BUKOHAHHS
YUCJIICHHUX  1Tepaiiil. [MOBIpHICHMN  aHami3 4YyTJIMBOCTI  BHKOHYETHCA 3
BUKOPUCTaHHSIM cumyJsiili Monte-Kapio, ae 3HaueHHS HapaMmeTpiB 3MIHIOIOTHCA
CTOXACTUYHO ISl OLIHKU PO3MOALTY pe3ybTaTiB MOJEIIIOBAHHS.

InkpemenTanbHuii noxkasuuk epekruBHocTi BUTpaT ICER (anrn. incremental
cost-effectiveness ratio) — criBBIZHOLICHHS PI3HULII BApPTOCTI A0 PI3HUII TOKA3HUKIB
e(EeKTUBHOCTI JJIsl TOPIBHIOBAHUX MEIMYHUX TEXHOJOTIH, sIKe BigoOpakae 101aTKOBI
BUTPATU HA OJJMHULIIO €EKTUBHOCTI.

Kinuesa Touka (anri. endpoint) — moka3HUK CTaHy 370pOB’ s (KJIIHIYHOTO CTaHY)
MaLI€HTA, 10 BUMIPIOETHCS JIs1 OIL[IHKA KOPUCTI 00 MIKOAM JIIKYBaHHS.

Komnaparop / TexHoJiorisi mopiBHAHHA (aHII. comparator) — CTaHJapTHa
MeJIMYHa TEXHOJIOTis 00 MOTOYHA MPAKTHKA, 3 AKOI0 MOPIBHIOETHCS HOBA TEXHOJIOT S,
3aMpoNOHOBAaHA 10 3aCTOCYBAHHS.

Kopucrtb (kopucHicTb) (anri. utility) — moka3HUK SIKOCTI 30POB’Sl B OKpEeMUit
IPOMDKOK Yacy. 3HAaUCHHS MOKa3HUKA KOPUCT1 BU3HAYAETHCS YHCIOBUMHU 3HAYCHHSIMU
B Mexkax Big 0 (cMepth) mo 1 («ijmeanbHe» 3m0poB’s). CTaH 370poB’s (3a MEBHHUX
00CTaBMH) MOK€ BBA)KATHUCA TIPIIUM 33 CMEPTh, TOMY 3HAYCHHS MOKAa3HUKA SKOCTI
3JI0POB’S MOXE BIJMOBIATH B1J]'€EMHOMY 3HaUY€HHIO.

Menununa TexnoJioris (anri. health technology) — meton, npouenypa, cuctema
a6o0 3aci0 ms npoiTaKTUKK, TIarHOCTUKH, JIKYBaHHS a00 Meau4HOi peabumiTartii,
BKJIFOUAIOYH JIIKAPCHKI 3ac00U (B TOMY YHMCI1 MEIUYHI IMyHOOIOJIOTI4HI MpenapaTH),
MEIUYHI BUpOOM (y TOMY YMCII JOMOMIXKHI 3acoOM 1O HHUX), MPOLEAypH Ta
OprasizailiiiHi CUCTEMH, 1110 3aCTOCOBYIOThCS y c(pepi OXOPOHH 30POB .

MeTaaHaji3 — 11e CTATUCTUYHUHN IHCTPYMEHT 1151 00'€THAHHS JJaHUX HE3aJIEHKHUX
JTOCIIDKEHb 3 METOI OTPUMAaHHS €IMHOI OILIHKA e(eKTy Ta TMOB'S3aHOi 3 HHUM
HEBU3HAYEHOCT] HABKOJIO I[1€1 OLIIHKH.
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Mopenbr «Butpatu-epekTuBHicTh» (aHri. cost-effectiveness model) -
CUMYJIAIiiHA MOJIENb, SKa BHKOPHUCTOBYETHCS JUISI TIPEICTABICHHS MPOOJIeM
KJIIHIYHOTO PIIIEHHS Ta BKJIOYAE JOKA3H 3 PI3HUX JHKEPEIT I MOPIBHIBHOI OI[IHKH
BUTpAT Ta PE3yIbTaTIB I 30POB .

OnnodakTopHuii aHami3 4YyTJMBOCTI (aHri. one-way simple sensitivity
analysis, univariate analysiS) mokasye BIUIMB HEBH3HAYCHOCTI KOXXHOT'O BXIJHOIO
napamMeTpy B paMKax 3aJlaHOTO Jiana3oHy (Hampukian, B Mexax = 20%) Ha
ouikyBaHu# pe3yibTat (Hanpukiaa, ICER).

Ouinka meauuHux TtexHoJorii (anrm. health technology assessment) —
EKCIIepTU3a MEIWYHMX TEXHOJIOTIH MIOJ0 KIIHIYHOI €(PEeKTHBHOCTI, €KOHOMIYHOI
JOLLUTBFHOCTI, OpraHi3aIliiiHuX mpodsieM Ta mpodiemM Oe3MeKu AJisi TPOMAaJISH y 3B’ SI3KY
3 IX 3aCTOCYBaHHSM.

Ilnommua edpextuBHocTi BUTpaT (anri. cost-effectiveness plane) — rpagiune
BIIOOpaKEHHA PI3HULI MK BHTpaTaMU Ta NOKa3HUKAMU PE3YyJIbTATIB JIKyBaHHS
BHACJIJIOK 3aCTOCYBaHHS JBOX TOPIBHIOBAHUX MEIUYHHUX TEXHOJIOTiH. Pi3HMIIS Mix
BUTpAaTaMU 3a3BUYail 300pa)xKyeThCsl 3a BICCIO OpJAMHAT, MOKA3HUKH pE3YyJIbTaTIB
JKyBaHHS — 3a BICCIO a0CITuC.

IMoka3Huku pe3yabTaTiB JikyBaHHs (aHrI. health outcomes) — moka3HuKH, 110
KUIBKICHO XapaKTEepU3YIOTh MOXKJIMBI PE3yJlbTaTH JIIKyBaHHS 3 BUKOPUCTAHHSIM
npoTaKTUYHUX a00 JIKYBaJIbHUX MEAUYHUX TEXHOJIOTIH.

Hopir miIarocnmpoMo:kHOCTI, a00 mOpPIr e@eKTUBHOCTI-BUTPAT (AHIIL
willingness-to-pay threshold) — mopir, 1o BCTaHOBIIOETHCS I 1AeHTU(IKAIT
MEIUYHUX TEXHOJIOT1H, 10 XapaKTepU3yIThcs €PEeKTUBHUM ab0 1yke e(eKTUBHUM
BUKOPHUCTaHHSAM (DIHAHCOBUX PeCypcCiB (HAJIECKHUM piBHEM €(DEKTUBHOCTI BUTPAT) AJIS
MIJBUILEHHS 3I0POB’S HAa PiIBHI BChOI'0 HACEJICHHS JIEP>KABH.

HpuxuabhicTs (anri. adherence) — nependavae TOMOBICHICTh MIXK JIIKAPEM 1
MAali€EHTOM [I0JI0 PEKOMEHJAlid y TMpU3HAYEHHI JKyBaHHSA. JloTpuMaHHs
NPUXWIBHOCTI 70 JIIKAPChKUX 3ac001B BH3HAYAETHCS SK CTYIIHb BIAMOBIIHOCTI Jii
MaIle€HTa MO0 Y3roKEHUX PEKOMEH IAIIIM.

IIpo6aema pimenns (anra. decision problem) — neranbHUN OMKUC IHTEPBEHIIII,
MOMYJIAIIi TMAIiEHTIB, BUMIPIOBAHHS T[IOKAa3HUKIB PE3yJbTATIB JIIKyBaHHA Ta
nepcrnekTuBy, aaantoBanoi B OMT, moB’s3aHo1 13 TUMU PIlIEHHSAMH, JJI1 YXBaJCHHS
SAKUX po3po0JieHa JaHa OIlIHKa.

Pannomizanmis — po3noauT  YYaCHUKIB  KIIIHIYHOTO  BHUIPOOYBaHHS B
JTOCITIDKYBaHy 1 KOHTPOJIbHY T'PYNH 3 BUKOPUCTAHHSM TakuX 3aco0iB, SK TaOJMIISA
BUIMAJKOBUX 4YHCEN (CIMMCOK BHUMAIKOBHX YMCEN), 3T€HEPOBAHUX KOMI'IOTEPHOIO
IPOrpamoro.

PeiMOypcanisi — MexaH13M OBHOTO 200 YaCTKOBOTO BIIIIKOAYBaHHS Cy0’ €KTam
roCroJaproBaHHs, 5Kl 3A1MCHIOIOTh NISUIBHICTh 3 PO3JAPIOHOI TOPTiBIl JIKAPCHKUMHU
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3acob6aMu, BapTOCTI JIKapChbKUX 3ac001B, 110 OyJiK BiIIMYIIEH] NAIlEHTY Ha IMiJICTaBl
pelienTa, 3a paxXyHOK KomTiB J{ep>kaBHOTO Or0/IKeTy YKpaiHu.

PigkicHe (opdanne) 3axBoproBaHHsi (aHrJj. rare (orphan) diseases) —
3aXBOPIOBAHHS, SIKE 3arpoXKy€ JKUTTIO JIIOJUHHA a00 sKE XPOHIYHO TIPOTpecye,
NPHU3BOAUTL JIO CKOPOUYEHHS TPUBAJIOCTI JKUTTA TPOMaJsSHHMHA abo JO HOro
1HBaJIITHOCTI, IMOIIMPEHICTh SIKOTO cepe]l HacelleHHs He JacTimie HiK 1:2000.

Poku KUTTsI, CKOPHTOBaHi Ha AKicTh (anri. quality-adjusted life year, QALY)
— OJIMHULIA BUMIpPY 3/I0pOB 1, IKa BPaXOBY€ SIK TPUBAJICTh KHUTTA, TaK 1 HOTO SKICTb.
BUKOpUCTOBYEThCSI ~ AK  y3araJbHIOIOYMA ~ TOKa3HUK  €(EeKTHBHOCTI Y
(apMaKOEKOHOMIYHOMY aHai31 «BUTPATU-KOPUCTH.

CucreMaTHyHMii orjsiq (aHrI. systematic review) — JIOCHIIPKCHHS, IO
y3arajibHIO€ JIOKa30B1 JaHl MO0 YITKO C(HOPMYJIHOBAHOTO MUTAHHS JOCHIIKCHHS
BIAMOBIIHO [0 3a3JaJerilb BU3HAYEHOTO MPOTOKONY. BHKOpHCTOBYIOTHCS
CUCTEMaTHU4HI Ta $BHI METOAM 1JleHTH(dIKaIli, BUOOPY Ta OLIHKUA BIAMOBIIHUX
JochiKeHb. MeTa-aHami3 Moxke OyTH BHKOPUCTAHMA Y CHCTEMAaTHUYHOMY OIJISIII
JiTEpaTypH, MPOTe 1€ HE € 000B’I3KOBUM.

ConianbHa mnepcnekTuBa (aHri. societal perspective) — mnepcrnekTuBa
€KOHOMIYHOTO JIOCIHIJKEHHS, 1[0 BPaxOBY€ 1HINI HENpsiMi BUTPATU Ta BTPAUYCHY
POJYKTUBHICTh (Yac BTpAayeHUI BiJl OCHOBHOI 3aiHATOCTI / pobOoTu). B anamizi
e(eKTUBHOCTI BUTpaT BUPIZHAIOTH JIBA METOAM JJIS OIIHKK  BTPavyeHOi
npoayktuBHocTi: «Human Capital» metog nependayae 00paxyHOK BapTOCTI BTPAT, 1O
OIIHIOIOTHCS SIK Yac, BTPAUYCHHUM MaI[iEHTOM MOMHOKEHHUI Ha BIAMOBITHUNA MOKa3HUK
cepenHboi 3apo0iTHOI MaTh B YkpaiHi. [Hmmit meton «Friction Cost» posrisgae
HEeTpsM1 BUTPATH 3 MO3UIlT poOOTOMABI, 110 BPaXOBY€E Yac Ha HailM Ta HaBUaHHS
HOBOTO CHIBpPOOITHUKA. Y pa3i JAOUUIBHOCTI, PEKOMEHJIOBAaHO MPEACTABISTH
pe3yJbTaTh 13 BUKOPUCTAHHSIM COIIaJbHOT MEPCIEKTUBU Yy SKOCTI J0JIaTKOBOTO
CIIEHApIIO.

Tsarap xBopoou (anrJu. burden of disease) — moka3HuK, 1110 KUTbKICHO BU3HAYAE
BTPaTy POKIB JKUTTS 3 BHCOKOIO SKICTIO (3IOPOBOTO KHUTTSA) Yepe3 XBOpoOy;
BUPAXKAETHCS B POKAX JKUTTSA 3 MOIMPABKOIO HAa HEMPAIE3AaTHICTh 1 Ha SIKICTh KUTTS
(DALYs 1 QALYSs); npu BUMIpIOBaHHI BpPaXOBY€EThCSI 3aXBOPIOBAHICTh, CMEPTHICTb,
npare3aaTHICTh. Tsarap XBopoOu BU3HAYAETHCS K 1HAMKATOP, 1110 OOYUCIIOE BTPATU
3I0POBOTO KHUTTS BiJ XBOpPOO, BHUMIPSHI B pOKax J>KUTTA, CKOPUTOBAaHUX Ha
Henpane3aatHicTb. DALY's € oguHuIiero BUMIpY SIK rI100albHOTO TArapsi XBOpoO, Tak
1 pe3ylbTaTUBHOCTI BTPYyYaHb OXOPOHU 3/0POB’sl, SIK 1HAMKATOPA 3HUKEHHS Tsraps
xBop06. BOO3 BukopuctoBye DALY sk KpuTepiil 1715 IpiopUTU3allii 3aXBOPIOBAHb.

HinsoBa mnomyasimiss (kaTeropis NANI€HTIB) — TAIlIEHTH, SKI MOXYTh
OTPUMYBATH JIIKAPChKUW 3aci0 BIAMNOBIAHO JO NOKAa3aHb Ta MNPOTUIIOKA3aHb, IO
3a3HAuYCHI B IHCTPYKIIIT AJI1 MEAUYHOTO 3aCTOCYBaHHS.

dapMmakoTepaneBTUYHUI  aHAJOr —  JIKapchkuil 3acid 3  meBHOL
(dbapmMakoIOTi4HOI TPYIH, SIKAM TIPOSIBIISIE OAHAKOBI (hapMaKOJMHAMIYHI BIACTUBOCTI 3
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JTKapChKUM 3aCO00M, TPUKIIATOM TPYTH Ta Ma€ OJHAKOBI TTOKA3aHHSI 10 3aCTOCYBaHHS
(ab0 3aCTOCOBYETHCS JIs JTIKYBaHHS/TIPO(DIIAKTUKY OJTHAKOBUX MTOKA3aHb).

JloroBopu kepoBaHoro aocrymy (anri. managed entry agreements, MEA) —
JIOMOBJICHICTh MK BUPOOHMKOM Ta IUIATHUKOM/TIOCTAYaJIbHUKOM JIJIsl 3a0€3MeUeHHS
JOCTYIy JO MEIUWYHOI TEeXHOJOorli 3a paxyHOK 1ii (¢iHaHCYBaHHs/peimMOypcailii,
BpPaxOBYIOUM HEBHM3HAUYCHICTh IIOAO ii (hIHAHCOBOTO BIUIMBY Ta/a00 KIIHIYHOT
edbextuBHOCTI. Bignmosimno o Ilopsaky ykiajeHHsS, BUKOHAHHSA, 3MIHH Ta
MIPUIMHEHHS I0TOBOPIB KEPOBAHOTO JIOCTYIY, 3aTBepikeHoro [loctanoBoro Kabinety
MinictpiB Ykpaiau Big 27 ciuns 2021 poxy Ne 61, q0roBip KepoBaHOTO TOCTYIY €
TakuM, W0 Tepeadadyae yYMOBU TIOCTA4aHHS OpPUTIHAIBHOTO (1HHOBALIKHOTO)
JKapChKOTO 3ac00y, B TOMY YHCII OPUT1HAIBHOTO 010J0TIYHOTO JIKapChbKOTo 3ac00y
Yy MEIUYHOr0 IMyHOOIOJIOTIYHOTO Tpemnapary, 3a KOIUTH ACPKABHOTO OIOJKETY 3
METOI0 3a0€3MEeUEeHHS TOCTYITHOCTI TAKOTr0 JIIKApChKOro 3ac00y IS MMALIIEHTIB.

IHO3HAYEHHSA TA CKOPOYEHHA

BBII —  BaJOBUU BHYTPIIIHIN OPOTYKT

BOO3 — BcecBiTHs oprani3zaiiis oxoponu 310poB’s (aari. WHO)

JAKI — JIOTOBOPH KE€POBAHOIO OCTYITY (aHri1. managed entry agreements,
MEA)

KMY — Kab6inetr MinicTpiB Ykpainu

MHH — MIDXKHapoJ/Ha HEMaTeHTOBaHa Ha3Ba JIiKapchkoro 3acoly (anrii. INN)

MO3 — MiHiCTepCcTBO OXOPOHHU 310pOB’S YKpaiHu

OoOMT — OIllHKa MenuyHuX TexHosorii (anri. health technology assessment,
HTA)

€C — €EBponericbkuii Coro3

DALY — POKHU XHTTs, CKOpUTOBaH1 Ha Hempaie3aaTHICTh (anrd. disability

adjusted life years)

EMA — €BpoIelchbKe areHTCTBO 3 JIIKApChKUX 3ac001B (aHriI. European
Medicines Agency)

FDA — YhpaBiiHHSAM 3 CaHITAPHOTO HAIJISITY 32 SKICTIO XapuyOBUX MPOAYKTIB

1 mkapchkux 3aco0iB Cnonyuenux IltaTiB Amepuku (anri. U.S.
Food and Drug Administration)
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EUnetHT — €spormeiicbka Mepeska 3 OIIHKKA MEAUYHUX TEXHOJIOTIN (aHTII.

A European network for Health Technology Assessment)

ICER — 1HKpEeMEHTAJIbHUN MOKa3HUK e(heKTUBHOCTI BUTPAT (aHTI.
incremental cost-effectiveness ratio) ado moka3HUK €(hEeKTUBHOCTI
BUTpAT

ISPOR — MixHapoaHe TOBapuCTBO (PapMaKOEKOHOMIYHUX JOCIIIKEHb Ta

nociimxeHs pe3ynabrariB (anri. The Professional Society for Health
Economics and Outcomes Research)

LYG — nmojaHi poku uTTs (aHrd. life years gained)
NICE — HarioHanbHHM IHCTUTYT OXOPOHH 37I0POB’S 1 JOCKOHAIOCTI
meanuHoi qoriomoru (anri. National Institute for Health and Care
Excellence)
RWD — JIaHl 3 peajbHOi KIIHIYHOI TpakTuku (anri. real world data)
RWE — J0Ka3H 3 peajabHOoI KIiHIYHOI mpakTuku (anri. real world evidence)
QALY —  POKHM XXHUTTS, CKOpUTroBaHi Ha sKicTh (aHrI. quality adjusted life
years)
3ATAJIBHI NIOJIOKEHHSA
1. BCTYII

['moGanbHl BUKJIMKH, TakKl $IK CTapiHHSA HAacCEJEeHHsS, 30UIbLIEHHSA KUIBKOCTI
XpOHIYHUX 3aXBOPIOBaHb Ta IMOSBAa HOBHX MEIUYHHX TEXHOJOTIH TMPHU3BOIATH IO
LIOPIYHOT'O 3pOCTaHHS BUTPAT HA OXOPOHY 370POB’sl B CBITI, 1110 ckiaaae 0au3bko 10%
Bi1 BBII. BogHowac 3pocTaroTh 0r015KETHI 00OMEKEHHS, 1110 TOTPedye OnTUMi3allii Ta
parioHam3aili BUKOPUCTAHHS JEP’KaBHUX PECYpPCIB Ha OXOPOHY 370pOB’sl, TOOTO
30CepEKEHHSI yBaru Ha €PEKTUBHHUX TEXHOJIOTISX 1 30€peKEeHHS IPU ITbOMY CTHUMYJIIB
s iHHOBamiv. ChOTOJIHI BUHHUKAE PO3YMIHHS HEOOXITHOCTI OUIBIN THYYKHX Ta
JUHAMIYHUX I1IXOMIB 10 YXBaJ€HHS PillleHb Ha OCHOBI J0oKa30BuX ganux ta OMT [7].

3a BusHaueHHssiM EUnetHTA, OMT — MiKaucuuIuliHapHUN Tpolec, KU B
CUCTEMaTUYHUH, HEYNEPEKEHUN Ta MPO30pHid croci0 y3araabHIOE 1HGOPMAIIIIO PO
MEJUYH1, EKOHOMIYHI, COIliaIbH1, ETUYHI Ta MPABOBI ACTIEKTH BUKOPUCTAHHS METUIHOL
TEXHOJIOT1i JJIsl CHCTEMHOTO 1 PO30POro NPOLECy NPUUHATTA YIPABIIHCHKUX PIIIEHb,
BpPaxOBYIOUHM 1HTEPECH MAIll€HTIB Ta JOCSITHEHHS HAMBUILOT KOPUCTI JJIs 3/10poB’si. B
MDKHApPOIHIN MPAKTHUIll Y KOHTEKCTI MEUYHUX TEXHOJIOT1M pO3TIIsIat0ThCA JIIKapChKi
3aco0u, BaKIMHU, MEIUYHI BUPOOU, METOJU XIpYPridHOrO BTpYUYaHHS Ta J1arHOCTUKH,

20


https://paperpile.com/c/9G7GCH/Kk2b9

CT-H MO3YV 42-9.1:2023

MIpOTrpamMu TPOMAJICHKOTO 37I0POB’s, TOOTO BC1 3aX0/IH, IO CTOCYIOTHCS MPOQITaKTUKH
Ta JIIKYBaJILHOTO MPOIIECY.

VY kpainax €C 3acrocyBanHs OMT 3abe3reuye BU3HaUCHHS J1I0aTKOBOT IIHHOCTI
JOCITIKYBaHOT (HOBO1) MEIUYHOT TEXHOJIOT1I Y TOPIBHSAHHI 3 J1I0YO0I0 IIPAKTUKOIO, a
TaKOXX JIOTIOMarae Iepepo3NOAIIuTH (iHAHCYBaHHS Ha €(QEKTUBHIIII MEIUYHI
texHoJorii. OMT Mae Ha MeTi HafaTH 1HGOPMALIIIO JJIs YXBAJICHHS PillleHb HA OCHOBI
0OTpYHTOBAaHMX JaHUX B KOHTEKCTI IMOJIITUKHU B rally31 0XOpOHU 3710poB’s. L1 pireHHs
€ TAlll€HTOOPIEHTOBAHI, CHOPSMOBaHI Ha JOCSATHEHHSA JIKyBaHHS 3 HaWKpaIlolo
e(EKTUBHICTIO Ta ONTHMAaJIHLHIM BUKOPUCTaHHAM (hiHaHCOBUX pecypci [20].

HacranoBa 3 nmepkaBHoi OMT s mikapchbKux 3aco0iB po3poOJieHa 3 METOIO
BCTAHOBJICHHSI OCHOBHUX IMPUHLUIIB Ta MeTo10s10Tii OMT (ImiAroTOBKH 3as1B 1 IOCHE,
iX eKCHepTu3d, MOPIBHSUIBHOTO aHali3y pe3yNbTaTiB KIiHIYHOI €(EeKTUBHOCTI Ta
0e3reKku, (papMaKOEKOHOMIYHOIO aHajli3y JIKapChKUX 3aco0iB) Ha OCHOBI OIJISIAY
Kpamux MbkHapoAaHuX npaktuk 3 OMT Ta ix aganraii 10 JOKaJIbHUX YMOB, a TAKOX
Juist  3a0e3medeHHs 1oTped ocid, sKI  yXBaJIlOIOTh PIIICHHS, JIOCTOBIPHOIO,
MOCJIITOBHOIO Ta 00’ €KTUBHOIO 1H(GOPMAIIIEI0 Ha MiICTaB1 JOKA30BUX JIAHUX.

Takum uymbHom, OMT € BaxJIMBUM €TalmoM MPOIECY JOCTYIYy 0 PUHKY
mikapcbkux 3aco6iB. Micue OMT y mporeci dopmyBaHHS JOCTYIy 1O PUHKY
300pakeHO HA PUCYHKY 1.

PapmaueBTHYHA po3polKa Buxia Ha pHHOK OnepariiiiHa J10CKOHATICTh

[Minroroeka VipagiiHHSL

. Pict 6penny ~
o K . . Ta BUXi/| Ha Openiom
MOKJITUBOCTCH MOKITHBOCTCH MOKITHBOCTI Ha PUHKY -
PHHOK Ta 3piiicth

OuikyBaHa
LIHHICTE

BusnayeHHs Baninauis Crpareriuni

fas b > e > OMT > I[inoy'rnopep[m> Peimbypcariis > > Uit >BHKOpHCTaHHﬂ>
pospodka peryisropa HACTAHOBH thopmymapn

. > Kutrenmii > ITigTpumMants >
dopmyBaHHA NONITHKH
LUK HA PHHKY

L J L J
T T

OTpHMaHHs JOCTYIY 10 DUHKY

IliaTpIMaHHs 0CTYIY 10 PHHKY

Pucynok 1. Pons OMT y cxemi JocTyny 10 pUHKY JIIKapChbKUX 3aC001B
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2. COEPA 3ACTOCYBAHHA

[ls nactaHoBa Bu3Hauae MeTojoJiorito mnpoBeAeHHs OMT nmnst mikapcbKux
3aco0iB, a camMe TOPIBHSJIBHOIO aHai3y KJIIHIYHOI e(eKTUBHOCTI, Oe3IleKku Ta
€KOHOMIYHOI JIOIIJILHOCTI JIKapChKUX 3aco0iB, EKCHEPTH3M Ta OI[IHKH TaKHuX
pe3yJbTaTIB aHaMi3y 1 MOTpe® HACeIeHHS Yy HUX, MIJITOTOBKH BIJIMOBIIHUX BUCHOBKIB
3 METOI MPUUHATTSA 1HPOPMOBAHUX PIlICHL 1100 (DIHAHCYBAHHS 1 3aKyIiBENb
JKapChKHUX 3aC001B 3a KOIITH JIEPKABHOTO Ta MICIICBUX OIOJIKETIB, 1X BKJIFOUCHHS J10
PETYISTOPHUX TIEPEITIKIiB.

3.3AKOHOJJABYA BA3A

HacrtanoBa 3 nepkaBHoi OMT s mikapchkux 3aco0iB € HOPMATUBHUM
JOKYMEHTOM, SIKMA MICTHTh PEKOMEHJAIll moa0 mposeneHHs nepkaBHoi OMT 3
ypaxyBaHHAM BHUIIAJKIB, MIJCTaB MJs il NpoBeAeHHS Ta (a00) BUAY 3asBIEHOI
MEJIMYHOI TEXHOJOT1i ToIio. [{t0 HacTaHOBY pO3p00JICHO BIAMOBIAHO A0 MOCTAaHOBU
Kabinety MinictpiB Ykpainu Big 23 rpynns 2020 poky Ne 1300 «IIpo 3aTBepakeHHs
[Topsanky npoBeAeHHS Jep>KaBHOT OLIHKM METUYHUX TEXHOJIOT1I.

3 METOI0 BUKOPHUCTAHHS MKHAPOJIHUX IMIJIXOJIIB JI0 BUSHAUYCHHS MPIOPUTETIB Y
(diHaHCYBaHHI CHCTEMH OXOpPOHHM 370poB’si 3axkoHoM Ykpainu «[Ipo nepxaBHi
¢diHaHCOBI TrapaHTii MEIUYHOrO0 OOCIYrOBYBaHHS HACEJICHHS», OyJIO 3aKiIaJeHO
ocHoBHu s 3aiiicneHHss OMT B Vkpaini. I{um 3akoHOM Oyji0 BHECEHO 3MiHH 0
3akoHy Ykpainu «OCHOBHM 3aKOHOJABCTBA YKpaiHM MPO OXOPOHY 370pOB’S», 1€
3a3HaueHo, Mo OMT — 1e ekcnepTuza MEAMYHUX TEXHOJOTIM IMIOA0 KIIHIYHOT
€()EeKTUBHOCTI, €KOHOMIYHOI JOLIJIBHOCTI, OpraHi3aliiiHux npobieM Ta mpodiieM
Oe3IeKu It TPOMAISH Yy 3B SI3KY 3 1X 3aCTOCYBaHHSM.

Takum unHOM, iHCTpYyMEHT OMT cnpusie CTBOPEHHIO Ta BOPOBAKEHHIO LITICHOT
CUCTEMH BIJI0OOPY JIKaApPChKUX 3aC001B 3 METOIO 1X PAIliOHAJILHOTO BUKOPUCTAHHS Ta
Jep>KaBHOTO (piHAHCYBaHHS 1 3a0€3MEUYCHHS MaIllEHTIB €PEKTUBHUMHU, O€3MEUYHUMHU Ta
€KOHOMIYHO JOLIBHUMH JIIKAPCHbKUMHU 3aCO0aMHU.

Hapa3i BiagnmoBigHO 10 YMHHOT 3aKOHO1aBUO01 0a3u ekcrepTr3a i3 aAepkaBHoi OMT
IIPOBOJUTHCS JJI YCiX MOJAHKUX 3asB Ta JOChE 3asIBHUKIB 10 YIIOBHOBAKEHOTO OpraHy
13 nep>kaBHoi OMT, 6e3 monepenHboro BUOOPY MpiopuTeTHUX TeM (topic selection).

HepxxaBaa OMT mnpoBonuthes BianosinHo 1o [locranoBu Kabinery MiHicTpiB
VYkpainu Bi7 23 rpyaus 2020 poxy Ne 1300 «IIpo 3atBepmxenns [lopsaky nmpoBeneHHS
JIEp>KaBHOI OIIIHKK MEIMYHUX TEXHOJIOT1i», MOCI1JOBHICTh MPOIIECY IPEICTABICHO HA
PHUCYHKY 2.
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[LenaprameHt OMT
2pa (haxosa
Aana eKcnepTuaa)

noBigoMneHHa

omMT
BWCHOBOK

_/

nepsuHHa - 4o 20
KA. (60K.4. 38
3BEPHEHHAM
3aanABHKKa)
LA

A 2
3aRBHWK
3anBHUK

Ha yCyHEHHA
Hegonixia - 20 k4.
AKLLO Hi - BiXHNEHHA
5K.A.

BUCTABNEHHA
paxyHky - 10 K.4.

Yac, noTpibrmi 4na nigrotosks 1a
NOAAHHR NORATKOBHX AaHHX Tambo

3aBepLIEHHA
MePBHHHOI KA.
EKCTIePTH3H :

npo
ghaxosa - go 90

y pasi Heobxigrocti |
npoueaypa !
NOBTOPIOETECA ABIYI |

v

3anBHUK

Ha YCYHEHHA HeAoMIKiB -
30k.4. (60k.4.3a
3BEPHEHHAM SEWEHMKa)
AKLWO HI - BigxunenHa 10

1T

EK

(appraisal)

—

PO3rnAg pesyneTatie
©KCIepTHan - 3BIT 3
BACHOBKaMH |
peKoMeHAaLiAMK

Aana
ONPHIIOAHEHHS
Ha ogiLidHOMY
Beb-canTi

IHgbopmaLi, He BXOAHTE [0 CTROKY KA.

POBEABHAA NEPBHKHOT BKCEDTHIH .
Uac, noTpi6HWi 4 RIArOTORKN T8

NOAEHHA J0AATKOBHX ABHMX Ta/abo
iHghopmawll, He BXOAKTL RO CTPOKY
npoBEREHHR (haxOBOI eKCIBPTHIH

Pucynox 2. [TocaigoBuicTts nporecy OMT B Ykpaini

[lepBuHHa ekcmepTu3a THependavae BIJIMOBIIHOCTI 200

HGBiIIHOBiIIHOCTi IMOJAaHUX 3asBHHKOM MO0 YIIOBHOBAXCHOI'O OpraHy 13 IICp)KaBHOI

BCTAaHOBJICHHAA

OMT 3asaBM 1 1OChe, 30KpeMa 3a iX 3MICTOM Ta O(POPMIIEHHSM Ta MPOBOJIUTHCA
BIJIMOBIJIHO JIO JIUCTA OLIHKM JJIsl MPOBEICHHS NMEPBUHHOI €KCHEPTU3M AEpP>KaBHOI
OoIiHKM MeauyHux TexHonorid (Homatox 1). Ilim 4wac QaxoBoi exkcrepTuzn
MPOBOJIUTHCA  JCTAJIbHUM  aHaji3 pe3yJIbTaTiB  MOPIBHAIBHOI  €(EeKTHUBHOCTI
(pe3ynbTaTUBHOCTI), OE3MEKH, EKOHOMIYHOI JIOUUIBHOCTI MEIWYHOI TEXHOJOTl
BIJIMTOBITHO JIO JINCTA OLIIHKY JIJIsl POBEJCHHS (PaXOBOi €KCIIEPTHU3H JIEPKABHOT OI[IHKH

MeIUYHUX TexHoorii ([lomarok 2).

4. OCHOBHI ITOJIOKEHHA

4.1. ETanu npoBeeHHs OIIHKHA MeIUYHOI TEXHOJIOTi BiINMOBITHO /10 Mi’KHAPOIHOI
NPAKTHKH

OMT BkitO4a€ Taki OCHOBHI 1H(OpMaIliiiHi 0JI0KH:

1) aHami3 BUpilIeHHS MPOOIEeMU;

2) aHani3 eeKTUBHOCTI Ta OE3MEKH;

3) hapMaKOCKOHOMIYHUI aHaTi3;

4) aHani3 BIUIUBY Ha OIOJKET CUCTEMH OXOPOHH 37J0POB’Sl.

Ha mnepmomy erani OMT cnig mpoBecTH aHami3 BUPIMIEHHS MOXJIMBOTO
pO3B’si3aHHSl MPOOJIEeMH, KM € OCHOBOIO ISl aHaji3y KJIIHIYHOI e()EeKTUBHOCTI 1
Oe3nexu, papMaKOCeKOHOMIYHOTO aHali3y Ta BIUIUBY Ha OKOJKET CUCTEMH OXOPOHHU
370pOB’sl.

EUnetHTA pospobuna bazoBy monens 3 OMT (anrn. HTA Core Model®),
KepyIOUYHuCh TUpeKkTuBo0 €Bpornericbkoro [lapmamenty ta Pagu €C 2011/24/EU mono
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cuiBmpami B chepi OMT Ta 0OMiHY HAyKOBO-NPAKTUYHOIO 1H(POPMAIIEID MIX
kpainamu €C (Bepcis 3.0) [2].

bazoBa monmens 3 OMT — cucrema CTaHIAPTU30BAHOI OINIHKH MEIUYHUX
TEXHOJIOT1M, sIKa € METOJIOJIOTIYHOI OCHOBOIO CTBOPEHHS 1 MIATOTOBKU JIOCKE,
3BITIB/BUCHOBKIB 3 OMT B po3BuHEeHUX KpaiHax €Bponu. bazoBa mojenb BKiIOYae
CTPYKTYpOBaHI JiaHi, IpeJCTaBlIeH] Y 9 OCHOBHUX 1HPOpMaIliHHUX OJI0KaX, K1 ITOJaHO
AK MpUKIIA] y Ta0aui 1. TakuM YHHOM CTBOPIOETHCA €IMHA JJI OYIb-IKUX MEIUYHUX
TEXHOJIOT1M METOAOJIOTIs OLIHKH, SIKa POOUTh MAaKCUMAIbHO MOXJIMBHUM 00 €KTHBHE
MOPIBHSHHS AJIbTEPHATUBHUX (KOHKYPYIOUHX) TEXHOJOTIH 32 0OpaHUMH KIIFOUOBUMU
napameTpamu.

Tabmus 1. Crpykrypa ba3oBoi Momeni OIIHKA MEIWYHUX TEXHOJIOTIH
EUnetHTA

Ne |Indopmaniiini 0s10km 15 bazosoi mogeai OMT

1. |BusHadyeHHs MpoOJIEMH Ta BUKOPUCTAHHS TOCIIKYBAHOT TEXHOJIOT 1]
(emigeMioIOriuHi MOKA3HKUKH, IIJILOBA IMOMYJIALIS MAIll€HTIB, HE3aI0BOJIEHA
noTpeda, TOCTYHICTh MEIMYHOI TEXHOJIOT11, KIIIHIYH1 HACTAHOBH, KJIIHIYHI
IIPOTOKOJIU JIIKYBAaHHS JIAaHOTO 3aXBOPIOBAHHS)

2. |[detanpHUiT OMHC 1 KOPOTKA XapaKTEPUCTHUKA TEXHOJIOTIT TOPIBHIHHS

3. | AHani3 KIiHIYHOI €(PEeKTUBHOCTI Ta pe3yJbTaTUBHOCTI

>

besneka (mob6iuHi peakiiii, TOKCUYHICTb, TOJIEPAHTHICTD, JaH1
dbapMakoHarssay)

dapmMaKOeKOHOMIYHHIA aHAI3

EtnuHi1 aciektn

Opranizariiiti acrekTu

CormianpH1 acIeKTH

© | N o O

[IpaBoBI acriekTH

[adopmariitauii 6510k 3 aHaizy po3B’sA3aHHS MPOOJEMU Ta BUKOPUCTAHHS
OITIHIOBAHOI TEXHOJIOT1i IIPH HaJIaHHI MEIMYHOI JTOIIOMOTH OXOILTIOE JOCIIKCHHS Ta
OTJIsi7i OCHOBHOI 1H(OpMaIIii, Mo HeoOXiaHa JJIs MIATOTOBKU SKICHOTO Ta TOBHOTO
nocke 3 OMT, a came:

BU3HAYEHHSI METU 1 3aBAaHHS JOCTIHKEHHS BIAMOBIIHO JI0 MPOOJIEeMaTUKU
IIUTaHHS;

BU3HAYEHHS KOPUCTYBAY1B PE3yIbTATIB AOCIIHKEHHS;
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MEePCIIEKTUBHY TIATHUKA (JIep)KaBa, CTPaXxoBa KOMIAaHis, TAIIE€HT);
4acoBl OOMEKEHHS,

aHaJ3 Cy4acHOTO PiBHS BUKOPHCTAHHS MEIMYHOT TEXHOJIOTI;

OTIMC 3aXBOPIOBAHHS Ta MiAXOX J0 MOT0 JIIKyBaHHS a00 NMPpOoIaKTUKH;
€I IeMIOJIOTTYHI ITOKA3HUKHU;

OTIUC IIJTLOBOT TOMYJISAII] MAIlI€HTIB;

MeuyHe 1 papmarieBTUUHE 3a0e3MeUeHHS Malll€eHTIB B YKpaiHi,

PETYJISTOPHUN CTATyC TEXHOJOTIi, MPUHAICKHICTh 0 Taly3eBUX CTaHIApTIB
(cTaHmapT MEIUYHOI JOMOMOTH, YHI(piKOBaH1 KJIIHIYHI MPOTOKOIH, (popMysipu), 10
KJIIHIYHUX HACTAHOB, MEPEIIKIB JTIKaPChKUX 3aC001B, BAPTICTH SIKUX BiJIIIKOIOBY€ETHCS
3a OFOJIPKETHI KOLITH B YKpaiHi;

TArap XBOpOOU IS MAIEHTA 1 CYCHIIbCTBA.

HactymauM eTamoM TpOBOAUTHCS OMHUC JOCTIIKYBaHOI Ta adbTEPHATHBHOI
MEIUYHOI TEXHOJOri, i1 BIAMOBIAHOCTI A0 MIXHAPOJHUX CTAHAAPTIB HaJlaHHSI
MEJIMYHOI TOTIOMOTH, MIOPIBHSHHS 13 CBITOBOIO KJIIHIYHOIO MPAKTUKOIO Ta KJIIHIYHUMU
HAaCTaHOBaMHU.

Y nomanpmoMy mnpu 1poBeaeHHi OMT HeoOXigHO TIPOBECTH aHAI3
MOPIBHSUTHHOI KIIIHIYHOT €(pEKTUBHOCTI, PE3yJIbTATUBHOCTI Ta O€3MEKU JOCIHKYBAHOT
Ta aJIbTEPHATUBHOI MEIUYHOI TeXHOJIOT1I. /{151 1Iboro GopMyNIOETHCS AOCTIHKYBaHE
KIiHiYHe nuTanHs. [lomanemmii iHGOpMAaIIHHUKA TOMIYK Ta OIS JOKA30BUX JIAHUX
Oyle MaTu Ha METI 3HAWTH BIANOBIAL HA BU3HAUCHE KJIIHIYHE MUTaHHS, AKa Oyje
BUKOpPUCTaHA y MPUUHATTI pimieHHs. JlocmipKyBaHe KIIIHIYHE MUTAHHS HEOOX1JHO
c(hopMyITIOBaTH 13 BUKOPUCTAHHAM OCHOBHUX eneMeHTiB cxemu PICO. PexoMennaiii
BIJIHOCHO MOOYIOBU CTpaTerii MOIIyKy noAaHl B kepiBHULTBax KokpaHa, 1e onucana
kourenis cxemu PICO, sika BinoOpakae KJIIOYOBI €JIEMEHTHU MONIYKY, SKI CHIf
3aCTOCOBYBATH:

P — population — nocnimxyBana momysisiiist (aieHTy ),
I — intervention — TexHoJIOr s, IKA BUBYAETHCS,

C — comparator — anpTepHaTHBHA TEXHOJIOT'IS,

O — outcomes — pe3yabTaTH JIKyBaHHS.

VY mpakTuil peKOMEHAYEThCS BHKOPUCTOBYBAaTHM 2-3 HaAWOUIBLI BaXKJIMBI
enemeHTH PICO-cxemu 3 MeTOO0 YHUKHEHHS BTpaTH JaHUX MiJ 4Yac MOLIYKY 3
BUKOpHUCTaHHsAM oniepatopiB «Boolean» (AND, OR, NOT) ta nmomryky iHbopmartii y
HayKOBHX 0a3zax JTaHHX.

BaxxnuBuMM 1711 TaKOTO MOUIYKY € YiTKa JJOKyMeHTaldbHa (ikcalis 0a3 JaHuX,
yacy 1 Mepiojy MPOBEJCHHS, BUKOPUCTOBYBAHUX CTpaTeriii Ta JKepes, 3arajbHOro
qyucjaa pe3yibTaTiB, OTPUMAHMUX ITICJISI KOXXKHOTO IMOIIYKY B KOXHINH 0a3l JAaHuX 1
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KUTBKOCTI pe3y/bTaTiB Micis BUAATICHHS AyOJIKaTiB, a TAKOXK €KCIIOPT, 3aBAHTAKCHHSI
BIJIIOBIIHUX JTaHUX Ta iX 30epeskenns [1].

4.1.1. BuzHa4yeHHA OTPeOH OXOPOHHM 310POB’Sl B JOCHIIKYBAHOMY JIIKAPCHKOMY
3aco0i

[Tonepeanst omiHKa NOTPEOM CHCTEMM OXOPOHM 370POB’S B JOCIIIKYBAaHOMY
JIKapchbKOMY 3ac0o01 Mae OyTH MpOBEIEHA 3 BUKOPUCTAHHSM CTATUCTHUYHUX JIaHUX
MinicTepcTBa 0XOpOHH 3A0pOB’ss YKpaiHu Ta/abo [lep:kaBHOI ciy>KOM CTaTUCTUKU
VYkpainu Ta 3 ypaxyBaHHSIM BUMOT YHHHOTO 3aKOHO/IaBCTBA YKpaiHU y chepi OXOPOHH
3M0poB’a. MOXyTh BKa3yBaTHCh ¥ IHIN JDKEpena, IO MICTATh BIAMOBITHY
iH(MopMartito moa0 YKpainu (IaHi eJIEKTPOHHOI CUCTEMHU OXOpoHH 310poB’ s, BOO3,
IOHICE®, CsiToBuii bank tomuio), 3 oOrpyHTYBaHHSIM HEOOXITHOCTI BUKOPUCTAHHS
UX JDKEepeNn Ta TOCHUIaHHSIM Ha HUX. BaXTMBUM € TOYHE BH3HAYEHHS KIJTBKOCTI
XBOPUX, K1 OyAyTh NOTpEOYBaTH 3aCTOCYBAaHHS JOCIIKYBAaHOTO J1KapChKOIr0 3ac00y
3a TMOKAa3aHHSAM, 110 BUBYAEThCs. Jl0JaTKOBO MOXYTh OyTH BHKOPUCTaHI JaHl 3a
pe3yibTaTaMu  JITEPAaTypHOTO OIIAAYy MDKHApOAHMX JDKEped Ta JaHl, HaJaHl
KIiHIYHUME (axiBisamu B Ykpaini [18].

Y MIDKHaApOJHIM MPAKTHIN 3aCTOCOBYIOTh TaKi METOJMYHI MiAXOIW O OLIIHKH
310pOB’s HacelieHHs. BuzHauenHs «tsrapst xBopoo» (burden of disease) — BTpaueHux
POKIB 3/I0pOBOTO KHTTS, SIKI BUMIPIOIOTbCSI MOkazHUKOM DALY — poku kuTTH,
CKOpHUIoBaHi1 Ha Henpaiie3naTHicTh (disability-adjusted life years). Po3paxoByeThes sk
CyMa MOKa3HUKIB KUIBKOCTI POKIB KHUTTS, BTPAUYEHUX Yepe3 MepeayacHy CMepTh BiJl
xBopoOu (YLL — years of life lost) Ta pokiB ®UTTS, NPOKUTUX 3 HEMPALE3TATHICTIO
(YLD — years lived with disability). Takum umHoM, DALY po3Bosisie BUMIpATH
CMEPTHICTh Ta 3aXBOPIOBAHICTh B OJIHIM OJAMHUII BUMIPY Ta MPEICTaBUTH y BUTJIAI
eauHoro mnokasHuka. I[lokasHuk DALY BHUKOPHUCTOBYEThCS ISl OOIPYHTYBaHHS
MPIOPUTETHOCTI 3ax0iB y chepi oxoponu 310poB’s [33]. OkpeMO JOCTIIKYIOThCS
NOKa3HUKU YaCTOTH CMEPTHOCTI, HAaBAaHTA)KEHHS Ha 3aKJIaJlJd OXOPOHHU 3JI0POB’s, IO
HAJAal0Th BTOPUHHY (CIElialli30oBaHy) 1 TPETUHHY (BUCOKOCIIEIIAII30BaHy) MEIUYHY
nomoMory (KUTBKICTh TOCHITadi3aliii Ta JHIB MPOBEJEHUX B CTAI[IOHAPHOMY
BiJUTI7ICHH] 200 BIUICHH] IHTEHCUBHOT Tepartii).

Yacto, cmimom 3a Culyer and Wagstaff (1993) ekonomictu B cepi oxopoHH
3I0pOB’S BU3HAYAIOTh MOTPeOy SK BUTPATH, HEOOXITHI I peati3allii KOPUCHOTO
noTeHiany marieHta (aHri. resources required to exhaust a patient’s capacity to
benefit) [34]. InmmMmu caoBamu, CKIIbKM Ma€ OyTH BUTPAYCHO IS BIJHOBIICHHS
NalieHTa 10 MaKCUMaJIbHO JOCSIKHOTO PIBHS 370pOB’s. Take BU3HAUYEHHS MOTpeOU
Mae€ JIeK1JIbKa BaXXJIMBUX HacaiAKiB. [ToTpeba 1 morane 3/10pOB’sl — HE TOTOXKHI OHSITTS.
€1uHUI BU MEAUYHOI JOTIOMOTH, KU MOKe OyTH MOTPIOHUNA — TOM, 1110 MOKpaIlye
3I0pOB’ ab0 CIHOBUIBHIOE TMOTIpUIEHHS #oro craHy. Takuil morisa CyTTEBO
BIJIPI3HSIETHCS BIJ MOTJISAY, 32 SIKUM MOTpeOa BU3HAYAETHCS HA 0a3l MOTOYHOTO abo
MOTaHOro 3/I0POB 4.
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3 ropuanuHoi ToukH 30py (ctarta 4, myHkT 2 Permamenty €C Ne 507/2006),
HE3a7]0BOJICHA MOTpeda 03HaYa€e CTaH, [l SKOTO HE ICHY€ 3aJJ0BIIEHOTO JI03BOJICHOTO
METO/Y JA1arHOCTUKH, PO IIaKTUKKA a00 JiKyBaHHs, a00, HABITh SKIIO TaKUH METOJ
1CHY€, TO BIJIMTOBITHHH JIIKAPCHKHH 3aci0 MaTHMe O1IbIITY TepaIeBTUYHY IepeBary s
narfienTis [37].

4.1.2. locaigxxyBana nonyJsuisi Hacejenns (P — population)

s OaraTbOX MEAMYHUX TEXHOJIOTIA MOXe OYyTH JEeKITbKa OCIHIHKYBaHUX
nomyJsiiii HaceneHHs. OCKUIBKH pecypcu Ui OIIHKKM OOMEXEHi, JOCIHiIKyBaHa
MOMYJISIIIST HAaceNeHHsT Mae OyTH peTeNbHO BiiOpaHa, m00 OTpUMAaTH MaKCUMAaJbHY
KOPHUCTh BIiJ OIIIHKM, Ta Ma€ OYTH MOCITIJIOBHOIO 3 TOKa3aHHAM BIJIOBIIHO [0
THCTPYKIII1 AJI1 METUYHOTr0 3acTocyBaHHs [10].

HeoOxi1HO mpeAcTaBUTH OV CXEM JIIKYBaHHS 3aXBOPIOBaHHS Ta JUISl AKOI
[IJTbOBOI MOMYJAIIi HAceNEeHHS BHUKOPUCTOBYETHCS HOBA JOCITII)KyBaHA MEIUYHA
TexHoJoris. Ciij BKIIOUUTH KOHKPETHY 1H(OpMAIlit0 CTOCOBHO ITOCTAaHOBKH J11aTHO3Y,
CUMIITOMIB, MPOTHO3Y Ta IHIIMX TMOB'S3aHUX 3 UM IHUTaHb. BaXXTMBUM € OIHUC
IIJTbOBOI MOMYJIAIIT B YKpaiHi, mo Oyje noTpeOyBaTH JIKyBaHHS 3allpOTIOHOBAHOIO
MEJMYHOI0 TEXHOJIOTIEI0 Ta SIKMM YMHOM OIIIHIOBaHAa MEJMYHA TEXHOJIOTis Oyje
BUKOPUCTOBYBATHUCH IIiJl Yac HAJAHHSI MEIUYHOI JOMOMOTU came JIsi BU3HAYCHOI Y
JOCBE IIIILOBO1 TTOMYJISIII.

JUtst nesiKkux MEIUYHHUX TEXHOJIOT1M KOPHUCTh JJIs MALIEHTIB Oy/1€ BIAPI3HATHUCS B
3QJIKHOCTI BiJl JIEAKUX XapaKTEpUCTUK malieHTa. [[i1boBOIO MOMmyJsii€o Ha eTami
BU3HAYECHHS NPOOJEMH Ta BUKOPUCTAHHS AOCHIIHPKYBAHOI TEXHOJIOTIT MOXe OyTu
oOpaHa miarpyna rnaui€HTiB, B TAKOMY BUN/IKy KJI1HIYHA €(DEKTUBHICTh Ta EKOHOMIYHA
JOIIBHICTh HOBOI JIOCHIKYBAHOI TEXHOJIOTIi TMOBUHHA OYTH JOCHIIKEHA IS
APy Nali€HTIB.

HeoOxinHO y3arajJbHUTH TMOUIMPEHICTh Ta 3aXBOPIOBAHICTh B YKpaiHi,
BUKOPUCTOBYIOUM JaH1 HajilHOTO jpkepena (odimiiinoi cratuctuku MO3 Ta/abo
Jlep>xaBHOi CIy>KOM CTaTUCTUKH YKpaiHH, JlaHi €JEKTPOHHOI CHUCTEMH OXOPOHH
3popos’si, BOO3, FOHICE®, CgitoBoro banky Toro) [35].

[Tapamerpn ass  BU3HA4YeHHS O0OCATY IIILOBOI TWOMyJslii, 1o Oyzde
3aCTOCOBYBATHCH B OIIIHIII, BKIIOYAIOTh:

6a30B1 gemorpadiuHi XapaKTEPUCTUKH (BIK, CTATh);

XapaKTEpUCTUKU XBOpoOM (ctamiss abo TSKKICTh, HASBHICTh CYIYTHIX
3aXBOPIOBaHb, PAKTOPHU PUBHKY);

JiKyBaHHS (Hampukiag, aMmOyjJaTopHa a0o cTalloHapHa MeIUYHa JOTMoMOora
TOIII0);
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Teparisg B KOHTEKCTI MONEPEIHBOr0 JIKyBaHHs (HaNMpUKIad, KIIbKICTh BUIAIKIB
BIJICYTHOCTI TE€pPaneBTUYHOTO €(PEeKTY, PeIUAUB JTIKYBaHHS, HEPUXWIBHICTD, TTOTaHa
nepenocumictp) [9,11].

[loxo BuOOpY MOCTiAKYBaHOI MOMYJIALIT HACEIEHHS IS JSSIKUX BaKIMH, MEBHI
IpyNy HaceJIeHHsS] MOXKYTh MaTH BUIIUN PU3HK 3aXBOPIOBAHHS, HIXK 1HIII, HAITPUKIIA],
CHOXKMBa4l 1H €KIIMHUX HAPKOTUKIB, HAABHICTh CymyTHboro rematuty B. Onnak
nepea BU3HAYEHHSM CyONOMyJsiii Uis 3acTOCYBAaHHS BakKIMHU 32 E€THIYHUM,
reorpaiyHuM, MOBEAIHKOBHUM a00 COILIaJbHO-€KOHOMIYHHUM CTAaTyCOM, HEOOXiTHO
PO3TIISTHYTH TaKi MUTaHHS, AK 11eHTU(IKAIlis, CIPaBEAIUBICTh 1 MOTEHIlIITHA CTUTMA.

Taxox HE0OX1IHO 3ayBa)KUTH, 110 JI€SAKI BAaKIIUHU A1IOTh JIUIIIE TPOTH OJHIET a00
KUTBKOX «Bapialiit» 30yaHuka (TOOTO CEpOTHIIIB, ceporpyIl, reHoTuniB). Hampukias,
CEMHUBAJICHTHA MMHEBMOKOKOBAa KOH IOTOBaHA BaKIMHA 3HIDKYE Ha3zo(hapHHreanbHe
HOCICTBO C€MU 3 TIOHaJ [I€B’SIHOCTa BIAOMHUX ITHEBMOKOKOBUX CEPOTHIIIB.
['eorpadgiuanii  po3noAUT LMPKYJIIOIOUHMX «Bapialii» 1 CYHYTHIX KJIIHIYHUX
3aXBOPIOBaHb HEOTHOP1IHUMA. T0OTO JH0AM 1HIKYIOTHCS «BapiallisiMu» OJTHOTO 1 TOTO
K 30y/JIHUKA B PI3HUX YaCTUHAX CBITY, a TIOB’SI3aHE 3 IIUM KJIIHIYHE 3aXBOPIOBAHHS Ta
HaJaHHS MEAWYHOI JIOTIOMOTU 3aJIeKUTh HE JIMIIE BIJ] KOHTEKCTyaJIbHHUX
XapaKTEPUCTHK, TAKHUX SIK OpraHi3allisi CHCTEMU OXOPOHHU 3710POB’sl, aje i 01070T1YHUX
BJIACTUBOCTEM.

[Ipu mpoenenni OMT MoxkHa BHECTH NMPOMOPIIIMHI KOPUTYBAaHHS HA OCHOBI
€n1JEMIOJIOTIYHUX JAHUX, TOOTO BHUKOPUCTOBYIOYM MOIIMPEHICTh LHMPKYITIOHYHX
«Bapialiii» fSK y KpaiHax/MICISX NPOBEIEHHA MAOCHIIKEHb, TaK 1 B YKpaiHi.
ExcTpanonsiisi pe3ynbTaTiB JOCHIKEHh Ha 1HIN YMOBHM IOBHUHHA MPOBOJUTHUCS
00€epexKHO, a MOMKJIMBI HACHIIKK €KCTPANOJIALIi MOBUHHI OYTH peTeNbHO onucati [36].

4.1.3. Onuc JikapcbKoro 3acody, mo BuB4aerbes (I — intervention)

Jlikapchkuil 3aci0, 10 BUBYAETHCSA, MAa€ OyTH OLIHEHWH 3 TOYKU 30py TaKUX
ACIIEKTIB:

HAsSIBHICTh PEECTPAIIIHOTO MOCBITYEHHS B YKpaiHi, s JIIKAPCHKUX 3aC00iB HE
3apeecTpoBaHUX B YKpaiHi, JOLUIBHO BKa3aTH JIaTH Ta MICIS iX peecTparlii B 1HIINX
KpaiHax Ta YMOBH, BU3HAUEHI PETYIATOPHUMHU OpraHamu, 30kpema CromydeHux
[rariB Amepuxku, IlBeinapcsroi Kondeneparii, SAnonii, ABctpanii, Kanagun a6o
3apeecTPOBaHMUI 3a LEHTPATI30BAHOIO MPOIEAYPOI0 KOMIETEHTHUM opraHom €C,
SIKIIIO TaKl1 JaHl €;

MexaHi3M [ii, (hapmakoTepaneBTuyHa rpyna, kox ATC;

YMOBH, 3a SIKMX JIKapChKHUH 3aciO, 1110 BUBYAETHCS, MA€ OYTH IOCTYNHHUM abo
BIJIIIKOIOBaHUM (Harpukiiaa, HarioHansHui nepesnik OCHOBHUX JIIKAPCHKUX 3aCO0I1B,
NEepeliKy, M0 3aKyMOBYIOTHCA 32 KOILUTH JEPKaBHOTO OIOJKETY [Jisi BUKOHAHHS
Iporpam Ta 3A1MCHEHHS [EeHTPai30BaHUX 3aXO0/IB 3 OXOPOHU 370POB’sl, periOHaNbHI
3aKyMiBJIl, TOUIO);
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YyMOBH Ta (paxoBl KOMIIETEHIlii, HEOOXiJHI IJs 3aCTOCYBaHHA JIIKAPCHKOTO
3aco0y, 110 BUBYAETHCS (HANMPUKIAA, JIKAPCHKUN 3aci0 Mae MPU3HAYATHUCH JIIKapeM
BIJIMOBIAHOT CHEIIAJIbHOCTI);

HEOOX1THMII MOHITOPHUHT BUKOPHUCTAHHS JIIKApPChKOTO 3ac00Y, 110 BUBYAETHCH (3
MIpKYBaHb K €(DEKTUBHOCTI, TaK 1 0€3MeKH) Ta HeoOXiaHa J0/1aTKOBa 1H(POopMAaIlis.

KpiM TOro, BUXOJAS4YM 3 UMHHUX TaJly3€BUX CTAHJAPTIB Y CHCTEMI OXOPOHU
310pOB’sl YKpaiHu, CIIiJ NOCUJIATUCA Ha MICIIe JIIKapChbKOTO0 3aco0y, 110 BUBYAETHCS, B
Tepamii ab0 J1arHOCTUIIL: JIiHIS JIKyBaHHS, JIKapChbKUIl 3aci0, 1110 BUKOPUCTOBYETHCS
CaMOCTIHHO ab0 MOAETHCS O YMHHOTO CTaHAAPTY JiKyBaHHs (JOmoBHEHH:). Takox
3a3HAYMTH, YU CI1M, 3T1THO 3 TATy3€BUMHU CTaHAAPTAMHU B CUCTEM1 OXOPOHI 3/I0POB s,
3aCTOCOBYBATH JIIKyBaHHS HEOOMEKEHO UM 0OMEkKeHO (Y IbOMY BUMAAKY TPUBATICTh
Teparrii JIiIkapChbKUM 3ac000M, 110 BUBYAETHLCS, IOBUHHA OYTH YiTKO 3a3HaueHa) [9].

Kuniniynauit Mapuipyt naiieHTa (aHri. care pathway), skuii BKazye Ha KOHTEKCT
3aIPONOHOBAHOTO BUKOPUCTAHHS JIKAPCHKOTO 3aco0y, € BaXJIUBUM JJI OI[IHKH
KJIIHIYHOT €(peKTUBHOCTI, O€3IMEeKH, €PEKTUBHOCTI BUTPAT TEXHOJIOTII Ta € KOPUCHUM
JUTSL TIOBHOI OIIIHKM IIIHHOCTI MEOWYHOI TexHoJorli. BiH BK/Irouae eramu mijg 4ac Ta
micis JIarHOCTUKM a0o0 JIIKyBaHHS Ta MICTHTh BCIO ITOCHIAOBHICTh BHKOHAHHS
JIarHOCTUYHUX TECTIB 1 MPOIEAYDP, KOHCYNbTAIIN JIKapiB, JOJATKOBO MOXE TaKOX
BKJIFOYATH MEIUYHI TEXHOJIOTIi, SIKi BUKOPUCTOBYIOTHCS JJISI YCYHEHHSI OYJb-SKUX
HECHPUSATIIMBUX HACTIAKIB/MOOIYHUX peakiid. KiniHi4YHMi MapHipyT naii€eHTa MOXe
3MIHIOBATHCS 3QJIEKHO BIJl CTaHy Malll€EHTa, XapaKTEPUCTUK MalieHTa abo CyMmyTHIX
3axBOproBaHb [10].

4.1.4. Bu0ip Jikapcbkoro 3aco0y a00 iHIIOI MeJUYHOI TEXHOJIOTil MOPiBHAHHSA
(xommapartopa) (C — comparator)

Jlikapcwkuii 3aci6 abo 1HIIA MeIUYHA TEXHOJIOTISI MOPIBHAHHS (KOMMapaTtop) —
TEXHOJIOT1s1, €PEeKTUBHICTh, O€3MEeKa Ta BUTPATH SIKOi € 023010 J1J1s1 MOPIBHSHHSI B OLIHIT
HOBO1 TexHOJIOT1i. [IopiBHSHHS MoJsirae B TOMy, 100 MEPEBIPUTH, YN MAE OL[IHIOBAaHUI
JKapChKui 3aci0 M0MAaTKOBY KIIHIYHY €(DEKTUBHICTD 1 SIKOIO € €(DeKTUBHICTh BUTpAT
Ta JOJATKOBUM BIUIMB Ha Oroker. HaiOunpm NpuUWHATHUN KOMmapaTtop Cilif
BU3HAYMUTHU JI0 MOYATKy a00 Ha paHHIM (a3i OIIHKH.

Kommapatopom Mae Oytu mnikapchkuil 3aci®é a0o iHIIA MEIUYHA TEXHOJIOTIS
MOPIBHSHHS, 110 € JOCTYITHUM, IIMPOKO MPU3HAYAETHCS Ta BUKOPUCTOBYETHCS IMPHU
JIKyBaHHI TALIEATIB BU3HAYEHOI JOCIIKYBAHOI MOMYJIAIIi HACEJACHHS B KIHIYHIN
MpakTUlll YKpaiHU, TOOTO € MOTOYHOK MPAKTHKOK 3aCTOCYBAaHHA Y HaWOLIbIION
KUIBKOCTI TMAIli€EHTIB, 3 MNEPCHEKTHUBUA CHUCTEMH OXOPOHHU 3/I0pOB’s (TUIaTHUKA) B
KOHTEKCTI BIATMOBITHOTO JOCHIPKCHHS. B TOMYy 4MCII — BKJIIOUEHI JI0 Taly3€BUX
CTaHJapTIB y cdepl OXOPOHHU 37I0POB’s, Ta B YCTAHOBJICHOMY MOPSJIKY 3apeeCcTpOBaHi
B YKpaiHi A1 BIAMOBIJHOTO MOKa3aHHS Ta JiHIT JikyBaHHA. KommapatopoM moxe
OyTu Oyab-sika MEAUYHA TEXHOJIOTIS — JIKApChKUM 3aci0, MEIUYHI BUPOOU, MEIUYHI
npoueaypu abo TCHXOJIOTIYHI BTpPY4YaHHs, NpOMeHeBa Teparmis, (di3ioTeparis,
XIpypriuHi Tpoueaypu, mopaau (HampuKiIajd, MO0 NPUMKMHEHHS KypiHHS) Ta
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MOETHAHHS MEIUYHHUX BTPYYaHb, M0 MPOBOIITHCS OAHOYACHO a00O MOCHIAOBHO, a
TaKOXX MPUPOAHUHN TIepeOir 3aXxBOpIOBaHHS (0€3 aKTUBHOTO JIIKYBaHHS).

VY Bumajkax, KOJW BIJCYTHI 3aTBEP/KEHI KIIHIYHI MPOTOKOJIU B YKpaini abo
BOHH € 3aCTaplIMMHU (TOOTO YMHHI KJIIHIYHI MPOTOKOJIH, ajie po3pooiieHi 10 2012 poky
Ta/ab0 HE OHOBIIIOBAJIMCH MPOTATOM OCTaHHIX 5-10 pokiB), MOTPIOHO HAAATH JIOKA3U
TOTO, 10 OOpaHUM KOMITApATOP PETYISAPHO 3aCTOCOBYETHCS B KIIIHIYHINA MPAKTHUIIl B
VYkpaini, Mae BIANOBIIHE TMOKa3aHHS JO 3aCTOCYBaHHS JUIS BIiJMOBIIHOI KaTeropii
HaCeJICHHS.

Jlxepena 1iHdopMmalii MOpo pearbHy MOTOYHY KIIIHIYHY TPAKTUKY IS
OOTrpyHTYBaHHS BHOOpPY KOMITapaTOpa MOXKYTh BKIIIOUATH:

nepesik rapaHTOBaHUX JIIKAPCHKUX 3aC001B, MOCHIYT, 110 (PiIHAHCYIOTHCS 32 KOIITH
JEeP>KaBHOTO OIO/IKETY;

CTaHJapTU MEIUYHO1 JOTIOMOTH, KJIIHIYHI TPOTOKOJIU, KJIIIHIYHI HACTAaHOBH;

KOHCYJIbTAIll 3 KIIHIYHUMH €KCIiepTaMu (Halpukiaj, MyOJikailli, 1HTEpB'IO,
JIMCTHU BiJ 3aKJ1a/1IB OXOPOHH 3JI0POB’S);

JIaH1 €JIEKTPOHHOT CUCTEMHU OXOPOHU 3/I0POB’S;

MApKETUHTOBUIM aHaji3 PUHKY JIKapChbKUX 3aco0iB  (IHIIUX MEIUYHUX
TEXHOJIOT1H).

SIk yacTMHAa JOAATKOBOIO AaHAJI3y MOXJIMBE IMOPIBHSAHHS 3 JIEKUIbKOMa
JOJTaTKOBUMH KOMIIAPAaTOPAMM Ta YIIOBHOBAXEHUM oprad 3 nepxkasHoi OMT npuiimae
TaKWi miaxij 3asBHUKA. Hanpuknan, y Bunajakax, KOJu po3risiIal0ThCs CyOnomyisiii
MAaLIEHTIB. 32 CTYNEHEM TSKKOCTI 3aXBOPIOBAHHS, HANpPSIMOM JIIKYBaHHS, CTaJIIMU
3aXBOPIOBaHHS 200 FTEHETUYHUMH XapaKTEPUCTUKAMHU TOILIO, MOKJIMBUM € BKIIFOUECHHSI
J0JATKOBUX KOMIIApaTOPiB, SIKi MOBUHHI OYTH 4iTKO BH3HauYeHI Ta 00rpyHTOBaHi [38].
JloaTKoB1 KOMIAparopu TakKOXX MaroTh OYTH YACTHHOK IOTOYHOI MPAKTUKH
JIKYBaHHS B Y KpaiHI.

SK1110 3arponOHOBAaHUM JIIKAPChKUH 3aCc10 MpU3HAYEHUH 1J1sl KaTeropli Mali€exHTiB,
JUTSL IKOT HEMa€ MEIMKAMEHTO3HOTO JIIKYBaHHS, 1110 B JJAHUWA Yac BUKOPUCTOBYETHCH,
TOJI1 TIOPIBHSUTLHOIO TEXHOJIOTIE€0 Oyl BBAXKATUCh HAMKpaIlla MATPUMYOUYa Tepartis
(mam - HIIT) (amrn. best supportive care) [OaHOTO 3aXBOPIOBaHHS, IO
BUKOPUCTOBYETHCSI B YKpaiHi BIAMOBIIHO 10 YAHHUX Taly3€BUX CTaHIAPTIB y cdepi
OXOpPOHU 3JI0pOB’s (HANPUKIA, JIIKYBaHHS O€3 3aCTOCYBaHHS JIIKapChKHUX 3ac00iB,
XIpypriuHe BTpy4YaHHs).

Sxio Bxe icHye (hapMakoTepaneBTUYHUN aHAIOT AOCIIIKYBAHOTO JIIKAPCHKOTO
3aco0y TOA1 KoMmmapaTropoMm Oyjae 1eil ¢apMakoTepaneBTUYHUNA aHAJoOT, IO
NPU3HAYAETHCS HAUOUIBIIIN KUTBKOCTI MAI[IEHTIB Y HIJILOBIN MOMYJISIIT HAa TaHUWA Yac
B YKkpaiHi. ¥ BuUNajKy sKIIO (apMakoTepaneBTUYHUN aHAJIOr HE MPU3HAYAETHCA
HaWOLIBIINA KIJTBKOCTI MAIllEHTIB, TO 3 MEPCHEKTHUBH CHUCTEMH OXOPOHH 37I0POB’S
(TU1aTHHUKA) KOMIIApaTop OOMPAETHCS CEPe]l TOCTYIMHUX JIIKApChbKUX 3aC001B 200 1HIINX
MEIUYHHUX TEXHOJIOT1H MOPIBHSAHHSA, 10 MIHPOKO MPU3HAYAETHCSA Ta BUKOPUCTOBYETHCS
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MpU JIIKyBaHHI TAIlI€HTIB BU3HAYCHO! OCHIKYBAHO! TMOMYJIAIIl HAceJICHHS B
KIIHIYHIA MpakTuill YKpaiHu, a ¢apMaKoTeparneBTUYHUNA aHaJIOr 3aIuIIaA€ThCS
KOMIIapaTOpOM JI0IaTKOBOTO aHAIII3Y.

SIKIIO TOCIIKYBaHHMA JTIKapChKUH 3aci0 € HOBUM TEpalleBTUIHUM KIJIACOM, ajie
OyJile BAKOPHUCTOBYBATHCS ISl BU3HAYEHO1 IIIJTOBOI MOIMYJIAIIT (BU3HAUYCHOT KaTeropii
MaI€HTIB), IS SKOI BXKE€ ICHYIOThH IHII IIMPOKO BXKHBaHI JIKApChKI 3ac00H, TOJI
OCHOBHHUM KOMIIapaTOpPOM, SIK IMpaBuio, Oyjae JKapChKui 3aci0, 10 HaidacTimie
3aCTOCOBYETHCSI B MEIWYHIA MPAKTHI IS JaHOI IUIBOBOI MOMyJsmii (Kareropii
MaIie€HTIB) B YKpaiHi.

[Ilogo BuOOPY KOMMaparopa AJis BaKIWH, TO PIMIEHHS MPO T€, SIKI BAKIWMHU Ta
MEIUYHI TIOCIYyTH B IUJIOMY HaJaBaTH, NMPUHAMAIOTHCS B KOHTEKCTI TOTO, IO 3apa3s
BiJI0YBA€THCSA, TOMY HAMOLIBII PEJICBAHTHUM MOPIBHSIHHIM JUIsl HOBHX BaKIIMH, SIK
MpaBUJIO, € TOTOYHA MpakTHKa. SIKI0 MeTOI0 0cCi0, YIMOBHOBAKECHHX MPHAMATH
le_IeHHH € Po3poOKa IMaKeTy 3axOJiB MPOTH MEBHOTO 3aXBOPIOBAHHS, 3aXO0JH, HE
MOB’sI3aHI 3 BaKIMHAINEIO, Taki SK CKPUHIHT 1 JIKYBaHHS, TaKOX ITOBHHHI
po3MIIIaTUCA K KOMIIApaTopu, KOJM 1€ MOXJIMBO. Hampukian, mnokpalieHHs
CaHITapHUX YMOB Ta JIOCTYITY N0 TIEPOPaIbHOI perifparaiiii Moke 3MEHIIUTH TArap
KHMIIIKOBUX 3aXBOPIOBaHb OUIbIN €(PEKTUBHO, HIXK BaKI[MHAIIIS. SIKIIIO HOBa CTpaTeris
BaKIMHAIli MOXKe OyTH peaii3oBaHa 3 PI3HOI MIpOI0 1HTEHCHUBHOCTI, HANPUKIA,
I[IJTbOBOIO 200 3arajbHOI0 BaKIMHAIIEIO, PI3HUM PIBHEM OXOIUICHHS ab0 pPI3HOIO
KUTBKICTIO 7103, 111 aJbTEPHATUBU CIiJ OJaTH J0 MOTEHIIHHOTO KOoJia KOMIapaTopiB

[36].
4.1.5. lloka3Huku pe3ybTaTiB JikyBanus (O — outcomes)

Bubip noka3HHKIB pe3yJIbTaTiB JIKYBaHHS Ta BIANOBIIHUX KIITHIYHUX KIHIIEBUX
TOYOK 3aJICKUTh BIJl METU JOCIHIJKEHHS, IS SIKOTO BOHU BUMIPIOIOThCA. OIliHKA
nepesar s 3710poB’s B OMT mae OyTu 37ilicHEHAa Ha OCHOBI aHaji3y KJIIHIYHO
3HAUYIIMX KIHIEBUX TOYOK 1 PE3YJIbTATIB, SIK1 € BAKJIMBUMH MPU LILOMY 3aXBOPIOBaHHI.
Hwxge npencraBieHi Tpu OCHOBHI KaTeropii KIHIYHO 3HAUYIIUX PE3YJIbTATIB:

KIHIIEB1 TOUYKH, OB’ 5I3aH1 31 CMEPTHICTIO;
KIHIIEB1 TOYKH, ITOB’5I3aH] 13 3aXBOPIOBAHICTIO;

KIHIIEB1 TOYKH 3JIOPOB’S, IOB’sI3aH]1 3 SKICTIO XUTTS (HAPHKIAMI, SIKICTh KUTTS,
noB’s3aHa 31 370poB’sM (anri. health-related quality of life, HRQoL) [21].

Kuainiyna kinmeBa Touka (anri. clinical endpoint) — moka3Huk cTaHy 370pOB’s
(KJIIHIYHOTO CTaHy) TAaIll€HTa, 110 BUMIPIOETHCS JJIA OIIHKKM KOPHUCTI a00 IIKOAU
nikyBaHHs. KiiHIYHA KiHIIEBA TOUKA OMUCYE BaJllIHE BUMIPIOBAHHS KJIIHIYHUX NIEpeBar
JNIKYBaHHS: BIUIMBY Ha BIOUYTTSA, (PYHKIIOHYBaHHS Ta >KUTTA mnamieHta. Bona e
KJIIHIYHO peJIeBaHTHA, Uy TIMBA JI0 3MiH Ta IPUMHITHA JIsl BAKOPUCTAHHSA JIKApsSIMHU Ta
namieHTamMu. KIliHIYHI KiHIIEBI TOYKM TOBHWHHI OYTH: OCHOBHUM CHUMIITOMOM a0o
O3HAKOI0 3aXBOPIOBAHHS, JTOCTOBIPHMM TMOKAa3HMKOM KJIIHIYHOI TNEepeBaru IMij 4ac
JIKYBaHHS, KJIIHIYHO 3HAYYIIMMH, YYTJIMBUMH (pearyBaTv Ha 3MIHHM), BU3HABATHCH
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KITHIYHUMH eKkcriepTamu. KiiHI9HO 3HavyIIIl pe3ybTaTi BKIYAI0Th TAKOXK CEPilo3Hi
Ta HeCepio3H1 MOOIYHI peakiiii Ha JIIKapChKui 3aci0 Ta MoO1YHI SIBHUIIIA.

TakuM 4YWHOM, KJIIHIYHA KIHIIEBA TOYKa — KIIHIYHO 3HAyylla OIlIHKa
CaMOITOYYTTs, PYHKIIIOHAJIBHOTO CTaHy a00 BMKHMBAHOCTI MAIll€HTA, 10 BiIOOpaxye
TPUBAIICTH Ta SKICTh )KUTTH.

CyporatHa kiHueBa To4ka (anri. surrogate endpoint) — KiHIIeBa TOUKa, sIKa Ma€
Ha MET1 3aMIHUTH KJIIHIYHY KIHIIEBY TOYKY, II0 HE MOKe OyTH BUMIpsSHA Mij 4Yac
KIIHIYHOTO AociimkeHHs. Lle 3mMinHa, sika 3a0e3neuye HenpsiMe BUMIPIOBaHHS €(PEeKTy
JIKyBaHHS, KOJU MpPsSMi BUMIPIOBAHHS KIIHIYHOI €()EKTHMBHOCTI HE € MOXIIMBI 3a
00'eKTUBHUX TpUYMH (y pa3l AyXe MOBUIBHO MPOrpecyrodnx Ta/abo piAKICHUX
3axBopioBaHb). CyporaTHi KIHIIEBI TOYKA MOXYTh KOPEITIOBATH 3 KIIHIYHAUMH
KIHIICBUMH TOYKAMU, aji¢ Mi>K HUMM HE 3aBXKJIH € JOBCIACHHI B3a€MO3B’SI30K. JIst
BUKOPUCTAaHHS CYpOTaTHUX TOYOK B SKOCTI KpUTEPIIO €(EKTUBHOCTI Tpeda MpOBECTU
MpoLEeypy iX Balialii — JOBECTH 3B’ SI30K SIK MK CypOTaTHOIO 1 KJIIHIYHOIO KIHIIEBOIO
TOYKOFO, TaK 1 MiXK iX 3MIHOIO B pe3yJsibTaTi MeauuHoro Brpy4anns [21,39]. 1i nokasu
O0axaHO OTpUMMYBaTH 3 MeTaaHali3y JO0Ka3iB piBHA | (TOOTO paHIOMI30BaHUX
KIHIYHUX JIOCJIJKEHB), SKUWA TOBIJOMIISIE SIK MPO CypOraTHi, Tak 1 Mpo KIHIIEBI
pe3ynbTaty. [lepeBipky Ta Baiiaiiio CyporaTHUX KIHIIEBUX TOYOK CJIiJT POBOJIUTH 3
OIJISIy Ha JOCIIPKYBaHy HpOoOJIEMYy Ta aKTyalbHICTh HPUUHATTSA pILIEHb 100
MEAMYHOI TEXHOJIOTii 3 ypaxyBaHHSM JOCHIKYBaHOI MOIMYJALIi HaceleHHS Ta
1HTepBeHL1i. MOXJIMBa €KCTPANOJIALIs Ha 1HITY MOIMYJISIIII0 YA MEIUYHY TEXHOJOTIIO
1HIIOTO KJIAacy YM 3 1HIIMM MEXaHI3MOM /i1, OJJHAK EKCTPAIOJIALis Ma€ IPOBOJUTHUCS 3
BUKOPUCTAHHAM PEKOMEHJOBAHUX METAaHANITUYHUX METOJIB, 3 BUKOPHCTAHHAM
ICHYIOUMX BIAMOBIAHUX METaaHAIITUYHUX MOJeeil abo 3 po3poOKOI0 HOBOI MOJENI.
Lle Mo>xe BKJIIOUATH MEpEKEBUN MeTaaHai3 ado 1epapXiuHi METOAM. Y BCIX BUMAAKaX
HEBHM3HAYEHICTh, MOB’sA3aHy 31 3B’SI3KOM MK CYpOTaTHHMMH KIHIEBUMH TOYKAMH Ta
KIHIIEBUMH pe3yJIbTaTaMH, CJIiJl BU3HAYUTH KUIbKICHO Ta IpeicTaBUTH. L{e Takox ciia
BKJIFOYATH 10 IMOBIPHICHOTO aHaNi3y YYTIWBOCTI Ta MOXE OyTH T0JaTKOBO
JTOCITIDKEHO B aHami31 cieHapiis [10].

[Tpuknagom 6a3u 1aHUX BaJJOBAHUX CYpOTaTHUX TOYOK € « Tabmuili cyporaTHUX
KIHIICBUX TOYOK, IO OyJIM OCHOBOIO 3aTBEp/KEHHS ab0 JIIEH3YBaHHS JKAPCHKUX
3aco0iB» FDA [40], mo Bxmouaroth 106 BasliOBaHUX CYpPOTaTHHUX TOYOK JIs
JOPOCIUX TAIIEHTIB Ta 61 — U1 TiTEH.

Jlo cyporaTHUX KIHIIEBMX TOYOK HajleXaTb OlOMapKepu Ta MPOMIKHI KIHIEBI
TOYKH.

Biomapkepu (anrn. biomarkers) — iHaAMKaTOpU HOPMAJIBLHOTO Ta MATOJIOTTYHOTO
OlosioriyHOTO TIpollecy Ta/abo BIANOBIAI Ha MEIWYHE BTpy4yaHHs. BruB Ha
OlomMapkepu HE NPUHOCUTH KOPHUCTI marmieHTy. Ilpukiagom OiomapkepiB € piBEeHb
[IIKO3WJIHOBAHOTO TEMOTJIO0IHY.

Ipomixkui kiHmeBi Toukm (aHri. intermediate endpoints) € MIpOIO KUTTEBUX
¢dyHKIIIH opraHizMy ab0 cUMMITOMIB 3axBOoproBaHHsS. [IpomikHI KiHIIEBI TOYKH HE €
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KJIIHIYHAMH KIHIIEBUMH TOYKAMH 3aXBOPIOBAHHS, TAaKHUMH SK BW)KHBAHICTh, a0o0
4acTOTa HE3BOPOTHUX IMATOJOTIYHMX monaik (iHcynbT, 1H(apkr). I[lominmenHs
POMIKHOT KIHIIEBOI TOUKH 3aBSKH JIIKYBaHHIO MOKe OyTH KOPUCHHUM JIJIsl TIalll€HTA,
HaBITh SKIIO 1€ HE MPU3BOAWTH JO IMOKPAIICHHS IMOKAa3HWKIB BIKMBAHOCTI a00
cMepTHOCTI. [IpukiagaMu MPoOMIMKHO1T KIHIIEBOi TOUKH € 00CsAT (pOpPCOBAHOTO BUIUXY
a00 MIKOBHM €KCIIPAaTOPHUM MOTIK.

Pe3ynbTaTu, mpo sIKi MOBIIOMIISIETHCS B aHAJTI31, MAIOTh:

OyTH HaHOIIbII aKTyaJbHUMH, JOCTYIIHUMH Ta pEJICBAaHTHUMH Ha JaTy
MIPOBEICHHS aHaIi3y [5];

OyTH BU3HAYCHUMH Ta OOTPYHTOBAHMMH B OTHCI BUPIIIECHHS MPoOIeMH;
BIJIMTOBIIaTH JOCIIKYBAaHOMY 3aXBOPIOBAHHIO;

B1I00pa)KyBaTH HaMBaXJIMBIII ACTIEKTH MPOOJEMHU 1 B TOM K€ Yac JO3BOJISITH
BUSIBUTH MOKJIUBI BIJIMIHHOCTI MI>K ITOPIBHIOBAHUMU TE€XHOJIOT1SIMH;

OyTM OCHOBHMMHM JUIsl TPUUHATTA KIIHIYHUX PIMIEHb LI0J0 KJIIHIYHOI
e(hEeKTUBHOCTI.

PesynbraTi nikyBaHHS CHiJi aHai3yBaTH MPOTATOM HAWJIOBIIOTO JOCTYITHOTO
nepiojly CrocTepexeHHs. B KOpOTKOYacHOMY TEpiojil CIOCTEPEKEHHS BOHHU €
JIOCTaTHIMM TIPM TOCTPOMY TMepediry 3axBOpIOBaHHS (HANpuKIaJ, 1H(EKIIHHI
XBOpPOOM), SIKE HE MA€ TOBMOCTPOKOBUX HACIIJIKIB.

[Ipu XpOHIYHMX 3aXBOPIOBAHHSIX PE3YJNbTATH, OTPUMAaHI MPOTATOM OUIbII
TPUBAJIOTO MEPIOAY CIIOCTEPEKEHHSI, MAIOTh BUIIY I[IHHICTh (HAMPUKJIIA, OHKOJIOTTYH1
3aXBOpIOBaHHS, J1a0eT). [IpoTe B 1edkux cUTyalisax ouiHKa e)eKTUBHOCTI JIIKYBaHHS,
00yMOBJIEHa TPUBATIIIOK BUKUBAHICTIO, Ma€e OyTH 3po0JieHa Ha IM1/ICTaBl pe3yJIbTaTiB,
OTPMMAaHUX 3a OUIbII KOPOTKHUM MEpIOoj CIOCTEPEKEHHs. B aHami3l BUKHMBAHOCTI
PEKOMEHY€EThCSI TTOBIJOMUTH PO MOKA3HUK 3arajibHO1 BMOXKMBAHOCTI (aHri. overall
survival) Ta B>KHBaHOCTI 0€3 nmporpecyBaHHs (aHTII. progression-free survival). Skmro
OLIIHKa KJIIHIYHOI e€(EeKTUBHOCTI 0a3yeThbCs Ha pe3yjbTaTaXx CypOraTHUX KIHIIEBUX
TOYOK, TOJAl aHaII3 Ma€ JTOCTOBIPHO MPOJEMOHCTPYBATH iX 3B'A30K 3 KJIIHIYHO
3HAUYIIMMH KIHIIEBUMH pe3yjbTaTaMu (HapUKIad, IS OIIHKH JIIKapChbKUX 3ac00iB
TSt piakicHUX (op(aHHKX) 3aXBOPIOBAHb ).

BignoBimno g0 kepiBHOi HactaHoBu EUnetHTA kiHIEBI TOYKH TaKoX
KJIACU(DIKYIOTh 3aJIE’KHO BiJI PIBHSI IOKa30BOCTI:

CIIpaBXH1 KJIHIYHI KiHIIEBl TOUKH (piBEHb 1);
BaJIJIOBaH1 CyporaTHi KiHIIEBI TOUKH (PiBEHb 2);

HEBAIIIOBaHI CyporaTHl KIHIIEBI TOYKH, fKI «3 JOCTaTHHOIO WMOBIPHICTIO
POTHO3YIOTh KJIIHIYHY KOPUCTHY (piBEHB 3);

KOpEJTbOBaHI MOKa3HUKH 010JI0T1YHOT aKkTUBHOCTI (piBeHb 4) [21].
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Xoua A1 MeIMYHOI TEXHOJIOT1i pe3yJIbTaT 3a CypOraTHUMH KIHIIEBUMH TOUKAMH,
MO>KYTh BUKOPHCTOBYBATH 1 JJIsI MPUHHATTS PillIEHHS 010 PeECTpallii Ha pUHKY, 1 IS
OPUUHATTS pillieHHs 10J0 peiMOypcarili (BIAIIKOIyBaHHS), OJHAK 1CHYE Ba)KJIMBa
pPI3HUIIA B TMpolleci NPUUHATTS TaKuxX DpilleHb. PeryiasTtopHi opraHu, Takl SK
VYrpaBiaiHHS 3 CaHITAPHOTO HAIJISY 32 AKICTIO XapuyOBUX MPOIYKTIB 1 JIKAPCHKUX
3aco0iB (FDA) y Cnionyuenux llltarax, €Bporelicbke areHTCTBO 3 JIIKAPChKHUX 3aC001B
(EMA) 1 AreHTCTBO 3 peryJjrOBaHHS JIIKAPCHKUX 3ac00iB 1 TOBapiB MEIUYHOTO
npusHaueHHs (MHRA) y Benukiit bpurtanii, npuiimMaioTe pilleHHS MO0
peECTpaIlii/mieH3yBaHHsd Ta BUXOAy Ha PHHOK JIKApCHKOTO 3aco0y 3 METOH
BUKOPUCTaHHA B KJIIHIYHIA MPaKTUIl 3 ypaxyBaHHSIM TpPbOX KpPUTEPIiB: SKICTb,
epexTuBHICTh, Oe3meka. [lpum mOpuiHATTI  pilieHHs IOAO0  peiMOypcari
(BIAIIKOAYBAaHHS) BPAaXOBYIOTbCS KPUTEPIi: MOPIBHAJIbHA KIIHIYHA €(DEKTHBHICTH 1
Oe3Ieka Ta eKOHOMIYHA JOIUIBHICTS [41].

Kommno3utni (kom0iHoBaHi) pe3yabTaTH (aHri. composite outcomes) —
pe3yibTaTH, B SIKUX JBa a00 OLIbIIE NPUUHATHUX OKPEMHUX PE3YJbTaTiB KIIHIYHOTO
BTpPYYaHHS MOEJHYIOTHCS B OJIHY KIHIIEBY TOUKY, IO MOKa3ye y3arajJbHEHUU edeKT
JiKyBaHHs. SIKIIO oAMH ab0 KiTbKa MOBIJIOMJICHUX PE3YJIbTaTiB € KOMIIO3UTHUMH,
HEOOX1THO OOTOBOPUTHU Ta MOPIBHATH KITHIYHY 3HAYUMICTh KOKHOTO 3 KOMITIOHEHTIB
koMro3uty. HeoOxigHo mOBIAOMHUTH, YW OyJI0 YITKO 3a3HAYEHO BU3HAYEHHS
KOMOiHOBaHOTO  pe3ynbTaTy. OOIpyHTYBaTH  BKIJIIOUEHHS  KOMIIOHEHTIB Y
KOMOIHOBaHUW pe3yJbTaT 1 BHUKIIOYEHHS Oylb-IKUX KOMIIOHEHTIB, 1[0 OyiH
pPO3IUIIHYTI, aje 3roJoM BiaxwieHl. Po3mimuty KoMOIHOBaHMI pe3ysbTar 1
MPEJACTABUTH MOKAa3HUKU (HANPUKIAJ, MOPIBHSJIBHE CIIBBIHOIICHHS) KOXHOIO
KOMIIOHEHTa $IK BTOPUHHMHI pe3yiabTaT. KomOiHOBaHI pe3yibTaTh MaroTh OyTH
HaJIe)KHUM YMHOM OOpOoOJIeHI MpH PpO3MOJALI pe3ysbTariB, 1100 Oysno 3adikcoBaHO
CTIPaBXHIO OI[IHKY Pe3yJIbTaTy KOXKHOTO KOMITOHEHTa [42].

KoMI03uTHI KIHIIEB1 TOYKHM BUKOPUCTOBYIOTHCA Y BUIMIAJKAX, KOJIH:

CTaTUCTUYHA MOTYXKHICTh € HEJIOCTATHHOIO JJIsI OTPUMAHHS PEJIeBAHTHOT YaCTOTH
oIl (HarpuKIIa, MOBUILHO MPOrpecyrodl Ta piakicHi (opdaHHi) 3aXBOPIOBAHHS);

KOJIEH OKPEMMI pe3ysbTaT HE € PEJIEBAHTHOIO NMEPBUHHOIO KIHLIEBOIO TOYKOIO
(mesixki momii TpW JT@HOMY 3aXBOPIOBaHHI MalOTh PIBHY KIIHIYHY Ba)JIHMBICTB).
[IpuknazoM Takoro KOMIIO3UTHOTO Pe3yJbTaTy € KiHIIeBa TOUKa “‘Cepio3HI cepLeBO-
CYJIMHHI TIOAIi”, 10 BKJIIOYAE 1MIEMIYHHUI 1HCYNBT, 1H(PAPKT MiOKap/a, 1HIII BEJIUKI
lmemMiyHl MoAil, 1HTpapalepeOpalibHl KPOBOBWIJIMBH, BEJIMKI €KcTpauepeOpabHi
KPOBOBWJIMBH) MPOTATOM 3aIUIAHOBAHOTO MEPI0Iy CIIOCTEPEKEHHS;

OLIHIOETHCA MTPOPiIb OE3MeKH.

OCHOBHUMHU OOMEXKEHHSIMHU MiJ 4aCc BUKOPUCTAHHS KOMITO3UTHHUX KIHIIEBUX
TOYOK € Te€, IO IX BaXXKO IHTEPIPETYBATU Ta iX HEMpPABWIbHE TIYMAUYE€HHS MOXKE
IPU3BECTU JI0 3aBUILIEHHS PE3YJIbTATIB JIKyBaHHS.
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3a pexomennanieiro EUnetHTA koMmo3uTHI KiHIIEBI TOYKH, SK MPABUJIO, HE
MMOBHHHI BUKOPUCTOBYBATHUCS, SKIIIO € BIJMOBIIHA €IMHA TIEPBUHHA KJIIHIYHA KiHIIEBa

Touka [42].

Pe3yabTaTH, 10 NOBiZOMIAIOTHCS manmieHTamm (aHri. patient-reported
outcomes) — 1ie pe3yabTaTH, Mo 0a3yITHCA HA X 0E3MOCEPEAHBOMY CYO'€KTHBHOMY
CIIPUHHSATTI BIUIUBY XBOPOOH Ta MEIUYHOTO BTpY4YaHHS Ha (i3WUHI, ICUXOJIOTIYHI Ta
COIIIaIbHI ACTIEKTH iXHBOTO MOBCAKIECHHOTO KHUTTS. Pe3ynbTarTy, 1o moBiJoOMISIOTCS
nari€eHTaMH, BU3HAYAIOTh SAKICTh KUTTS, IOB's13aHy 31 310poB’sM (aHri. health-related
quality of life, HRQoL). SIkicTe >XuTTS BigOOpaxkye HE TKKICTb mepediry
3aXBOPIOBAaHHS, a T€, SIK IEPECHOCHUTH HOTO MaIi€enT. J[aHi OTpUMYIOTh 332 JOIIOMOTOO
cragaaptuzoBanux (Hanpukiaa, EQ-5D, SF-6D) ta/abo cnenudivaux (Hampukiai,
SGRQ, EORTC-8D) onuTyBaibHUKIB, 110 3alIOBHIOIOTHCS CAMUMH MallieHTaMu abo
NUIIXOM  1HTepB’10. KIlIHIYHY 3HAYMMICTh pE3yJbTaTiB, WLIO0 IOBIIOMISIOTHCS
Mali€eHTaMH, Ba)KKO BU3HAYUTH, 32 BHHITKOM BHUITAJKIB, KOJM BOHH € TICPBHHHOIO
KIHIIEBOIO TOYKOIO €(heKTUBHOCTI JJIS IaHOTO 3aXBOPIOBaHHS (HANPUKIIad, OLIb, IO €
NEPBUHHOIO KIHIIEBOIO TOYKOIO JUIsSI OIIHKH €(EKTUBHOCTI JIKAPCHKUX 3aCO0IB s
JiKyBaHHs 60:10) [21].

TakuM YMHOM, HaHOUIBII pPENEBAaHTHUMH JJI1 TPOBEIEHHS EKCHEPTU3U 3
nep>xaBHoi OMT ynoBHOBaxeHut opras 3 nepxkaBHoi OMT BBakae KIIiHIYHI KIHIEBI
TOYKM (KIHIIEBI TOYKH, TOB’si3aHI 31 CMEPTHICTIO; KIHIIEBI TOYKH, TMOB’S3aHl 13
3aXBOPIOBAHICTIO; KIHIEBI TOUKHU 3/10POB’sl, TIOB’SI3aH1 3 SIKICTIO KUTTS), SIKI OTPUMaHi
3a HalJJOBUINI MEep10J CIIOCTEPEIKEHHS], € HAMOUTbII AKTyaJIbHUMH, Ta JOCTYITHUMU Ha
naty nposeaeHHss OMT.

4.2. Anani3 epeKTUBHOCTI Ta 0e3neKH

AHani3 epeKkTUBHOCTI Ta O€3MeKH TMoJIArae y TMPeJCTaBICHH] pPe3yIbTaTiB
JIKYBaHHS 13 BUKOPUCTaHHSAM JOCIIIJI)KYBAHOTO JIKapChKOro 3aco0y Ta JIKapChKOro
3aco0y a0 1HIIOT MEIMYHOI TEXHOJIOTil MOpiBHSAHHS. JlaHuUW aHaml3 MICTUTH
iH(dopMaIrito mpo eHeKTUBHICTh Ta O€3MEKy 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y cepen
MEBHO1 KaTeTopii Mali€HTIB 332 KOHKPETHUM MMOKa3aHHSM 10 BiJHOIIIEHHIO 0 00OPaHOTO
KoMIIapaTopa.

[Hdopmariist moa0 ePeKTUBHOCTI MICTUTH BiJIIOBI/II HA ABA OCHOBHI TUTAHHS: YH
MOKE€ MEIMYHA TEXHOJIOTis MPAIFOBATU 1 YM JIACHO MPAIOE Y MEIUYHINA MPAKTHUIIL.
ToOTo, oriHKa epEeKTUBHOCTI 3a3BUYall OXOIUTIOE JIBA TIOHSATTS:

edekTuBHICTh KIIHIYHA (aHra. efficacy) BH3HaAyae, KOO MIpOK MeIUYHa
TEXHOJIOT1sl TPUHOCUTH O1IbIlIE KOPUCTI, HIXK IIKOJH, 32 1/I€aJIbHUX YMOB KJIIHIYHOTO
JTOCITIKEHHS (HAMPUKJIIaJl, paHI0Mi30BaHOTO YM KOHTPOJIHOBAHOTO JOCIIIIKEHHS );

e eKTUBHICTh NpakTUyHa (aHri. effectiveness) mokasye, sikOx0 Mipol0 MEIUYHA
TEXHOJIOT1sI TPUHOCUTH OUIbIIE KOPUCTI, HIXK IIKOJH, 32 3BUYAHUX YMOB pEabHOI
MPaKTUKYU JIIKYBaHHS (OI[IHKA JIIKapeM y CTallioHapl Yd aMOyJIaTOPHUX YMOBax).

AHani3 KIiH1YHOT €()eKTUBHOCTI Ta O€3MeKH BKIIIOYA€E TaKl OCHOBHI 1HPOpMalliifHi
OJ10KU:
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(opMyBaHHS KITIHIYHOTO MUTAHHS 3 BUKOpUCTaHHAM cxemu PICO;
BUOIp Ta OOTPYHTYBAaHHS TEXHOJIOT1i TOPIBHIHHS;

OIIKC METO/IY IOITYKOBOI CTpaTeTii: BU3HAYCHHS KPUTEPiiB BiIOOPY peIICBaHTHUX
JOCITIDKeHb, BPaXOBYIOUHM THUIM ITyOJIKallii, 0COOJMBOCTEN TMAIll€HTIB, MEIUYHUX
BTpPYy4YaHb Ta PE3yJIbTATIB JIIKYBaHHS;

CUCTEMaTUYHUH MOIIYK Ta OIS JIITepaTypu;

301p JaHUX: ONKC BKIIFOUEHUX MyOsTiKaii (y TaOJuIl Ta 3 MpeIcTaBICHHSIM OJIOK-
cxemu PRISMA), o1iHKa iX METOAOJIOTIYHOL SIKOCTI;

aHai3 Ta IHTEpHpeTaIlis pe3yJbTaTiB KOXHOTO BKJIIOYEHOTO JOCIIHKCHHS,
3a3HaYalOuM OI[IHKY BEJIMYMHU e(eKTy IiKyBaHHsS, IMOB'S3aHOT 3 BUKOPHCTAHHSIM
JOCITIKYBAaHOTO JIIKAPCHKOTO 3acO0y IO BiJHOIIEHHIO JO JIKApChKOTO 3aco0y abo
IHIIOT MEIUYHOI TEXHOJIOT1i MOPIBHSAHHSA; BHU3HAYEHHS (PAKTOpPIiB, L0 MOXKYThb
BIUIMHYTH Ha OLIHKY JOCTOBIPHOCTI (BHYTPIIIHROI Ta 30BHINIHBOI BaJliTHOCTI)
OTPUMAaHHUX PE3yJIbTaTIB;

CUHTE3 Ta IHTEPIIPETallisi pe3yJIbTaTiB y BIAMOBIIHOCTI O BABHAYEHUX KIHIIEBUX
TOYOK, TOOTO J0 IIJTLOBUX KITHIYHUX PE3YJIbTATIB;

OITIHKa 3aCTOCOBHOCTI MPEJICTABICHUX JIOKA31B 0 MICIIEBUX YMOB B YKpaiHi,

IIPE/ICTAaBIICHHS IOJATKOBUX aHali31B, KOJIU 3aCTOCYBaHHS OIIHKHM MOPIBHSUIBHOT
€(eKTUBHOCTI JOCIIPKYBaHOI TEXHOJIOT1i HEMOXJIMBO OTPUMATH 3 YCI€l CYKYIMHOCTI
AocCiHKeHb [1].

[IpencraBieHnii BUCHOBOK 1100 €(PEKTUBHOCTI Ta O€3MEKH 3aCTOCYBaHHS
MOPIBHIOBAHUX TEXHOJIOTIM € OCHOBOIO Il MPOBEICHHS (HApMaKOEKOHOMIYHOTO
ananizy (Pozain 4.3).

4.2.1. Jlani n151 OWiHKH, CTPATErisl NOIIYKY JaHMX, BiAOIp iHpopmanii

Ha Bcix etanax mporec Bi0Opy AaHUX JJIi CUCTEMaTUYHOTO OTJIAY Ma€e OyTH
BUKOHAHWM IPUHANMHI IBOMA €KCIIEPTAMM, SIK1 TPALFOIOTHh HE3AJIEHKHO Ta CAMOCTIHHO.
Crig noBiAOMIISITH TIPO CTYIIHB 3TOAU MK ekcnepramu. Kpamum MeTo10M yCyHeHHs
HEBIITIOBITHOCTEH € OTpUMAaHHS KOHCEHCYCY.

Jloka3oBi JaHi, MpeacTaBieH! B aHali3l €(peKTUBHOCTI, CTOCYIOThCS HE TUIBKU
e(eKTUBHOCTI 32 YMOB KJIIHIYHUX BUIIPOOYBaHb, aje TaKOX 1 32 YMOBaMHU pPeabHOI
KJITHIYHOT MPAKTUKHU.

Hani moTpiOHO 30upaTet 3a  JOMOMOTOK)  CHCTEMAaTHYHOTO  OTJIALY
PaHIOMI30BaHUX KIIHIYHUX JOCTI/PKEHh Ha OCHOBI MPOTOKOIY, PO3pOOJIEHOTO 13
3a3HAYEHHSIM METH, BPaXxOBYIOUM MOMYJIALIIO (MALIEHTIB), BTPYYaHHS, KOMIapaToOpH
ta pesynabtatd (PICO), 3 BUKOpPUCTAaHHAM BIAMOBIIHUX YITKUX Ta JETalli30BaHUX
KpUTEPIiB JJIsI BKIFOUCHHS/HEBKIIFOUEHHS JJAHUX J0 aHali3y, BUCBITJIICHHSIM CIIOCO0Y
OIIIHKM PU3UKY BUHUKHEHHSI CHCTEMATUYHOI MOMWJIKU Y BKIIOUYCHUX JOCTIIKEHHSX,
OLIIHKU JOCTOBIPHOCTI CYKYIHOCTI JOKa3iB 3 BUKopucTtanHaMm miaxony GRADE.
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Mae OyTu AeTaqbHO OMMCAHO METOAW IMOIIYKYy, SIKI TapaHTyIOTh, L0 BCl
BIJIMOBIAHI PaHIOMI30BaH1 KJIIHIUHI JAOCIIKEHHS a00 KOHTPOJIbOBAHI JOCIIIKEHHS
OyJi0 BKJIIOUYCHO B aHaii3 edeKTHUBHOCTI. OCHOBHOIO METOI0 € BH3HAYEHHS BCIX
PaHIOMI30BAaHUX KJIIHIYHMX JOCHIKEHb, SKI TOPIBHIOIOTH  JOCHIIKYBaHUN
JIKapChKUM 3aci0 13 JIKapChKUM 3aco00M a0o0 1HIIOK MEIMYHOK TEXHOJIOTIEIO
HOPIBHSAHHA. Y pa3si BIACYTHOCTI pssMuX NopiBHSAHB (aHr1. head-to-head trials), ciin
IIPOBECTH IOIIYK PaHJAOMI30BaHUX KIIIHIYHHUX JIOCHTI/DKCHb, 3a JIOIMOMOTOIO SIKHX
MOHa OyJie 3MIUCHATH HETPSME TIOPIBHIHHS. SIKII0 HEMOJIMBO TPOBECTU HETIPSIME
MOPIBHSHHSI, CJTiJT POBECTH MOIIYK KOHTPOJIHOBAHUX JOCHTIKEeHb [1,8].

VY BuUMaAKy 3acTOCYyBaHHS JIKAapChKUX 3aco0iB JUIsl JIIKYBaHHS PIAKICHUX
(opdanHNX) 3axBOpIOBaHb, HEOOXIHO BpaxyBaTH BECh CIEKTP KIIHIYHUX
JIOCJIIIKEHb, TOOTO BCl HasBHI JOKa30Bl1 JaHi, BKIIOYAIOYM CHCTEMATHYHI OIVISIN
Ta/ab0 MeTa-aHalli3u, PaHIOMI30BaH1 KJITHIYHI JOCIHIKEHHS (SIKI 3aKIHUWIIUCH Ta K1
TPUBAIOTH), NOCTIDKEHH Oe3 mopiBHAHHS (aHri. single arm study), cmoctepexHi
JTOCITIDKEHHST Ta JIOJATKOBO Oyib-sKl SKICHI JOKa30Bi JaHl, MOB’s3aHl 3 JOCBIJIOM
NAIl€HTIB, Ta KJIIHIYHUX €KCIIEPTIB, IKI BUKOPUCTOBYBAJIM OIIIHIOBaHY TEXHOJIOT1I0 00
3HaHOMi 3 BiJIIOBITHUM 3aXBOproBaHHsAM [43].

3a BIZCYTHOCTI BIAMOBIIHUX JOCIIKEHb, SIKI O€3MOCEpeHHO MOPIBHIOIOTH
JiKapchkuil 3acib, 10 BHUBYAETbCA Ta Kommaparop (mpsiMi  JOCHIIKEHHS),
PEKOMEHIYEThCSI HETpsiMe TOpIBHSHHSA. Bubip MK nOpsMuM Ta HENPIMHUM
MOPIBHSAHHAM € CHEHU(PIYHUM JUIsI KOHKPETHOTO KOHTEKCTY 1 3aJIeKUTh BIA
MIOCTaBJICHOTO0 MUTAHHS, @ TAKOXX HAsBHUX JOCTYIHHX JOKa3iB. Y pa3l HasBHOCTI
npsIMUX J0CTiDKeHb (aHrn. head-to-head studies) BHCOKOT METOHOJIOTIYHOI SKOCTI,
MpsIMI1 TOPIBHSHHS € KPAIIUMH, OCKUIBKY MICTATh BUCOKHI pPIBEHb TOKA30BOCTI.

SIKIO HEMOXJIMBO 3A1MCHUTH HENpsIME MOPIBHAHHS 3a JOMOMOTIOIO 3arajbHOi
KOHTPOJIbHOT Tpyn# (HEKOHTPOJbOBaHI JOCHI/DKEHHS a0o JOCHIKEeHHsS 0e3
MOpiBHAHHA (aHIIL. single arm study), HanpuKkIiIaa, y BUNAAKY JIIKapChbKUX 3aC001B, K1
3aCTOCOBYIOTHCA ISl JTIKYBaHHS PiAKICHUX (Op(haHHUX) 3aXBOPIOBaHb, MOXKYTh OyTH
PO3IJISIHYTI 1HIIT METOJIU, TaKi fK:

IPOCTEe MOPIBHSIHHS JOCIIKEHb 0€3 BTpy4YaHHs (aHTJI. haive comparison);

MOPIBHSIHHSL 3 TPYMOK ICTOPUYHOTO KOHTpoJdto (aHri. benchmarking with
historical controls);

MOPIBHSIHHSL PE3YJIbTATIB JIOCTIIPKEHHS MICJsSI KOPUTYBaHHS BIJIMIHHOCTEH B
XapaKTepUCTHKaX KaTeropii mamientis (anrit. matching-adjusted indirect comparison)
[9].

Crparerist nomyky iH@opmailii Mmae Oyt po3poOJsieHa Ha OCHOBI BH3HAYCHOI
npoOsieMyd 1 BigmoBimath pekoMmeHaaisMm pgoBigHuka “‘Cochrane handbook for
systematic reviews of interventions” 110710 HaJEKHOTO MPOBEICHHS CUCTEMATUYHOTO
oy [25].

Sxmo aHami3z e(eKTUBHOCTI TIPYHTYETbCS HAa KOTOPTHUX JOCIHIJIKEHHSX,
HEOOX1IHO HaJaTH TaKOX CTpaTeriio MOIIYyKY JUIsl PaHAOMiI30BaHUX KIIHIYHUX
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JOCTIIKEHb, 7S MATBEPAKEHHS 1X BiACcyTHOCTI. Kputepii nmomryky MaioTh MICTUTH
enementu cxemu PICO, npencraBneHoi B po3aini 4.1.

PexoMeH10BaHO, 1100 KIHIIEBUM pPE3yJIbTaTOM IIOMIYKY OYB TMepesiK ycix
JTOCTYIMHUX JOCIIDKCHB 1 JaHUX, HEOOXTHUX ISl HaJIIMHOT OIIHKU €(EeKTUBHOCTI Ta
Oe3MeKu JOCTIKYBaHOTO JIKapChKOT0 3ac00y.

[Iporec momryky JaHUX CIIiJ JETadbHO ONMUCATH B Takii opMi, 1100 Horo MokHa
OyJ10 BIITBOPUTH JJIs1 Bepudikariii.

[Ipe3enTariist pe3ynbTatiB MOIIYKY MICTUTh TaKy 1H(POpPMAIIO:
KJTIFOYOB1 TOIIYKOBI CJIOBA Ta IECKPUITOPH;

onepatopu “Boolean” (AND, OR, NOT);

G1abTPH;

YacOBHUI MPOMIKOK MOIIYKY / AaTa OCTAHHBOTO MOIIYKY;

KUIBKICTh  1I€HTH(IKOBAHMX 3alUCIB OKpPEMO i1 KOXXHOIO  3aIluTy,
BUKOPUCTAHOI'O B CTPATET1i MOLIYKY.

Anroput™M BIZOOpY Ta BKIIOYEHHS JOCIIDKCHHS B aHall3 KIIHIYHOI Ta
PaKTHUYHOI €PEKTUBHOCTI MIPEACTABICHU HAa PUCYHKY 3.

[lepeBipky BIAMOBIAHOCTI 1AEHTHU(PIKOBAHUX JIOKA30BUX JAHMX B aHaji3i
KPUTEPIIB BKIIOYECHHS JI0 JIOCHIPKEHHS PEKOMEHIYEThCS BHUKOHYBATH IIOETAITHO.
[Tepmuii eTan nepeadavyae BUOip Ha OCHOBI Ha3B 1 T€3, a 3r0JIOM — Ha OCHOBI TTOBHUX
TEKCTIB MyOJTiKaIlii.
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JlocmiKyBata TeXHOJIOT1A/ KoMIIapaTop

Y Y
Edekrupnicts kiiniuna (efficacy) EdextupHicts npaktnyna (effectiveness)
Y y

CHcTeMaTHYHUIH OTJIA IparMaTHYHKX a6o
CHOCTEPEKHUX KIHIYHHX JOCILIKEHb:

HOBHH Ta BaJIiHHIT
T

T T T

Hi Tax Tax Hi
PaniomizoBaHi KIIHIYHI JOCTIKEHHS 13

HPAMHM MOPIBHAHHAM MiK J0CTZKYBaHHMH

CreTeMaTHYHHIH O] PaHIOMi30BaHHX
KJITHIYHHUX JOCITIKEHb: HOBHIT Ta BaJIiJHUH

[Tparmatiyani abo crocTepekHi

. JIOCTIIZKEHHSI BUCOKOT BasliTHOCTI
MEJHYHHMH TEXHOJIOTIIMH

T T T T
Hi Tax Tax Hi
PannomizoBaHl KIIHIYHI JOCTIKCHHS, K1 CriocTepeskHI T0CTIHKCHHS 13 HIKY00
JI03BOJISIIOTE HENPSIME [OPIBHAHHS BAJIITHICTHO TA OIHCOBI JOCIIIKEHHS
1 B 1 1
Hi Takx Tak

l

HepaniomizoBaHi eKcriepHMeHTaTbHI
JIOCTIKEHHS, IOCTIKeHHA O3 TOPIBHSIHH,
IHII TOKa30Bi JaHi

T
Tak

Y

BrmiouenHs 1o aHanizy edekTuBHoCTI

Pucynok 3. Cxema anroputMy BUOOpY TaHUX JJI aHaJi3y €()EeKTUBHOCTI

Bubip pocnikeHHs 3A1MCHIOETBCS HAa OCHOBI KpHUTEpIiB BKIIIOUEHHS Ta
BUKJIIOYEHHS, 0OpaHuX MepeJl MoYaTKOM MOIIYKY, BIAMOBIAHO A0 Bu3HayeHoi PICO
cxeMu (TIPOTOKOJI CHCTEMaTHIHOTO orrsay) [1].

AHani3 Mae 4iTKO 1HpOPMYBATH PO KUIBKICTh JOCTYITHUX HAYKOBHUX IMyOJIiKaIliif
Ha KO’KHOMY €Talll MOIIyKY Ta Bi100opy AochikeHb. [Ipoiiec, 110 Beie 10 0CTaTOYHOTO
BIIOOPY, MOBMHEH OyTH TMpPEACTaBICHUM Yy BHUIVIAII CXEMH, IO BIJIMOBIAAE
pekomenaamism  PRISMA  (PRISMA  Flow Diagram) [http://www.prisma-
statement.org/].

Matoth OyTH 3a3HauyeHl MPUYUHUA BUKIIOYCHHS JOCIIKCHb HAa KOXHIN CTamii
B1100py Ta OOrpyHTOBaH1 MPUYMHU BUKITIOYCHHS (M1 MOBHOTEKCTOBUX MyOIiKaIIiif).
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Hanpuxmnan, maHi JOCHipKeHb MOXYTh OYTH BHUKIIOYEHI HAa OCHOBI TaKHX
I11JICTaB:

HEPaH/IOMI30BaHE JOCHIKEHHS (JMaHU KpUTepid HE € peJeBaHTHUM, KOJH
MOIIIYK MOBTOPIOETHCS AJI1 BU3HAYEHHSI HEPAHIOMI30BaHUX JIOCIIIJIKEHb );

HEKOPCKTHE  BTPyYaHHS  (HANpUKIAJA, KOJIM  MEIWYHA  TEXHOJIOTis
BUKOPHUCTOBYETHCS B KOMOIHAIIT 3 1HIIOO, IO BUXOJUTH 32 MEXI1 JOCIIIKYBaHOTO
TIOKA3aHHS JIJIS 3aCTOCYBaHHS);

JOCTDKEHHSI HE BKJIIOYA€ Ty KOTOPTY MAIl€HTIB, sKi OyIyTh HOTpeOyBaTu
JAHOTO JIIKAPCHKOTO 3ac00Y 32 BU3HAYECHUMH Y 3as1B1 MOKa3aHHSIMH,

HE TOPIBHIOETHCS 3 OCHOBHHUM KOMIIApaTopoM (HE CTOCYEThCS 3asiB/IOCHE,
CKJIQJICHUX Ha OCHOBI HEMPSMOTO TIOPIBHAHHSA PaHAOMI30BAHUX KIIHIYHHX
JOCTIIKEHB ).

HeoOximgHuM € mNpeacTaBlIeHHS MEPEeNiKy IOCHIIKEHb, BHUSBICHUX IIIJ 4ac
MOIIYKY, 13 3a3HAYCHHSM BKJIIOYCHUX/BUKIIOUEHUX JIOCTIDKEHb Ta MPUYHH
BUKJIIOUCHHs. J[7 1IbOro moTpiOHO NEpemiuMTH 1AeHTU(IKOBAHI JTOCIIIKEHHS
(manpukiaza, B TaOJUIIl), a TAKOXK 3a3HAUMTH, K1 3 HUX OYJIM BUKIIOYEHI Ta 3 SKOi
OpUYMHUA. Y pa3l HENpsSMOro MOPIBHSHHS JOJIaTKOBO HAJAaTU MEPEKEBY Jiarpamy
(aarnm. network diagram) 1 mnpencraButd Bcl  nocunanHsA. Chig BUBYHTH
HEOJHOPIAHICTH (aHTry. heterogeneity) B OCHOBHUX Ta MEPEXPECHUX JOCTIIKYBAHUX
JaHUX, OOTPYHTYBATH BUKIIIOUEHHS IOCIIIKEHb 3 PI3HUIICIO ¥ (haKTOpax, Kl MOXKYTh
BIUIMHYTH Ha 3al03UYEHHS 1 BUKOPUCTAHHS JOCIIKEHb TPU HENPSIMOMY IOPIBHSHHI

[1].
Takum 4MHOM, B pe3yJibTaTl MPOBEIECHOTO MOILIYKY Ta BiAOOpYy 1H(opmarii
BIIMOBIAHO /10 BUu3HayeHoi cxemu PICO, Mmoxe OyTu 3Hal1IeHO (PUCYHOK 4):

BXK€ OIYyOJIKOBAaHUN CUCTEeMAaTUYHUN OrJsa Ta MeTaaHamiz. J{ns  oIiHku

CUCTEMATUYHUX OTJISA/IIB PEKOMEHY€ThCS BUKOPUCTOBYBATHU Aitouy mkany AMSTAR
2,

JEeKUTbKa KJITHIYHUX JOCHIKEHB 3 IMOJIAJIBIITUM MMPOBEJICHHSIM CHCTEMAaTHYHOTO
oIS Iy/MeTa-aHami3y (OIIHKY SKOCTI IETaIbHO OMKUCAHO B po3iii 4.2.3);

OJIHE KJIIHIYHE HOCIIIKEHHS.
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AHani3 kaiHiuHol epekTHBHOCTI Ta Oe3neKkn

v

QopMyBaHH KITIHITHOTO TTHTAHHA 3

BUKOpHCTaHHAM cxeMH PICO

v

Bubip ta o0rpyHTYBaHHS TEXHONOTIT

MOPIBHSHHS

v

Ommc MeToy TIONIYKOBOI cTparerii

v

ITomyk

v

A

v

Bike orybrikoBaHHit
CHCTEMATHYHHI OIVIS M
MeTa-aHalli3

CaMOCTIHHO TIpOBEICHMUIT
CHUCTEMATHYHHIT OTIISI L YK
MeTa-aHani3

Omre gocrimkenns (PK/,
KOHTPOJILOBAHE JIOCITIIKCHHS,
KOTOPTHE TOCITIIKEHHS)

A 4

Orminka 3a AMSTAR aGo
aNBETepHATHBHUIT iHCTpYMEHT

ATBTCPHATHBHHI IHCTPYMCHT)

Or1rinka BimiOpaHmx
nocmimkens (Cochrane, abo

v

Y

Y

AHauti3 Ta IHTeprpeTaris
PE3YIBTATIB BiMOBITHO 0
BH3HAYCHHX KiHIICBHX TOUOK

AHasi3 Ta IHTepIpeTaris
pe3yTETATIB BiAMIOBITHO 10
BHU3HAYECHUX KiHI[EBHX TOUOK

Amnasnis Ta iHTEpIpeTaris
PE3YNBTATIB BiIMOBITHO 10
BH3HAYCHUX KiHIIEBUX TOYOK

OG'e/THAHHS PE3YIbTaTIB
JIOCITi JKEHD

Y

OLiiHKa 3aCTOCOBHOCTI
HPEe/ICTABICHUX J0Ka3iB 10
JIOKaJILHUX YMOB B YKpaiui

Pucynok 4. Indopmaniiini 6;10ku, pe3ynbTaTi NOWYKY MPU MPOBEACHHI aHAIIIZY
KJIIHIYHOT €()eKTUBHOCTI Ta OE3MEeKn

4.2.2. J’;xepeJia JaHUX

3a MOXO/KEHHSAM JaHl MOAUISIOTHCS Ha MEPBUHHI (KIIFOYOBI JOCIIIKEHHS, Ha
pe3ynbTaTax sSIKUX 0a3yrOThCs 1HIII JTOCHIKEHHS ), BTOPUHHI (OIliHKa, 00  €THAHHS Ta
1HTepHpeTallisi ePBUHHUX JKEPEJ) Ta TPETUHHI (BKIIOUEHHS SK TEPBUHHUX, TaK 1
BTOPUHHUX PECYpCIB iH(pOopMaITii).
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[To-mepire, cmig MPOBECTH CUCTEMATUYHUM TMONIYK JOKA30BUX TAHUX IOJI0
aHaj13y e(PeKTHMBHOCTI JOCIHIPKYBaHOI MEIMYHOI TEXHOJIOTIi BIJMOBIIHO IO METH
nocmipkeHHss. Cnijg BIA3HAYWTH, IO BIAMOBIAHO JIO KEPIBHUX PEKOMEHIAIii
MiXHapOIHOTO TOBapUCTBA (PapMaKOSKOHOMIYHMX JOCIIDKEHb Ta JOCHIIKEHb
pe3ynbTatiB JikyBaHHs ISPOR miono mepeHeceHHs NaHUX, JaHl €PEeKTUBHOCTI Ta
Oe3MeKu MOXKYTh OyTH TIepeHeceHi (3amo3nuyeHi) 3 1HIIMX KpaiH B pa3l BIAMOBIIHOCTI
JIOCTIKyBaHOMY HUTaHHIO [44,45].

Heo0ximHo BUKOHATH TONIYK HAsSBHUX CHUCTEMATHYHHMX OTJISIIIB, METaaHaJi3iB,
MEPBUHHMUX JKEpes 32 PEeKOMEHJOBaHUMHU 1H()OPMALIHHUMU pecypcaMu J0Ka30BOi
MeauIHA. B sKocTi 1oaaTkoBoi iHGOpMaIlli HaAaIOThCs BIIOMOCTI PO pe3yiabTaTh
MPOXO/DKEHHS 3asBJICHUM JIIKAPCHKUM 3acO00M TMPOIEAYPU OLIHKH MEIMYHUX
TEXHOJIOT1H B IHO3eMHHX KpaiHax (He3aJIeXHi 3BiTH, BUCHOBKH, pekoMeHzarlii 3 OMT)
IUISL TOCHIKYBAaHOI UIJIOBOI MOIMYJSLIi B pasi BIANOBIAHOCTI JOCIHIIKYBAaHOMY
MUTaHHIO.

Ha nactynmHomy erami aHanizy e€(peKTHBHOCTI CIiJl MPEICTABUTH BUCHOBKH 3
BUSIBJICHMX BTOPUHHUX JIPKEPEIN TI0Ka30BO1 MEAUIIMHY, SIKILO TaKi JKepesa 3HaleHO,
Ta OOTOBOPUTH 1X OOMEKEHHS, 30KpeMa B KOHTEKCTI METH Ta BUKOHAHHS JaHOTO
aHayizy.

BusznaueHi [oCHiDKEHHS TakoX MOXYTh OYTH BHUKOPHUCTaHI SK JKEPEIo
aHaMITUYHOI  1HGOpMaIil TMNpu  pO3B’A3aHHI  JOCHIIKYBaHOi mpooOiemu. B
OOTPYHTOBAHMX BHUIIAJKaX MPOBEJACHHS aHami3y e()EeKTUBHOCTI 3AIHCHIOETbCA 32
pe3yJbTaTaMu 3HAWJCHUX CUCTEeMAaTHYHUX OTJISIAIB (32 HEOOXIAHOCTI MPOBEACHHS
TAKOTO aHaJli3y 3a KOPOTKWHA dYac, SKIIO BHUSABJICHI OTJIAIA € CHUCTEMaTHIHUMH,
OHOBJICHMMH, BIJNOBIJAIOTh METI JOCIIDKEHHS Ta 1X METOJOJIOrIS BIAIIOBIIAE
BUMOTaM SIKOCTI).

MeTroo mNpoBeAEHHS CaMOCTIMHOTO CHCTEMATHYHOTO OIJIAy HEPBUHHUX
JOCIIKEHb € TOIIYK YCIX HAyKOBHX pe3YJbTaTiB, SIKI BIANOBIAAIOTH KPHUTEPIAM
BKJIFOUECHHS 70 aHamizy. [lo-mepie, ciijg MpOBECTH TONIYK JOCTIIKEHb, B SKHX
OI[IHIOBaHA TEXHOJOTiA Oyna Oe3mocepeHhO MOPIBHSHA 3 OOpaHUM KOMITAPATOPOM
(anri. head-to-head trials).

B oxpemMux Bumagkax peKOMEHIYEThCS TaKOX IIYKaTH 1HIIY MEIUYHYy
iH(dopmarrito y 6azax qaHux BiAMOBIIHO 10 pekoMenanii bazosoi mogeni EUnetHTA.
OcHoBHI 0a3u JNaHUX JJs TOMIYKY TEPBUHHHUX JDKEpENT TepepaxoBaHl BUIIE 1
3aCTOCOBYIOTHCS JJIsI TIOIIYKY CHUCTEMATHUYHHUX OTJISIIB, METa-aHalli31B, MEPBUHHUX
JOKEpeIT Ta I0AaTKOBO BUCHOBKIB/pekomeHali 3 OMT 1HIIKUX areHTCTB.

PexoMeH10BaHO JOMOBHUTU TOMIYK Oa3u JaHuX MeauyHoi i1Hdopmarii 3a
JIOTIOMOTO0 1HIIMX JIXKEPE, BKIIOYAI0UH:

NoCWJIaHHA Ha Jiteparypy (myOiikamiii mnpo KIiHIYHY e(QeKTHBHICTh Ta
PEe3yJIbTaTUBHICTH);

peecTpu KIIHIYHUX BUNpoOyBaHb (clinicaltrials.gov 1 clinicaltrialsregister.eu),
JUTSI TIONITYKY JTOCJTIJIPKEHb, SIK1 € 3aBEPIIICHI, ajie 111e He OmyOJIiKOBaHi.
42


https://paperpile.com/c/9G7GCH/y6IuJ+2ouIu

CT-H MO3YV 42-9.1:2023

Taxox ny1st moiryky 1oaatkoBoi iH(popmaii anst Bupimeras metu OMT moxHa
BUKOPUCTOBYBATH HI)KUE HABEJICHI METOIH 3 Pi3HOIO MipOIO JOKa30BOCTi:

KOHCYJIbTalll] 3 KIIIHIYHUMHU €KCIIePTaMH;

HECUCTEMATUYHHUH TOIIYK JaHUX, ONMyOJIiIKOBAaHUX Y CIICIiali30BaHNX BHJIAHHSX,
ajie He 1HJEeKCOBaH1 B MEIMYHMX 1H(POpMAIlIHHUX 0a3ax JaHUX;

3BEPHCHHS 1O aBTOPIB KIIHIYHHUX JOCIHIJKEHb, HAMPUKIAN, UISI OTPUMAaHHS
CrieliaIbHUX HEOMMyOIiIKOBaHUX MaTepiajiB 1 TaHUX;

BUKOPHUCTAHHSA CIIEI[IaTi30BaHUX MOLTYKOBUX CUCTEM;

KOHCYJIbTAIlll 3 BUPOOHUKAMHU, OCOOJIMBO CTOCOBHO iH(oOpMarii mpo moOiuHi
peaxiiii Ha MmiacTaBl MEePIOJUYHUX 3BITIB mpo Oe3mneky (aHri. periodic safety update
reports, PSUR);

BUKOPUCTAaHHA JAHUX PEECTPALIITHOTO JTOChE MpernapaTy, JOCTYIHOTO Ha BeO-
caiiTax peryiasTopHux oprasiB (Hanpukiaa, EMA, FDA).

Opnak, He3BaXalouyu Ha J0JIaTKOBO 3HAilIeH] BULIENIEpepaxoBaHi JKepena, 1aHi
aHai3y €(eKTUBHOCTI YIIOBHOBAKEHUM OpraHoM 3 jnepxaBHoi OMT pexomMeH0BaHO
OTPUMYBAaTH METOJOM TMPOBEACHHS CHUCTEMATUYHOIO OIJIAY PaHJIOMI30BaHHUX
KJIIHIYHUX JOCIIJKEHb, K TaKi, 1[0 MalOTh HAWBHIIHK CTYIIHb J0Ka30BOCTl. OJIHAK,
AKIIO CUCTEMaTUYHHUM OTJIsi IEPBUHHUX JOCIIKEHb HEIOCTYITHUM, TO OJTHE BEIIUKE
paHJ0MI30BaHe JOCTIKEHHS MOXE PO3TJISAATHCS SIK APYTMi HaWKpamuid BapiaHT.
HepangomizoBaHi JOCHITKEHHS MOXXYTh JOIOBHIOBATH pPaHAOMI30BaHI KIIHIYHI
TOCIIJKEHHS, KOJIM JI0Ka3u OOMexeHl, ad0 MOXYyTb OyTH OCHOBHUM JKEpEIOM
JI0OKa31B, KOJIU HEMA€E TAaHUX PaHJIOMI30BAaHUX KIIIHIYHUX JTOCTIKEHb.

VY pa3i HasBHOCTI JaHUX I0JI0 TPAKTUYHOI €(PEKTUBHOCTI a00 Pe3yJIbTATUBHOCTI
(anrn. effectiveness) BHKOpPUCTaHHSI JIIKAPCHKOTO 3aco0y iX MOUUIBHO Opatu 3
HaJIAHUX JOCIIIKEHb peajJbHUX JaHUX, MPOBEACHUX 32 YMOB PEAJIbHOI KIIHIYHOI
npaktuku (peansHi gaHi, RWD/RWE) B Ykpaini ta cBiti. Taki naHi € 10J1aTKOBUMHU
Jokepenamu  iHGopMallii 10 paHI0MI30BaHUX a00 HEpPaHJOMI30BaHUX KIITHIYHHUX
JOCTIIKEHb Ta € IPUMHATHUMU Y TOChE 3asiBHUKA.

3a Bu3HaueHHSIM pobouoi rpynu ekcreptiB ISPOR Tepmin «peanbHi nani» (aHrd.
real world data) oxortoe pizHOMaHITHI TUIH 1HPOPMAITii, TKI BAKOPUCTOBYIOTHCS IS
MPUUHATTS pillleHb Ta OTPUMAaH1 HE 13 PaHIOMI30BaHUX KJIIHIYHUX JOCTIIKEHb, a 3a
JAHUMHU pealbHOi KIIHIYHOI TNpakTuku. PeanbHi maHi BIAPI3HAIOTHCS 32 THUIIOM
pe3ynbTaTiB JiKyBaHHS (KJIIHIYHI, €KOHOMIYHI, OTPUMaH1 BiJl MAII€HTIB), HAIAHICTIO
1 BaJIAHICTIO JOKA30BUX JaHMX IS yXBaJCHHS PIillIeHb. 3a METOJOJOTIEI0 Ta
M1IX0/IaMH 10 OJEp>KaHHS pealbHUX JaHUX, X KIacU(pIKyIOTh Ha:

JOJATKOBI JI0 TPAIUIIMHUX PAHAOMI30BAaHMX KIHIYHUX JIOCTIKEHb —
nepepeecTpalliiiii, 3 METOI peecTpallii HOBOTO JIKapChKOro 3aco0y abo HOBHX
MOKa3aHb JI0 3aCTOCYBAHHS;
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MparMaTH4Hl KIIHIYHI JOCTIKEHHS, SKI MPOBOAATHCA B YMOBAaX pEalbHOIO
HaJaHHS MEIWYHOI JOMOMOTH, ajié MAaloTh INHPINI KpUTepii BKIIOYEHHS Ta
paHoMI3aIlli MaleHTIB y TPy JIKyBaHHS.

pPEECTpU — TPOCIEKTUBHI CIIOCTEPEXKHI KOTOPTHI JOCHIDKCHHS TIAIlI€HTIB 3
NICBHUM 3aXBOPIOBAHHSAM, SIKi OTPUMYIOTh BU3HAYCHE JIIKYBaHHS;

aJMIHICTPATHBHI Ha OCHOBI Jif0YuX 0a3 JaHUX;

OJIEp)KyBaH1 4Yepe3 ONMMUTYBaHHS Ta IHTEPB’IOBaHHS (paxiBIiB Ta mpodecioHaiB
OXOpPOHU 370pOB’s (JTiKapiB, MEANYHUX CECTEP TOIIO), (PapMaIEeBTUIHOTO CEKTOPY, a
TaKOX ITAIlI€HTIB,;

3HEOCOOJICH] JJaH1 eIEKTPOHHUX MEIUYHUX KapTOK MAaIli€HTIB.

OTxe, peanbHI [aHi, 3a HAsABHOCTI, MOXYTh OyTH HaJaHi 3asBHUKOM SIK
J0/1aTKoBa 1H(popMallis UIsl yXBaJe€HHS pIIeHb o0 (piHaHCYyBaHHA Ta peiMOypcarii
JKApChKUX 3aco0IB, OCKUIBKM BOHHM 3a0€3Me€Yyl0Th 1 BHUCBITIIIOIOTH PO3YMIHHS
pE3yNbTATIB JIIKYBaHHS MMALIIEHTIB 3@ PEAIbHUX YMOB, BIAOOPaXXYIOUHd A1H09Y NPAKTUKY
CUCTEMHU OXOPOHHU 370pOB’sl. PeanbHi JaH1 JOMOBHIOIOTH 1 YTOUHIOIOTH 1H(MOPMAIIIIO 3
KJIIHIYHOT €(EeKTUBHOCTI, OTPUMaHy SK «30JIOTUH CTaHIAPT» 13 PaHJIOMI30BaHHUX
KJIIHIYHUX JOCIIKEHb, TAHUMH 3 PealbHOT MPAKTHYHOI €()eKTUBHOCTI, OJIepKaHUMHU
BiJI IIMPIIIOT TOMYJIAIIT marieHTis [46].

Takum uYnHOM 3a0e€3MevyyeTbcs KOMIUIEKCHA 1H(poOpMallisl g MNPUAHSTTS
OOTPYHTOBAHOTO pIlIeHHS 11070 (iHAHCYBaHHS JIKapChKUX 3aco0iB. OrliHka

e(eKTUBHOCTI Mae 0a3yBaTHCs Ha JAHUX 3 HAMBUIIMM PIBHEM JOCTOBIPHOCTI (Tad.
2).

Ta0auis 2. Kinacudikaliis JaHUX 3a CTYIIEHAMHU J0Ka30BOCTi [9]

Tun Kareropisn Omnuc kareropii
JOCTiUKEeHHS | AOCJiIKeHH
A1

Cucrematnunuii  |IA MeraaHai3 Ha OCHOBI pe3yJIbTaTiB

OIJIsA] CHUCTEMATHYHOTO OTJISITy PaHIOMI30BaHHUX

PaHIOMI30BaHUX KJIIHIYHUX JOCIIIKEHD

KIIHIYHAX

JOCTIIKEHb IB CucTeMaTHYHUN OTJIS HA OCHOBI
PaHAOMI30BaHUX KJITHIYHUX JOCIIKEHb O€3 MeTa-
aHajizy

ExcniepumenTtanst | [TA PangoMizoBaHi KIIHIYHI JOCIIIKEHHS,

1 JOCHIIKEHHS BKJTIOUYAIOYH MPAarMaTUYHI paHI0Mi30BaH1 KJI1HIYHI
OCITIIKEHHS

IIB IIceBmopanmoMi30BaHi KIIHIYHI JOCTIKCHHS
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IcC HepannomizoBaHi KOHTPOJIbOBaH1 KITiHIUHI
JOCTIIKEHHS
11D JocmipkeHHs: 6e3 MopiBHAHHSA (aHTJI. single arm
study)
Kontponbosani  |IITA CucteMaTHYHUN OIS CLIOCTEPEKHUX
CIIOCTEPEIKHI JOCITIIKEHb
JOCIIJKEHHS _ ' .
I1IB [IpocriekTHBH1 KOTOPTH1 JOCIIIKEHHS 3
napayieIbHOIO KOHTPOJIBHOIO TPYIIOI0
IIIC [IpocniekTUBHI KOTOPTHI JOCTIHKEHHS 3
ICTOPUYHOIO KOHTPOJIBHOIO TPYTIOI0
D PerpocniekTUBHI KOTOPTHI JOCIHIJIKEHHS 3
napayieIbHOI0 KOHTPOJIBHOIO TPYIIOI0
IIIE JlocriKeHHsT BUTIaJOK-KOHTPOJIb (aHTJI. case-
control) (peTpOCIEeKTHBHI)

Omnucosi IVA JlocnikeHHs cepiii BUMAAKIB 3 Pe3ybTaTaMU
JOCIIIKEHHS niepes; abo miciist TeCTy (aHrJ. case series-pretest,
post test study)

VB JlocmimkeHHs cepiil BUNIAAKIB 3 pe3yJbTaTaMu
miciis TecTy (aHrJI. case series-post test study)
IVC [HII 1OCHTIIKEHHS B TPYIIl MAallI€HTIB
IVD Onuc KIITHIYHOTO BUMAJKY (aHTII. case report)
ExcneptHa nymka |V ExcriepTHa AyMKa Ha OCHOBI KJIIHIYHOTO JOCBIAY
Ta 3BITIB OMUTYBAaHHS €KCIIEPTIB

4.2.3. Ouinka 1KoCTi JaHUX

OuiHka $KOCTI JaHUX J03BOJIA€ BU3HAYUTU 1X BHYTPILIHIO Ta 30BHIIIHIO
BaIIHICTh. OIlIHKA SKOCTI JaHUX JOCIIPKE€Hb, BKIIOUCHUX JI0 aHaji3y, BUMAarae
BpaxyBaHHS KUIbKOX (haKTOPIB:

METOI0JIOT1I0 KOKHOI'O JOCTIKEHHS;

PU3HK CUCTEMATUYHOI MOMUIKK (aHrd. risk of bias);

MOCJTIIOBHICTh PE3YJIHTATIB OKPEMUX JTOCIIKEHb, BKIIFOUCHHUX B OTJIS;
0e3rmocepeHe 3aCTOCYBAaHHS PE3YJIBTATIB OO TOCTIKEHHS 0 ITHOBOI TPYTIH

MaI{l€HTIB.
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[linxin 70 BUOOpPY IHCTPYMEHTIB JIJIsl OLIHKH SIKOCTI BKJIIOUEHHMX y CaMOCTIHHO
NPOBEJACHUA CHUCTEMAaTHYHUN OIS KIIHIYHUX JOCTIDKEHb TPEACTaBICHUN Y
noBigauKy «Cochrane handbook for systematic reviews of interventions» [25]. [l
OIIIHKKM  PHU3UKY CHUCTEMAaTHUYHOI TOMIJIKH  paHJAOMI30BaHUX  JOCIIiKECHb
pekoMeH10BaHo 3acTocoByBaTH 1HCTpYMEHT «Risk Of Bias — 2 (RoB 2)», st ouinku
HEPaHIOMI30BaHMX J0CTiKeHb — iHCTpyMeHT «The Risk Of Bias In Non-randomized
Studies — of Interventions» (ROBINS-I), po3po6nenuii uienamu Cochrane Bias
Methods Group and the Cochrane Non-Randomised Studies of Interventions Methods
Group [25]. [lpwifHATHUM € BUKOPUCTAHHA IHIIUX IHCTPYMEHTIB 3 OIlIHKA
METOOJIOTIYHOI SKOCTI, BKJIIOYCHUX HEPAHIOMI30BAHHUX OCIIIKCHb, HAIPUKIIA],
JUCTH OIiHKH [26].

VY npoBeneHOMY CHUCTEMaTHYHOMY OTJISII MalOTh OYTH MPEACTaBICHI CyIKEHHS
PO PHU3HWK CHCTEMATHYHOI TIOMHIJIKH IOJ0 BAXJIMBUX PE3YJIBTATIB K OKPEMHUX
JOCIIKEHb, TAK 1 B paMKaX KUIBKOX JTOCIHIJKEHb. [HCTpYyMEHTH, pEKOMEHIOBAHI Y
noBigHUKYy «Cochrane handbook for systematic reviews of interventions» B qaHui yac
JUTS OI[IHKY PU3UKY CUCTEMATUYHOI MOMUJIKK B paMKaxX BKJIFOUEHHX JociimkeHs (RoB
2 ta ROBINS-I), natote 3arajibHe CyJPKEHHS PO PU3UK JIJIs OI[IHIOBAHOTO PE3YJIbTATY.
1106 y3aradbHUTH PU3UK CUCTEMATUYHOI MOMUJIKK PE3yJIbTATIB IOCHIIXKEHHS ITi]] 4ac
CUHTE3Y, /ISl OLIHKHU Ta 3BITHOCTI MPO JOCTOBIPHICTH JI0Ka31B (TOOTO BIIEBHEHOCTI B
KOPEKTHOCTI OIIIHKM €(eKTy) Mg KOXHOTO IOMEpPEeIHbO BU3HAUYEHOIO, KITHIYHO
BAXKJIUBOTO PE3YyJIbTATy Y CUCTEMATUYHOMY OIJISIAI HEOOX1THO 3aCTOCOBYBATH ITIJIX1]T
GRADE [25]. MoxHa BHUKOpPHCTOBYBAaTH OHJalH-iHCTpyMeHT GRADEpro
[https://www.gradeworkinggroup.org/].

4.2.4. Tlpe3enTanisi pe3yabTaTiB BKJIYEHUX J0CTiTXKEeHb

Jiist mpeicTaBiIeHHs AOCIKEHb yC1 JaH1, 0 CTOCYIOTHCSI KOHKPETHOI KIITHIYHO1
npobJsieMu, MalOTh OyTU 3BelieH1 B TaOmuill. HeoOxiqHO BKazaTw KUIBKICTh Ta THUI
BKJIFOYEHUX JOCIIJKeHb, XapaKTEPUCTUKU KOKHOTO JOCIIJKEHHS: paHJI0OMi3allilo,
METO]I IPUXOBYBAHHSI, «3aCIIIJICHHS» YYACHUKIB JOCIIKEHHS, MEepPioj] MPOBEICHHS
JOCIIKEHHS, KUTbKICTh MICIb POBEACHHS TOCIIKEHHS, CIIMCOK CIIOHCOPIB, PO3MIp
BUOIPKU MOCHIDKEHHS (BKa3aTH YU OyJW TMAIll€HTH, SIKI JIOCTPOKOBO 3aBEPIIHIIN
JOCIIJKEHHS Ta 3 SKUX MPUYHH), XapaKTEPUCTUKY marfieHTa (i3 3a3Ha4CHHSIM OyIb-
AKUX BIJIMIHHOCTEW MO0 CTaTi, BIKY, CTajii 3aXBOpIOBaHHS (IIPU HEOOX1IHOCTI),
COIIAJIBHOTO Ta €THIYHOTO MOXO/PKEHHS, CYIYTHIX 3aXBOPIOBAHb), A€Talll BTPYYaHHS
Ta MOBIJIOMJICHHSI TIPO PE3yJbTaTH (KPUTEPIi OI[IHKK MarOTh OyTH YITKO 3a3Ha4eHi B
TOCIIKEHH1). Y BUIAIKaX, KOJIUM BUMIPU PE3YJbTaTy BUMAraroTh JESKOTO CTYIEHS
cy0’€KTUBHOCTI, CJIIJT TIepeI0aYnTH BIJIMOBIIHI I0Ka3U TOTO, 110 BUKOPUCTAH1 BUMIPU
€ HaJIMHUMU 1 OyJIU TepeBIpeHI Nepe]l iX BUKOPUCTAHHIM, a TAKOXK Mepe10aurTH THITY
1H(opMaillito, 110 Mae BITHOMIEHHS JI0 30BHIITHLOT BaJITHOCTI.

CucTeMaTUYHUM OTJISI] PaHIOMI30BaHUX KIIIHIYHUX JOCIIKEHb (3 METaaHa130M
pe3yJbTaTIB BKIOUYEHUX MEPBUHHUX TOCIIIKEHb a00 06€3 HhOTr0), K1 BiJJOOpaKarOTh
KJIIHIYHY POOJIeMy 3 TOYKHU 30PY IITHOBOI MOMYJISAIIT, PEIEBAHTHOTO KOMIIapaTopa Ta
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KIHIIEBUX TOYOK, MAa€ HAMBUIIMK PIBEHb JOKA30BOCTI 32 YMOBH, 1110 BOHU € Cy4YaCHUMH
Ta BIJIMOBITAIOTh BUMOTaM IT0JI0 MPOBEIACHHS TaKUX JOCIIHKCHb.

[ligHICTh JOKa3iB 3aJEXUTh B TEpIIy Yepry BiJI METOJOJOTIYHOI SKOCTI
BKJTFOUEHOTO JTOCIIPKeHHS Ta BUKOHAHHS YMOB JIJISl OLIHKA METUYHUX TEXHOJIOTIH.

4.2.5. CuHTe3 1aHUX 1010 e(PeKTUBHOCTI

VY3aranpHeHHs pe3yJIbTaTiB CIPSIMOBAaHE Ha 3BEJCHHS 1IEHTU(DIKOBAHUX JaHUX Ta
BCTAHOBJICHHSI PIBHS HEBM3HAYEHOCTI OIIHKUA. 3a YMOBHM BIJCYTHOCTI 3HA4HOI
KJIIHIYHOI, METOJOJOTiYHOi ab0 CTaTUCTMYHOI HEOAHOPITHOCTI  JOCTIIKCHb
PEKOMEH/IOBAHO Y3araJdbHUTHU PE3yJbTaTH 3a JOMOMOro0 MeTaaHaizy. MeTaaHnanis
BUKOPHUCTOBYIOTh TO/J11, KOJIU 1ICHY€ O17IbIII€ OHOTO TOCIIHKEHHS, B IKOMY OLIIHIOETHCS
ebexkT BTpyuaHHs (abo ¢akTopa pPHU3WKY) 3 BUKOPHUCTAHHSM OJHOTO 1 TOTO XK
MOKa3HUKa pe3yibTaTy, a MEPBUHHI JOCTIKEHHS JOCTAaTHBO CXOXI 3a CKIAJAOM
YYaCHUKIB, 1HTEPBEHIIISIMHM, IO MOPIBHIOIOTHCS, YMOBaMHU, TPHUBAIICTIO, a TaKOXK
BU3HAYCHHSM 1 BUMIPIOBAHHSIM IMOKa3HUKA PE3yJIbTATy, 1100 0YyJI0 TOIIILHO 00'eAHATH
pe3yibTaT [MX JOCHipDKeHb. Pe3ynbratu  MeTa-aHamiziB, SK  IPaBUIIO,
MOBIJIOMJIAIOTECSL HA OCHOBI MOJIeNIOBaHHS (hIKCOBAHMX 1 BUMAJIKOBUX €(EKTiB, a
pe3yibTaTH BioOpaxaroThes rpadiuHo 3a 1onomororo aiarpamu «forest-ploty.

SIKmo KUTHKICHUM aHaji3 pe3yJibTaTiB HEMOKJIMBUM, CIIJI TPOBECTH SIKICHUUN
aHasi3 Ta MPEACTaBUTH MOT0 IPYHTOBHUM OIJISIZIOM JaHHUX (PEKOMEHJIOBAaHO y (popMi
TaOJINIIL) 3 MPOBEJECHOIO OIIHKOIO AKOCTI IUX JaHUX.

Crin npecTaBUTH TaKi pe3ybTaTH 3 KOKHOTO BUIIPOOYBAaHHS:
NepBUHHUMN (OCHOBHUI) PE3yJIbTaT, 3a3HAUYCHUMN Y IPOTOKOJI1 TOCI1IKEHHSI;
BTOPUHHI pe3yJIbTaTH.

[Ipy BUKOHaHHI CHUCTEMATHYHHUX OTJISIAIB TaKOX PEKOMEHIYEThCS BKa3aTH BCl
MOTEHLIMHO BaXKJIMBI JJis maiieHTa pe3yiabrati. Y noBigHuky GRADE Bu3HauaoTs,
BIJIMTOBIJTHO JI0 1X BaXKJIMBOCTI, TP KaTEropii pe3yabTaTiB MPY MPUIAHATTI PIlLICHb:

KPUTUYHUH pE3yNbTarT;
BAXKJIMBUM, aJIe HE KPUTUYHUN PE3yJIbTAaT;
oOMeKeHe 3HauUEHHS BaXJIMBOTO PE3yJIbTaTy.

Orunsan eTamiB po3risiAy BITHOCHOT BaXKIIMBOCTI pe3ynbTaTiB onucanuii B GRADE
noBigHuKy [47].

J171s KOKHOTO pe3yIbTaTy NOTPIOHO BU3HAYUTH, UM 1€ OYB OCHOBHUH pe3yjbTar,
BKa3aTH OJUHUII BUMIPY Ta METOJI CTATUCTUYHOTO aHaNi3y PO3PAXyHKIB PE3yJIbTaTIB
(amr. ITT — intention to treat, RR — risk ratio, PP — per protocol), onric TpuBayiocti
JIOCITIKEHHS.

Heo0OxinmHO y3aradbHUTH pPO3pPaxyHOK CTATHCTHYHOI CHJIM PE3YJbTATIB IS
BUSIBJICHHS 3MIH Ta BKa3aTH, SIK BPaXOBYIOThCS BIJICYTHI JaH1 (aHIJ1. missing data).
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4.2.6. AHaJi3 1aHNX 0e3nmeKu

AHaJi3 0e3neKkr OXOIUIIOE TakKli K OCHOBHI 1H(opMalliitHi OJ0KH, SK 1 aHai3
edextuBHOCTI. Kooy i1 mpeacTaBiaeHHs aHali3y O0e31eku Ta eeKTUBHOCTI 32 OCHOBY
B3STO 1JCHTHUYHI JOCIIDKCHHS, MPUUHATHUM € iX 00’€HaHa mpe3eHTarlis. SKIo
aHaji3 Oe3mekw TMOTpedye BKIIOYEHHS JO aHali3y e(QEeKTHUBHOCTI 1HIINX/a00
JOJATKOBUX JOCHIIKEHb, HEOOX1THUM TIPEJACTABUTH IIeH aHalli3 OKPEMO BiJ OILIIHKH
edexTuBHOCTI. MeToauka Ta TMOCTIOBHICTh IPEACTaBICHHS aHajizy 3 Oe3MleKH
BIJIMTOBI1a€ aHATI3y €(hEKTHBHOCTI.

Anamiz  0e3neKku MPOBOAUTHCS Ui  OLIHKH  PU3HKY  BHUKOPHUCTAHHS
JOCTIIKYBAaHOTO JIIKApChbKOro 3aco0y Ta BpaxoBye Horo moOiyHI peakiii Ta iHIi
1o0iYH1 SBUIIA, BIIMIHHOCTI MK SIKHMH CJIi1 qudepeniiroBaTy [48].

Mertoro aHamnizy Oe3neku €: iIeHTU(IKalld MOOIYHMX PEeaKiiii Ha JIKapChKHM
3aci0 Ta IHIIMX MOOIYHUX SIBUII, OLIHKA iX II0J0 YaCTOTH Ta KJIIHIYHOI 3HAYYIIOCTI,
MOPIBHSAHHA Npo(dUTIB O€3MEKH JOCIIKYBAaHOTO JIKapChKOI0 3ac00y Ta KoMIIapaTopa.

Ornsan ananizy 6e3neku mMae OyTH aJalTOBaHUM O BU3HAYEHOT METH aHami3y i
0COOJIMBOCTEH OCHTIIKYBAHOTO JIIKAPCHKOTO 3aco0y. Y JEIKUX BHUIIJIKaX aJTOPUTM
IPOBECHHS JOCITI/DKCHHS 3 aHali3y Oe3leKd Mo)ke OyTH aHAJIOTIYHHMM JI0 aHaTI3y
edextuBHOCTI. OHAK, 1€ YacTO Mae OyTH pO3IIMPEHA OIlIHKA, 30KpeMa, y BUITAJIKY
JTOCIIDKEHHS JIIKApChKUX 3ac001B, 10 YaCcTO BHUKJIMKAIOTh MOOIYHI peakiii. SKio
JTAHUX JTOCIIKEHb, BKIFOUEHUX JI0 aHaTI3y €(eKTUBHOCTI, HEJIOCTATHBO JIJIS OIlIHKH
npoduIro O€3MeKH, CI1J PO3TIASHYTH MTUTaHHS PO BKIKOYEHHS JOJATKOBUX KPUTEPIiB
CUCTEMAaTUYHOrO OrJsiay (KUIBKOCTI MAIEHTIB, MO0 SKMX TEXHOJOTISI MOXE OyTH
BUKOPUCTaHA, 1HIIWWA PEKUM JI03YBAaHHS, CHOCIO BBEIECHHS Ta 1H.), BUKOPUCTAHHSA
METO0JIOT1i BKIIFOYEHUX HOCIIKEHE.

SKio cTpareris NOLIyKY JOKAa30BHX JIaHUX, 10 CTOCYIOTHCS OI[IHKU O€3MEeKH, a
TAKOX KPUTEPii BKIIOYEHHS Ta BUKIIOUEHHS BIAPIZHAIOTHCS Bl KPUTEPIiB aHAIIZY
€()EeKTUBHOCTI, CI1J] IPEICTABUTH OKPEMY CTPATETIIO MOIIYKY.

Ominka Oe3nmekd TaKoXX Ma€ BpaxoBYBaTH JaHI mpo ToOIYHI peakiiii,
OMmyOJIIKOBaHI PEryJIsTOPHUMH OpraHamH, 110 KOHTPOJIIOIOTH O€3MeKy JIKapChKOTro
3aco0y (nanpukian, EMA, FDA, lleatp monitopuary BOO3 m. Ymcana).

J10J1aTKOBO PEKOMEHIYEThCSI TIPEACTABIISITH JIaHl 31 3BITIB MPO MOOIYHI peakinii
JiKapchKkoro 3aco0y, 1HIN MOOIYHI SBUINA, MIATOTOBJICHI (apMaleBTUYHUMU
KOMITaHISIMH Y POpPMi PETYJIIPHO OHOBJIIOBAHOTO 3BITY 3 O€3IEKH JIKapChKOTro 3aco0y,
JI03BOJICHOTO J10 Meau4yHOTOo 3acTocyBaHHs (PSUR).

Sxmo Bu3HAueHO OaraTo pI3HUX HECTHPUATIMBUX NOOIYHUX  PEaAKIiH,
JIOTYCKA€EThCSI 3BY3UTH OIIHKY O€3MEeKH 10 aHajaizy HaWBKIIMBIIIMX peakiii Ha
JiKapchKi 3aco0u (HaWOUIBII MOIIMpPEHi Ta cepito3Hi) [49].

Hanpuxnan, a1t KIHIYHUX AOCIIKEHb OHKOJOTIYHOTO MPOQII0 CTaHAAPTOM
3BITHOCTI PO TSKKICTh MOOIUHUX SIBUIIL € 3aralibHa TEPMIHOJIOT 1 KPUTEP1iB MOOIYHUX
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apuml (Common Terminology Criteria for Adverse Events, CTCAE), mo
npejcTasiena B Tadauii 3 [50].

Tabnuug 3. 3aranbHa Tepminodoris kputepiiB nodiunux siBuill (CTCAE, Bepcis
5)

Cryninb 1 |Jlerkuii; BiICyTHICTh CUMITOMIB a00 JIETKI CUMIITOMH;

JIKYBaHHS HE TIOKa3aHO; JIMIIIE KIiHIYHI a00 J1arHOCTHYHI
CIIOCTEPEIKEHHSI.

Crymnisb 2 |ITomipHuit; oOMexeHHS M0/IeHHOT MOOYTOBOI aKTUBHOCTI BIAMOBITHO
70 BIKY (IpUTOTYBaHHS 1K1, BAKOPUCTAHHA Tele(OHy, BUX1] B Mara3uH
3a MPOIYKTaMH YU OJSITOM TOLIO); TOKa3aHO MiHIMAaJIbHE JIOKaIbHE a00
HE1HBAa3UBHE JIIKYBaHHS.

Cryninb 3 | Tspkki a00 KIIIHIYHO 3HAUYILI, IPOTE HE HETAHHO 3arpO3JIUBI ISl )KUTTS
MoO14YHI SBUIIA; MOKa3aHO TOCHITaNi3alio ad0 NOIOBKEHHS ii TEPMIHY;
1HBaJI AM3allisl; OOMEXEHHS [0ACHHOT MOOYTOBOT aKTUBHOCTI,
MOB'A3aHOI 13 CAaMOOOCITYTrOBYBaHHAM (OIATaHHs, IPUIOM TKI,
JKapChKUX 3ac001B, MPOTE 0€3 MPUKYTOCTI /10 JIXKKA).

Cryninb 4 |3arpo3nuBi AJi )KATTS HACTIAKY; MOKa3aHE HEBIIKIAAHE MEUYHE
BTPYYaHHS.

Cryninp 5 |CMepTh, OB's13aHa 13 TOOIYHUM SBUILIEM.

4.2.7. IlpeacraBiieHHS pe3yJbTATIB

PesynbraTti KIHIYHUX JOCHIKEHb MAaOTh OyTH TMPEACTaBJICHI 32 TIOMOMOTOIO
3HaUYCHb TapameTpiB, MO (GIKCYIOTh BIAMIHHOCTI y TOKa3HUKY €(EKTHBHOCTI Ta
Oe3MeKr OIIHIOBAHOTO JIKAPCHhKOTOo 3aco0y y TMOpPIBHSHHI 3 KOMMapaTopoM
(HampuKIIa, CriBBITHOIICHHS IaHCIB (aHri. odds ratio), pi3HuI pu3ukiB (aHr. risk
difference), BimHOIIEHHS puU3MKIB (aHIJI. risk ratio), CHiIBBIIHOIIECHHS/KOE(ILIEHT
pusukiB (anria. hazard ratio), cranmaptuzoBana cepeans pizauus (anri. standardized
mean difference), 3Baxkena cepenns pizuuus (anrn weighted mean difference),
KUIBKICTh TAIIEHTIB, SIKMX HEOOX1AHO mpojikyBat (aHri. number needed to treat)
[21]. PesympraTu mist OinapHux 3miHHEMX (aHri. dichotomous outcome variables)
NPE3EHTYIOTHCS Y BUTJIAIL BIIHOCHUX 1 a0CONIOTHUX 3HAYEHb apaMeTpiB.

SIKI10 MPOBECTH MOPIBHSUIBHY OIIHKY aHaji3y e(eKTHBHOCTI JOCIIIKXyBaHOTO
JKApChKOTO 3ac00y HEMOKIJIMBO (HANpUKIaMd, JOCTIIHKCHHS Oe3 MOpiBHSHH (aHTII.
single arm study), aHai3 JaHUX 110,10 O€3MEKU, PE3YIBTATH TOCIIIKEHb, BKIIFOUCHHIX
710 aHaNi3y, MalOTh OYTH MPECTABIICHI B MOPIBHAJIBHUX TAOJIULISAX.

Pesynprat MeTaaHamizy Ciiji TPENCTaBUTH 3a JOTMOMOIOI0 BIJMOBIIHUX
YUCJIOBUX 3HaueHb Ta mgiarpamu «forest-ploty. HeoOXximHO mpencTtaBUTH OKpPEMO
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PE3yNbTAaTH KOXKHOTO JOCIHIKEHHS, BKIIOYEHOTO JI0 METaaHaJi3y (SKIIO MOKJIHMBO,
HajgaTd 1HQOpMAILI0 MPO CTATUCTUYHE 3HAYEHHS IlapaMeTpiB pe3yibTaTiB (p-
3HAaYeHHS, NOBipuMid iHTepBam). i1 KOXXHOTO MeETaaHali3y pe3ylbTaTH TEeCTy
HEOHOPITHOCTI CJIiA PEeACTaBUTH BiAMOB1AHO A0 AoBigHuKa «Cochrane handbook for
systematic reviews of interventions» (Hampukiaj, Xi-KBajgpaT TecT, 12 cTaTUCTHKA)
[25]. Pe3ysnbTaTu it OKpeMHX KiHIIEBUX TOYOK, 1[0 MAIOTh BUPIIIAIbHE 3HAYCHHS JIJISI
BUCHOBKY NpO €(EeKTUBHICTh Ta Oe3MNeKy, MOBUHHI OyTH MPEJCTaBJICHI y BUIJISII
TaOJIMII YUCTOBUX JAAHUX, 10 TOKA3yIOTh PO3MIp €(EeKTy OLIIHIOBAHOTO BTPyUYaHHS Ta
nocToBipHICTh naHux (anria. summary of findings table).

JlociKeHHs, K1 CyTTEBO BIAPI3HSIIOTHCA 32 OJHIEIO UM KIJTbKOMA KIIOUOBUMU
XapaKTepUCTHKaMH (HaIpHUKIal, yYaCHUKHU, BTPYYaHHS, BUMIPIOBAaHI PE3y/IbTaTH), HE
MAalOTh MTOE€THYBATHUCH.

BuzHaueHHsT NOCHIIKEHb /I HENpSAMOro MOPIBHSHHSA Mae Oa3yBaTuCAd Ha
CUCTEMAaTUYHOMY OrJsifl. PekoMeHIyeTbcsi peTenbHUuM  aHali3  MEeTOAOJOrIi
JOCIIJKEHHSI Ta OIlIHKA BIJIMIHHOCTEW Y MOMYJIALil, KOHTPOJILHOMY BTpy4YaHHI Ta
KIHIIEBUX TOYKaxX. BusaBIeHI BIAMIHHOCTI CIIiJT ITOAABATH Y BUTJISAII TaOJIHII.

HernpsiMme mopiBHSIHHS CI11]T POBOJAUTH JIUIIIE B TUX BUIAIKaX, KOJIM OCHOBHI JJaH1
JOOCHIIKEHb, LI0 TOPIBHIOIOTHCS, € OJHOPIJHUMHM Ta Y3TOJDKEHUMH, I1HAKIIE
pe3ysbTaTi He OyAyTh TOCTOBIPHUMHU. SIKIIO € mpsMi Ta HENpsAMI JOKa3H, iX MOXHa
OIL[IHUTH OKPEMO, a HENpsIMi JOKa3u MOAATH SIK JOJaTKOBU anani3. Ciia cripoOyBaTu
MOSICHUTU OyAb-sKI PO30LKHOCTI MIXK pe3yJbTaTaMH, OTPUMAaHMMH 3 OISy Ha
XapaKTePUCTHKH JTOCHiKeHHS [1].

4.2.8. O0MexeHHS T0CTiKeHHS

OOMexxeHHs nu3aiiHy aHaiizy Ta OOMEXEHHsI MIOAO0 HAasBHUX JaHUX CIiJ
MPEACTABIATH OKpeMo. HeoOXi/1HO 3a3HAaYUTH, SIKI 3 HUX OOMEKEHb MalOTh CTOCYHOK
70 3arajbHOi OIlIHKKM TEXHOJOTii Ta BKa3aTHM Ha CHOCI0 iX BIUIMBY Ha OI[IHKY
e(heKTUBHOCTI 1 O€3MEKH.

VY gacTuHi, 1110 CTOCYETHCS OOMEKEHb aHaJi3y, CJIiJl 3a3HAYUTH:
0OMEKEHHS 110/10 BUKOPUCTOBYBAHUX aHAJITUYHUX METO/IIB;
PU3HK TPE/ICTABIICHHS HETIOBHUX BUCHOBKIB.

Y dyacTuHi, IO CTOCYEThCS OOMEXKEHb HASBHUX JAHMUX, CIiJ 3a3HAYUTH
0OMEKEHHSI BHACJIJOK HEMOBHUX, HEOJHO3HAYHUX JaHUX Y KOHTEKCTI IEBHOL
po0IeMH, BKITIOYAIOUH:

00OMEKEHHS METOI0JIOT1i 300py JaHUX;

BHJI BKIIOUECHUX KJIIHIYHUX JIOCHIKEHD;

PHU3UK cHCTeMaTHYHOT moMUiIKH (aHri. risk of bias);
PO301KHOCTI B pe3yJjibTaTax;

BIJICYTHICTh OILIIHKH KJIIHIYHO 3HAYYIIUX KIHIIEBUX TOYOK;
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3HAYHI BTPATH JAHUX JUIsl IPOJAOBKEHHS TIOJIAJIBIIIOTO CIIOCTEPEKCHHST,
BIJICYTHICTh 1H(OpMAIIil IPO MEePeBIPKY KIHIIEBUX TOYOK.
4.2.9. BUuCHOBKH

Cnin mnpeacraBUTH BHCHOBKH, CGOpPMYJbOBaHI Ha OCHOBI pe3yJbTaTiB
MOPIBHSJIBHOTO aHaJi3y KIHIYHOT €(PEeKTUBHOCTI (pe3yJbTaTHMBHOCTI) Ta Oe3MeKu
JOCJTKYBAHOTO JIIKAPCHKOTO 3ac00y. EjeMeHTOM 0CTaTOYHMX BUCHOBKIB MOYKE OyTH
MOPIBHSAHHS KJIIHIYHOT €(EeKTUBHOCTI 3 €(EKTHUBHICTIO MPAKTUYHOIO (32 HAsSBHOCTI
naHux). BUCHOBKM MaroTh CTOCYBaTHCS METH aHamizy Ta OyTu Oe3mocepeaHbo
MOB'SI3aHUMU 3 OTPUMAHUMHU PE3yJIbTaTaMHU.

4.3. dapmakoeKOHOMIYHHUI aHAJI3

dapMaKOEKOHOMIUYHUN aHaji3 — eKOHOMIYHA OIIHKa JOCIIHKYBaHOTO
JKapChKOTro 3aco0y MOPIBHIHO 3 BIAMOBIIHUM KOMIApATOPOM, 11€HTU(IKOBAaHUM Mij
yac aHamizy mnpobiemu [51]. BuMiproroTh 1 MOpIBHIOKOTH SK BHTpAaTH, TaK 1
e(EeKTUBHICTh (PE3yJIbTATUBHICTh) JIKYBaHHS, 100 1HTEPIPETYBATU JJIsl IPUNUHATTS
pIIIEHB 1X CIIBBITHOIICHHS.

JUis KOPEKTHOTO Ta OOIPYHTOBAHOTO BHUOOPY METOAY (PapMaKOEKOHOMIUHOTO
aHaJli3y Ha eTall HOro IUIaHyBaHHS PEKOMEHI0OBAHO MPOBECTH OIVIAJ JITepaTypu AJis
imeHTudIKaIii BXKe MNpOBEJACHUX (HAPMAKOCKOHOMIYHUX aHAII3IB  OI[IHIOBAHOTO
JKapChKOTO 3ac00Y, 1110 BUKOPUCTOBYETHCS 3a MOKA3aHHSM, SIKE € IPEIMETOM IOTO
aHam3zy. SIK 4aCTHHY OIJISy PEKOMEHAYEThCS 3JIMCHUTH MOWIYK y 0a3ax JaHUX:
PubMed, 6iomioreka Kokpana, NICE Evidence search, EMBASE. Ilepentaueno
BUKOPUCTAHHA OKPEMHUX €KOHOMIYHHMX MOIIYKOBUX (UIbTPIB. SAKIo myOmikauis He
3HAXOAMUTHCS y BUIE3a3HAUCHHUX 0a3zax JaHUX MEAMYHOI 1H(opMalii, BOHU MOXKYTb
OyTH 3Hail/IeH1, 30KpeMa, Ha caiTax:

6asa mammx NHS EED Wopkcekoro ymiepcurery (Centre of review and
disseminations University of York: https://www.crd.york.ac.uk/CRDWeb/);

ISPOR (https://www.ispor.org/);
INAHTA (https://database.inahta.org/search/advanced);

0a3a ¢dapMakOEKOHOMIYHUX IyOJIKaIii, y SKHAX JOCTIIKyBajach IHUTSI4YA
TIOTTYJISIIIS (Paediatric Economic Database Evaluation (PEDE):
http://pede.cch.sickkids.ca/pede/index.jsp);

6a3a papmaxoexonomiunux myoikaiiiii (RePEc (Research Papers in Economics):
http://repec.org/);

peectp myOmikanii momo edexruBHocTi BUTpaT (Cost-Effectiveness Analysis
Registry: https://cear.tuftsmedicalcenter.org/);

rio0anbHUIM peecTp myOJiKaiii moa0 eeKTUBHOCTI BUTPAT y chepl OXOPOHH
310pOB'st (Global  Health  Cost  Effectiveness  Analysis  Registry:
https://cevr.tuftsmedicalcenter.org/databases/gh-cea-registry).
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Crix BKa3yBaTu MOCUIaHHS Ha 11eHTU(IKOBaHI MyOiKaiii pe3ynbTaTiB aHaJi31B
Ta TOCIIIKEHD.

4.3.1. MeTomoJ10risaa (papMaKOeKOHOMIYHOI0 AaHAJI3Y

ITokazHuku e(EeKTUBHOCTI (BMXKMBAHICTh, SKICTh KHUTTS TOINO), BKJIIOUYCHI IO
(hapMaKOEeKOHOMIYHOTO aHaji3y IS JOCHIPKYBAaHOTO JIKapChKOro 3acoly Ta
KOMITapaTopa, MaloTh OyTH BH3HA4Y€HI Ha OCHOBI JAaHUX KJIIHIYHOI €(EKTUBHOCTI Ta
oesneku. DapMaKOCKOHOMIYHUN aHalli3 Mae€ OYTH TMOCHIOBHUM IIOJ0 BHOOPY
KOMITapaTopa 3 aHAII30M PO3B’sI3aHHS TPOOIEMH, aHaJI30M €(heKTUBHOCTI Ta OE3MEeKH

[8,52].

Exonomiuna wmojenp Mae OyTH TMOJaHa 3 BHUKOPUCTAHHSAM MPOTPAMHOTO
3abe3neueHHs (MS Excel) Ta 103BOJSTH peparyBaHHs BXIJHHX JaHUX 1 GopMyln 3
METOIO ii epeBIpku. PO3pOOHHMK MOIE€Nl MAa€ YHUKATH BUKOPUCTAHHS IPOMIKHHUX 1 HE
Ha3BaHMX MapaMeTpiB y popmyrnax mojeni. Bei mani B Mojenni MatoTh OyTH JIOTTYHO
CTPYKTYPOBaHUMH 1 MO€JHAHUMU B €JUHUN PO3paxyHKoOBUU naHIor. HeoOxigHO
3a3HayvyaTy NOCUJIaHHS Ha JPKEpela JaHUX JJIs BXIIHUX [apaMeTpiB MOJEIIL.

PexomennoBani maxoau 10 MpoBeAeHHS (GapMaKOEKOHOMIYHOTO aHAaIli3y:

HOBUH (papmakoekoHOMiYHMK aHami3 (de NOVO) Ha miacTaBi pPe3y/bTaTIB
MOTIEPETHHO MPOBEIACHOTO MOIIYKY Ta pe3yJIbTaTIB aHali3y €(peKTUBHOCTI Ta O€3MEKH;

ajanTarlisi MpoBEJCHOr0 (PapMaKOEKOHOMIYHOTO aHai3y, SKIIO TaKWUi aHami3
IIPE/ICTABIICHO B KOHTEKCTI TI€1 %K MPOOJIEMATHKH.

PexoMeHI0BaHO  TpoBecTHM  ajanTaiilo  0a30Boi  (riaobanbHOi)  Mopeni
(apMaKOEKOHOMIYHOTO aHaji3y 3a 1i HasgBHOCTI y (opmi, IO peJIeBaHTHA 0
YKPaiHChKUX JIOKAJIbBHUX YMOB (JaHUX) 3TAHO 3 KepiBHUMHU pekoMeHaauiasmu ISPOR
I10J10 TIEPEHECEHHS (3aIT03UYCHHS) JaHUX B CKOHOMIYHMX OIliHKax [44,45].

BianoBigHO 10 MIXHApOJHOI MPAKTUKHU MEPEHECEHHS JAHMX 13 BUCOKOSKICHUX
1HO3eMHUX AociiKeHb 3 OMT B jiokaibH1 YMOBU € MOXKJIMBUM Ta PEKOMEHIOBAHUM.
Criz BII3HAYMUTH, IO JIUIIIE OKPEMI CKIIa0B1 eieMeHTH OMT € MOKXITUBUMU JI0 TAKOTO
nepeHeceHHs (3aM03uYeHHs ), TOMY Y3T0JKEHHS 3 JIOKAIbHUMU TAaHUMH € a0COFOTHO
HEOOX1THUM.

JlaH1 111010 MOKA3HUKIB TATaps 3aXBOPIOBAHHS (ITOIYJIAIIS MALIEHTIB, TOKa3HUKH
IIPOTPECYBAHHS 3aXBOPIOBAHHS, IIATPYNH TMAI€HTIB), HE3aJ0BOJIEHOT MEIUYHOI
noTpedu, KOPUCTI s 370poB’s (6a30Buil pus3MK, e€EeKTUBHICTH), BUTpAT, IIH Ta
TapudiB, COKUBAHHS PI3HUX CYMYyTHIX MEIUYHUX TEXHOJIOT1H Ta BIUTUBY Ha OIOIXKET,
noTpeOyIOTh aIanTarii Ta MPUCTOCYBAHHS JI0 JIOKAJTLHUX YMOB IIPOBEICHHS OIlIHKH.
Bukopucranss mapaMeTpiB KJIiHIYHOI €(hEKTUBHOCTI € MEHIII OOMEKEHHUM.

3 orsgAay Ha PI3HULIO B 0o0csirax OFOAXKETHUX KOIITIB, 110 BUIUIAIOTHCS Ha
¢dinaHcyBaHHS chepu OXOPOHH 3/I0POB’SI B PI3HUX JIeprKaBaxX, PIBHAX €KOHOMIYHOIO
PO3BUTKY Ta Oprasi3alii CHCTEMU OXOPOHU 3/I0pOB’sl B YKpaiHi Ta CBITI, HEPEHECEHHS
(3amo3uueHHs1) JaHUX TMPO BUTPATH € JAyke oOMexxeHuM. BuHukae mnotpeda
HacaMIiepe/l y JIOKaJbHUX JIaHUX — LIHW, Tapudu, BapTICHI MOKA3HUKU, CIOKHUTI
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pecypcu, TOMy TIpH afanTallii aHaji3y /10 MOTOYHUX YMOB HEOOXITHO BPaxOBYBATH
JIOKaJIbHI YKpaTHCHKI JaH1 11010 BUTPAT Ta BUKOPUCTAHHS PECYPCIB.

[TouaTkoBa IiHA — BXITHUM TapaMeTp I aHalizy e(PEKTHUBHOCTI BHUTpaT
JTOCIIDKYBAHOTO  JIIKAPCBKOTO 3aco0y PEKOMEHJIOBAaHO o0OupaTd 3  OQIIiitHO
onyOJIIKOBaHUX JaHUX, HAMPHUKIAA, PEECTPY OMTOBO-BIAMYCKHUX I[IH Ha JIIKAPCHKI
3acobu MO3, nakazie MO3 npo po3mojain JIiKapchbKUX 3aco0iB 3a OMOIKETHUMHU
nporpaMamMu, eJIeKTPOHHOI CHCTeMH IyOJIiYHUX 3aKyliBelb, ab0 MpeACTaBUTU
OOTPYHTOBaHY I[IHOBY MPOMO3UIIII0 3asIBHUKA — (hapMarleBTUIHOI KOMITaHii.

CtpykTypy Ta mapameTpu MOJIeIi o0 HMOBIPHOCTI 3aXBOPIOBAHOCTI, MPOTPECY
J1arHOCTUYHUX Ta TEPANeBTUYHUX TMPOLETYp, HABAHTAKCHHS HA 3aKJIaTud OXOPOHH
3M0pOB’sl, IO HAJalOTh TEPBUHHY, BTOPUHHY (CHEIialli30BaHy), TPETUHHY
(BHCOKOCIIEIIaTI30BaHy) MEIUYHY JOTIOMOTY TaKOX CJ1J1 aaNTyBaTH O YKPaiHChKHUX
YMOB (HalpuKiaj, AUMOBIPHICTh MPOBEACHHS TPAHCIUIAHTALlI OPraHiB 3aJie)KHO HE
TUIBKY BiJl CTaHy MAaIli€HTAa, a ¥ B1J MOKJIMBOCTENH CUCTEMU OXOPOHH 37I0POB’SI).

4.3.2. Bubip Jikapcbkoro 3aco0y a00 iHIIOI MeIM4YHOI TeXHOJOrIl
NOPiBHAHHSA (KOMIIapaTopa)

Bubip kommaparopa st papMakoeKOHOMIYHOTO aHaji3y Ma€ OyTH Y3TrOIKESHHM
3 TUM, 10 OyB BUKOPUCTAHHUM JJIsl KIHIYHOTO aHami3y. Sk yacTMHA JOJAaTKOBOTO
aHaI13y MOKJIMBE MTOPIBHSAHHSA 3 JIEKUIbKOMa KOMITapaTOpaMHu.

SIK1o KoMmapaTop NMpeAcTaBIEeHUI FTeHEPUYHUMHU JTIKapChbKUMH 3aco0amu, TO1
ciig oOpaT 71l MOPIBHAHHS TOProBeIbHY Ha3BYy TOTO JIIKApCHKOro 3acoly, sika Mae
HalOUIbIIy NMUTOMY Bary Ha PUHKY 3a KUIBKICTIO ymakoBokK (abo DDD). V pasi
OJIHAKOBOT'O O0OCSTY MPOJIaXKiB — TOM JIKapChKHUM 3aci0, 10 Mae HUXYY I[IHY 3a
OJIMHHULIIO JIIKAPCHKOT (POPMH.

JlaH1 1040 IHU HA KOMITApAaTOp MOKHA OTPUMATH 3 HACTYIHUX JIXKEPE:

Haka3ziB MO3 VYkpaiHu npo po3mojiiia JIKaApChbKUX 3ac001B 3a OHOKETHUMU
porpaMamu;

pPEECTPY JKAPCHKUX 3ac001B, sKI MIAraloTh peiMOypcarlii 3a Mporpamoro
JIEp>KaBHUX TapaHTii MeIUYHOTO 00cayroByBaHHs HaceneHHss MO3 Ykpainu;

€JIEKTPOHHOI CUCTEMU MyOIIYHUX 3aKymiBenb (Hanpukiaa, Prozorro);

0a3 JaHuWX EeKCHEePTHO-aHATITHYHUX JOCHIKEHb (apMarleBTUYHOTO PHUHKY
VYkpainu (rocmiTaabHUNA CErMEHT);

PEECTPY OMTOBO-BIAMYCKHUX IIIH Ha JKapchki 3acobm MO3 Vkpainu 3
JI0JTaBaHHAM TPAHUYHOI IMOCTaYaIbHUIIBKO-30yTOBOI HaI0OaBKH.

Jlns BUOOPY IIHK HA KOMITapaTOp PEKOMEHI0BAHO Ha/IaBaTH TMepeBary peaabHii
3aKyMiBeJIbHIN 11HI 3 MEPCIEKTUBU CUCTEMHU OXOPOHU 3/10pOB’A (IJIaTHUKA).
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4.3.3. IlepcnexkTuBa

OOpana TmMepCreKTUBAa CKOHOMIYHOI OIIHKK € KJIIOYOBUM €IIEMEHTOM Y
BU3HAYEHHI BUTPAT Ta PE3yJIbTaTiB JIIKYBaHHS, SKi MalOTh OyTH BKIIOYECHHUMH [0
aHam3zy [52].

AHani3 Mae TPOBOAMTHUCA 3 YpPaxyBaHHAM MOXJIMBOCTEH Ta IOBHOBAKEHb
3aKyIiBeIbHUKA 111010 (PiHAHCYBAHHS MEIMYHHMX TEXHOJIOT1H Ta MOCYT 13 IEPKABHOTO
Ta MICLIEBOTO OIOJDKETIB, @ TAK0K MOKJIMBOCTEH 3aKjaay OXOPOHHU 3/10POB’sl, KUl
3000B's13aHUI (DIHAHCYBATH MEIWYHI MOCIYTH 32 PaXyHOK KOIITIB JEPKaBHOTO Ta
MICIIEBOTO OFOJKETIB, @ TaKOK MAIlIEHTIB, 3 ypaxXyBaHHAM HasBHOCTI MEXaHI3MiB
CIIBOIJIATH 32 MEIUYHI MOCIYTH Ta JIKapCchbKi 3aco0, HAMPUKIIA, B paMKaXxX Mporpam
peiMOypcarii (CrijibHa TEPCHEKTHBA JEPKaBHOTO OFOKETY Ta MAaIli€eHTiB). Ko
CIIBOIIaTa TMalli€eHTaMH BIACYTHS a00 He3HayHa B TMOPIBHAHHI 3 BUTpaTaMu
JIEP’KaBHOTO Ta MICUEBOI0 OFO/KETIB, MOKHA CKOPUCTATUCA JIMIIE MEPCHEKTUBOIO
IJIaTHUKA - IEPAKABHOTO Ta MICHEBOI0 OIOJIKETIB.

[Ipu mpoBeneHHi aHamizy e(QEKTHMBHOCTI BUTpPAT PEKOMEHJIOBAHO HaJaBaTH
nepeBary IepCreKTUBI CUCTEMHU OXOPOHHU 370poB’s (IUIaTHHKA y cdepi OXOPOHH
3I0POB’S).

4.3.4. YacoBuii rOpu30HT

BaxxnuBuMm erarnom € BUOip 4aCOBOI'0 TOPU30HTY, TOOTO IPOMIXKKY Hacy, 3a KU
BUTpATH Ta PE3yJbTaTU JIIKYBaHHS MaroTh OyTH BUMIpsHI Ta oliHeHi. TpuBamicth
9aCOBOT'0 TOPHU30HTY 3aJIC)KUTH BiJI MEPCIICKTUBU CKOHOMIYHOI OIHKH [8,52].

YacoBuil ropu30oHT (PApMAKOEKOHOMIYHOIO aHaiizy Mae OyTH JIOCTaTHBO
TPUBAJIMNM, 11100 MPOBECTH OLIHKY BIAMIHHOCTEH MK pe3yJbTaTaMU Ta BUTpATaMU Ha
OLIIHIOBAaHWM JIIKapCchbkui 3aci® Ta KommapaTop. YacoBuil TOPU3OHT Mae OyTu
OJIHAKOBUM JIJIs BUMIPIOBAHHS SIK BAPTOCTI1, TaK 1 pe3yibTaTiB i 310poB’a. OOpaHa
JOBXMHA YaCOBOTO TOPU30HTY Ma€ BIJMOBIJATH XapaKTepy Mepediry 3aXBOPIOBAHHS
(rocTpuii UM XpOHIYHUI) Ta (IKCYBaTH 3MIHM B CTaH1 3/I0pOB’S Malll€HTa MPOTITOM
4acy, JIOCTaTHBOTO JUIsl OIIIHKM TakWX 3MIH B TIOBHOMY 00cCs3i. Y BHITaJIKy
3aCTOCYBAHHS MEAMYHUX TEXHOJIOTIM, MpHU 3aCTOCYBaHHI SIKUX SKHUX BUHUKAIOThH
pe3yibTaTH Ta Pi3HI BUTPATA MPOTITOM YChOTO OKUTTS TAII€HTA, CIiA
BUKOPUCTOBYBAaTH YaCOBUHN TOPU3OHT TPHUBATICTIO 10 KiHIA *)uUTTs (aHri. lifetime
horizon). YacoBuit rOpHU30HT, 110 € KOPOTIINM 32 TPUBATICTh KHUTTS MAIIEHTA, MOXKE
OyTH 3aCTOCOBAaHUM Yy BHUIIAJIKY SIKIIO BIJACYTHSI IOBEJEHA PI3HUII IIOJ0 CMEPTHOCTI
I1J] Yac 3aCTOCYBaHHS MOPIBHIOBAHUX TEXHOJIOTIH, a BIAMIHHOCTI MK pe3yJibTaTaMU
Ta BUTpaTaMU BUHUKAIOTh IPOTATOM KOPOTKOT'O YACOBOTO MEPIOAY.

k1110 eKOHOMIYHUHN aHalli3 CIPSMOBAHUN HAa MIHIMI3aIlil0 BUTPAT, a BUTPATH Ha
BUKOPHUCTAHHS NMOPIBHIOBAHUX MEIMYHUX TEXHOJIOTIN € MOCTITHUMU y Yaci, B TAKOMY
BUIAJIKY TPUBAIICTh YaCOBOI'O TOPU3OHTY MOKHA MPUIHATH 1 pik.
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4.3.5. MeToau (papMaKoeKOHOMIYHOI0 AHAJI3Y

VY CBITOBII MPaKTHIIl 3aCTOCOBYIOTHCSI OCHOBHI METOJU (hapMaKOEKOHOMIYHOTO
aHajizy (tabmuis 4), ki BIAPI3HAIOTHCS 32 METOI, CIIOCOOOM IPOBEIEHHS, PIBHEM
yXBaJICHHS PIIIEHb y CHUCTEM1 OXOPOHHM 370pOB’s (LIEHTpaJbHUM, PETiOHAIBHU)

[2,8,20,51], a came:
aHaJIi3 MiHiMi3allis BUTpar (aHri. cost-minimization analysis);
aHaJli3 BUTpaTH-ePeKTUBHICTH (aHIII. cost-effectiveness analysis);
aHaJTi3 BUTpaTU-KOpUCTH (aHrI. cost-utility analysis);
aHaJTi3 BUTpaTH-BUroaa (aHri. cost-benefit analysis).

Tabmunsg 4. MeTtoau dhapMakOEKOHOMIYHOTO aHAITi3

Meton AHraidcbknid | OguHMNII OanHuni BUMIipIOBaHHA

(papMakoeKOHOMIYHO | TEpMiH BUMIPIOBAaHH |e()eKTUBHOCTI

ro aHaJi3y sl BUTpPAT

MiHimizaliis BUTpaT cost IPOIIOBI OJIHAKOBI ITOKA3HUKHU
minimization  |oguHMII e(EeKTUBHOCTI Ta Oe3MeKn
analysis (CMA)

Butparu- cost- IPOIIOBI HaTypaJIbH1 OJTMHUILL:

eeKTHBHICTS effectlyeness OJTUHHITI PiBEHb THCKY KPOBi, PiBeHb
analysis (CEA) TIFOKO3H, TOCITaIi3aIlii,

BUMAJKUA CMEPTI

BurpaTtu-kopucts cost-utility IPOIIOBI TeHepUYHA METPHUKA
analysis (CUA) |oaunauii 3JI0pOB’S:
POKH KUTTS, CKOPUTOBaHI1
Ha sKicTh (QALY)
Burtparu-Buroaa cost-benefit IPOIIIOBI I'POIIOBI OJTMHUIIL

analysis (CBA) |oguauI

Meron ¢apMakOEKOHOMIYHOTO aHaJli3y 3aBXAM OOUPAETHCS BIAMOBIAHO [0
BUSIBJICHOTO Ta BUMIPSIHOTO PE3yJIbTaTy s 370poB’si. DapMaKkOeKOHOMIYHUIN aHai3
Ma€ BKJIIOUATH aHaji3 BUTPATU-KOPUCTh a00 BUTPATH-EPEKTUBHICTh. 3a BIJICYTHOCTI
BIJIMOBITHUX JaHUX IMIOAO SIKOCTI KHUTTS JUIsl BUKOHAHHS aHANI3y BUTPATHU-KOPHUCTD,
BUKOHYETHCSI aHAII3 BUTpPATU-C€EKTHBHICTh, B PE3yJbTaTax SIKOTO CEpell I1HIINX
MOKa3HHUKIB MPEICTaBJICHI JaHi PO 10JaH1 poku xKuTTs (aHri. life years gained, LYQG).

AHaJii3 MiHIiMi3alii BUTpar

AHaJi3 MiHIMI3allii BUTPAT MOXKe OYTH 3aCTOCOBaHUM, AKIIO 1€ OOIPYHTOBAHO
HAsSBHICTIO JOKA30BUX JAaHMUX, JI€ BCTAHOBJIEHO, IO MOKa3HUKH €(EKTUBHOCTI Ta
0e3IeKH MOPIBHIOBAHUX MEANYHUX TEXHOJIOTIH € CIIBCTAaBHUMU, TOOTO MOPIBHIOBAHI
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MEIUYHI TEXHOJIOTI] € TEepamneBTUYHO EKBIBAJCHTHUMHU. Y I[bOMY BHIMAJAKYy aHaJi3
MOJISITa€ TUIBKY y TIOPIBHSIHHI BUTpAT.

AHaJIi3 ePeKTUBHOCTI BUTPAT

Mera aHanmizy e()EKTUBHOCTI BUTpAT MOJISATa€ y BHU3HAYEHHI CITIBBIJIHOIICHHS
pI3HUIII  BapTOCTi O pI3HUII  €(PEKTUBHOCTI  MOPIBHIOBAHUX  MEIMYHUX
TexHosorii. llel mMeTon 103BOJIsSi€ BU3HAYUTH BapTICTh OJWHHUIN €(PEKTHBHOCTI Ta
MOPIBHATH J0JIATKOBI BUTPATH 3 JOAATKOBOIO KOPUCTIO (€(DEeKTUBHICTIO). Pe3ynbratu
MaroTh OyTH BUPaXCHI B OJTHAKOBUX HATYyPATbHUX OJUHUIISAX.

B anani3i eheKTUBHOCTI BUTPAT PO3PAXOBYETHCS 1HKPEMEHTAJIHHHUI MOKa3HUK
epextuBHOCTi BHTpar ICER (amrn. incremental cost-effectiveness ratio) —
CHIBBITHOIICHHSI PI3HUIIl BUTPAT 10 PI3HULI T[OKAa3HUKIB €(EKTUBHOCTI JUIA
MOPIBHIOBAaHUX MEIUYHMX TEXHOJOrIH, fKe BlAoOpakae JO0JaTKOBI BUTpPAaTH Ha
JOJIaTKOBY OJIMHMINO €()EKTHUBHOCTI.

JUist BiIOOpakeHHsSI PI3HMII MK BHTpaTaMHd Ta MOKa3HUKaMU pe3yJbTaTy
3aCTOCYBaHHS JBOX IOPIBHIOBAHUX MEIMYHUX TEXHOJIOTIH BUKOPUCTOBYETHCS
«IIOIMHA €PEeKTUBHOCTI BUTpaT» (aHri. cost-effectiveness plane), mo 300pakena Ha
pucynky 5. I[lnmommHa po3NOAISETHCS HA YOTUPU KBaApaHTU. Bick abcrmc
BiJI0Opaka€ PI3HUII0 TMOKA3HUKIB €()EKTUBHOCTI MIXK JOCTIHKYBAHOK MEIUYHOIO
TEXHOJIOTI€I0 Ta TEXHOJOTIEI0 TMOPIBHAHHS, BICH OpPJIMHAT — PIZHUIIO BUTpAT.
PesynbTraT 3acTOCYBaHHS TEXHOJIOTI HOPIBHIHHS (KOMITApaTopa) 3HAXOIUTHCS B TOYII
MOYaTKy KOOPAUHAT.

SAxmo po3paxoBanuil pe3ynbrar ICER 3naxoauthes B kBajapanTi Il (Touka D),
JOCIIKyBaHa TEXHOJIOTIA € OUTblI €()eKTUBHOIO Ta MEHII BUTPATHOIO MOPIBHAHO 3
KOMITapaToOpoM, SIKIIO0 B KBaapaHTi [V — mMeHI epeKkTUBHOI Ta OUIbLI BUTPATHOIO
(Touka B).

Axmo pospaxoBanuit pesynbraT ICER 3Haxoauthes B kBagpantax [ ab6o III
(Touka A ab6o C), BUOIp 3a1€KUTh Bl pe3yJIbTaTiB MOPIBHAHHS 3 MIKAJIOK TPAHUYHUX
3HaueHb ICER, 1110 € moporom miaTocnpoMoKHOCTI, SIKA TTPEICTaBICHUI Ha TpadiKy
JiaroHa bHOKO JTiHi€ero [47].

[Topir mmarocnpoMoxkHocTi (anri. willingness-to-pay line, threshold line) —
MaKCHUMaJIbHa KIJTBKICTh (JIHAHCOBUX PECYPCIB, Ky IUIATHUK TOTOBUN BUTPATUTH 32
J0JIaTKOBY OJMHUIK0 OTPUMAHOTO 3/I0POB’S, IO HAaJa€ JOCTIIKyBaHA MEIUYHA
texHoJoris (oguH QALY). Menuuna texnosorisa, mo Mmae 3HadeHHs [CER B 30Hi
HWKYE ITOPOTY MIATOCTIPOMOYKHOCTI, BBAXKAETHCSI BATPATHO-E(hEKTUBHOIO.
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Pisuuug BuTpar

+ A ITopir roToBHOCTI
v T/1IaTUTH I
Texnonoris B: TexHonoria A:
meHL! edekTHBHa, @ B ® A Oinew edekTHBHA,
6inbLu BUTpaTHa, 6inbL BUTpaTHa,
HDXK KOMI1apaTop HLX KOMI1apaTop

Komnaparop

- \ i PisHuia

\j

! eheKTHBHOCTI
/
/
/
/
/

Texuounoria C: // TexHoJioria D:
MeHIl e(heKTHBHa, o C / o D 6inbi eeKTHBHA,
MeHLLI BUTPaTHa, / MeHILI BUTPATHa,
Hi’K KOMMapaTop ’ Hi>K KOMTMapaTop

I I

Pucynok 5. Ilnmomunaa epexTuBHOCTI BUTPAT
AHaJII3 BUTPATH-KOPHUCTH

Meron ¢apMakO€KOHOMIYHOIO aHaJI3y BUTPATU-KOPUCTh PO3TISIAETHCA SK
OKpeMHUI BHJ aHaji3y BUTPATU-€PEKTUBHICTh, B SAKOMY pE3yJIbTaTH JIKyBaHHA

MIPEJICTaBIICHI SIK POKH JKUTTS, CKOPUTOBaHI Ha sIKicTh (aHr1. quality adjusted life years,
QALY).

[Toxa3snukoM edekTUBHOCTI B aHami3l BUTpath-kopucth € QALY, mpo e
napamMeTpoM, SIKHUM BPaxOBY€ SIK KUIBKICTh TPOXKUTUX POKIB, TaK 1 SKICTh JKUTTSA
narienta. Ilpu npoMy SKICTh JKUTTS 3MiHIOEThCS Big O (ctan cmepti) mo 1
(TIMOTEeTUYHUI CTaH MAKCUMAJILHOTO 310pOB’s1). Bubip 3Hauens kopucti (aHri. utility)
CTaHiB 3/I0POB’Sl Ma€ 3HAYHHM BIUIMB Ha PE3yJIbTaTH TAKOTO aHATI3Y.

Pi3Hi MeTonu BUMIpIOBaHHS KOPUCTI MOXYTh JAaTH Pi3HI pe3yjbTaTH IJIs TUX
caMUX CTaHIB 310poB’si. Pe3ynbratu y papMakoeKOHOMIYHOMY aHalli31 BU3HAYAIOTh HE
caMl 3HaYEHHS KOPUCTI, a BIAMIHHOCTI MI3K KOPUCTIO MIPU PI3HUX CTaHAX 370POB’S, LI0
BUKOPUCTOBYIOTBCS B MOJENl. 3 1l€i NPUYMHHU JIOLIIBHO BUKOPHUCTOBYBATU
NOCJIIIOBHUM METOJI BUMIPIOBAHHS KOPHUCTI [JIsl OLIHKM BCIX CTaHIB 3J0POB’S,
BKJIFOUEHUX B aHaNI3.

K0 TOKa3HUKKW KOPUCHOCTI BIJMOBIAAIOTh KOPHUCHOCTI TiepeOyBaHHS B
NEBHOMY CTaH1 370pOB’sl, HEOOX1THO BPaXOBYBATH BIUIMB JIIKYBaHHS, IO 3aCTOCOBYE
MAIi€HT, MUIIXOM BpaxXyBaHHS MOKA3HUKIB 3HMKEHHS KOpUcHOCTI (anri. disutility).
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[Tpu BuOOPI JKepen BXiJHUX JaHUX MO0 MOKa3HUKIB KOPUCHOCTI Ta TOKA3HUKIB
3HIDKCHHS KOPHUCHOCTI TIepeBara HaJaeTbCs JaHUM, IO 30Mpanucs y Talli€HTIB
JOCITIDKeHHS, a00 JOCIIKEeHb, 3 SKUX OyJIM OTpUMaHi JaHl IIOJ0 IMOPIBHSIBHOT
KJIIHIYHOI €(DEKTUBHOCTI 3asBJICHOI MEIWYHOI TEXHOJIOT1l Ta MEIWYHOI TEXHOJIOTii
nopiBHsHHs (puc.6) [10].

[HCTpyMEHTOM Ui BUMIPIOBaHHS SIKOCTI JKHTTSA JIOPOCIHX TEPEBAXKHO €
ormutyBajdbHUK EQ-5D (Bepcis EQ-5D-3L abo EQ-5D-5L) [53,54]. 3minu B sikocTi
JKUTTS IOBUHHI TTOBIJJOMJIATHCS O€3MTOCEPETHBO MaIliEHTaMH (3alT0BHEHHS aHkeTH EQ-
5D), B TO# 4ac Ik KOPUCTh, MOB'sI3aHa 3 M€K0 3MIHOI, TOBUHHA BUXOJIUTH 3 Ha0OpYy
3HaYeHb KOPUCHOCTI, OTPUMAHOIO MUISXOM BHUMIPIOBAHHS IEpeBar pi3HUX CTaHIB
3II0pPOB’S cepel ychoro HaceneHHs. HopMu MOKa3HWKIB KOPHUCTI, 3aCHOBaHI Ha
BHMIPIOBAaHHI 3 BUKOPUCTAHHSM Bi3yalibHOI aHAJIOr0Bo1 mKanu (visual analogue scale),
HE BIIIIOBIJAIOTH I[I BUMO3I.

J1o1aTKOBO TSI ONTYKY JTAHUX TTOKA3HHUKIB KOPUCHOCTI MOKITUBO CKOPUCTATHUCS
6a3010 myOJTiKaIlii MOKa3HUKIB KOpUCcHOCTI [IIkomu JoCiKeHb OXOPOHU 3/I0POB'sS Ta
cymikaux cdep (School of Health and Related Research (SCHARR) Health Utilities
Database (HUD): https://www.scharrhud.org/).

JaHi oTpuMaHi BiJ] [ALIEHTIB
LpeneBaHmoro KJIIHIYHOTO J0CIIiIKEHHS

3rifHo onuTyBaarHHKa EQ-5D

-
Skimo naui wozno EQ-SD BiacyTHi B o JlaHi BUIMOBIJIHO 10 pe3yJILTaTIB CHCTCMHTIF—IHOI‘O\
peneBaHTHOMY JOCILIKEHHI

MOLIYKY aJIbTEPHATHBHUX JIKepell

o OIIHKH 3HAYCHb MOKa3HUKIB KOPHCHOCTI 34
cradaM EQ-5D oTpuMaHi 3a iHITHM MeToIoM/
OIUTYBAJILHUKAMH, BUKOPHCTOBYIOUH CTATHCTHYHI
nepeTBopeHHs (anri. statistical mapping)

Y

N

. JlaHi 3a pe3yapTaTaMi 3aCTOCYBaHHS IHIIHX
IFEHEPpHYHHX (SaranHHX) OI'[HTyBElI]bHI/IKiB

. ﬂ,ﬂl—li 3a pe3ylibTaTaMH 3aCTOCYBAHHA iHlH}lX
CHeH(IYHUX ONMUTYBATBEHHKIB

3. Meton "BiHbETOK"

SKimo HasBHI 10Ka3H BKa3yloTh Ha Te, WO|
EQ-5D He € pelneBaHTHHM METOIOM

(o]

Pucynox 6. Iepapxist 3acTOCYBaHHS METOIiB OIIHKH SKOCTI KHUTTS, ITOB’I3aHUX 31
310pOB’SIM

Hnst  iaTepmperantii  po3paxoBanoro mnokazHuka [CER — pekoMmeHnmoBaHo
3aCTOCOBYBATH IIIKATy TOPOTOBHX 3HAUEHb B aHANI31 €(EeKTUBHOCTI BUTPAT B YKpaiHi,
MpEICTaBJICHY B Ta0HIII 5.

Tabmuusg 5. lkana pexkomengoBanux rpannunux 3HadeHb ICER B Ykpaini
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XapakTepucTHKa pPiBHS Iloka3HUK e()eKTUBHOCTi BUTPAT

e(l)eKTl/IBHOCTl BUTPAT TEXHOJO0I (I[OIlaTKOBi BHTPATH HA le 0J2AHOT0

JKUTTH 200 PiK 10JAHOTO KUTTS,
CKOPHMIOBAHOI0 HA SIKICTDH)

TexHnouoris, 0 0IHO3HAYHO MeH1ni BUTpaTH, BUIA KOPUCTH
TOMIHYE (JIOMIHYIOYa TEXHOJIOT'1:1)

Jlyxe eeKTUBHI BUTpaTH menmie 1 BBII nHa ayury HaceneHHs
EdexTuBHi BUuTpaTn 1 -3 BBII na ayury HaceneHHs
ManoedekTuBHI BUTpATH 3 — 5 BBII Ha nyury HaceneHHs
HeedexTuBHi BuTpatu noHax 5 BBII Ha nymy HaceneHHs

3rigHo 3 pekoMeHaauisMu BOO3, BUTpaTy BBaKatOThCsl €PEKTUBHUMU 32 YMOBH
akuo mokasHuk edextuBHocTi BuTpaT (ICER) 3a oaMH piK JIOJAHOTO KUTTH,
ckopuroBanoro Ha sikictb (QALY) 3Haxonutbest B Mexkax Bif 1 1o 3 BBII na mymny
HaceneHHs [55]. Takuii miama3oH €PEKTHMBHOCTI BUTPAT TaKOX 3aCTOCOBYETHCS B
IHIIMX KpaiHax 3 po3BUHYTUMU OMT IHCTUTYIISIMU 1 KpaiHaX, 110 € OJU3bKUMU 32
oprasizaiiero cepu OXOpOHU 370poB’st 10 VYkpainu (Hanpukiajn, [lonbima,
CnoBayunHa) [56]. BapTo 3a3HaumTH, 10 3riIHO 3 OI[IHKAMH CKCIEPTIB 3
JOCITi IHUIbKOTO 1eHTpy YHiBepcurtery Mopky (University of York), B 2015 poui
aNbTepHATUBHA BAPTICTh CTBOPEHHS SIKICHOT'O POKY JKHUTTS B YKpaiHi craHoBuja 185 —
552 nonapis CHIA 3a QALY, mo ckinanae npudnusuo 0,5 — 0,16 Big HOMIHAJIBHOTO
BBII Ha nymry Hacenenns [57].

BBII na nymry HaceneHHS po3paxoBYyeTbesi Ha 0a3i HoMiHaibHOro BBII
OCTAaHHBOTO POKY 3a JaHuMH JlepkaBHOiI CiykOM CTaTUCTUKH YKpaiHu
[http://www.ukrstat.gov.ua/].

EdexkTuBHICTh BUTpAT HE € €JUHUM KPUTEPIEM JJISl MPUUHATTA PIlIeHb. SKIIO
MeauuHa texHosoris mae npuitHATHUE ICER, BoHa He 000B'13k0BO Oyjie IMiisaraTu
nep>xaBHoMy (piHaHCyBaHHIO (peimMOypcallii) 1 HaBHmaku. [HIN eleMeHTH, Taki SK
HEBU3HAYCHICTh 3HAY€Hb BXIJHUX TApaMeTpiB, BIUIMBY Ha OIO/DKET, CTYIIHb
HE3aJI0BOJICHOT MEIUYHOI MOTpeOu B 1HIMX cdepax TOII0, HASIBHICTh T€HEPUYHOI
KOHKYPEHIIT Ta 1HQPpacTPYKTypH 115 3a0€3MeUeHHsT HAJIEKHOTO MOHITOPUHTY TaKOX
BIJTMBAIOTH HA PIIICHHS 010 peiMOypcartii Ta 3akymisii. [Toporose 3nauenns ICER
HE € CTAaTUYHHUM TTOKa3HUKOM, a 3MIHIOETCS 3 YacoM [52].

3HaueHHs Opory e(peKTUBHOCTI BUTPAT Ta HOTro BPIKOpI/ICTaHHSI IpU NPUNHSATTI
pillIeHb 100 PO3MOALLY PECYpCIB OXOpOHI/I 3I0pOB’S € TPEAMETOM IIUPOKUX
JIUCKYCiil B yCTAHOBAX OXOPOHH 3[0POB’s. IX MOKHA y3aralbHUTH, MIOALTHBILN HA TPH
OCHOBHI TemH [32].
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1) AnprepHatuBHa BapTiCTh (Opportunity cost): 3 ypaxyBaHHAM (HiKCOBAHOTO
OIOKETY JIJISi CUCTEMH OXOPOHH 370POB’sl, MO (PIHAHCYETHCS JEP>KABOIO, CITPABKHIO
aIbTEPHATUBHY BapPTICTh MEIMYHOI TEXHOJIOT1i MOKHA OLIIHUTH 3 TOUYKH 30py TOTO, BiJl
SIKUX TE€XHOJIOT1M MOTPiOHO BIJIMOBUTUCH a00 BUTICHUTH (3MEHIIUTH (piHAHCYBaHHS) 3
MeTOI0 (piHAaHCYBaHHS HOBHUX, MOTEHIIIHHO OUIBII JOPOTUX TEXHOJOTiH. Yepe3 3MiHy
Oro/pKeTy Ha cepy OXOpOHY 3II0pPOB’s, CIPAaBKHIO albTEPHATUBHY BapTICTh HOBOI
MEJIMYHO1 TEXHOJIOTIi CHIi JOCHIIKYBaTH 3 TOYKH 30py TOTO, piBEHb 3a0e3IMeUeHHS
AKX CEKTOPIB OXOPOHH 37I0pOB’sl, M0 (PIHAHCYIOTHCS JAEPKABOIO, Tpeba 3HU3UTH.
Hacnpasni, BapTiCTh Ta KOPUCTh BCIX KOHKYPYIOUMX MEIUYHUX TEXHOJOTIN B MeXax
MPUHILINIIB eKoHOMIYHOrO aHamizy B OMT HaBpsg uu OyayTh BioMi ocobam, M0
YXBaMIOIOTH pimeHHs. CiiJ TakoX 3a3HAYMTH, 110 MOXE ICHYBAaTH HEBIAMOBIAHICTH
MDK TEXHOJOTISIMH, $IKI Ha TMPAKTUI[l BUTICHSIIOTHCS ISl (iHAHCYBaHHS HOBHUX
TEXHOJIOT1M, Ta TUMH, AKI CJIiJ BUTICHUTH Ha MiJCTaBl MOKa3HHUKIB €(PEKTUBHOCTI
BUTpAT. Ynctuil e(heKT TaKoro BUTICHEHHS] MOXE TMOJISAraTh B TOMY, 11O PIIICHHS PO
BIIPOBA/P)KEHHSI HOBOI TEXHOJIOT11 MOKE MOTIPIINTH, a HE TTOKPAIIUTH 3arajibHAN CTaH
3710pOB’sl HACEJICHHS.

2) I'oroBuicth Tatutu (willingness-to-pay): noporose 3HaueHHs: ICER, Hikue
SAKOTO MEIUYHa TEXHOJOTis Oyje BIIIIKOJAOBYBATHUCS, MOXKE OyTH OI[IHEHA B XOJi
JOCITIKEHbB, 110 BUBYAIOTH I[IHHICTD, SIKY CYCIUJIBCTBO Hajae HaOyTOMY 3J0pOB IO 1
T€, K 1151 BEJIMYMHA 3MIHIOETHCS 3aJI€KHO B1J] BU3HAUEHOT KaTeropii nmaiieHTiB. O/IHaK,
B T€OPIi, HETJIaCHY BEJIMYMHY LIIHHOCTI 3/I0POB’ Sl MOYKHA 1HTEPIPETYBATH, BUXOISIUH 3
YaCTKU JIep>KaBHUX BUTpPAT, IO BUAUISIOTHCS HA OXOPOHY 370POB’S, MOPIBHSHO 3
IHIIMMU CEKTOPAMHU €KOHOMIKHU.

3) Munymi pimennsa: ICER HoBoi TexHosorii MoxHa nopiBHATH 3 ICER iHmmx
TEXHOJIOT1M, $KI (PIHAHCYIOThCA Ha JaHUM 4ac. Taki MOPIBHSHHA MOXYTb OyTH
KOpUCHHUMHU, KOJIM po3paxoBaHuii [CER BUABISETHCS 3HAYHO HIXKUKUM, HIXK JJ1sI THIIIMX
TEXHOJIOT1i, SIKI Oyl BU3HAHI €()EKTUBHO BUTPATHUMH Ta PEKOMEHJIOBAHUMH 0
BiamkoayBaHHs, a6o konmu ICER € 3Ha4HO BHIIMM, HIXK JUIS TEXHOJOTIH, K1 OyiH
paniie BigxwieHi sk HeedexkTuBHi. [HmI ¢dakTopu, Taki SK PIBHICTh y JOCTYI,
¢diHaHCOBa MOCTYMHICTh, OOMEXKEHICTh (DIHAHCOBHX PECYpCiB Ta HEBU3HAUYEHICTb,
MOB’si3aHa 3 TPUUHATUMHU PIMICHHSIMH, MalOTh BpPAaXOBYBAaTUCA TIPH  OIlHII
e(eKTUBHOCTI BUTPAT.

TakuM 9YMHOM, METOJIOIOTIYHO BaXKKO OJJHO3HAYHO OILIIHUTH €IMHUHN (HIKCOBAHMIA
nopir e€QeKTUBHOCTI BUTPAT, BHUIIE a00 HIDKUE SIKOTO TEXHOJIOTii T'apaHTOBAHO
BIIXWISAITUMYTh a00 NpUUMATUMYTh A0 BIAUIKOAYBaHHS. Pi3HI (akTopu MOXKYTb
BILJIMBATH HA YXBAJICHHS PillIEHb PO BIAIIKOYBaHHS TEXHOJOT1, 1 0y1b-sIKI BACHOBKH
o010 e()EKTUBHOCTI BUTpPAT MAalOTh MIATBEP/KYBATUCS JAOCTOBIPHICTIO JOKa3iB
(Hanpuka, KiIiHIYHA €EeKTUBHICTh, BUTPATH, IOCTOBIPHICTh TAHUX Ta MPUIYIIEHD Y
MOJIeJIl) Ta OLIHKOK HEBU3HAYEHOCTI pe3yJbTaTiB (HANpHUKIIAJ, BaJiJHICTh JaHUX,
nianasoH Ta aoctoBipHicTh [CER, HIMOBIpHICTD MOMUIIKH).
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AHaJIi3 BUTPaTH-BUI 02

AHaJ3 «BUTPATU-BUTOJia» — METOJ (HapMaKOEKOHOMIYHOTO aHami3zy, SKHi
3aCTOCOBYETHCSI I BU3HAUEHHS (DIHAHCOBOT BUT'OIN BiTHOCHO BUTpAT. [Ipu ibomy sk
BUTPAaTH, TaK 1 BUTOJA BHUMIPIOETBCS y TPOIIOBOMY €KBIBAJICHTI, IO JO3BOJIE
o0uncnuTH (HiHAHCOBY BUTOJIY MPU BUKOPUCTAHHI TI€1 UM 1HIIIOT METUYHOT TEXHOJIOTi,
0e3mocepelHbO PO3paxyBaTd TPOIIOBI BUTPATH HA JIOCSTHEHHS TOTO YH 1HIIOTO
pe3ynbTaTy IS 310POB’SI.

Pesynprar anamizy mMoke OyTH TpeICTaBIEHWN JBOMAa CIIOCOOAMHU: Yy BUTJISIIL
YUCTUX TPOIIOBUX HAIXOKEHb a00 BTpaAT, a00 K Y BUTJISI CIIBBITHOIIEHHS BUTOIH
Ta BUTpaT. JlOC/iKeHHs 3 BUKOPUCTAHHSIM aHalli3y BUTPATH-BUT0/1a MAlOTh MICTUTH
(iHaHCOBI pe3yabTaTH Ta BUTPATH HA BIPOBAKEHHS MEIUYHOI TEXHOJIOTI, a TaKOX
iX MOPIBHSHHS 3 BUTOJAMH Ta BUTpATaMH Ha albTePHATUBHY TeXHOJIOT110. KiltouoBoio
CKJIQ/IHICTIO TIPOBECHHSI aHAI3y 32 METOAOM BUTPATU-BUTOA € OI[IHKA BUTO/IU, TAKO1
AK 30€peKEeHHS )KUTTA a00 MOJIETIIEHHS 00110, Y TPOILIOBOMY BUMIPI.

4.3.6. Moae1roBaHHA

dapMaKOEKOHOMIYHA MOJIEJIb BUKOPUCTOBYETHCS /111 BA3HAUEHHS €()EKTUBHOCTI
BUTpAT Ta AJI €KCTPamoJsAlii 1 MPOrHO3yBaHHS INOKAa3HUKIB 3aXBOPIOBAHHS 11032
YaCOBUMHU MEXaMM KJIIHIYHOrO JAociipkeHHs. CTpykTypa MOZENl Ta METOJ
MOJICIIOBaHHSI MAlOTh BIJAIOBIIATH TIOCTABJIEHOMY B JIOCHIIKEHHI MHUTAHHIO.
PekoMenayeThcs, 100 Mozenb Oyna MakCMMaibHO MPOCTOIO Ta Mpo3oporo. OnHak,
BOHa Mae 30epiraTd piBeHb JeTajizallli, HeOOX1JHUN JJIsi KOPEKTHOTO BU3HAYCHHS
€()EeKTUBHOCTI BUTPAT MMOPIBHIOBAHUX MEIUYHUX TEXHOJIOTIH.

[IpunyuienHs Moieal MaroTh OyTH YITKUMH, OOIPYHTOBAaHUMH Ta MEPEBIPEHUMHU
B aHaJ131 UyTIMBOCTI. Mojiesi po3po0sitOThCS 3 BUKOPUCTAHHSM 3araJIbHOMPUMHATUX
JOCTYITHUX IHCTPYMEHTIB Ta MPOrpaMHoOro 3ade3neueHHs, Hanpukiaa MS Excel. Mae
OyTH TEXHIYHO MOXJIMBO MEPEBIpUTH po3podiieny moaeisb [2,8,35,52].

Po3pi3HsI0TH Taki OCHOBHI THITH MOJIEJIEH: MOJIEIb «JIEPEBO PILLICHBY» Ta MOJEIb
«repexony Mix cTaHamMu» (Mozesnb MapkoBa).

Mopneni «aepeBo pimenb» (anri. decision tree models) BU3Ha4atoTh KIIiHIYHI
pe3ynbTaTH Ta/ab0 BUTpPATH, MOB’S3aHI 3 KOXXHUM 3 BapiaHTIB JIIKYBaHHS, 3
ypaxyBaHHSIM HMOBIPHOCTEY BUHUKHEHHS 3aXBOPIOBAHHSI Ta MEPEXO/y Y Pi3HI CTaHU
310poB’st (puc. 7). Monenb «IepeBo PIllIcHb» BUKOPUCTOBYETHCS Y BHMAAKaX, KOJU
3aXBOPIOBAHHS Ma€ KOPOTKHUM 4aCOBUW TOPU3OHT (HAIIPUKIIA, TOCTPl 3aXBOPIOBAHHSI,
0 TPUBAKOTh A0 1-TO POKy), a MOMii 3aXBOPIOBaHHS € B3aEMOBHUKIIOUYHUMU
(ycknagHeHHs a6o pemicis). OCKUIBKY TOPU30HT MO/JICIIOBAHHS HE MEepeBUILye 1 piK,
JTUCKOHTYBaHHS ITOKa3HUKIB €(EKTHBHOCTI Ta BUTPAT HE MPOBOAMTHCS. Llew Twm
MOJIeJTi HE 3aCTOCOBYETHCS ISl BA3HAUCHHS Ta MOJICITFOBAHHS TI0/Ti 3aXBOPIOBAHb, SIKi
MTOBTOPIOIOTHCS, 30KpeMa XpOHIYHUX 3aXBOPIOBAHb.
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HasBHI MoO14HI peakuii (p=0,5) —e

KUTTA (p=0,7) —C)
Jlikapcekuii 3acid A BiZICYTHI MoGiuni peakuii (p=0,5) ——e

emepTh (p=0,3)

cMepts (p=0,3) .

[ TikapcsKuii 3aci6 B HasiBHI TOO14HI peakii (p=0,7) —e

#uTTa (p=0,7) —()

BlACYTHI 110014HI peakuii (p=0,3) —e

Pucynox 7. Mogenb «epeBo pillieHb» 3 HMOBIPHICHUM BUOOPOM HAIpPsIMIB 1 BY3JIiB
pllIeHb

Y Monensax «mepexoad MK cTaHamu» (aHri. state-transition models) a6o
MoJiesix MapkoBa BHAUISIIOTH 1 3TOJ0OM MEPEPO3NOAUISIIOTH TMAIEHTIB MOJEIl Ha
JEKUIbKa TPYIl, U0 MPEACTAaBISAIOTh Pi3HI CTaHMU 30POB’s, MOAIl ad0 BUTpaTH, SKI
TpaIuIBIIOThCA 3 TarieaToM (puc. 8). Ilepexoan BinOyBarOThCS 3 OHOTO CTAHY B THIIIHIA
3a BU3HAQYCHUMHU KIIIHIYHO 3HAYYIIMMHM YACOBUMH I1HTEpBajaMu (BU3HAYAETHCS SIK
TPUBAIICTH IOBXKUHU IUKIY). Lle yacto 1 pik, ane Moxke OyTH KOPOTIIHUM JIJIs IIIBUIKO
IPOrpeCyroUrx 3axBoproBaHb. CyKyMHICTh YaCOBUX 1HTEpBAIIB BKa3ye Ha YaCOBHIA
TOPU30HT, MPOTATOM SKOTO MOJIENIOEThCA Iepedir 3axBoproBaHHs. lle 3a3Buuait
BiJI0Opakae mepioj, JOCTATHIN JJIs TOTO, 1100 3adikcyBaTH BC1 BIJIMOBIIHI BUTPATH Ta
HacH1AKu JiKyBaHHsA. OcobmuBicTIO Mosieni MapkoBa € Te, 1110 KMOBIPHICTD MEPEX0y
3aJIeKUTH JIUIIE BiJl MIOTOYHOTO CTaHy, a HE BiJ MOMEPEIHBO1 ICTOPII Malli€HTa.

JIns IpoBeICHHS] €KOHOMIYHOI OI[IHKM BaKIMH HEOOXIJTHO YITKO BU3HAYUTHU Ta
oOrpyHTYBaTu METOJ]l (hapMaKOEKOHOMIYHOTO aHamizy. AHaji3 BUTPaTU-KOPUCTH €
HalKpaluM MeToAOM aHami3y (3 BukopuctanHaM DALY a6o QALY sk wmipu
pe3yJbTary), Xxo4ya aHalli3 BUTPATU-€(PEKTUBHICTh TAKOXK MOXKE 3aCTOCOBYBATHUCS IS
OIIHKHM BaKIIUH.

[Ipu nposenenHi OMT BakuuMH pPEKOMEHIOBAHO BpPAXOBYBATH IOJIOKEHHS
kepiBHunTBa BOO3 11040 cTaHaapTu3alii €eKOHOMIYHOI OI[IHKM MpOorpam iMyH13allli,
AK€ MICTUTb, 30KpEMa, JTUCT OLIHKH JJIS OIIHKHM SIKOCTI €EKOHOMIYHOI OILIIHKH TIPOrpam
iMyHi3arii [https://apps.who.int/iris/bitstream/handle/10665/329389/WHO-I1VB-
19.10-eng.pdf]. Takox MoxnIHMBO ckopuctatHcs aokymeHtoM BOO3, mo MicTUTh
MPUKIAIN OLIIHKH e(DEeKTUBHOCTI BUTpAT VIS BaKIMH
[https://www.euro.who.int/data/assets/pdf_file/0005/292865/Cost-effectiveness-case-
studies.pdf] ta 3BiTom pob6ouoi rpymnu ISPOR 11010 €KOHOMIYHOTO aHAJI3y MPOrpaM
BakmuHamii  [https://www.ispor.org/heor-resources/good-practices/article/economic-
analysis-of-vaccination-programs].
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ANTOPUTM MOJEITIOBAHHS, IO 3aCTOCOBYETHCS Y aHai31 €EKTUBHOCTI BUTpAT,

omnucaHo y Tabmuiii 6.

bes nporpecyBaHHh ‘/ [IporpecyBanHs

XBOpOOH

/ \ XBOpOOH

CmepTb

Pucynox 8. [IpocTtuit MapkiBcbKuii iporiec i3 BKIIOUEHHSIM TPhOX CTaHIB

Tabauug 6. Aroput™M MOJENIOBaHHA y aHai31 €eKTUBHOCTI BUTpAT

O0’€eKT OIHKH

Onuc

Cranu 310poB’st

Crpykrypa mozeni mae OyTH MPOCTOI, B TOH XKe dac
BI/IMOBIIATH TTOCTaBJICHIM MpoOeMi, 3arajbHO MPUHHIATHM
3HaHHSAM III0JI0 MOJICIIIOBAHHS 3aXBOPIOBaHb, a TaKOXK
BIIOOpaXyBaTH MPUYMHHO-HACTIAKOBUN  3B'SI30K  MIXK
3MIHHAMH BeaunyMHaMH. HemocTaTHICTE JaHUX HE 3aBXKIU
BUTIPABIIOBYE BUAJICHHS TEBHUX CTAHIB YW CIIPOIICHHS
MOJIENI.

Kommaparop

Mopnens Mae BpaxoByBaTH KOMIapaTop, BUOpaHHii
BIIMOBITHO 10 KpUTEpiiB, BHU3HAYCHUX B  aHam3l
po3B’si3aHHs TpoOiemu. Bubip kommapaTtopa Mae OyTH
Y3TOJIPKEHUN 3 TUM, 110 OyB BUKOPUCTAHUH ISl KIITHIYHOTO
aHajizy.

YacoBuii TOpU30HT

YacoBuil TOPUBOHT MOJIEeNl Mae OyTH JOCTaTHIM, 100
3aikcyBaTd BIIMIHHOCTI Yy BHUTpaTax Ta pe3yibTaTax
JKyBaHHSI TIOPIBHIOBAHUX MEANYHUX TEXHOJIOTIH.

JloB:XK1HA ITUKIIIB B
MOJIEIL

[Mukn wmae BiANOBiAATH TEPiOy, B SKOMY € 3MIHH
PO3MJISTHYTUX TMapaMeTpiB, IO BIAMNOBIIAIOTh THUIIOBOMY
MPOILIECY 3aXBOPIOBAHHS.

[nenTudikaris BXigHUX
napameTpiB Ta

Y Mopenb ciig BKIIOYWATHA Kpamy JOCTYyHHI JIaHi
(emigmemioNioTiuHI, KIJIHIYHI, TIOB’Si3aHI 3 BHUTpPATAMH)
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(bopMyITIOBaHHS
MPUITYIIEHb MOJIET

BIJIMTOBITHO IO JIOKAJTBHUX YMOB YKpaiau. J[yis oTpuMaHHS
KIFOUOBUX BXITHMX JaHUX MOJCNI CJiJi MPOBECTH OTJIS
JiTepaTypHu.
Kirouosi mani:
JaH1 moA0 epEeKTUBHOCTI Ta OE3MEKH;
JIaH1 00 KOPUCTI P OOpaHUX CTaHaX;
3MIHHI, I SKUX HaBITb HEBEIWKA 3MIHA 3HAYCHHS
MPU3BOJMUTH JI0 3HAYHOI 3MIHHU PE3yJIbTaTiB aHATI3Y.
VYci npunyiieHHss MoJenl MaloTh OyTH YiTKO BU3HAYEHI Ta
OOTpyHTOBAaHI.

MopenroBaHHS TaHUX

MojenroBaHHS JAHUX CII1J] TPOBOJUTH Ha OCHOBI
3arajJbHOMPUHHATHX CTATUCTUYHUX METOJIB.

BaxxnuBo, 11106 #iMOBIpHOCTI Tepexoay OyJiu MPUBEACHI 10
TPUBAJIOCTI LIUKITY, SIKIIO BOHU IPYHTYIOTHCS Ha
HMOBIPHOCTSIX, OIIHEHUX 3a 1IHTEPBAJI, BIIMIHHUM BiJ
TpuBajocTi nukiy. Hanmpukiaza, piyda BiporiHICTb CMEPTI
Mae OyTH TIPUBEJEHA 10 MICAYHOT, SIKIIO IOBXKUHOIO ITUKITY
00paHO MICSIIIb.

Jlst kommieHcartii Toro ¢akTy, Mo B JUCKPETHUX MOJIEIIX
MapxkoBa nepexou MiXk CTAaHAMH, SIK TTPaBHUIIO,
MOJICIIIOIOTHCS Ha MOYATKy a00 B KIHIII LIUKITY, TOJI K
HaCIpaB/i NEPEeX0ou Ta MOAll BiIOYBAIOTHCS B Oy Ib-SIKUM
IIPOMI’KOK 4acy BCEPEJIMHI KOKHOTO LIUKITY,
BUKOPHCTOBYETHCS KOpPEKIlis HamiBIuKTy (aHrd. half-cycle
correction).

HeoOximHicTh 3aCTOCYBaHHS KOPEKIIiT HAIIBIIUKITY €
ICTOTHOIO Y MOJIETISIX, B SIKUX TPUBATICTH IIUKITY CTAHOBUTD
6 Mics1iB a00 OIbIIIE, Ta SKIO KIJIBKICTh LIUKIIB MOAEI
menie Hix 200.

Opnunuul BUMIpy
ITOKPAILIEHHS 3JI0POB’ s

OauHuIsIMU ~ BUMIpY  TOKpalleHHS  3J0pOB’s, IO
BUKOPUCTOBYIOThCA B MoJentoBanHl € QALY ta LYG.
QALY e “30moTuM cTranmaptoM’ AJisi BUMIPIOBaHHS TOTO,
HACKUIbKM HaJIe)KHE MEIUYHE BTPYYaHHS TMOKpallye Ta
MPOJIOBXKYE KUTTA NarieHTiB. QALY noenHye sk KITbKICHY,
TakK 1 SIKICHY OIIIHKY >KHUTTSI.

[Toxasnuk LYG orminioe edekT Big MEAUYHOTO BTPYUAHHS
Ha 30UTbIIEHHS POKIB XUTTA mamienta. LYG wyacto
3aCTOCOBYETHCS K JTOAATKOBHIA MOKA3HUK.

[IpencraBnenns
pe3yabTaTiB

MerToro €KOHOMIYHOI OLIIHKH € BU3HAYCHHA
IHKPEMEHTAJIbHOTO  TMOKa3HUKAa e(QEeKTUBHOCTI  BUTpAT
(ICER), a came — BuTpar, HEOOXITHUX JJII CTBOPCHHS
OJTHOTO POKY >KMTTS, CKOPHUIOBAaHOTO Ha SIKICTh (cost per
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QALY), Ta/abo BuTpar, HEOOXiAHMX JIsi 30epeKEHHS
omHOTO poKy *KHUTTA (cost per LYG), Butpar, HEoOX1qHUX
JUTSI TIOTIEPEPKEHHSI OTHOTO BHITAJIKY 3aXBOPIOBAHHSI, OTHIET
rocmitamizarnii, /uisi OJHOTO BHUMNAAKY YCKJIQJIHEHHS a0o
MoO1YHOT peaxiiii.

AHai3 9yTIMBOCTI Koxxna mMozens Mae BKITIOYATH aHAII3 YyTIWBOCTI BXITHUX
mapaMeTpiB  MojJedi,  MpOoaHaNi30BaHWN  Jiama3oH
BapiabenpHOCTI (aHru. variability) ams mmMx mapameTpis.
AHaJi3 9yTIUBOCTI Ma€ BKJIIOYATH OJHO(GAKTOPHUMN aHaI3
YyTJIMBOCTI BX1IHUX MapaMeTpiB MOJIENI, 110 MAIOTh O3HAKU
HEBHM3HAYCHOCTI (aHMI. one-way sensitivity analysis).
PekoMeHayeThCSl TaKOK MPOBOJUTH HMOBIPHICHUHN aHami3
Yy TIUBOCTI.

Bryrpimms Bamigamis | Jg BHSBICHHS TOMIJIOK, TIOB'SI3aHUX 3 BBEACHHSIM JaHHUX
MOl Ta CTPYKTYpPOIO MOJieJll, BOHA MOBHUHHA OYyTH PpETEIBHO
nepeBipeHa.  Hampukman,  ciig OepeBipUTH,  4H
BIJIOBIITATUMYTh ~ PE3YyJIbTaTH  OUIKyBaHUM  0a30BUM
3HAUCHHSAM TIPU CKCTPEMaJbHUX 3HAYEHHSAX BXIJHUX
napaMeTpiB. BHyTpimiHs Bamigailis BU3HAYa€, HACKUIBKU
MaTeMaTU4yHl PO3PAXYHKH BHUKOHYIOTHCS MPaBUIBHO Ta
BIIMOBIAAI0Th crienudikarii Moaemi.

dopMynu MojelNi HaJaHl 3 BUKOPUCTAHHSIM MPOTPAMHOIO
3abe3neuenns (MS Excel) MatoTh OyTH npoaHaitizoBaH1 J1Jis
BUSIBJICHHS CUHTAKCUYHHMX TOMMJIOK, a BIJTBOPIOBAHICTH
pe3yNbTaTiB  MPOTECTOBAHA 3a JIOMOMOTOK) BBEICHHS
€KBIBaJICHTHUX 3HAYCHb.

Sk1o € 30BHINIHI JKepena BXIJTHUX Ta BUXIJHHUX JTaHUX
(He3aeXXHO B1J THX, 1[0 BUKOPUCTOBYIOTHCS B MOJIEIII), CI1]1
MEePEerJITHYTH Ta TOPIBHATH 3MOJIECNIbOBaH1 pPe3yJbTaTH 3
peanbHuMH gaHuMu (aHri. real world data).

30BHIIIIHS BaJIiIa1lis 3oBHIMHA  Bamigamiss  (QOKYCYeEThCS Ha  CYMICHOCTI
MOJIeI1 pEe3yNbTAaTIiB MOJETIOBAHHS 3 TPSIMUMHU  EMITIPUYHUMHU
nokazamu. Monenbs mae OyTd BajijjoBaHa TaKUM YHHOM,
00 J1aBaTh 3MOTY MOPIBHIOBATU PE3yJbTaTH, OTPUMaHI 3
MOJICNIIOBaHHSL 3 1H(QOpMaLi€l0 3 peajbHOl KITHIYHOL
MPaKTHKH.

30BHIIIHS  BaJIJHICT BHU3HAYAETHCI, KOIU MOJIEID
BUKOPHCTOBYETHCS ISl CUMYJIAIIi peabHOTO CIICHAPIIO,
TaKoTO SK KIIHIYHE JOCHIDKEHHST a00 CIOCTEepEeKHE
JTOCHTIDKEHHSI, a TMPOTHO30BaHI pe3yJbTaTH MOl
MOPIBHIOIOTBCS 3  PE3yJNbTaTaMH  peambHOI  KJIHIYHOL
MPAKTUKHA. 30BHINTHS BaJliJaIis 3aCTOCOBYETHCS A0 MOJEI
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B IIJIOMY 200 10 OKpEMHUX i1 KOMITOHEHTIB, TAKUX SIK I1JThOBA
MOMYJISALIS,, 3aXBOPIOBAHICTh, MPOTPECYBAHHS XBOPOOH,
nmosiBa  KJIHIYHUX  pe3yJbTaTiB, a TaKoX MEIUYHa
1HTEpBEHLIIA Ta 11 HACTIIKH.

4.3.7. Ouinka NoKa3HUKIB eQeKTUBHOCTI

Jlani MOKa3HMKIB €(QEKTUBHOCTI, HIO0 BKIIOYEHI 10 (PapMaKOEKOHOMIYHOTO
aHaJi3y, MaloTh OyTH Y3TOJIKEHUMHU 3 TAHUMU PO KIIIHIYHY e(DEeKTUBHICTh Ta O€3MEKY.

4.3.8. Ouinka Butpar (JIOKaJbHI 1aHi B YKpAaiHi)

dapMaKOEKOHOMIYHHM aHa13 Ma€ BKIIOYATH BUTPATH HA BUKOPUCTaH1 B YKpaiHi
pecypcu, MpH 3acTOCYBaHHI JIaHOI MEIWYHOI TEXHOJIOTIi B IIOJACHHINA KIIIHIYHIN
npaktuii. IneHTudikaiis — Kateropii = BUTpaT Ta  BU3HAYCHHS  METOIY
(dhapMaKOEKOHOMIYHOTO aHalli3y MarTh BIJAMOBIJATH TEPCHEKTUBI Ta YaCOBOMY
TOPU30HTY TaKOTO aHATI3y.

3aJie’KHO BiJ MEPCIIEKTUBY TUIATHUKA, YC1 BUTPATH KIACU(DIKYIOTh:

1) mpsiMi MeIMYH1 BUTpPATH — BUTPATU HA 3a0€3MEUCHHS MEIUYHOIO JJOTIOMOT OO
Ta MIATPUMKY IMPOILECY ii TPOBEIEHHS, 1O AKUX HajeXaTh: BUTPATH HA JIarHOCTUKY
3aXBOPIOBAHHS, BHUTPATH Ha JIKAapChKI 3acOOM Ta MEAUYHI BUPOOM, BUTPATH HA
MOHITOPUHI CTaHy XBOPOTO IIiJl 4Yac JIIKyBaHHS, Ha INepeOyBaHHS B CTallOHapi,
BApTICTh MEAMYHUX Mpolenyp (Xipypriudi omeparii, peaOuTiTaliifHi MaHITyJISI1),
oruiaTa mpari MEIUYHUX MpPaIliBHUKIB,

2) mpsiMi HEMEIMYHI BUTPATH — BUTPATH, 1110 HAMPSIMY HE CTOCYIOTHCS HaJaHHS
MEJIMYHOI IOTTIOMOTH, JI0 SIKMX HAJIEKaTh: BUTPATH HA TPAHCIOPTYBAHHSA MAaIli€HTa J0
3aKJIaJiB OXOPOHM 370POB’S, JTIETUYHE XapyyBaHHS, OIUIaTa TMpaill HEMEIUYHOTO
nepcoHany (BUTpaTH Ha OIS 3a MAIlEHTOM), IHIINI BUTPATH Ha YMPaBIIHHS
3aKJaIaMu OXOPOHH 3710POB’S;

3) HenpsiMi BUTPATH, BU3HAUECHI SIK BUTPATH B MacIITadax coIiymy, MoB’si3aHi 13
3aXBOPIOBAHHAM Ta HOro HACIAKaMH, 10 AKUX HaJeKaThb BUTPATH Ha KOMIIEHCAIIIO
BTpaT NPOAYKTUBHOCTI Mpalll MALIEHTIB Ta YIEHIB iX JOMOTIOCIOAAPCTB.

Mopaenb (papMakO€KOHOMIYHOTO aHAI13y Ma€ BKIIFOUATH MPSAMi MEUYHI BUTPATH,
a y pasil JOUUIBHOCTI CII€Hapiil 13 BKJIIOYEHHSM BHUTpPAT, 110 HECYTh 1HIIl CEKTOpU
CYCIIIbCTBA, HAMPUKIAJ, HEMpsMi BHUTPATH, PEKOMEHIYETHCS TPEACTABIATH SIK
JTOAAaTKOBUM aHai3 [8].

4.3.9. InenTudikanis Ta BUMipIOBaHHA BUKOPUCTAHUX PeCypciB

InenTudikaiiss BUKOPUCTaHHS pecypciB 3abe3nedye MoTpeOy BHU3HAUEHHS, YU
peCypcH CTOCYIOTBhCSl JOCIHIIKyBaHOI mpobiiemu. BukopucTtanHs pecypciB MOKHA
BUMIPSATH JIBOMAa OCHOBHMMH METOJAMH: 30ip NMEPBUHHHX JaHUX BIATOBITHO [0
TU3aiiHy JOCTIKeHHsT a00 30ip BTOPMHHUX JaHUX 3 ICHYIOUMX 0a3 JaHUX YHd
JOCTYITHUX TMyOmiKamid y mnpoduUTbHUX JKepenax. Bubip mkepen maHux wae
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IPYHTYBATHUCA HAa KPUTEPISAX: MEPCIEKTUBA aHAII3y, JOCTYIHICT 1 BaJiIHICTh TAaHUX,
MUTOMA Bara KOXXHOT'O KOMIIOHEHTY BUTpPAT y 3arajibHUX ab0 10IaTKOBUX BUTpaTaXx.

OCHOBHOIO TTepeBaroio NMepBUHHUX JaHUX € BUCOKA TOYHICTh. [IpoTe Hemomikom
€ TPUBAJIMK Yac Ha 301p JaHUX 1 TPYAOMICTKUM XapakTep 300py. [HIIMi HeqomK — AaHi,
310paHi i yac KJI1HIYHOTO BUIIPOOYBaHHS, TAKOXK MICTATH 1H(POPMAITiIO PO PeCypcH,
BUKOPHCTAHHS SKHUX OOYMOBJICHO MPOTOKOJIOM JOCIiIPKeHHsA. BTOpWHHI mdaHi,
HaNpUKIaJ, 3 HAlIOHAIBHHUX PEECTPIB, SK MPABUIIO, XapaKTEPHU3YIOThCS BHCOKOIO
30BHIIIHBOIO BaMiAHICTIO. OTHAK BOHU MOXKYTh BUSIBUTHCS] HETOBHUMH, OCKUIBKH TaKi
0a3u 1aHUX HE OXOIUTIOIOTH BC1 THUITH PECYPCIB.

BumiproBaHHsI BUKOPUCTaHHUX pECYpCiB MOKe OyTH 3IIHCHEHE SK METOJ0M
«3HHU3Yy-BBepx» (aHri. micro-costing method, bottom-up approach), tak i MeTogoM
PO3paxyHKiB BaJIOBOI BAPTOCTI ITiJIXO/I0OM «3BEPXY-BHU3» (aHIII. gross-costing method,
top-down approach). ObuznBa MeToau MOXYTh OyTH BUKOPUCTAHI B OJTHOMY aHaji3i.
Yum O1IbIINK BIUIMB AAHOI BAPTOCTI HA 3arajibHi 10AATKOBI BUTPATH, TUM TOYHIIIUM
Mae OyTH aHaI3 TAKUX BUTpAT.

4.3.10. BusHaueHHsI BAPTOCTI OMHMILI

Bu3nauenns BHUTPAT IIOYHMHAETLCA 3 YITKOTO (bOpMYJII-OBaHHH IIMTaHHA, IO
I[OCJ'IiII)KyeTBC}I, BKIIOYAa09 MCTY BH3HAUCHHA BapTOCTi, IICPCIICKTHUBY, 4acoBHUH
T'OPHU30HT, 4 TAKOK OIIMC KOHKPCTHOI'O 00'ekTa aHaJIi?)y BHUTpPAT. MGTOI[OJ'IOI‘iH OI_IiHKI/I
GHHU3Y-BBCPX» CKIAAAECTHCA 3 OCHOBHHUX eTariB:

1) BU3HauYEHHS PECypCiB, IO BHUKOPUCTOBYIOTHCS Uil 3a0€3MEUYCHHS MOCITYTH
(anru. resource utilization);

2) BUMIPIOBAHHS PECYpCy B HATypaJbHUX OJUHULIAX;
3) BUMIpIOBaHHS I'POILIOBOI BApPTOCTI OJIMHUII pecypcy (aHTJI. unit cost);
4) noeTHaHHS TPOIIOBOT BAPTOCTI 3 OILIHKOIO BUKOPUCTAHUX PECYPCIB.

BXimHi naHi A OUIHKM BapTOCTI B TPOLIOBOMY BHUPAKEHHI BUKOPUCTAHUX
pecypciB MOXKYTh OYTH TaKUMHU:

1) mepenik TapudiB HA MEIUYHI TOCTYTH (CTAaHAAPTHUX BUTPAT);
2) pawilie onmy0J1iKoBaH1 JOCTIHPKEHHS BAPTOCTI JIIKYBaHHS,

3) BapTICTh MEIUYHUX TMOCIYT JUIsl KOHKPETHUX MPOIETYpP B OKPEMHUX 3aKJIaax
OXOPOHHU 3/I0POB’S;

4) iadopmarrisi mpo BapTICTh TOBAPIB 3 JAHUX €JIEKTPOHHOT CUCTEMH TyOIidHUX
3aKyIIiBellb;

5) peecTpu ONTOBO-BIANYCKHUX I1iH;
6) Haka3zu MO3 npo po3moIii JiKapChKUX 3ac001B 3a OOKETHUMU MPOrpaMaMu;

7) 0a3u JaHUX EeKCHePTHO-aHAMITUYHUX JOCHIIKEHb TOCHITAIBHOTO Ta
PO31pIOHOTO CerMeHTIB (hapMalleBTUYHOTO PUHKY Y KpaiHHU.
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Buxopucrtanss MicuieBux Tapu(iB peKOMEHIYE€TbCS, KOJIU OI[IHIOBaHA MeIWYHa
TEXHOJIOTisl JIOCTYITHA JIMINE B 3aKJajaX OXOPOHHW 3[I0pOB’sl MEBHOTO TUIMy. Taki
Tapu¥ BKIIOYAIOTH IMAPOKHH CHEKTP MPOIEAYp Ta MEIUYHHUX IOCIYT, a JaHi —
JOCTYIIHI JJIs TOCHiTHUKA 0€3 T0AaTKOBOi poOOTH Ta BUTpAT HA iX momryk. Yacto 1e
HaWKpaIyi 1 eTMHUN JOCTYMHUN CociO OIIHKKM BapTOCTI, ajie BUTPATH PO3paxoBaHi
TaKUM YMHOM, HE 3aBXKI{ BiJNIOBIIal0OTh peaIbHUM 3HAYCHHSIM.

B okpemux Bumaakax Moke OyTH BUIIPABIAHOIO KOPEKI[isl BAPTOCTI BUXOAAYH 3
CHIBBIIHOMIEHHS MK Tapudamu Ta (GaKTUYHUMH BUTpaTaMd B  JIKapHI.
BuxopucTtoByroun nepenik cTangapTHUX TapudiB abo BapTOCTI A7 OIIHKK OJMHHIIb
BUKOPHUCTAHUX PECYpPCiB 3HAYHOI MUTOMOI Baru y 3arajbHiii ab0 10oAaHid BapTOCTi,
CJI1JT BAKOPUCTOBYBATH O1JIBII TOYH1 METO/IM OIIHKY — HATIPUKJIAJ] IPSIMHIA pO3PAXyHOK
cobiBapTocTi oauHHUIII pecypcey [2,35]. [pukitany ineHTrdIKAIT OAMHHAID MEIAIHIX
MOCJIYT HaBeAeH1 y Tabuuii 7.

Tabmuug 7. Ilpuknany igeHTudiKanii OAMHUIb MEAUYHUX TOCITYT

Tun mocayru PexoMeH10BaHI )i BAKOPUCTAHHS OAMHMIL
BUMIipIOBAHHS

MenuuHa nociyra 1 ronuna/l Bi3UT

(KOHCYTBTAIlIS JIIKAPS)

Bizur go nikaps KUJIBKICTB BI3UTIB

JliarHocTH4Ha KUTBKICTh JIarHOCTUYHUX MPOIETYP

npouenypa

JlikapHsiHI MOCAYTH  |KUIBKICTh IPUMOMIB, JIIXKKO-AHIB, TPUBAIICTh epeOyBaHHS
B JIIKapHi

AMOynaTtopHi 1 Bi3uT

MTOCITYTH

PoOora meguunol KUTBKICTh TOJWMH a00 MaHIIMyJISIIIHA

cecTpu

JlomarnHiit Jors I roguna

4.3.11. BurpaTtu Ha JiKyBaHHS NO0IYHMX peaKuil

Butpatu Ha nikyBaHHS MOOIYHMX pEAKIl TaKOX MOBMHHI OyTH BKIIIOYEHI Y
BapTICTh JIKYBaHHS JOCHI)KYBaHUM JIIKAPCbKUM 3aco00M Ta KommapaTtopom. Jlis
PO3paxyHKy BUTpaT Ha JIIKyBaHHS MOOIYHMX peakiliii HeoOXiTHO BUKOPUCTOBYBATH
BX1/H1 JTaHl1:

WMOBIpHICTH 200 YacTOTa MOOIYHUX PEAKIIIN MPOTATOM BU3HAYEHOTO MEPIOY;

BUTPATH Ha €Mi30]] MEIUYHOI JTONOMOIH, MPU3HAYEHOT /I JTIKYyBaHHS MOO1YHOI
peaxiii.

JIxepesnoM AaHMX TPO YacTOTy MOOIYHUX peaklid € pe3yabTaTH KIIHIYHHUX
JOCITIKEHb a00 1HCTPYKILiS U MEAMYHOrO 3aCTOCYBaHHS JIIKapChKOro 3acoly [29].

68


https://paperpile.com/c/9G7GCH/m3IaO+FkrLD
https://paperpile.com/c/9G7GCH/D3fFn

CT-H MO3YV 42-9.1:2023

Butpatun Ha ycyHeHHS NOOIYHOI peakiiii OJHOrO TMalli€HTa PO3PaxOBYIOTHCS SIK
n00yTOK (MHOYKEHHSI) YacTOTH BHHHUKHEHHsS IMOOIYHOI peakiii Ha BapTICTh Il
JKyBaHHS.

[ToGiun1 peakmii KIacU(IKyIOTh 3a YacTOTOK, CTyIEHEM CepHO3HOCTI Ta
OB S13aHICTIO 13 JIIKYBaHHSM. BKIIOUEHHS 10 pO3paxyHKy BUTpaT Ha BCl MOOiYHI
peaxiiii BuMarae J0JaTKOBUX JaHUX 1 MPUIYIICHB Ta A0Ja€ CKIaaHOCTI. [IpakTnaHnm
MIIX0JIOM € BKJIIOUEHHS JI0 PO3PaxyHKIB JIMIIE CEPHO3HUX ITOOIYHUX PEaKIIii
(HampwuKIam, I OHKOJIOTIYHUX 3aXBOPIOBaHb 3-TO Ta 4-TO CTYIEHIO 3T1THO TaOJIHII
3, mMO MawTh  YacTOTy BHWHUKHECHHS  Outebmie 1% Ta BHU3HAYAOTHCSA SIK
«TormpeHi/gacti») [52,58].

[Ipu mnpoBeneHHI pPO3PaxyHKIB BapTOCTI JIKyBaHHS NOOIYHHX peakiii
PEKOMEH/IOBAaHO BHKOPUCTOBYBATH €IMHE JDKEPETO BXITHUX JAHUX IIOJO I[IHH Ha
JKapChKi 3ac00M.

4.3.12. INCKOHTYBAHHS

JINCKOHTYBaHHS — METOJ1 BU3HAYEHHS TEMEPIIIHBOI IIIHHOCTI TPOLIOBUX MOTOKIB
1 epexTiB BiJ JIKyBaHHS, sIKI BIJHOCSTHCS O MaWOYyTHIX mepioaiB. PekomeHmoBana
CTaBKa JUCKOHTYBaHHS B 0a30BOMYy (papMakOeKOHOMIYHOMY aHaji3i CTaHOBUTH 3%
IS BUTPAT Ta Pe3yJIbTaTiB JIIKyBaHHS (BiAMOBIIHO 10 pekomenaliiin BOO3) [35].

4.3.13. IIpencraBiieHHsI pe3yJIbTATIB

v MDKHApO/IHIH MPaKTHUIIL TUIS1 pEACTaBICHHS pe3ynbTaTiB
(apMaKOCKOHOMIYHOTO aHaji3y pPEKOMCHIOBAHO BUKOPUCTOBYBATH aJTOPUTM
CTaHJapTy KOHCOJIIJJOBAHOI 3BITHOCTI 3 (hapmMakoekoHoMiuHOrO aHaiizy — CHEERS
(aarn. The consolidated Health Economics evaluation Reporting Standards),
po3poosenuit ISPOR [28]. Lle#i cranmapt ckiamaeThes i3 28 iHGopMaLiiHUX OJIOKIB
JUTSL TATOTOBKY 3BITY 3a pe3ysbTaTaMu (hapMaKOEKOHOMIYHOTO aHami3y. Y Tadauil 8
MPEACTABICHO aanToBaHy (popMy Takoi 3BITHOCTI.

Taomung 8. [Tpuknan MPEJICTABICHHS 1HpopMaIiitHux OJIOKIB
dhapMaKOEKOHOMIYHOTO aHAJIIZY
Eran |Po3ain Onuc
1 Beryn Ha3Ba dapmakoeKOHOMIYHOTO aHalli3y, OMUC MOPIBHIOBAHUX
TEXHOJIOT1i
2 Pesrome OOrpyHTYyBaHHSI METU JIOCHIJI)KEHHS, MEPCHEKTUBH aHali3y,

METO/IIB (BX1/IHI MapaMeTPH Ta TU3aiH), BUCHOBKH

3 Konteker XapakTepucTuka  JOCHDKYBAaHOI  MOMYJsALii,  MACpyNu
NOCIIIUKEHHS | MAlll€HTIB

Onuc yMOB CHUCTEMH, Jie TOTPIOHO MPUNUHATH PIIICHHS

[lepcriekTrBa HOCIIKEHHS CTOCOBHO OIlIHIOBAHHSI BUTPAT

Omnuc TeXHOJOT1i MOPIBHAHHS (KOMITapaTopa)
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YacoBuil TOPU30HT

Bubip craBku TMCKOHTYBaHHS

Bubip mokas3aukiB eeKTUBHOCTI (pe3yJIbTaTiB JIIKyBaHHS)

4 Po3paxyHok  |OiiHKa BUTpaT Ha JIIKYBaHHS
BUTpAT
5 Pe3ynbratn [IpencraBnenHs pe3yabTaTiB aHATI3Y:

IHKpEMEHTAJIbH1 BUTPATH Ta PE3yIbTaTH;
IHKpEMEHTAIbHUH TOKa3HUK €()eKTUBHOCTI BUTPAT;
aHaJIi3 4YyTIUBOCTI.

6 BucHoBKH Jluckycisi, 0OrOBOPEHHSI OCHOBHUX PE3yJbTAaTIB, y3arajJbHeHHS,
0OMEIKEHHS, METOIOJIOTTYHI HEJOIIKN

4.3.14. lerepMiHiCTUHYHUI aHAJII3 1y TJIMBOCTI

HeBusznaueHicte pe3ynbrariB y (HapMakKOEKOHOMIYHOMY aHalli3l MOKJIMBA
BHACIIIJIOK: IPOMYILIEHHS JaHuX (aHri1. missing data), mapaMeTpuyHO1 HEBU3HAYEHOCTI
(anri. parametric uncertainty), METOIOJIOTIYHUX MPUITYIIEHb 00 CTPYKTYPH MOJIE1
Ta IHIIMX BUJIB BapiaOeJIbHOCTI Ta HEBU3HAYEHOCTI. AHaJI3 YYTJIUBOCTI J03BOJISE
OLIIHUTH PIBEHb HEBU3HAUEHOCTI 1 MOXMOKU y pe3yibpTaTax (papMakKOE€KOHOMIYHOIO
anamsy [2,8,35].

[cHye nekinbka BUAIB JETEPMIHICTUYHOTO aHaNI3y YYTIMBOCTI: OOHO(PAKTOPHHIA
(anrm. one-way sensitivity analysis, OWSA), 6ararodaktopHuii (anri. multi-way
sensitivity analysis, MWSA), cienapuuii (anri. scenario analysis), moporoBuit (aHri.
threshold analysis). Y dapmakoekOHOMIYHOMY aHadi31 HEOOXITHO 3MIUCHUTH
oMHO(MAKTOPHUN aHai3 YyTIMBOCTI. PEKOMEHJOBAaHO J0MAaTKOBO MPOBOJUTHU
NMOBIpHICHUHN aHAI3 Yy TIUBOCTI.

[IpoBeneHHs aHaNi3y YyTJIMBOCTI Ma€ Ha MET1 1IEHTU]IKYBaTU TTapaMeTpH, 110
MaloTh HAMOUIBIIMK BIUIMB Ha pe3ylbTaTd (PapMaKOCKOHOMIYHOTO aHami3y
(mampukisian, ICER) cepem Bcix BXIAHUX MapameTpiB, M0 MalOTh O3HAKU
HEBM3HAYEHOCT], BU3HAYUTH Ta apryMEHTYBaTH OOCSAT MIHJIMBOCTI LIUX MapaMmeTpiB
(anrn. the scope of variability of uncertain parameters), po3paxyBaTu OCHOBHI
pe3yabTaTh aHamizy (pe3ysibTaTd JIIKyBaHHS Ta iX PI3HMINO, 3arajbHI BUTPATH Ta
pizauio y Hux, ICER), npunyckaroun cnenndiuHy MiHIMBICTh HETOYHUX NTApaMETPIB
(Mexi1 BapiabeTbHOCTI).

Pesynbratu aHamizy 4yTIMBOCTI CI1J MPE3CHTYBaTH B TaOmMIl 1 y rpadiuHii
dopmi («aiarpama TopHao»). B «aiarpami TopHaI0» MapaMeTpu COPTYIOTHCS Bif THX,
10 MalOTh HAWBUILUI CTYIIHb HEBU3HAUEHOCTI, TOOTO MatOTh HAHOUIBIINI BIUIUB Ha
pe3ynbTaT PapMaKOeKOHOMIYHOTO aHaJli3y, A0 OiIBII CTa0lIbHUX 3MIHHUX. [59].

4.3.15. IMoBipHICHMI1 aHAJIi3 Yy TJIMBOCTI

IMOBiIpHICHUI aHami3 YYTIUBOCTI XapaKTEPU3YEThCS THUM, IO BapiabENbHICThH
KOXHOTO BXIJHOTO MapameTpy OMHUCYEThCA MEBHUM BHOIPKOBHM PO3MOIIIOM (AHTI.
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sampling distribution). Bubip po3noziny 3anexuTth BiA TUILy TapaMmeTpa (Hanpukiai,
BIPOT1AHOCTI TIEPEXO/IIB MI’K CTaHaMH, 3HaUYCHHS MOKA3HUKIB KOPUCHOCTI, BUTPATH),
BUJly mapameTpa (IuckpeTHa abo Oe3nepepBHA BEIMYMHA) Ta 1HIIUX (hAKTOPIB, IO
BIUIMBAIOTh Ha HEBU3HAUYCHICTh MapaMeTpa. IMOBIpHICHHM aHali3 YyTJIMBOCTI MOXE
Oytu 3aiiicHeHMi 3a JomomMororw cumyidamii  Monte-Kapmo. PesynbsTaTom
HMOBIPHICHOTO aHaITI3y YYTIMBOCTI € eMiipuyHuil po3noain 3naueHb [CER. Po3nosin
MOXJIMBUX PE3YyJbTaTiB MOJICJl MPU TPOBEACHHI WMOBIPHICHOTO aHaJI3y CIij
MPEICTaBUTH rpadivuHo (SIK aHaJ3 y CUCTeMI KOOPAMHAT BUTPATU-KOPUCTH) Yy BUIJISI
miarpaMu po3citoBaHHs (aHTII. scatterplot). Ha ocHOBI po3momaisy Citii BCTAHOBHUTH
CepeqHE 3HAYCHHS 1 JIOBIpYl IHTEPBAIM PE3YJIbTATIB a00 MPEACTABUTH iX y I1HIIIN
dopmi, HampuKIIag — «KpuBa NpUAHATHOCTI» (aHTi. cost-effectiveness acceptability
curve). Bubip MeToniB OI[IHKM HEBU3HAYCHOCTI pe3yJibTATiB CIiJ OMUCATH Ta
oborpynaryBatn [2,8,35,52]. Jlns nemMoHcTparii HEBH3HAYCHOCTI  PE3yJIbTATIB
€()eKTUBHOCTI BUTpAaT MNpU MPOBEACHHI HNMOBIPHICHOIO aHali3y 4YyTJIMBOCTI Ta
noOyZ0B1 TpadiKy BHUKOPHUCTOBYIOTH IUIOIIMHY €()EKTUBHOCTI BUTpPAT (AHIJ. cOst-
effectiveness plane), 1o npeacraBieHa Ha pUCYHKY 5.

4.3.16. O0OMekeHHSI aHATI3Y

OOMexeHHSI NOCHIKEHHSI CIiJ YITKO MNPEICTAaBUTU: ONUcaTH (akTopu, sKi
3HQYHO BIUIMBAIOTh Ha HETOYHICTh OTPUMAHUX pE3yJIbTATiB, BaJllJIHICTh
MPEJCTABICHOT0 aHalli3y. 3a3HauuTd, uYu (papmMakoeKOHOMIYHUN aHami3 OyB
MIPOBEJICHUI HA CTATUCTUYHO 3HAYYIIUX JAHUX KITHIYHOT €PEKTUBHOCTI. ¥ BUCHOBKAX
CJI1JT KpUTUYHO ONKCATH OTPUMAaHI pe3yJIbTaTH B KOHTEKCTI JOCIIKYBaHOI IPOOIEMH.
30KkpemMa, MOKHA HAaBECTH PE3yJbTaTH aHAJI31B 3 I[I€1 K MPOOJIEeMaTHKHU, MPOBEICHI B
IHIIX KpaiHax, 3HalIeH] mij yac oryisay (hapMaKOSKOHOMIYHMX JOCIKeHb. OmiHKa
OoOMEXEHb aHalli3y MO’K€ BKJIIOYATH MHMOBIPHI BIAMIHHOCTI B pe3yjbTaTax Ta
NPUITYIICHHSX.

4.3.17. BucHOBKH

BucHoBKM MaroTh BiAMOBIAATH METI (PapMaKOEKOHOMIYHOTO aHamizy 1 OyTH
chopMyIbOBaHI Ha OCHOBI OTPUMAHUX PE3yNbTATIB MO0 €(HEKTUBHOCTI BHUTpAT
JOCIIKYBaHOI METMYHOT TEXHOJIOT1I B MOPIBHAHHI 3 KOMIIAPATOPOM Ta pe3yJIbTaTiB
aHami3y 9yTimBocTi [8].

VY Tabnui 9 npeacraBiieHO pe3toMe 0a30BUX PEKOMEHAAIIN 010 MPOBEACHHS
(hapMakOEKOHOMIYHOTO aHami3y. Y pa3l HasBHOCTI OOIPYHTOBAHOI HEOOXIIHOCTI
MOXKJIMBE 3aCTOCYBaHHS IHIIMX METOMIB aHami3y, BIAMIHHHUX BIiJ 0a30BUX
pEeKOMeH Il .
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Tabmuus 9. KopoTtkwmii onmc 6a30BuX pekoMeHaiii (reference case)

Enement bazoBa pexomenparris [TynkT
Hacranosu
[IpoGnema, sika | Busnauutu  mpobOnemy  gociipkeHHs  Ta | 4.1
noTpedye MOXKJIMBI IUISAXH 11 PO3B'sI3aHHS
MPUNHATTS
plIIEHHS
Komnapatop (- |Mae Oytu y3romkenuid 3 TtuMm, mo OyB|4.1,4.1.4,
n) BUKOPHUCTAaHUN I KIiHIYHOTO aHamizy. Sk |4.3.2
YacTMHA  JIOJIaTKOBOTO  aHaNI3y  MOXKIIHUBE
MOPIBHSHHS 3 JIEKUIBKOMa KOMITapaTOpaMH,
MOCJIITOBHO 13 KJIIHIYHUM aHaJ130M
ITepcnekTrBa IlepciektBa cucteMu OXOpoHU 310poB’s |4.1,4.1.4,
JOCIKEHHS (rmaTHUK y cdepi OXOPOHU 3/I0POB’s1) 4.3.2,4.3.3,
4.3.8,4.3.9,
4.3.10
Tun AHani3 BUTPaTU-KOPUCTh 4.3.5,4.3.6
€KOHOMIYHOI1
OIlIHKHU
Yacosuit Mae Oytu gocratHiM, 100 3adikcyBaru |4.3.4,4.3.6
TOPU30HT BIJIMIHHOCTI 'y BHUTpaTrax Ta pe3yibTaTax
JIKyBaHHS MOPIBHIOBAHUX MEIUYHHX
TEXHOJIOT1H
Cunre3 noka3iB | Matore OyTu mochmigoBHUMH 3 aHaiizoM | 4.3.1
11010 epeKxTiB PO3B’sI3aHHS npoOJieMu, aHaJ130M
JKYBaHHS e(eKTUBHOCTI Ta Oe3neKu
Edextn nns Bupaxeni y nokazaukax QALY 4.3.5
310pOB's™
Jlxepeno nanux | Jlani, oTpumani y pesynbraTi onuTyBaHHS |4.3.5
MOKa3HUKIB NaII€EHTIB PEIEBAHTHOTO KJIIHIYHOTO
KOPHUCHOCTI™ TOCI1IKEHHS
[onynsamis [IpuiiHaTHUMU € naHi 13 1HIIKUX KpaiH, y pasi|4.3.5

MaIi€HTIB, HA
OCHOBI SIKOT
BU3HAYAIOThCS
IMOKa3HUKH
KOPUCHOCTI*

BIJICYTHOCTI JJaHUX 3 JIOKAJIbHUX YMOB Y KpaiHu
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JlaHi om0 [TpsiMi MeTUYIHI BUTPATH. 4.3.8,4.3.9,
BUKOPHCTaHUX VY pasi gomineHOCTI MoXJuBe mnpencrasieHHs | 4.3.10,4.3.11
pecypciB Ta ix J0JIaTKOBOTO aHaIi3y i3 BKIIFOYCHHSIM BHTpAT,
BapTOCTI [0 HECYTh IHIII CEKTOpPH CYCIILIbCTRA,
HAIPUKJIa, HETIPSMIi BUTPATH.

Bubip mkepen maHMX Mae TPYHTYBaTHCS Ha
KPUTEPISIX: TIEPCIIEKTHUBA aHalli3y, JOCTYIHICTb 1
BAJIJHICTh JaHWX, IIMTOMa Bara KOKHOTO
KOMIIOHEHTY BHTpaT |y 3arajbHuUX abo
JOJAaTKOBHUX BHTpPATaX

JuckontyBauHs | 3% sK 1751 BUTPAT, TaK 1 pe3yJIbTaTiB 4.3.12
JTIKyBaHHS

*He € pelleBaHTHUM Yy pa3i BUKOPUCTAHHS aHaJi3y BUTPATU-E(PEKTHBHICTh
4.4. AHaTi3 BIUIMBY HA MOKA3HUKHU 0KIZKETY CHCTEMH OXOPOHH 310POB’A

[le#i anamiz m03BOJIsIE BCEOIYHO OIIHUTH HACHIJIKM YXBaJCHHS PIIICHHS IPO
(diHaHCYBaHHS MEIMYHUX TEXHOJOTIH 3a iep>kaBH1 KomTH (pucyHok 9). Bin Bkirovae
aHali3 BIUIMBY Ha MOKa3HUKU OIOJKETY, KM MO)Ke OyTH JONMOBHEHUUN aHai3oM
MIPaBOBUX Ta OpPraHi3allliHUX HACHIAKIB NPUUHATTSA pilieHHS Npo (IHAHCYBAHHS
OIIIHFOBAHOT MEUYHOT TEXHOJIOTI 3a JeprkaBHi komth [9,29].

AHaJi3 BIUIMBY Ha MOKa3HUKH Or0/KeTy (aHriI. budget impact analysis) Bu3Hauae
¢db1HaHCOBI HACIIJIKU BIPOBAKCHHS abo BWJIYYCHHS 3 porpam
3aKyIiBeb/(hiHaHCYBaHH/peiMOypcallii OIIHIOBAHOT MEUYHOT TEXHOJIOTIi B CUCTEMI
OXOpPOHHU 3710pOB’sl B YKpaiHi. L{e KiTbKiCHUI aHalli3, pe3yabTaTH SIKOTO MpeICTaBIIEHI
y TPOILIOBUX OJMHHMIISIX Ta PO3PAaXyHKH TMOJaHI 3 BUKOPUCTAHHSIM MPOTPAMHOIO
3abe3neuenHs, Hanpukiag MS Excel.
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Pucynok 9. /liarpama anaii3zy BIUIMBY Ha OIO/KET
4.4.1. IlepcnexTuBa

AHani3 BIUTMBY HAa MOKa3HUKU OIO/KETY MOTPIOHO MPOBOAMTH 3 MEPCHEKTHUBH
IUTATHHUKA (OpraHy JAep>KaBHOI BIa/IM, 3Ky OXOPOHH 370POB’s), SIKUii 3000B's13aHUN
(diHaHCYBaTH TOCIYTHM 3a KOIITH JEP>KaBHOTO/MICIEBUX OIO/IKETIB, a y BHUIAIKY
CHUTbHOTO (hiHAHCYBAaHHA — 31 CHUIBHOI TEPCHEKTUBU IUIATHUKIB: JEP’KABHOTO
[UTATHUKA 1 AI{ICHTIB.

Kpim TOro, y BUunajKy CrnuibHOiI OIJIaTH PEKOMEHAYETHCS MPEICTABUTH BUTPATH
MOHECEHI MaIll€EHTOM, 1X CEpE/IHI 3HAUCHHS, a B JIESIKUX BUMAJKaX — TaKOX Jiana3oH
BUTpAT. SIKIIO HEMae CIIBOIUIaTH, a00 BOHA HE3HA4YHa BiJl MAIli€HTa, TOl JOIIBHO
BUKOPUCTOBYBATH JIMIIE TMEPCIEKTHUBY CUCTEMU OXOPOHHU 3JI0POB’S — JEP>KaBHOTO
IJIaTHUKA. AHalll3 Ma€ BKJIOYATH MpsAMI MEIUYHI BUTpPATH, a Y pasl JOLIIBHOCTI
CLEHapiil 13 BKIIOYEHHSM BUTPAT, IO HECYTh 1HILI CEKTOPU CYyCHIIbCTBA, HAIPUKJIA,
HEenpsiMi BUTPATH, PEKOMEHIYEThCS IPEJICTABIISATH K TOAATKOBUN aHAI3.

4.4.2. YacoBuii rOpu30HT

AHauni3 BIUIMBY Ha MOKa3HUKH OIO/DKETy nepeadavae OLIHKY BIUIMBY 3asBICHOT
MEIUYHOI TEXHOJIOTIT Ha MIOPIYHUIN OOHKET OXOPOHH 37I0POB’SI IPOTIATOM S5-TH POKIB
MICIIsl BIPOBA/KEHHS HOBOI TEXHOJIOTIT a00 BWIIyYeHHsI 3 TporpaMm ¢iHaHCYBaHHS
paHilie BUKOPUCTOBYBAHOI TEXHOJIOT1].
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4.4.3. Cxi1a10Bi eJIeMEHTH aHAJII3Y BIUIMBY HA MOKA3HUKHU OKOKETYy
AHaJi3 BIUIMBY Ha MTOKAa3HUKH OIOJKETY Ma€ BKJIFOYATH TaKi CIICMCHTH:
PO3Mip Ta XapaKTEPUCTUKH JOCITIKYBaHOI MOITYJISIiT HACCICHHS;
CIIEHAapIi, 110 BIJTIOBIIA€ MOTOYHIN MPAKTUII JIIKYBaHHS («JIIFOYUH CIIEHAPI»);

CIeHapiid, IO OYIKYEThCS TICIAS  BIOPOBAPKCHHS HOBOI  MEIMYHOL
TEXHOJIOT11/BUIYdCHHsI TOTOYHOI MEAWYHOI TEXHOJOTil, sKa BiIIIKOJOBYETHCS
(«HOBHI ClIeHApI»);

BUTPATH HA peaTizallito 1UX CIeHapiiB;

YaCTKM PHHKY JOCIIKYBAaHMX TEXHOJOTIH Ta iX MPOrHO30BaHI 3HAYEHHS Ha
HACTYIIHI 5 POKIB;

JOJIaTKOB1 pe3yJabTaTH (KOPHUCTh BiJ JIIKyBaHHS, KUIBKICTh MONEPEIKEHUX
BUIIA/IKIB 3aXBOPIOBAHHS);

aHaJi3 YyTIUBOCTI.
4.4.4. JlxepeJia JTaHUX

Jlani moBuUHHI OyTHM OTpUMaHiI 3 HaMKpammMX JOCTYIHHUX JDKEpesd, 1 BCi
NPUIYIIEHHS, 3pO0JIeH] JJi1 aHali3y BIUIMBY Ha MOKA3HUKHU OIOKETY, MalOTh OyTH
0OTpyHTOBAaHI.

MokHa  BHUKOPHUCTOBYBAaTHM Takl JDKEpesia JaHuX: OMyOJIIKOBaHI  Ta
HEONmyOJIIKOBaHI  eMMiJIeMIONIOTIYHI  JOCTIKEHHS, JlaHl MEJIUYHOI CTaTUCTHKH,
JOCIIJKEHHSI PUHKY, PEECTPH, €KCHEepPTHI JyMKH, 1HINI Oa3u JaHUX (HaIpUKIa,
JIOKaJIbHI pealibHI J1aH1).

Crpareris nouryky, Kputepii BUOOpPY JKEpeI TaHUX, CUJIbHI Ta CI1a0Ki CTOPOHU
BUKOPUCTAaHUX JDKEpes, KpuTepii BUOOPY NAaHMX Ta METOAM aHaji3y MaroTh OyTu
npejacTaBieHi. B aHami3zi HEOOXiHO BUKOPUCTOBYBATH JaHl, $KI CHPUSITHUMYThb
MIHIMI3a1ll HOMWJIOK B OI[IHIII.

ba3zoBuM migxomoM [ BU3HAYEHHS pO3MIPY LIIBOBOIT MOMYJISALIT AJIA aHami3y
BILJIUBY HA MOKA3HHUKHU OIOJIKETY € BUKOPUCTAHHS €MiIeMIOJOTTYHUX JaHUX YKpaiHu
(emigemionoriuHUN Mminxid). BukopucTaHHs emieMioNOTIYHUX JaHUX I1HIIAX KpaiH
MalTh OyTH OOIPYHTOBaHI. Y BHIIQJIKy BIACYTHOCTI €MiAEMIOJIOTIYHUX JdaHUX,
MapKETHUHTOBI JJaH1 PO MPOAaXKi/peiMOypcallito TaK0X MOKYTh OyTH BUKOPUCTAaHI1 JIsI
OIIHKY IIJTLOBOT MOMYJISAIT HaceaeHHs (IM1IX1]] HA OCHOBI ICTOPHYHOTO CITO>KHBAHHS).

B nmesaxnx Bumagkax MOMXINBE MNOEAHAHHA 000X MIAXOMIB, OCKIJIBKH
eM1EeMIOJIOTTYHHM MiIX1 OIIHIOE KUIBKICTh 0C10, SIKi MarOTh MOTEHIIIHHY TOTpeOy B
3a0e3ne4eHHi JIKapChbKUMHU 3aco0amu (MOTeHLIHHI OeHediriapu), B TOM yac K MmiIxijg
HAa OCHOBI ICTOPUYHOTO CIIOKMBAaHHS JO3BOJIAE OIIHUTH KUIBKICTH 0CI0, 110
OTPUMYBAJHU BIJMOBIJIHE JIIKYBaHHS 3a TOMNepeaHid nepioa (akTUBHI OeHediliapu)
[60].
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Sxmo HOBUM JiKapchKkuii 3acid abo KommapaTop Mae€ JAeKiTbKa IOKa3aHb
BIIMOBIAHO /IO 1HCTPYKINi i1 MEAMYHOTO 3aCTOCYBaHHS, IIJIX1JT Ha OCHOBI
ICTOPUYHOTO CIIOKWBAHHS HEAOLUJILHO BUKOPUCTOBYBATH.

BukopucToByroun gaHi HEOMyONIKOBaHWX JpKepen (HampuKIal, eKCIepTHA
TyMKa, MAapKETHHIOBl JOCHIIPKEHHS, PEKOMEHAAIlli HEeypsSAOoBUX OpraHizaiii),
BXJIMBO MPEJICTaBUTH KOH(IIKTH 1HTEPECIB Ta MOXKJIWBI JDKepesa yHepeIKeHOCTI
aBTOPIB.

Jl>xepena JaHUX A7l MOJIENI aHaji3y BIUIMBY Ha MOKAa3HUKHU OIOJIKETY:

peabHi AaHl Ta JaHi 010 BUTPAT 13 pEECTPiB, 023 TaHUX Ta IHIIKX SISKTPOHHHUX
abo mamepoBUX MEAMYHUX 3alMCiB B YKpaiHi, peJIeBaHTHUX [0 MEPCHEKTUBU
MJIATHUKA,

JIaH1 I10/I0 BUTPAT Ta 3a/(ITHUX PECYPCiB 3 KIIHIYHUX JOCTIIKEHb, IPOBEJICHUX B
VYkpaiHi, mo cnenudiyHi 10 JOCHIIKYBAaHOT KOTOPTH MAIIEHTIB y aHali31 BIUIMBY Ha
OI0JIKET YU €KCTPANoJIbOBaHI1 JIaHi;

JaHl MPO CIIOKHWBAHHS, BUKOPUCTAHHS Ta MPUXWIBHICTH JI0 JIKyBaHHS (aHTJI.
compliance) 3 MDKHApPOJHHMX JDKEpen 13 TOAIOHOI TMOIMYJIAIIEI0 IAlEHTIB Ta
IPAKTUKOIO MPU3HAYEHD JIIKAPChKUX 3aCO01B;

JaHl MapKETUHTOBOTO aHaNi3y pPUHKY I 1AeHTU(IKaIli  po3noaury
KOMITIapaTopiB 3a MUTOMOIO Barolo MpU3HaAYEHb;

€KCIIEpTHA JyMKa Ta OMUTYBaHHS 11040 JAHUX PEalbHOI KIHIYHOI IPAKTHKH.
4.4.5. llinboBa nomyJisuis

B ananizi BIJIMBY Ha TNOKa3HUKU OIOJDKETY B JIOCTIKYBaHY TMOMYJISIIIIO
HACEJICHHS BKJIIOYAIOTHCSI BC1 MAIIEHTH, IIOJ0 SKUX JaHa TEXHOJOTis MOxe OyTu
BUKOPUCTAaHA 3T1JIHO 3 JOCTIPKYBaHUMHU MOKA3aHHSIMHU JI0 3aCTOCYBAHHS.

JUisi BU3HAUEHHS TpPYyNU HACEJEHHS, B SKiil OLIHIOBaHAa TEXHOJIOTis Oyxe
peiMOypcoBaHa, CiiJi BpaxyBaTW CTYMiHb BIPOBAKEHHS (YACTKU PUHKY) HOBOI
MEJIUYHOI TEXHOJIOTIi B PO3TISIHYTOMY 4acOBOMY ropu3oHTi (Tabiuus 10). Baxnuso
PO3IJISIHYTH CIIEHapii MOXJIMBOTO 30UIbIIEHHS TPYNH HACEICHHS, 3YMOBJICHE
JOCTYITHICTIO HOBOI TEXHOJIOTiI Ha PHUHKY a00 BUKOPUCTAHHS 32 I1HIIMMH
MOKa3aHHSIMHU.

Po3pi3HAI0TH OCHOBHI TPH TUIIM BITPOBAIKEHHS HOBOI METUYHOT TEXHOJIOTII [29]:

3amimieHHs (aHria. substitution) — HOBa MeIWYHA TEXHOJIOTIS 3aMIHIOE OJIHY
MEIUYHY TEXHOJIOT1I0 TIOPIBHSIHHS B TOTOYHIN CXEeMi JIIKyBaHHS a00 JIEK1IbKa,;

KoMOiHallis (aHrjia. combination) — HOBa MEIWYHA TEXHOJIOTIS TOHAETHCSA [0
MEIWYHUX TeXHOoJorii (anri. add-on), 1o 3acTOCOBYIOTHCS B IMOTOYHIA CXeMmi
JKyBaHHS;

pO3IIMpPEHHs (aHIJI. eXpansion) — HOBAa MEIUWYHA TEXHOJOTISI MPOMOHYETHCS
naiieHTaM, sKi paHillle He OTPUMYBAJIU aJbTEPHATUBHOIO AKTHUBHOIO JIIKYyBaHHS
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(7uime miaTpuMyroya Teparis) abo A Mall€HTIB, SKI NPUIUHWIN JTIKyBaHHS depes
HETEePEHOCUMICTh, HE3PYUHICTh, BTpATy €(PEKTUBHOCTI 00 OyAb-sKi 1HII MIPUIUHHU.

Ta6mug 10. Tlpuknan npeacTaBieHHs 4acTOK PUHKY JOCHIIKYBaHOT MEIUYHOT
TEXHOJIOT1i Ta KoMIapaTopa 3a CIieHapieM 3aMIIIEeHHSI

Mapametp/ Tiroua Ilepiox nporuo3yBaHHs
IMIOKa3HUKH |NIPAKTHKA| Pjg 1 Pik 2 Pik 3 Pik 4 Pik 5
Humwosa 100 110 120 140 160 180
TIOTTYJISITisT

Hosa

MEIUYHa 0% 30% 50% 70% 80% 100%
TEXHOJIOT1S

Kommnapatop 100% 70% 50% 30% 20% 0%

Ha BinMiny Bij aHamizy epexkTHBHOCTI Ta (apMaKOEKOHOMIYHOTO aHaJI3y, Je
JOCIIKyBaHa TOMYJISALIST HACEJICHHS 3aKpUTa (KOropTa XBOPUX BHU3HAYAETHCS HA
MOYaTKy 1 BCI BKJIIOUCHI MAII€EHTH 3aJMIIAIOTBCA Y JOCHIIKYBaHIM IOyl
POTATOM BU3HAYEHOI'0 YaCOBOT'O TOPU3OHTY), KUTbKICTh HaCENIEHHS, IKa BKJIIOYEHA JI0
aHali3y BIUIMBY Ha OIODKET, € BIIKPHUTOK, TOOTO MOXE 3MiHIOBATHCS 3 yacoMm. Lle
O3Hayae€, M0 OKpeMi MAallleHTH BBOAATHCA a00 IMOKHIAIOTh MHOIYJSALII0 MPOTATOM
4acoOBOI'0 TOPU30HTY, KOJIM BOHU BIAMOBIAAlOTH a00 HE BIJNOBIAAIOTh BU3HAUYCHUM
KpUTEPisSM BKIIFOUCHHS B TaHW MOMEHT 4acy. Lle Mae 3HaUCHHS, KO OYIKYETHCS, IO
JOCTYIHICTh HOBOT MEJIMYHO1T TEXHOJIOT11 BIUIMHE Ha 3arajibHy KUIbKICTh MAIIEHTIB, 1110
OTPUMYIOTh JIIKyBaHHS. Hampuknaa, 3HMKEHHS CMEPTHOCTI BHACIIJOK JIKyBaHHSA
MO>K€ TIPU3BECTH J0 TOTO, IO O1NIbIIE MAIIEHTIB MalOTh MPOJOBXKYBAaTU OTPUMYBATU
po3MmoyYaTuii Kypc JIKyBaHHS, MPOTPECYBaHHS 3aXBOPIOBaHHSA Ha (DOHI JIKyBaHHS
MOXX€ TPHU3BECTH [0 BiAMIHM ab0 3MIHM pO3MOYATOrO JIIKYBaHHS, IIOBHE
BUJIIKOBYBAHHSI MO>KE TIPU3BECTH JI0 3MEHIIICHHSI KUTBKOCTI MAIIEHTIB, K1 MOTPEOYIOTh
JKyBaHHS.

VY neskux BUMaAKax, KOJUM HOBAa MeIUYHA TEXHOJOTIS 3aCTOCOBYETHCS 10 YITKO
BU3HAYECHOI TPYMHM TAII€HTIB, 3MIHM KUIBKOCTI SKOI 3 YacoM HE OYIKYEThCA
(HanmpuKknaa, NaieHTy 3 PIAKICHUMHA T€HETHYHUMHU 3aXBOPIOBAHHSIMU ), BUKOPUCTAHHS
3aKpPUTOI TOMYJAUli MOKe OyTHM OUIbII pEeJIeBAaHTHUM JJisi aHali3y BIUIMBY Ha
MOKA3HUKHU OIOJIKETY.

Takum 4MHOM, OIlIHKA 3POCTAHHS YaCTKM PUHKY HOBOiI MEAMYHOI TEXHOJIOT1i
MOBUHHA IPYHTYBATHUCS HA MPOTHO30BAHOMY 3pOCTaHHI I[1JIbOBOI MOIMYJISIIIi BHACIIOK
30UTbLIEHHS! MMOKAa3HUKIB 3aXBOPIOBAHOCTI Ta MOIIMPEHOCTI, a TAKOX Ha 3POCTaHHI
gyepe3 JOCTYMHICTh HOBOI MEIUYHOI TEXHOJIOTiI, sika Oe3MmocepeHbhO BIUIMBAE Ha
CMEPTHICTh, 3aXBOPIOBAHICTH/TIOMUPEHICTH 200 3MiHY JikyBaHHs [60].

Po3Mip rpymu naiieHTiB Ma€ OyTH OLIHEHUH 3 TaKOIO MOCIII0BHICTIO:

BU3HAYUTH MOIITUPEHICTH TaHOI XBOPOOH;
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OIIHUTH KIJTBKICTh 0C10, K Mayii O MOKa3aHHS ISl 3aCTOCYBaHHS TEXHOJIOTIT;

OILIIHUTH PUHKOBY TO3MIIII0 TEXHOJIOTII 32 KOKHUM TOKa3aHHAM IS Ti€l Tpymu
HaCeJICHHsI, sSIka 0YiKy€e BUKOPHUCTAHHS BIAMOBIIHOT TEXHOJIOT1{, TOPIBHSHO /10 TPYIIH,
sika Oy/ie BUKOPUCTOBYBATH aJIbTEPHATHBHI TEXHOJIOTIT IS IIbOTO MMOKA3aHHH.

['pyma HaceneHHsI, siKa IO MEIUYHY TEXHOJIOTiII0 Oyae BUKOPHCTOBYBATH Y
BUIAJIKy TMO3UTHUBHOIO PIIICHHS IMPO 3aKyMiBIIIO, peiMOypcaliito (BIAIIKOTYBaHHS),
Mae OyTH OIliHEHA IUIIXOM TOOYI0OBU ajJbTEpHATUBHUX CIICHAPiiB BUKOPHUCTAHHS, Ha
OCHOBI (paKTOPiB, M0 HAWOIBIIE BIUIMBAIOTh HA MOMUT HA IF0 TEXHOJOTIIO 1 PiI3HUX
OLIIHOK TOIIMPEHOCTI 3axBopioBaHHA. CliJl BpaxOByBaTH BHUKOPUCTaHHS HOBOI
TEXHOJIOTIl 3 OISy Ha Te, KO0 MIPOI0 II€ 3aMIHUThH paHille BiIIIKOJOBYBaHI
texHosorii. Ciij BpaxoByBaTH Jil0 YAHHOTO 3aKOHOAABCTBA IMOAO BiIIKOTYBaHHS
BapTOCTI JIKapChKHUX 3aCO01B.

PekomeH10BaHO MpeACTaBiICHHS LUIbOBO1 MOMYJIALIT ISl 3aKPUTOI Ta BIAKPUTOL
KOTOPT SIK B MpUKIaaax y Tadmmmsx 11, 12.

Tabmuusa 11. Tlpukian mpeacTaBieHHs IMUIBOBOI  MOMYJSLIl JJsT 3aKPHUTOI

KOTOPTH
Ha3Ba nmapamerpa Yacrka HaceJleHHS KinbkicTh nanieHTiB

Hacenenns Ykpainu 100% 42 000 000

[TommpeHicTsb 204 840 000

3aXBOPIOBAHHS

JliarHoCTOBaHI MaIli€HTH 90% 756 000

[TamienTu, SKUM

TTOKa3aHWH 3asBIICHAN 50% 378 000

JIKapChbKui 3aci0

Tabmums 12. Tlpuknag mpencTaBieHHS pPe3yJabTaTiB PO3PAXYHKY KIJTBKOCTI
MAalI€HTIB Uil BIAKPUTOI KOTOPTH, SKI MOTpeOyBaTUMYTh JIIKYBAaHHS HOBOIO
MEIUYHOK TEXHOJIOTIECIO

HaszBa 3HaYeHHHA Pik 1 Pik 2 Pik 3 Pik 4 Pik 5
napamMerpa napamerpa | (¢paxr.) [(mporuo3)|(nmporuo3)|(nporuo3) |(mMporuo3)
Hacenenns TaHl 41 700 42 100
Vipait Tlepsxcraty 000 41 800 00041 900 000(42 000 000 000
Hormpericts 2% 834 000 | 836 000 | 838000 | 840000 | 842 000
3aXBOPIOBAHHS
. JTaHl 3
3aXBOPIOBAHICTh 75000 | 76500 76 000 77 000 77 200
peeCTpy
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CMepTHICTB 10% 83400 | 83600 | 83800 84 000 | 84200

Bceboro narieHris 825600 | 828900 | 830200 | 833 000 | 835000

4.4.6. IlopiBHsAHHA cUeHAapiiB

AHani3 BIJIMBY Ha TOKa3HUKU OIOMKETy 0a3yeThCsl HAa MOHATTAX <(JIIIOUOTO
CIICHApIIO» Ta «HOBOTO cIeHapito». «Jlirounii cleHapii» BpaxoBye MEIUYHI
TEXHOJIOTil, M0 B JaHWH Yac BUKOPHCTOBYIOTHCS B TICBHIH TpyIi HacCeICHHS
(BKJIFOWArOUM  CTaHUW  «0e3  BTpy4YaHHs» ab00 MeAWYHI  TEXHOJIOTii, IO
BUKOPHCTOBYIOTHCSI B PI3HHX YMOBaX — HAmpUKIaaA, B paMKaxX JiarHOCTHYHO-
cnopinHenux rpyn (anri. diagnosis-related group, DRG). «Jlirouunii cuieHapiit» mae
CIIBHAJATH 3 IOTOYHOK IPAKTHKOK JIKYBaHHS IUIBOBOI KOTOPTH TAIIEHTIB 3
NEPCTIEKTUBU CUCTEMU OXOPOHHU 310POB’Sl.

«HoBwuil cuenapiii» BigoOpaxka€e pUHOK MICJsS BIPOBAHKEHHS HOBOI TE€XHOJIOTIi
(sika Moke OyTHU JToJlaHa JI0 ICHYIOUMX MEIMYHUX TEXHOJIOT1A a0 4aCTKOBO 3aMIHUTH
BCl MEJMYHI TEXHOJIOTIi YM JIEsKl 3 HUX) a00 BUIIy4YeHHs TexHousorii. [Ipunymenns
II0JI0 «JIIF0YOT0 CLIEHAPII0» Ta «HOBOTO CLICHAPIIO» CII1J] OMKUCATH Ta OOIPYHTYBATH 13
BKa3aHHSM JIKEpE, 3 IKUX OTPUMaH1 JaHl.

4.4.77. Anaji3 BuTpar

AHaJi3 BUTpAT IPH OIIHIIl BIUIMBY Ha MOKA3HHKU OIOJKETY Ma€ BIJMOBIAATH
NEPCHEeKTUBl JIAaHOTO JOCHIKEHHS (TIepCleKTuBa IIaTHUKA). HeoOximHo 4iTko
omnucaTH Ta OOTPYHTYBATH METOJIM OLIIHKU BUTPAT, 3 YCIMa X IPUITYIIICHHSMU, a TAKOXK
Ti, SIK1 MPUAHATI B aHAJ131 Yy TJIMBOCTI.

Butpatun Oromkery MaioTh OIIIHIOBATHCS TaKUM YHMHOM, 100 3a0e3MeuuTH
BIJIMOBIAHICTh (PAKTUYHHMM TUIATEXXKaM Ta 3a0MIaKECHHSM, JIOCATHYTUM IJIATHUKOM.
AHaJli3 BIUIMBY Ha TOKa3HUKHM OIOJKETY Ma€ 30CEpe/KyBaTHUCS, TMEpII 3a Bce, Ha
BU3HAYCHHI PO3paXxOBaHUX 3a0IIAKEHb a00 TOAAaTKOBUX BUTpAT, Ta YA BOHHU OYIyTh
3HAYHUMH B peajbHIi MPaKTULIIL.

AHai3 BIUTMBY Ha MOKAa3HUKHU OFOHKETY TOIISIOTH Ha 1BA THIH: CTATHYHHUIA Ta
auHamMivyauid. CTaTHYHUN aHai3 JOLUIBHO BUKOPUCTOBYBATH JUIsl TOCTPUX CTaHIB,
KOJIM BIUIMB 3asBJICHOI MEIMYHOI TEXHOJIOTII € KOPOTKOCTPOKOBUM, abo yist
XPOHIYHUX 3aXBOPIOBAaHb y pa3i KOPOTKOTO JOCHTIKYBAHOTO YacCOBOTO TOPU3OHTY.
JluHaMigyHUM aHaji3 TOIIJIFHO BUKOPUCTOBYBATH JIJII XPOHIUHUX 3aXBOPIOBAHb, KOJIU
3asBJICHa MEJMYHA TEXHOJOTIS YMOBLIBHIOE MPOTPECYBaHHS 3aXBOPIOBAHHS Ta/a0o
3HIDKYE PIBEHBb MepeadacHOi CMEPTHOCTI, 1 OIIHKH/pE3yJdbTaTh HEOOXITHI SK IS
KOPOTKOTO, TaK 1 I JOBTOCTPOKOBOTO mepioay [61].

Po3paxyHOK BUTpaT 3a BHUKOPHUCTaHHSM CTaTHUYHOTO MIAXOAy Nependadae
MHOKEHHS MPSIMUX MEIWYHUX BUTpAT Ha OJHOTO MAalli€HTa HA OYIKYBaHY KUJIBKICTb
NaII€HTIB, 1[0 MOTPeOyBaTUMYTh 3aCTOCYBaHHS 3asBJIECHOT MEAMYHOI TEXHOJOTIi
(uiboBa KOropTa mamieHTiB). Po3paxyHOK BUTpaT 3a BUKOPUCTAHHSAM JMHAMIYHOIO
niaxoay nepeadayae 3aCTOCYBaHHS 3MOJIETbOBAHUX JTAHUX 3 (PapMaKOEKOHOMIYHOIO
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aHasizy, o OyAyTh OMKMCYBaTH AUHAMIKY BUTpPAT, IEPEXO1y MAILIEHTIB MK CTaHAMU,
PO3MIpY IIJILOBOI KOTOPTH MAIlI€HTIB, TOIIIO.

B ananiz BrmMBYy Ha OrO/KET MarOTh OyTH BKJIFOUYEHI BUTpATH, 110 MOB’sA3aH1 3
JIKyBaHHSM, 30KpeMa BUTPATH Ha JIIKYBaHHS MOOIYHUX peakIlii Ta BUTpATH Ha 1HII
KOPOTKOCTPOKOBI a00 JIOBrOCTPOKOBI HACIIIKK (HANPUKIIa, HACTYITHI JIIHII Teparrii)
[62]. Juist Tpo30pocTi aHali3y BIUIMBY Ha MOKAa3HUKH OFOJKETY BUTPATH HA CYIyTHI
JKapChKi 3ac00H CJIi7] BHOKPEMUTH SIK 1HIII IIPSAMI MEJMYHI BUTPATH, 1110 MOB’sI3aHi 13
JTKYBaHHSIM.

Hempsimi BuTpaTi B aHaii3 BIUIMBY Ha OFOKET HE BKIIOYAIOTh, OCKIJILKA BOHH,
SIK TIPABHJIO, HE MAIOTh BiJTHOIICHHS JI0 PO3NOPSIHNKA OFOJKETHUX KOIITIB B CUCTEMI
OXOPOHU 3II0pOB’s. SIKIIO HEmpsiMi BHUTPATH MAIOTh 3HAYHUI BIUIMB, BOHU MOXYTh
OyTH 10AaTKOBO MPECTABIICHI B OMKCI IO aHAJI3y BIUIUBY Ha OIOJIKET.

Butpatu Ha mikapchbKi 3aco0H, 10 3aCTOCOBYIOThCS SIK KOMOIHOBaHa Teparis,
MMOBUHHI OITIHIOBATHUCS K OJHA cXeMma JKyBaHHA. [Ipu 1IbOMy BUTpAaTH Ha KOXKCH
JiKapchbkuil 3aci0 MarOTh OyTH 3a3HA4Y€H1 OKPEMO JUIsl IPO30POCTI B MOJIETI aHATi3y
BIUIMBY Ha IMOKa3HUKU OIOKETY [62].

[Ipu po3paxyHKy BUTpaT Ha JIKyBaHHS PO3PaxOBYIOTh Ha KUIbKICTh OJMHHUIIb
JKapChKUX 3aC001B, SIK1 3aKYTOBYIOThCS, @ HE CIIOKUBAIOTHCS, TOOTO 3 OKPYTJICHHAM
KUTBKOCT1 YITAKOBOK JI0 I[1JIOT0 yucia (anri. vial sharing).

SIKicHa XapakTepUCTHKa BIUIMBY Ha IMOKAa3HMKH OIOJDKETY OLIHIOETHCS uepe3
MOPIBHSHHSA 3 CEPEIHIM 3HAUEHHSIM BUTPAT OIOJIKETHUX KOLITIB HA JIIKAPChKI 3aCO0U
3 OJHAKOBUM MIKHAPOJHHM HEMAaTEHTOBAHMM HallMEHYBaHHSM B c(depl OXOpPOHH

3mopoB’s [63,64].

PekomMeH10BaHO B KIJIbKICHOMY BUPa)XEHHI1 MOKa3aTH BIJIUB TEXHOJIOT1i HA 3MIHY
B 0o0csirax HaJaHHs MEIWYHUX MOCIYT, TOMY IO BIPOBAJKEHHS HOBOI TEXHOJOTIi
MOX€ MaTW MPaKTHU4YHI HACHIJKU JJig opradizamii Ta (yHKIIOHYBaHHS
3alHTEPECOBAHUX CTOPIH B cPpepi OXOPOHU 30POB 1.

3aJie’KHO BiJl TUITY OIIHIOBAHOT METUYHOI TEXHOJIOT1i MOK€e OYTH BaXKJIMBUM OTIHIC
BUTpAT Ha ii BOPOBAJKEHHS, BKIIOYAIOUM HEOOXITHICTh HABYAHHS TEPCOHANY 1
Nali€eHTiB a00 3MIHM JIarHOCTUYHHUX IMPUHIIHIIIB.

OxpeMi OIlIHKK MarOTh OyTH MiATOTOBJICHI JJIsl OKpeMHX BUIIB BUTpaT. O1liHKa
3arajbHOI T10JaTKOBOT 3MIHM BUTPAT MA€ BKIIFOYATH:

BUTpPATH, OB’ A3aH1 3 OI[IHIOBAHOIO TEXHOJIOTIEIO;

JIOIATKOB1 BUTpaTH Y cpepi OXOpOHU 3A0POB’s, MOB'SI3aHUX 13 BIPOBAIHKEHHSIM
JOCJIIKYBaHOT TEXHOJIOTI,;

CKOpPOYEHHSI BHJIATKIB, MOB'SI3aHUX 31 3MEHIICHHSIM BUKOPUCTaHHS MOTOYHUX
TEXHOJIOT1i, y BUNIAAKY, SKIIO 1HILIA TEXHOJOT1sl BA3HAHA IPUNUHATHOIO;

CKOPOYEHHSI BUTpPAT, MOB'S3aHUX 13 3a0IIAPKEHHAMU B cdepl 1HIIMX MOCIyT
(HanpukIaa, 3MEHIIEHHS BUNIAAKIB FOCHiTaII3a1lii).
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3rigHo 3 MbKHapoaHumu pekoMenpamisMu ISPOR mono anamizy BmimBy Ha
Or0/KeT, Iel aHalli3 He Iepeadavae JMUCKOHTYBaHHS (HaJaHHS MEHIIOI ITIHHOCTI
MalOyTHIM IpOIIOBUM MOTOKaM) BUTpaT BianoBiaHo a0 ISPOR Task Force «Budget
Impact Analysis — Principles of Good Practice: Report of the ISPOR 2012» [29].

JlonmyckaeTbcsi po3poOKa JTONATKOBHX CIICHApiiB BIUIMBY Ha OIOMKET, IO
3aCHOBAaHI Ha 1HIIMX PEJIEBAHTHUX JJIS aHAi3y Ta YXBaJICHHS PIilICHHS MPHUITYIIEHHIX
(3MiHI KITBKOCTI TMAIli€HTIB, 3BYKCHHIO MOMYJALIl J0 MIATPYNH MAIl€HTIB, IO
OTPUMYIOTh HAWBHUIILY KJIIHIYHY BUTOAY BHACIIJOK JIIKYBaHHS, B11I0OpaXKeHHS 3MiH B
KIHIYHIN e(EeKTUBHOCTI, JOBrOTPUBAIOCTI e(ekTy, IiHax Ha JIKapChKi 3aco0w,
Tapudax Ha MEIUYHI MOCIYTH, TOILIO).

bazytounce Ha MDKHApOIHIA MPAKTHIIl TMPOBEACHHS aHali3y BIUIMBY Ha
MOKa3HUKH Orokery, ekcrepramu 3 OMT B VYkpaini po3pobiieHo pexkomeHaarii
CTOCOBHO IIIKaJIM BIUIMBY Ha OFOKET II0JI0 BUTPAT Ha 3asBJICHUM JIIKAPChKUI 3aci0.

[Ilkana BIiMBY Ha OFOJKET IIOAO BUTPAT Ha 3asBJICHUH JIIKAPChKUN 3aci0 — 11e
IIKajga OLIHKK BUTpPAT, 10 HAJA€ AKICHY XapaKTePUCTUKY (HE3HAYHUH, TMOMIPHUIA,
CEepeHii, BeTuKuii) HeoOXigHoro (DiHAHCYBaHHS IJIs 3aKYIIBII JIKAPCHKOTO 3aco0y.
[{s mkana 3actocoByeThes npu  rpoBeaeHHI OMT — OIIHKM BIUTMBY Ha OIOJIKET Ta
BKJIIOYA€E TPajiallifo 3a YOTUpPMa PIBHSAMHU BUTpaT, BIAMOBIAHO JO OMNPalbOBAHOI
MeToIMKHU [63,64,65].

JUisg aHani3y peKOMEHJI0OBaHMX MOPOTOBUX 3HAYEHb (PIHAHCOBOI JOCTYMHOCTI
3aKyIBJI JTIKAPCHKUX 3aC001B Ta BU3HAYEHHS IIKAJIU BIUIMBY Ha OOJIKET 1100 BUTPAT
Ha 3asBJICHU JIIKAPCHKUW 3acCi0 OLIHIOIOTHCA BUTPATH 3 MEPCHEKTUBH JEP:KaBHOTO
IJIaTHUKA Ha BCl JI3 BIANOBIAHO 10 YMHHKUX PErYJISTOPHUX MEPENIKIB (HAPUKIIAL, 3a
nanumMu 2020 poky — 416 MDKHapOAHMX HEMATEHTOBAHUX HAaWMEHYBaHb BapTICTIO
npu6sm3HO 15 mitpa rpH). Le Bkiltouae HanpsiMu:

MepeiKY [IEHTPaTI30BaHUX 3aKYIiBEJIb,

perioHaibHI 3aKymiBJl JIKAPChKUX 3aco0iB, 110 BKIIOYEHI 10 HamioHansHOro
nepeiKy OCHOBHUX JIIKapChKUX 3ac001B,

peiMOypcartis JIiKapchbKUX 3ac00iB.

3actocoByroun ABC anamni3z (pamkKyBaHHS BCIX MDKHApPOJHUX HEMATEHTOBAHUX
HalilMEHyBaHb 3a BUTpaTamu), Bu3HadeHo Kkareropito C (55% MiKHApOIHUX
HEMAaTeHTOBAaHUX HallMEHYBaHb, 1110 CKIanatTh 5% BuTpaT 3a anumu 2020 poky), sika
Oyna BukitoueHa 3 BuOipku. Jlyist aHamizy Oyiu 3acTOCOBaHI METOJU OIMKCOBOI
CTaTUCTUKHU Ta 00PaxXyHOK KBApTUIIIB, IO B CBOIO YEPTry CTa OCHOBOIO JIJISl SIKICHOT
Kkiacudikali mKaau BIUIMBY Ha OFOHKET II0JI0 BUTPAT HA 3asBJIICHUN JIIKApCHKUMA
3aci0.

Ha miacraBi naHux JnepkaBHUX BUTpaT Ha Jikapchki 3acodu y 2020 poii Oymo
BCTAHOBJICHO, IO MPHW 3aKyMiBJl 3a KOIITH JEP>KaBHOTO Ta MICIIEBOTO OIOKETIB
JKApChKUX 3aco01B, 5IK1 BKIIFOUEHI JJO PETYISTOPHUX MEPENiKiB JIIKapChKUX 3ac00iB,
BUTPATH € “BEIMKUMU’ TPHU BapTOCTI Olnbiie 80 MIIH IpH, “cepelHIMU’” — 32 YMOBH,
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SKIIO BapPTICTh 3HAXOUTKLCS B JT1ara3oHi Bix 37 MutH TpH 110 80 MJIH IpH, “TOMipHAME”
— y jaianasoHi Bif 22 MJIH TpH 70 37 MJIH I'pH Ta “HEe3HAYHUMHU , SIKIIIO BapTICTh HE
nepesuinye 22 MiH rpH (puc. 10).

JloaTkoBO Oynu po3paxoBaHi: cepeaHe — 76 MIIH I'pH, MeaiaHa — 37 MJIH TpH,
MDKKBapTWIbHUAN nOiama3oH — 21-80 MiH TpH, a TakoXX PEKOMEHJOBaHE MOPOToBe
3HAYEHHS JUIsSl OL[IHKUA CTYIEHIO (PIHAHCOBOi JAOCTYIHOCTI, IO PO3PAaXOBYETHCA SK
cepeaHE 3HaUCHHS BUTpAT, TOMHOKeHe Ha 2 (76 MJH TpH X 2 = 152 MJIH TpH).

[TyOmikariiss OHOBJIEHOI KA BITUBY Ha OIOJKET I0JI0 BUTPAT Ha 3asBIICHUN
JiKapchbKUi 3acid Ta BiIMOBIAHUX MOPOTOBUX 3HAUYEHb Ma€ BIIOYBAaTHUCS LIOPIYHO Ha
MIJICTaBl aHAJI3y JAaHUX BUTPAT 3a MOMEPEIHIN KaJIeHIapHUH PiK.

Kareropis A 1a B (95% Butpart — 14.3 mnpg rpH, 187 MHH)

YersepToid KBAPTUABL: Tperiid kBapTHab: Apyrwii keaptHae: 47MHH Nepuwwii keapruab 47 MHH:
47MHH (80 - 978 man) 47 MHH (37 - 80 maH) (21-37 man) (12 - 21 mnH)

% PexomeHaoeaHe noporose 3HayeHHat
CepegHe * 2 = 152 MAH. rpH.

100 000 000 %g%( CepegHe = 76 MAH. TPH.

MegiaHa 37 MAH. rpH.

Butpati Ha MHH Ha pik rpH (norapudmiuna weana)

20 40 60 80 100 120 140 160 180 200
Mozuuin MHH 32 pieHem BUTpar

tPekomeHgoBaHMin OpiEHTMP diHaHcoBol gocTynHocT Ta sabesneweHHA pisHoro AocTyny AnA Bciel nonynauii naujexTis, wo notpebye gaHuiA
Nikapcekuid 3acié

Pucynox 10. Kpurepii BKIIFOUE€HHS 1 ONTMCOBA CTATUCTHKA BCIX JEp>KaBHUX BUTPAT 32
2020 pik

[Ilkana BrMBY Ha OO/KET MIOAO BUTPAT Ha 3asBICHUM JIKApCHKUU 3aciod
BUKOPUCTOBYEThCSI Mpu mnpoBeaeHHI OMT 3 Meror OLIHKM MNOTEHLIMHOIro
(p1HaHCOBOTO BIUIMBY Ta € 3aCTOCOBHOIO BUKJIIOYHO JIO BUTPAT HA HOBUH JIIKAPCHKUN
3aci0 (HOBe MIKHApOJIHE HEMAaTeHTOBAaHE HaWMEHYBaHHS), IO € KaHAUJATOM IS
BKJIFOUEHHSI JI0 PEryJSATOPHUX TNEpenikiB. BHUKOpHUCTaHHS TaKoro 1HCTPYMEHTY
JI03BOJISIE TIOPIBHATH HEOOXIJHI BUTpPATH ISl (piHAHCYBAHHS JIIKAPCHKOTO 3aco0y i3
NOTOYHOIO MPAKTUKOIO 3aKYIiBEIb 1 OXapaKTepu3yBaTH PIBEHb iX BIAXUIIEHHS Bij
CepelHIX Ta eKCTpeMaJlbHUX 3HayeHb BUTpAT Ha OJHE MDKHAPOJHE HEMAaTEHTOBAHE
HaliMeHyBaHHs. [[opiBHAHHS BUTpAT HA JOCIIHKYBaHUH JIIKAPCHKUHN 3aci0 31 MIKAIO0
BKa3y€ Ha TMOTEHIWHI ()IHAHCOBI PHU3WMKH [JIS TUIATHUKIB, a TAaKOX MIHIMI3YE
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HEPIBHICTh MAI€HTIB Yy AOCTYII M0 MEIWYHHX TEXHOJIOTIH, ajpke BIH IEMOHCTPYE
pIUHY BapTICTh JIIKYBAaHHS BCIX HasBHUX MAI[IEHTIB 3a JOCIIIKYBAaHUM IMOKA3aHHSIM.
SAxiio BapTicTh 3a0e3MedYeHHs BCIX MAIli€HTIB MEPEBUIIYE PEKOMEHIO0BaHI MOPOTOBI
3HAaYeHHS, TO MOXYTh ICHYBaTH PH3UKHA HEPIBHOTO JOCTYIY JJIA TAIi€HTIB, ajpKe
MOXJIMBUM OyZle 3aJOBOJICHHS MOTPeO TUIBKM HE3HAYHOI YaCTHMHU KUIBKOCTI
Malll€HTIB, K1 IPETCHAYIOTh Ha 3asABJICHUM JIKapchKuil 3aci®. Takuii aHaji3 BKa3ye,
[0 CHUCTEMi1 OXOPOHH 3J0pOB’s Oyne Baxko abcopOyBaTu 3HA4YHE 30UIBIICHHS
JOTAaTKOBUX BUTpAT JJIA 3a0€3MEUCHHS BCIX MAIi€HTiB. Y Takid cHTyarlii
(¢iHaHCYBaHHA IHIIMX HEOOXIMHUX Tporpam (JMiKapchbkUX 3aco0iB) Mae OyTu
CKopoueHe, abo 3arajabHe T0JaTKOBE (DiHAHCYBAHHS MPOTpaM — 301IbIIICHE.

[3 mkanow BIUIMBY Ha OIO/DKET 100 BUTPAT HA 3asABICHUM JIKapChKHM 3aci0
MOPIBHIOIOTHCS BUTPATH Ha HOBUM JIKApChbKUI 3aci0 Ha KOXHHMA OKpPEMHM piK
JOCIII)KYBAaHOTO 4YaCOBOT'O TOPU30HTY.

4.4.8. AHaJti3 4y TJIMBOCTI

J10/1aTKOBO MOYJIMBE MPOBEACHHS aHAII3y YYTIUBOCTI JJIsl BXITHUX MTapaMeTpiB
aHaii3y BIUIMBY Ha OIO/DKET, IJis SIKUX 3HAYCeHHS HEBU3HAYEHOCTI OIIHKU €
HaWOIIBIIMMH, a TAaKOXK BXIJTHUX JaHUX, [0 HANOUIbINEC BIUIMBAIOTh Ha PE3yJbTarT.
3HaueHHs 3 Jiana3oHiB BapiabeIbHOCTI BXIIHUX JAHUX Ta MPUIYIICHHS MalOTh OyTU
0o0paHl TaKUM YHUHOM, 1100 OIIHIOBATH MiHIMaJIbHI i MaKCHMAaJIbHI JIOJJaTKOBI 3MiHU
BUTpAT. AHaJI3 YyTJIMBOCTI Ma€ MEPEBIPUTH Oy/1b-SIKy HEBU3HAUYECHICTh LI0JI0 OI[IHKH
TPYIY HACEJICHHS, TIOMUPEHICTh BUKOPUCTAHHS KOYKHOT TEXHOJIOTI1, a TAKOX BUTPATH
Ha BUKOPHCTAHHSA Ta BiIITKOAYBAHHS PO3TISHYTHX TEXHOJOTIMH.

4.4.9. IIpeacrasiieHHs pe3yJIbTATIB

3a KOXEH pIK MPOTATOM PO3IIIIHYTOT'O MEPIOAY Yacy K 3arajibHUN BIJIMB HOBOTO
CIIEHApil0, TaK 1 JOJATKOBUN BIUIMB Ha OMOKET Mae OYyTH TMpe/CTaBICHUM.
CnoxuBaHHsS pecypciB Ta BUTpAT CIIJl MPEACTaBUTH B OKPEMHUX TaOIMIAX, 1100
MOKa3aTH 3MiHM BUTPAT KOXKHOTO POKY B MEXax 4aCOBOTO ropu3oHty [9,29].

Tabmuus 13. Tlpuxnax mnpencTaBieHHs pe3yibTaTiB aHali3y BIUIMBY Ha
MOKa3HUKH OIOJKETY

Pik1 | Pik2 | Pik3 | Pik4 | Pik 5

KinbkicTh nanicHriB

KinpkicTe  marfieHTiB, $Ki MNOTPEOYIOTH
JKYBaHHS 3aBJICHUM JIIKAPCHKUM 3aCO00M

110 | 120 | 140 | 160 | 180

Hitounii  cuenapii — 0e3 BTpyYaHHS:
KUIBKICTh TAIIEHTIB, SIKI BUKOPUCTOBYIOTH
CTaHJApTHY Tepariio (MEIUYHY TEXHOJIOTIO
MTOPIBHSTHHS)

110 | 120 | 140 | 160 | 180

HMirounii  cuenapit — 06e3 BrpydanHs:| O 0 0 0 0
KUIBKICTh MAIU€HTIB, JJIS1 SKUX TUIAHYEThCS
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BUKOPHCTOBYBATH HOBY MEINYHY
TEXHOJIOT1O

HoBwuii crieHapiif — 3 BTpy4aHHsIM: KUJIbKICTb
Nalli€HTIB, K1 BUKOPUCTOBYIOTh cTaHmaptHy| 80 60 50 40 0
Teparniio (MeIUIHY TEXHOJIOT1I0 TTOPIBHIHHS)

HoBwuii cuenapiit — 3 BTpydaHHsaM: KUIbKICTh| 30 60 90 120 | 180

MaIll€HTIB, TUTA AKAX MJIAHYEThCS
BUKOPHCTOBYBATH HOBY METUIHY
TEXHOJIOT1I0

3 HUX — 3aCTOCOBYIOTh TEXHOJIOTIIO ¥

MMOTOYHOMY POIIi

Burpatu Ha BCIO mOnyJIILII0 NAi€EHTIB, IPH

Hitoumii cuenapiii — BuTpatu Ha Meamuny| 1100 | 1200 | 1400 | 1600 | 1800
TEXHOJIOT1I0 MOPIBHAHHS y CXEeMl JIIKYBaHHS
0e3 3asiBJICHOr0 J1KapChKOro 3aco0y, rpH

3 HUX — BUTpaTd Ha Jikapcekui 3aci6| 900 | 960 | 1120 | 1280 | 1440
NOpIBHSHHSA (B CKJAJl CXEMHU JIIKyBaHHS,
AKILO JIOLIBHO), TPH

3 HUX — 1HmI npsmi menuyni sutpatu| 200 | 240 | 280 | 320 | 360
HOB’A3aHl 13 3aCTOCYBaHHSIM  MEIUYHOI
TEXHOJIOT1i MOPIBHSAHHSA, TPH

Hogwii crienapiii — Butpatu Ha HOBY Mmeanuny | 900 | 1800 | 2700 | 3600 | 5400
TEXHOJIOTIF0O y  CXeMl  JIKyBaHHSI 3
JTOCITI/DKYBAaHUM ~ 3asBJICHUM  JIIKAPCHKUM
3acobom, TpH

3 HUX — BUTpATH, MOB’s13aHi 13 3asBiuenum Ha| 720 | 1440 | 2160 | 2880 | 4320
HOBUH JIKapCHKUM 3aCO00M B CKJIAJl CXEMH
JKyBaHHS (SIKIIO JOIIBHO), TPH

3 HUX — BUTpPATH Ha HOBUH JiKapchKkuit 3aci6,| 630 | 1260 | 1890 | 2520 | 3780
TpH

3 HUX — 1HmN npsmi menuuyHi Butpatu| 180 | 360 | 540 | 720 | 1080
NOB’s13aH1 13 3aCTOCYBaHHSAM HOBOI MEIUYHOL
TEXHOJIOT1i, TPH

JlomaTKoOBHIA BILJIMB Ha OIO/KET, TPH -200 | 600 | 1300 | 2000 | 3600
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4.4.10. O0MmexeHHSI Ta 00TOBOPEHHS

[IpencraBneHi pe3yabTaTH MarOTh CYMPOBOKYBATHCH i1X OOTOBOpPEHHSIM
(omrcoMm) Ta 3a3HaYCHHSIM 0OMEKeHb aHam3y [9].

4.4.11. BucHOBKH

BucHoBku MaroTh OyTH 3p0o0JIeHI Ha OCHOBI OTPHMMaHUX PE3yJIbTaTIB aHaJI3y
BIUIMBY Ha IOKA3HUKK OIOKETY Y BIATOBIIHOCTI 0 3aBAaHb AociimkeHHs [35,64].
Crig BKazaTH TakoK OOMEXKEHHS 1010 KIFOYOBHUX IMUTaHb TOCIIHKCHHS, HAPUKIIA]
aCTMEeKTH BHUKOPHUCTAHHS JIIKAPCHKUX 3acOo01B, MPHUITYIICHHS IIOAO NPUXUIBLHOCTI
MAIIEHTIB JI0 JIIKYBaHHS, SIKICTh BX1JHHX MapaMeTpiB Ta JuKepen iHpopMarlii.

4.5. Po3ruasig Ipo€eKTiB BUCHOBKIB Ta HAJIAHHS PeKOMeHAauii

3a pesynapTaTamMu ekcnepTusu ((QyHKIS «aSSeSSMeNt») MpPOEKTU BHUCHOBKIB
YIOBHOBaXXEHOTO oprany 3 fepxkaBHoi OMT posrisanaioTees ExciepTHUM KOMITETOM
3 OIIHKK MEIMYHUX TexHoJorid (yHkmis «appraisaly), skuii € KOHCYJIbTaTHBHO-
JIOpaI4iM OpPraHOM YIHOBHOBaXeHOro oprany 3 jepxkaBHoi OMT. ExcneptHuit
KOMITET 3 OIIHKM MEIMYHMX TEXHOJIOTIM 3a pe3yJabTaTaMH PO3TISAY MPOEKTIB
BHCHOBKIB II0JI0 BKJIFOUEHHS (BUKJIIOUEHHS) JIIKAPCHKUX 3aC001B 110 (3) PETyISITOPHUX
MEPEITiKiB TOTYE 3BIT 3 BACHOBKAMH Ta PEKOMEHIAIlISIMU.

4.6. /1oroBopu KepOBAHOT0 JOCTYIY

Ha ocnoBi pe3ynbraTiB OMT y npoBigHUX KpaiHaX CBITY 3 METOIO 3a0€3MeUCHHS
JOCTYIY A0 OPUTIHAIBHOTO (IHHOBALIMHOTO) JIKAPCHKOTO 3aco0y (OpUTIHAIBHOTO
010JIOTTYHOTO JIIKApChKOro 3aco0y) Ta TrapaHTyBaHHS iX JOCTYHNHOCTI (HasBHOCTI
(1HaHCOBOTO 3a0e3MeueHHs 3 JEpP)KaBHUX, CTPAXOBUX KOIITIB) aKTUBHO
PO3BUBAIOTHCA 1 BIPOBAKYIOTHCS JOTOBOPH KEPOBAHOTO JAOCTYMy (aHra. managed
entry agreements, MEA) [66].

HoroBopu kepoBaHoro noctymny (mam — JKJI) 3 MIXHapoIHOTO AOCBIAY iX
3aCTOCYBaHHA € yrojgamMu MIX BHUPOOHHUKOM 1 3aKyIIBEJIBHMKOM Ta BKJIIOYAKOTh
PI3HOMAaHITHI 1HCTPYMEHTH JUIsl 3MEHIIEHHS HEBU3HAYEHOCTI, SIKAa BHHHKAE 4Yepe3
HEMOBHY 1H(GOPMAIIIIO TTPO BIUIMB Ha OIOKET, KIIIHIYHY €()eKTHUBHICTh, €(hEKTUBHICTh
BUTpAT, BUKOPUCTAHHS B pEAIbHIM MpakTUIl Ta JOCTYN JO0 HOBUX MEIUYHHUX
TEeXHOJIOT1H. BUKOpHUCTaHHS TaKWUX JOTOBOPIB, 0COOIMBO (piHAHCOBOTO THUITY, OYJI0
MIBUKO BIPOBAKEHO Y Oaratbox jaepxaBax-uwieHax €C Ta 3a HOro MeKaMu.

Buxopucranns JIKJ[ minkpecntoe ix 3HaYeHHSA, 3MEHIIYIOUYM PHU3UK Ta
OOMEXEHHS B ICHYIOUMX MIAXO0JaX [0 YXBAJIEHHA pIIIEHb IIOA0 (iHAHCYBaHHS
MEIWYHUX TexHojorii, Bkmodaroun OMT, nmns 3a0e3nedeHHs MOPO30pOro Ta
OOTPYHTOBAHOIO I[IHOYTBOPEHHS, MPOTHO3YBAHHS Ta OLIHKU (DIHAHCOBUX PU3MKIB,
YCYHEHHSI HEBU3HAYEHOCTEH 111070 TePareBTUYHOTO €(PEKTy B peasibHIi MPAKTHILII.

Hes3Baxaroun Ha ix po3snoscromkeHHd, JKJ[ He MamTh CcTatd MBUIKUM
PILIEHHSM JIJIsl TOA0JIAHHS PU3HMKIB Ta HEBU3HAYEHOCTEH; HATOMICTh BOHU MatOTh OyTH
IHTErpoOBaHiI B MpPOIIEC KEPOBAHOTO BIPOBAKEHHS HOBHX MEIWYHUX TEXHOJIOTIN
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(BIAIIKOAYBaHHS BapTOCTI 3a MEBHMMU yMmoBamH). [lounHaroum 3 «CKaHyBaHHS
TOPU30HTY» (CHCTEMAaTHYHA OIliHKa HAsSBHUX Ta HOBUX AJbTEPHATHUB JIIKYBaHHS) Ta
NPOTHO3YBaHHS, peecTparii Ha puHKy, npoBeaeHHS OMT, mnpoaoBXeHHS
MIOCTMapPKETUHTOBUX JIOCIKEHB Ta (hapMaKOHATJISY, SIKi CTAFOTh OCHOBOTO ISl YMOB
OIIATH 3a KIIiHIYHI pe3yJbTaTH B paMKax yMOB JIOTOBOPIB KEPOBAHOTO JOCTYITy Ta
CXEMH PO3IOAICHHS PU3UKIB MI>)K BUPOOHUKOM 1 TUTATHUKOM. 301p JaHUX Il TOTped
JIOTOBOPIB KEPOBAHOTO JOCTYIy MAa€ CYMPOBOKYBATHUCS CHEIIaIbHUM IPOIECOM
MOHITOPUHTY, IO Tepeadadae eIeKTpOHHI crmocodu 300py daHuX (Creriaizi3oBaHi
PEECTPH TAIIEHTIB, JaHI 3 CUCTEMHU €JIEKTPOHHOTO 3JI0POB S, 0 TAKOX BKIIOYAIOTH
KkiacudikaTopu XBOpoO Ta MEIMYHUX IHTEPBEHIIIM Ta YITKO BU3HAYCHI KIHIIEBI TOUKH,
HeoOX1/IH1 /I OLIHKHU CTaHy 3/I0pOB’S Malli€HTa MPOTITrOM JIKyBaHHS, 1HII HaAildHI
JDKEepesia eJIEeKTPOHHUX JTAHHX ).

[Iupoko 3actocoByBaHa kiacudikauis noxuisie K] Ha nBa OCHOBHI THIIU:

(p1HaHCOBI yroau, U0 HE CTOCYIOTHCS PE3yIbTaTIB JIIKyBaHHS, Ta YrOJd Ha OCHOBI
pe3yJbTaTiB BIUIMBY Ha 3J0POB’s, IO MIPEJICTABICHO Ha pUCYHKY 1.

( JlOroBOpH KEPOBAHOIO W
L moctymy (MEA) J

3a pesyabraTtamu

Tun ®inancosi

Jsaiin

Kondinenmiiina sHmkka
/ OBEPHEHHA KOILTIB

Kamitamis 3a obearom
MPOAAKY ¥ TPOIIOBHX
T4 HATYpallbHUIX
OJIMHULIAX

Kanirawuis 3a oGesrom
NPOIXKY Y IPOLIOBHX
OJTMHHITAX

BeskomroBHa
NOYaTKOBA TL‘p‘dl’[iH

VYromu uina/od'eM

3a TokazaMu npo

e(DeKTHBHICTE

3a mokazamMu npo

e()eKTHBHICTE

Omuara 3a

pesylibraramMu

Orwnara 3a

pesyibraraMn

[ponoixenHs
TIKYBaHHS TiCTa
3a/10BOJICHHS YMOB

Pucynok 11. TakcoHOMIsI JOTOBOPIB KEPOBAHOTO AOCTYITy [67]

Tpusamicte nii JIKJI, 3a3Buuaif, cTaHOBUTH 1-5 pOKIB 3aJIEKHO Bij Kiacy
OpUTiHAJIBHOrO (IHHOBALIMHOIO) JIIKAPCHKOrO 3aco0y, OOCATriB 3aKymiBeldb Ta
3aKOHOJAaBUMX BUMOT KOXKHOi jaepkaBu. [licis 3akinuenHs tepminy JIKJ[ yrona
HiUIsira€ TOBTOPHOMY PO3TIISALY. SIKIIO K Yrojy HE MOHOBJIEHO, TO (hIHAHCYBAaHHS
OpUTiHAJIBHUHN (IHHOBAIIHHUX ) JTIKAPCHKUX 3aCO01B MPUITUHAETHCS.

BnpoBamxenns ta 3acrocyBanus JIK/[ B YkpaiHi BU3HAYa€THCS BIAMOBITHO 10
YMOB 3aKOHOJABCTBa, a came [lopsinkom yKiIaJeHHS, BUKOHAHHS, 3MIHM Ta
MIPUTTUHEHHS JJOTOBOPIB KEPOBAHOTO JIOCTYITY, 3aTBEPPKEHOT0 MOCTaHOBOIO Kabinery
MinictpiB Ykpaiau Big 27 ciunst 2021 poky Ne 61.
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VY Bumagkax sgkmo 3a pesyiapratamu jaepxkaBHoi OMT mikapcbkoro 3aco0y
BCTAHOBJICHO HEBU3HAYEHICTh JAHUX MPO HOro JOBeleHY €PEKTUBHICThH, OE3MEKY,
BIUTUB HAa 3MIHM B SIKOCTI JKUTTA MAIlIEHTIB Ha TEepUTOpli YKpaiHU, €KOHOMIUHY
JOIIIBLHICTh Ta/ab0 BIUTMB Ha OIOJKET, Y BHUCHOBKY YIOBHOBa)KEHOI'O OpraHy 3
nepkaHoi OMT 3a3HauvaeTbcs  iHQoOpMallis Npo AOUUIBHICTh 3aCTOCYBaHHS
nporeaypu JKJI mo omintoBaHoro jikapcekoro 3acoOy. JIKJI[ mae cayryBatu
THCTPYMEHTOM 1l €PEKTUBHOTO BIPOBAKEHHS pekomeHAariit 3 OMT.

4.6. I nuranusa

Crnig mepeBipuTH, YU BIUIMHE PIIICHHS NMpo (PiHAHCYBAHHS TOCIIIKYBaHOTO
JKapChKOTO 3acO00y HA MOTOYHY OPraHi3aIlilo MEAUIHUX TOCIYT. 3aJeKHO BiJl THITY
HOBO1 MEIMYHOI TEXHOJOTIi, € BaXJIWBHM OIMC YMOB ii BBEACHHS — HAMPHUKIA]I,
HEOOX1/IHICTb HAaBYaHHSA IEpPCOHANy, Mali€HTIB abo iX OmiKyHiB, 00 3MIHUTH
MPUHIIAIN J1arHOCTUKH Ta MOB’sI3aH1 3 IIUM BUTPATH.

Crnil BUBHAUYUTH, YU 3aCTOCOBYIOTHCS JI0 JOCIII)KYBAHOTO JIKAPCHKOTO 3aC00y
0CcOOJIMB1 BUMOTH, III0JI0 TIPaB MAalll€HTIB, TaKl SK:

HaJaHHS KOHKPETHOT iHdopMallil HarieHTy / OmiKyHY;

3a0e3leUeHHs] IIpaBa IMallieHTa Ha TIJHICTh Ta KOH(QIAEHIINHICTh HWOro
1H(dOopMaIi;

HEOOX1JTHICTh BPaxOBYBaTH 1HAMBIAYyalbHI TIEpEeBaru, Micjs HaJlaHHS TAIlE€HTY /
OMiKyHY 1H(pOpMallii, [0 BUMAraeThCsi 3aKOHOaBCTBOM.

Crig TakoX MpoaHani3yBaTH, UM PIIIEHHS CTOCOBHO BIJAIOBIHOI TEXHOJIOTII:
BIJIIOB1JJa€ BUMOT'aM 3aKOHO/IABCTBA;

noTpedye 3MiH JI0 3aKOHOJIaBCTBA;

Mae€ BILJIMB Ha MTpaBa JIIOAUHU (MALEHTA).

VY 00rpyHTOBaHMX BUNAJKaX ISl YaCTHHA aHaII3y BIUIUBY Ha CUCTEMY OXOPOHHU
310pOB’sl MOYKE 0OTOBOpIOBATU J0/1aTKOBI acriekT, Bu3HaueHi B HTA Core Model®
Ta HE TepesIyeHl BULIE.

[TimcymMoK BIUITMBY HOBOT TEXHOJIOT1T MOXHA nojaBatu y Burisiai SWOT-anamizy.
4.7. BusHa4yeHHs Ta 3aJIy4YeHicTh 3alikaBjJeHuX cTopiH B OMT

YnoBuoBaxxenuit opran 3 jaepkaBHoi OMT B VYkpaini 3 2019 poxy miigHO
CHIBIIPAIIIOE 13 IMIMPOKUM KOJIOM 3aIlIKaBJIEHUX CTOPIH B YKpaiHi - BUKOHABISIMHU Ta
kopuctyBauamMu OMT, 13 HayKOBISIMH Ta €KCIIEpTaMU MIXHAPOTHUX MPOQiTLHUX
opranizaiiit 3 OMT. ba3zytounch Ha 10CBil MibKHapoaHUX opraHizaiiit 3 OMT, OMT
opraHizamiil iHmuMx kpaiH - 30kpema €C, Benukoi bputanii moOynoBana poOoua
Mojielb ekcriepTHUX npoueayp OMT B YkpaiHi 3 ypaxyBaHHSIM NPUHILIMIIB B3a€EMO/I1]
13 3all1KaBJICHUMHU CTOPOHAMH.

3aydeHHsI 3alllKaBJIEHUX CTOPIH — II€ MPOIEC aKTUBHOIO 3aJyuyeHHS 3HaHb,
JOCBIly, CY/DK€Hb Ta I[IHHOCTEH 0ci0, oOpaHux Ui TPEACTaBIEHHS IIUPOKOTrO
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cnekTpy Oe3mocepenHix iHTepeciB y meBHoMy mnuTaHHi [68]. [lmigna cmiBmparti
3arfikaBiieHUX cTopiH OMT € OoCHOBOIO ISl TOCSATHEHHSI HaWKpaluX pe3yJbTaTiB B
NPUWHATTI PillIeHh HA OCHOBI JJOKA30BUX JAHHUX Y CUCTEMi OXOPOHH 3710pOB’s. MeToro
3alydeHHs 3aIliKaBJIEHUX CTOPIH € CTBOPEHHS CIIJBHOTO PO3YMIHHS Ta MPHAHATTS
aKTyalbHUX, TPO30PHUX Ta CPEKTUBHUX PIIICHb.

Yyacauku OMT — 11e 3al1iKaBJIeH] CTOPOHH, sIKI O€3MocepeTHbO MalOTh 1HTEpEC,
AK 0 Tmpolecy Ta i 10 pe3ynbrariB OMT. ToOTo, 3alikaBieHi CTOPOHU 1ie — PI3UYH1
abo ropuanyHi ocobu, abo opranizailii, IKi HECyTh BIAMOBIIATBHICTD 3@ MIATOTOBKY
3asB Ta ocke, BUCHOBKIB OMT, ab6o BukopuctoByroTh OMT y cBOiX mporecax, aie
IpU IbOMY HE 00O0B'I3KOBO 3aJTy4YeH1 B MPOIIEC OI[IHIOBAHHS.

BpaxoBytoun 3a3HaueHe Bulle 3ailikaBieHuMu cropoHamu OMT B Ykpaini, siki
11eHTr(iKoBaHi y 1F0YUX HOPMATUBHO-TIPABOBHUX T4 HOPMATUBHUX TOKYMEHTAX 1010
OMT e:

YIPABIIHII, 0COOH, SIKI MTPUIMAIOTh pilIEHHS - MiHICTEPCTBO OXOPOHU 30POB’ s
VYkpainu, HamionansHa ciryx6a 310poB’st YKpaiHu ;

YIOBHOBa)XeHUH opraH 3 nepxkaBHoi OMT B YVkpaiHi;
ExcniepTHui KOMITET 3 OIIHKH MEIUYHUX TEXHOJIOTIH;
Jlep>xaBHe mianpueMcTBO «MenuuH1 3aKymiBial YKpaiHuy;
3asIBHUKH;

Cy0’€KTH TOCHOJaploBaHHs, SK TOTYIOTh 3asBU 1 JOCbE MJi1 IPOBEJICHHS
nepxkaBHoi OMT;

CTPYKTYpHI MIJIPO3JIIM 3 MUTaHb OXOPOHHU 370pOB’st obsiacHux Ta KuiBCchKoOi
MICBKOT JIepKaBHUX aIMIHICTpaIliif;

HayKOBO-TIEIaroTiuHI MpaiBHUKYU 3aKJIaJlIB BUILIOi OCBITH;

KJIIHIYHI €KCIepTH Ta/abo0 (axiBii Ta HAYKOBII;

dbapMalleBTUYHI MTPalliBHUKHY;

MallieHTChK1 OpraHizarii,

OMT opranizaiii 1HIIUX KpaiH.

B3aemomis 13 3a1ikaBJIeHUMH CTOPOHAMHU 3JIIHCHIOETHCS HA OCHOBI HACTYITHUX
npUHIUITIB [69]:

1HKJIFO3UBHICTh — 3aJIy4eHHS MIMPOKOTO KOJja 3aI[iKaBJICHUX CTOPIH (BUKOHABIII,
KOPHUCTYyBaYl Ta 1HIIII);

MIPO30PICTh — HASIBHICTh PErIaMEHTOBAHUX, PO30PUX Ta JACTAIBHUX MPOLEAYD Y
npouecax mnpoeaeHHss OMT, myOmikauis pe3ynbrariB OMT - BHCHOBKIB Y
BIJIKDUTOMY JTOCTYIII Ha BEOCANTI yTOBHOBAXEHOT0 Oprany 3 jepxkaBHoi OMT;

BIIMOBIAQIBHICTh — TIpoBefieHHss OMT nepeadavae cCUCTEMHUNM METOI0IOTTUHUM
M1JX17] Ta BCTAHOBJICHI TEPMIHU;
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BJIOCKOHAJICHHS] — BHBYEHHS JOCBINYy Ta MIABUIICHHS PIBHS 3HaHb MiJ 4ac
CHIBIIpalll 3 MIXKHAPOJHUMU MapTHEepamu, 30kpema OMT opranizamisiMu 1HIIKUX KpaiH,
npodiibHUME ekcriepTamu B chepi OMT.

3arydeHHs Ta y4acTh 3alliKaBJICHUX CTOPiH B110YBA€THCS BIAMOBIIHO JI0 J1FOYOTO
HOPMATHBHOTO TOJII B YKpaiHi 3TigHO 3 KpallUMHU MiXKHAPOJHHMH TPAKTUKAMH 3
OpI€HTAIII€0 HA JIOBFOCTPOKOBI MAPTHEPCHKI BIJHOCHHHM Ta SIK Pe3YJIbTaT MOKPAIICHHS
JOCTYITY TIALIIEHTIB IO KIIHIYHO €()eKTUBHUX Ta €KOHOMIYHO JOIIIBHUX JIIKAPChKUX
3ac00iB B YKpaiHi.

Hanpuxmnan, ogHuM 13 HampsMiB 3aly4eHHS 3alliKaBICHUX CTOPIH Mia Yac
MIPOBE/ICHHS €KcnepTru3u 3 JepkaBHOi OMT ynmoBHOBaK€HUN OpraH 3 Jep:KaBHOI
OMT B 3anmexHOCTI Bif 00'€KTY MOCHTIPKEHHS MOXE 3BEPTATUCS 32 EKCIEPTHOIO
IYMKOIO 10 TNpoGiIbHUX KIIHIYHUX (axiBIiB, MNPEICTABHUKIB TMAaIliEHTCHKUX
oprasizaiii moa0 HagaHHs iH(opMalli Ipo peabHy KIIHIYHY NPAKTUKY B Y KpaiHI.

YnoBHoBaxxeHui oprad 3 aepxkaBHoi OMT B VkpaiHi akTHBHO CIIBOPALIIOE 3
MDKHApPOJHUMHU TapTHEpaMH, Oepydd y4yacTh y MDKHAPOJHMX Ta HaIllOHATHHUX
3axoaax: €sponericbkoro Mepexeto 3 OMT (European network for Health Technology
Assessment, EUnetHTA), MixHapoaHOIO OpraHi3aiii€lo 3 OIIHKH MEIUYHUX
texnosorid (Health Technology Assessment International (HTA1)), MixxnapoiHOO
mepexero areaTctB OMT (International Network of Agencies for Health Technology
Assessment — INAHTA), MixxHapoJHUM TOBapUCTBOM 3 (HapMaKOEKOHOMIUYHUX
nociimkersb (ISPOR), 3 npoekToM MikHApOAHOI TEXHIUHOI fonomMoru «be3neuHi Ta
nocTynHi Jiku juis ykpaiHmiB» (Safe, Affordable and Efficient Medicines —
SAFEMed) ArentctBa CIIA 3 mixkHapoaHoro po3Butky (USAID).

5. PEKOMEHJIAIII L1010 3AIIOBHEHHS 1OCHE HA ITPOBEJIEHHS
JIEPZKABHOI OIIITHKUA MEJJUYHUX TEXHOJOTI' T

L1 pekoMeHaalli CTOCYIOThCS MIATOTOBKH J0ChE, IO MOJAETHCS 3aIBHUKOM IS
BKJIFOUEHHSI JIIKAPCHKOTO 3ac00Y /10 BIAMOBIHOTO PETYSTOPHOTO MEPETIKY.

3ATAJIBHUM PO3LI

1. ¥V nynkTi 1 3a3Ha4ar0ThCsl HaliMeHyBaHHS (200 Mpi3BUIIE, IM'sl, IO 0ATHKOBI)
3asBHMKA, aJpeca KOpecroHAeH i, HoMep TenedoHy, Gakcy Ta aapeca eIeKTPOHHO1
TOIIITH.

[Hdopmaltis mpo BUpoOHUKA 3a8BJICHOTO JIKapCHKOTO 3ac00y.

2.V nyHKTI 2 3a3Ha4ar0ThCs TakKi AaHi I10JI0 3asBJICHOTO JIIKapChKOT0 3aC00y:
1) ToproBenbHa Ha3Ba JIKAPCHKOTO 3ac00y;

2) MI>XKHApO/IHA HETIATEHTOBAaHA Ha3Ba a00 CHHOHIMIYHE HAaiMEHYBaHHS;

3) ckian JiKapchKOro 3aco0y (1ir0di Ta JOMOMIXKHI PEYOBUHU);

4) ¢opma BUITYyCKYy, IO MPOMOHYETHCS [JIsi BKJIIOYEHHs A0 HarioHaibHOTO
nepestiky OCHOBHUX JIKapChKUX 3ac001B Ta (a00) mepeikis;
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5) iudopmartis MO0 HASBHOCTI JCP)KABHOI peecTpallii JIKapChbKOTO 3ac00y B
VYkpaini (y pasi BIICYTHOCTI JEpXkaBHOI peecTpallii — OdiKyBaHa JaTa OTPUMAHHS
peecTparifHOro MOCBITUCHHS);

6) papmakosoriuyHa Jis JiKapchKoro 3acooy;

7) dapmakoTepaneBTHYHA Tpyla JIIKapchKOro 3aco0y Ta KOJ 3a aHaTOMO-
TepaneBTUYHO-XIMIYHOI Kiacudikaiier. J[ogaTkoBo MOXYyTh OyTH HaBEJICH1 JaH1
ATC/DDD knacudixkarii BOO3 (ATC/DDD Index — WHOCC);

8) oJHE MOKa3aHHS JI0 MEJIMYHOTO 3aCTOCYBaHHS, 3a SKUM ITOJIA€ThCS 3asBa Ta
JIOChE;

9) mokazaHHS 1O 3aCTOCYBAaHHS BIANOBIAHO 1O IHCTPYKLII I MEAMYHOTO
3acTocyBaHHs, 3aTBepkeHol MO3 3a HasiBHOCTI A€pKaBHOI peecTpallii J1KapChbKOTo
3aco0y B YkpaiHi,

10) cmocid 3actocyBaHHSI JIKAPCHKOrO 3ac00y BIATOBIAHO IO 1HCTPYKIIT IS
MEIUYHOI0 3aCTOCYBaHHS (JIaH1 PEKOMEHJOBAHO MPE/ICTABUTH BIJIMIOBIIHO 0 TaOJIHII

14);

11) HasBHICTH MOKa3aHb O MEAUYHOTO 3aCTOCYBaHHS JIKAPCHKOrO 3aco0y s
BUKOPHUCTAHHS 111 YaC HaIaHHI MEIMYHO1 JOTIOMOTH MPHU 3aXBOPIOBAHHSIX Ta CTaHAX,
10 3a3HA4YCH1 y MPIOPUTETHUX HANpsIMaxX PO3BUTKY chepr OXOPOHHU 310POB .

Tabmuus 14. [Hdopmalris 010 CXEMHU 3aCTOCYBaHHS 3asBJICHOTO JIIKAPCHKOTO
3aco0y

Cxema 3acTOCYBaHHS 3asiBJIeHM JiKapcbKUH 3aci0

Cnoci0 BBeIeHHSA

JHo3za

YacroTta 103yBaHHs

Cepenust TPUBANICTh KypCY JIIKyBaHHS

[lepenbauyBaHuii cepeiHiil iIHTEpBaJI MK KypcaMu
JiKyBaHHS (3a HEOOX1THOCT1)

[lepenbauyBana KIUTBKICTh TOBTOPHUX KYypCiB
JKyBaHHS (32 HEOOX1THOCTI)

Sxo gaHi M0/10 3aCTOCYBaHHS 3allPONOHOBAHUX (HOPM BUITYCKY JIKApCHKOTO
3aco0y TSl IEBHUX TPy HACENeHHs (HAMPUKIIA, ITeH, BariTHUX KIHOK) BIJICYTHI, 1€
MOBUHHO OYTH 3a3HaYEHO B JIOCHE.

3. ¥V myHKTi 3 3a3Ha4a€ThCA OMHUC MPOMO3UINT MO0 JIKAPCHKOTO 3aco0y, IO
MOBHUHEH BKJIFOYATH TaKy iHPopMmaIlito:

1) onuc crany/3axBoproBaHHs (KOpOTKa 1H(OpMaIlis 11040 €TI0JOr1i, TaTOreHesy,
J1arHOCTUKH, BaplaHTIB JIIKyBaHHS Ta NpO(IIaKTUKH B CBITI Ta YKpaiHi, HE3a10BOJIEHA
MerYHa ToTpeda);
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2) omMc UiMHOBOI MOMyJslii B YKpaiHi, 10 MOBMHEH BKJIOYATH BIK, CTaTh,
CTajil0, TSKKICTh CTaHy/3aXBOPIOBAHHS, BaXJIMBI CYNYTHI 3aXBOPIOBAHHS Ta
XapaKTepUCTUKH, TIOB’S3aHI 31 CTAaHOM/3aXBOPIOBAaHHSAM. SKIIO JiKapChbKUN 3aciod
IPOTIOHYETHCSI BUKOPUCTOBYBATH y MIATPYI MOMYJAIIT 31 CTAaHOM/3aXBOPIOBAHHSM,
HEOOX1THO 3a3HAYMTH, YU BIJIPI3HAETHCS MEepedir 3aXBOPIOBAHHS B 1M MIATPYIH Bif
3arajibHOi MOIYJIALIIT;

3) oOrpyHTYBaHHS JOIIBHOCTI BKIIOUEHHSI JTIKApChKOT0 3aC00Y 70 BIATIOBIIHOTO
MePEITiKy, B TOMY YHUCII1 MPOTAJIUHU Y HaJaHHI MEINYHOI IOMTOMOTH, 0 TTOTEHITIITHO
MOXXYTh OyTH JIKBIOBaHI HUISIXOM BKJIIOYEHHS 3asBJIECHOTO JIKAapChKOTO 3aco0y.
3a3HauMTH POJIb 3aBJICHOTO JIIKAPCHKOTO 3aC00y B MPOIIECi JIIKYBaHHS;

4) xITHIYHANA MapUIpyT Malli€HTa, KU BKa3zye Ha KOHTEKCT 3aIPONOHOBAHOTO
BUKOPHCTAHHS JIIKApCHKOTO 3ac00y;

5) nepenik, A0 SAKOTO 3alpPONOHOBAHO BKJIKOYUTH 3asBICHHUM JIKapChKHM 3aciO.
3a3HAuUTH PO3/ILI, 10 SIKOTO 3aMPONOHOBAHO BKIIFOUUTH 3asIBJICHUMN JTIKapChKUI 3aciO.

Sxmo HacTynHi myHKTH 4 — 13 1mocke MICTATH 1HPOpPMAILIO 3 OOMEKEHUM
JOCTYTIOM, 3a3HAYUTH, K1 YACTUHU 1HPOpMAIlli B IIUX MYyHKTaX € KOHDIICHIIHHUMHU
Ta HaJaTH OOIPYHTYBaHHS 11010 KOH(DIICHIIIIMHOTO XapakTepy Takoi iH(popMarrii.

4.V myHKT1 4 3a3Ha4aloThCs JaHl MO0 JIKAPCHKOTO 3ac00y /IHIIOT METUIHOL
TEXHOJIOT1i MOPIBHSHHSA:

1) ToproBenbHa Ha3Ba JIKApCHKOTO 3aco0y /iHIIOI MEIUYHOI TEXHOJOTIi
MOPIBHSHHS;

2) MI>XKHApO/IHA HEMTIATEHTOBAaHA Ha3Ba a00 CHHOHIMIYHE HAaiMEHYBaHHS;
3) ckian JiKapchbKOro 3aco0y abo0 OMUC 1HIIOI MEIMYHOI TEXHOJIOT1T TOP1BHIHHS;
4) popma BuUITyCKY;

5) B1IOMOCTI MPO JIep>KaBHY peecTpaiiio ado cepTudikaT BIAMOBIAHOCTI 1HIIOI
MEIUYHOI TEXHOJIOT1] MOPIBHSIHHS B YKpaiHi;

6) dapmakosioriyHa i JIIKAPCHKOTO 3aco0y TOpIBHSHHS a00 HaCHiAKU
3aCTOCYBaHHS 1HIIOT MEJIMYHOT TEXHOJIOT11 TOPIBHSHHS;

7) dapmakoTepaneBTUYHA T'pyla JIKAPChKOTO 3ac00y MOPIBHSHHS Ta KOJ 3a
aHATOMO-TEPANeBTUYHO-XIMIYHOIO KiIacu]ikaiiero (He 3aCTOCOBYEThCS IS 1HIIOL
MEJMYHOI TEXHOJIOT1i MOPIBHSIHHS);

8) mokazaHHs I METMYHOT0 3aCTOCYBaHHsI JIIKAPCHKOTO 3aCO0Y MOPIBHSAHHS 200
cdepa 3acTOCYBaHHS 1HIIOI METMYHOI TEXHOJIOT1T TOPIBHIHHS;

9) cnoci6 3acTocyBaHHS JIIKAPCHKOTO 3acO0y MOPIBHSIHHS a00 1HINOT MEAUYHOI
TEXHOJIOT11 MOPIBHAHHS (PEKOMEHIOBAHO MPEACTABUTH BIJAOBIIHO 10 Tabmwii 14).

10) naHi m0/10 BKJIFOUEHHS JIIKAPCHKOTO 3aC00y MOPIBHSHHS JI0 PETyJISATOPHUX
nepenikiB (HationaneHoro nepeniky ta/abo 10 MepenikiB, IO 3aKyMOBYIOThCS 3a
KOIITA JEpKaBHOTO OIDKETY [JI1 BHKOHAHHA TpoTrpaM Ta  3IiHCHEHHS
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[IEHTPaTI30BaHUX 3aXO0/[IB 3 OXOPOHH 37]0POB’S TOIIIO).

OOOB’S3KOBO  HAJAEThCA  OOTPYHTYBaHHS IIOAO0 BHOOPY  JIIKApCHKOIO
3acoOy/IHIIOI MEIMYHOI TEXHOJorii mopiBHAHHA. Bubip kommaparopa s
(hapMaKoeKOHOMIYHOT'O aHaJII3y Ta aHaJl13y BIUIMBY Ha IMMOKA3HUKU OIOJKETY Ma€ OyTH
y3roJKEHUM 3 THM, 1110 OyB BUKOPUCTAHUHN VIS KJIIHIYHOTO aHAi3y.

5. Y nyHKTI 5 3a3Ha4ar0THCS BIIOMOCTI I10J10:

1) peecTpatiifHOTO CTaTyCy 3asBJICHOIO JIKapChKOTO 3ac00y 3a MOKa3aHHIM, 110
3a3HAYEHO Yy 3asB1 Ta IOCKE, BIAMOBIAHO A0 Tadmwmmi 15.

Tabmums 15. [adopmariis mpo peecTpariiiHuil  cTaTyc 3asBJICHOTO JIKAPCHKOTO
3aco0y

Kpaina Opramnizanis, mo HajgaJa IHocunanns Ha indopmamiiine
CXBaJIeHHH (3AiMCHIIIA JKepeJ10
peecTpanii), pik

2) MPOXOI>KEHHS 3asIBJICHUM JIIKapChbKUM 3ac000M MpoIeAypH npekBaidikalii
BOO3 Ta itoro Bkimouenns ao mnepeniky BOO3 mnpekBamidikoBaHUX JKApChKUX
3aco0i1B, npusHaueHux ajst 6oporsou 3 BUJI/CHIJI, TyGepkynbo3om, renaturom C Ta
IHITMMU XBOpOOaMH, a TaKOXX YW MpPU3HAYAEThCA Yy cdepl penpoayKToJIorii Ta
BKIIOUeHUM 110 mporpamu BOO3 13 npekBamidikailii 1 BBaKaA€ThC TPUUHATHUM JJIs
3akymiBiai OOH (3a HassBHOCTI);

3) TpOXOKEHHS 3asBICHUM JIKApChKOrO 3aco0y Ta JIKAPCHKUM 3aco00M
MOPIBHSHHSA MPOLIETYPH OLIHKK MEMYHUX TEXHOJOTH B YKpaiHi;

4) npoXOKEHHS 3asBJIECHUM JIIKAPCHKOT0 3ac00y MPOLEAYypH OLIHKH MEIUYHUX
TEXHOJIOT1 B 1HIIMX KpaiHaxX 3a 3a3HAYE€HUM Y 3asBl Ta JIOChE MOKA3aHHSM, IJIaHU
II0JI0 MPOBEJEHHS TaKOi OILIHKK (3a3HavyaeTbCsd HaWMEHYBaHHs Oprasizali, ska
MIPOBOJIUTH OIIHKY, Ta OYIKyBaHa JaTa myOsiKallii pe3yJabTaTiB).

Ornan JaHux MO0 NPOXOKEHHS 3asBJICHUM JIKapChKOro 3aco0y mpolenypu
OITIHKM MEIUYHUX TEXHOJIOT1H y CBITI HaJlaTH BiAMOBIIHO A0 TabmuIl 16.

Tabmu 16. Ornsa gaHuX 1010 MPOXOKESHHS 3asSBJICHUM JIIKAPCHKOTO 3aC00y
poLeypHy OIIHKU MenuyHuX TexHoorit (OMT) y cBiTi

IMapamerp/arenuii 3 OMT |NICE, |SMC, |HAS, |[CADTH [NXx (npoaoB:KuTH
pik pik  |pik , PiK 3a mMoTpedn)

Onuc uiIb0BOT MOMYJISIIT

Brpyuanus (omnuc
3asBJICHOTO JIIKAPCHKOTO
3aco0y)

TexHo0r1 MOPIBHAHHSA
(omuc mikapcbKoro 3aco0y
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MTOPIBHSTHHS)

Kputepii edhexTuBHOCTI
BIIITOBITHO 10
BHUCHOBKY/3BiTY 3 OMT
(mepenik KIHIYHUX
KIHIIEBHUX TOYOK)

MeTton Ta pe3ynbTaTi
(bhapMaKoEeKOHOMIYHOTO
aHaji3y (3a HasBHOCTI)

BucHoBoKk Ta pexomeHarii
areurii 3 OMT

[NneprniocunanHs Ha 3BiT 3
OMT

Jlo/laTKOBO MOXKHA MPEACTaBUTH OTJIS CTAaTyCcy peiMOypcallii/BiIIKO yBaHHS
3as1BJICHOTO JIIKAPCHKOTO 3ac00Y y 1HIIMX JeprKaBax 1 HaJaTH JI0 MaTepialliB IOCKE.

6. Y myHKTI 6 HaalOThCS BIIOMOCTI II0J0 HAasBHOCTI 3asBJICHOTO JIIKAPCHKOTO
3aco0y 3a MOKa3aHHSM, 3a3HAYEHUM Y 3asBl, y:

1) bazoBomy mepeniky OCHOBHUX JIIKApChbKUX 3ac001B, pekoMeHoBaHoMy BOO3
(WHO Model List of Essential Medicines) tTa ba3zoBomy mnepeniky OCHOBHHUX
nikapchkux 3aco6iB BOO3, pexoMeH10BaHOMY JIs JITEH;

2) rainy3eBuX CTaHAapTax y cepl OXOpOHU 3/I0pOB’s YKpaiHu;

3) MDKHAapOJHMX KIIIHIYHMX HACTAHOBaX Ta HACTAHOBaX HAYKOBUX TOBAPUCTB
1HO3EMHHX KpaiH.

7. Y nyHKTI 7 3a3HadyaeTbcs MOMEPEHs OLIHKA MOTPeOU OXOPOHU 370POB’S B
3asBJICHOMY JIIKapcbkoMmy 3aco0i 3a ganumu MO3 Ta/abo llenTpy MemuuHoi
cratuctuku  MO3 Ta/a6o llentpy rpomancekoro 3mopo’s MO3  Ta/abo
HAI[IOHAIBHOTO KaHIEp-peecTpy YKpaiHu 13 3a3HAYEHHSM KUIBKOCTI TMAIll€HTIB, IO
noTpeOyBaTUMYTh 3aCTOCYBAaHHS 3asBJICHOTO JIKAPCHKOTO 3aco0y 3 HaJaHHSIM
NMOCWJIaHb Ha BUKOPUCTaHI JDKEpena Ta BIAMOBIIHUX pPO3PaxXyHKIB. MOXKYTb
BKa3yBaTHUCh U 1HIII JpKepena (3 MOCHWIAHHIMHU ), 10 MICTSATh BIINOBIIHY 1H(MOpMAITio
mo0 YKpainu (JaHi eJIeKTpoHHOI cucTteMu oxopoHH 310poB’s, BOO3, IOHICED,
CaiToBuil bank To1110), 3 OOIpYHTYBaHHSIM HEOOX1JHOCTI BUKOPUCTAHHS LUX JIKEPE.
J1oJ1aTKOBO MOKYTh OyTH BUKOPUCTAH1 JIaH1 3a Pe3yJbTaTaMH JITEPATYPHOTO OTJISIAY
MDKHApOIHUX JDKEpe Ta AaHl, HaJaH1 KJIIHIYHUMU CTeIiaicTaMu, 30KpeMa JIIKapsSMU
B YKpaiHi.

30KpeMa 3a3Ha4YaAr0ThCS:

3arajbHE YMCJIO MAIlEHTIB B YKpAiHi, Kl MalOTh 3aXBOPIOBAHHS (MTOIIUPEHICTh
3aXBOPIOBAHHS);
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3arajbHE YMCJIO MAIll€HTIB B YKpaiHi, 110 MalOTh 3a3HaYeHy B 3asBl1 CTajii0 abo
TSDKKICTh 3aXBOPIOBAHHS;

KUIBKICTh HOBHX IMAIIEHTIB B YKpaiHi, SKUM BCTAaHOBIIFOETHCSA 3asBJICHHM J11arHO3
IIOPOKY (3aXBOPIOBAHICTH);

KUIBKICTh HOBHUX IMAIlIEHTIB B YKpaiHi, 10 MalOTh 3a3HAYCHY B 3asB1 CTaJI10 200
TSOKKICTh 3aXBOPIOBAHHS;

KUIBKICTh TAIIEHTIB B YKpaiHi, III0 TIOMEPJM BHACIIJOK 3asBJICHOTO
3aXBOPIOBAHHS (CMEPTHICTB).

[IporHo3yBaHHs TEHJAEHILIM 3aXBOPIOBAHOCTI Ta TMOIIMPEHOCTI HA 5 pOKIB
PEKOMEHI0BaHO BUKOHYBATH HA MiICTaB1 IaHUX PO 3aXBOPIOBAHICTH Ta MOMIUPEHICTD
METOJIOM PETPECIMHOro aHaiizy 3 BHOOpoM onTuMmanbHOi Moneni. Ilix yac minbopy
ONTUMAJIBHOI Mojeni (perpeciiHoi Mojesni) MHOTPIOHO BpPaxXOBYBaTH KOE(DIIIEHT
netepminariii (R2), mo onucye, HaCKiIbKA OTPUMaHI CIIOCTEPEIKEHHS MATBEPIKYIOTh
Mojenb. JlMHamMika TPOTHO30BAaHMX 3HA4Y€Hb I[IOBHHHA BIJMOBIIATH JHHAMIII
peanbHOTro (HaTypajJbHOTO) repediry xBopoou. JlomycKkaeTbes po3paxyHOK, BUXOASTUH
3 MOKa3HUKIB KpaiH CxigHoi €Bpornu.

Buiesa3HaueHi MOKa3HUKM  MEIWYHOI  CTaTUCTUKA 3  pO3paxOBaHUM
MIPOTHO3YBAaHHAM TEHACHII HAa HACTYIIHI 5 POKIB PEKOMEHIOBAHO MOAATH y BUTJISIIL
TaOJIMII 13 3a3HAYEHHSIM MOCHJIaHb Ha JHKEepesa CTATUCTUYHUX JAHUX.

bibmiorpadiuHi nocuiaHHsS Ha JDKEpesia CTaTUCTHYHUX JTAHUX PEKOMEHIOBAHO
3a3Ha4YaTH Y HACTYMHIN (opMi:

st 3BiTiB LlenTpy mennunoi ctatuctuku MO3 Hamatu HoMep (OpMH 3BITY,
HOMEp TaOJIMIIl, HOMEP MyHKTY Ta TiNeprocuiIaHHs Ha 3BIT (y pa3l HasBHOCTI), IO €
JDKEPEJIOM JIaHHUX;

JUTSI TAHWX 3 HAIllOHAJIBHOTO KaHIEp-peecTpy YKpaiHu HaZaTH HOMEpP OIOJIETEHIO
HAI[IOHAIBHOTO KaHIIEP-PEECTPY, HA3BY MOKAa3HUKA 32 pyOpUKaMH Ta TiepPHOCHIaHHS
Ha (aii;

JUTSL THIIMX JKEpeNl CTaTUCTUYHUX JaHMX — HajaTu Oi0miorpadiunuii onuc B
JOBUTHHIHN (hopMi 13 3a3HAYCHHSM T1EPIIOCUIaHHS.

bibmiorpadiuni nmocunanHa Ha (aiay 13 CTaTUCTUYHUMU JaHUMH TOTPIOHO
BKa3aTH Ta J0JaTy (pailim 10 MatepialiiB J0ChE.

[ToTpeOy oxopoHU 310pOB’sl B 3asBJICHOMY JIIKApChbKOMY 3aC001 pEKOMEHI0BAHO
po3paxoByBatd 3a (HOpMyJO0 Ha  MIACTaBl MPOTHO30BAHUX  TEHACHINN
3aXBOPIOBAHOCTI, MOIIUPEHOCTI Ta CMEPTHOCTI:

[TIporno3oBaHna 3arajbpHe KinbkicTh HOBUX KinekicTh
KUIBKICTh _ YHCJIO + MaIll€HTIB, IKUM i MaIl€HTIB, 110

MaIi€HTIB, 110 TMAIIE€HTIB B BCTAHOBJTFOETHCS oMepIn

noTpeOyBaTUMYTh VYkpaiHi, ki J1arHo3 OPOKY BHACIIJIOK
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3as1BJIEHOTO MaroTh (3aXBOPIOBAHICTh)  3aXBOPIOBAaHHS
JKapChKOTO 3aXBOPIOBAaHHS (CMEpTHICTB)
3aco0y (TTOITUPEHICTB)
KJITHIYHUH PO3IL

8. ¥V myHkTi 8 3a3HauvalOTbC HAYKOB1 JaHl HIOJ0 MOPIBHAJIBHOI KIIHIYHOI
e(eKTUBHOCTI (Pe3yJbTaTUBHOCTI) 3asIBJICHOTO JIIKAPCHKOTO 3aco0y Ta BIAMOBIIHOTO
JIKapChKOro 3acoO0Y/IHIIOI MEIWYHOI TEXHOJIOTIl TMOPIBHSAHHSA, B TOMY YHCJI
MIJICYMKOBI TaOJIUIll 3 HAaBEJACHHSM BIJJOMOCTEH IOJ0 KIOYOBHX BHUIIPOOYBaHbL Ta
BUXIJIHUX JTaHUX (KOl JOKYMEHTIB 00 KIOYOBUX BUIPOOYBaHb) B €JICKTPOHHIM
dbopmi y dopmati PDF. Skio 3asBiieHuit gikapchbKuil 3aCi0 BKIFOUYEHO 0 OCTaHHBOI
aKTyaJIbHOI Bepcii OHOBJIEHOTO ba3oBOro mepeniky OCHOBHUX JIKapChKHX 3aco0iB
BOO3 3a nokazanHsM, 1110 3a3HAYCHE Y 3a51B1, MYHKT 8 JOChE MOXKE HE 3aIIOBHIOBATHCS.
VY cBOIO yepry 3asBHUK MOK€ IMOJATH JOJATKOBI JaHi, sIK1 BIANOBIIAIOTh MYHKTY 8.

1) ¥V mianyskTi 1 myHKTY 8 €TanbHO 3a3HAYAETHCS OMUC CTPATETIT JIITEPATYPHOTO
MIOIIYKY.

JlaHi 1010 KJIIHIYHOTO TMHUTaHHS, SIK€ JOCHIIKYEThCS, a came, IIJIbOBO1
MOMYJISIIIi, 3asBJIEHOTO JIKApChKOro 3aco0y, JIIKAPCHKOTO 3acO0y/IHINOI MEIUYHOT
TEXHOJIOT1i TOPIBHAHHS Ta OCHOBHHUX KIHLEBHUX PpE3YyJbTaTIB CIiJ IPEICTaBUTH
B1MNOBIIHO 10 Ta0mum 17.

Tabmuig 17. Ctpateris nomyky PICO

IHapamertp Omnuc

[{isboBa moOMyJIsIIis

3asBieHM  JiKapchbkoro  3acody (i3
3a3Ha4eHHSAM (POpMU, JO3yBaHHS Ta CIIOCOOY
3aCTOCYBaHHS)

Jlikapcbkuii 3aci0/iHiia MEIUYHa
TEXHOJIOT1sl MOpPIBHSIHHA (13 3a3HAYEHHSIM
bopmu BUITYCKY, NO3yBaHHS (ne
3aCTOCOBYEThCS 7O  1HIIOL ~ MEAUYHOL
TEXHOJIOT1i HE JIKapChKOro 3acoly) Ta
croco0y 3aCTOCYBaHHS)

KimrouoBa (-1) kiminiuHa (-1) kiHneBa (-1)
TouKa (-1) epeKTUBHOCTI (pe3ybTaT)

KimouoBa (-1) iminiuna (-1) kiHneBa (-1)
Touka (-1) ePeKTUBHOCTI (pe3yabTar), Ky (-
1) Oyme (-yth) 3actocoBaHo (-1) y
noganemioMy vy  ¢GapMakOeKOHOMIYHOMY
aHami3i
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JleTanpHuil ONMHUC KPUTEPIiB BKIIIOUEHHS Ta BUKIIOYEHHS JOCTIIKEHBb 0/3
MOIITYKY peKOMEHI0BaHO HajaTu y Tadsmii 18.

Tabmumg 18. Onuc kpuTepliB BKIIOYEHHS Ta BHUKJIIOUCHHS JOCIIKEHb J10/3
MOIIYKY

ITapameTp Kpwurepii Kpurepii BUKJIIOUYEHHS
BKJIIOYEHHS

[{i1b0Ba MOMYJISIIis

3asBIeHUH JTIKaPCHKOTO
3aco0y

Jlikapchekwii 3aci0 /iHmma
MEIUYHA TEXHOJIOT1s
MOPIBHSIHHS

PesynpTaT (KIiHIYHI KIHIIEB1
TOYKH )

Tun nyomikamii (4u 1u3aix
JOCTI1JIKCHHS )

YacoBi paMKH TOILITYKY

[Hme (3a motpedu)

Crparerisi NONIYKY Ma€ BKJIIOUATH JICTaIbHUMN MEPEIIiK EIEKTPOHHUX 0a3 JaHuX,
7€ TIPOBOJMBCS TOIIYK, KIIOYOBUX CIIiB, KPUTEPIiB BKIIOYCHHS Ta BHUKIIOYCHHS
nociipkeHb. HeoOxigHO HajgaTu AeTalibHy iH(OpManito, mo0 pe3ysibTaTd MOUIYKY
MOTJI OYTH BiJITBOPEHI Ta OIIHEHI.

2) ¥V miamyHKTI 2 MyHKTY 8 3a3HAYa€THCS METOJIOJIOTIS BIIOOPY Ta OCTATOYHHIA
nepeTik BIAMOBIAHUX IMyOIKaIii 3rigHO 3 MPOBEACHOIO CTPATETi€0 JITepaTypHOTrO
MOIIYKY.

Bin0ip nanux mae OyTu mpeacrtaBieHuit y ¢hopmi aiarpamu y BiAMOBIIHOCTI JI0
IpaBUJI TPO30POi 3BITHOCTI CUCTEMATHYHUX OMISAIB Ta MeraananiziB PRISMA
(Preferred Reporting Items for Systematic Reviews and Meta-analyses — kpariti 3BiTHI
€JIEMEHTU JJIsi CUCTEMATHUYHHMX OIJIS/IIB Ta METaaHalli3iB); HEOOXIAHO 3a3HAUYUTH
MPUYMHY BKJIFOUEHHS/BUKIIIOUEHHS J10/3 MOIIYKY MyOJIIKaii AOCTIIKEHb Ha KOXKHIM
cTanii ix Bigbopy, 3riHO 3 peKOMEeH10BaHOIO Tabmutieto 19. 3a pesynpraTaMu Bigoopy
(dopMy€eThCS TIEpENIK BIAMOBIIHUX JIKEPEI, IO MIJISATAI0Th aHATI3Y.

Ta6mus 19. Iepenik mxepen

HxepeJio IIpuyuHa BKIKYEHHS1/ BUKJIIOYEHHSA

3) V mignyHKTi 3 MyHKTY 8 3a3HAYa€ThCs CYKYIHUI PE3yJbTaT Ta y3arajbHEeHi
JaH1 MOA0 KIiHIYHOT e(DEeKTUBHOCTI 3asBJICHOTO JIIKAPCHKOTO 3aC00y Ta J1KapChKOTO
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3ac00y/1HII01 MEIMYHOT TEXHOJIOT1i MOPIBHAHHS.

B 3anexxHOCTI BIJ MOMIYKY 3asBIECHOTO THUIy myOjikaiii (MeraaHaisy,
CUCTEMAaTUYHOTO  OTJISIAY, PaHIOMI30BaHMX  KOHTPOJIBOBAHWUX  JIOCIIKCHb,
KOHTPOJIbOBAaHUX JOCITIDKEHh YM KOTOPTHHUX JOCTIIKEHB) JOMYCKAETHCS IMOJaHHS
pe3yNbTaTiB BXKE OMyOIIKOBAaHOTO METaaHai3y YM CHUCTEMATHYHOTO OTJISIAY Ha TEMY
BUBYCHHS 3asBJICHOTO MOKAa3aHHS JIKapChKOT0 3ac00y (11JIbOBOT MOIYJIALIIT).

Y pa3i, AKmo omyOJiKoBaHOTO MeTaaHali3y Yd CHCTEMAaTHYHOTO OTJISAY He
3HaWJIEHO, HAJAE€ThCA CAMOCTIIHO MPOBEICHUI CUCTEMATUYHHUM OIS YU METaaHawi3
a00 omHE MOCHTiKeHHS (paHA0Mi30BaHe, KOHTPOJIHLOBAHE UM KOTOPTHE) 32 YMOBH, 110
CTaHOM Ha JIaTy MOJaHHS 3asiBH, BOHO € €JJMHUM OIYOJIIKOBAaHUM JIOCIIIPKEHHSIM IS
3asIBJICHOTO JIIKAPCHKOTO 3ac00y Ta JIIKApPChKOTO 3aCO0Y/IHINOT MEAMYHOI TEXHOJIOTI]
MOPIBHSHHS 32 3asIBJICHUM TTOKa3aHHSIM.

3asgBHUK MOJKE HAJATH JOJATKOBl1 JIOKA30Bl JaHl, IO HAAXOJATh 3 JTaHHX
peanbHoi KiiHIYHOT npakTuku (RWD/RWE), 3a HasiBHOCT!.

Pesynprati 11070 KIIHIYHOI €(EKTUBHOCTI 3a OCTAaTOYHO BU3HAYCHUMH
nyOmikaiisiMd  (OmyOIIKOBaHOTO MeETaaHaji3y YW CHUCTEMaTHYHOTO OrJsiay, ado
BUKOHAHOTO BJACHOTO METAaaHaNi3y YU CHUCTEMaTUYHOTO OrJiAay, abo OJHOIO
JOCIIJIKEHHS) MatOTh OyTH Ha/all BioOpaxeHi y po3paxyHKax e(peKTUBHOCTI BUTpAT
(y mozeni (papMakoeKOHOMIYHOTO aHATI3Y).

Takum uYWMHOM, y MIAMYHKTI 3 MyHKTY 8 HEOOXITHO 3a3Ha4YaTH CYKYIHUN
pe3yJbTaT Ta Yy3arajdbHEHI JaHl MO0 KIIHIYHOI €(EeKTUBHOCTI 3asBIECHOTO
JKapChKOro 3aco0y Ta J1KapChKOro 3aco0y /1HIIOI MEAUYHOI TEXHOJIOT11 MTOPIBHIHHS
3 myOmikamiii BuUmpoOyBaHb, pe3yibTaTH SKUX OyidM BKIIOYEHI J0 MOJEN
(hapMaKkOEKOHOMIYHOTO aHaiizy. Y pa3l MpEeICTaBICHHS Pe3yJbTaTiB J10JaTKOBUX
JOCIIKEHb, SIKI HE OyJiM BKIIIOYEHI B MOJAENb (PapMaKOEKOHOMIYHOIO aHaii3y, ajie
MOPIBHIOIOTH 3aBJICHUN JIIKAPCHKUH 3ac10 3 KOMITAPATOPOM JJIsl BA3HAYEHO] I1JIbOBO1
nonyJsiuii (MopiBHsUIbHA KITIHIYHA €(PEKTUBHICTH (PE3YJIbTATUBHICTD)), HEOOXITHO i1
JlaHl MPeJCTaBUTH y BUTIIs A1 Tabmui 20.

Tabmuua 20. Ilepenik mociimKeHb, pe3yibTaTH SKUX HE BKIIOYEHI Y MOJENb
(hapMaKOEKOHOMIYHOTO aHAJII3y, ajle MPEJCTaBIeH] Y KIIIHIYHOMY PO3LIi

HasBa nocmimkeHus

Jn3aiiH KIIHIYHOTO JOCIIIHKCHHS

[Torymstist

3asBieHUM JTIKapChKUIA 3aCi0

Jlikapchkuii 3aci0/iHIIa MEAMYHA TEXHOJIOT1S IOPIBHSHHS
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OOrpyHTYBaHHSI HE BKJIIOYEHHS AAHOTO JTOCIHIKEHHS Y
MOJeIb (hapMaKOCKOHOMIYHOI'O aHAITI3Y

OOrpyHTYBaHHS BKJIIOYCHHS AOCITIHKCHHS Y KITIHIYHHAMA
O3

[lepeBara HaiaeThCS MPEACTABICHHIO KITHIYHO 3HAUYIIUX KIHIIEBUX PE3yJIbTaTIB
(KiHIIEBUX TOYOK, IOB’SI3aHUX 31 CMEPTHICTIO, 3aXBOPIOBAHICTIO; KIiHIIEBI TOYKH
3JI0pOB’sl, MOB’sI3aH1 3 SKICTIO JKUTTS). Y pa3l BUKOPHUCTAHHS CypOTaTHOI KiHIIEBOI
TOYKH (3MIHHOI, [0 3abe3meuye HempsiMe BHU3HAYCHHS pe3yJbTaTy JIKyBaHHS,
HAIPUKIIA]], 3HUKEHHS apTeplalIbHOTO THUCKY, 3MiHA PIBHS XOJECTEPUHY JIMOMPOTEIiB
HU3bKO1 IIIJIBHOCTI TOIIO) HEOOXIIHO HalaTh OOIPYHTYBAaHHS IIOJI0 MOXJIMBOCTI ii
BUKOPUCTAaHHA Yy BIAMOBIAHIN CUTYyallii Ta NIATBEPAKYIOUY 1H(OpMAIi0, 10 3T1THO
IPOBEACHOIO MOIIYKY HE ICHYE METaaHaJ131B/CUCTEMATUYHUX OTJISAIB UM NIEPBUHHUX
JDKepesl 3a KIIHIYHO 3HAYyIIMMHU KIHLIEBUMM pe3ylbTaTaMu JUIsl 3asBJICHOTO
JKApChKOTo 3ac00y Ta JIKapChKOTO 3ac00y /IHIIOI MEIUYHOT TEXHOJIOT1i MOPIBHIAHHS
CTaHOM Ha MOMEHT MOJaHHs 3asIBU.

Mae O6yTu npejcTaBieHa Bajifallisi CyporaTHUX abo MPOMIKHUX TOUYOK, a TAKOXK
3HAUYEHHS 3B’A3Ky MIDK CypOraTHUMH a00 TPOMDKHUMH pe3yJibTaTaMHu Ta
BiAMOBITHUMHM pe3yiabTaTaMu JIKyBaHHS JIJIs MAIll€HTIB.

PesynbpTaTé 1010 KIIHIYHOT €(QEKTUBHOCTI 3a OCTAaTOYHO BHU3HAYCHUMH
nyosmikaiisiMd  (OImyOJIIKOBAaHOTO MeETaaHalli3y YU CHUCTEeMaTUYHOrO OrJisiay, abo
BJACHOTO BHMKOHAHOTO METAaaHANI3y YM CHUCTEMAaTUYHOTO OIJIsiay, abo OJHOro
JTOCIIDKEHHS]) MaloTh OyTH y3arajbHEHI Ta CTaTUCTHMYHO 00 eaHaHi. CTaTHUCTUYHI
IHCTPYMEHTH, 3a IOMOMOIOI0 SIKHX y3araJlbHeHO Pe3yJIbTaTH, MalOTh OyTH OIHCAHI.

[Ipu npencraBineHHl  pe3yJabTaTiB  OMyOJIKOBAaHOTO  METaaHANI3y  4YH
CHUCTEMATUYHOTO OIJISIAY, 10 MyOsikaIli MalTh YBIMTH IOJATKH, IO 3raayrOThCs B
ony0JIIKOBaHOMY MeTaaHai31 Y CHCTEMAaTHYHOMY OTJISII1, a00 BIIMOBIIHI ITOCHJIAHHS
Ha TOBHOTEKCTOBI IMyOiKarii.

IIpy mpoBefeHHI MeTaaHaNi3y YU CUCTEMATHYHOIO OIJISIYy, PEKOMEHJOBAHO
BKJIFOUATH TPsIM1 PaHAOMI30BaH1 KITHIYHI BUIPOOYBaHHS (JIOCTIIKEHHS) 3aBICHOTO
JKapChKOTro 3aco0y Ta J1KapChKOro 3aco0y /IHIITOT METUYHOT TEXHOJIOT1T MOPIBHSIHHS.
3a BIICYTHOCTI Takoro THUITy JOCHIIKEHb O OTJIALY MOXYTh OyTH BKJIIOYEH] ¥ 1HIII
TUINU JOCIIKEHb (HAMPUKIIAJ, KOHTPOJIbOBAHI, KOTOPTH1), ajle y TAKOMY BHUMIAAKY
HAJA€ThCsl OOIPYHTYBAHHS L1010 MOKIIMBOCTI 1X 3aCTOCYBaHHS.

[Ipu mpeacTaBiieHHI pe3yJbTaTiB CaMOCTIMHO MPOBEICHOIO0 METaaHATI3y YH
CUCTEMAaTUYHOTO OIJISAYy, TepesiK BIAMOBIAHUX JOCHIKEHb 3 Yy3araJlbHEHUMHU
KJIIHIYHUMU pe3yJibTaTaMi Ma€ OyTH BU3HAUEHO 3T1AHO 3alIPONOHOBAHO1 M1ACYMKOBOL
Tabymin 21 13 3a3HaYeHHSIM: THU3aiiHy KOXKHOTO BKJIFOUEHOTO JOCTIDKEHHS, MICIIS 1X
MIPOBE/ICHHS; KPUTEPIIB BKIIOUCHHS; JOCIIKYBAaHUX JIIKAPCHKUX 3aC001B; KIIBKOCTI
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MAaIieHTIB Y PI3HUX TpyHax IUX JOCHIIKEHb; 1H(OpMaIii NMpo BUKOPUCTAHHS
Nali€eHTaMu CYIyTHbOTO JIIKYBaHHS (OTJISAT 10JIaTKOBUX JIIKAPChKHUX 3aCO0IB, 110 OYJIH
JI03BOJICHI Ta 3a00pOHEH1 MM 4Yac KIIHIYHOTO JOCHIJKCHHS); KIHIIEBHX TOYOK;
00’€THAaHOTO KJITHIYHOTO PE3YyJIbTaTy 3a BKIIOUCHUMHU JOCITIHKEHHSIMH, 110 YBIHIE 10
dbapMakoeKOHOMIYHOTO  aHam3dy. Moyke HajgaBaTuch rpadidyHa Ipe3eHTAIlls
CTaTHUCTUYHUX JAHUX, SIKa JTOMOBHIOE TEKCT Ta JIaHi B TaOJUIII, ajie He 3aMiHIOE iX.

Tabmums 21, BianmoBigHI JOCHIIKEHHS 3  y3arajlbHEHUMH KJIITHIYHUMH
pe3ynpTaTaMH, fAKi BKJIIOYEHI Yy CaMOCTIHHO TMPOBEIEHUN MeTaaHami3 dYH
CUCTEMATHYHUU OTJISI

ITapameTp Hocaimxenns | ocaixxenns | Nx (3a morpedn)
1 2

Jlv3aitH KIIIHIYHOTO
JOCITIDKEHHS (HaJaTH OIIHC)

KpuTepii BKIIIOUEHHS MAIi€HTIB
710 KJIIHIYHOT'O JTOCITIIKCHHS
(magatu ommc) Ta 6a30BI
XapaKTEPUCTHUKHU MAIlIEHTIB

Micue npoBeaeHHs (cTalioHap/
aMOyJlaTOpHE JIIKYBaHHSI)

TpuBamicTh T0CTIIHKCHHS

JlocipkyBaHi JIiKapchKi 3acO0n
(BTpy4aHHS JUIs KOXKHOI FPyIH 3
JETaNbHUM OMUCOM (hopMuU
BUITYCKY, JI03yBaHHS Ta CIOCO0Y
3aCTOCYBaHHS)

KinpkicTp namieHTiB y
JOCIIKYBaHUX rpymnax (n)

BukopucTanHs CynmyTHBOTO
JIKyBaHHS y Tpynax (Haxatu
OIIHC)

[TepBuHHa KiHIIEBa TOUYKA
(mepBUHHUY pe3yabTar) 13
3a3HAYCHHSAM OJIMHHIID
BUMIPIOBaHHS

Bropunna kiHieBa Touka i3
3a3HAYEHHSIM OJIMHUIID
BUMIPIOBAaHHS

Tun ananizy y A0ciipKeHH1
(manpuknazn, intention to treat,
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per protocol)

Onuc BUSBIEHOTO OCHOBHOTO
pe3ynbTaTy Ta HOro CTaTUCTHYHA
3HAYUMICTD

(95% noBipunii iHTEpBAI, p-
3HAYECHHS)

JlaHi CTaTUCTUYHO 00’ €THAHOTO
KJIIHIYHOTO pe3yJIbTaTy, 110 Oy/1e
BKJTFOUEHO JI0
(hapMaKOEKOHOMIYHOT'O aHAITI3Y 3
Ha/TaHHAM OOTPYHTYBaHHS
BUOOPY (OIlIHKA T'€TEPOTreHHOCTI,
95% noBipuwmii iHTEpBAII, p-
3HAYCHHS)

MetogonoriyHa  SIKICTb ~ KOXXKHOTO ~ BKJIIOYEHOI'O /10 MeETa-aHalizy 4u
CUCTEMATUYHOTO OTJIAAY JTOCIHIKEHHsSI Ma€ OyTH OLlIHEHA, OCKUIBKU 1I€ BIUIMBA€E HA
HAJIHHICTh Ta JOCTOBIPHICTHh OTPUMAHUX PE3YyJIbTATIB.

OniHKa IKOCTI OYIb-SIKOTO JOCTII)KEHHS TOBUHHA BPaXOBYBATH:
1) BIANOBIHICT AW3aWHY JOCHTIKEHHS MET1 TOCTIKEHHS,

2) pU3UK CHCTEMAaTU4YHOI TIOMUJKH (BHACIIJOK HEHAJNEKHUM UYHUHOM
CIUTAHOBAHOTO NW3aiiHy NOCHIKEHHs 4u 300py, aHai3y, 1HTepHpeTanii, myomKaii
YU OTJISAlY JaHUX);

3) iHII TUTAHHS, ITOB’s3aHi 3 SKICTIO JTOCTIKEHHS,
4) BuOip IHCTPYMEHTY ISl BAMIPY PE3yNIbTaTy;

5) muTaHHS CTATUCTUYHOTO AHAIIZY;

6) SIKICTbh 3BITHOCTI IEPBUHHUX JIKEPET,

7) SKICTh BTPYYaHHS;

8) y3arajabHEHICTb.

Mae OyTu npecTaBiIeHU ONKUC CTATUCTUYHOI YaCTUHH, 1110 BUKOPUCTOBYBAJIach
MIpH y3arajJbHEHHI JaHUX.

Sxmo ymikapchbKuid  3aci0  BUKOPUCTOBYETHCS JJIs  JIIKYBaHHS  PIAKICHUX
(opdhaHHUX) 3aXBOpIOBaHb, HAJAEThCSA 1HGOpPMAILS MPO KIIHIYHI BUIPOOYBaHHS
(mocaimKkeHHs ), Kl BEAYTbCA B JaHUW Yac Ta MOXKYTh PO3MIMPUTH MOKA3aHHS 1100
OUIBIIMX MOMYJISIIN NalieHTIB (HaIpUKiIaA, TENEPIliHi MOKa3aHHs 0 3aCTOCYBaHHS
IPU TSYKKOMY 3aXBOPIOBaHHI Ta KIIIHIYHI BUITPOOYBaHHS (IOCHIIKEHHS ), 1110 BEAYThCSA
Hapasi 0/10 3aCTOCYBaHHSI JJIs OLITBII JIETKUX (popM 3axBoproBanHs ). [1{o10 K0xKHOTO
BUNMPOOYBAHHS HATAETHCSI KOPOTKUN OMHUC TaKoi iHhopmariii.
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Haii6inpm nepekoHIMBUM € TpsIME pPaHIOMI30BaHE KIIIHIYHE BHUIPOOYBaHHS
(mocmiKeHHs) 3asBJICHOTO JIIKAPCHKOTO 3aco0y Ta JIIKapChKOro 3acoO0y/iHIoi
MEJIMYHO1 TEXHOJIOT1i MOPIBHSAHHA. 3a BIJCYTHOCTI TAaKOTO THIY JOCIIJKEHHS MOXE
OyTH MpeAcTaBlIeHO KOHTPOJIhOBaHE YK KOTOpTHE. IIpu mpencTaBieHH] JaHUX IIOA0
OJIHOTO JOCIIJPKEHHsI KJIIHIYHI pe3yJIbTaTH MarTh OyTH y3arajibHEHI BIIIOBIIHO 0
3alPOIIOHOBAHOI TMIJACYMKOBOI TaOuIll, IO MICTUTh 1H(OpMAIO Mpo JuU3aiiH
NPECTABICHOTO  JIOCTIDKEHHS, KpUTEpii BKJIIOYECHHS, MICIle TIPOBEICHHS,
JOCTKYyBaH1 JIKapChKi 3aco0M, KUIBKICTh MAIIEHTIB y AOCITIKYBAaHMX Tpymax,
BUKOPHUCTAHHSA MalliEHTaMH CYITyTHHOTO JIIKYBAaHHS MaIll€HTaMH, KIHIIEBUX TOYOK, 110
OyAyTh BKITIOUCHI JI0 (hapMaKOCKOHOMIYHOTO aHaITi3y (Ta0muis 22).

[Ipu npeacTaBieHHI pe3yibTaTiB KITHIYHOTO TOCHIKEHHS, 10 MyOiKaiii MatoTh
YBIUTH JAOJATKH, 10 3raJylOThCS B OMyOIIKOBAHOMY KJIIHIYHOMY JIOCIHIKEHHI, a00
BI/IMOBIIH1 MTOCUJIAHHS HA MOBHOTEKCTOBI MyOJIiKaIlii.

Tabmuns 22. [IpeacTaBiaeHHs pe3yJbTaTiB OJJHOTO JTOCTKCHHSI

ITapametp Onuc gocaiaKeHHs

Ha3sa my6Gmikarii

Jm3aitH mocmimKeHHS

Kputepii  BKkIIOYEHHS  MaIlieHTIB Ta  0a3o0Bi
XapaKTEPUCTUKU MAIlIEHTIB

Micue mpoBeneHHs  (cramioHap/  aMOyiaTopHe
JIKYBaHHS)

TpuBamicTh TOCTITKESHHS

JocnipxyBaHuil nikapcbkuid 3acio ((popma BUIyCKy,
JI03yBaHHS Ta CIOCIO 3aCTOCYBaHHS)

Jlikapchkuii 3aci0/iHIIa MEIUIHA TEXHOJIOT 1S
nopiBHAHHSA ((hopMa BUIMYCKY, JO3yBaHHs Ta CIOCiO
3aCTOCYBaHHS JIIKapChKOTro 3ac00y ado0 BiAMOBIAHA
1H(pOopMaIlis 11 1HIIOT MEAUYHOI TEXHOJIOT1])

KinbKicTh MaIi€HTIB y TOCTIKYBaHUX rpymax (N)

BukopucTaHHs CynmyTHBOTO JIIKYBaHHS y TpyIax

[lepBrHHA KiHIIEBa TOYKA (MIEPBUHHUM pE3yJIbTaT) 13
3a3HAYCHHSIM OJIMHUIIH BUMIPIOBAHHS

BTopurHHa KiHIIEBa TOYKA 13 3a3HAYEHHSM OJIMHUIIh
BUMIPIOBaHHS

Tun ananizy y gociigxkenHi (intention to treat, per
protocol)

Onuc BUSBIEHOTO OCHOBHOTO PE3YyJIbTaTy Ta MOTO
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CTaTUCTUYHA 3HAYUMICTh

Pesynprar, 1mo Oyae BKIFOUYEHO JI0
(hapMaKOECKOHOMIYHOT'O aHATI3y 3 HaJIaHHAM
OOTpyHTYBaHHS BUOOPY

BucHoBKH 111010 TOPIBHSJIBHOT KIIHIYHOT €(DEKTUBHOCTI MICTATh:

omnuc OyIb-IKUX OOMEXEHb METOJO0JIOTIi Ta MPOBEACHHS BHUIIPOOYBAHHS, IO
BIUTMHYJIM Ha AKICTh JJAHUX, [0 PO3TIISIAI0ThCS;

pe3yNbTaTH JIIKYyBaHHS, 1110 O€3M0ocepeIHbO BUBHAYAIUCH 32 KIHIIEBUMU TOUKAMU
(KIHIIEBUX TOYOK, TOB’SI3aHUX 31 CMEPTHICTIO, 3aXBOPIOBAHICTIO; KIHIIEBI TOYKH
3JI0POB’sI, TIOB’s13aH1 3 AKICTIO JKUTTS) UM 32 CYpOTaTHUMH a00 TPOMIKHUMH TOYKAMH
(HampuKIam, 3HIWKEHHS apTepiallbHOTO THCKY, 3MIHAa PIBHA  XOJECTEPHHY
JIMOMPOTEIAIB HU3bKOI IIUIFHOCTI Ta 1HIII);

AKTYaJIbHICTh OLIIHIOBAHUX PE3YJIbTATIB KJIIHIYHUX BUIPOOYBaHb (IOCIIIKECHB)
11010 KJIIHIYHUX Pe3yJIbTaTiB, OYIKYBAaHUX MPU MEAUYHOMY 3aCTOCYBaHHI,

MOXJIKMBI ()aKTOpW BIUIMBY Ha TEHEpali3alll0 pe3yJbTaTiB  KIIHIYHOIO
BUNMPOOYBaHHS (JIOCTIIHKEHHS) JUIS JIIKYBaHHS TALIEHTIB y IMOJACHHIN KJIIHIYHIM
paKkTuUlll B YKpaiHi;

BIJIMIHHOCTI Yy TOKa3HUKaX KIIHIYHOI e(EKTUBHOCTI MK MOMYJISAIIIMH
JOCITIDKYBaHUX MAIlIEHTIB Ta HACEJICHHAM Y KpaiHH.

4) V mianyHkTi 4 TyHKTY 8 y BUMAJKY, SKIIO IPsiMi TOPIBHSIBHI BUITPOOYBAaHHS
13 3agBJICHUM JIIKAapCBKUM 3acOo00M Ta JIKapChbKUM 3aCOOOM/IHIIIO MEIUYHOIO
TEXHOJIOT1€10 MOPIBHAHHS BIJCYTHI, HEOOX1THO HAJAATH 1H(POPMALIIIO 32 PE3YJIbTaTaMU
HEMpPSIMOTO MOPIBHSUIBHOTO JAOCHIKeHHsS. Jlns Horo mnpoBeleHHS MoXe OyTu
BUKOPUCTAHO  Hallp  11ane00-KOHTPOJbOBAHMX  KIIHIYHHUX  BHUIPOOYBAHb
(mocaimkenb), ab0 — KIIHIYHUX BUIPOOYBaHb (JOCHIIIKEHb) 3 aKTUBHUM KOHTPOJIEM
31 CIUJIBHUM JIIKAPCHbKUM 3aCO00M/MEANYHOIO TEXHOJIOT1E€I0 OPIBHIHHS.

[Ipu npoBeieHHI HEMPSAMUX NOPIBHSUIBHUX AOCIIHKEHb HATAFOThCS:

OIlIHKA JOIUIPHOCTI MPOBEJEHHS HEMPSMOTO IMOPIBHSHHS Ta OOIPYHTYBaHHS
BUOOPY JKEpEN IaHuX, 1110 BUKOPUCTAaH1 MPU HETIPSIMOMY TOPIBHIHHI;

YITKAA OMTUC METOJIOJIOT1T HEMPSIMOTO TIOPIBHIHHS;

nepeNtiKk BUNPOoOyBaHb, K1 BiAiOpaHi JJiS MPOBEICHHS HEMPSIMOTO MOPIBHSHHS
(Tabmurs 21);

pe3ynbTaTH  CTATUCTUYHOI  OIIIHKA  HEOJHOPIMHOCTI, OMUC  CTYMNEHS
HEOAHOPITHOCTI Ta 11 NPUYUHM;

SKIIO € CyMHiBI/I aroao pCHeBaHTHOCTi OKpEMHUX BKIIOYCHUX Y HCIIPAME
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MOPIBHSHHSA BUIIPOOYBaHb, HEOOXIAHO HAATH aHAJI3 YyTJIMBOCTI, MPU MPOBEACHHI
SIKOTO 11€ BUITPOOYBaHHS BUKIIIOUCHE;

OITiHKA SKOCTI BKJIFOUCHHUX Y HETPsSME TOPIBHSHHS JOCIIIKEHb;

BIJIMIHHOCTI MIX JDKepellaMH JaHuX, 110 HaJaiTh 1H(OpMaIio MPpo KIIHIYHI
pe3yNbTaTH JIIKApCHKOTO 3ac00y, SIKHW 3aCTOCOBYETHCS MPH 3asBICHUX MOKA3aHHSX,
Ta TUMHU JDKEpeJaMu JaHUX, SK1 HaJarTh 1HGOpMAIliI0 Mpo JIKaApChKHUM 3aciO/IHIITY
MEINYHY TEXHOJIOTII0 TIOPIBHSHHS, IO BUKOPHCTOBYBAIHUCS TIPU HEMPSIMOMY
MTOPIBHSHHI.

JI71s1 1IbOTO BKA3YIOTHCS BIIMIHHOCTI V:

MOMYJISAIISIX TAI[I€HTIB IUITXOM IMOPIBHSIHHS KPUTEP1iB BKIFOYCHHS/BUKITIOYCHHS,
OCHOBHHX JeMOorpaiuHMX JaHWUX, BU3HAYAIOUM BIAMOBIAHI TapaMeTpu, Taki K
TSDKKICTh 3aXBOPIOBAHHS Ta MONEPEIHE JIIKYBAHHS;

dbapMakoTepanii NIUIAXOM TMOPIBHSHHS PEXUMIB JI03YBaHHS 3asBJICHOTO
JKapChKOro 3ac00y, JIKapChKOIro 3aco0y /IHINOI MEIUYHOT TEXHOJIOT1T MOPIBHSIHHS Ta
JI0JTATKOBHX JIIKAPCHKHUX 3aCO01B;

METO/10JI0T1i BUIIPOOYBaHb;
KIHIICBUX TOYKaX Ta iX pe3ysbTarax;

OOMEKEHHSAX KJIIHIYHOTO BUIMPOOYBaHHS (AOCTIIHPKEHHS) NUIIXOM IOPIBHSIHHS
00OMEKEHb Y METOJIOJIOTI] Ta 3aCTOCYBAaHHI pe3yJIbTaTiB Ha MPAKTHII];

iHdopmalii npo OyAp-sSKi 1HINI TEpeBarn Ta HEAOMIKHU, KpIM KIIHIYHUX
pe3yNbTaTIB Ta MOOIYHUX PEaKI[ii, 3asiBIEHOr0 JIKAapChKOro 3aco0y Ta JIKApChKOro
3aco0y /1HIIOT METUYHOI TEXHOJIOT1i HOPIBHSIHHS.

9. V nyHkTi 9 3a3HavarOThCS JlaHi MIOAO0 MOPIBHMIIBHOI OE3MEKU 3asBJICHOIO
JKApChKOro 3aco0y Ta BIAMOBIIHOTO JIKAPCHKOTO 3ac00y /MEAMYHOI TEXHOJIOTi
MOPIBHSHHSA 32 3asIBJICHUM Yy 3asB1 MOKa3aHHAM, B TOMY YHCJII MiJCYMKOBI TabJIuIII 3
HaBEJICHHAM BIJJOMOCTEW IIOJO0 KIOYOBUX BHUIIPOOYBaHb, IO BKIKOYAIOTHCA [0
MarepialiB  JI0OChb€ Ta BUXIJHUX JaHUX (KOMii JOKYMEHTIB IIOJ0 KIOUYOBUX
BUIIPOOYBaHb) B €JIEKTPOHHIH dopmi y popmari PDF.

SAkio 3asBICHUN JOCIIDKYBaHUN JIKaApChKUM 3aci0 BKIFOYEHO 10 OCTAaHHBOI
akTyanbHOi Bepcii bazoBoro mepeniky OCHOBHUX JiKapchbkux 3aco6iB BOO3 3a
JTOCITIDKYBAaHUM TTOKa3aHHIM, IMYHKT 9 HE 3alOBHIOIOTHCS. Y CBOIO YEPTy 3asiBHHUK
MO>Ke TIOJIaTH JIOJATKOBI AaHi, SIK1 BIIIIOBIIAIOTh ITYHKTY 9.

SIKIo cTparerisi MOIIYKY JOKAa30BHX JaHHUX, IIO0 CTOCYETHCS OLIIHKH O€3MeKH
3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y, CHIBOAAa€ 3 TI€0, IO MPEACTABICHO Y YaCTUHI
aHaii3y KIIHIYHOI e(PEeKTUBHOCTI 3asBJIEHOrO JIKApChKOro 3acoly Ta BiAMOBIAHOIO
JIKapChKOro 3aco0y/IHIIOT MEIUYHOI TEXHOJOTIi TMOPIBHSHHS, TOJlI MNPEACTABIATH
JIOJIATKOBO OKPEMY CTpaTerito TMOIIYKY JJisg OI[IHKKM Oe3MeKu 3acTOCYBaHHS
JKapChKOro 3aco0y He MOTPIOHO.
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Km0 maHWX JOCTIHKeHb, BKIIOUYCHHX 0 aHalli3y KIIHIYHOI e€()EeKTUBHOCTI,
HEJOCTAaTHbO JUIS OIIIHKK Tpodiaro OE3MeKH, CIiJg PO3IJISHYTH MUTAaHHS PO
BKJTFOUEHHS JOJATKOBUX KPHUTEPIiB 0 CHCTEMAaTUYHOTO OTJISAY Ta TPEJICTABUTH Y
nianyakTax 1 — 3 myHKTY 9 OKpeMuil Oomuc cTparerii IMOIIyKy, OINHUC Bia0Opy
BIIMOBIAHUX MyOJiKaIliid, ONMUC Ta Yy3arajJbHEHHS pe3yJibTaTiB 3 BiAIOpaHUX
nyOJiKamii 1moao Oe3MeKH 3aCTOCYBaHHS 3asBJICHOTO JIKApChKOro 3acoly Ta
JKApChKOT0 3ac00y /MEAMYHOI TEXHOJIOT1T MOpiBHAHHS. OKpeMuil Monryk HeooX1iqHO
MPEACTaBUTH 3TITHO 3 MAMYHKTaMH | — 3 TyHKTY 8 3 JIOAaBaHHSM BIIMOBITHUX
3aIPONOHOBAHUX TAOIHUIIb.

Tabnuis 23. Pe3ynbpratu onucy Ta y3aralbHEHHS aHaJi3y BiIi0OpaHuX myOmiKarii
moa0 Oe3NeKru 3acTOCYBaHHS 3asBJICHOTO JIKapChKOIo 3aco0y Ta JIIKapChbKOTO
3ac00y/1HII01 MEIMYHOT TEXHOJIOT1i MOPIBHIHHS

Hocaimxenns Ne*

Jlikapcbknid
3aaBiennii | 3acio/inma |Bignocuuii | BignmMiHHicTD
Omue JIKAPCHKHMH | MeIn4HAa pU3HK PHU3HKIB
3acio TexHoJiorist | Relative Risk
(n=x) |mopiBusuus| Risk (95% | difference
n (%) (n=x) CI) (95% CI)
n (%)

3arajipHa KUIBKICTH ITOOIYHUX
peakiii

3aranpHa KUIBKICTH CEpPHO3HUX
MOOTYHUX peaAKIIii

3arayibHa KIJIbKICTh CMEpPTEH

3arajbHa KUIBKICTb HOOIYHHUX
SBUI, 10 MPUBOAITH [0
TUMYaCOBO1 abo IIOCTIMHOIL
BIJIMIHU JIIKYBaHHS

3arajpHa KIJIBKICTh IIAIlI€HTIB,
o0 BIAMOBWJIMChH BiJ YYacTi y
JOCITIIKEHHI yepes
HECTIPUSITIIMBI TTOA1T

* U1 3pyYHOCTI BUKOPUCTAHHS J0 TaOJUIll MOXYTh J0JIaBaTUCh KOJIOHKH 3
JIOTATKOBUMHU JOCIIJPKEHHIMHU.

VY nmianyHkTi 4 NyHKTY 9 y BUNAAKY, SKIO IPsiMi MOPIBHSIBHI BUIIPOOYBaHHS 13
3asBJICHUM JIIKQPChKOrOo 3aco0y Ta JIKapChbKOro 3acoOy/IHIIOK MEIUYHOIO
TEXHOJIOT1€10 MOPIBHAHHS BIJCYTHI, HEOOXITHO HAJAAaTH 1HPOPMAILIIIO 32 Pe3yJIbTaTaMU
HENpPsIMOT0 MOPIBHSUIBHOTO JOCHIIKEeHHS. {7151 boro Moxe OyTH BUKOPUCTAHO HAOIp
1a1e00-KOHTPOJIBOBAHUX  KJIIIHIYHUX BUIPOOYBaHb (JOCHIKEHB), ab0 TaKuX
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JIOCTKEHb 3 aKTUBHUM KOHTpPOJEM, 31 CHUIBHUM JIIKaQpPChbKUM 3ac000M /IHIIOIO
MEINYHOIO TEXHOJIOTI€0 MOPIBHAHHS.

IIpu BuOOp1 OIIHIOBAaHMX IIOOIYHUX peakiii HeoOXiaHO 30alaHCyBaTH
BCEOXOIUICHICTh 3 MPAKTHUYHOIO 3aCTOCOBHICTIO, TOOTO OOMpATH JJIsl OL[IHKUA CaMe Ti
moO14H1 peakilii, ki OyAyTh BaKJIUBUMU MMPU NPUHUHATTI PIIICHB Y KJI1HIYHIN TPaAKTHIT.
Ile MoxxyTh OyTH Ti TOOIYHI peakKilii, IKi MAI[IEHTH YX KIIHIYHI eKCIIEPTH BU3HAYAIOTh
SIK HaMOLIBII cepilo3Hi Ta/ab0 TSKKI UM TPUBOXKHI; a00 HalJacTiIe MOBIJOMITIOBaH1
noOiYyH1 peakilii, 0 MPU3BOAATH 0 BIIMOBH Malli€HTa BiJ] JIIKYBaHHS.

Pi3Hi au3aitHu IOCHIKeHb MOXYTh HaJaTH KOPUCHI JaHi MPO HECTIPUSTIMBI
Hacmiaku. Hampukman, paHAoOMi30BaHI KOHTPOJIBbOBaHI JOCIHIIDKEHHA OYBalOTh
KOPHCHUMH IPH OLIIHIII HAMO1IBII MOMIMPEHUX MOOIYHUX edeKTiB, 00cepBalliitHl — MPH
OLHII PIAKICHUX TMOOIYHUX €QeKTiB, a MOCT-MAapKETHUHTOBI JaHI MOXYTb OyTu
KOPUCHHUMU JJIsl BUSIBJICHHS PaHIIIC HEBIJJOMUX MOOIYHUX PEaKIIiil.

3 JOCIIIKeHb BUIYYarOThCs JaHl MO0 YaCTOTH, TSHKKOCTI, CEpUO3HOCTI MOl
a00 J1aH1 11010 BIIMOBY BiJI JIIKYBaHHS MAI[IEHTIB Y€pe3 PO3BUTOK MOOTYHUX PEAKIIii.
HeoOxinHo BpaxoByBaTH caMme Ti OOIYHI PeaKIlii, 10 SIKHX BCTAHOBJICHO MPUYUHHO-
HACJIIIKOBUH 3B'SI30K B1J] 3aCTOCYBaHHS 3asBJIEHOTO JIIKAPCHKOTO 3ac00Y y MOPIBHIHHI
3 TKapChbKUM 3ac00aM/IHIIOI0 MEUYHOIO TEXHOJIOTIEI0 TTOPIBHIHHS.

OCKUIbKM CHCTEMAaTUYHI OIVISIIM 3 BUBYCHHS MOOIYHUX PEaKIiid 4acTo MICTATH
JIOKa3Mu 3 PI3HUX JDKepes, BKIIOYAOUd PaHA0MI30BaH1 KOHTPOJIbOBAHI JOCHIKCHHS,
oOcepBallifHi JTOCTIIKEHHS TOIIO, ICHYIOTh TPYJIHOIIl B CHHTE31 PI3HUX HAOOpIB
naHuX (AOCHIIKEHb), TOMYy HEOOXIJIHUM € BUBUYEHHS Ta MPEACTABJICHHS MOKa3HUKA
TeTEPOTCHHOCTI JISl TAKUX JKEPEIL.

BucHoBKY 111010 TOPIBHSIbHOI 0€3MEKU MOBUHHI MICTUTH:

OMUC 3arajibHOi KIJbKOCTI MAII€HTIB, SIKUX CTOCYIOTHCSI JaHl HI0A0 Oe3MeKu
JKapChKOro 3aco0y;

ONUC MOOIYHUX peakKIliid Ta OI[IHKA YACTOTH X BUHUKHEHHS Ta iX TSXKKOCTI;

iHpopMarito 1mOa0 Oyab-SKHMX JOJATKOBUX MHTaHb OE3MEKH 3asBJICHOTO
JTKapChKOro 3aco0y, siKi He OyJaM BKa3zaHl y BHUIE3a3HAYCHHX BUMPOOYBaHHSIX
(manpukmnan, wEOAO0 Oynb-IKUX JOJATKOBUX TUTaHb O€3MEeKH, BHU3HAYCHUX
PEryJISTOPHUMH OpraHaMH, BAMOTAMHU TICISIPEECTPAIIHHOTO HATTISTY 32 MOXKIIMBUMH,
ajie piIKICHUMH MOOIYHUMU PEAKITIIMU; 1HPOPMAIIiIO MO0 MOOIYHUX PEAKINiH, SKI HEe
OyJ0 BHSBJICHO TMPU 3aCTOCYBaHHI 3asBIICHOTO JIKAapChKOro 3acoly, ane sKi
CIIOCTEPITal0ThCs MPHU 3aCTOCYBAHHI JIKAPCHKOTO 3aC00Y/IHIIIOT METMYHOI TEXHOJIOT11
nopiBHAHHSA). BkazytoThcs Oyab-sKi OOMEXKEHHS HassBHUX JaHUX JJISI [IUX IMOPIBHSHb.

PO3I1JI PAPMAKOEKOHOMIYHOI'O AHAJII3Y

10. V nynkri 10 3a3HauarOThCs JaHl I1IOAO TNOPIBHSUIBHOI BapTOCTI Ta
e(EeKTUBHOCTI BUTpAT 3asBJICHOTO JIKAPCHKOTO 3aco0y BIAHOCHO BIJAMOBIIHOTO
JiKapchKOro 3acoO0y abo 1HIIOT MEIUYHOI TEXHOJIOTil MOPIBHSHHSA B KOHTEKCTI
MOKa3aHHsI, OJIAaHOTO Y 3asIBi:
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1) y mianynkti 1 nyskry 10 3a3HadaroTbest pakTHUHUN a00 OUIKYBaHUN PiBEHb
ONTOBO-BIAMYCKHOI IIIHM B YKpaiHi Ha 3asBICHUN JIKapChKUil 3acid Ta 1miHu (13
3a3HAUYCHHSAM PIBHS IIHM) Yy Takux pedepeHTHHX KpaiHax: PecmyOsmika Ilosbina
(https://www.gov.pl/web/zdrowie/obwieszczenia-ministra-zdrowia-lista-lekow-
refundowanych), CioBanpka Pecnyomika —(https://www.health.gov.sk/?zoznamy-
uradne-urcenych-cien), Yecska Pecnyomika (http://www.sukl.cz/sukl/seznam-leciv-a-
pzlu-hrazenych-ze-zdrav-pojisteni), JlatBiiicbKka Pecmy0Oiika
(https://www.vmnvd.gov.lv/lv/kompensejamo-zalu-saraksti), YropmyHa
(http://neak.gov.hu/felso_menu/szakmai_oldalak/gyogyszer segedeszkoz_gyogyfurd
0_tamogatas/egeszsegugyi_vallalkozasoknak/pupha/Vegleges PUPHA. .html));

2) y mianyHkTi 2 myHKTY 10 3a3Ha4a€eThCs 3asBJICHA [[IHOBA MPOMO3HIIis (15 IliHA
Mae 0yTr 6a30BOIO MIPH MPOBECHHI (DAPMAKOCKOHOMIYHOTO aHATI3Y).

Taka 11lHa HEe Mae MEPEBUIIYBaTH PIBHI 3aJC€KIAPOBAHUX 3MIH OITOBO-
BIIMMYCKHUX I[1H 3 YPaXyBaHHIM I'PaHUYHHUX OCTAYAJIbHUIIbKO-30yTOBUX HA/10aBOK Ta
NOJATKy Ha JI0JlaHy BapTICTh. SIKIIO Ha TaKUM JIIKApChKUN 3aci0 3arpoBaKEHO
JiepKaBHE [[IHOBE PETYJIOBAHHS IIIJITXOM BCTAHOBJICHHS TPAHUYHO OITOBO-BIAITYCKHOI
I[IHK, OYIKyBaHAa BapTICThb TaKOro JIKAPCHKOTO 3aco0y HE MOXE IEepeBUINYBaTU
BcTaHoBJIeHI MO3 rpaHWuHi ONTOBO-BIANMYCKHI IIHK 3 YypaxXyBaHHSM TPaHUYHOI
OCTa4aJIbHULIbKO-30yTOBO1 Ha/10aBKU;

3) y mianyskTi 3 nyHkty 10 HagaroThes omuc MeToAy (apMaKOEKOHOMIYHOTO
aHaii3y 3 OOIPYHTYBaHHSM HOro BUOOPY, pe3ysbTaTt (apMaKOEKOHOMIYHOTO aHAII3Y
3 00O0B’SI3KOBUM IPEJCTABICHHSAM IMOKAa3HUKIB €()EKTUBHOCTI Ta KaTeropiii BUTpaT,
BUKOPUCTAHUX Y (PApMAKOEKOHOMIYHOMY aHaJII31.

JlaHi 1010 KJIIHIYHOI €(EKTHUBHOCTI 3asBJIEHOTO JIKApChbKOro 3acoly Ta
JKApChKOro 3aco0y/1HIIOI MEIUYHOI TEXHOJIOTI MOPIBHSHHSA, LI0 BKIIIOYEHI [0
(hapMaKkOEKOHOMIYHOTO aHali3y, PEKOMEHJIOBAaHO HaaaTh y ¢opmi Tadbnuii 24 13
HaJaHHAM 010;110rpadiyHOro ONUCy Ta riNeprHoCuiiaHb Ha JpKepesa TaHuX.

Tabmum 24. Jlani moa0 KIHIYHOI €(EKTHBHOCTI 3asSBJICHOTO JIKapChKOTO
3aco0y Ta JIKapChKOro 3acoO0y/iHIIOT MEIUYHOI TEXHOJOrii TOPIBHAHHS 32
MOKa3aHHsIM, 3a3HAYCHUM Y 3asiBl

Ne Mapamerp Onuc

[{inboBa moMmyJsIIis

2 |3asgBieHui JiKapchkuil 3acid (13 3a3HAYEHHSIM
dopMu BUMYCKY, JO3yBaHHS Ta CIOCOOY
3aCTOCYBAHHS)

3 |Jlikapchkuii 3aciO/iHIIa MeIUYHA TEXHOJIOTIs
nopiBHSAHHSA (13 3a3Ha4eHHSAIM (OPMH BHUIYCKY,
N03yBaHHS (HE 3aCTOCOBYETHCS ISl MEIUYHOL
TEXHOJIOT1i) Ta CIOCO0Y 3aCTOCYBaHHS)

4 |KinbKiCHI 3HAYEHHS MOKAa3HUKIB €()EeKTUBHOCTI,| 3asBICHUHN JTIKapChKHii 3aCi0:
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0 BHUKOPUCTaHI B (PapMaKOEKOHOMIYHOMY
aHasi31

Jlikapchkwuit 3aci0/iHmna
MeTUYHA TEXHOJIOTIS
MOPIBHSHHSA:

KinbkicHi 3HAYEHHS MOKa3HUKIB
KOPHUCHOCTI/3HMKECHHS KOPHCHOCTI, 10
BUKOPHUCTAaHI B aHaNi31 «BUTPATU-KOPUCTH

(SKIIO JOIIIBHO)

3asiBICHUN JTIKAPCHKUIA

3acio:

Jlikapcekwuit 3aci0/iHma
MeIUYHA TEXHOJIOTIs
MOPIBHSHHSA:

24,

[lepenik BUKOPUCTAHUX JKEpesl HEOOXITHO HANATH IICIs 3allOBHEHOI TaOJIHII

HanaeThcst onuc kaTeropiii BUTpAT, M0 BUKOPUCTaH1 y (PApMaKOEKOHOMIYHOMY
aHamizi. JlaHi 11070 TMOPIBHSUIBHOI BapTOCTI 3asBJICHOTO JIIKAPCHKOTO 3aco0y Ta
JKApChKOTO 3aco0y/IHIIOT MEIUYHOI TEXHOJIOTIT TMOPIBHSHHSA, L0 BKIIOYEHI [0
(dhapMaKOEKOHOMIYHOTO aHaji3y, PEKOMEHJIOBaHO HajaTu 3a (opmoro Tadmuii 25.
[Hdopmalris 1010 BUTPAT 3a3HAYAETHCS B TPUBHSIX Y pO3paXxyHKY Ha OJTHOTO MAaIli€HTa.

Ta6mur 25. JlaHi 1110710 MOPIBHAIBLHOT BAPTOCTI 3asIBJICHOTO JIIKAPCHKOTO 3aC00y
Ta JIKAPCHKOTO 3acO0y/IHIIOI MEAMYHOI TEXHOJIOTIT MOPIBHSHHS 3a MOKa3aHHSM,
HaJaHUM Y 3asBi

Ne

Onuc 3aaBaennii | Jlikapcbkui
JiKapcbKui | 3aci0/iHma
3acio MeIUYHA

TEXHOJIOTIfA
NMOPiBHAHHSA

Piznuns,
TpH

3asBlIcHa  IIHOBAa  MPOIO3MINSA 34
YIaKOBKY, TPH

[lira mikapchbKoro 3aco0y  OJIWHHII
JiKapchKoi popMu, TpH

Cepennst TpUBAIICTh KypCy JIIKYBaHHS

OdikyBaHa KUIBKICTh TTOBTOPIOBAHUX
KYPCIB JIKyBaHHS

KinbKiCTh OMHUIL JIKApCHKOi (opmH,
10 HEOOX1/IH1 HA TOBHUH KypC J1KYBaHHS
(B OKpeMUX BHUIIQJKaX — HA MICIYHHUMI Ta
PIYHUI KypC JTIKYBaHHSI)

ButpaTty Ha 10/1aTKOB1/CYITyTH1 J1KapChKi
3acobu Ta/abo meauuHi BUPOOU (SIKIIO
JIOIILIIBHO)
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Butpath Ha BBEIEHHS JKapCHKOTO
3aco0y (poOoTa MEIUYHOTO IEepPCOHATY
TOIIO) (SKIIO JOLLIBHO), TPH

Butpatun Ha aiarHoctuky / yabopaTopHi
JTOCIIDKeHHS, 10 HEOOXigHI Tepes
3aCTOCYBaHHSM  JIIKAPCHKOTO  3aco0y
(HampWKIIa, BU3HAYCHHS CKCIpecii reHy
TOIIO) (SKIIO JOLLIBHO), TPH

ButpaTtu Ha MOHITOPHHT CTaHy XBOPOTO B
Iporieci  3aCTOCYBaHHS  JIIKapCHKOTO
3ac0o0y (SKIIIO JOMUIBEHO), TPH

10

Butpatu Ha JiKyBaHHs OOIYHIX
peakIiiii, rpH

11

Butpatn Ha 3amo0iraHHs KIIHIYHOMY
BUMNAAKY/CMEpPTI (3a MOTpedu), rpH

12

[H111 BUTpaTH (K10 TOUIIBHO), TPH

13

Butpatu Ha  omHE  3aCTOCYBaHHS
JKapChKOTro 3aco0y Ha OJHOTO MAIli€EHTA,
I'PH

14

[IpsiMi MeUYHI BUTPATH HA TIOBHUM KYPC
JIKyBaHHS Ha OJHOro TamieHta (B
OKpEeMHX BHWIAJKaX — Ha MICAYHUN Ta
plYHUI KypcC JIKyBaHHs), TPH

15

[Ipsmi  HemMeauuHi  BUTpATU  (SKILIO
JOIIJILHO), TPH

16

Henpsimi BuTpatu (K10 IOIIIBHO), TPH

17

CyMapHi BUTpaTH, 110 BKJIKOYAIOTh MPsMi
MEIUYHI BUTpPAaTH Ha TMOBHUHA KypC
JIKyBaHHS Ha OJHOTO TIaIliEHTa, MpsSMi
HEMEJUYHI Ta HEMPsIMI BUTPATH, TPH

bibmiorpadiunuii onuc Ta TINEPNOCWIAHHS Ha JpKepena JaHUX IMOJO0 BUTpPAT
PEKOMEHIOBAHO HaJAATH 11 TaOIHIICIO 25.

4) y mianyHkTti 4 nyHkty 10 amgs nporHo3yBaHHSI HepeOiry 3aXBOPIOBaHHS 103a
MeXaMH KJITHIYHOTO JOCIIIPKEHHS Ta IPOTITOM TPUBAJIOTO MEPioAy 4acy HEOOX1THO
HaJaTH pe3yibTaTH 3MOJENIbOBAHOIO aHamizy. MozentoBaHHs 3a0e3nedye BaxKJIUBY
OCHOBY [IJIl CHHTE3y HasBHMX JIOKa3lB Ta (OPMYBAHHS OIIHOK KJIIHIYHOI
e(eKTUBHOCTI Ta €)EKTUBHOCTI BUTPAT 13 pe3yJbTaTaMu, 1110 MOTPiOHI i MPOLeCy
OPUNHSTTS PILLICHb.

PexoMeHI0BaHO 3aCTOCOBYBaTH MOJEIIOBAHHS aHai3y pilieHb («IepeBo
MPUUHATTS pimeHs» abo Mozaenb MapkoBa). AKTHBHA MOJENbh HAJAEThCS 3
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BUKOPHUCTAHHAM TporpamHoro 3abesmneueHHs (MS Excel) Ha enexkTpoHHOMY HOCII.
AKTHBHaA MOJIeNlb Tependayae, MO BCl JIaHI B MOJIEIN JIOTIYHO CTPYKTYypOBaHI Ta
MO€THAH] B €IMHUM PO3PaxXyHKOBHH JIAHITIOT.

B ommcoBiii yacTrHI BKa3yeThCs Taka iH(popMmaris:
1) Tun Moz Ta OOIPYHTYBaHHS MTOCTABJICHOI Y JOCTIKEHH] METi;

2) naHl mMOAO IIHU Ha 3asBJICHUHN JIIKAPChKHUI 3aci0 Ta JIKapChbKHUM 3aciO/iHITYy
MEIUYHY TEXHOJIOTIIO MOPiBHIHHS;

3) miarpama CTPYKTYpH MOJEII 3 MOSICHEHHSM, SK 1€ BiJMOBiAa€ MPUPOTHOMY
nepediry 3aXBOPIOBaHHS, SIKE PO3TIIAIAETHCS;

4) onuc KOTOPTH MAIlIEHTIB, BKIIFOYCHUX Y MOJIEIb;

5) KOPOTKH OMHKC JIKAPCHKOro 3ac00y/IHIIOT MEAMYHOT TEXHOJIOT1i MOPIBHAHHSA,
10 3aCTOCOBYETHCS B MOJIEIIL, 3 OOTPYHTYBaHHSM ii BUOODY;

6) 4acoBHi1 FOPU30HT MOJIEINI 3 OOIPYHTYBAaHHSIM MOro BUOOPY;
7) NOBXKWHY UMKIIIB MOZEII 3 OOIPYHTYBaHHAM iX BUOOPY (17151 Moaeni MapkoBa).

8) BXiaH1 MaH1 010 e(EKTUBHOCTI, KOPUCTI Ta OE3MEKU 3asIBJICHOTO JTIKapChKOTO
3aco0y Ta JIIKapChKOro 3acoOy/IHIIOI MEAUYHOI TEXHOJIOTIl TOpIBHSHHS Ta
OPUIYIIEHHS, [0 OyJIM BUKOPUCTaHI B MOJIENI 13 3a3HAYCHHSIM JpKepel iHpopMarltii
I0JI0 BUKOPUCTAHUX BXITHUX NaHUX (O10miorpadiyHuil Onuc Ta TiMEepIIOCUIaHHS).
Jlns momeni MapkoBa peKOMEHJOBaHO Hajgath B Qopmi TaOMMIN JaHi IOJ0
MOKA3HHUKIB KOPHUCTI 3asBJIEHOTO JIIKAPCHKOTO 3ac00y Ta JIKAPCHKOro 3aco0y/iHIION
MEIUYHOI TEXHOJIOT1l MOPIBHSHHS JJI1 KOKHOTO 3 MAPKIBCHKHUX CTaHIB;

9) Marpuii BIPOTITHOCTEM MEpexoqy MK CTaHaMHU 13 KOPOTKHM OIHCOM
METOJIOJIOTIT iX PO3paxyHKY JJIsl 3asBJICHOTO JIIKAPCHKOTO 3aco0y Ta JKapChKOTO
3aco0y/1HIIIOI MEIMYHOI TEXHOJIOT1i MOPIBHAHHSA (1151 Mojen MapkoBa);

10) onuc kareropiii BUTpAT, 110 OYJIM BKIOYEH] B MOJIENb, 3 3a3HAUYECHHSAM JIKEpe
naHux (O10miorpadgiuHuii ommc Ta TineprnocwiaHHs). s momem Mapkosa
PEKOMEHJIOBAaHO HAJATH CTPYKTYpPY BHUTpAT JUIsl KOXKHOTO 3 MAapKIBCbKUX CTaHIB B
dbopmi TabuII;

11) craBka MTUCKOHTYBAHHS JIJIsl TOKA3HUKIB €(EKTUBHOCTI Ta BUTPAT (17151 MOJIEII
MapxkoBa). PekoMeHnnoBaHa cTaBka JUCKOHTYBaHHSA CTaHOBUTH 3% (BIAMOBIAHO O
pexkomenpaariii BOO3);

12) crucne mpencTaBICHHS Ta I1HTEpHpeTallis pe3yJabTaTiB 13 3a3HAYCHHAM
PO3paxoBaHOTO IHKpEMEHTAILHOTO TIoka3Huka edekruBHocTi BUuTpat (ICER): BuTpar,
HEOOX1THUX JJI1 CTBOPEHHS OJJTHOTO POKY >KHUTTSI, CKOPUTOBaHOTO Ha sKicTh (QALY),
abo mnsa cTBOpeHHs oaHoro poky kutta (LY/life-years), abo nnsi momepemxeHHs
OJIHOTO BUMAJKY 3aXBOPIOBAHHS, OJHI€T rOCIITa13a11li, OJTHOTO BUIIAJIKy YCKIaAHEHHS

gy MoOI1YHOI peakiii (pe3yabTaTh PeKOMEHI0BAHO MPEACTaBUTH 32 (HOPMOIO TAOIMIT
26);
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13) KOpOTKHI1 ONUC pe3yNbTaTiB MPOBEIECHOTO aHaI3y YYTIUBOCTI, IO OMHUCYE
BXIJIHI JIaHl, sIKI MaloTh HaWOILIBIIMKA BIUTMB Ha pe3ysbTar. [IpoBeneHHs aHali3y
YyTJIUBOCTI Ma€ Ha METI 1JIeHTH(IKYBaTH HETOUHI TapaMeTPpH, BU3HAYUTH Ta MOSICHUTH
BEJIMYMHY iX MIHJIHUBOCTI, pO3paxyBaTH OCHOBHI pe3yJbTaTH aHali3y (3arajbHa
pi3auis y  Butparax ta ICER). Pe3ynbratu anamizy 4yTIMBOCTI pPEKOMEH]IOBAHO
npeACTaBUTH B TabJMuHIM Ta rpadiudiii Gpopmax (Hampukiaj, aiarpama TOPHATO,
Jiarpama po3ciroBaHHs «scatterplot» Toro);

14) xopoTKuil onuc MiAX0Iy 0 Baligallii HaJaHo Moeli (PEKOMEHIOBAHO).

Tabmuis 26. Pesynbratu ananizy epeKTUBHOCTI BUTPAT 3asBJICHOTO JIKaPCHKOTO
3aco0y Ta JIKapChKOTO 3ac0o0y/IHIIO0T MEAMYHOI TEXHOJIOT11 MOPIBHAHHS

Menuyni | Burparu, | Poku Poxn | lonatkoB | Jonatko | JonatkoB | ICER, rpu
TEeXHOJIOTii TpH JKUTTHA | SKUTTHA, |iBuTpaTH | Bi pokm | i QALY
(life ckopuro | (pisuuus),| KuTTa | (Pi3HUIA)
years, | BaHi Ha rpH (pizHus)
LY) AKICTH
(QALY)
3asiBieHui Butparn Ha
JKapChKUH CTBOPCHHS
3aci0 OJTHOTO POKY
Jlixapcbkuit AUTTS
3aci6/iHma (rpu/LY):
MCJMHHA Burtparu Ha
TEXHOJIOT1A
: CTBOPCHHS
MTOPIBHSHHS
OJIHOTO
QALY
(rpa/QALY):

11. YV nynkTi 11 3a3Havaerbest iHpopMalis MO0 BIUIUBY Ha OFOKET 3aKyIiBIII
JIKapChKOro 3aco0y JJisl JIIKyBaHHS MAIlEHTIB 3 TOKAa3aHHSIM JUIsi MEIUYHOTO
3aCTOCYBaHHS, 3a SIKUM ITOJAHO 3as1BY, Ha KOKHUU PIK MPOTITrOM I’ SITH POKIB:

1) y mianmyskTi 1 mynkty 11 3a3Ha4aroThCs KITBKICHI TMOKa3HUKU ITLTHOBOI
MOMYJIAIIi, AKI MOTpeOyBaTUMYTh JIIKYBAaHHS 3asBJICHUM JIKAPCHKUM 3aCO000M TIpH
IIPOBEJICHHI aHalli3y BIUIMBY Ha OroypkeT. HeoOximHO Hamatv iHQOpMAIlO 100
KUTBKOCTI TAIlI€HTIB 332 BU3HAYEHUM B 3asiBl 3aXBOPIOBAHHSM/CTAaHOM B YKpaiHi Ta
OUIKYBaHOI KUTBKOCTI MAI[I€HTIB, SKUM BIPOT1AHO MPU3HAYATH 3aSBJICHUM JTIKAPCHKUN
3acib, mo Oyno po3paxoBaHO B MyHKTI 7 nocke. Ciig BpaxyBaTH CTYIIHb
BIIPOBA/XKEHHSI HOBOT'O JIIKAPCHKOTO 3aCO0Y B PO3TJISHYTHX YACOBUX paMKaX, 3MIHU
JI0JII PUHKY JIIKAPCHKOTO 3acO0y/IHIINX MEIUYHUX TEXHOJIOT1M mopiBHsAHHI. JlaHi
1010 KJIBKOCTI MalI€HTIB Ta MUTOMO1 Bar Ha pUHKY 3asBJIEHOTO JIIKAPCHKOTO 3aC00Y
Ta JIIKapChbKOTO 3acO0Y/IHIIOT MEIWYHOI TEXHOJIOTII MOPIBHSHHS PEKOMEHIOBAHO
npeacTaBUTH 'y Qopmi Tabnuil (Hampukiad, SK mokazaHo y Tabmumi 10) 13
3a3HaYCHHSM MOCHJIAaHHS Ha JHKepera JaHuX.

2) y mianyHkTi 2 nyHKTy 11 3a3HavaroThCs BHUTpPAaTH Ha 3aKyMIBIIO Ta
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3aCTOCYBAaHHS 3asBJICHOTO JIKapChKoro 3acol0y Ta JIKapchbKOTo 3aco0y/iHIIOq
MEJIMYHO1 TEXHOJOT1i MOPIBHSAHHS Ha OJHOTO IMAaIli€eHTa Ta Ha IIJILOBY IMOMYJISIIiIO
narieHTiB. IS po3paxyHKy MNPSIMHX MEIUYHUX BHTPAT Ha IUIHOBY IOMYJISIIIIO
MaIIEHTIB CJI1Jl BAKOPUCTOBYBATH JaH1 1100 BUTPAT HA OJIHOTO MAIll€EHTA, 1110 HaJIaHi
B Tabmuil 25 (myHkr 14 tabmumi 25). JlaHl 11040 NpAMUX MEAUYHUX BUTpAT IJIS
aHaJI13y BIUIMBY Ha OIOJKET PEKOMEHI0BAHO TMpeICTaBUTH B (popMi Tabmuil 27.

Tabmumg 27. Jlani moao mpsAMHUX MEAUYHUX BUTpAT JJIsS aHATI3y BIUIMBY Ha
OIOIKET

MeauuHi IIpsami meanuni Burpatu Ha|llpsimi MeauuyHi BHTpaTH Ha
TEXHOJIOTII NMOBHMHM KYPC JIIKYBaHHSI HA|MOBHUW KYpPC JIIKyBaHHSI Ha
OJIHOTO MALIEHTA (B OKPEeMHX |iJILOBY MOMYJIALII0 Nali€eHTIB (B
BHIAJAKAX — HA MiCAYHHI Ta|OKpeMHX  BHMIOAAKaX —  Ha

PIYHUI KypC JIKYBaHHA), [PH |MiCASYHUH Ta  pIiYHMHA  KYpC
JIIKYBaHHS), IPH

3asiBIICHUI
JKapChKUii
3aci0

Jlikapchbkuid
3ac10/iH1mIa
MeIMYHA
TEXHOJIOT 15
MOPIBHSHHS

3) y mignyakrax 3 ta 4 nyHkty 11 3a3HauyaroThCsl cepefHsl TPUBAIICTH KypCy
JMIKYBaHHS Ta OYiKyBaHa KUJIbKICTh MOBTOPIOBAHUX KypPCiB JIIKYBaHHS IS aHATI3y
BIUTUBY Ha Oromker. TpuBamicTh Ta 4acToTa KypCiB JIIKYBaHHS JUIsl 3asiBJICHOTO
JKApChKOTo 3acO0y Ta JIIKAPCHKOTO 3aC00Y/1HINOT MEAMYHOT TEXHOJIOT1] MOPIBHIHHS
Ma€ BIJANOBIJATH TEPANEBTUYHIM TPAKTHII 3a 3asABJICHUM IIOKAa3aHHIM JI0
3aCTOCYBaHHSA y BIATIOBIIHUX TpyMax MaiieHTiB. [laHi peKOMEHI0BaHO NPE/ICTABUTH B
JOBUTHHIM (hopmi TaOIMIT 13 MOCHJIAHHAM Ha JKepesta iHpopMaitii,

4) y mianyHkti 5 nmyHkTy 11 HagaTu pe3ynbTaTH aHami3dy ILIOAO BIUIMBY Ha
MOKa3HUKUA OIODKETY 3aKyIiBIl JIKApChbKOro 3acoOy Uil JIIKyBaHHS NAIllEHTIB 3a
MOKa3aHHAM i1 MEIUYHOrO 3aCTOCYBaHHA, 3a SIKMM IOJAHO 3asiBy, Ta HaJaTH
pe3yibTaTH MOPIBHAHHS 13 PEKOMEHJIOBAHOIO IIKAJIOK BIUIMBY Ha OMOMKET W00
BUTpAT Ha 3asBJICHUN JIKapChKuil 3aci0. J[aHi peKOMEHI0BAaHO MPEACTaBUTH B (GopMi
Tabauni 13.

AHaJ3 9yTIUBOCTI HEOOXIJHO MPOBOJMTH IS THX BXIJIHHX IapaMeTpiB, JJIS
SIKUX 3HAYCHHSI HETOYHOCTI OIIIHKH € HAMOUIBIIIMMHU, a TAKOXK BX1THUX IMapaMeTPiB, 1110
MarOTh HaWOIIBIINI BIUIUB Ha pe3yJbTaT. AHAII3 YyTJIMBOCTI Ma€ MEPEBIPUTH OY/Ib-
Ky HEBU3HAYCHICTH IIOJIO OIIHKK PO3MIPYy HACEJICHHS, MOIMIMPEHOCTI BUKOPUCTAHHS
KOXKHOTO JIIKAPCHKOTO 3aC00y/MEIMYHOT TEXHOJOTii, BUTpaT HA BUKOPHUCTAHHS Ta
BIJIIITKOAYBAHHS PO3TIITHYTUX MEIUYHUX TEXHOJOTIH. AHAJI3 YyTIMBOCTI MAa€ TaAKOX
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MePEBIPATH Pi3HI IIHOBI MPOMO3UIlIT OIIHIOBAHOTO Tpemnapary. Pe3ynbrat aHamizy
YyTJIUBOCTI PEKOMEHJOBAaHO TNPEACTAaBUTH B TaOJM4YHIM Ta rpadiuHii dopmax
(marpama TOpHAJIO TOIIIO).

AnHami3 BIUIMBY Ha OIODKET HATAEThCSI 3 BUKOPHCTAHHSAM IPOTPAMHOTO
3abe3neuenHs (MS Excel) Ha eleKTpOHHOMY HOCII.

12. V nyskTi 12 npenctaBUTd KOPOTKHM OMUC pe3yJbTaTiB JOKA30BUX JAHHUX
010 KJIIHIYHOI e(EeKTUBHOCTI Ta €(QEeKTUBHOCTI BUTpAT, aHaNI3y BIUIMBY Ha
MTOKa3HUKHU OIOJKETY CUCTEMH OXOPOHHM 370POB’ sl YKpaiHu.

PO3J1J1 3A PE3YJBbBTATAMMU NPOBEJIEHHA AHAJII3Y

13. ¥V nyskrti 13 mpenctaBuTH pe3yiabTaTH MPOBEACHOTO aHAi3y BIUIMBY
3as1BJICHOTO JIIKAPCHKOTO 3ac00y Ha OpraHizalliio HaJaHHs MEIUYHUX MMOCTYT.

S0 3agBiIeHUM JTIKApChbKUN 3aci0 € OpUTriHATBHUM (1HHOBAIIMHUM), 3asBHUK
3a3Ha4a€ YMOBU HMOTO BBEJCHHS B KIIIHIYHY MPAKTUKY Ta MOB’si3aHl 3 [IUM BHUTPATH,
HaANIPUKJIIA;

HEOOX1THICTh JOJaTKOBOI'O HaBYaHHS TEPCOHAITY 3aKJIaay OXOPOHH 37I0POB’S,
Nali€eHTiB a00 X 3aKOHHMX MPEICTABHUKIB;

HEOOX1THICTh 3MiH MIPUHIIUITB J1arHOCTHKH,

HEOOX1AHICTh 3aCTOCYBaHHS 1HIIIOTO JIIKAPCHKOTO 3acO0Y 3T1IHO 3 1HCTPYKIIIEIO
JUISL MEIMYHOTO 3aCTOCYBaHHsI, 3aTBEPIKEHOI0 Hakazom MO3;

HEOOXIJTHICTh MOHITOPUHTY CTaHy XBOPOI'O B IPOLECI 3aCTOCYBaHHS MEIUYHOL
TEXHOJIOT1I;

HEOOXIAHICTh HAJaHHA JeTaldizoBaHoi 1H(oOpMaIli MOJ0 MEIUYHOTrO
3aCTOCYBaHHS 3asIBJIEHOTO JIIKAPCHKOTO 3ac00y (HAIpUKIIa/l, 3aCTepExKEHb 3 OE3MeKH,
0COOJIMBOCTEM 3aCTOCYBAHHS), 1110 BUMAra€eThCsl 3aKOHOAaBCTBOM.

VY oOrpyHTOBaHMX BWMaJKaxX ISl YaCTWHA aHaJi3y BIUIUBY Ha cdepy OXOpPOHH
3I0POB’Sl MOYKE BKJIIOUATH HE BKa3aHi BUIIE JOJATKOBI aCTICKTH, BU3Ha4YeH1 B ba3oBiit
Mozeni 3 oninku Meauanrux texnonoriii (HTA Core Model®).
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Honarok 1 1o HacranoBu

JIMCT OWiHKH ISl MPOBEJACHHSA NMEPBUHHOI eKCIIEPTU3H AePKABHOI OLIHKM MeIUYHUX TEXHOJIOTii

JIuCT OWiHKM JUT IPOBEACHHS IEPBUHHOI €KCIIEPTU3H JeP>KaBHOI OIIHKM MEIMYHUX TEXHOJIOTIH pO3po0IeHO Ha OCHOBI:
- TlocranoBu KaGinery MinictpiB Ykpainu Bix 23.12.2020 Nel300 «IIpo 3arBepmxenns llopsiiky mpoBeneHHsS AEp>KaBHOI OIIHKK MEAMYHHX

TexHousorii» (nam - [Topsaok);

- Hacranosu «/lep:xaBHa OIliHKa MEIUYHUX TEXHOJIOTIN JJIS JIIKAPCHKHUX 3aCO01B»

Bignosiguo no m.13 Ilopsiaky mepBHHHA eKCHepTH3a (eKcrepTusa 3a (JopMalbHUMH O3HAKaMH) mependadae BCTAHOBJICHHS BiIIOBITHOCTI abo
HEBIANOBIAHOCTI MOAAHUX 3aBHUKOM JI0 YIOBHOBa)XEHOT0 oprany 3 Aep>kaBHoi OMT 3asBH 1 0Che, 30KkpeMa 3a iX 3MICTOM Ta 0POPMIICHHSM, BUMOTaM,

BU3HauYeHUM [lopsakom.

Martepianu noche Ta 3asBa npuitMaroTbes CepBICHUM LIEHTPOM YIIOBHOBaXXEHOTo oprany 3 jaepkaBHoi OMT B YkpaiHi y manepoBiil Ta eleKTpOHHI

dopwmi.

ToprosenbHa Ha3Ba:

MixHaponHa HerareHToBaHa Ha3Ba (MHH):
Jlikapcbka dopma, 1o3a:

3asBHUK:

ATX-xon Ta papMakoTepaneBTUYHa rpyma:
[TokazaHHS 10 3aCTOCYBaHHS:

IMuranna

Binnosiab ekcnepra

KomenTapi excniepra

I. 3aranbHnii po3aia

Uwu nmonana 3asiBa Ta MaTepialid JOChE Y TANEPOBiil Ta
€JIEKTPOHHII GopMi y ABOX IPUMIPHUKAX?

Tak
Hi

1. Inpopmanisi npo 3asiBHUKA
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. . . Taxk
1.1. Yu nagana indopmaiiisi B oBHOMY 00Cs31? Hi
2. {aHi 11010 3251BJICHOT O JIiIKapCbKOro 3acody (JI3)
. . . Taxk
2.1. Yu nagana indopmartis B oBHOMY 00cCs31? i
3. Koporkuii onuc npomno3uuii moao JikapcbKoro 3acody
o Taxk
3.1. Yu Hagano 3asBHUKOM KOPOTKHI OTHC 3aXBOPIOBAaHHS/CTaHy? Hi
Tak
3.2. Yu Hagano 3asBHUKOM KOPOTKHUI ONHC IIIBOBOI KOTOPTH MAaIi€HTIB? Hi
Inie
3.3. Yu 3a3HaueHO 3asBHUKOM Iepestik abo TOKYMEHT, 10 SIKOTOo Tax
3apoONOHOBAHO BKIIIOUMTH 3asBJICHUM JlikapchbKuil 3aci6 (nani - JI3) 13 i
3a3HaYCHHSIM PO3/LTY, A0 SKOTO 3allpOIIOHOBAHO BKIFOUUTH?
3.4. Yu HagaHo 3asiBHUKOM OOTPYHTYBaHHS JOLIJIBLHOCTI BKJIIOUEHHS Taxk
3asiBieHoro JI3 1o mepeniky, abo T0KyMeHTY? Hi
3.5. Yu HanexuTs 3asBienuit JI3 1o piakicHux (ophaHHMX) 3a Tax
MOKa3aHHSAMH, 3a3HaYEHUMHU Y 3asiBi? Hi
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3.6. Uu HagaHi Jkepera Ha marnepoBOMy Ta eJIEKTPOHHOMY HOCisX (abo Taxk
aKTUBHI MOCUJIAaHHS HAa BUKOPUCTaHI JKepelia JaHuX ), YU KOPEKTHO Hi
BWJIYYCHI Ta MpEACTaBICHI gaHi? [amre
4. Nani moxo JI3 a6o iHmoi Meau4HOI TeXHOJ10Til NOPiBHSAHHSA
4.1. Yu 3a3HaueHa HACTymHa iHGOopMaIlis:
- Ha3Ba JI3: ToproBenbHa Ha3Ba, MIXKHAPOIHA HEMATCHTOBAHA HAa3Ba
- CHHOHIMH, XiMiYHa Ha3Ba
- noBHUM cknan JI3
- (hopMma BHUITYCKY Tax
- BIJIOMOCTI TIpO JiepKaBHY peectpaiiro JI3 Hi
- (hapmaxostoriuna s
- (hapmakoTepaneBTuuHa rpyna JI3 ta kog ATX
- IOKa3aHH JIsl METUYHOTO 3aCTOCYBaHHS
- c1ocib 3acTOCYBaHHSA

. . Tak
4.2. Uu HamaHO 3asiBHUKOM OOTPYHTYBaHHS 11040 BuOopy JI3/iHioi i
MEANYHOT TE€XHOJIOT1i MOPiBHAHHSA?

IHme

S. Binomocti mopo 3asBienoro JI3
5.1. Ywu 3a3Hauena iHpopMallis MO0 PEECTPALIIHOTO CTaTyCy 3asBlIeHOr0 | Tak
JI3 3a mokazaHHsM, 1110 3a3HAYEHE Y 3asB1 Ta T0CHE? Hi
5.2. Yu 3a3HaueHa iH(pOopMallis 1010 MPOXOKEHHS 3asBiIeHuM J13
npoueaypu npekpainidikamii BOO3 ta BkitoueHHs ioro 1o nepeniky BOO3
npekBaiipikoBanux JI3, npusnadenux mis 6opotsou 3 BUI/CHI/, Tax
TyOepKyIb030M, TematutoM C Ta iHIIMMH XBOPOOaMH, a TAaKOXK YU Hi

npu3HavyaeThes y cepi penpoaykronorii Ta BkmoueHuit 10 [porpamu
BOO3 13 npexBanidikailii i BBaKa€ThCSI MPUHHATHUM 117151 3aKkyniBiai OOH?
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5.3. Yu 3a3HaveHa iHGopmarlis mpo MpoXoHKeHH 3asBiieHuM JI3 ta Tak
JI3/inmmo0i MenMuHO1 TEXHOJIOT1T MOPIBHSHHS MPOIEAYPH OLIIHKYA METUIHUX Hi
TEXHOJIOT1H B YKpaiHi 32 BA3HAUYECHUM Y 3asB1 OKa3aHHIM? [Hmme
5.4. Yu 3a3HaveHa iHGOpMAaIIis Ipo MPOXOKEHHS 3asBiieHuM JI3 ta Tak
JI3/iam101 MeaquuHOi TEXHOJIOTIT MOPIBHIHHS NPOLEAYpH OLiHKK MeanyHux | Hi
TEXHOJIOT1H B IHIIKUX KpaiHax 3a BU3HAYEHUM Y 3asB1 IOKAa3aHHIM? [Hie

6. BinomocTi mono HassBHOCTI 3asiBjieHOro JI3 3a noka3aHHsM, 3a3HAYEHHUM Y 3as1Bi, B MIZKHAPOJHMX HACTAHOBAX/IIPOTOKOJIAX, Y

rajgy3eBUX CTaHJApPTax y CHCTeMi OXOPOHH 310pOB’s Y KpaiHu

6.1. Yu Brurouenuit 3aspnenuii JI3 1o bazoBoro nepeniky 0CHOBHUX

. : . Tak
JiKapchKuX 3aco01B, pekoMenaoBanux BOO3 (WHO Model List of i
Essential Medicines) Ta bazoBoMy nepeniky OCHOBHHX JTIKAPCHKUX 3ac001B Time
BOO3, pekomen1oBaHOMY 17151 AITEH?

6.2. Yu 3a3HaueHa iH(opMarlis 1mo10 ocooauBoCTeH JTiKyBaHHS OKa3aHHd, | Tak
3a3HAYEHOT0 Yy 3asBl 3a IaHUMU T'ally3€BUX CTAHIAPTIB y CUCTEMI OXOPOHHU Hi
3710poB’st YKpainu? IHme

. . . . Tak
6.3. Uwm 3a3HaueHa iHpopMaIlis MO0 OCOOJMBOCTEH JIIKYBaHHS MTOKA3aHHS, i
3a3HAYEHOTO Yy 3asB1 32 MXKHAPOIHUMU JaHUMHU?

Iamre

6. 4. U KOPEeKTHO BUIYYCHHH Ta MPECTABICHUN 3MICT MIXXHAPOTHUX Tak
HACTaHOB/TIPOTOKOJIIB Ta rajly3eBUX CTAHAAPTIB y chepl OXOPOHH 30POB’ s Hi
VYkpaiHu 111010 3asBJIEHOTO JIKapChKOro 3ac00y 3a BU3HAYCHUM Tiie

OKa3aHHIM?

7. BizomocTi npo noTpedy Ajs CHCTEeMHU 0XOPOHH 310poB’s B JI3
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7.1. Yu 3a3HaueHa iHdopmarlist mpo noTpedy st CHCTEMH OXOPOHH 3/I0POB’ s
B JI3 3a mokazaHHsM, III0 BUBYAETHCS Yy 3a51B1 32 MOKA3HUKAMH TOLIIMPEHOCTI
XBOpOOM Ta 3axBOPIOBAHOCTI HACEJICHHS 3a JaHUMHU CTAaTHCTHKH

MiHicTepcTBa OXOpOHHM 370pOB’sl YKpaiHu Ta/a0o Jlep:kaBHOI cCIy:KOu IT{?K
CTaTHUCTUKH YKpaiHu. MOXyThb BKa3yBaTUCh M 1HIII Jpkepena (3 Tie
MOCHJIAHHSIMHU ), TII0 MICTSTh BiANOBIAHY iH(MopMalito moao Ykpainu (BOO3,
IOHICE®, CsitoBuii bank Tomo), 3 0OrpyHTYyBaHHSIM HEOOX1JTHOCTI
BUKOPHUCTAHHSA LUX JKepen?

. : . : . . Tak
7.2. Yu 3a3Ha4eHa iHdopMmaltis mpo imMoBipauii BIuB JI3 Ha mepedir i
XBOpOOHU, 3aXBOPIOBAHHS TA CTaH?

[Hme

7.3. Uu BUKOpHMCTaHa BiMOBIIHA iH(POpMAILTis 3 JKEepen, Yd KOPEKTHO Taxk
BIUTYYEHUH Ta MPEACTABICHUH 3MICT KEpes Ta BUKOPUCTAHO MMOKA3HUKU Hi
IUTSL pPO3PAaxXyHKY OTpedU B JiKapchbKoMy 3ac00i? 130118

I1. Kniniunnii po3aia

8. Onuc nopiBHAIBLHOI KJIiHIYHOI epeKTUBHOCTI (Pe3yIbTATHBHOCTI) 11010 32aNIPONIOHOBAHOI0 NMOKA3aHHA 10 3aCTOCYBAHHS BilOBiIHO
a0 cxemu PICO (momynsinisi, iHTepBeHI11isl, TEXHOJIOTisl NOPIBHAHHSA, pe3yJbTaTH JiKyBAHHA)

Ilpumimka: 3a ymosu akujo npononoeanuii JI3 exnoueno 00 ocmannsoi akmyanvhoi eepcii onosnenozo bazoseozo nepeniky ocnognux
JiKapcvKux 3acoois, pekomenoosanozo BOO3, nynkmu 8 ma 9 /locve 00 3asaeu morcymo He 3ano6H06amucy 3aA6HUKOM

Tak

8.1. Uu 3a3HaueHMii ONMKC MOUTYKOBOI CTpaTerii? Hi
[H1IE

Tax

8.2. Yu 3a3HaueHuil onuc BIAOOPY peraeBaHTHUX MyOmiKamii? Hi
[Hmie
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8.3. 3agBHUK Ha/laB CAMOCTIHHO NMPOBEACHUI aHaJi3 MOPiIBHAIBHOI
e(hEeKTUBHOCTI UM BUKOPUCTAHUH BXKE OITYOIIKOBAHUMA
CHUCTEMaTUYHUU OTJIsA?

3auImuTH KOMCHTap

8.4. Sxwmii TMIT TOKA30BUX JAaHUX BKJIIOUYEHO J0 OTJISTY IMOPIBHIBHOI
e(eKTUBHOCTI (pe3yIbTATUBHOCTI) y MPUB’ 3111 J0 3asBieHoro JI3 ta
BianoBiHOTO JI3/iHII01 METMYHOT TEXHOJIOT1T TOPIBHSAHHS?

HponncaTH THUITI JOKA30BUX JAaHHUX

. . o . Taxk

8.5. Uu HajaHi HOBHOTEKCTOBI MyOJIiKalii Ta Ipy HassBHOCTI JJOJATKH i
110 HUX?

[Hme
8.6. Uu myOmikanii, 1o MicTsITh iHPOpMaIIiio MO0 AOCTIIKYBAaHOTO Tak
JI3 Ta JI3/iHmoi MeanyHOT TEXHOJIOT1T HOPIBHAHHS PEeeBaHTHI Hi
MIOKa3aHHIO, BU3HAYEHOMY Y JIOCh€ Ta 3as1Bi? [Hme
8.7. Ilomynsiiiisi, BU3HAUYEHA y MMYHKTI 7 TOChE (BIIOMOCTI PO Taxk
notpely), BIIMOBIIA€ MPeICTaBIEHIHM MOMyIALii y YacTHH1 Hi
e(eKTUBHOCTI (OLIHKA e()eKTUBHOCTI, yHKT 8 JOChE)? [Hmm1e

Tak
8.8. Un mpoBeeH onucC Ta y3arajabHEHHS pe3ynbTariB 3 BigiOpanux | Hi
peneBaHTHUX MyOuTiKain? [He

He 3acrocoByBanoch

8.9. Uu mpoBeaeHMi onuc Ta y3arajJbHEHHS KIIHIYHUX Pe3yNbTaTiB y
pasi, KOJIM HaJal0ThCsl pe3yJIbTaTH HEMPSAMOTO OPIBHSAIBLHOTO
JOCIIJIKEHHsA?

Tak

Hi

[H1m1e

He 3acrocoByBasioch
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8.10. Yu BU3HAUYEHI KJIFOYOBI KiHIIEBI TOYKU €(DEKTUBHOCTI

(pe3ynbpTaTy), siKi OyIyTh 3aCTOCOBaHI Y MOJIAJIBIIIOMY Y E?K
(dhapMakOEKOHOMIYHOMY aHaJi31?

[Hme
8.11. Yu HamaHi JpKepesia Ha TarepoBOMY Ta €JIEKTPOHHOMY HOCISX Tak
(abo aKTHBHI MOCHJIAaHHA HAa BUKOPHCTaHI JUKeperna JaHux B 10che), un| Hi
KOPEKTHO BUJIYUYCHUM Ta MPEACTABICHHUH 1X 3MiCT? [H11e

9. Onuc NOpiBHAJIBLHOI OLIHKY 3 0e3NeKH 11010 3alPONIOHOBAHOI0 OKA3AHHS /10 3aCTOCYBAHHS

9.1. Yu 3a3HaueHUi OMKC MONIYKOBOI CTpaTerii?

Tax
Hi
Tx11e

9.2. Yu 3a3Ha4CHUH OMMHKC BiIOOPY PEIIEBAHTHUX ITyOJTiKaMii?

Tak
Hi
IaImE

9.3. 3asgBHUK HaJaB CAaMOCTIHHO MPOBEICHUH aHaIi3 MOPIBHIBHOT
0e3neKy Yi BUKOPUCTAHUI BKe OMyOIiKOBaHUN CHCTEeMaTUYHHMA
orisa?

3aJuIINTH KOMEHTap

9.4. Slkuit TUIT JOKA30BUX JAHUX BKJIFOUEHO JI0 OIJISAY MOPIBHAIBHOI
Oe3rexu y puB’ s3I A0 3asBiaeHoro JI3 Ta BianosigHoro JI3/iHmo1
MEIMYHOT TEXHOJIOT1] MOPIBHAHHS?

HpOHI/IcaTI/I THUII JOKA30BUX JaHUX

9.5. Uu HagaHi MTOBHOTEKCTORBI MyOJiKaIlii Ta Mpyu HassBHOCTI TOAATKH
JI0 HUX?

Tax
Hi
Ia1me
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9.6. Yu nagani myO:ikamii MicTATh iH(QOpMAIIiO MoA0

. . N . . Taxk
nociikyBanoro JI3 ta JI3/iHmoi MeaAnyHOi TEXHOIOT11 MOPIBHAHHS 0
3a TIOKa3aHHSMHU BU3HAUYCHUMH Y JOCHE Ta 3asIBi, ISl TOMYJISLIT Lie
BHU3HAUEHOI JIOChE Ta 3asBOIO?

9.7. Yu Hagani Oyap-sKi 1HIII TOKA30B1 JaH1 3 TUTaHb OE3MEKU Tax
nociixyBanoro JI3: iHpopmallis 3 HOBHUX OMyOJiKOBAaHHX 3BITiB Ha i
JociKyBanuit JI3, IHCTpYKIis 111 METUYHOTO 3aCTOCYBAHHS Ta [
noaioue?
9.8. IMomyns1is BU3HAYEHA Y IIYHKTI 7 TOCKE (OI[IHKA TIOTPeOn) Taxk
BIJIMIOBiIa€ MPEICTaBICHIM MOMYJIAMil y YacTUHI Oe3Meku (OIiHKa Hi
Oe3rnexu, MyHKT 9 1oche)? [Hm1e
Tak
9.9. Uu npoBeeHMi ONMUC Ta y3araJbHEHHs pe3ysbTaTiB 3 BiiOpanux | Hi
peneBaHTHUX MyOuTiKain? [Hme

He 3acrocoByBasioch

9.10. Yu npoBeaeHMI ONKC Ta y3aralbHEHHsI KIIHIYHUX PE3YJbTaTIB y
pasi, KOJIM Ha/Ial0ThCS Pe3yJbTaTH HEMPSAMOTO NOPIBHSIBHOTO
JOCHIKEHH?

Tak

Hi

IHme

He 3acrocoByBasioch

9.11. Yu HanaHi JpKepelia Ha MarnepoBOMY Ta €1EKTPOHHOMY HOCISAX
(a00 aKTHBHI MOCUJIAHHS HA BUKOPHCTaHI JKepela JaHUX B JIOCHE),
YH KOPEKTHO BHJIYYE€HUH Ta MpeACTaBIEeHUH iX 3MiCT?

Tak
Hi
[a111E

I11. Po3nin papmakoeKoOHOMIYHOIO aHAJII3Y
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10. Onuc 7aHuX 11010 NOPIBHAJBHOI BApTOCTi Ta e)eKTUBHOCTI BUTPAT 3asiBjieHOro JI3 cTtocoBHO Bignosignoro JI3/inmoi meau4Hoi
TeXHOJIOTii MOPIiBHSIHHSA B KOHTEKCTi MOKA3aHHS, OJAHOI0 Y 3asBi

10.1. ®aktuunuii a00 0YiKyBaHHI PiBEHb ONTOBO-BIAIYCKHOI LIIHU B YKpaiHi Ha 3asBJICHUH JIIKapChKU 3aci0 Ta 1iHK y pedepeHTHHX
kpainax (B PecrmyOumimi [Tonbemia, CnoBarpkiit PecriyOmini, Yecbkin PecmyOminti, JIatBiiicekiit PecriyOoirti, YropiiuHi)

10.1.1. Yu 3a3HaueHO pakTHUHUI a00 OYiKyBaHUI piBEHB ONTOBO- Tax
BIJITyCKHOI LiHK B YKpaiHi Ha 3asBienuii JI3? Hi

. .. Tak
10.1.2. Yu 3a3Ha4yeHO 1iHU pepepeHTHUX Kpain? Hi

10.2. 3asBiieHa 1IHOBA MPOTIO3HUITis

10.2.1. Yu 3a3Ha4€HO LIHOBY MPOTO3HUIIIIO 7Sl TPOBEACHHS Tak
(apMaKOEeKOHOMIYHOTO aHaJi3y? Hi
10.2.2. Yu Gyna BUKOpHUCTaHA IPU MPOBEIECHHI1 Taxk
(bapMaKOeKOHOMIYHOTO aHaJli3y 3asBJieHa 1iHa? Hi

10.3. Pe3ynbrat hapMakoeKOHOMIYHOTO aHAII3y 3 OOIPYHTYBAHHSIM METOY (apMaKOEKOHOMIYHOTO aHali3y 1 MOKa3HUKIB KIIIHIYHOT
e(eKTUBHOCTI, II0 BUKOPUCTaH1 y (hapMaKOEKOHOMIYHOMY aHai3i

10.3.1. Uu HagaHO OOTpyHTYBaHHS BUOOPY METOAY Taxk
(hapMaKOEKOHOMIYHOTO aHATI3y? Hi
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10.3.2. Yu HagaHo aHi o0 KIiHIYHOT e(h)eKTUBHOCTI 3asBICHOTO
JI3 ta JI3/iHmoi MenuyHO1 TEXHOJIOT1T MOPIBHSAHHSA, K1 OYyJIH
BUKOPUCTAHO B (papMaKOEKOHOMIYHOMY aHai31?

Tax

Hi

IH1Ie (3a3HayaeThes, SKIIO BIACYTHI aHi
11010 KOMITapaTopa)

10.3.3. Yu HagaHo AaHi I10/10 MOPIBHSUIBHOI BAPTOCTI 3asBiaeHOro JI3
ta JI3/iH1101 MeAMYHOT TEXHOJIOT1i MOPIBHAHHS Ta KaTEropiil BUTpaT,
K1 OyJIM BUKOpHCTaHi y papMaKoeKOHOMIYHOMY aHai31?

Tak

Hi

[Hie (3a3HavyaeThes, SKIIO BIACYTHI 1aHi
1010 KOMITapaTopa)

10.4 Pe3ynbTaTtu 3MOJI€IbOBAHOTO aHATI3y 3 iH(POPMAIlIEI PO IHKPEMEHTAIbHUI MOKa3HUK €(PEKTUBHOCTI BUTPAT (CIIBBIAHOIICHHS

JOJJATKOBHX MOKA3HUKIB BUTpAT Ta KiIiHIuHOI eexTuBHOCTI, [CER)

10.4.1 Yu HaaHO ONMMCOBY YaCTHHY MOAEINI?

Taxk

Hi

[H1Ie (3a3HayaeThCs, AKILO OMUCOBA
YyacTHHA MPEJICTaBIeHa He TIOBHICTIO 13
3a3HA4YEHHSM ITYHKTIB, 32 IKUMHU HE
OyJ10 HaJIaHO OTHCY)

10.4.2 YUu HagaHo pe3ynbTaTi MojentoBaHHs TA ix iHTeprperaiito?

Tak Hi
[H1e (3a3HavyaeThCs, AKIIO HE HAJAaHO
IHTepIpeTallito pe3yabTaTiB)
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10.4.3 Yu HagaHo pe3yabTaTH aHaIi3y YyTIHUBOCTI?

Taxk

Hi

[H1e (3a3HavyaeThes, SKILO HE HAZAHO
abo rpadiyHe mpecTaBIeHHS
pe3ynbTaTiB, a00 iX OMMCOBY YaCTHHY)

10.4.5 Yu nagano Mojienb 3 papMakOSKOHOMIYHOTO aHATI3Y Y

. . Tak
dopmati MS Excel pa3oM i3 3as1BOIO Ta JOChE B €ICKTPOHHOMY i
BUTJISA?

11. Pe3yaibTaT aHa/i3y BIVIMBY HA IOKa3HUKHU OIO/KeTy
Tak
Hi

11.1. Yu 3a3Ha4€HO KUIBKICTH MAII€HTIB (TOKa3HUKH I1LTHOBOT
HOMYJISAIT), SIKi TOTpeOyBaTUMYTh JIiIKyBaHHS 3asBiieHUM JI3, st
aHaJIi3y BIUTUBY Ha OIOKET?

[H11e (3a3Ha4Ya€eTHCS, AKIO HE HATAHO
JIaHl MO0 KIJIBKOCTI MAlli€HTIB Ta
MUTOMOI Baru Ha PUHKY 3asBiieHoro JI3
Ta JI3/iH110T MEAUYHOT TEXHOIOTIT
MOPIBHSIHHS K TMOKA3aHO y TaOIUIIAX
10-13)

11.2. Yu mpeacTaBieHo AaHi MO0 CePeIHIX MPSIMUX MEeIUYHUX
BUTpAT Ha OJTHOTO TaiieHTa TA Ha [IIbOBY MOMYJIAIIIO TS aHAITI3Y
BILJIMBY Ha OrO/KET?

Taxk

Hi

[H11e (3a3HAaYa€THCS, SIKIO HE HAJTAHO
JlaHi IO/I0 MPSMHUX MEAWYHUX BUTPAT 5K
MOKa3aHo y Tabuuii 27)

11.3 Yu 3a3Hau€HO Cepe/IHIO TPUBATICTh KypCy JIIKYBaHHS, 110 OyIa
BUKOPHUCTaHA JJIs aHaJi3y BIUIMBY Ha OroKeT?

Tak
Hi
He 3actocoByeThes
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Taxk
Hi
He 3actocoByeTnes

11.5 Yu 3a3HaveHo nependavyyBaHUi IMIOPIYHUI BIUIMB Ha MOKa3HHUKH Tak
oroxeTy? Hi

. . Tak
11.6 Yu HagaHo pe3yibTaTy aHAII3y YYTIUBOCTI? i
11.7 Yn mamano Mozenb aHamily BIUIMBY Ha Oroker y gopmari MS| Tak
Excel pa3om i3 3as1BOI0 Ta JOCKE B €JICKTPOHHOMY BUTJISI 1?7 Hi

12. KopoTkmuii onuc pe3yJbTaTiB JOKA30BUX JAHUX LI0A0 KJIiHIYHOI epeKTUBHOCTI Ta e()eKTMBHOCTI BUTPAT, AaHAJII3Yy BILJIMBY HA

NMOKA3HUKH GIOI[)KeTy

Uwm Ha1aHO KOPOTKHUH OMHC PE3yNbTaTIB TOKA30BHUX JaHUX 100
KJIiHIYHOT e()eKTUBHOCTI Ta €PEKTUBHOCTI BUTPAT, aHATi3y BIUIMBY Ha
MOKa3HUKH O0JKETY?

Tak

Hi

[H11e (omuc mpeacTaBIeHO He M0 BCIM
rapaMmerpam)

13. Onuc pe3yabTaTiB NPOBEAEHOI0 AHAJNI3Y BIIUBY 3asIBJICHOIO JI

ikapcbKoro 3aco0y Ha opraHizanilo HaJaHHs MeIHYHHUX MOCIYT

Uu HagaHo aHami3 BIUIMBY 3asBiaeHOro JI3 Ha opraHizalito HaJaHHs
MEAUYHUX MOCTYT?

Tak
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IIpumiTKn T2 BUCHOBOK
eKCIepPTAa MicJisl NPOBeIeHHA
NEePBUHHOI EKCIIEPTH3H 3asiBH
Ta 10Ch€

3a pe3yJbTaTaMH JIMCTA OI[IHKH eKCIEPT MOBHHEH YiTKO PO3YMITH HACTYIHI CKJIAI0Bi 3asiBH/M0CHE:

1. [MamienTH, mo MOTpeOyBaTUMYTh 3aCTOCYBaHHA AaHOro JI3.

2. NocmimxyBaranii JI3 moBuHEH OyTH BU3HAYEHUH YIiTKO (32 HASIBHOCTI, JIiHIS Teparrii MOBUHHA OyTH BU3HAYEHOIO).
3. JI3/inma MemudHA TEXHOJIOTIS MOPIBHIHHS IMOBHHHA OyTH BH3HAYCHA YITKO 3 HANAHHSIM OOTPYHTYBaHHS HOTO
3aCTOCYBaHHS y JaHOMY BUNaAKy (JI3/iHIa MeauyHa TEXHOJIOTIS MOPIBHIHHS MOBUHEH Oyt JI3/iHIOI METUYHOIO
TEXHOJIOTIEI0, 10 € MOTOYHOIO MPAKTUKOI0 B YKpaiHi).

4. IIpencraBiieHi J0Ka30Bi JaHi TOBHHHI OyTH ITOB’sI3aHi 3 HociipKyBanuM JI3 Ta JI3/iHIIO0 MeIUIHOK TEXHOJIOTIE
MOPIBHSIHHS 32 BU3HAYEHUM 3asBHUKOM MOKA3aHHSM, y BU3HAUEHOI KOTOPTH MAIi€HTIB.

5. PesynpTaty niKyBaHHs IOBUHHI OyTH MPECTABICHI HAJIG)KHAM YHMHOM Ta OYTH 3p03yMIIMMH, PE3yJIbTaTH MOBUHHI
OyTu noB’s13aHi 3 JociiukyBaHuM JI3 Ta JI3/iHIIO0 MEAWYHOIO TEXHOJOTIE0 MOPIBHIHHS.

6. Bci Hamani 3a9BHAKOM ITOCHITAHHS IIOBHHHI OyTH aKTHBHUMH.

7. Y BuIajxy 0OMEXEHOro IOCTYIy IO MyOJiKallid JOKa30BUX AaHWX HajJaHi MOBHOTCKCTOBI MyOiKallil Ta mpu
HAsSBHOCTI JOJATKH IO HUX.

8. Hamanuii oOrpyHTOBaHMH METOT (hapMaKOEKOHOMIYHOTO aHATI3Y.

9. I[IpoBeneHe MOJICITFOBAHHS aHAJI3y PIMICHB (IEPeBO MPUHHATTS pilllcHh a00 MoJeNb MapKoBa), MOJIEI aKTHBHI 1
BIJITOB1ZaI0OTE OCHOBHUM BHMOTAM.

10. HasiBHiCTS aHami3y BIUIMBY Ha OIOIKET 000B’A3KOBA.

11. ®apMakoeKOHOMIYHI MOJIETi, aHaJi3 BIUIMBY Ha OFO/DKETI IOBHHHI OyTH Ha/laHI Ha IeKTPOHHUX HOCISAX Ta OyTH
AKTUBHUMU

12. Yn HagaHKUX MaTepianiB JOCTATHBO JUIS MPOBEACHHS (axoBoi ekcrepTH3u? Y pasi BCTAaHOBJICHHS BiJCYTHOCTI
iH(opMaLlii HaJa€ThCs 3aNUT 3assBHUKY ISl YCYHEHHS BUSIBJICHUX HEJIOJIIKiB.

BiamogigHo mo noctanoBu KMY Bix 23 rpymas 2020 p. Ne 1300 y pa3i BcTaHOBJIEHHS! HEBIIOBIIHOCTI IMOJAaHUX
3asBM Ta (a00) OChE YIOBHOBa)KEHUH opran 3 aepxkaBHOi OMT Mae mpaBo 3amuTaTH OJWH pa3 MHUCHMOBO
JIOJTATKOB1 JaHi Ta (a00) iHpopmaIiro y 3asBHUKA, SKkuid poTsaroM 20 KajJeHIapHUX AHIB MOBHHEH IMOAATH iX JUIS
YCYHEHHS BUSIBJICHUX HeloJiKiB. Ha oOrpyHTOBaHE MMCEMOBE MPOXaHHS 3asBHUKA 3a3HAUEHHN CTPOK MOXKe OyTH
NPOIOBKEHO 110 60 KaneHmapHux qHiB. CTPOK MPOBEICHHS MEPBUHHOI EKCIIEPTH3N HE BKIIOYAE Yac, HEOOXiTHHM
JUTSL ITATOTOBKH Ta TIOJAaHHS JOJATKOBHX JaHUX Ta (200) iHopmariii.

SIK110 3asBHUK HE MOJIaB YIIOBHOBAXXEHOMY opraHy 3 Aep:kaBHoi OMT B ycTaHOBIEHI CTPOKM JOJATKOBI JaHi Ta
(abo) iH(opMaliiro a00 mMojaB X B HEIIOBHOMY 00CsI31, @ TAKOXK SKIIO MOJIaHI 3assBHUKOM JIOJIATKORBI JaHi Ta (a0o)
iHpopMaLis He 3a0e3MeuyI0Th BiAOBIAHICTD 3asBU Ta (a00) JOCHE YCTAHOBIEHHUM BUMOTaM, 3asiBa 3aIUIIA€THCS
0e3 po3risiay, Mpo M0 YIIOBHOBa)KEHHH opraH 3 aepxaBHoi OMT nmoBigoMitsie 3asBHUKY MMCHbMOBO MPOTSTOM I SITH

po0OoYMX JTHIB 3 JIHS HAJIXO/DKCHHS JOJaTKOBHX JIaHUX Ta (200) iH(popMarrii.
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Honarok 2 no HacranoBu

JIMCT OWiHKM 1JIsl MPOBeAeHHA (PAX0BOI eKCIEPTU3H IePKABHOI OIIHKU MeIHUYHUX TEeXHOJIOTii

JIuct OWIHKH JOChE MIOA0 TPOBEACHHS ACPKABHOI OILIHKM MEIMYHUX TEXHOJIOTiH (JIIKapChKUX 3aco0iB) Ha eTami ()axoBOi EKCIEepPTHU3H,

aJIanTOBaHUM Ha OCHOBI:

- TlocranoBu KaGinery MinictpiB Ykpaiau Big 23.12.2020 Nel300 «IIpo 3arBepmxenns Ilopsaky mpoBeneHHs AepKaBHOI OIIHKH MEIMYHUX

TEXHOIOT1i»;
- Hacranosu «/lep:kaBHa OIiHKa MEIMYHUX TEXHOJIOTIN IS JIIKAPCHKHUX 3aC001BY;
- Scaottish Intercollegiate Guidelines Network (SIGN 50). A guideline developer's handbook, 2015, Scotland;

- Guidelines for preparing submissions to the Pharmaceutical Benefits Advisory Committee (PBAC), version 5.0, september 2016, Australia;
- Indirect treatment comparison/network meta-analysis study questionnaire to assess relevance and credibility to inform health care decision making:

an ISPOR-AMCP-NPC Good Practice Task Force report / Value Health. 2014 Mar;17(2):157-73. doi: 10.1016/j.jval.2014.01.004;

- Economic Evaluation Checklist Questions, Scientists of Syreon Research Institute, Hungary;

- Drummond M. et al. Methods for the economic evaluation of health care programmes, 4 th ed. Oxford. / Oxford University Press. 2015.

P — population (mocmiKyBaHa MOMyJIALis HACETICHHS):

I — intervention (omuc JikapcbKOro 3aco0y, 1110 BUBYAETHCS):

C — comparator (Jikapchkuii 3aci0 abo 1HIIa MeAMYHA TEXHOJIOT1SI MOPIBHIHHS (KOMIIapaTop)):
O — outcomes (TIOKa3HUKH PE3yJIbTATIB JIIKYBaHH):

Excnepr, sikuii 3a110BHIOE JTUCT OILIHKHU:
JlaTa 3amoBHEHHS JIMCTA OLIHKH:

KomenTapi
eKcrepra

IMuranus Binnosiab excnepra

MpumiTku

I. 3ATAJILHUH PO3/ILIT

1./laHi mo/10 3asABJIEHOT 0 JiKapcbkoro 3acody (J13)
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1.1. Yu 3a3HaueHe oOJHE IOKa3aHHS [0 MEIUYHOIO 3acCTOCyBaHHS, 3a sgkuM | Tak
OJIAacThCH 3asiBa Ta JOCLE? Hi
1.2. Yu 3a3HaueHe MMOKa3aHHs JJ0 MEIUYHOTO 3aCTOCYBaHHS BiAMOBiAae iHCTpyKLii |  Tak
JUISt MEIMYHOTO 3aCTOCYBaHHs, 3aTBepxeHoi MO3 Ykpainu? Hi
1.3. Yu HasiBHE MOKa3aHHS AJII MEIWYHOro 3acTocyBaHHs JI3, 3a sikuM mojaHa Tax
3asBa Ta JIOChE, Y MPIOPUTETHUX HANPIMKAX PO3BHTKY c(hepH OXOPOHU 3I0POB’s i
MiJ] Yac HaJlaHHSI MEAMYHOI JOTIOMOTH?

1.4. Yu Bu3HaveHa iHpopmMallis po iCHYBaHHs Ta JOCTYIHICTh B YKpaiHi Ta CBITI Tax
mikapcbkoi ¢dopmu 1 cunm nii 3asBiaeHoro JI3 (um 3a3HadyeHi BUPOOHHKHU 1 i

TOProBeJIbHI Ha3BM)?

2. YMmoBH, 32 skux JI3, 10 BUBYAETHCSI Ma€ OyTH JOCTYIIHUM 200 BIAIIKOI0BAHUM

2.1. Yu 3a3HaueHwmii nepesik abo JOKYMEHT, J0 SKOTO 3allpOTIOHOBAHO BKIIOUUTH | Tak
3asBieHui JI3? Hi
3. EnigemioJioriuni 1aHi Ta JaHi 1010 HJILOBOI MOMYJISAILIl

3.1. Yu HajjaHuii ONUC 3aXBOPIOBAHHS/ CTaHy PO3KPUBAE MUTAHHS €Ti0JIOT1], Tax
naToreHesy, A1arHOCTHKH, BaplaHTIB JIKyBaHHSI/IPO(DITaKTUKH Y CBITI Ta Hi

VYkpaini)?
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3.2. Yu onmc miboBoi monyJsiii B YKpaiHi MiCTUTh 1H(GOPMAIIitO TIPO BiK, CTaTh,
CTaJIif0, TSHKKICTh CTaHY/3aXBOPIOBAHHS, BAXKIIUBI CYITYTHI 3aXBOPIOBAHHS Ta

XapaKTEPUCTHKH, TIOB’s13aH1 31 CTAHOM/3aXBOPIOBAHHSIM? Tak
(Axmmo JI3 mponoHyeThCsl BAKOPUCTOBYBATH Y MIATPYITi HOMYJISIIT 31 Hi
CTaHOM/3aXBOPIOBaHHSAM, HEOOXITHO 3a3HAYNTH, UM BiAPI3HAETHCA Mepedir
3aXBOPIOBAHHS B I[ill MATPYMi BT 3araabHOI MOMYJISIIiT)?

3.3. Yu HagaHo oOrpyHTYBaHHSI TOIUIBHOCTI BKIIOUeHHA JI3 0 BiAMOBIIHOTO

NIeperTiKy, B TOMY YHCIII TPOTAIMHU Y HAJaHHI METUIHOI JOITOMOTH, 10 Taxk
MOTEHLIHHO MOXYTh OYTH JIIKBIJOBaHI IIUISIXOM BKJIFOUEHHS 3asiBiieHOr0 JI3; un Hi
3a3HaueHa poJib 3asBieHoro JI3 B mporeci JiKyBaHHs?

3.4. Slxkmo nocmimkyBanuii JI3 y BiAmoBiaHii (opMi 3aCTOCOBYETHCS y IEBHUX Tax
rpyn HaceJIeHHs (HalpPHUKIIa/, 1iTed, BariTHUX JKIHOK), Y4 BU3HAYCHI BOHU Y Hi

nocee?

He 3acrocoByBanoch

3.5. Uu HayaHuii KITIHIYHUM MapIIpyT Malli€eHTa i3 3asBJICHUM IOKa3aHHIM, SKUI
BKa3ye Ha KOHTEKCT 3amponoHoBaHOro Bukopuctanus JI3 (B Ykpaini)?

Tak
Hi
He 3acrocoByBanoch

4. Nani moxo JI3/inmoi Megu4HOI TeXHOJIOTII NOPIBHAHHA

4.1. Yu noctaTHe 0OrpyHTYBaHHS BHOOPY JI3/1HIII01 METUYHOT TEXHOIOTIT
HOpPIBHSAHHS?

Bubip xomnapamopa ons ¢hapmaxkoekonomiuno2o ananizy mae 6ymu y32004ceHum
3 mum, wo 6y8 eUKOpUCMAHULL 01 KINIHIYHO20 AHANIZ)

Tak

Hi

Baxko
CKa3aTh/maHux
HEIOCTAaTHLO

He 3acrocoByBanoch
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4.2. Yu mae JI3/iHma MeUYHA TEXHOJIOTIS MOPIBHIHHS BiIIOBIIHI MOKA3aHHS 10
3aCTOCYBaHHS, 1110 BUBYAIOTHCA Y JOChE?

Tak
Hi
He 3acrocoByBanoch

4.3. Yu omHakoBi GopMH BHITYCKY Ta CIiocoOM BBEACHHS aociimkyBaHoro JI3 Ta
JI3 nopiBHsHHES?
00086 ’53K060 3a3HaAYUMU NPUMIMKY

Tax
Hi
He 3actocoByBanoch

Tak

4.4. Yu oGpano JI3/inn1ry MeUHy TEXHOJIOTIIO MOPIBHAHHS 3 YPaxXyBaHHAM Hi
TBOBOT OISl YKpaiHU Ta albTepHATUBHUX METO/IIB JIIKYBaHHS B KIIIHIYHIN Baxko
MpaKkTHUIll B YKpaiHi? CKa3aTu/maHux
HEJIOCTaTHBO
Tak
: . . Hi
4.5. Yu npusnavaetses JI3/iHmma MenyHa TEXHOJIOT IS IOPIBHSAHHS Ta YU Baskko
BUKOPHUCTOBYETHCS MPH JIIKYBaHH1 HAlOUIBIIOT KIIBKOCTI XBOPHUX B ILTHOBIM
. CKa3aTu/aHuX
nomyssiuii B Ykpaini?
HEJI0CTaTHBO

He 3actocoByBasioch

4.6. JI3/in11a MegMuHa TEXHOJIOT1SI MOPIBHSAHHS € (PapMaKoJIOrTUHUM aHaJIOTOM
nociijkyBaHoro JI3 u1st JikyBaHHS LIIbOBOTO 3aXBOPIOBAHHS UM BIIHOCUTHCS 10
IHIIOTO TE€PareBTUYHOTO Kilacy?

Tak
Hi
He 3acrocoByBanoch

4.7. Yu Bxmrouyenuit JI3/iH1a MeinyHa TEXHOJIOT1S HOPIBHSAHHS 10 PETYISATOPHUX
nepenikiB (HarionanbsHoro nepemniky ta/abo 10 nepesikis, CIIUCKIB, PEECTPIB, 1110
3aKyTIOBYIOTHCS 32 KOIITH JIEP>KAaBHOTO OFOJKETY JUIsl BAKOHAHHS ITPOTpam Ta
3/1IMCHEeHHS [IEHTPATI30BaHUX 3aX0/IIB 3 OXOPOHU 37I0POB’SI TOIIIO)?

Taxk
Hi

5. MicknapoaHmii craTyc
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5.1. Yu cxBanenuit nociipkyBanuii JI3 3a mokasaHHsIM, 1110 BUBYAETHCS,
PETyJISTOPHUMH OpraHaMH y iHIIKX KpaiHax (kpainax €Bporneiicbkoro Coro3y,
Snonii, CILIA, Kanani, llIBeiinapii, ABctpaiii Ta iH.)?

3a nassHocmi, y Komenmapi ekcnepmy ymouHumu micye, oe came

Tak
Hi
He 3acrocoByBasioch

5.2. Yu JI3 mpoiimos npoueaypy npekpaiigikanii BOO3 Ta BKiroueHu 10
nepeniky BOO3 npekBanidikoBanux JI3, mpuzHaueHux ajist 60poThOH 3
BUI/CHI, Ty6epkymnbo3om, renatutoM C Ta iHIIMMH XBOpOOaMH, a TAKOXK YU
npu3HavaeThes y chepi penpoayKToorii Ta BkitoueHnuit o [Iporpamu BOO3 i3
npekBaiiQikaii i BBaKaeTbcsa MPUHHATHAM U151 3aKymiBii Opranizami€eio
O06’e¢qnannx Hariit?

Tak
Hi
He 3acrocoByBanoch

5.3. Yu npoxoaus 3asBiienuii JI3 ta JI3/in1ma MmeaudHa TEXHOJIOT1S TOPIBHIHHS
IpOIEeTypy OLIHKA MEIUYHUX TEXHOJIOTIH B YKpaiHi 32 BU3SHAYCHUM Yy JOCHE
MMOoKa3aHHsIM?

Tak
Hi
He 3acrocoByBanoch

5.4. Yu npoxonuB 3agsinenuit JI3 ta JI3/iHia MennyHa TEXHOJIOT1S NOPIBHAHHSA
MPOLEAYPY OLIIHKU MEIUYHUX TEXHOJIOTIH B 1HIIUX KpaiHaxX 3a BU3HAYEHUM y
JIOCh€ TTOKa3aHHAM?

3a nassnocmi, y kKomenmapi excnepmy YmouHumu 0peaHizayito, Kpainy

Tak
Hi
He 3acrocoByBanoch

5.5. Yu HasBHA iH(OpMaLis 1010 CTAaTyCy peiMOypcallii/BiIIKOyBaHHS
3asgBiieHoro JI3 y iHmux aepxasax?

Taxk
Hi

6. Indopmanisi moao HasiBHOCTI 3asiBjieHoro JI3 y TpernHHuX [Kkepesax iHpopMauii 3a mogaHnM noka3aHHAM
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6.1. YUu HasBHui 3asBiieHuit JI3 3a moka3aHHAM, 3a3HAYCHUM Yy 3asBi, B -
bazoBomy mepeniky OCHOBHHX JIiKapChKHX 3aco0iB, pekoMeHoBanHomy BOO3
(WHO Model List of Essential Medicines) Ta bazoBoMy niepesniky 0OCHOBHUX
nikapcbkux 3aco6iB BOO3, pekomMeH10BaHOMY IS TITEH; 3a3HauuTH JIe caMe
- TAJTy3€BUX CTaHJAPTax y cepi OXOPOHU 37I0pOB’sl YKpaiHu;
- MDKHApOJHHUX KIIHIYHMX HACTaHOBaX Ta HACTAHOBAX TIayKOBUX TOBapUCTB
1HO3eMHHUX KpaiH?
7. BusHa4YeHHA MOTPeOH OXOPOHHU 310POB’sl B I0CaizKyBaHomy JI3
Taxk
. . . . . Hi
7.1. Yu HajaHa AOCTOBIpHA 1H(OpMaIlisl 0JJ0 OKa3HUKIB MOIUPEHOCTI Baskko Bkazaru
XBOpPOOM Ta 3aXBOPIOBAHOCTI HACEJICHHS B YKpaiHi Ha 3a3HaueHE MOKa3aHHA YHCIIOBI
(cran/ 3aXBOpPIOBaHHS) Y 10CHE? CKa3aTH/IaHUX [MOKa3HUKHA
HEJIOCTaTHBO
Tak
7.2. Yu BU3HAUEHA 3asBHUKOM YacTKa XBOPHX 3@ IIOKa3aHHSAM, 1110 BUBYAETHCS Y Hi Bxkasatu
JI0CBE, K1 OyayTh MOTpeOyBaTH 3acTOCYBaHHs JociikyBaHoro JI3 B YkpaiHi Baxko YHCIIOBI
(BU3HA4YEHHS MTOTpeOH 0XOpOoHU 3710poB’st JI3)? CKa3aTu/IaHuX MTOKA3HUKHU
HEJI0CTaTHBO
7.3. YUu BUKOpHUCTAaHI JUIsl BU3HAUEHHS OTpeOU HaJliiH1 kepena iHpopmanii, 1 | Tax
npuKiIaay: nai oginiitnoi cratuctukn MO3 Ykpainu ta/abo JlepkaBHoi cmyx6u | Hi SasHAMITI. Sk
CTAaTUCTUKH YKpaiHu, Ta/abo 1eHTpy rpoMaackkoro 310poB’ s MO3 Ta /abo Baxxo ’
HaIllOHAJILHOTO KaHuep-peectpy Ykpainu, BOO3, FOHICE®, CeitoBoro banky CKa3aTH/IaHuX came
TOIIO? HEeOOCTaTHLO
I1. KATHIYHAM PO3LI
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8. AHaJti3 nopiBHAJILHOI e(peKTUBHOCTI/Pe3yIbTATUBHOCTI

IIPUMITKA: y pa3i HaOaHHA 3AA6HUKOM Juuie O€KIIbKOX KOHMPOIb08AHUX (A00 KO20pMHUX) O00CHiONHCeHb, a He Mmema-
ananizy/cucmemamuunozo o2nady, y po3oini I KJIIIHIYHHUH PO3JLI 3anoenumu nuwe nynkmu 8.4. ma 8.5 (6 3anexcnocmi id mozo, akozo
Ou3ailny Ha0ane 00Cni0IHCeHH).

He 3anoentoeamu nynkmu: 8.2, 8.3, 8.6, 8.7.

Hpome, Yy maxKux sunaoxkax eKkcnepm, 0006’43K060 NOBUHEH nposecmu camocminunuil aﬂbmepnamuenuﬁ ROWIYK MOHCTIUBUX ()ofcepeﬂ ma

YHEBHUMUCA, W0 THUIUX 00CTI0HCEHb OIIICHO He ICHYE Ma 3a3HAYUMU Ue Y C60EMY 3AKNI0UEHHI 3 eKChepmu3u mamepianie.

Tak

8.1. Yu chopMyiiboBaHe KIiHIYHE TUTaHHS 3 BUKOpUCTaHHSIM cxemu PICO? i

8.2. SIkuii TN mpeAcTaBIeHUX KIHIIEBUX Pe3yIbTaTiB (TOUOK)? 3a3HauuTH

Taxk

Hi

8.3. Uu 3a3HaueHa cTpaTeris Nouryky? Baxxo
CKa3aTH/IaHuX
HE0CTaTHbO

Tak

Hi

Baxxko
CKa3zaTW/maHux
HEIOCTaTHLO

8.4. Uu mpouec BigOOpy Ta BWIYYEHHS NaHMX JJIs CHUCTEMaTHMYHOIO OISy
BUKOHAHUH MpUHANMHI ABOMa HE3aJIeKHUMU eKcriepTamMu?

141




CT-H MO3YV 42-9.1:2023

Tak
8.5. Um mepepaxoBaHi BKJIIOYEHI Ta BHUKJIIOYCHI MyOJIKaIii 3a pe3yibTaTaMu Baskko
MOUIyKYy?
cKa3aTH/JaHux
HEIOCTAaTHHO
8.6. Uu Oynu Taki JOCTIHKEHHS, K1 IMAMaaaiy i KpUTepii BKIIOUCHHS aHaJl3y,
aJie HaBMHUCHO He OyJu BKJIIOUEH /10 aHamizy? Tax
Hanuti kpumepiti gukopucmo8yemubcs 071 BUKNIIOYEHHS. MAaKo20 ¢akmy, wo Hi
nepeobayac 8KIUeHHs Y AHAI3 uue 00CII0NCEHb 3 «HOZUMUBHUMUY Baxko
pe3yibmamamu ma He 8KI0YEHHs 00CTIONHCEHD, KL MAKONC NiONAdanms nio CKa3aTwu/maHux
Kpumepii 6KIIOYEHHS, ane MoxCyms npedcmasumu JI3 y Hecamugnomy c8imii. HEIOCTAaTHHO

Ilepegipsicmvcs camocmitHuM BUKOHAHHAM KOMNIEKCHO20 NOWYKY 8i0N0GIOHUX
Ooicepen

He 3acrocoByBanoch

8.7. Anani3 e)eKTUBHOCTI MPOBEICHUH 3a Pe3yIbTaTaMU: BXKE OMyOI1KOBAaHOTO
CHCTEMaTHYHOTO OTJISAy YA METaaHaIli3Yy;

CaMOCTIMHO NMPOBEJEHOI0 CUCTEMATUYHOTO OTJISIY YU METaaHawi3y;

OJTHE JTOCTI/DKEHHS: PaHI0Mi30BaHe, KOHTPOJIhOBAaHE, KOTOPTHE;

naHux peanbHoi KiiHiuHOT mpakTukn (RWD/RWE).

3a3HauUUTH THUIT

8.8. Sxmio 3amponoHoBanuii JI3 BUKOPUCTOBYETHCS AJIs JTIKYBaHHS PiIKICHUX
(opdhanHMX) 3aXBOPIOBaHb, YU HaJaHa 1HGOPMAIIis TIPO KIIHIYHI TOCIIKEHHS,
K1 BEAyThCS Ha JAHUH Yac Ta MOXKYTh PO3IIUPUTH TTOKA3aHHS A OLTBIINX
MOMYJISIIN MarieHTiB?

Tak
Hi
He 3acrocoByBanoch

8.2. Onyo6ikoBaHMI MeTaaHAJIi3 /CMCTEeMATHYHUH OTJISA/L
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8.2.1. Yu PICO omny6nikoBaHOTO MeTaaHai3y/CUCTEMATUYHOTO OTJISAY Tak

Bianosinae PICO, Bu3HaueHe y po3/iii 8 mogaHoro 10che? Hi

8.2.2. JInst KpUTHYHOI OIIIHKH CUCTEMAaTHYHUX OTJIAIB, sIKi BKIIOYAIOTh

paHzoMizoBaHi Ta/abo HEpaHAOMI30BaHI JOCIIHKEHHS MEUYHUX TEXHOJIOTIH,

BUKOpUCTOBYBaTH iHCTpyMeHT AMSTAR 2.

JUyist IpOBEEHHS OLIHKU HEOOXiIHO IIPOMTH 3a MOCUIIAHHSM:

- https://amstar.ca/Amstar_Checklist.php

Pe3rome omiHKH pe3ynbTaTiB:

Bucoka — 50JHOro a00 OJMH HEKPUTHYHHI HEONIK: CUCTEMATHYHHUM OTJIA 3a3HaunTH
HaJla€ TOYHE Ta BUYEPITHE PEIFOME PE3YIILTATIB BKIKYEHUX JOCIIIKEHD, pesylbTat
IPHUCBSAYEHUX NUTAHHIO, [0 BUBYAETHCS. (HanaHuii y 10che Ta
[TomipHa — GiNbIIE OJHOrO HEKPUTHYHOTO HEMOMIKY: CHCTEMATHYHHMMN OIS M€ pesypTat
OiNIbIIE OHOTO HEMOMIKY, ajle HEMA€ KPUTHYHHX HENOMIKiB. B HbOMY aJIPTCPHATHBHO

MIPE/ICTABJICHE TOYHE PE3IOME PE3YNIbTATIB JOCTYITHUX JAOCTIHKEHb, SIKI OyIn
BKIIIOUEH1 B OTJISII.

Hu3bka — 01MH KpUTHYHUN HEAOMIK 3 HEKPUTUUHUMU HeloliKamMu abo 0e3 HuXx:
OTJISIT Ma€ KPUTHYHUHN HEJIONIK Ta MOKE HE MaTH TOUHE 1 BUYEPITHE pe3roMe
JIOCHIKEHD, 1[0 BKJIFOUEHI.

Kputnuno Hu3bKa — OiIbIIIE OTHOTO KPUTHYHOTO HEJOMIKY 3 HEKPUTHUHUMU
HeJ0JIiKaMu a00 0€3 HUX: OTJIsi]] Mae OUTbIIE OJTHOTO KPUTUYHOTO HEAOJIKa, Ha
HBOTO HE CJI1/I PO3PaxOBYBATH JAJIsi OTPUMaHHS TOYHOTO Ta BUYEPITHOTO Pe3roMe
CTOCOBHO BKITIOUEHHX AOCIIIKEHD.

IPOBE/IEHOI OLIIHKH)
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8.2.3. Uu y3arajbpHEHi Ta CTATUCTUYHO 00’ €/IHaHI pe3yabTaTh 010 KIIHIYHOT
e(EeKTUBHOCTI B OITy0JIiIKOBAaHOMY METaaHai31/CUCTEMaTUYHOMY OTJISIi?

Tak

Hi

Baxxko
CKa3aTu/qaHux
HEJIOCTATHbO

He 3actrocoByBaioch

. ) . . . . Tak
8.2.4. U KOpeKTHO IHTEPIPETOBAH1 Y 10ChE Pe3yibTaTl MIOJ0 KIIHIYHOI i
e(eKTUBHOCTI 3 OIyOJiKOBAaHOTO METaaHaNi3y/CUCTEMAaTUYHOTO OISy ?
8.3. CamocrTiliHO IpoBe/ieHUI 3asiIBHUKOM METAaAHAJII3/CHCTEeMATHYHUH OTJISA/L
Tak
Hi
8.3.1. Um Oynma omiHEHa METOAOJOrIYHA SKICTh BKIIOYEHHX Yy MeTa- Baxko
aHaji3/CUCTEMATUYHUI OTJIA] JOCIIKEHD? CKa3aTh/JaHux
HEIOCTATHBO

He 3acrocoByBasioch

8.3.2. Uu OyB nu3aitH 00paHuX JOCIIKEHb OJIHAKOBUM, BKIIIOUAIOUX TIEPBUHHI Ta
BTOPHHHI KiHII€B1 TOUKH?

Tax

Hi

Baxxko
CKa3aTH/JaHHuX
HEI0CTAaTHHO

He 3acrocoByBasioch
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8.3.3. JSkmo nmpeacraBleHi  CyporatHi  TOYKH, 9M  JOBEIEHa  iX
peNeBaHTHICTH/BATIIHICTD 10 KIHIICBUX?

Tak

Hi

Baxxko
CKa3aTu/qaHux
HEJIOCTATHBO

He 3actocoByBaioch

83.4. B pamkax oOpaHuX JOCHIIKEHb €(EeKTUBHICTH/PE3yIbTaTUBHICTh
BUMIPIOBAJIACh y HAJIC)KHUX Ta OJJHAKOBUX OAWHHIISX BUMipIOBaHHS?

Tak

Hi

Baxxko
CKa3aTu/qaHux
HEJIOCTATHBO

He 3acTocoByBanoch

8.3.5. Uu B1ANOBIHI CTATUCTUYHI METOAM BUKOPHUCTAHI JUIsl 00’ € JTHAHHS OKPEMUX
pE3yNbTaTiB JOCTIIKEHB?

Tax

Hi

Baxxko
CKa3aTH/JaHuX
HEI0CTAaTHHO

He 3acrocoByBasioch
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8.3.6. Uu nipeacTaBieHuil 00’ €IHAHMIA aHAJI3 1 iHTepNnpeTalisi OTpUMaHUX
pe3yJbTaTIB BiJl KO)KHOTO BKIFOYEHOTO JOCTIIKEHHS 3 JocaipKyBaHuM JI3 ta
JI3/iH111050 MEAMYHOIO TEXHOJIOTIE0 TTOPIBHSIHHS?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTaTHLO

He 3actocoByBanoch

8.3.7. Uu BU3HAUEHI /U1 pe3yJbTaTiB AOBipYl iHTEpBaIH?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEJIOCTATHHO

He 3acTocoByBanocs

8.3.8. Un KOpEeKTHO MpeICTaBIICHI pe3yabTaTH €(hEeKTUBHOCTI 3aCTOCYBaHHS
nociikyBanoro JI3 ta JI3/iHioi MeauyHOT TeXHOJIOT1l MOPIBHAHHS Y
BIJIMOBITHOCTI 13 3as1BJIGHUMHU KIHIIEBUMH TOUKaMU?

Tak

Hi

Baxxko
CKa3zaTH/JaHux
HEIOCTATHLO

He 3acrocoByBanoch
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8.3.9. Yu npeacTaBieHi 10AaTKOBI pe3yinbTaTH €(EeKTUBHOCTI (SIKIIIO BOHH
3aCTOCOBYBAJIKCH) 110 MIATPYNaM Nali€HTIB (a He BCi€l YaCTKU XBOPHX) JUIs
OIIHKH MOPIBHUIBHOTO e(heKTy MixK qociipkyBanum JI3 ta JI3/inmoi menuunoi
TEXHOJIOT1i TOPIBHIHHA?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTaTHLO

He 3actocoByBanoch

8.3.10. Yu nipecTaBiieHi y CHCTEMaTHYHOMY OTJISI Ta/9U MEeTaaHawi31 MOKIIUBI
BIIMIHHOCT1 MI>K IIPEJICTABJICHUM JOCIIXKEHHSIM Ta YMOBaMH B YKpaiHi
(axTopu, MOB’s13aHi 3 BIIMIHHOCTSIMH: ITOMYJIAIIi, 3aXBOPIOBaHb, CTAHIB,
00CTaBUH 4 IpoLIeCy JiKyBaHH:)?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEAO0CTaTHHO

He 3acrocoByBanoch

8.4. KoHTpO/1b0OBaHI 10CTi/IKEHHA .

Jlannii 0J10K 3aIUTaHb PO3IVISAAECTHCS, AKIIO 3assBHUK HaAaB Juile 1 (a0o Oisibiie) panaoMizoBaHe KOHTPOJILOBaHe JA0CTiKEeHHS, 3

BiICYTHICTIO MOK/TMBOCTI IPOBECHHS METa-aHAJII3y/CHCTEeMATHYHOI 0 OISy

*3alUTaHHSA Po3po0JieHi y BUTJISAl YTOUHIOW4O] iHdopMauii Npo paHA0Mi30BaHi KOHTPOJIbOBAHI 10C/IiIKEeHHA

8.4.1. Yn mocniyKeHHS BUBYAJIM YiITKO BU3HAYCHE KITIHIYHE MUTaHHS (BU3HAYEHA
[ThOBA MOMYJISIIs, JochimkyBanuii JI3, JI3/iHmIa MmegruuHa TEXHOIOT s
MOPIBHSIHHS Ta Pe3yIbTaTH)?

Tak

Hi

Baxxko
CKa3zaTW/maHux
HEIOCTATHLO

He 3acrocoByBanoch
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8.4.2. Yu OyB y 00paHUX JOCIIIPKEHHSIX PO3IMOJLUT NAIi€HTIB 10 TPYII JIKYBaHHS
paHIOMi30BaHHM?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTaTHLO

He 3actocoByBanoch

8.4.3. Un y 00paHuX JOCIIHKCHHSIX J0 MAIIEHTIB 1 JOCIITHUKIB 3aCTOCOBYBaBCS
«CHIMHA METOI»?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEJIOCTATHHO

He 3acTocoByBanocs

8.4.4. Uu y 0OpaHuX IOCHIKEHHSIX NAIllEHTHU IPYIH 10C1KyBaHoro JI3 ta
rpynu JI3//iH1101 MeIMUHOT TEXHOJIOT1 MOPIBHAHHS HA MOYATKY JOCIIKEHHS
Oyiu cxoxuMu (eMorpadivHi, KJIIHIYHI 1aH1 Ta 1H.)?

Tak

Hi

Baxko
CKa3zaTh/JaHuXx
HEIOCTaTHBO

He 3acrocoByBanoch
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8.4.5. Un y oOpaHuX OCIIHKEHHSX, JeTAIbHO BU3HAYCHI JI03YBaHHS, CIIOCIO
BBEJICHHS, YaCTOTa BBEJICHHS, TATPYBAHHS /103 (32 HEOOX1THOCTI) Ta TPHUBAIIICTH
JiKyBaHHS 1 qociipkyBanoro JI3 ta JI3/iHimoi MeguyHol TeXHOJIOT 11
HOPIBHSHHS?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTaTHLO

He 3actocoByBanoch

8.4.6. Y o0paHHMX IOCTIUKCHHSX, TMALI€EHTH Yy TPyMax JIKyBaHHS OTPUMYBAJIH
CYIIyTHIO Teparito?

Skmio Tak, To uyu Oysna BOHa OJJHAKOBOIO?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEJIOCTATHHO

He 3acTocoByBanocs

8.4.7. Y 0OpaHMX NOCIIIKEHHSIX PO3PaxOBYBaJlaCh CTATUCTUYHA MOTYXHICTb
JOCTIIKEHb, pO3MIp BUOIpKU?

Tak

Hi

Baxko
CKa3zaTH/JaHuXx
HEIOCTaTHBO

He 3acrocoByBanoch
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8.4.8. Y oOpaHuX JOCTIKEHHSX, SKHI BIJICOTOK BiJl 3arajibHOI KUTBKOCT1
YYaCHHKIB a00 TpyI, BKIIOUECHUX B KOXKHY IPYITY JIKYBaHHS B JOCIIIKCHHI,
BUUIIUIA 3 JTOCTIPKEHHS 10 HOT0 3aBepIIeHHS?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEIOCTAaTHHO

He 3acrocoByBasioch

8.4.9. Y o0paHuX JOCTIIKEHHSIX pe3yIbTaTH MPEeCTaBlIEH] 3a BCiMa
BU3HAYECHUMHU KIHI[EBUMH TOYKaAMU?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEAO0CTaTHHO

He 3acrocoByBanoch

8.4.10. Yu npezcraBieHi AOAATKOBI Pe3ylIbTaTH 3 €()eKTUBHOCTI 3aCTOCYBAaHHS
(SIKII0 BOHM 3aCTOCOBYBAJIMCH) 110 MIArpyNaM NAUi€HTIB (a HE BCI€T YaCTKU
XBOPHX) JUISI OLIIHKH MOPIBHSUIbHOI €()eKTUBHOCTI MK A0OCIipKyBaHUM JI3 Ta
JI3/iH111010 METUYHOIO TEXHOJIOTIE0 MOPIBHAHHSA?

Tak

Hi

Baxxko
CKa3zaTh/JaHuXx
HEIOCTATHLO

He 3acrocoByBanoch

8.4.11. Yn KOpEeKTHO 1HTEPIIPETOBAHI Y IOChE PE3yJAbTaTl 11010 KIIHIYHOT
e(eKTUBHOCTI 3 KOHTPOJILOBAHOTO OCIIKEHHS?

Tak
Hi
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8.5.1. Uu mociiKeHHs] BUBYAIHM YiTKO BU3HAYCHE KITIHIUYHE TUTAHHS (BU3HAYCHA
L11bOBA MOMYJISLIS, AocaipKyBanuii JI3, JI3/iHma MmeanyHa TeXHOIOT1sA
MTOPIBHSIHHS Ta Pe3yabTaTH)?

Tak

Hi

Baxxko
CKa3zaTH/maHux
HEIOCTATHLO

He 3actocoByBanoch

8.5.2. YV oOpaHuX MOCTIIKEHHSIX 3aCTOCOBYBABCS «CIIIHI METO/I) OILIHKH
pe3yabTaTy MO0 CTaTyCy BTpydYaHHs?
AKWo 00CioNcenHs: pempocnekmusne, mo He 3aCmoco8yEmMbCsl.

Tak

Hi

Baxko
CKa3aTu/mqaHux
HEJIOCTaTHbO

He 3acrocoByBanoch

8.5.3. Yn y oOpaHux JOCHIHKEHHAX MAIleHTH TPyHH JociikyBaHoro JI3 ta
rpynu JI3/iH1ra MeaudHa TEXHOJIOT1SI TOPIBHSAHHS HA MTOYATKY JTOCIIIKSHHS OyIIn
CXOXKHUMHU (nemorpadiuHi, KIIHIYHI JaHi Ta iH.)?

Taxk

Hi

Baxko
CKa3aTu/mqaHux
HEJIOCTaTHbO

He 3acrocoByBanoch
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8.5.4. Y oOpaHuX IOCTI/DKEHHSIX, TIAIIEHTH y TPYIIax JIKYBaHHS OTPUMYBaJIH
CYITyTHIO Teparnito?

Skio Tak, To yu Oysa BOHa OJJHAKOBOIO?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTaTHLO

He 3actocoByBanoch

8.5.5. Uu BpaxoBaHi OCHOBHI crioTBOpIoiodi (pakropu (confounding factor) mpu
aHaJi31 pe3ynbTariB?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEJIOCTATHHO

He 3acTocoByBanocs

8.5.6. Y oOpaHuX IOCTIPKEHHSIX PO3paxoByBajlach CTATUCTUYHA MOTYKHICTh
JOCHIJKEeHHS, po3Mip BUOipku?

Tak

Hi

Baxxko
CKa3zaTH/JaHux
HEIOCTATHLO

He 3acrocoByBanoch
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8.5.7. Y oOpaHuX IOCITIDKEHHSX, SKHH BIJICOTOK IMAIIEHTIB a00 KOTOPT,
BKIIIOUEHUX B KOXKHY TPYIY JOCTIKEHHS, BUOYIIH JI0 3aBEPIICHHS TOCIIHKCHHS?
Axrwo 0ocniodicents pempocnekmughe, mo He 3aCmoco8yEnbCsl.

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTaTHLO

He 3actocoByBanoch

8.5.8. Y o0Opanux AOCHIIKEHHSIX pe3yIbTaTH MpeCTaBlIeH] 3a BciMa
BU3HAYEHUMU KIHIIEBUMU TOYKAMU?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEAO0CTaTHHO

He 3acrocoByBanoch

8.5.9. Uu KOpEKTHO 1HTEPNPETOBAHI Y I0Ch€ PE3yNbTaTi LI0J0 KIIHIYHO]
€(eKTUBHOCTI 3 KOTOPTHOTO JTOCII1)KEHHS?

Tak

8.6. Henpsime nopiBHsIHHS

Januii 0JIOK 3aIMTaHb PO3IJISIAAECTHCS, SIKIIO 3asiBHUK HAJAB HeNpsiMe NOPiBHAHHA Yy BUNIAJAKY, IKIIO NPSAMi NOPiBHSJIbHI
BUNIPOOyBaHH4 i3 3asiBjieHuM JI3 ta JI3/iH1o0 MeIHYHOI0 TEXHOJIOTI€I0 MOPIBHAHHSA BiACYTHI, HENPHUILYCTUMI
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8.6.1. Un HempsiMe MOPIBHSHHS MPOBEACHE 32 JOTIOMOTOFO 3arajbHO1
KOHTPOJIBHOI TPYNH. SIKIIO Tak, TO 4 OOTPYHTOBAaHA aKTyaJbHICTh CHIBHOTO
JI3/in1101 MeTUYHOT TEXHOJIOT11 TOPIBHAHHA?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEIOCTAaTHHO

8.6.2. Uu HempsiMe MOPIBHSAHHS ITPOBEACHE 3 3aCTOCYBaHHSIM METO/IiB!
NpoCTe NOPIBHAHHS JOCITIHKEHb 0€3 BTpY4aHHs (aHTJI. naive comparison);
MOPIBHSIHHS 3 TPYIIOI0 ICTOPUYHOTO KOHTPOIIO (anri. benchmarking with
historical controls);

MOPIBHSIHHS PE3YJbTATIB AOCITIIXKEHHS MIC/II KOPUTYBaHHS BIAMIHHOCTEH B
XapaKTepUCTHKaxX Kareropiil marieHTiB (anri. matching-adjusted indirect
comparison).

3a3Ha4uTH METO

Tak
. . . Hi
8.6.3. Uu BUKOHAHO TOJATKOBUN CUCTEMATUYHUHN MOIIYK JOCIIIKEHD IS Baskko
HEMPSIMOTO TTOPIBHSIHHS?
CKa3aTu/maHux
HETOCTATHLO
Tak
) N . Hi
8.6.4. Uu GazyBanoch HenpsMe MOPIBHIHHS (CUCTEMATUYHUH OIJIs]l/MeTa-aHall3) Baskko
Ha MOPIBHSJIBHUX JOCTIDKEHHSIX Ta UM BKIIFOYAIH 111 JOCTIIKEHHS TaKy kK camy
) .. . . CKa3aTu/maHux
JI3/iH11101 METMYHOT TEXHOJIOT1] MOPIBHSAHHS?
HETOCTATHHO

He 3acrocoByBanoch
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8.6.5. Uu Oynu rpynu NaIi€HTIB MOPIBHIOBaHI Y BKIFOUYCHHUX JOCIIHKEHHSX ?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEIOCTAaTHHO

8.6.6. Uu nmopiBHIOBaH1 XapaKTEPUCTUKH TOCIipKyBaHOoro JI3 y BKIIOYEHHX
JIOCHIJOKEHHAX ?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEJIOCTATHHO

8.6.7. Un ogHAKOBI KIiHIEBI TOUKH BUKOPUCTOBYBAIIUCH Y OOpaHHUX
IOCIIIKEHHAX?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTATHLO

He 3acrocoByBanoch

8.6.8. Un Hamaramucs JOCIIJHUKU BUSIBUTHU Ta BKIIFOYUTH BC1 BIAIIOBIIHI
pangomizoBaHi kiaiHIYHI gociimkenss (PK)?

Tak

Hi

Baxko
CKa3aTh/gaHux
HEAOCTaTHHO

8.6.9. Uu Oyna oriHeHa METOIOJIOTIYHA SKICTh BCIX BKIFOUECHUX JOCIIHKCHB?

Tak

Hi

Baxxko
CKa3zaTW/maHux
HEIOCTaTHLO
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8.6.10. Yu icHYIOTh CHCTEMATHYHI BiIMIHHOCTI B MOIU(UKAaTOpax ePeKTy
JiKyBaHHS (TOOTO 0a30BHX XapaKTEPUCTHKAX MAIli€HTa UM JOCIIKEHHAX, SKi
BIUTMBAIOTh Ha €()eKT JIIKYBAaHHS) y BKIIOYCHUX JTOCIIKCHHSX ?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEIOCTAaTHHO

8.6.11. Uu KOpeKTHO BUKOHAHE HETIPSIME MTOPIBHSHHS?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEIOCTAaTHHO

8.6.12. Yu 6yno Hanane rpadiyHe abo TabnuyHe MpeCTaBlICHHS MEPEXKi JOKa3iB,
110 MiCTUTH 1H(OpPMAIIi0 PO BCi KIIHIUHI TOCIIKEHHS, BKIIFOYCHHUX B HETPSIME
MOPiBHSAHHS?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEJIOCTATHHO

8.6.13. Uu HaBeieHO pe3yabTaTH OKPEMUX KITHIYHUX JTOCHIIKEHb, BKITIOYCHUX B
HEenpsiMe MOPiBHIHHS?

Tak

Hi

Baxxko
CKa3zaTH/JaHux
HEIOCTaTHLO

8.6.14. Un KOpeKTHO MpeCTaBIIeHI Pe3yIbTaTH OKPEMHX KIIHIYHUX JOCIIIKEHb,
BKJIIOUEHUX Y HETIpsIME MOPIBHAHHSA 7

Tak

Hi

Baxko
CKa3aTh/gaHux
HEAO0CTaTHBO

8.6.15. Yu cipaBeuBi Ta BUBAXEHI BUCHOBKU?

Tak

Hi

Baxko
CKa3aTh/gaHux
HEJI0CTAaTHLO
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8.7. laHi 010 NPpaKTHYHOI e(peKTUBHOCTI 200 pe3yJIbTATHBHOCTI BUKOPUCTAHHS JIKAPCbKOI0 32c00y

Tak

Hi

(6ionosiob “Hi” ne
€ npueodom  0ns
HAOAHH3
3a)8adNCeHD
3AS6HUKY)

8.7.1. Um npejcraBieHi naHi MO0 MPAKTUIHOT €PEKTUBHOCTI 200
PEe3yIbTaTUBHOCTI BUKOpUCTaHHS JI3?

8.8. 3ATAJIbHUIA BACHOBOK AHAJII3 EOEKTUBHOCTI/PE3YJIbTATABHOCTI

Taxk

Hi

8.8.1. Un Hagani BUCHOBKH 11010 OPIBHSUIbHOT KIIiHIYHOT e(heKTUBHOCTI? Baxxo
CKa3aTwu/maHux
HEJ0CTaTHBO

9. Onuc NOpiBHSVIbHOI 0e3NeKu

ITPUMITKA: akuio cmpamezis ROUiyKy 00Ka308Ux 0AHUX, W0 CIOCYEMbCA OUIHKU Oe3neKu 3acmocyeanns JI3, cnienadac 3 miero, uio
npeocmasieHo y Yacmuti ananizy KiiHiunoi epekmuenocmi 3as61eno020 JI3 ma ionoeionozo JI3/inuioi meouunoi mexnonocii nopiéHAHHA,
mooi npedcmasnamu 000amKo60 OKpemy cmpamezilo nOuLyKy 0a ouinku 6esnexu zacmocysants JI3 ne nompiono i gionogiono 9.1-9.5

HACMYNRHUX RUMAHb He 3aN06HIOIOMbCA.
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9.1. Yu cpopmynpoBaHe KIIiHIUYHE MUTAHHA 3 BUKOpUCTaHHAM cxemu PICO?

Tak

Hi

Baxxko
CKa3aTwu/maHux
HEIOCTaTHLO

9.2. Yu 3a3HaueHa cTpaTeris mouryky?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEIOCTAaTHHO

9.3. YUu mporec BigOOpPY Ta BHIYyYEHHS TaHUX JUISI CUCTEMATUYHOTO OTJISATY
BUKOHAHUU MPUHAWMHI JIBOMA HE3aJICKHUMH EKCIiepTamMu?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEAO0CTaTHBO

9.4. Yu nepepaxoBaHi BKJIFOUYEHI Ta BUKJIIOUEHI MyOmiKallii 3a pe3ynbTaTaMu
HOIIYKY?

Tak

Hi

Baxxko
CKa3zaTh/JaHux
HEIOCTaTHLO

9.5. Yu Oynu Taki DOCTIKEHHS, SIK1 M1AMAaTH i KpUTEPil BKIIOUCHHS aHaIli3y,
ajie HaBMHUCHO He OyJiu BKJIIOUEHI1 /10 aHami3y?

Jlanuii kpuTepiil BAKOPUCTOBYETHCS ISl BUKITIOUEHHS Takoro (hakTy, 1o
nepeadavae BKIIOUCHHS Y aHAI3 JIUIIIE TOCHTIKEHb 3 «ITO3UTUBHUMM
pe3ynbpTaTaMu Ta HE BKIFOUEHHS JTOCHIIKEHb, K1 TAKOXK ITAMa1at0Th i
KpUTEPIi BKIIFOUEHHS, aJileé MOXKYTh npeacTaButu JI3 y HeraTuBHOMY CBITII.
[TepeBipsieThCst CAaMOCTIHHUM BUKOHAHHSM KOMILIEKCHOTO MOUITYKY BIJIOBIIHUX
JOKEpel

Tak

Hi

Baxxko
CKa3zaTW/maHux
HEIO0CTaTHHO1

He 3acrocoByBanoch
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9.6. Anani3 6e31eKu IPOBEICHU 3a pe3yIbTaTaMuU:

BXKE OIMyOJIIKOBAHOTO CHCTEMATHYHOTO OTJISITY UM METaaHai3y;
CaMOCTIHHO MPOBEACHOI0 CUCTEMAaTUYHOIO OTJISIAY YA METaaHalli3y;
OJIHE JAOCIIDKEHHS: PaHIOMi30BaHe, KOHTPOJIbOBAaHE, KOTOPTHE;
naHux peanbHoi KiiHiuHOT mpakTuk (RWD/RWE).

3a3HauUUTH THUII

9.2. Onyo0/1ikoBaHWI MeTaaHAJIi3 /CHCTeMATUYHUH OTJISA/

92.1. UYu PICO onybnikoBaHOro MeTaaHali3y/CUCTEMAaTHUYHOTO  OIJISIAY
Bignosigae PICO, BuzHauene y po3aini 8§ mogaHoMy 10Che?

Tak
Hi
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9.2.2. 1151 KpUTUYHOI OIIIHKK CHCTEMAaTHYHHUX OTJISIIB, K1 BKIIOYAOTh
panzomizoBaHi Ta/abo HEpaHAOMI30BaHi JOCIIHKEHHS MEUYHUX TEXHOJIOTIH,
BUKOpUCTOBYBaTH iHCTpyMeHT AMSTAR 2.

Jlyist IpoBeIeHHs OIIHKU HEOOX1THO MPOUTH 32 TOCUTIAHHSIM

- https://amstar.ca/Amstar Checklist.php

Pesrome omiHKH pe3ynbTaTiB:

Bucoka — sxoiHOr0 200 OJIMH HEKPUTUYHUIN HEJOTIK: CHCTEMATUIHHUNA OTJIS]
HAJIa€ TOYHE Ta BUUEPITHE PE3IOME PE3yIbTaTiB BKIFOYCHHUX JOCITIKEHb,
NPUCBSYCHUX MMUTAHHIO, 1110 BUBYAETHCS.

[TomipHa — GibIIIe OTHOTO HEKPUTUIHOTO HEJOTIKY: CHCTEMAaTHYHHHA OTJISIIT Ma€e
OlIbIIIE OJTHOTO HEJOJIKY, ajie HeMa€e KPUTHYHUX HeJoMiKiB. B HboMy
MIPEJICTABJICHE TOYHE Pe3tOMe Pe3yiIbTaTiB TOCTYITHUX JOCIIIKEHb, SKi OyIu
BKJIIOYCHI B OTJISIL.

Hu3zbka — o1MH KpUTHYHUHN HEOJIK 3 HEKPUTUYHUMH HEZoTiKaMu abo 0e3 HuX:
OTJISIT Ma€ KPUTHYHUHN HEJIONIK Ta MOKE HE MaTH TOYHE 1 BUYEpITHE pe3toMe
JIOCHIKEHD, 110 BKJIFOUEHI.

Kputnuno Hu3bKa — OiIbIII€ OTHOTO KPUTHYHOTO HEJOMIKY 3 HEKPUTHUHUMU
HeJI0JIiKaMu 200 0e3 HUX: OTJIsi] Mae OUTbIIE OJTHOTO KPUTUYHOTO HEAOJIKa, Ha
HBOTO HE CJIi/I PO3PaXxOBYBATH JJIsl OTPUMAHHS TOYHOTO Ta BUUEPITHOTO PE3FOME
CTOCOBHO BKITIOUYEHHX AOCIIIKEHD.

3a3HaunTH
pe3ysbTar
(HamaHuM y 10ChE Ta
pe3ysbTar
IBTEPHATHBHO
MIPOBEICHOT OI[IHKH )

9.2.3. Yu y3araibHeHi Ta CTaTUCTHYHO 00’ €AHAHI pe3yibTaTH IIOAO0 Oe3MeKu B

oIyOJIIKOBaHOMY MeTaaHalli31 Y¥ CUCTEMAaTUYHOMY OTJIsii?

Tak

Hi

Baxxko
CKa3zaTW/maHux
HEIO0CTaTHHO1

He 3acrocoByBanoch
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9.2.4. Yu KOpEKTHO IHTEPIPETOBAHI Y JOChE pe3ybTaTi MO0 OE3IMeKH 3 Tax
OMyO0JIIKOBAaHOTO METaaHalli3y/CHCTEMATHYHOTO OTJISTY? Hi
9.3. CamocTiiiHO MPOBeJAeHUI 3asiIBHUKOM MeTaaHaJi3/cCucTeMaTHYHU A OTJIsi/I
Tak
Hi
. . . . Baxko
9.3.1. YUu Oyna oliHeHa METO/IOJIOT1YHA SIKICTh BKIFOUEHUX JOCTIIKEHb?
CKa3aTwu/maHux
HEeIOCTaTHHOI

He 34CTOCOBYBAJIOChH

9.3.2. Yu chopmypoBaHi KiHIIEBI TOYKH 3 OE3IIEKN 3aCTOCYBAHHS y METa-
aHaJi31/CUCTeMaTUYHOMY OTJISIIIL [T JocimkyBaHoro JI3 ta JI3/inimoi MeagudHol
TEXHOJIOT11 OPIBHSAHHS 32 IIbOBUM [TOKa3aHHAM?

Tak

Hi

Baxxko
CKa3zaTH/JaHux
HEIOCTaTHHO1

He 3acTrocoByBasioch

9.3.3. Uu B1ANOBIIHI CTATUCTUYHI METOAM BUKOPHUCTAHI JUIsl 00’ € JTHAHHS OKPEMHUX
pe3ynbTaTiB JOCTIIKEHB?

Tak

Hi

Baxxko
CKa3zaTh/JaHuXx
HEJIOCTaTHHO1

He 3acrocoByBanoch

9.3.4. Uu npexacrasneHuii 00’ eAHaHMIl aHAJII3 i iHTepnpeTania OTpUMaHUX
pe3ynbTaTiB 3 O€3MeKH 3aCTOCYBaHHS (OMUC MOOIYHUX PeaKIfii, oIliHKa iX
YaCTOTH, TSHKKOCTI) BiJl KOKHOTO BKJIFOUEHOTO JTOCIIPKEHHS 3 JOCIIHKYBaHUM
JI3 Ta JI3/iH111010 METUYHOIO TEXHOJIOTIE0 TOPIBHIHHA?

Tak

Hi

Baxko
CKa3aTh/gaHux
HEJIOCTaTHLO1

He 3actocoByBasioch
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9.3.5. Yu BU3HAueHI I pe3ysbTaTiB AOBipUl iHTEpBaIN?

Tak

Hi

Baxko
CKa3aTwu/maHux
HEJIO0CTaTHBLOL

He 3actocoByBanoch

9.3.6. Un KOPEKTHO TMpeICTaBlICHI pe3ylbTaTH OE3MEeKH TPU 3aCTOCYBaHHI
nocaimkyBanoro JI3 ta JI3/inimoi MeandHO1 TEXHOJOT1T MOPIBHSIHHS?

Tak

Hi

Baxko
CKa3aTwu/maHux
HEJIOCTaTHLOL

He 3actocoByBanoch

9.3.7. Um BuABICHI BIAMIHHOCTI (BIJHOCHMM pPHU3MK) 3 OC3MEKH MiXK
nocmipkyBanum JI3 Ta JI3/iHII0I0 METUYHOIO TEXHOJIOTIEI0 TIOPIBHIHHSA?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEJ0CTaTHLOT

He 3acrocoByBanoch

9.3.8. YUu npencraBieHi A0AaTKOBI pe3yIbTaTH 3 O€3MEKH 3aCTOCYBaHHS (SKIIIO
BOHM 3aCTOCOBYBAJIUCH) 110 MiArpynam maui€HTiB (a He BCI€T YaCTKH XBOPUX)
TSl OLITHKY TTOPIBHSILHOT Oe3neku Mixk JociipKkyBanuM JI3 ta JI3/inmioro
MEINYHOIO TEXHOJIOT1€0 MOPIBHAHHS?

Tak

Hi

Baxko
CKa3zaTh/JaHuXx
HEJ0CTaTHLOI

He 3acrocoByBanoch

9.4. KOHTPO/ILOBaHi A0CTi/IKEHHSA .

Jannii 0JI0K 3aNIUTaAHBb PO3IVISAAETHCS, AKIIO0 3asBHUK HaaaB Juiue 1 (a0o Oisibiie) paHaoMizoBaHe KOHTPOJIbOBaHe JA0CTiXKEeHHS, 3

Bi/ICyTHICTIO MOKJIMBOCTi MPOBEJAEHHS] METAAHAII3Y/CHCTEMATHYHOTO OTJISILY

*3alMTaHHs Po3p00JIeHi y BUIJIsAI YTOYHIOI4O0I iHpopManii Npo paHA0Mi30BaHi KOHTPOJIbOBAHI 10C/IIKEeHHA
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9.4.1. Yu mocipKeHHS BUBYAIM YiTKO BU3HAYCHE KJITHIYHE MUTaHHS (BU3HAYEHA
JThOBA MOMYJISIIIs, JochimkyBanuii JI3, JI3/iHmma MmeguaHa TEXHOJIOT s
MOPIBHSHHS Ta PE3YJIbTATH 3 OC3MEKH 3aCTOCYBaHHS)?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEeIOCTaTHHO1

He 3acrocoByBasioch

9.4.2. Yu OyB y AOCHII>KEHH] PO3MOALI NAI[IEHTIB 10 TPYI JIIKyBaHHS
paHI0Mi30BaHUM?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEIOCTaTHHO1

He 3acrocoByBanoch

9.4.3. Un y pocniiJKeHH] 10 Malli€HTIB 1 JOCTIAHUKIB 3aCTOCOBYBABCS «CIIMUN
MeTom»?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEeIOCTaTHHO1

He 3acrocoByBanoch

9.4.4. Yu rpyna nocaimxysanoro JI3 ta rpyna JI3/iHmoi MeauyHOi TEXHOOT1{
NOpPIBHSIHHS (AeMorpadiyuHi, KIIHIYHI JaHi Ta 1H.) OyJIu CX0)KMUMHU Ha TIOYaTKy
JOCIIIKEHHA?

Tak

Hi

Baxxko
CKa3zaTH/JaHux
HEJIOCTaTHHO1

He 3acrocoByBanoch

9.4.5. Un y oOpaHHX JOCHIDKEHHSX, AeTaJbHO BU3SHAUEH] JO3YBaHHS, CIIOCIO
BBEJICHHS, YaCTOTa BBEJICHHS, TUTPYBAHHSA 7103 (32 HEOOX1AHOCT1) Ta TPUBAJIICTh
JKyBaHHSA A7 fochimkysanoro JI3 ta JI3/ininoi Mequ4Ho1 TeXHOIOT 1]
MOPIBHSIHHS?

Tak

Hi

Baxxko
CKa3zaTW/maHux
HEIO0CTaTHHO1

He 3acrocoByBanoch

163



CT-H MO3YV 42-9.1:2023

9.4.6. Y nochimkeHHI, MAIllEHTA Yy Tpylax JiKyBaHHS OTPUMYBAIU CYITYTHIO
Teparnio?

Skio Tak, To uyn Oysa BOHa OJJHAKOBOIO?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEeIOCTaTHHO1

He 3acrocoByBasioch

9.4.7. Y nmochimKeHHI po3paxoByBalach CTATUCTHYHA TOTYXKHICTh JOCTIIKEHHS,
po3Mip BUOIpku?

Tak

Hi

Baxko
CKa3aTu/maHux
HEJIOCTaTHLO1

He 3acTocoByBanocs

9.4.8. Y nmocnimkeHH1, SKAW BiJICOTOK BiJl 3araJIbHOT KiJIBKOCTI YYaCHUKIB 200
Ipy1, BKJIOYEHUX B KOXKHY I'PYILY JIIKYBaHHs B JJOCIIJDKEHHI, BUMIIUIN 3
JOCIIJKSHHS 10 OT0 3aBEpIICHHS?

Yu Oynu Taki, 1110 HE 3aBEPILIMIN TOCITIIKEHHS Yepe3 PO3BUTOK OOIUHUX e(EeKTiB,
MOB’SI3aHUX 3 IPUHOMOM J10CIIKYBaHUX JI3?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEJ0CTaTHLO1

He 3acrocoByBanoch

9.4.9. Yu nipe/icTaBieHi OTpUMaHi pe3ynbTaTh 3 O€3IeKU 3aCTOCYBaHHs (OnuC
MOOIYHMX peakiliid, OI[iHKA iX YaCTOTH, TSKKOCTI) I JociiKyBaHoro JI3 Ta
JI3/iH1101 METUYHOT TeXHOJIOT1T TOPIBHAHHA?

Tak

Hi

Baxxko
CKa3zaTH/JaHux
HEJIOCTaTHHO1

He 3acrocoByBasioch

164



CT-H MO3YV 42-9.1:2023

9.4.10. Yu BusiBIICH] BIAMIHHOCTI 3 O€3MEKH 3aCTOCYBaHHS (BITHOCHUHN PHU3UK)
Mix ociimkyBanuM JI3 Ta JI3/iHIIOW0 MEAMYHOIO TEXHOJIOTIEI0 TOPIBHIHHS?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEJOCTaTHHO1

He 3acrocoByBasioch

9.4.11. Yu nipencraBicHi 10AATKOBI pe3yabTaTH 3 0C3MEKU 3aCTOCYBaHHS (SKIIIO
BOHM 3aCTOCOBYBAJIMCH) 110 MIATPyNaM Mami€HTIB (a He BCi€i YaCTKU XBOPHUX )
JUTSI OI[IHKH TTOPIBHSUTLHOT Oe31eku Mixk gociaipkyBanum JI3 ta JI3/inmoro
MEIUYHOIO TEXHOJIOTIE0 MOPIBHAHHS?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEeIOCTaTHHO1

He 3acrocoByBanoch

9.4.12. Uu KOpPEKTHO IHTEPIIPETOBAHI y JOCKE PE3YIbTATI 100 OE3MeKH 3
KOHTPOJILOBAHOTO JIOCIIKEHHS?

Tak

9.5. KoropTHi xocaiKeHHA*.

Jannii 610Kk 3aNIMTaHb PO3IJISAAETHCS, AKIIO 3aABHUK HaAaB jguie 1 (200 Ginbie) KOropTHe JA0CTiIKEeHHs, 3 BiICYTHICTIO MOXKIUBOCTI

NPOBEACHHS MeTA-aHAJI3y/CHCTEMaTHYHOI 0 OTJISIY

*3alUTaHHS Po3p00JieHi y BUIJIAAI YTOUHIOKYO0I iHpopMaLii MPo KOTOPTHI 10C/IiKeHHA
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9.5.1. Ym mocimipKeHHs BUBYAIM YiTKO BU3HAYCHE KJITHIYHE MUTaHHS (BU3HAUEHA
JThOBA MOMYJISIIIs, JochimkyBanuii JI3, JI3/iHmma MmeguaHa TEXHOJIOT s
MOPIBHSHHS Ta PE3YJIbTATH)?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEeIOCTaTHHO1

He 3acrocoByBasioch

9.5.2. YV o00paHuX IOCTIJUKCHHSX 3aCTOCOBYBABCS «CIIMHHA METOA» OI[IHKH
pEe3yJIbTaTy MO0 CTaTyCy BTPYYaHHS?
Axkwo oocniodxcenns pempocnekmugne, mo He 3aCMOCO8YEMbCS

Tak

Hi

Baxko
cKa3aTH/JaHux
HEIOCTaTHHO1

He 3acrocoByBanoch

9.5.3. Yu y oOpaHux JOCHIHKEHHSX MAIIEHTH TPYIH J0ciiKyBaHoro JI3 ta
rpynu JI3/iHIma MequvHa TEXHOJIOT1SI MOPIBHSAHHS HA TIOYATKY JOCIKEHHS OyiH
CXOXuMH (nemorpadivuHi, KJIiHIYHI JaHi Ta 1H.)?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEJIOCTAaTHBLOI

He 3acrocoByBanoch

9.5.4. ¥V 0o0paHuxX AOCHIIKEHHSX, MAIlEHTH Yy Tpynax JIKyBaHHS OTPUMYBaJIU
CYIIyTHIO Teparito?

Skmio Tak, To uyu Oyna BOHa OJJHAKOBOIO?

Tak

Hi

Baxxko
CKa3zaTh/JaHuXx
HEJIOCTaTHHOI

He 3acrocoByBasioch

9.5.5. Uu BpaxoBaHi 0OCHOBHI crioTBopiotoui (hakropu (confounding factor) mpu
aHaJIi31 pe3yynbTaTiB 3 O€3MEeKH 3aCTOCYBaHHA?

Tak

Hi

Baxxko
CKa3zaTW/maHux
HEIO0CTaTHHO1

He 3acrocoByBasioch
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9.5.6. Y 0OpaHux AOCTIKEHHSIX pO3paXxOBYyBaJlach CTATUCTUYHA MOTYXHICTh
JOCIIJKeHHS, po3Mip BUOipKu?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEJOCTaTHHO1

He 3acrocoByBasioch

9.5.7.Y obpaHuX JOCIiIKEHHSX, SIKUA BiICOTOK MAaIli€HTIB 200 KOTOPT,
BKJIIOYEHUX B KOXKHY I'PYILY JOCIIIKEHHs, BUOYIIM 10 3aBEPLICHHS JOCHIHKEHHS?
UYu Oynu Taxi, 10 HEe 3aBEPIIMIH JTOCIIIKEHHS Yepe3 PO3BUTOK MOOIYHUX eEKTiB,
MOB’SI3aHUX 3 MIPUHOMOM J0CHiKyBaHuX JI3?

Ao docniodicenns pempocnekmuene, mo He 3aCmoco8yeEmbCsl.

Tak

Hi

Baxko
CKa3aTwu/maHux
HEJIOCTaTHLOL

He 3acTocoByBanocs

9.5.8. Un mpexacraBieHi OTpUMaHl pe3yabTaTH 3 OE3MEKU 3aCTOCYBAaHHS (OIHC
noOIYHUX peakilii, OIiHKa IX YacTOTH, TSDKKOCTI) Juis IochimkyBaHoro JI3 Ta
JI3/iH11101 METMYHOT TEXHOJIOT1] MOPIBHSAHHS?

Tak

Hi

Baxxko
CKa3zaTH/JaHux
HEJIOCTaTHHO1

He 3acrocoByBanoch

9.5.9. Yu BusABNEHI BIAMIHHOCTI 3 O€3MEKU 3aCTOCYBaHHS (BIIHOCHUN PU3MK) MIXK
nocaimkyBanuM JI3 ta JI3/iH1010 MEIUYHOO TEXHOJIOTIEN NOPIBHAHHSA?

Tak

Hi

Baxko
CKa3aTh/maHux
HEJIOCTaTHLO1

He 3acrocoByBanoch
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9.5.10. Yu mipeacTaBieHi 10AaTKOBI pe3ybTaTH 3 OC3MEKU 3aCTOCYBaHHS (SKIIO
BOHHM 3aCTOCOBYBAJIMCH) 110 MiATPYNaM NauieHTiB (a HEe BCi€i YaCTKU XBOPHUX)
JUTSL OLIIHKY TTOPIBHSILHOT Oe3neku Mk nociipkyBanum JI3 ta JI3/inmoro
MEINYHOIO TEXHOJIOTI€I0 MOPIBHAHHS?

Tak

Hi

Baxko
CKa3aTwu/maHux
HEJIOCTaTHBLOL

He 3actocoByBanoch

9.5.11. Uu KOpPEKTHO IHTEPIIPETOBAHI Y JOCKE PE3YIAbTATI 1100 OE3MeKH 3
KOTOPTHOT'O JAOCTiKEHHS?

Tak

9.6. Henpsime nopiBHAHHS

Januii 0JIOK 3aIMTaHb PO3IJISIAAETHCS, SIKIIO 3asiBHUK HAJaB HenpsiMe NOPiBHAHHA Y BUIIAJKY, SIKIIO NPSMi NOPiBHAJIbHI
BUNIPOOyBaHH4 i3 3asiBjieHuM JI3 Ta JI3/iH1010 MeJHYHOI0 TEXHOJIOTI€0 OPIBHAHHSA BiACYTHI, HENPHUILYCTUMI

9.6.1. Yu HenpsiMe MOPIBHAHHS MPOBEICHE 3a IOMOMOTOI0 3arajibHOT
KOHTPOJIBHOI TpYyNH. SIKIIO TaK, TO YU OOTPYHTOBAHA aKTYAJIbHICTh CIIJIBHOTO
JI3/iH11101 METMYHOT TEXHOJIOT1] MOPIBHSAHHS?

Tak

Hi

Baxko
CKas3aTh/gaHux
HEAOCTaTHHO

9.6.2. Un HenpsiMe MOPIBHSAHHS IPOBEJCHE 3 3aCTOCYBaHHSIM METO/IB!

pocTe NOPIBHSAHHS JOCTIKeHb 0€3 BTpY4aHHs (aHTIJI. naive comparison);
MOPIBHSIHHS 3 TPYIOI0 ICTOPUYHOTO KOHTpOouto (aHri. benchmarking with historical
controls);

MOPIBHSHHS PE3YJbTATIB JOCHIDKEHHS TICIs KOPUTYBAaHHS BIIMIHHOCTEH B
XapaKTepUCTHKaxX Kareropii mamientiB (anrn. matching-adjusted indirect
comparison).

3a3HaunTH METOA
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Tak
. . . Hi
9.6.3. U BUKOHAHO JI0JaTKOBUN CUCTEMAaTUYHUN MONUIYK JTOCHIJIKEHb IS Baskko
HEMPSMOTO MOPIBHSHHS?
CKa3aTu/maHux
HEJOCTaTHHO1
Tak
) . ) Hi
9.6.4. Uu 6azyBaioch HENpsiME MOPIBHSIHHS (CHCTEMATHYHUHN OTJISsI/I/MEeTaaHai3) Baskko
Ha MOPIBHSJIBHUX AOCTIKEHHSIX Ta UM BKIIFOYAIH L1 JOCTIIKEHHS TaKy kK camy
) . ) CKa3aTu/maHux
JI3/innry MequuHy TEXHOJIOTII0 TIOPIBHSIHHSA? N
HEIOCTATHLOI

He 3acTtocoByBasioch

9.6.5. Uu Oynu rpynu NMaiieHTiB TOPIBHIOBAHI Y BKITFOYSHUX JOCIIKCHHSX ?

Tak

Hi

Baxko
CKa3aTwu/maHux
HEJIOCTAaTHHO1

9.6.6. Un nopiBHIOBaHI XapaKTePUCTUKH JOCiKyBaHOTro JI3 y BKIIOUEHUX
JIOCHIUKEHHX ?

Tak

Hi

Baxko
CKa3zaTH/JaHuXx
HEJ0CTaTHLOI

9.6.7. Un mHamaranucst JOCIIAHUKH BUSIBUTH Ta BKJIIOYUTH BCl BIAMOBIAHI
pangomizoBaHi KiiHIYHI qocnimkenns (PKJI)?

Tak

Hi

Baxko
CKa3zaTh/JaHuXx
HEJO0CTaTHHO1

9.6.8. Uu Oyna oliHeHa METOIOJIOTIYHA SIKICTh BCIX BKIFOUEHUX JTOCIIKEHb?

Tak

Hi

Baxko
CKa3aTh/gaHux
HEeJIOCTaTHLO1
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9.6.9. Uu iCHYIOTh CHUCTEMAaTH4HI BIIMIHHOCTI B MO (iKaTOpax ePeKTy
JiKyBaHHS (TOOTO 0a30BHX XapaKTEPUCTHKAX MAIli€HTa YM JOCIIHKEHHX, SKi
BIUTMBAIOTh Ha €()eKT JIIKYBAaHHS) y BKIIOYCHUX JTOCIIKCHHSX ?

Tak

Hi

Baxxko
cKa3aTH/JaHux
HEIOCTaTHHO1

9.6.10. Un KOpEKTHO BUKOHAHE HEMPSME IMOPIBHIHHS?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEIOCTaTHHO1

9.6.11. Yu Oyno nanane rpadiyne abo TabiauuHe MpeICTaBICHHS MEPEX 10Ka3iB,
IO MICTUTH iH(POPMAILIiIO PO BCI KITIHIYHI AOCHTIHKEHHS, BKIIOYCHUX B HETIPSIME

MOPIBHSHHS?

Tak

Hi

Baxko
cKa3aTH/JaHux
HEIOCTaTHHO1

9.6.12. Un HaBe1eHO pe3yIbTaTH OKPEMHX KITIHIYHHUX J0CI1IKEHb, BKIIFOYEHUX B
HenpsiMe MOPIBHSAHHS?

Tak

Hi

Baxko
CKa3zaTH/JaHuXx
HEJ0CTaTHLO1

9.6.13. Yn KOpEeKTHO MpECTaBIEHI PE3yJbTaTH OKPEMUX KIIHIYHUX JOCIIIKEHb,
BKJIIOYEHUX Y HENpsSMe MOPIBHIHHS 7

Tak

Hi

Baxko
CKa3zaTW/maHux
HEIO0CTaTHHO1
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Tak
Hi
9.6.14. Yu cipaBeIIMBI Ta BUBAKECHI BUCHOBKH? Baxko
cKa3aTH/JaHux
HEJ0CTaTHLOI
9.7. lonaTkoBa indopmanis 3 Oe3nexku
Tak
9.7.1. Un nanauna iHpopmMaIlis moA0 TUILY Ta YaCTOTH MOOIYHUX peaKIliil, mo Hi
MOXYTb OYIKYBAaTUCS Y KIIHIUHIN MPaKTHIII TP 3aCTOCYBaHHI 3alIPOIIOHOBAHOTO Baxko
JI3 ta JI3/inmoi MenuuHOT TEXHOJIOT1T MOPIBHSHHS MPU MTOKa3aHHI, 1110 CKa3aTwu/maHux
pOo3rIIsiIa€ThCs? HEJI0CTaTHHOL

He 34CTOCOBYBAJIOCH

9.7.2. manmana iHpopMaIlis o0 OyIb-SIKUX MUTaHb OC3MEKU, BUSIBICHIX
PEryJIATOPHUMH OpraHaMH, 1[0 KOHTPOJIOIOTH OE3MeKy JiKapChbKOro 3aco0y
(manpuxnan, EMA, FDA, lleatp moniTopunry BOO3 m.Yrmncana) ta/abo 3a
BJIACHUMH pe3yJIbTaTaMU 3/1iiCHEHHS (hapMaKoHarsy ?

Tak

Hi

Baxko
CKa3zaTh/JaHuXx
HEJIOCTAaTHBLOI

He 3acrocoByBanoch

9.7.3. Uu npeacTaBisATH AaHi 31 3BITIB PO NOOIYHI peakiii JiKapchbKOro 3aco0y,
1HII11 MOOIYHI ABUIIA, MIATOTOBJIEHI (papMalleBTUUHUMHU KOMIaHIsIMH Y hopMi
PETYJISIpPHO OHOBJIIOBAHOTO 3BITY 3 0€3IEKH JIIKapChKOT0 3ac00y, J03BOJEHOTO JI0
MeanuHoro 3actocyBanHs (PSUR)?

Tak

Hi

Baxko
CKa3zaTh/JaHuXx
HEJIOCTAaTHBLOI

He 3acrocoByBanoch
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9.7.4. Un npexacrapiieHa 3asBHUKOM OIIIHKA CITIBBIJHOIIECHHS «KOPUCTH/PUBUK
3arpoInoHOBaHoro JI3, Mo miaTBep/Kye, 0 KOPUCTh epeBakae HaJl pU3UKaMU?

Tak

Hi

Baxko
CKa3aTwu/maHux
HEJIOCTaTHBLOL

9.8. JlaHi 11010 MPAKTUYHOI e(peKTUBHOCTI 200 Pe3yIbTATHBHOCTI BUKOPUCTAHHS JIKAPCHKOI0 3ac00y

9.8.1. Um nmpexacraBineHi JgaHI OO0 MPAKTUYHOI EPEKTUBHOCTI  abo
pe3yNbTaTUBHOCTI BUKOpUCTaHHS JI3?

Tak

Hi

(6i0no6iob “Hi” He
€ npugooom  0ns
HAOAHH5
3aysaxnceHd
3AS6HUKY)

9.9. AT AJIbHU BUCHOBOK anaisy nopiBHsUIbHOT 6e3meKkn

9.9.1. Yun HajiaH1 BUCHOBKH I110JI0 MOPIBHSIBHOT Oe3MeKu?

Tak

Hi

Baxko
CKa3zaTH/JaHuXx
HEJ0CTaTHLO1

I11. Po3pnin papmakoeKoOHOMIYHOIO aHAJII3Y

10. Onuc aHuX HI0A0 NOPIBHAJIBHOI BAPTOCTI Ta e()eKTUBHOCTI BUTPAT 3asiBJ1eHOr0 JI3 crocoBHO BinmoBiaHoro JI3/inmoi meauunoi

TEXHOJIOTii MOPIiBHSIHHSA B KOHTEKCTi MOKA3aHHsI, OJAHOI0 Y 3asBi

10.1 ®akTrnynmnii a00 o4iKyBaHHi piBeHb ONTOBO-BIANYCKHOI HiHM B YKpaiHi Ha 3asBJIeHHI JiKapcbKUil 3aci0 Ta HiHN y peepeHTHUX
kpainax (B Pecny6uini IMoasma, CaoBanbkiii Pecny6uini, Yechkiit Pecny6uini, JlaTBilicbkiii Pecny0uini, Y ropmmni)
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10.1.1 Yu xopekTHO 3a3Ha4eHO (PaKkTHUYHUN a00 OUIKyBaHUU PiBEHb ONTOBO- Taxk

BIJITyCKHOI [iHK B YKpaiHi Ha 3asBienuii JI3? Hi
Taxk
Hi

10.1.2 Yu kopeKTHO 3a3HAYCHO IiHU peepeHTHUX Kpain?

(6i0nosiov “Hi” ne
€ NPUBOOOM 015l

HAOAHHS
3ay8asiceHd
3AS6HUKY)
10.2 3asiBjieHa niHOBa NPONO3MILList
10.2.1 Yu kopeKTHO HaJaHO [IHOBY MPOIO3UIIit0, iIKa OyJia BUKOpUCTaHA MPU Tax
Hi

poBeIeHH] PapMaKOEKOHOMIYHOTO aHaTi3y?

10.3 Pe3yabtatu apMaKoeKOHOMIYHOTO aHATI3y 3 OOIPYHTYBAHHSM MeToAy (GapMaK0eKOHOMIYHOI0 aHAMI3y i MOKA3HUKIB KJIiHIYHOI]

e(peKTMBHOCTI, 10 BUKOPUCTAaHi y (papMaKoeKOHOMIYHOMY aHai3i.

10.3.1 Yu xopekTHO Oyn0 006paHo MeTo (apMaKOEKOHOMIUYHOTO aHallizy? I];aK
i

10.3.2 YUn miaATBEpAXKYIOTh 1aH1 KITHIYHUX JOCIIIKEHb Kpally ado 0OHAKOBY Tax

e(eKTUBHICTb 3asBJICHOT MEJUYHOI TEXHOJIOT1i MOPIBHIHO 3 TEXHOJIOTIEI0 i

MNOPIBHSIHHS?

10.3.3 Yu noka3HUKU KIiHIYHOI €()eKTUBHOCTI, B TOMY YHCII TOKa3HUKU Tak

kopucHocTi (utility), mo Oynu BUKOpHCTaHi B papMaKOEKOHOMIYHOMY aHai3i, € Hi

MOCITIJOBHUMH 3 IOKa30BUMU JTAHUMU, HAJIAHUMU B KITHIYHOMY PO3/1i?
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10.3.4 Yu nokazHuku npodisto 6e3mek, mo Oyau BUKOPUCTaHI B

. .. . Taxk
(hapMaKOEKOHOMIYHOMY aHaJli31, € MOCI1JOBHUMHU 3 JaHUMHU HaJJaHUMHU B i
KIIIHIYHOMY pO3iJi?

10.3.5 Yu kommaparop, 1o OyB BUKOPUCTAHHUM B (papMaKOECKOHOMIYHOMY aHai3i, Tax
€ TIOCIIJOBHUMH 3 KOMIIApaTOPOM, IOJI0 SKOTO OyJI0 HaJaHO OOIPYHTYBaHHS B i
KJIIHIYHOMY PO3/11J1i?
10.3.6 Yu 3asBHUKOM OyJ10 OOIpYHTOBAHO BUOIp IIH AJI1 MEAUYHOI TEXHOOT 1] Tak
HOPIBHSHHS? Hi
10.3.7 Yu Oyno BimoOpaxxeHO yci akTyallbHi Ta Ba)JIUB1 KaTeropii BUTPAT, 110 Tax
BUKOPHUCTaHI y (hapMaKOEKOHOMIYHOMY aHai3i? Hi

. .y . Taxk
10.3.8 Yu Oyno oOpaHo KaTteropii BUTpAT y BiANOBIIHII MepCreKTUBi? i
10.3.9 Yu Oy1no po3’sCHEHO MiJIX1] pO3paxyHKy BUTPAT Ta YU OyJI0 HAJaHO Taxk
MOCWJIAHHS Ha JjaHi MI0J0 PO3PaxyHKY BUTpAT? Hi
10.3.10 Yn KOpeKTHO IPOBEACHUM PO3PAXyHOK NPSIMUX MEAUYHUX BUTpAT Ha Tax
KypC JIIKyBaHHS Ha OJTHOTO TAIlIEHTA 3asBJICHOI0 MEAMYHOIO TEXHOJIOTIEO (B i
OKpEeMUX BUNAJIKaX — Ha MICSIYHUHN Ta pIYHUHA Kypc JIIKyBaHH)?
10.3.11 Yu KOpeKTHO NIPOBEAECHUM PO3PAXyHOK NPSIMUX MEAUYHUX BUTpAT Ha Tax
Kypc JiKyBaHHS Ha OAHOTO MAI[i€eHTa MEAMYHOIO TEXHOJIOTI€I0 MOPIBHIHHS (B i
OKpPEeMHX BUIAJKaX — Ha MICAYHUI Ta pIYHUN Kypc JTIKyBaHHS)?
10.3.12 Yu Oyno BpaxoBaHO y IPSIMUX MEAMYHUX BUTpATaX HA 3asBICHY Taxk
MEAMYHY TEXHOJIOT1I0 BUTPATH Ha JIIKyBaHHS [MOOIYHUX peaKiii? Hi
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10.3.13 Yu Oys0 BpaxoBaHO y MPSMUX MEAUYHUX BUTpATaX HA MEIUYHY
TEXHOJIOT1I0 IOPIBHAHHS BUTPATH HA JIIKYBAaHHS MOOIYHUX peaKiiii?

Tax
Hi

AHaJji3 MiHiMi3anii BUTpPAT (3alIOBHIOETHCS Y TOMY BHIIAAKY, SIKIIO 3asiBHUKOM 0YyJI0 00paHO MeTo MiHiMi3auii BUTpaT)

Uwu B KIIIHIYHOMY PO3AUTI IOCKE HAAAHO IMiATBEPHKEHHS, 1110 TOPIBHIOBaH1 Tak
MeANYHI TEXHOJIOT1] MalOTh OHAKOBY KJIiHIYHY €()EeKTUBHICTH? Hi
Yu B KIIIHIYHOMY PO3iNIi JOChE HAAAHO MIATBEPIKEHHS, 1110 TIOPiBHIOBaHI Tak
MEIUYHI TEXHOJIOTIi MatOTh OJTHAKOBUH Mpodisib Oe3rmeKu? Hi
Yu KOPEKTHO MPOBEICHO PO3PAXyHOK PI3HHUIII BUTPAT MiX IMOPiBHIOBAHUMHU Tak
TEXHOJIOTISIMU? Hi
Yu KOpeKTHO 00paHO MEAMYHY TEXHOJIOTII0, III0 Ma€ HalMEHITy BapTicTh? I];aK
i

10.4 Pe3yabTaTH 3MO01€JIbOBAHOI0 aHAJI3Y 3 iHpOpMaLicI0 PO IHKPeMEHTAJbLHNI MOKA3HUK e)eKTHBHOCTI BUTPAT (CHMIBBIIHOIICHHS

JI0IATKOBHUX MOKA3HUKIB BUTPAT Ta KiIiHiYHOI epekTuBHOCTI, ICER).

Mopeab nepexoay cTaHiB

10.4.1 Yu BianoBijgae aiarpama CTpyKTYpH MOJIEINI IPUPOJAHOMY Iepediry Taxk
3aXBOPIOBAHHS, SIKE PO3IJIAIAETHCS? Hi
10.4.2 Uu KOpeKTHO MEPEHECEHO J1aH1 MI0JI0 KIHIIEBUX TOYOK 3 KJITHIYHOTO Taxk
PO3LTY B MOAEIH? Hi
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. . Taxk
10.4.3 Yu KOpeKTHO HAJAHO YACOBUI TOPU3OHT MOIeTi? i
. 0 Tax
10.4.4 Yu KOpeKTHO 0OpaHO TPUBATICTD IIUKITY MOJAEHTI? Hi
i
10.4.5 Yu Oyno mpo30po MpeacTaBIeHO HMOBIPHOCTI MEpEX0 Iy MiXK CTaHAMU B Taxk
pamkax mozeni? Hi
10.4.6 Yu Oyno mpeacTaBieHo Ta OOIpyHTOBAHO BIAMOBIIHI AeMorpadiuHi Ta
eMiIeMIOJIOTIHI JIaH1 TTOYaTKOBOI IPYIIH MAIlI€HTIB, BKIFOYAIOYH PO3ITOJILIT Tak
MOYATKOBOI IPYIU MAIIEHTIB 32 CTaHaMU 370pOB’si? (TOOTO, YK MOXKHA Hi
BU3HAYUTH, YH 1€ MOJCIH 3aXBOPIOBAHOCTI UM TOMTUPEHOCT] 3aXBOPIOBAHHS?)
10.4.7 Yu Oyno HasaHO JaHi OI0JI0 BAPTOCTI Ta Pe3yIbTATIB JIKYBaHHS 1010 Tak
KOKHOT'O MapKOBCBHKOTO CTaHy MOJeNi? Hi
10.4.8 Yu Oyno po3paxoBaHo B Mojeni nmokazHuku QALY (poku xKuTTH, Tak
ckopuroBasi 3a sikicTio) Ta LYG (onani poku KuTTs)? Hi
. . Tak
10.4.9 k1o 1e AOUIIBHO, YU BUKOPUCTAHO KOPUT'YBAaHHS HaNl1BLUKITY? i
10.4.10 Yu Oyno npoBeeHO AUCKOHTYBaHHS MOKa3HUKIB BUTpAT Ta Tax
edexTuBHOCTI? Hi
10.4.11 Yu 6yB po3paxyHOK IHKPEMEHTAJIBHOTO KOoe(ilieHTY e(heKTUBHOCTI Tax
Hi

Butpar (ICER) HaaHO KOPEKTHO, Ta UM MOKHA HOTO BIATBOPUTH?
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10.4.12 Yu Oyno B aHami3i 4yTIMBOCTI BpaXOBaHO yCi HETOUYHO BU3HAYEHI Tax
napaMmeTpH, U0 3HAYHUM YMHOM BIUIMBAIOTh HA pPe3yiabTaTu? Hi
10.4.13 Yu migkpiruTro€Thcsi BACHOBOK aHATI3y YYTIMBOCTI HAJIEKHOIO Ta Tax
PO30POI0 METOOJIOTIE? Hi
10.4.14 Yu niaTBepAMIM PE3YIIbTATH aHATI3Y YYTIUBOCTI OOTPYHTOBAHICTh Tax
BHCHOBKY €KOHOMIYHO{ OI[IHKU? Hi
: - : Tax
10.4.15 Yu Hagano onuc miaxony 1o Baiigarii Mmoaesni? Hi
10.4.16 Yu Oymo nmpeacTaBiIeHO OOMEKEHHS €eKOHOMIYHOT OMiHKU? (TOOTO, 9r 1X Tax
Hi

He OyJI0 MpuxoBaHo?)

Mogaean aepesa l'[pP[ﬁHHTTﬂ piIlIeHb (38HOBH]0€TI>CH Y TOMY BHIIAARY, AKIIO 3AaABHUKOM 6y.]'[0 oﬁpaﬂo MOJCJIb I€epeBa HpHﬁHﬂTTﬂ pilIIeHb)

Taxk
Mogens Oyina nipeacTasieHa rpadiyHo? Hi
Yu Oyrno mpencTaBiIeHO BiAMOBIAHI JeMorpadivHi Ta emiIeMioNoriuHi JaHi Tax
MOYaTKOBOI IPYIU MAll€HTIB? (HAPUKIIAJ, BIK, CTaTh, PIBEHb 3aXBOPIOBAHOCTI) Hi
Yu Oy1o npencTaBieHO HMOBIPHOCTI KOKHOT'O By3J1a, BKIIIOUAIOUH iXHI Tax

Hi

HoCuIaHHA?
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UYu Oyno naHi mo10 BapToOCTi Ta pe3ybTaTiB JIKYBaHHS 32 KOXKHOIO KiHIIEBOIO Tax
TOYKOIO MIPEACTABICHO MPO30pPO? Hi
0 Taxk
Yy KOPEeKTHO MPOBEIEHO PO3PaXyHOK 3a pe3yJIbTaTaMU MOJEIOBAHHS Hi
11. Pe3yaibTaTu aHaJIi3y BILIMBY HA NOKA3HUKH OKO/KETY
11.1 Yu Gy7no Hale)KHUM YMHOM PO3PaxOBaHO KUIBKICTh MAIli€HTIB Ta Yu OyI0 Tax
O0OrpYHTOBAHO METOJ MiAPaXyHKY? Hi
11.2 Yu 3MiHIOETHCS LILTHOBA MOMYJIALIS NAI[IEHTIB 3 4acoM (UM € KOropTa Tak
BIZIKPHUTOIO)? Hi
11.3 Y KOPEKTHO MPEICTABICHO AaHi MIOA0 CePeHIX MPSIMUX MEIUYHUX BUTpAT | Tak
Ha ojHoro namieHTa TA Ha HIbOBY MOMYJISIIO IS aHATI3y BIUIMBY Ha Or0/KeT? Hi
. . Tak
11.4 Yu KOpEeKTHO BU3HAYEHO CEPEIHIO TPUBANICTh KypCy JIIKyBaHHs, 1110 Oyna i
BUKOPUCTAHA JJIsl aHATI3y BIUIMBY Ha OIOJKET?
He 3actocoByeThes
. . . Tak
11.5 Uu KOpeKTHO 3a3HaU€HO OYiKyBaHY KUIbKICTh TOBTOPIOBAHUX KYpPCIB i

JIKyBaHHS, 1110 OyJia BUKOpPHCTaHa JJis aHali3y BIIUBY Ha OOKeT?

He 3actocoByeTnes

11.6 Uu KOpeKTHO 3a3HaueHO nepeadauyBaHU OPIYHUM BIUIMB HA MOKAa3HUKU Tax
oromxeTy? Hi
11.7 Yu npoBoAMBCS aHaJi3 YyTIUBOCTI MO BIAHOIIEHHIO /10 aHANi3y BIUIMBY Ha Tax
Oro/KeT? (HampuKIIal, KUTbKICTh MAII€HTIB, 103a Ta TPUBAIICTH JIIKYBaHHS, Hi

OXOIUICHHS PUHKY TOI.I.[O)
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11.8 Yu Oyno mpencraBieHo 0OMEXESHHs aHai3y BIUUBY Ha Otoxket? (ToOTO, unt |  Tak

ix He Oys0 MpUXOoBaHO?) Hi
Tak
Hi

11.9 Skmio y BUCHOBKAX JOCTIIHKCHHS 3asBIISIETHCS PO MOJKIIMBI 3a01Ia[KEHHS, Baxxko

Y1 ICHYE peasibHa MOXKIIUBICTD iX 37100yTTs AJs TNIaTHUKA B YKpaiHi? CKa3aTH/IaHuXx
HE0CTaTHbO

He 3acrocoByeTnes

12. KopoTkmuii onuc pe3yJbTAaTiB JOKA30BUX JAHUX 100 KJIiHIYHOI e)eKTHBHOCTI Ta e()eKTUBHOCTI BUTPAT, AHAJI3Yy BIUIUBY HA

NMOKA3HUKH 610}:[)KeTy

12.1. Yu onuc pe3yabTaTiB JOKa30BHUX JaHUX II0JI0 KIIHIYHOT €)eKTUBHOCTI Ta
e(eKTUBHOCTI BUTPAT, aHAJI3y BIUIMBY Ha MOKA3HUKHU OIOJIKETY IPEICTaBICHO I10

BCIM mapamerpam?

Tak
Hi

13. Onuc pe3yabTaTiB NPOBEAEHOI0 AaHANI3Y BIJIMBY 3asIBJIEHOI0 JiKaAPChKOI0

3aco0y Ha opraHisauiio

HaJaHHA MECINIHHUX MOCJIYr

13.1. U1 KOpeKTHO HaJaHO aHali3 BILUIUBY 3asiBiIeHOro JI3 Ha opranizaiito Taxk

HAJaHHS METUYHUX MOCTYT? Hi

13.2. Yu 3a3Ha4uB 3a4BHHK B 3as1Bi, 1110 B MyHKTax 10-13 nocke MicTUTHCA Tax
Hi

1H(popMmallis 3 0OMEKEHUM JTOCTYIIOM?
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[IpumiTKH Ta BUCHOBOK EKCIIepTa
miciis mpoBeeHHs (axoBoi
EKCIIePTU3H 3asiBH Ta JOCHE

Bianosigao g0 nocranosu KMV Big 23 rpyans 2020 p. Ne 1300 mix yac mpoBeaeHHs (haxoBOi eKCIEPTU3U
3 METOI0 YTOUHEHHs JaHuX Ta (a00) iHpopmalii ynoBHOBakeHUi opran 3 aepkaBHoi OMT mosxe 1Ba pa3u
3BEpHYTHCS /IO 3asIBHUKA 3 MIPOXaHHIM MoJaTu Homy npotaroM 30 KaleHAapHUX JHIB JOJATKOBI JaHi Ta
(a60) indopmarriro, HEOOXiTHI ISl TPOBEACHHS EKCIIEPTH3H.

Ha o6rpyHTOBaHE NMMCHMOBE MPOXaHHS 3asiBHHKA 3a3HAYEHUU CTPOK MOXKEe OyTH MpoAoBkeHO 10 60
KaneHaapHux AHiB. CTpok mpoBeaeHHs (HaxoBOi eKCIEPTU3H HE BKIIOYAE Yac, HEOOXITHUMN /IS TIOJaHHS
3asBHUKOM YITOBHOBaXEHOMY Ooprany 3 nepkaBHoi OMT nonpatkoBux gaHux ta (ab6o) indopmarrii.

VY pasi HenoJaHHs JTOJAaTKOBUX JMaHUX Ta (abo) iHdopmalii y 3a3HaUY€HUH CTPOK 3asBa 3aJIMIIAETHCS 0e3
PO3TIISAAY, IPO IO YIIOBHOBAXKECHMI opraH 3 AepkaBHoi OMT nmucbMOBO MOBiIOMIISIE 3aIBHUKY MTPOTATOM
10 po6ouux aHiB. [Ipu oMy monepeaHbo ofiepxaHa yIIoBHOBRXKEHUM OpraHoM 3 jiep:kaBHoi OMT omnata
3asIBHUKY HE TTOBEPTAETHCS.

VY pasi koM 3asBa Ta JIOCHE II0JI0 BiJMOBIIHOI MEIWYHOT TEXHOJIOTII 3alMIIeH]I 0€3 PO3TIIsALy, 3aiBHUK
MO’K€ TIOBTOPHO TOJIATH JI0 YIIOBHOBAXXCHOTO oprany 3 jaepkaBHoi OMT 3asBy Ta IoChe MO0 HEl B
YCTaHOBJICHOMY IMOPSIIIKY.
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