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BCTYII

Ominka mennunux TexHonorid (health technology assessment) (mami — OMT)
BIJIMIOBITHO /1O OHOBJICHOI peaKilii TepMiHy MIKHAPOAHUMHU €KCIIEpTaMU PO 1IIbHIX
Oprasizaiiii — MDKIUCHUIUTIHAPHUHN MpoIIeC, IKU BUKOPUCTOBYE TOUHI METOIU TS
BU3HAYCHHS IIIHHOCTI MEIUYHOI TEXHOJIOTIi Ha PI3HMX eTamax ii KUTTEBOTO IMHUKITY 3
METOI0 HaJlaHHA 1HopMalii Uil TPOLeCy YyXBaJCHHS pIillleHb [Js CHPHUSHHA
CIIpaBeIINBIM, €(h)eKTUBHIN Ta BUCOKOSKICHIA CHCTEM1 OXOpOHH 370poB’s. LliHHICTB
MEJUYHOI TEXHOJIOT1i MOKe OyTH BH3HAUEHA IUIIXOM BUBYCHHS MepeadadyBaHUX Ta
Herepen0ayyBaHUX  HACHIAKIB 11  BUKOPHUCTAHHS TIOPIBHAHO 3  ICHYIOUHMMH
anpTepHaTUBaMu. 1l BUMIpH BKJIIOYAIOTh KJI1HIYHY €(EKTHUBHICTh, O€3I1eKy, BUTPATH
Ta EKOHOMIYHI HACHiJK{, €THU4YHI, COIllajbHI, KyJIbTYpHI Ta TMpaBOBI IUTaHHS,
OpraHi3alliifHi Ta eKOJIOT14H1 aCEKTH, @ TAKOXk OUIbIII ITUPOKI HACTIAKU JJIs MMAIIEHTA,
PO/IMYIB, OMIKYHIB Ta HACEJICHHS. 3arajibHa LIHHICTh MOYE 3MIHIOBATHUCS 3aJICAKHO B1J]
00paHoi MEepCHEKTUBH OLIHKH, 3aI[IKaBJICHUX CTOPIH Ta KOHTEKCTY YXBAJICHHS PILIECHb

[1-3].

AHanizyroud npoOjieMd Ta BHKJIMKH, TOB’SI3aHI 13 3aJIOBOJICHHSIM TOTpEO
HaceJeHHs y €e(pEeKTUBHUX, O€3NEYHUX Ta TOCTYMHUX JIKApChKUX 3ac00ax, BeecBiTHS
oprasizaiisi oxopoHu 370poB’sa (nani — BOO3) po3pobuina JOpOoxKHIO KapTy 100
JIOCTYIy JIO JIIKapChbKUX 3aco0iB Ta BakiuH Ha 2019 — 2023 poku [4]. Ognum i3
CTpaTeriuHuX 3aBAaHb JOPOKHBOI KapTH € MPOLEC 3aKyMiBIl Ta BIJUIKOJYBaHHS
BapTocTi (peiMOypcarrii) JikapchbKuX 3ac001B, KWW Ma€ 31HCHIOBATHCS Ha OCHOBI
JIOKA30BHX JIaHMX, 3a pe3yiabTatamu mnpoBeneHHs OMT. ®opmyBanHs abo
PO3IIMPEHHS PETYIISATOPHUX MEPETIKIB JTIKAPCHKUX 3aC001B BUMArae ClpoMOKHOCTI Ta
KOMITETEHTHOCTI Il BIPOBA/KEHHS HAa HaIllOHAIBbHOMY piBHI pe3ynbrariB OMT y
JIOKaJIbHUI KOHTEKCT Ta 1X BUKOPUCTAHHSA AJis yxBajeHHs pimeHb. OMT — cyyacHuit
Ta HEOOXIJHUWA IHCTPYMEHT Mg 1H(GOPMYBAaHHS pIlIEHb OO0 PalliOHAIBHOIO
pPO3MOJLTY Ta BUKOPUCTAHHS (DIHAHCOBUX PECYpCIB y c(hepl OXOPOHU 310POB’s, KU
3aCTOCOBYETHCS MICHS €TaIly PeecTpallii Ha pUHKY JIIKapChKUX 3ac001B.

MixHapoJHUN TOCBIJ MOKAa3ye, 10 0arato nepegoBUX MIKHAPOIHUX MPAKTUK
OyJ10 po3po0bJieHo 11010 pizHUX ckiagoBux OMT (mpiopuTu3sariis, po3pooka, cTparerii
MONIYKY JIAHUX, OTIIil BIPOBA/KEHHS), a TAKOXK — opraHizariitnux acnektie OMT ta
BHUMIPIOBAHHS BIUIMBY 3aCTOCYBAHHSI LIbOTO 1HCTPYMEHTY.

3 2005 poky B €Bpomi mparoe €Bporeiichbka Mepeka 3 OIIIHKA MEIUYHUX
texHosorii (European network for Health Technology Assessment, EUnetHTA) 3
METOI0 OMNTHUMI3allli BUKOPUCTAHHS PECYPCIB CHUCTEM 1 3a0e3MeyeHHs CHiBIpaIl y
chepi OMT msixoM po3poOKH, BIIPOBAIKEHHS Ta BUKOPUCTAHHS 3arajJbHOTO HAO0OPY
IHCTPYMEHTIB, METOJiB, JOKYMEHTIB, OHJIAfH-PECYPCiB, CBOEYACHOI i €(PEeKTUBHOI
peanizalii 3arajgbHOi cTpaTerii Ta O13Hec-Moieel 151 eKOHOMIT (DIHAHCOBUX PECypCiB
Ha perioHajlbHUX, HalllOHAJIBHUX Ta eBponeiicbkkoMy piBHsAX. EUnetHTA crBOpmia
taki mpoektu: basoBa momenr HTA Core Model® Tta 6a3y naHux, sika MICTHUTh
3arutaHoBaHl Ta gitoui mpoektd (Planned and Ongoing Projects), kepyrouuch
nupekTuBoro €Bponapiamenty 2011/24/EU mono coipnparii y chepi OMT ta 06MiHy
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HAYKOBO-TIPaKTHYHOIO 1H(pOpMali€lo Mk kpaiHamu €Bporneiicekoro Coro3y (mam —
€C). EUnetHTA naniuyBana nonan 80 opranizamiii-naptaepis i3 30 kpain €Bpomnu, B
TOMY YHCIi yIOBHOBa)XeHMI opraH 3 jaepxkaBHoi OMT B Vkpaini ta Excriepraumii
KOMITET 3 BIAOOpY Ta BHUKOPUCTAHHS OCHOBHHMX JIKapChbKuX 3aco0iB MiHicTepcTBa
OXOPOHHU 37I0pOB’s1 YKpainu (BTpaTuB YMHHICTE y 2022 p.), sSIKi CTaJIA acOIiHOBAaHUMU
yenamu y 2018 — 2019 pp [2].

Hosuit Pernament €C 2021/2282 mono OMT nabyB umHHOCTI 11 ciunsa 2022
POKY Ta 3acTocoBYeThbes 3 12 ciung 2025 pokKy 3 METOH CHPHUSHHS MOKPAIICHHIO
JOCTYIHOCTI Ji71s1 maiieHTiB €C 1HHOBAIIMHUX TEXHOJIOT1H y chepi OXOpOoHU 3710pOB’s,
TaKuX SIK JIKapChKi 3aCOOM Ta MEeBHI MEIUYHI BUPOOH, 3a0e3neuyBaTuMe e(PeKTUBHE
BUKOpPUCTaHHA pecypciB 1 mokpamuTh skictb OMT y Bcix kpainax €C. Hosuii
PernamenT 3abe3nedyye mpo30py Ta I1HKIIO3UBHY CTPYKTYPY ULUISIXOM CTBOPEHHS
KoopnuHaniifHOi Tpyny HallOHaJIbHUX a00 pPEriOHANIbHUX OpraHiB BIAIH, MEPEXKI
3aI[1KaBJIEHUX CTOPIH Ta BCTAHOBJICHHSI IPABUJI YYaCTI] MMAL1€HTIB, KJITHIYHUX €KCIIEPTIB
Ta IHIIUX BIAMOBIAHUX EKCIEPTIB y CHUIBHUX KJIIHIYHUX OIlIHKaX Ta CHUIBHUX
HAyKOBUX KOHCYNBTAIISX. 3aCTOCYBaHHS JAaHOTO PETJIaMEHTY TaKOXX 3MEHIIUTH
nyOmOoBaHHS 3yCWib Ui HalloHainbHUX opra”iB 3 OMT ta iHaycTpii, cnpusarume
nependayyBaHOCTI O13HECY Ta 3a0€3MEeYUTh JOBIOCTPOKOBY CTIMKICTh criBmpail €C 3
OMT. HoBuii PernameHT 3aMiHIO€ TMOTOYHY CHUCTEMY, 3aCHOBAaHY Ha JIOOPOBUIbHIN
Mepexi HarioHabHuX opradiB Biaaau (HTA Network), 1 mpoekTHe criiBpoOITHUIITBO,
o ¢irancyerbes €C (Joint Actions EUnetHTA) 13 mocTiitHOI0 OCHOBOFO JIJIsl CIT1IBHOT
podotu. HoBa cTpykTypa OXOIUTIOE€ CIUIbHI KIIIHIYHI OIIIHKH, CHUTHHI HAyKOBI
KOHCYJIbTaIll1, 1MeHTU(]IKAIlII0 HOBUX MEAMYHUX TEXHOJIOT1 Ta JO0OpOBUIbHY
criBmparto [5].

Cepen 33 kepiBHUX HACTaHOB 3 (PapMaKOCKOHOMIYHUX JOCIIKEHb y 0a31 TaHUX
«DapMaKOEKOHOMIYHI ~pekomeHAalii y BcboMy CBITD («Pharmacoeconomic
Guidelines Around the World») MixaapoaHoro ToBapucTBa (papMaKOCKOHOMIYHUX
JIoCHikeHb Ta pesyibTariB JiikyBaHHs (The Professional Society for Health
Economics and Outcomes Research, ISPOR) € 30kpema 12 HacTaHOB (Hanpukiam, y
Anrnii, [otnanaii, Icnanii, [Tonpuii Ta iH.) MO0 TpaBUJl MOJAHHS 3asB/I0CHE 3
METOIO0 3aKyIIiBII a00 BIAIIKOyBaHHS BApPTOCTI JIKapChKUX 3aco0iB. 111 HacTaHOBU €
crenuGigHUMH TS KpaiHu Ta € oQIiIiHHIMHI KEPIBHUMU MPUHITUIIAMH 11010 BUMOT JI0
3asB/IOCKE 13 pO3AUIOM (hapMaKOCKOHOMIYHOI OINIHKH 1 BHUKOPHUCTOBYIOTHCS
BIJIMOBITHO JI0 3aKOHOJABCTBA KpaiHU yCIMa 3aIlIKaBIEHUMU CTOPOHAMHU TMPOIECY
OMT [6].

B Vkpaini tepmin OMT 3acTocOByeThCsl y 3Ha4Y€HHI, HABEACHOMY y 3aKOHI
VYkpainu «OCHOBHU 3aKOHOAABCTBAa YKpaiHM MPO OXOPOHY 310poB’si». Ilpouenypy
JIepKaBHOI OIIHKA MEJAUYHUX TEXHOJOTIM BU3HaueHO [lopsakoM mpoBeneHHs
JIepKaBHOI OIIHKA MEIMYHMX TEXHOJOTIM, 3aTBEp/KEHUM TMocTaHOBOI0 KabiHery
MinictpiB Ykpainu Bix 23 rpyans 2020 poky Ne 1300 [7].

3 orjsay Ha BHINEBUKIAJICHE, JOLUUIBHUM € BIPOBAPKCHHS Ta JWHAMIYHE
OHOBJICHHS JIaHOiI HACTAaHOBU B YKpaiHi, III0 MICTUTh TaApPMOHI30BaHi 3 MOJOKEHHSIM
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BIJIMOBITHUX MDKHAPOJIHUX HACTAHOB, B ToMy unciii €C, HacTaHOB IHINIWUX KpaiH Ta
aKTyali30BaHl peKOMEH/Iallii 11010 TuTaHnyBaHHs 1 mpoBeaeHHs OMT, B Tomy uuncii ans
MPE/ICTABICHHS OTPUMAHHX pe3ynbTaTIB JOCHTIKEHHS Y 3asBl 1 IOChE HA BKIFOYCHHS
JIlKapCbKOFO 3aco0y 10 perynATOpHIX MIEPEITIKIB, SKi BUKOPHCTOBYIOTCS JUIsL
3aKyIMmiBedh 3a JIEpXKaBHI KOINTH, IMJATOTOBKM BHCHOBKIB 1 pPEKOMEHJAIlIN
YIIOBHOBaXEHUM OpraHoM 3 AepxkaBHoi OMT B YkpaiHi 3a pe3ynbprataMu eKCIIEPTU3H
3asiB 1 I0Ch€, OLIIHKMU 3a 3BepHeHH:IM MO3 Ta BukopuctanHs pe3ynbrariB OMT mis
yXBaJICHHS PIIICHb Ta PeaJIbHOI KITHIYHOT TPaAKTHUKHU.

[Is HacranoBa po3poOieHa Ha mifcTaBl HactaHoB 3 OMT, npuitsatux B €C,
Benukiit bputanii, CIIA, a came:

European network for Health Technology Assessment Joint Action 2 — HTA Core
Model 3.0 (bazoBa Mozenbs €Bponeiicbkoi Mepexi 3 OI[IHKK MEIMYHUX TeXHOJI0T1i 3.0)

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

(HactanoBa €Bpomneicbkoi Mepexi 3 OI[IHKM MEIUYHUX TexHoyorid ‘“Metoau
CKOHOMIYHHUX OI[IHOK B CHCTEMi 0XOpoHH 310poB’s”) [8];

Guidelines for conducting Health Technology Assessment (HTA). AOTMIT.
Version 3.0. Warsaw, 2016 (HactanoBa 3 mpoBeJIeHHS OILIHKYA MEITUYHUX TEXHOJIOT1H.

ATEHTCTBO 3 OIIIHKA MeIMYHUX TexHouorii 1 Tapudis [lonbmi. Bepceis 3.0. Bapmiasa,
2016) [9];

NICE health technology evaluations: The manual, 2022 (ITociOHUK 3 OIlIHKH
MEIUYHUX TeXHOJIOTiH HallloHamsHOTO IHCTUTYTY OXOPOHU 370POB’S 1 IOCKOHAIOCTI
Mean4Hoi gonomoru, 2022) [10];

Guide to the processes of technology appraisal. National Institute for Clinical
Excellence (NICE), 2018 (HacTanoBa 1100 MpoueciB OMIHKK MEAUYHUX TEXHOJIOT1H.

HanionanbHuil 1HCTUTYT OXOpPOHHM 3J0POB’S 1 JOCKOHAJIOCTI MEIUYHOI JOMOMOTH,
2018) [11];

Guide to the methods of technology appraisal. National Institute for Clinical
Excellence (NICE), 2013 (HactanoBa 11010 METO/IB OIIHKA MEAUYHUX TEXHOJIOTIH.
HamioHaibHUN 1HCTUTYT OXOPOHU 3JI0POB’Sl 1 JOCKOHAJIOCTI MEIUYHOI JIOMTOMOTH,

2013) [12];

Addendum to the Guide to the methods of technology appraisal. National Institute
for Clinical Excellence (NICE), 2017 (JlomaTok 10 HaCTaHOBH IIIOJI0 METOIB OIIIHKH
MEIUYHUX TeXHOJIOTiH. HarioHanpHU 1HCTUTYT OXOPOHHU 370POB’S 1 JIOCKOHAJTIOCTI
mMeaunaHol goromoru, 2017) [13];

Institute for Clinical and Economic Review (ICER). 2020-2023 Value
Assessment Framework. 31 January 2020 (IHCTHUTYT KIIHIYHMX Ta €KOHOMIYHHX
nocaimkerb (ICER). Cucrema ominku miHHocti Ha 2020-2023 pokn) [14];
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Zorginstituut Nederland (ZIN). Guideline for economic evaluations in healthcare,
2016 (Imctutyt oxoponu 3mopoB’s Hinepnmanais (ZIN). HactanoBa 3 mpoBeneHHS
OLIIHKH €KOHOMIYHO1 JOIIIBHOCTI B cdepi 0XopoHu 3710poB’s, 2016) [15].

Opranizartis, BimoBigadbHa 3a If0 HacTaHOBY, — MO3.

[{s HacTaHOBa MICTUTH TOJIOKEHHS, 10 BiJIMOBIIAI0Th YUHHOMY 3aKOHO/IaBCTBY
Ykpainu.

BianosigHo no nmocranoBu Kabinety MinictpiB Ykpainu Big 23 rpynus 2020
poky No 1300 «IIpo 3arBepmxennst Ilopsiaky mnpoBeneHHs JEp>KaBHOI OIHKH
MEIUYHUX TEXHOJOri» HacTaHoBa 3 AepkaBHOi OMT s jikapchkux 3aco0iB €
HOPMATUBHUM JIOKYMEHTOM, SIKMM MICTUTh PEKOMEHJalli M[0J0 MPOBEICHHS
nepxxkaBHoi OMT 3 ypaxyBaHHSIM BUIAJIKIB, MACTaB ISl i1 MpoBeeHHA Ta (a00) BUTY
3asiBJIEHOI MEIMYHOI TEXHOJOrii Tomo. /[aHa HacTaHOBa MICTUTh METOIOJOTIYHY
1H(pOopMaIlio JUisi BAKOPUCTAHHS yciMma 3aliKaBiIeHUMHU cTopoHamu npouecy OMT B
VYkpaiHi, a came — JUisl BUKOHaBULIB Ta KopucTyBauiB OMT: 3asBHUKIB, Cy0’€KTIB
rOCIOJAPIOBAHHS, SIKI TOTYIOTh 3as1BH 1 JOCHE ISl BKJIFOUEHHS JIIKAPCHKUX 3aC001B J10
PEryJATOPHUX TEPENiKiB JKapChKUX 3ac001B; 0cCi0, sKI MNPUUMAIOTh PIlICHHS,
YIOPABIIHIIB, MJATHUKIB; YIOBHOBaXXEHOro oprany 3 aepxkaBHoi OMT B VYkpaiui,
CTPYKTYpPHHMX MiAPO3JUIIB 3 TUTaHb OXOPOHM 3A0pOB’s oOmacHux Ta KuiBchkoi
MICBKOI JIepKaBHHX aJMIHICTpalliid; HayKOBO-TIEJIarOTI1YHUX IMPaIiBHUKIB 3aKJIaJliB
BUINOI OCBITH, JIIKapiB, (apMaleBTUIHUX IPaIliBHUKIB, MAI[IEHTCHKUX OpTraHi3alii
TOILIO.

[Is HacTaHoBa cTocyeTbcst Metopoioriynux mpuHimmnie 3 OMT. [lonoxxenns
HAaCTaHOBM BiJIOOpa)kKarOTh TapMOHI30BaHI MI>KHAPOJIHI peKOMEHAIlli Ta MiAX0au 10
OMT, siki 0a3yloThCs Ha OCTAHHIX HAYKOBUX JOCHIDKCHHSX y I Taiy3l 3HAHb.
JloTprMaHHSI TIOJIO)KEHb 1[1€i HACTAHOBM 3aLlIKABJIEHUMHU CTOPOHAMH CHPUSITHME
IJIaHyBaHHIO 1 mpoBeaeHHI0 OMT HaneXHUM YMHOM Ta ONTUMi3yBaTUME IPOBEICHHS
€KCIIEPTU3H 3a5B 1 JOChE, & TAKOXK CIHPUATUME MOKPALUIEHHIO JTOCTYIYy MALIE€HTIB 10
e(EeKTUBHUX, OE3MEUHUX Ta EKOHOMIYHO JOLIIbHUX JIIKAPCHKUX 3aC00IB B YKpaiHI.

[IpaBoBuii cTaTyc 1€l HACTAHOBU BIJMOBIJA€ MPABOBOMY CTaTyCy BIAIOBIIHUX
3aKOHOJJABYMX AaKTIB Ta IHIIMX KepiBHUX JoKyMeHTIB €C, 30kpema JlupektuBu
€pponeiickkoro [lapmamenty ta Pagu €C 2011/24/EU “Illogo mpaB mari€eHTiB y
CUCTEMI TPaHCKOPJOHHOI 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 rapmonizoBaHO po3poOIIECHY
HacTaHoBy [16]. Takuii MiKHApOIHUH MiAXia 10 MPaBOBOIO CTATyCy OiIBIIOCTI
HAyKOBUX HACTAHOB BUKJIAJICHO Y TOKYMEHTI €BPOIEHCHKOTO 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» (IIpomenypa moa0 HacTaHOB Ta
CYNMyTHIX JIOKyMeHTIiB €Bpornelicbkoro Coro3y B paMmkax (papMaieBTUYHOTO
3akoHoAaBcTBa, 2009), skuil BpaxoBye mno3uiito €Bponeicbkoi Kowmicii 1mo/10
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KaTeropusailii HopMaTUBHUX JOKYMEHTIB, a TAKOX 1HIINX KepIBHUX TOKyMeHTIB €C 3
ix po3pobnenns [17].

COEPA 3ACTOCYBAHHA

[Is nHacTaHoBa BH3HAYAE€ METOJOJIOTIYHI TPHHIMMNHN (PEKOMEH/AIi) II00
npoBereHHss OMT nns iHbopMmyBaHHS pimieHb 3 (PiHAHCYBaHHS 1 3aKyIiBelb
JIKapChKUX 3aco0iB 3a JepKaBHI KOINTH, a camMe — IATOTOBKHU 3asB 1 JOChE, iX
EKCIIePTU3H, OIIIHKM 3a 3BepHeHHsM MO3 Ta OIIHKM pe3yJbTaTiB aHaJi3zy
MOPIBHSUIBHOT KJIIHIYHOT e(EeKTUBHOCTI, O€3MEeKH Ta EKOHOMIYHOi JOLUIBHOCTI
JIKapChKUX 3acO00IB 3 METOK 1X BKJIIOYEHHS [0 pEeryJaTOPHUX TIEPETiKiB
(HarmionanbHOTO Tepesniky OCHOBHMX JIKapChbKHUX 3ac0o01B Ta/abo 70 TepenikiB, 10
3aKyMOBYIOThCSI 32 KOILUTH JIEPKaBHOTO OOJKETY JUIsi BUKOHAHHS Iporpam Ta
31MCHEHHS LICHTPaII30BaHUX 3aXO0/IIB 3 OXOPOHU 3/I0POB’SI TOIIIO).

[{s HacTaHOBa po3po0ieHa 3 METOI0 BUKOHAHHS noctaHoBU Kabinety MiHicTpiB
VYkpainu Big 23 rpyaus 2020 poky Ne 1300 «IIpo 3atBepmxenns [Hopsinky npoBeaeHHs
JIep>KaBHOI OLIIHKA MEIUYHUX TEXHOJIOT1» Ta 3acTocoByeThes Ayist OMT nikapcbkux
3aco0iB. ba3oBi Moja0KeHHS HAacTaHOBM 3 JiepkaBHOI OMT 1uisl mikapchbKuUX 3aco01B
MOXYTh OYTH 3aCTOCOBHUMH JI0 MPOIIECY, €TaIiB, 0a30BUX METOO0JIOTYHUX M1IXO/IIB
npoBefeHHss OMT 1 s 1HIIKMX MEAUYHUX TEXHOJOTIM, 10 HE € JIKAPChbKUMHU
3ac00aMu.

HacTtanoBa pekoMeHay€eThCs BCIM 3alliKaBICHUM CTOPOHAM, a CaM€ BUKOHABIISIM
Ta KopuctyBauaM OMT: 3asBHUKaM, Cy0’€KTaM rocrnofaproBaHHsl, K1 TOTYIOTb 3asBH
1 IOCh€ JJI BKJIIFOYCHHS JIIKAPCHKUX 3aC001B 10 PEryISATOPHUX TMEPEITiKiB; KePIBHUKAM
y cdepi OXOPOHM 370POB’S Ta JEP:KaBHOTO YIPABIIHHS, YNPABIIHIM, IJIaTHUKAM;
YIOBHOBa)XEHOMY Oprany 3 aepkaBHoi OMT B YkpaiHi, 110 MPOBOJAUTHh €KCIIEPTU3Y
3asB 1 gocke 3 OMT, ouiHky 3a 3BepHeHHsSM MO3; CTpyKTYpHUM MiIPO3ALIaM 3
NUTaHb OXOpPOHH 370poB’st oOmacHux Ta KuiBCbKOI MICHKOI J€p>KaBHHUX
aAMIHICTpaIliil; HayKOBO-TIEJAAroriYyHUM TMpalliBHUKaM 3akKJaJiB BHUILIOI OCBITH,
JiKapsaM, (hapMalleBTHUHUM TpaliBHUKAM, THCTUTYTaM IPOMAaITHCHKOIO CyCI1IbCTBA,
TOILIO.

HOPMATHUBHI IOCUJIAHHSI
[{s HacTaHOBa MICTUTh HOPMATHUBHO-TIPABOB1 Ta HOPMATHBHI MTOCHJIAHHS HA:

1. 3akon Yxkpainu Big 19 xoBtHs 2017 poxy Ne 2168-VIII «Ilpo aepkaBHi
(iHaHCOBI TapaHTii MEIUYHOIO OOCIYrOBYBaHHS HacelIeHH [7];

2. IlocranoBa KaGinery MinictpiB Ykpainu Bix 5 rpynus 2018 poxy Ne 1022
«IIpo 3arBepmxeHHst JlepkaBHOi cTpaTerii peamizaiiii  Jep>KaBHOI TMOJITHKA
3a0e3MeueHHs HaceJIeHHs JIIKapChbKUMHM 3aco0amu Ha niepion a0 2025 poky» [18];

3. IloctanoBa Kab6inety MinictpiB Ykpaiau Big 23 rpyaas 2020 poxy Ne 1300
«[Ipo 3arBepmkenHs llopsaky TmpoBeneHHS JAEpP)KaBHOI OIIHKK  METUIHHUX
TexHosjoriiy [19];
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4. Guideline European network for Health Technology Assessment. Methods for
health economic evaluations — A guideline based on current practices in Europe, 2015
(HactanoBa €Bpomeiicbkoi Mepexi 3 OIIHKH MEIWYHUX TEeXHOJoTiH «MeTtoau
CeKOHOMIYHUX OIIIHOK B CHCTEMI OXOpPOHM 3[I0POB’Sl — HAcTaHOBAa 3aCHOBaHA Ha
IOTOYHIN MpaKkTHIli B €Bporri», 2015) [8];

5. Access to new medicines in Europe: technical review of policy initiatives and
opportunities for collaboration and research (Jloctyn 10 HOBHX JiKapChbKUX 3aCO0IB Y
€BpoI1i: TEXHIYHUM OTJISIT 1HIIIATHB 11010 MOJITHK Ta MOKJIMBOCTEH JIJIs CITIBIIpAIli Ta
JOCITIIKeHb, BeecBiTHsI opranizaiiist oxopouu 310pos’st). WHO. — 2015. 184 p. [20];

6. European network for Health Technology Assessment Joint Action 2, Work
Package 8. HTA Core Model version 3.0 (bazoBa monens €Bpornelicbkoi Mepexi 3
OILIIHKK MeIUIHKMX TexHouorii 3.0) [2];

7. Guideline European network for Health Technology Assessment Endpoints
used for Relative Effectiveness Assessment: Clinical Endpoints, 2015 (Hacranosa
€BponenchKkoi Mepexi 3 OIIHKM MEIUYHUX TEXHOJOTiIM “BUKOpuCTaHHS KIHIEBHUX
TOYOK JJIS OIIIHKHU BiAHOCHOT e(peKTUBHOCTI: KIIiHIYHI KiHIeBi Toukn”, 2015) [21];

8. Guidelines for preparing submissions to the Pharmaceutical Benefits Advisory
Committee (PBAC) Version 5.0 September 2016. (HactanoBa 3 miaroTroBku 3asiB 10

KoHncynbratuBHoro komitery i3 (apmarieBTuuHuUX mepeBar ABcrpanii. Bepcis 5,
Bepecens 2016) [22];

9. European Medicines Agency (EMA). Guideline on the investigation of
subgroups in confirmatory clinical trials, 2014 (€Bporneiicbke areHTCTBO 3 JIIKAPCHKUX
3aco0iB. HactanoBa 3 AOCHIDKEHHS MIATPYN Y MIATBEPUKYIOUHUX KITHIYHHX
BUNpoOyBaHHsX, 2014) [23];

10. Guidelines for conducting Health Technology Assessment (HTA). AOTMIT.
Version 3.0. Warsaw 2016 (HactanoBa 3 mpoBeJIeHHS OLIIHKA MEAUYHUX TEXHOJIOT1H.
ATEHTCTBO 3 OI[IHKU MeIUYHUX TexHoJoriH 1 Tapudis [Toawmn. Bepcis 3.0. Bapiiaga,

2016) [9];

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

12. Cochrane Handbook for Systematic Reviews of Interventions version 6.3
(update February 2022), 2022. ([oBimauk Kokpana st mpoBeIeHHS CUCTEMaTHYHIX
OB IHTEePBEHIIH, Bepcis 6.3, 2022) [25];

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

14. EUnetHTA Guideline: comparators and comparisons: Direct and indirect
comparisons. Adapted version, 2015 (HactanoBa €Bporelicbkoi Mepeki 3 OL[IHKH
MEAMYHUX TEXHOJIOT1H: KOMIIApaTOpH Ta MOPIBHIHHS: TIPSIME Ta HEMPsIME MTOPiBHSIHHI.
AnanToBana Bepcis, 2015) [27];
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15. Consolidated Health Economic Evaluation Reporting Standards 2022
(CHEERS 2022) Explanation and Elaboration: A report of the ISPOR CHEERS II
Good Practices Task Force. Husereau D, Drummond M, Augustovski F, et al. // Value
Health - 2022. No25(1):10-31 (CrammapTd KOHCOJIIJIOBaHOi 3BITHOCTI 3
(bapmMakoeKOHOMIYHOTO aHaizy) [28];

16. ISPOR Task Force «Budget Impact Analysis — Principles of Good Practice:
Report of the ISPOR 2012» (CneuianizoBana po6oua rpymna ISPOR «AHnaii3 BIUBy
Ha OF0JDKET — IPUHITUITA HaJIeXHOT npakTuku: 3BiT ISPOR, 2012) [29];

17. NICE health technology evaluations: The manual, 2022 (ITociOHuUK 3 OI[IHKH
MEJIMYHUX TEXHOJIOT1M HallloHaIbHOTO IHCTUTYTY OXOPOHHM 3JI0POB’S 1 JOCKOHAJIOCTI
MeIn4yHOi Jqoromoru, 2022) [10];

18. Guide to the processes of technology appraisal. National Institute for Clinical
Excellence (NICE), 2018 (HacTanoBa 11040 MpoueciB OMIHKK MEAUYHUX TEXHOJIOT1H.

HamioHaJibHUM 1HCTUTYT OXOPOHU 3JI0POB’Sl 1 JOCKOHAJIOCTI MEIUYHOI JIOMOMOTH,
2018) [11];

19. Guide to the methods of technology appraisal. National Institute for Clinical
Excellence (NICE), 2013 (HacTaHoBa 110,10 METO/IIB OIIIHKH MEIWYHHX TEXHOJIOTIH.
HamioHaibHUM 1HCTUTYT OXOPOHHU 3JI0POB’Sl 1 JOCKOHAJIOCTI MEIUYHOI JIOMOMOTH,

2013) [12];

20. Institute for Clinical and Economic Review (ICER). 2020 — 2023 Value
Assessment Framework. 31 January 2020 (I[HCTHTYT KIIIHIYHHUX Ta €KOHOMIYHHX
nocmimkenb (ICER). Cuctema ominku 1inHocTi Ha 2020 — 2023 pokwu) [14];

21. Resolutions on Health Technology Assessment WHA67.23. — WHO. — 2014.
(Pe3osrortist 3 oriHku MeauaHUX TexHosorii, 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
(dupextuBa €poneiicekoro Ilapmamenty Ta Pagu €C 2011/24/EU Illono mpas
NAIEHTIB Y CUCTEMI TPaHCKOPAOHHOI CIIBIpAIli 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 ocHOBHUX JiKapChbKHX 3ac00iB Ha
piBHI Kpainu: Buxopucrtanns ba3oBoro mepesiky OCHOBHUX JIKapChbKUX 3aco0iB
BOO3 mjis OHOBIIEHHS HAI[IOHAIBHOTO TEPENIKY OCHOBHHMX JIKAPChKUX 3ac00iB B
eMoXy YHIBEpCAIbHOTO OXOIICHHS MOCITyTaMu 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 (HacranoBu 3
CKOHOMIYHOT OI[IHKK MeIuuHuX TexHoJorii B Ipmanmii, 2020) [32].

25. Zorginstituut Nederland (ZIN). Guideline for economic evaluations in
healthcare, 2016 (Iactutyr oxoponu 3mopoB’ss HimepnmaunmiB (ZIN). Hacranopa 3
MPOBEJICHHS OI[IHKK €KOHOMIYHOT IOIIJILHOCTI B cdhepl oxopoHu 310poB’si, 2016) [15].
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26. Doctrine de la commission de la transparence (CT) de la Haute Autorité de
santé (HAS). Principes d’évaluation de la CT relatifs aux médicaments en vue de leur
acces au remboursement, Adopté par la CT le 15 février 2023. Jloktpuna Kowmicii 3
IUTaHb IPO30POCTI BUIINOIO OpraHy 3 IUTaHb OXOPOHU 3A0poB’s y DpaHiii.
[TpuHLIMIN OIIHKK JiKapchbKuX 3aco0iB KoMiciero 3 mUTaHb MPO30pOCTi 3 METOIO X
BKJIFOUEHHSI JI0 TIepeIiKy mpenaparis, M0 MiJISIraloTh BIAIIKOYBAaHHIO, IPUHHATI 15
motoro 2023 poky [70].

BU3HAYEHHS TEPMIHIB
VY 1iii HaCTaHOBI TEPMIHHU BXKHBAIOTHCS Y TAKOMY 3HAYCHHI:

AJIbTEPHATHBHA BAapTiCTh IHBECTYBaHHS B MEIUYHY TEXHOJOTII0 (aHTJI.
opportunity cost) — HiHHICTb, sIKa CTBOPIOETHCS IHITUMHM IIPOTPaMaMu y chepi OXOPOHH
3I0pOB’sl, sIKi € 3aMiHeH1 (ab0 HE 3acTOCOBaH1) BHACIIJIOK BIPOBAKEHHS HOBOI
TEXHOJOT1l. AJTbTEPHATUBHY BAapTICTh MOXKHA OIIHUTH BU3HAYMBINA KOPHUCTH JIs
3JI0pOB’s, sIKa MOTJIa OyTH JOCSTHYTOIO, SIKII0 O BUTpaTH OyJIM BUTPAyYE€Hl1 Ha Kpally
HACTYIIHY aJIbTePHATUBHY TEXHOJIOTIIO.

AHaniz edexruBHocTi BuTpaT (aHri. cost-effectiveness analysis) — meton
(apMaKOEKOHOMIYHOTO aHali3y, KM Ja€e 3MOTy MOpPIBHIOBaTH SIK BUTPaTH, TaK 1
pe3ynbTaTH  BUKOPHCTAHHS  ajJbTEPHATUBHUX  MEIWYHHX  TEXHOJOTIH, 10
BUMIPIOIOTHCA, SIK MPABWIO, B KIIHIYHMX IMOKAa3HUKaX (HAMPUKIAJ, JOJaHl POKHU
JKUTTS, 3aroOiraHHs CMEpTi, YHHUKHEHHS 1H(MapkTy abo momepemkeHl BUIMAIKU
3aXBOPIOBAHHS).

AHnauni3 pimens (anrn. decision analysis) — KUIBKICHMM TIAX1A y TPUAHSATTI
pilliecHb B yMOBaxX HEBHU3HAYEHOCTI, JI¢ BCl PEJICBAaHTHI €JIEMEHTU pIIICHHS —
anbTEPHATUBHI Jii, WMOBIPHICTh TOJIN 1 CTaHW 3IOPOB’S, KINHIYHI Ta €KOHOMIYHI
MOKA3HUKHU — MEPEKOHIUBO MPECTABIICHI Y MOJENI.

AHaJi3 yyTauBocTi (aHTIL. sensitivity analysis) — croci0 OLliHKA HEBU3HAUEHOCTI
B pe3yJbTaTax EKOHOMIYHUX OI[IHOK. HeBU3HaueHICTh MOK€ BUHUKHYTH uepe3
BIJICYTHICTh JJAHUX, HETOYHI OL[IHKM MapaMmeTpiB (MapaMeTpuiyHa HEBU3HAYEHICTD),
reTepOreHHICTh, BapiaOENbHICTh Ta CTPYKTYPHY HEBU3HAUYEHICTh (HEBU3HAYEHICThH B
CTPYKTYypi Mojeii). AHali3 YyTJIUMBOCTI JO3BOJISIE OILIHUTU Yy3arajibHEHICTh
pe3yabTaTIB MIO0 1HIINX YMOB.

Baratodakropumii aHajiz wyrimBocti (anri. multi-way simple sensitivity
analysis, scenario analysis) — oriHka BIUIMBY Ha pe3yJbTaT JBOX Ta OibIie
OIIIHIOBAHMX TMAPaMETPIB, 10 3MIHIOIOTHCSI OJTHOYACHO.

BasginnicTh - 371aTHICTH pe3ynbTaTy BUMIPIOBAHHS a00 MOCHIKEHHS OyTH
TOYHHM 1 BUTBHUM B1J] YIIEPEHKEHOCTI (CUCTEMATUIHUX TTOMUJIIOK).

Buyrpimunsa BajgignicTs (anrir. internal validity) - 3gaTHiCTE auW3aiiHy
JOCITIDKEHHST  BIIOOpa)KaTH  CIPaBXHIA MNPUUYMHHO-HACTIAKOBUM 3B'S30K  MIXK
BTPYYaHHSM 1 €(peKTOM ITPU KOHKPETHUX 00CTaBUHAX JOCIIIKEHHS. SIKIII0 BHYTPIIIHS
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Oprasizaifisi JOCTIPKEHHS TMPU3BOJIUTH 0 BUKPHUBIICHHS OIIIHKM BHUMIPIOBAHHSA, 1€
O3Hauae, 10 TAKOMY BHUMIPIOBaHHIO OpaKye BHYTPIIIHBOT BaJIiTHOCTI.

Buxpusienns pe3yabrartiB (anria. confounding factor) — dakrop, mo
BUKPUBIISiE (CIOTBOPIOE) PE3yJbTAaTH 1 BILUTUBAE SIK HA 3AJIEKHY, TaK 1 HA HE3AJICKHY
Bi HBOTO 3MIHHY BEIMYMHY, II0 BHUKJIMKA€E HEBIpHUU 3B’A30K. Hampukmnan,
BUKPUBIICHHS (CIIOTBOPEHHS) PE3YJbTaTIB y JOCHIIKEHHI BUHUKAE TOJM1, KOJH
CTIOTBOPIOETBCA €(PEeKT JKapChKOrO 3aco0y Ha pe3yabTaT JiKyBaHHS d4epe3 HOro
3B'SI30K 3 MIEBHOIO TPYIOI0 HACEJICHHS a00 1HIINUM JIIKAPChKUM 3ac000M, ab0 1HIIIHUM
YHHHUKOM, SKHA MOXXE BIUIMHYTH Ha PE3yJIbTaT, HE3aJeKHO Bifl JOCHIKYBaHOI
TEXHOJIOT1.

JuckontyBanHs (anri. discounting) — MeToa BU3HAYEHHS IIHHOCTI BUTpAT 1
pe3yNbTaTIB JIKyBaHHs, SKI BiAOYBaTUMYTbCAd Yy MaillOyTHbOMY. [IMCKOHTYyBaHHA
JT03BOJISIE OLIIHUTH TENEPIIIHI BUTPATH, KEPYIOUUCHh IEPEKOHAHHSAM IIPO TE, 11O JIFOIU
BIJIIAIOTh ME€peBary pe3yJsibTaraM JIIKyBaHHS a0o0 IpolllaM ChOTOJIHI Y MOPIBHSAHHI 13
MaiOyTHIM YacoM. Butpatu 1 pe3ynbTatu JiKyBaHHs, OTPUMaH1 CbOTOJIHI, € 3a3BUYA
OUIBII [IHHUMH, HIXK Y MalOyTHbOMY.

HMiarpama «forest plot» (anra. «forest plot») — cmoci® mnpenacraBieHHS
pe3yNbTaTiB, 30KpeMa CUCTEMATHYHOTO OISy Ta MeTa-aHamizy. OLIHKK e(eKTiB
JIKYBaHHS 13 JIOBIPYUMH IHTEpBAIAMH CKJIQIAIOTHCS 110 BITHOIICHHIO JI0 BEPTUKAJIBHO1
JH1T, sIKa BKa3y€ HA BIJICYTHICTh PI3HUII MK BTPYYaHHSIM Ta KOHTPOJIBHOIO TPYIIOIO
y BKJIIFOUCHOMY JIO aHaJli3y JMOCTIKEHHI. 3 i€l JiarpaMu MOKHA OTpUMAaTH AaHl SK
po e(eKT JIKYBaHHS Y KOKHOMY JOCIIPKEHHI, TaK 1 PO YCEPETHEHY OIIHKY e(heKTy
IIUX JTOCJTI/I>KEHb.

JoBipumii inTepBan (anri. confidence interval, CI) — iHTepBaJibHa OIllIHKA
3Ha4YC€Hb TEBHOTO MapameTpa (HaNpUKIal, apTepiaIbHOTO THUCKY) 13 BHU3HAYEHUM
piBHEM HaJiiHOCTI (3a3Buuail 95%). [{oBipuuil 1HTEpBal XapakTEpU3y€e Jiana3oH
3HaYeHb, B MeEXaX SKOTO 3HAXOAUTHCS 3HAYCHHs TapamMeTpa 3 HWMOBIPHICTIO,
Harnpuknan, y 95%.

Jlonana KJIiHIYHA KOPHMCTH MEIMYHOI TEXHOJOTli — CTYMiHb NOKpPAIlEeHHS
pe3yJbTaTiB AJig 310pOB’sl Ta/abo mpodiao O€3MeKy 3asaBICHOT MEIUYHOI TEXHOJIOT11
MOPIBHSHO 3 BIATOBIAHOIO MEIUYHOIO TEXHOJOTIEI0 MOPIBHAHHS (KOMIIApaTOpoM) Y
BU3HAUEHIH IUIbOBIN MOMYJISLIT Ta 3 MOKA3aHHAM, 32 SIKUM I10/IaHO 3asBY.

Jonani poxu :xkurts (auri. life-years gained, LYG) — poku »HTTS, J0AaTKOBO
OTpPUMaHi B pe3yJIbTaTi MEAUYHOTO BTPyUaHHS.

Jloka3u 3 peajibHOI KJiHiYHOI nmpaxkTukm (anra. real world evidence) —
pPI3HOMaHITHI THUIW JaHUX, SIKI BUKOPUCTOBYIOTHCS JJII YXBAJICHHS pIllIeHb Ta
OTpHMaHl HE 3 PaHAOMI30BaHUX KIIHIYHUX JOCHIKCHb, a 3a JIAaHUMH peajbHOi
KJIIHIYHOT IPAKTUKH.

3HMJKEHHsSI KOPHCTiI (3HM:KeHHsI KopucHOcTi) (anri. disutility) — moxasHHK
3HMKEHHS SIKOCTI 37I0pOB’Sl BHACIIJIOK BUHUKHEHHS MEBHUX CUMIITOMIB, MTOOIYHUX
peakKIIiii, mposIBiB 3aXBOPIOBAHHS Ta iHINIMX sBUII. [loka3HUK 3a3BUYail Ma€ BiJ’ €MHE
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3HAYCHHS, 1110 XapaKTepPU3y€e€ HETaTUBHUH BILIMB CHMIITOMA YW YCKJIQJHCHHS Ha CTaH
3JI0pOB’sI TAIIEHTA.

3oBHimHA BajignicTh (anri. external validity) — 3maTHICT pe3ysbTaTiB
JOCITIJIKEHHS, TPOBEACHOTO 32 MEBHUX OOCTAaBHH, OyTH y3araJbHCHUMU IS 1HIITUX
NAIiEHTIB, TPYIN HAcCEJIeHHsA a0o IHIUX 00CTaBHH. SIKIIO OOCTaBUHU KOHKPETHOTO
JTOCITIDKCHHST (HampUKIIad, XapaKTEPUCTUKH IarieHTa abo Ccrocid MpoBeICHHS
JIKYBaHHS) BIIPI3HSAIOTHCSA B1JI JOCHIDKYBaHUX OOCTaBHH, IO CTAHOBJISATH 1HTEpEC,
30BHIITHS BaJlITHICTh PE3YJIbTATIB IIBOTO JOCTIHKEHHS MOXe OyTH MOCTaBJICHA Mij
CYMHIB.

ExonomiuHa ,HOIIi.]'IbHiCTb — KOMIIJICKCHC ITOHATTS, IO Y3araJIbHIO€ ITIOKA3HUKHU
e(bCKTI/IBHOCTi BHUTpPAT Ta IIOKA3HUKU BIIJIMBY Ha 6I-O,ZI)KGT.

Excnepr — ¢dizuuHa ocoba, sika BOJOAIE HEOOXITHUMHU JUIsl TPOBEICHHS
JIEP>KaBHOI OLIIHKA MEJAWYHUX TEXHOJIOTIH CIeiaIbHUMH 3HAHHSIMH, BU3HAYEHUMH B
HACTaHOBAX 3 JAEPXKABHOI OL[IHKA MEIUYHUX TEXHOJIOTIH.

EdexTuBHicTs kiiHiuHa (anri. efficacy) — pe3yabTaT JiKyBaHHS, 3a SKOTO
TEXHOJIOT1sSI € €()EKTUBHOIO Y KOHTPOJIbOBAHMX YMOBAaX JOCIIKEHHS (HaIpUKIa,
KJIIHIYHE JOCIIHKEHHS TPEThoi (has3m).

EdexTuBHicTh NpakTH4YHa (pe3yjabTaTUBHIicTB) (aHri. effectiveness) — eekt
JIKyBaHHS, 3a SIKOTO MEJAMYHA TEXHOJIOTIA JAa€ 3arajlbHy KOPHUCTb IJIsl 370pPOB’S,
Oepydu 10 yBaru KOPUCThH JIIKYBaHHS Ta MOOIYHI peaKIlii/aBuIla y peaabHIiA KIHIYHINA
MpaKTUIll (HAaPUKJIIaa, MOCTMAPKETUHTOBE JIOCHIPKEHHS YeTBEepTOl (a3u).

ImoBipHicHuii anaji3 yyrauBocTi (anri. probabilistic sensitivity analysis) —
aHaji3 YyTJIMBOCTI IO JIO3BOJISE OI[IHUTH BIUIMB Ha HEBU3HAYCHICTh PE3YNIbTaTIB
moxemoBanHs (Hanpukian, [CER) mapameTrpiB Moneni, 3Ha4eHHS KX BapIIOIOTHCA
BIIMOBIHO 710 BU3HAUYEHUX PO3MOAUIIB HMOBIPHOCTEW, IUISIXOM BHUKOHAHHS
YUCIEHHUX  1Tepamiil. IMOBIpHICHMH aHami3 4YyTJIMBOCTI  BUKOHYETHCA 3
BUKOpPUCTAaHHAM cuMmyJysitli Monte-Kapno, Ae 3HaueHHS napameTpiB 3MIHIOIOTHCS
CTOXACTUYHO JUIsl OLIHKHU PO3MOIUTY PE3YJIbTAaTiB MOIEIIOBAHHS.

InkpemenTaabumii nokasHuk epektuBHocTi BUTpaT ICER (anTrn. incremental
cost-effectiveness ratio) — criBBiTHOIICHHS PI3HUII BAPTOCTI JIO PI3HUII MOKA3HHUKIB
¢(hEeKTUBHOCTI IS TIOPIBHIOBAHUX MEJIWYHUX TEXHOJIOTIH, sIKe BijgoOpa)ae 10/1aTKOBI
BUTPATH HA OJUHUITIO €(PEKTUBHOCTI.

KinueBa Touka (anri. endpoint) — moka3sHUK CTaHy 370pOB’s (KJIIHIYHOTO CTaHY)
MAIl€HTA, 110 BUMIPIOETHCS JIJISl OIIIHKKA KOPUCTI 200 IITKOIM JIIKYBaHHS.

Kommnapatop / TexHosorisi mopiBHIHHSA (aHIJI. comparator) — CTaHJapTHa
MeUYHA TEXHOJIOT1s a00 MOTOYHA MPAKTHKA, 3 IKOIO MOPIBHIOETHCS HOBA TEXHOJIOT s,
3aMpOTNIOHOBAHA JI0 3aCTOCYBAHHSI.

Kopucrthb (kopucHicTs) (anri. utility) — moka3HUK SIKOCTI 3I0POB’Sl B OKPEMUI
IPOMIXKOK Yacy. 3HaueHHS MOKa3HUKA KOPUCTI BUBHAYAETHCS YMCIOBUMHU 3HAYCHHSIMU
B Mexax Big 0 (cmepth) n0 1 («igeanpHe» 310poB’s). CtaH 340poB’s (3a MEBHUX
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00CTaBMH) MOKE BBA)XATHUCA TIPIIMM 332 CMEPTh, TOMY 3HAUEHHS MOKa3HUKA SKOCTI
3I0pOB’sI MOX€ BIAMOBIIATH Bil’€MHOMY 3HAYCHHIO.

Menuuna TexnoJiorisi (aari. health technology) — meron, mponenypa, cucrema
abo 3aci® ans npodiakTUKH, A1arHOCTUKH, JIKYBaHHS a00 MEIWYHOI peabimirtarii,
BKJIFOYAIOYH JIIKAPChKI 3ac00U (B TOMY YKCII MEIUYHI IMyHOOIOJIOTIYHI MpernapaTH),
MeIW4YHI BUpOOU (y TOMY 4YHCIl JOMOMIXHI 3acoOM J10 HUX), MNPOLEAypH Ta
opraHi3aIliifHi CUCTEMH, 110 3aCTOCOBYIOThCS y chepl OXOPOHU 3JI0POB’S.

MeTtaaHaJi3 — 11¢ CTAaTUCTUYHHUHA IHCTPYMEHT JJIs1 00'€ THAHHS TAaHUX HE3aJICKHUX
JOCITIJKEHb 3 METOK OTPUMAHHS €IWHOI OIlIHKM e(EeKTy Ta IOB'sA3aHOI 3 HHUM
HEBU3HAUYEHOCTI HABKOJIO II1€1 OI[IHKH.

Moneanr «BUTpaTH-edeKTHBHICTH» (aHrn. cost-effectiveness model) -
CUMYyJIALIIIiHA MOJENb, $Ka BHUKOPUCTOBYETHbCS IS TPEICTABICHHA MpPoOJieM
KJIIHIYHOTO PILIEHHS Ta BKIIOYAE TOKA3H 3 PI3HUX JHKEpeN Uil HOPIBHSIBHOL OLIIHKU
BUTpPAT Ta pe3yJbTaTIiB Il 3J0POB’S.

OpHodakTopHuii aHajgi3 4yTauBoCTi (aHri. one-way simple sensitivity
analysis, univariate analysiS) mokasye BIUIMB HEBH3HAYCHOCTI KOXKHOTO BXIJHOTO
napaMeTpy B paMKax 3aJlaHoro Jiama3oHy (Hampukiaa, B Mexax =+ 20%) Ha
ouiKyBaHMil pe3yabTaT (Hanpuknana, [CER).

Ouninka MeamuHux TexHojorii (anria. health technology assessment) —
eKCIIepTU3a MEIUYHUX TEXHOJIOTIH WIOJ0 KIHIYHOI e()EeKTUBHOCTI, €KOHOMIYHOI
JOITBHOCTI, OpraHi3aiiiHuX nmpobeM Ta mpodem O6e3neKu Il TPOMAJISH Y 3B’ SI3KY
3 1X 3aCTOCYBAHHSIM.

Iaomuna edpexTuBHOCTI BUTpAT (aHri. cost-effectiveness plane) — rpadiune
BIIOOpa)KEHHS PI3HUIIl MK BHUTpaTaMU Ta TOKAa3HUKAMU Pe3yJIbTaTiB JIIKyBaHHS
BHACJIIIOK 3aCTOCYBaHHS JABOX MOPIBHIOBAHUX MEAUYHUX TEXHOJIOTIN. Pi3HUI Mixk
BUTpaTaMu 3a3BUYall 300pa)KyeThCsl 3a BICCIO OpAMHAT, MOKA3HUKHU pE3YyJIbTaTiB
JIKyBaHHS — 3a BICCIO abcuuc.

IMoka3zHukm pe3yJbTaTiB JikyBanHs (aHri. health outcomes) — mokazHukwu, 1o
KUIBKICHO XapaKTepU3ylOTh MOKJIMBI pe3yJbTaTH JIKyBaHHS 3 BHUKOPHUCTAHHAM
npoPUIAKTUYHUX 200 JIKYBAJIbHUX MEAUYHUX TEXHOJIOTIH.

IHopir maarocnpomoxkHocTi, ad0 mnopir edexkTUBHOCTI-BUTPAT (AHIJL.
willingness-to-pay threshold) — mopir, 1o BCTaHOBMIOETHCS IS 1ACHTH}IKAIIT
MEUYHUX TEXHOJIOTIH, M0 XapaKTepU3YIOThCs eeKTUBHUM ab0 ayke e(PeKTUBHUM
BUKOPUCTAaHHAM (DIHAHCOBUX pecypcCiB (HAIECKHUM PiBHEM €(DEKTUBHOCTI BUTpPAT) IS
IIIBUIIICHHS 3JI0POB’Sl HA PiBHI BCHOI'0 HACCIICHHS JEP KaBHU.

[puxuabhicTs (anri. adherence) — mepeadadae TOMOBICHICTh MIX JIIKapeM i
MaIl€HTOM MIOJI0 PEKOMEHJAIlii y Tpu3HaueHHl JiKyBaHHSA. JloTpuMmaHHA
MPUXUIBHOCTI JI0 JIIKAPCHKUX 3aCc001B BU3HAYAETHCS SIK CTYIIHb BIAMOBIAHOCTI Jii
HaIieHTa MoJ0 Y3roPKCHUX PEKOMEH TAIIIMH.

17



CT-H MO3YV 42-9.1:2026

IIpo6sema pimenns (anra. decision problem) — meranbHUI OMKC IHTEPBEHIII],
MOMYJIALIl TMAaIli€HTIB, BUMIPIOBAaHHA T[IOKAa3HUKIB pE3yJbTaTiB JIKyBaHHSI Ta
nepcerneKkTuBy, aaantoBaHoi B OMT, moB’si3aHOT 13 TUMH PIICHHSIMH, JJIs1 YXBaJICHHS
SKHX pO3po0JIeHa JaHa OIiHKA.

Pangomizanis — pos3mojil  yYyaCHUKIB  KJIIHIYHOTO BUIPOOYBaHHA B
JOCIIKYBaHy 1 KOHTPOJIbHY T'PYNH 3 BUKOPHUCTAHHSIM TaKUX 3ac00iB, K TaOIHIlI
BUTAJKOBUX YHUCEN (CIHUCOK BHUMAJKOBHX YHCEN), 3TCHEPOBAHHX KOMII'FOTEPHOIO
IPOTrPaMoIo.

PeimOypcanin — MmexaH13M ITOBHOTO a00 YaCTKOBOTO BI/IIIKOAYBaHHS Cy0’ €KTaM
rOCIOJIapIOBaHHS, K1 31MCHIOIOTH JISUIBHICTh 3 PO3APIOHOI TOPTiBIl JIIKAPCHKUMHU
3aco0amu, BapTOCTI JIKApChKUX 3ac00iB, 110 OyJIM BIAMYIIEHI MAIIEHTY Ha MiJCTaBl
penenTa, 3a paxXyHoK KOITIB J(epxkaBHOTo OI0/KETY Y KpaiHH.

Pigkicue (opdanne) 3axBoproBaHHsA (aHrJi. rare (orphan) diseases) —
3aXBOPIOBAHHS, SIKE€ 3arpoXye€ MKUTTIO JIOJUHU ab0 fKE XPOHIYHO HPOrpPECye,
NPU3BOJUTH IO CKOPOYEHHSA TPUBAJIOCTI JKUTTA TpOMaJsHMHA abo a0 Horo
1HBaJITHOCTI, MOIIMPEHICTh AKOr0 cepe]l HaceneHHs He yactime Hix 1:2000.

Poxwu KATTsI, cCKOpUToBaHi Ha sAiKkicTh (anri. quality-adjusted life year, QALY)
— OJUHUL BUMIPY 3[I0pOB i, sIKa BPaXOBY€E SIK TPUBAJIICTh KUTTS, TaK 1 HOrO SKICTb.
BukopuctoByeTrbcst K y3araJIbHIOIOUMM ~ TMOKa3HUK  €(EeKTUBHOCTI Yy
(dhapMaKOEKOHOMIYHOMY aHaTi31 «BUTPATU-KOPHUCTH.

Cucremaruunuii orjasig (a"ra. systematic review) — JAOCHIIDKCHHS, IO
y3arajJibHIO€ JTOKa30Bl1 JaHl MIOJ0 YITKO C(HOPMYIHOBAHOTO MUTAHHS JOCIIIKCHHS
BIIMOBIAHO 70 3a3/alierib BHU3HAYCHOTO IIPOTOKOJy. BHKOPHCTOBYIOTHCS
CUCTEMAaTHYHI Ta SBHI METOAM I1IeHTH(dIKaIli, BUOOPY Ta OIIHKHA BIiJAIMOBIIHUX
JOCIIKeHb. MeTa-aHani3 Moxe OyTH BUKOPHCTAHMM Y CHCTEMATHYHOMY OIJISAI
JiTepaTypHu, MpoTe 11e He € 000B’SI3KOBUM.

CouianbHa mnepcnexkTuBa (aHrj. societal perspective) — mnepcnekTuBa
€KOHOMIYHOI0 AOCIIKEHHs, 1[0 BPaxOBYE IHIII HENpsAMi BUTPATH Ta BTPAuyCHY
MPOJYKTUBHICTh (Yac BTpayeHUM BiJl OCHOBHOI 3alHATOCTI / poOoTH). B anamisi
e(DEeKTUBHOCTI BHUTpPAT BUPIZHSAOTH JIBA METOAM JUIS OI[IHKM BTPAydCHOI
npoayktuBHOCTI: «Human Capital» Mmeton nependadae oOpaxyHOK BapTOCTI BTPAT, 110
OIIHIOIOTHCS K Yac, BTpauye€HUM MaIlllEHTOM ITOMHOKEHUM Ha BIJIIMOBIIHUI MOKA3HUK
cepenHboi 3apo0iTHOI Tiath B Ykpaini. [ammii meton «Friction Costy posrismae
HEMpsiMi BUTPATH 3 MO3HIIT poOOTOMABIIS, 110 BPaXOBYE Yac Ha HallM Ta HAaBYAHHS
HOBOTO CIIBpOOITHUKA. Y pa3i JOUIIBHOCTI, PEKOMEHJOBAHO TIPE/ICTABIATU
pE3yNbTaTH 13 BUKOPHUCTAHHSIM COIIAIIBHOI TMEPCHEKTHBU Yy SKOCTI J0JIaTKOBOTO
CIICHApIIO.

Tsarap xsopo0u (anrJi. burden of disease) — moka3HuUK, 1110 KITbKICHO BU3HAYAE
BTpaTy POKIB KUTTS 3 BHUCOKOK SKICTIO (30POBOTO KHUTTSA) Yepe3 XBOpoOy;
BHUPAXKAETHCS B POKAX JKUTTSA 3 MOMPABKOIO HA HEIMPAIEe3AaTHICTh 1 Ha SIKICTh JKUTTS
(DALYs 1 QALYSs); nmpu BUMIpIOBaHHI BPaXOBY€EThCS 3aXBOPIOBAHICTh, CMEPTHICTD,
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mpare3aaTHICTh. Tsrap XBopoOU BU3HAYAETHCS K 1HAUKATOP, IO OOYUCITIOE BTPATH
3IOPOBOTO KHUTTA BiJ XBOpOO, BUMIpSIHI B pOKax XKHUTTA, CKOPUTOBAHHUX Ha
Henpaue3natHicTe. DALY's € oguHuIIe0 BUMIPY SIK TI100aIbHOTO TATapsi XBOpoO, Tak
1 pe3yabTaTUBHOCTI BTPyYaHb OXOPOHHU 3/I0pOB’S, SIK 1HAMKATOPA 3HUKECHHS TSATaps
xBop00. BOO3 BukopucroBye DALY sk KpuTepiit s IpiopUTH3ALIi] 3aXBOPIOBAHb.

isboBa mnonyasimisi (kaTeropisi Nami€eHTIiB) — TALIEHTH, SKI MOXYTh
OTPUMYBATH JIIKAPCHKUK 3aci® BIAMOBIAHO 10 IMOKa3aHb Ta MPOTHUIIOKAa3aHb, IO
3a3HauyCHI B IHCTPYKIIIT JI1 MEIMYHOTO 3aCTOCYBaHHS.

dapmakoTepaneBTUYHUI  aHaJOr — JIKapCchbkui 3acid 3  TEBHOI
(hapMaKoJIOT1YHOT TPYIH, SIKKH MPOSBIISIE OJJTHAKOB] (hapMaKOAMHAMIYHI BJIACTUBOCTI 3
JKapChKUM 3aCO00M, IPUKIAJ0M IPYIIU Ta Ma€ OJHAKOBI MOKa3aHHS /10 3aCTOCYBaHHS
(a00 3aCTOCOBYETHCS IS JTIKYBaHHS/TIPO(UTIAKTUKY OJTHAKOBUX TTOKA3aHb).

JloroBopu kepoBaHoro aocrymy (anri. managed entry agreements, MEA) —
JIOMOBJIEHICTh M1 BUPOOHUKOM Ta IIATHUKOM/TIOCTAYaJIbHUKOM JIJIs1 3a0€3MeUCHHS
JOCTYIly A0 MEAUYHOI TEXHOJIOTIl 3a paxyHOK ii (¢iHaHCyBaHHSA/peiMOypcarlii,
BPaxOBYIOUM HEBU3HAUYCHICTh MIOAO0 ii (PIHAHCOBOTO BIUIMBY Ta/ab0 KIIHIYHOI
epexktuBHOCTI. BinmoBigHo a0 Ilopsaky yknageHHs, BHKOHAHHS, 3MIHM Ta
NPUIIMHEHHS IOTOBOPIB KEPOBAHOTO AOCTYIY, 3aTBepkeHoro [loctanoBoto Kabinery
MinictpiB Ykpainu Bij 27 ciuns 2021 poky Ne 61, 10roBip KepoBaHOTO JOCTYMY €
TakuM, 110 Tiependayac yMOBU IIOCTA4aHHS OpUTIHAIBHOTO (IHHOBAIIIITHOTO)
JKAapChKOT0 3ac00y, B TOMY YHCJI1 OPUTIHATIBHOTO O10JIOTTYHOTO JIIKAPCHKOTO 3aC00y
Y1 MEAMYHOTO IMYHOOIOJIOTIYHOTO Tpemnapary, 3a KOIITH JEp>KaBHOTO OKOIKETY 3
METOI0 3a0€3MeUeHHsI IOCTYIMHOCTI TAKOTO JIIKAPCHKOTO 3acO0Y /IS Malli€HTIB.

ITHO3HAYEHHSA TA CKOPOYEHHA

BBII —  BJOBUU BHYTPIIIHIA MPOTYKT
BOO3 —  Bcecsitha opranizariisi oxoponu 3510poB’s (auri. WHO)
K/ —  JIOTOBOPH KE€POBAHOIO JIOCTyNy (aHrji. managed entry

agreements, MEA)

KMY —  Kab6iner MinicTpiB Ykpainu

MHH —  MDKHapOJIHA HETIaTeHTOBaHA HA3Ba JIIKAPCHKOTO 3ac00y (aHTIL.
INN)

MO3 —  MiHICTepCTBO OXOPOHU 3I0POB’ S YKpaiHu

OMT —  OIliHKa MEeIUYHUX TexHoJori# (anri. health technology

assessment, HTA)
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€C —  €pporneiicskuii Coro3

DALY —  POKHU HTTs, CKOpUTOBaH1 Ha Hempate3aaTHICTh (anr. disability
adjusted life years)

EMA —  €Bporelicbke areHTCTBO 3 JiKapchkux 3aco0iB (anri. European
Medicines Agency)

FDA —  YrpaBhiHHSAM 3 CaHITAPHOTO HArJISAY 32 SKICTIO XapuOBUX
IPOAYKTIB 1 iKapchkux 3aco0iB Crnionydyenux lltaTiB Amepuku
(auri. U.S. Food and Drug Administration)

EUnetHTA —  €Bpomelicbka Mepexa 3 OLIHKA MEIMYHUX TEXHOJIOT1H (aHTJI.
European network for Health Technology Assessment)

ICER —  IHKpEMEHTAJIbHHUI MOKa3HUK €(EKTUBHOCTI BUTPAT (AHIJI.
incremental cost-effectiveness ratio) abo moxkasHuk
€()EKTUBHOCTI BUTPAT

ISPOR —  MuixHapoiHe TOBapUCTBO (papMaKOEKOHOMIYHHUX JOCIIKEHb Ta
nociimkenb pe3yabTaTiB (anrn. The Professional Society for
Health Economics and Outcomes Research)

LYG —  nonaHi poku kuTTs (anrd. life years gained)
NICE —  HamioHnaneHu# 1HCTUTYT OXOPOHH 3710POB’S 1 JOCKOHAJIOCTI

mMeauyHoi moromord (anri. National Institute for Health and
Care Excellence)

RWD —  JIaHl 3 peaibHOi KJIHIYHOI TpakTukH (anri. real world data)
RWE —  JIOKa3H 3 peasibHO1 KIIHIYHOI NpakTuku (aHri. real world
evidence)
QALY —  POKHU KHTTs, CKOpUTOBaH1 Ha SKICTh (aHri. quality adjusted life
years)
3ATAJIBHI NOJIOKEHHSA
1. BCTYII

['moGanbHl BUKJIMKH, TakKl $SIK CTapiHHSA HAaCEJeHHs, 30UIbLIEHHA KUIBKOCTI
XPOHIYHUX 3aXBOPIOBAaHb Ta IOSIBA HOBUX MEIWYHMX TEXHOJIOTIH NPU3BOIATH A0
IIOPIYHOTO 3pOCTAHHS BUTPAT HA OXOPOHY 3/10pOB’S B CBITI, 0 cKkiaaae 6musbko 10%
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Bix BBII. BomHouac 3pocTatoTh Or0KEeTHI 0OMEKEHHS, 10 MOTpedye onmTumiszariii Ta
parfioHami3amii BUKOPUCTAHHS JAEPKaBHUX PECYpCiB HAa OXOPOHY 3I0pOB’s, TOOTO
30CEpEKCHHS YBaru Ha €PEKTUBHUX TEXHOJIOTIAX 1 30€peKeHHS IPU LIbOMY CTUMYJIIB
s iHHOBami. ChOroAHI BHUHUKAE PO3YyMIHHS HEOOXIAHOCTI OUTBII THYYKHX Ta
JTUHAMIYHUX ITIXOIB 10 YXBaJCHHS PillleHb Ha OCHOBI JIoka3oBuX gaHux 1a OMT [7].

3a BuzHaueHHAM EUnetHTA, OMT — MiKIuUCHUIUTIHAPHUM Tpolec, SKUH B
CHUCTEMAaTHUYHHUH, HEYIIepe/HKEHUN Ta TIPO30pH CIIOCIO y3arajlbHIOE 1H(POPMAIIIIO PO
MeJIMYHI1, EKOHOMIYHI, COIliaIbH1, €THYHI Ta MPABOBI1 ACTIEKTH BUKOPUCTAHHS METUYHOT
TEXHOJIOT1i JIsl CHCTEMHOTO 1 PO30POro MPoLeCy NPUHHATTS YIPABIIHCHKUX PIIICHb,
BPaxOBYIOUU 1HTEPECH MAIIEHTIB Ta JOCATHEHHS HAaWBUIOI KOPUCTI IS 310pOB’s. B
MDKHAPOJIHIN MPAKTHUILl Y KOHTEKCTI METUYHUX TEXHOJIOT1M PO3IIIAIal0ThCs JIIKAPChKI
3aco0u, BAKIMHU, MEIUYH1 BUPOOU, METOAM XIPYPIri4HOIO BTPYUYaHHs Ta J1arHOCTUKH,
MporpaMu rpoMajiCbKoOro 370poB’s, TOOTO BC1 3aX0/1H, 1110 CTOCYIOThCS MPOPUIAKTUKH
Ta JIIKYBaJIbHOTO MPOIIECY.

VY kpainax €C 3actocyBanuss OMT 3abe3reuye BU3HAUCHHS 10JJaTKOBOI IIIHHOCTI
JOCIIIKYBaHO1 (HOBO1) MEIUYHOI TEXHOJIOTi y MOPIBHSAHHI 3 A1F0YOI0 MPAKTHKOIO, A
TAaKOX JOIOMara€e Mepepo3noAUINTA (piHAHCYBaHHS Ha €QEKTUBHINI MEIUYHI
texHoJorii. OMT Mae Ha MeTi HafgaTH 1HPOPMALIIIO I YXBAJICHHS pIIIEHb HA OCHOBI
OOTPYHTOBAHUX JIAHUX B KOHTEKCTI MOJITUKH B TalTy31 0XOpOHU 370poB’s. Li piteHHs
€ TAaIllEHTOOPIEHTOBAHI, CHOPSAMOBAHI Ha JOCATHEHHS JIKYBaHHS 3 HaWKpaIIoo
e(EKTHBHICTIO Ta ONTHUMAaJIbHUM BUKOPUCTaHHAM (iHaHCOBUX pecypcis [20].

HacranoBa 3 nepskaBHoi OMT myst nmikapchbKux 3aco0iB po3po0iieHa 3 METOIO
BCTAHOBJICHHSI OCHOBHUX MPUHIMITIB Ta MeToa0j0r1ii OMT (miaroToBku 3asB 1 JOCHE,
iX eKCHepTH3W, MOPIBHSUIBHOTO aHANI3y pe3yibTaTiB KIIHIYHOT e€(PEeKTUBHOCTI Ta
Oe3neku, (papMaKOEKOHOMIYHOIO aHaji3y JIKapChKUX 3ac00iB) HAa OCHOBI OIJISIAY
Kpalux MibKHapoHuX mpakTuk 3 OMT Ta ix ajganTaiiii 10 JOKaJIbHUX YMOB, & TAKOX
I 3a0e3nedeHHsT moTped oci0, sKi  yXBaIIOKOThH PIIMIEHHS, JOCTOBIPHOIO,
MOCIJOBHOIO Ta 00’ €KTUBHOIO 1H(POPMAITIEIO HA MiACTaBl IOKA30BUX JaHUX.

Takum ymHOoM, OMT € BaxnauMBHM e€TanOM MpOLECY JOCTYIy 0 PHHKY
mikapcbkux 3aco0iB. Micue OMT y mporeci ¢opmyBaHHS JOCTYIy AO PUHKY
300paK€HO Ha PUCYHKY 1.
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®apmaneBTHYHA Po3po0Ka Buxin na punok OnepauiiiHa 10CKOHANICTh

[Tinroroeka VipagiiHHSL

. Pict Gpenny - OuikypaHa
Ta BHXL] Ha GpeHoM

LIHHICTE

BusHadeHHA Baninauis Crpareriuni

MOKITHBOCTEH MOKJIHBOCTER MOKIJTUBOCTI Ha PHHKY .
PHHOK Ta 3pulCTh

(i s OMT IlinoytBopenns ) PeimOypcanis i Ternepn/ Bukopucranus
pospodka peryiaropa HACTAHOBH thopmyssipr
. > Kutremit > ITigTpumMants >
dopmyBaHHA NONITHKH
LUK HA PHHKY
J L J
T g

OTpUMaHHA JOCTYITY JIO PUHK ,
P YILY 0 PHHKY [linTpuMaHHA TOCTYIY 10 PHHKY

Pucynok 1. Pons OMT y cxemi JocTyny 10 pUHKY JIKapChKUX 3ac001B
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2. COEPA 3ACTOCYBAHHA

[Is macTaHoBa BW3HA4ae MeTomoJOTiF0 TpoBeaeHHS OMT s mikapchKux
3ac00iB, a caMe MOpPIBHAJIBHOTO aHami3y KIIHIYHOI €(QEeKTUBHOCTI, OE3MEeKH Ta
eKOHOMIYHOI JOLITBHOCTI JIKapChbKUX 3ac00iB, EKCIEPTH3M Ta OLIHKH TaKHUX
pE3yNbTATIB aHANI3Y 1 MOTPeO HACENEHHS Y HUX, MiITOTOBKHU BiJIMOBITHUX BHCHOBKIB
3 METOI MPUUHATTSA 1H(QOPMOBAHUX pilIeHb IM0JI0 (IHAHCYBAHHS 1 3aKyIiBEJNb
JIKapChKHUX 3aC001B 3a KOIITH JEePKaBHOTO Ta MICIIEBUX OIOIKETIB, 1X BKJIIOUCHHS 10
PeryJISTOPHUX TIEePETiKiB.

3.3AKOHOZJABYA BA3A

HacranoBa 3 nepxkaBHoi OMT mis mikapchbkux 3aco0iB € HOPMAaTHBHHUM
JIOKYMEHTOM, SIKMl MICTUTh PEKOMEHJAIli IMI0J0 MpoBeaeHHs nepxkaBHoi OMT 3
ypaxyBaHHSIM BHMAJKIB, MIJICTaB JJIsi i1 MpoBedeHHS Ta (a0o) BUAY 3asiBICHOT
MEJIMYHOI TeXHoJorii Tomo. [{t0o HacTaHOBY po3p00JICHO BIAMOBIIHO 0 MOCTAHOBU
Kabinery MinictpiB Ykpainu Big 23 rpynnsa 2020 poky Ne 1300 «IIpo 3arBepixeHHs
[Topsiaky mpoBEICHHS IEPKABHOI OLIIHKYA METMUYHUX TEXHOJIOT1M».

3 METOI BUKOPHUCTAHHS MIKHApOAHUX IMIJIXOJIB /10 BU3SHAYEHHS MPIOPUTETIB Y
(1HaHCYBaHHI CHCTEMH OXOpPOHHM 370poB’s 3akoHoM Ykpainu «IIpo nepxkaBH1
(G1HAaHCOBI rapaHTii MEIUYHOrO0 OOCIYrOBYBaHHS HACEJIEHHS», OyJO 3aKjiIaJeHO
ocHoBH uis 3aiiicHenHs OMT B Vkpaini. [lum 3akoHoMm Oyj0 BHECEHO 3MiHH 0
3akoHy YkpaiHu «OCHOBHM 33aKOHOJABCTBA YKpaiHM NPO OXOPOHY 3/I0POB’S», J€
3a3HadyeHo, mo OMT — me ekcrepTuza MEIUYHUX TEXHOJOTIH MO0 KIIHIYHOI
e(eKTUBHOCTI, €KOHOMIYHOI JIOIIJILHOCTI, OpraHi3amiiiHux MnpobieM Ta mpobdieM
Oe3MeKu AJIsi TPOMAJISH y 3B’ SI3KY 3 1X 3aCTOCYBaHHSIM.

Taxum ynHOM, iHCTpYMEeHT OMT cripusie CTBOPEHHIO Ta BIPOBAKEHHIO IITTICHOT
CUCTEMH BII0OPY JIKApChKUX 3aCO0IB 3 METOIO 1X palliOHAJIbBHOTO BUKOPUCTAHHS Ta
JepkaBHOTO (piHAHCYBaHHS 1 3a0€3MeUYCHHS MAIIEHTIB €PEKTUBHUMHU, OC3MEUHUMU Ta
€KOHOMIYHO JOIIJIbHUMH JIIKAPCHKUMU 3aCO0aMHU.

Hapasi BiAnoBiiHO 10 YMHHOT 3aKOHOaBUO01 0a3u ekcnepTusa i3 aep:kaBHoi OMT
TIPOBOJIUTHCS IS YCiX MOAAHMX 3asB Ta JOCHE 3asIBHUKIB JI0 YITOBHOBAYKEHOTO OpPTaHy
13 nepxkaHoi OMT, 6e3 monepeAHLOr0 BUOOPY Mp1OpUTETHUX TeM (topic selection).

Hepxxaaa OMT mpoBoauthes BinnosinHo 1o [locranoBu Kabinery MiHicTpiB
VYkpainu Big 23 rpyaus 2020 poxy Ne 1300 «IIpo 3atBepmxenns [lopsaky nmpoBeneHHS
JIeP>KaBHOI OIIIHKYA MEANYHUX TEXHOJIOT1i1», TOCIITOBHICTh MPOIECY MPEJACTABICHO HA
PUCYHKY 2.
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OenaptameHt OMT
2p.a. (chaxosa
ana eKcnepTnaa)
HA

MOBIAOMNEH

oMT
BUCHOBOK
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haxosa - go 90
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noBTOPIOETLCA ABIYI | !
v

3ansHnK

Ha yCyHeHHA HeaoniKie -
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3BEDHEHHAM Eaﬂ.ﬂﬂﬂkﬁ)
AKLYO Hi - BigXnAeHHR 10

T

EK

(appraisal)

-~

PO3rnAg pesyneTatie
©KCIepTHan - 3BIT 3
BACHOBKaMH |
peKoMeHAaLiAMK

Aana

ONDHINOAHEHHS

Ha ogpiLifHOMY
Be6-canTi

IHgbopmaLil, He BXOAHTE A0 CTROKY KA.

POBEABHAA NEPBHKHOT BKCIIBDTHIH o
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NOAEHHA NORBTKOBKX faHHX Ta/E60
Icbopmaufi, He BXORHTE A0 CTPOKY
NpoBeAeHHR (PAXOBOI eKCBPTHIN

Pucynox 2. [TocaigoBuicts npouecy OMT B Ykpaini

[lepBuHHa ekcnepTu3za mnepeadadae BCTAHOBJIEHHS  BIAMOBIIHOCTI  abo
HEBIJIMOBITHOCTI TOJIaHUX 3assBHUKOM JI0 YIMOBHOBaXEHOTO OpraHy i3 JAep>KaBHOI
OMT 3asBHM 1 JOChE, 30KpeMa 3a iX 3MICTOM Ta O(POPMIICHHSM Ta MPOBOJIUTHCA
BIJIMOBIJTHO IO JIUCTA OLIHKHU JUIsl TIPOBEICHHSI MEPBUHHOI E€KCIEPTU3M JEpP>KaBHOI
ominku MeanuHux TexHosorid (Homarok 1). Ilix 4ac ¢daxoBoi ekcnepTusu
IPOBOJAUTHCA  JACTAJbHUM  aHali3  pe3yJbTaTiB  MOPIBHJIBHOI  €(PEKTUBHOCTI
(pe3yJIbTaTUBHOCTI), O€3IEKH, a TAKOXK aHaJI13 Ta BU3HAYCHHSI PIBHS JOJAaHO1 KJIIIHIYHOT
KOPUCTI 1 €KOHOMIYHOI JOIIJILHOCTI MEIUYHOI TEXHOJOTIi BiAMOBITHO 10 JIMCTA
OLIIHKK JJIi TpOBENEHHS (haXxOBOi EKCHEPTH3U JEP>KaBHOI OIIHKH MEIUYHHUX

texHosorii (Jomatok 2).

4. OCHOBHI TOJIO’)KEHHAA

4.1. ETanu npoBeJeHHs OI[iIHKU MeIUYHOI TEXHOJIOTII BiAMOBIAHO 10 MI>KHAPOIHOL
NMPAKTUKH

OMT BkJitOUa€e Taki OCHOBHI 1H(pOpMaIifiHI OJI0KH:

1) anamni3 BUpileHHs TPoOIeMu;

2) aHami3 eeKTUBHOCTI Ta OE3MEKH;

3) hbapMakOEKOHOMIYHUHN aHAMI3;

4) aHasi3 BIUIMBY Ha OIOJKET CUCTEMHU OXOPOHU 3/I0POB Sl

Ha nepmomy erami OMT cnig npoBecTd aHaji3 BHUPIIIEHHS MOKIJIUBOTO
pO3B’sA3aHHsL MPOOJIEMH, KU € OCHOBOIO JUISl aHaji3y KJIIHIYHOI e()EeKTUBHOCTI 1
Oes3nexku, papMakOCeKOHOMIYHOTO aHali3y Ta BIUIMBY Ha OIOJKET CUCTEMU OXOPOHHU
310pOB’sl.

EUnetHTA po3po6una bazoBy moaens 3 OMT (aurn. HTA Core Model®),
KEepYIOUHCh TUpeKTHBOI0 €Bporeiickkoro [lapaamenty ta Panqu €C 2011/24/EU momo
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cuiBopani B cpepi OMT Ta 0oOMiHY HAyKOBO-TIPAKTHYHOIO 1H(QOPMAIEID MIX
kpainamu €C (Bepcis 3.0) [2].

bazoBa momenr 3 OMT — cucrema CTaHIApPTU30BAHOI OLIHKH MEIUYHUX
TEXHOJIOT1, SKa € METOJOJIOTIYHOI OCHOBOIO CTBOPEHHS 1 IMIATOTOBKH JTOCKE,
3BiTiB/BUCHOBKIB 3 OMT B po3BuHeHHX KpaiHax €Bpomnu. bazoBa mMozenb BKIIOYae
CTPYKTYpOBaHi JiaHi, IpeCTaBJieH] y 9 0CHOBHMX iH(OpMaIiitHuX OJI0KaX, K1 I01aHO
SIK TIpUKIIA] y Tabnuii 1. TakuM 9MHOM CTBOPIOETHCS €TMHA JUTSI OYAb-SIKUX MEAMIHUX
TEXHOJIOT1M METOJ0JIOTIs OLIHKH, SIKa POOUTh MaKCUMAIbHO MOXJIMBUM 00’ €KTUBHE
MOPIBHSHHS AJIbTEPHATUBHUX (KOHKYPYIOUHX) TEXHOJIOT1H 32 0OpaHUMH KITFOYOBUMHU
napaMeTpamu.

Tabmuus 1. Crpyktypa ba3oBoi Mojeni OLIHKM MEIMYHUX TEXHOJIOT1H
EUnetHTA

Ne |Indopmaniiini 0;10km 1715 bazosoi mogeni OMT

1. |BusHayeHHs npoOIeMH Ta BAKOPUCTAHHS TOCTIIKYBAHOT TEXHOJIOT 11
(emiaeMioJIOT14HI MOKa3HUKHU, IJIbOBA MOIYJIALIS MaIll€EHTIB, HE3a10BOJICHA
notpeda, TOCTyMHICTh MEAUYHOI TEXHOJIOT11, KIIHIYHI HACTAaHOBH, KJI1HIYHI
MIPOTOKOJIH JIIKYBaHHS JJAHOTO 3aXBOPIOBAHHS)

2. |JeranpHUiT ONHUC 1 KOPOTKA XapaKTEPUCTHKA TEXHOJIOT1i MOPIBHIHHS

3. | AHnaini3 KIiHIYHOT €)EeKTUBHOCTI Ta Pe3yJIbTaTUBHOCTI

>

besneka (mo6iuH1 peaxiiii, TOKCUYHICTb, TOJIEPAHTHICTD, JaH1
dhapMakoHarsny)

dapmMaKOEKOHOMIYHHM aHAaI3

Ernuni aciektu

Opranizariiiiii aCieKTH

CorlanapH1 acIieKTA

© (o [N o [o

[IpaBoBi acriekTH

[Hdopmariithuit 00k 3 aHaizy po3B’sA3aHHS MPOOJEMU Ta BUKOPUCTAHHS
OIIHIOBAHO1 TEXHOJIOTIi IIPH HaJIaHHI MEIMYHOI JIOTIOMOTH OXOILTIOE JOCIIKCHHS Ta
OTJIsii OCHOBHOT 1H(OpMAIIii, 0 HEOOXiMHA JUIsl MATOTOBKH SIKICHOTO Ta TOBHOTO
nocke 3 OMT, a came:

BU3HAUEHHS METH 1 3aBIaHHsS JOCHIKEHHS BIAMOBITHO 1O MPOOIEMATUKH
MUTaHHS;

BU3HAUEHHS KOPUCTYBaUiB PE3yJIbTATIB JOCIIIKEHHS;
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MEPCTIEKTHUBH IUIATHUKA (IepikaBa, CTpaXxoBa KOMIIaHis, MAIli€HT);
4acoBl OOMEKECHHS,

aHaJII3 Cy4aCHOTO PiBHS BUKOPHUCTAHHS MEIMYHOT TEXHOJIOTI;

OTKC 3aXBOPIOBAHHS Ta MIAXOAM 0 HOTO JIIKyBaHHS a00 PO IIaKTUKY;
CIT1IEMI0JIOT1UHI ITOKa3HUKH;

OTIHC IIJILOBOT TOMYJIALI] MAIlI€HTIB;

MeauuHe 1 papmarieBTHUHE 3a0e31eYeHHs MaIlEHTIB B YKpaiHi;

PETYJIATOPHHUIA CTaTyC TEXHOJOTII, MPUHAIECKHICTh JO Taly3eBUX CTaHIApTiB
(cTaHmapT MeIUYHOI TOMOMOTH, YHI(IKOBaH1 KIIHIYHI MPOTOKOJIHU, (HOPMYIISipH), 10
KJIIHIYHUX HACTAHOB, MEPEITIKIB JIKAPCHKUX 3aC001B, BAPTICTh SKUX BIIIKOJAOBYETHCS
3a OI0JIPKETH1 KOIITH B YKpaiHi;

TATap XBOPOOU I MAall€HTA 1 CYCHIIbCTBA.

HacTtynHuMm eTanoM NpOBOAMTHCS ONMC JOCHIIKYBAaHOI Ta albTEPHATHUBHOI
MEJIMYHOI TEXHOJIOri, ii BIAMOBIAHOCTI JO MIXKHApPOJHUX CTAHAAPTIB HAJAHHS
MEJUYHOI TOOMOTH, MIOPIBHAHHS 13 CBITOBOIO KJIIIHIYHOO MPAKTHKOIO Ta KJITHIYHUMU
HAaCTaHOBaMHU.

Y nopanbmiomy npu npoBeaeHHi OMT  HeoOXigHO TpPOBECTH aHami3
MOPIBHSIBHOI KJIIHIYHOT €pEKTUBHOCTI, PE3yJIbTATUBHOCTI Ta O€3MEKU AOCIIHKYBAHO1
Ta aJbTePHATUBHOT MEAUIHOT TEXHOJOTII. J[JI1 hOro hopMyIIOETHCS TOCTIKYBaHE
KIHIYHE uTaHHs. [lomanpmmii iHGOpMaIlifHUN TOIIYK Ta OTJISA JOKa30BUX JaHHUX
Oyne MaT Ha METI 3HAWTH BIJIMOBIAb HA BU3HAUEHE KJIIHIYHE NMUTAHHS, sfKa OyIe
BUKOpPUCTaHA y MPUUHATTI pimeHHs. JlocnimpkyBaHe KIHIYHE MUTAHHS HEOOX1THO
c(hOpMYITIOBATH 13 BUKOPHCTAaHHSAM OCHOBHUX elieMeHTiB cxemu PICO. Pexomennmarii
BIJIHOCHO TOOYIOBH CTpaTerii MOIIyKy 1mojaHi B kepiBHuiTBax Kokpana, ne onvcana
koHuenuist cxemu PICO, sxka BimoOpakae KIIOYOBI €JIEMEHTH MOIIYKY, SKI CIIiJI
3aCTOCOBYBATH:

P — population — mocimkyBaHa momysmis (MalieHTH ),
I — intervention — TexHoJIOTIs, IKa BUBYAETHCS,

C — comparator — anbTepHaTUBHA TEXHOJIOT1A,

O — outcomes — pe3ybTaTH JIKyBaHHS.

VY mnpakTuil PpEeKOMEHAYEThCS BHKOPUCTOBYBATHM 2-3 HaWOUIbLI BaXKJIMBI
eneMeHTd PICO-cxemu 3 MeTOI0 YHUKHEHHS BTpaTH JaHUX MiJ 4Yac TMOLIYKY 3
BUKOpHUCTaHHAM oneparopiB «Boolean» (AND, OR, NOT) ta nmomyky iHbopmartii y
HAYKOBHX 0a3ax JaHHX.

BaxxnuBumu 11711 TaKOTO TMOMIYKY € YiTKa JOKyMEHTalbHa Qikcarlis 6a3 JaHuX,
yacy 1 mepiofy NpOBEACHHS, BUKOPUCTOBYBAHUX CTpATETid Ta JKEpel, 3arajJbHOro
Yyclia pe3yJbTaTiB, OTPUMAHUX MICIsA KOXXHOTO MOLIYKY B KOXHIM 0a3l JaHuXx 1
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KUTBKOCTI pe3yJbTaTiB MiCis BUAAICHHS TyOJiKaTiB, a TAKOXK €KCIOPT, 3aBaHTAXKECHHS
BIJITOBITHUX JIAHWX Ta iX 30epexeHHs [1].

4.1.1. BusHayeHHs1 IOTPeOM OXOPOHHM 30POB’ B JOCTIAKYBAHOMY JIKAPCbKOMY
3ac00i

[TonepenHs omiHKa MOTPEOW CHUCTEMU OXOPOHH 3JI0POB’S B JIOCHIKYBAHOMY
JIKapCchKOMY 3ac001 Mae OyTH MPOBEJEHA 3 BUKOPUCTAHHSIM CTAaTUCTUYHHUX JaHUX
MiHicTepcTBa OXOpPOHHU 30pOB’st YKpaiHu Ta/abo Jlep:KaBHOI CIy»KOU CTaTUCTUKU
VYkpainu Ta 3 ypaxyBaHHSIM BUMOT YHHHOTO 3aKOHOJIaBCTBA YKpaiHu y chepi OXOpOHH
310poB’sl. MOXXYTh BKa3yBaTHCh W IHIINI JpDKEpena, M0 MICTATh BIATOBIIHY
iHdopmarrio moao0 Ykpainu (1aHi e1eKTpOHHOI CUCTEMHU OXOpoHU 370poB’s, BOO3,
FOHICE®, CsitoBuit bank To1mio), 3 oOrpyHTyBaHHSIM HEOOX1THOCTI BUKOPUCTAHHS
IIUX JOKEpesl Ta MOCWIAHHSAM Ha HUX. BaXIMBHM € TOYHE BU3HAYEHHS KUTBKOCTI
XBOPHX, SIK1 OyAyTh TOTpeOyBaTH 3aCTOCYBAHHSI JOCIIIKYBAaHOT'O JIIKAPCHKOTO 3aC00y
3a TOKa3aHHSM, 10 BHUBYAEThCA. J[0AAaTKOBO MOXYTh OyTH BUKOPHUCTaH1 JaHI 3a
pe3yabTaTaMu JITEPATYpHOTO OMVISIAY MIDKHApPOJHMX JKEped Ta JdaHl, HajaHl
KIiHIYHUME (axiBismu B Ykpaini [18].

VY MDKHaApOJHIM MPAKTHUIl 3aCTOCOBYIOTh TaKi METOJMYHI MIAXOIU JO OILIHKH
310pOB’s HaceNeHHs1. BuzHauenHs «tsaraps xsopoo» (burden of disease) — BTpaueHux
POKIB 3[IOPOBOTO JKUTTA, SIKI BUMIPIOIOThCS TMOKasHUKOM DALY — poku KuTte,
CKOpHUTroBaHi Ha Hempare3naTHicTh (disability-adjusted life years). Po3paxoByeThcs sik
CyMa MOKa3HUKIB KUIBKOCTI POKIB KUTTsI, BTPau€HUX Yepe3 MepeayacHy CMepTh Bill
xBopoou (YLL — years of life lost) Ta pokiB KHUTTS, IPOKUTUX 3 HEMPALIE3IATHICTIO
(YLD — years lived with disability). Takum unHom, DALY no3Bosise BUMIpsATH
CMEPTHICTh Ta 3aXBOPIOBAHICTH B OJIHIA OJMHHUII BUMIPY Ta MPEICTABUTH Y BUTIISII
enuHoro mnokasHuka. IlokasHuk DALY BHUKOpPHCTOBYETHCS [UIsl OOIPYHTYBaHHS
IPIOPUTETHOCTI 3ax0JiB y cdepi oxoponu 310poB’s [33]. OkpeMo IOCIHiKYIOThCS
MOKa3HUKM YaCTOTU CMEPTHOCTI, HABAHTAKEHHSI HAa 3aKJIald OXOPOHU 3JI0pOB’S, 10
HAJal0Th BTOPUHHY (CIELIaI30BaHy) 1 TPETUHHY (BHCOKOCIIELIAII30BaHy) MEIUYHY
JOMOMOTY  (KUIBKICTh TOCHITai3aliii Ta JHIB MPOBEJEHUX B CTAL[IOHAPHOMY
BJIJIUICHH] 200 BIJIVICHH] IHTEHCUBHOT Tepartii).

Yacto, caigom 3a Culyer and Wagstaff (1993) exonomictu B cdepi oxopoHU
3I0pPOB’Sl BU3HAUYAIOTh MOTPeOy SK BUTpATH, HEOOXITHI I peami3allii KOPHUCHOTO
nmoTeHIliany maiienTa (aHri. resources required to exhaust a patient’s capacity to
benefit) [34]. InmmMu cioBaMu, CKiIbKM Ma€ OyTH BUTpPA4€HO Ui BiJHOBJICHHS
MaliedTa 10 MaKCUMAJIBHO JOCSKHOTO PIBHSA 310poB’s. Take BU3HAUCHHS MOTpeOH
Mae JieKiJIbKa BaKIMBUX HaciakiB. [loTpebda i morane 37,0poB’si — HE TOTOKHI TIOHSITTSI.
€1uHUN BUI METUYHOT JOTIOMOTH, IKUH MOKe OyTH MOTPiOHUIN — TOH, IO MOKpAITye
3I0pOB’ a00 CIOBLIBHIOE TMOTIPUIEHHS HOro craHy. Takuil TOrisa CyTTEBO
BIJIPI3HSIETHCS BIJ MOTJISAY, 34 SIKUM MOTpeOa BU3HAYAETHCS Ha 0a3l MOTOYHOTO abo
TIOTAHOTO 3/I0POB’SI.
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3 ropuanuHoi ToukH 30py (crarta 4, myHkT 2 Permamenty €C Ne 507/2000),
HE3aJ]0BOJICHA MOTpeda 03HaYae CTaH, [l SIKOTO HE ICHYE 33JI0BUILHOTO JO3BOJIECHOTO
METOY JIIarHOCTUKH, MPO(ITAKTUKN a00 JIKyBaHHS, a00, HABITh SKIO TaKUA METO]T
ICHY€, TO BIAMIOBIAHHIM JTiKapChbKUil 3aci0 MaThMe O1IIbIITY TepaneBTUYHY IepeBary s
nariedTis [37].

4.1.2. locaixxyBana nonyusuisi Hacejenns (P — population)

Jns GaraTbOoX MEAMYHUX TEXHOJIOTIA MOXKe OyTH JEKiIbKa JOCITIIKYBaHUX
nonyJsid HaceneHHs. OCKIIBKM PECypCH IS OLIHKA OOMEXKEHi, JOCIIKyBaHa
MONYJISIIIis HaceJIeHHsI Mae OyTH peTesbHO BifiOpaHa, 100 OTPUMATH MaKCUMaJIbHY
KOPHCTh BiJ OIIIHKK, Ta Mae OyTH IOCHIAOBHOIO 3 IIOKa3aHHSAM BIJIMOBIAHO [0
THCTPYKIIi JUIsl METUYHOTO 3acTocyBaHHs [10].

HeoOxi1HO MpeACTaBUTH OIJIAJl CXEM JIKYBaHHS 3aXBOPIOBAHHS Ta JJIA SKOi
LIJIbOBOI MOMYJISALII HACEJIEHHS BUKOPUCTOBYETHCS HOBA JOCHIIKyBaHa MEIUYHA
TexHoJIoT1s. Ciij] BKIFOUMTH KOHKPETHY 1H(OPMAIit0 CTOCOBHO ITOCTAHOBKH /11arHO3Y,
CUMIITOMIB, MPOTHO3y Ta IHIIMX IMOB'S3aHUX 3 IUM MWUTaHb. BaxiuBuUM € omuc
L1JIbOBOI MOMYJIsALIi B YKpaiHi, o OyJe noTpeOyBaTH JIKyBaHHs 3allpONOHOBAHOIO
MEIUYHOIO TEXHOJIOTIEI0 Ta SKUM YMHOM OIIIHIOBAHA MEAMYHA TEXHOJIOTIs Oyne
BUKOPUCTOBYBATHUCH I/l YaC HAJaHHSI MEIUYHOI JOIOMOTH came ISl BU3HAYEHOI Y
JIOCHE I1JIbOBOT OMYJISIIII.

JIist AesiKkuX MEIUYHUX TEXHOJIOT1H KOPHUCTh JJIs MAIEHTIB Oy/1e BIAPI3HATHUCS B
3aJICKHOCT1 BiJl JICSIKUX XapaKTEepUCTHK marieHTa. [{impoBOI0 momyssifiero Ha erarii
BU3HAYCHHS MPOOJEMHU Ta BUKOPHUCTAHHS JOCTIIHKYBAHOI TEXHOJIOTIT MOXe OyTu
oOpaHa miarpyna naiieHTiB, B TAKOMY BUIAIKY KJIIHIYHA €()eKTUBHICTH Ta EKOHOMIYHA
JOIIJIBHICTE HOBOI JIOCHIKYBAaHOI TEXHOJIOTIi IOBMHHA OYTH JOCIHIJDKCHA IS
NIArPYNH Nalli€EHTIB.

HeoOxigHO y3aranbHUTHM TMOIIMPEHICTh Ta 3aXBOPIOBAHICTH B  YKpaiHi,
BUKOPUCTOBYIOUM JaHl HaJiiHOTO Jkepena (ogiuiiiHoi cratuctukn MO3 Ta/abo
JlepxaBHOi ciy:kKOM CTATUCTUKH YKpaiHW, JaHI €JEKTPOHHOI CHUCTEMH OXOPOHH
3nopoB’si, BOO3, FOHICE®, CgitoBoro bauky Tomio) [35].

[lapameTpu 18 BU3HAYEHHS OOCITY IUIBOBOI MOMyJSIii, Mo Oyxae
3aCTOCOBYBATHUCH B OIlIHIII, BKIIFOYAIOTh:

0a30B1 gemorpadiyHi XapaKTePUCTUKH (BIK, CTATh);

XapaKTEPUCTUKKW XBOpoOW (cTamis abo0 TSHKKICTh, HASBHICTh CYITyTHIX
3aXBOPIOBaHb, (PAKTOPU PUBUKY);

JiKyBaHHs (HampuKiIaa, aMOyjJaTopHa a0o CTallioHapHa MEIUYHa JOTOMOTa
TOLIO);

Teparisi B KOHTEKCTI MONEPEIHOTO JIKyBaHHS (HAMPUKIIAJ, KUIbKICTh BUTIAKIB
BIJICYTHOCTI TE€PareBTUYHOTO €(PEeKTy, PEIUIUB JIKYBaHHS, HENIPUXUILHICTh, ITOraHa
nepenocumicts) [9,11].

28


https://paperpile.com/c/9G7GCH/gPsWL
https://paperpile.com/c/9G7GCH/FkrLD
https://paperpile.com/c/9G7GCH/vPSQZ+hFWUp

CT-H MO3YV 42-9.1:2026

ono BuGOpY AOCHIKYBAHOI MOMYJIAIIT HACETICHHS JJISl IESKUX BaKIIMH, TEBHI
TpyIH HaceIEeHHS MOXKYTh MAaTH BHUILUN PU3UK 3aXBOPIOBAHHS, HIK 1HIII, HATIPUKIIA],
CTHOXHMBaYl 1H €KIIHHUX HApKOTHKIB, HAsBHICTh CYNyTHHOTO rematuty B. Opmnax
nepes BHU3HAUYCHHAM CYONOmynsmii JUis 3acTOCYBaHHS BAaKIMHU 3a ETHIYHUM,
reorpaiuHuM, MOBEAIHKOBUM a00 COILiaJbHO-€KOHOMIYHHUM CTAaTyCOM, HEOOXiTHO
PO3TJISTHYTH TaKl MUTaHHS, SIK 1IeHTH(IKAIlIs, CTIPaBEJIUBICTD 1 MOTEHIIIITHA CTUTMA.

Takox HEOOX1HO 3ayBaKUTH, 110 ACSAKI BAKIIMHU JIIOTH JIUIIIE MPOTH OAHIET a00
KUTBKOX «Bapialii» 30yaHrKa (TOOTO CepOTHIIIB, CEpOrpyIl, reHoTumiB). Hanpuknan,
CEMUBAJICHTHA MMHEBMOKOKOBAa KOH’IOTOBaHA BaKI[MHA 3HUXY€E Ha3zohapUHTealbHE
HOCIMICTBO Ce€MU 3 TIOHAJ JIeB’SIHOCTa BIJOMHUX ITHEBMOKOKOBUX CEPOTHIIIB.
['eorpadiuamii po3moniyl HHUPKYJIIOIOUUX «Baplamii» 1 CYMYTHIX KIIHIYHUX
3aXBOPIOBAHb HEOJHOPIIHUN. TOOTO oM 1HPIKYIOTHCS «BaplaLisIMI» OAHOTO 1 TOTO
K 30yZIHMKa B PI3HUX YaCTHHAX CBITY, a [OB’A3aHE 3 LIUM KJIIHIYHE 3aXBOPIOBAHHS Ta
HaJaHHS MEAUYHOI JOIOMOTH 3aJICKUTh HE JIMIIEe Bil KOHTEKCTYaJIbHHUX
XapaKTePUCTHK, TAKUX SIK OpraHi3allisi CHCTEMHU OXOPOHU 3/I0POB’sl, ajie i 610710TTYHUX
BJIACTUBOCTEM.

[Tpu nmposenenni OMT MokHa BHECTHM MPOMOPLINAHI KOPUT'YBaHHS HAa OCHOBI
eniEMIOJIOTIYHUX JAaHUX, TOOTO BHUKOPUCTOBYIOUM MOIIMPEHICTh LHUPKYIIOHYHUX
«Bapiamii» fSK y KpaiHaX/MICISX MPOBEACHHS JOCTIDKEHb, TaK 1 B YKpaiHi.
Excrpanosnsiiss pe3yiabTaTiB JAOCTIIPKEHb Ha 1HII YMOBU TMOBHHHA IMPOBOJUTHUCA
00epeXHO, @ MOXKIJIMBI HACJIIIKH €KCTPAMOJIAIIi TOBUHHI OYTH peTenbHOo onucati [36].

4.1.3. Onuc JikapcbKkoro 3acody, mo BuBuaernes (I — intervention)

Jlikapchkuit 3aci0, 110 BUBYAETHCS, MAa€ OYTHU OLIHEHWHA 3 TOYKH 30PYy TaKUX
ACTIEKTIB:

HasIBHICTh PEECTPALIIITHOTO MOCBITYEHHS B YKpaiHi, s JIIKAPCHKHUX 3aC001B HE
3apeecTpOBaHUX B YKpaiHi, AOLIHHO BKa3aTH JaTH Ta MICIS iX peecTpallii B 1HIINX
KpaiHax Ta YMOBH, BU3HAUEHI PETYIATOPHUMHU OpraHamu, 30kpema CrosiydeHHuX
[rarie Amepuku, llBeiinapcekoi Kondenepauii, Anonii, ABcrpamii, Kanagu a6o
3apeeCTPOBAHMI 32 LEHTPaTI30BAaHOK MPOLEAYPOI0 KOMMIETEHTHUM opraHom €C,
SIKIIIO TaKl JaHl €

MexaHi3M 1ii, hapmakorepaneBTuyHa rpyna, kox ATC;

YMOBH, 3a SKUX JIKapChKHI 3aciO, M0 BUBYAETHCS, Ma€ OyTH JOCTYMHUM abo
BI/IIIKOT0BaHUM (Harnpukiaa, HarmionansHUM Iepeliik OCHOBHUX JIIKAPChKUX 3aC001B,
MEPEITiKU, M0 3aKYMOBYIOTHCA 3a KOIITU JIEPKABHOTO OIO/KETY MJisi BUKOHAHHS
mporpam Ta 371HCHEHHS IEHTPai30BaHUX 3aXO0/IB 3 OXOPOHU 37I0POB’sl, pEriOHAIbHI
3aKyIIiBJIl, TOLIO);

YMOBH Ta (axoBl KOMIIETEHI[ll, HEOOXiJHI JJIsl 3aCTOCYBaHHS JIKapChKOTO
3aco0y, 110 BUBYAETHCS (HANPUKIAM, JIKAPChKUMA 3aci0 Mae MpU3HAYATUCH JIIKapeM
BIJIMOBITHOT CHEIIAJIBHOCTI);
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HEOOX1THUN MOHITOPUHT BUKOPUCTAHHS JIKaPCHKOTO 3ac00y, 110 BUBYAETHCA (3
MipKyBaHb sIK €EeKTUBHOCTI, TaK 1 Oe3MeKkn) Ta HeoOX1Ha 101aTKOBa 1H(OpMAIlis.

KpiM TOro, BUXOAS4YM 3 YMHHHUX Tally3€BUX CTAaHIApPTIB y CHUCTEMI OXOPOHH
310pOB’sl YKpaiHu, CIIiJ] MOCUJIATUCA Ha MiCIIe JIKapChKOTo 3aco0y, 1110 BUBYAETHCA, B
Tepamnii ab0 M1arHOCTHII: JIIHIA JIKYBaHHS, JIIKAPChKHM 3aci0, 10 BUKOPUCTOBYETHCS
CaMOCTIHHO a00 J0/Ia€ThCs 1O YUHHOTO CTAHJIAPTY JiKyBaHHS (JIOMMOBHEHH:). Takox
3a3HAYMTH, YU CJIi1, 3TiTHO 3 TATy3€BUMHU CTaHAAPTaAMH B CUCTEMi OXOPOHI 37I0POB 4,
3aCTOCOBYBATH JIIKYBaHHS HEOOMEKEHO Yi 00MexkeHO (Y [IbOMY BUITQJKY TPUBAJIICTh
Teparii JIKapChbKUM 3ac000M, 1110 BUBYAETHLCS, IOBUHHA OYTH YiTKO 3a3HaueHa) [9].

Kniniyauit MapmpyT namieHTa (adri. care pathway), skuii BKazye Ha KOHTEKCT
3alpOIIOHOBAHOIO BUKOPUCTAHHS JIIKAPCHKOIO 3aco0y, € BaXKJIMBUM ISl OLIHKU
KJIIHIYHOT €()eKTUBHOCTI, O€3MEKH, €PEKTUBHOCTI BUTPAT TEXHOJOTIi Ta € KOPUCHUM
JUISA TOBHOI OIIHKM IIIHHOCTI MEIWYHOI TeXHOJorli. BiH BKJIro4yae eramu i 4ac Ta
micasl JIarHOCTHKM a0o0 JIIKYBaHHS Ta MICTUTh BCIO TMOCIHIJOBHICTb BHUKOHAHHS
J1arHOCTUYHUX TECTIB 1 MPOLEAYpP, KOHCYJIbTALIN JIKapIB, JOJATKOBO MOYKE TAKOX
BKJIFOYATH MEIUYHI TEXHOJIOT1i, SIKI BUKOPUCTOBYIOTHCA AJII YCYHEHHS OYyIb-SIKUX
HECHPUATIMBUX HACHIAKIB/MOOIYHUX peakuiid. KiniHiYHMil MapmipyT MaiieHTa MOXKe
3MIHIOBATHCS 3JIEKHO BIJl CTaHy MAalll€HTa, XapaKTEPUCTHUK MallieHTa abo CymyTHIX
3axBOproBaHb [10].

4.1.4. Bubip Jikapcbkoro 3aco0y a0o iHIIOI MeIUYHOI TEXHOJIOTIl MOPIBHSIHHA
(xommnapatopa) (C — comparator)

Jlikapchkuit 3aci0 a0o 1HIIA MEAWMYHA TEXHOJIOTIS MOPIBHSAHHA (KOMITApaTop) —
TEXHOJIOT1s, €)EeKTUBHICTh, O€3MIeKa Ta BUTPATH SIKOi € 623010 JJIs HOPIBHSHHS B OLITHIT
HOBOI1 TexHoJI0T1i. [lopiBHIHHS MOIsTaE B TOMY, 11100 MEPEBIPUTH, YU MAE OLIIHIOBAHUN
JIKapChKUI 3aci0 JOATKOBY KIIHIYHY €()EKTUBHICTD 1 IKOIO € €()eKTUBHICTh BUTPAT
Ta JOJATKOBUWA BIUIMB Ha OroqkeT. HallOumpln npudHATHHUIA KOMITApaTop Ciij
BU3HAYMUTH JI0 MOYATKY 200 Ha paHHIN (a3l OLIHKH.

Komnapatopom mae OyTu Jikapchkuil 3acid abo iHIIA MEIWYHA TEXHOJOTIS
MOPIBHSHHSA, 110 € JOCTYITHUM, ITHPOKO MPHU3HAYAETHCS Ta BUKOPHUCTOBYETHCS TMPHU
JIKyBaHHI TIALIEHTIB BU3HAYEHOI JOCIIKYBAHOI MOMYJIAIl HACEJICHHS B KJIIHIYHIN
OpakTUlll YKpaiHU, TOOTO € MOTOYHOI MPAKTUKOI 3aCTOCYBAaHHSA y HaMOLIbIION
KUIBKOCT1 MAIN€HTIB, 3 TEPCIEKTUBU CHUCTEMH OXOPOHH 3J0pOB’s (IJIATHUKA) B
KOHTEKCTI BIAMOBITHOTO IOCHIIKEHHSA. B TOMy 49HClli — BKJIIOYEHI JO Taly3eBUX
CTaHAapTIB y chepl OXOPOHU 3I0POB’S, Ta B YCTAHOBJICHOMY TIOPSJIKY 3apEECTPOBaHI
B YKpaiHi JJI BIJMOBITHOTO TOKa3aHHs Ta JiHII JikyBaHHsI. KommapatopoMm moxe
OyTu Oyap-sika MeIUYHA TEXHOJIOTIS — JIKapChKUM 3aci0, MeIUYHI BUPOOU, MEIUYHI
npolenypu abo0 TCHXOJIOTIYHI BTpPy4YaHHs, TpPOMEHeBa Tepamis, (dizioTeparis,
XIpypriuHi Opouenypu, Topaau (Hampukiaj, W00 MPUIMHEHHS KypiHHS) Ta
MOETHAHHS MEAWYHUX BTPYdYaHb, IO MPOBOIATHCS OMHOYACHO ab0 MOCIHIJOBHO, a
TaKOXX MPUPOIHUHN TIepeOdir 3aXBOpIOBaHHS (0€3 aKTUBHOTO JIIKYBaHHS).
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Y Bumaakax, KOJW BIACYTHI 3aTBEp/KEH1 KJIIHIYHI MPOTOKOJIM B YKpaiHi a0o
BOHH € 3aCTapiauMH (TOOTO YMHHI KIIIHIYHI TPOTOKOIIH, ajie po3podiieHi 10 2012 poky
Ta/ab0 HE OHOBIIOBAIHUCH MPOTIATOM OCTaHHIX 5-10 pokiB), MOTPIOHO HAAATU JOKA3H
TOTO, 1[0 OOpaHUN KOMIApaTop PEryJsPHO 3aCTOCOBYETHCS B KIIHIYHIN MpaKTUIll B
Ykpaini, Ma€e BiJNOBIJHE MOKa3aHHS A0 3aCTOCYBaHHS JUIs BIAMOBIIHOI Kareropii
HACEJICHHS.

Ixepena iHdopMmalii nOpo peadbHy TMOTOYHY KJIIHIYHY TPAKTHKY IS
OOIpYHTYBaHHS BHOOpPY KOMITapaTopa MOXYTh BKIIOUATH:

nepesTik rapaHTOBaHUX JIIKAPChKHUX 3aC001B, TOCIYT, IO (PIHAHCYIOTHCS 3a KOIITH
JIEPIKABHOTO OIOJIKETY;

CTaHJAPTHU MEIUYHOI JOTIOMOTH, KJIIHIYHI IPOTOKOJIY, KIIIHIYHI HACTAaHOBH;

KOHCYJIbTAIlll 3 KIIHIYHUMH €KCliepTaMu (Hanpukiaj, myOsikarii, 1HTEpB'IO,
JIMCTH B1J 3aKJIaJIIB OXOPOHH 370POB’s);

JIaH1 €JIEKTPOHHOI CUCTEMHU OXOPOHU 3]I0POB S

MapKEeTUHIOBUM aHaji3 pPUHKY JIKapChbKUX 3aco0iB (IHIIUX MEIUYHUX
TEXHOJIOT1H).

Sk dacTMHA JO0JATKOBOIO aHali3y MOXJIMBE TOPIBHSAHHSA 3 JEKUIbKOMa
JTOAATKOBHUMH KOMITapaTOpaMu Ta yIIOBHOBAXKEHHUM oprad 3 Aep:kaBHoi OMT npuitmae
TaKui Miaxig 3asBHUKa. Hanpukias, y BUnajakax, KOJau po3TiIsaaloThCs CyOmOmyJIsiii
MAIIEHTIB. 32 CTYMEHEM TSKKOCTI 3aXBOPIOBAHHS, HAMPSAMOM JIIKYBaHHS, CTaisiMU
3aXBOPIOBAHHS 200 TEHETUYHUMH XapaKTEPUCTHUKAMU TOIIO, MOKIMBUM € BKITFOUEHHS
JI0JJATKOBHUX KOMITIApaTOPiB, sIKi MOBUHHI OyTH YiTKO BH3HauUeHI Ta 00rpyHTOBaHi [38].
JlonaTkoBl KOMMIaparopud TakKOXX MarOTh OYTH YAaCTHHOIO TOTOYHOI MPAKTUKH
JIKyBaHHS B YKpaiHi.

SK1110 3apONOHOBAHMM JTIKAPCHKUM 3aC10 MPU3HAYEHUH JJ1s1 KATeropii Nall€HTIB,
JUTSL IKO1 HEMA€ MEAMKAMEHTO3HOIO JIIKYBaHHS, 1110 B JIaHUW 4ac BUKOPUCTOBYETHCH,
TOJ1 MOPIBHSJIBHOIO TEXHOJIOTIEI Oy/ie BBAXKATHCh HAaWKpallla MiATPUMYIOUYa Tepartis
(mam - HIIT) (anrm. best supportive care) JaHOTO 3axXBOPIOBAHHS, IO
BUKOPUCTOBYETHCS B YKpaiHl BIAMOBIAHO A0 YMHHHUX Tally3€BUX CTaHAAPTIB y cdepi
OXOPOHH 37I0POB’sl (HAIpUKJIAJ, JIKyBaHHS 0€3 3aCTOCYBaHHs JIIKAPCHKUX 3acO0iB,
XIpypriuHe BTpy4YaHHs).

Axio Bxke icHye (hapMakoTepaneBTUYHUN aHAJIOT JOCIIHKYBAHOTO JIIKAPCHKOTO
3aco0y ToOal KoMIapatopoM Oyae 1ei (apMakoTepaneBTUYHUN aHAJIOT, IO
MPU3HAYAETHCS HAUOLIBININ KUTBKOCTI MAIIEHTIB Y MUIHOBIA MOIMYJISIT Ha TaHWI dac
B Ykpaini. Y BuUmajaky sKimo ¢GapMaKoTEepaneBTUYHUN aHAJIOT HE MPU3HAYAETHCS
HAWOUTBIIM KIJTBKOCTI TAIlIE€HTIB, TO 3 MEPCIEKTUBU CUCTEMU OXOPOHH 3J0POB’S
(TyIaTHHKA) KOMIIapaTop 0OMPAETHCS Cepel JOCTYITHUX JTIKAPChKUX 3aC001B 200 THIIIHMX
MEUYHUX TEXHOJIOT1H MOPIBHSAHHS, 10 IIMPOKO MPU3HAYAETHCS Ta BAKOPUCTOBYETHCS
IpU JIIKyBaHHI TALIEHTIB BU3HAYEHOI JOCTIIKYBaHO1 TMOMYJAIIi HACEJIeHHS B
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KIHIYHIA mOpaktuni YKpaind, a (apMakoTeparneBTUYHUM aHANOr 3aJIMIIa€ThCs
KOMITapaTOpOM JI0JIaTKOBOI'O aHaJli3y.

SAxIo mociipKyBaHUN JTIKAPCHKHUMA 3aci0 € HOBUM TEpPANeBTUYHUM KJIACOM, ajie
Oy/Zie BUKOPUCTOBYBATHUCS JJISI BA3HAYEHOT IITHOBOI MOMYJIALIi (BU3HAYEHOT KaTeropii
NAIEHTIB), JUIA SIKO1 BXKE ICHYIOTH 1HII IIMPOKO BXKMBaHI JIKAapChKi 3ac00M, TOII
OCHOBHHUM KOMIIapaTOpPOM, SIK IMpaBWIO, Oyje JIKapChKUK 3aci0, 10 HaiyacTile
3aCTOCOBYETHCS B MEIWYHIM TNPAKTUI JUISI JaHOI IUIOBOI MOMYJISIi (KaTeropii
NaIl€HTIB) B YKpaiHi.

[Mogo BuOOpY Kommaparopa JJisi BaKLMH, TO PIIICHHS NPO Te, K1 BaKIHMHU Ta
MEJUYHI MOCIYTd B LUJIOMY HaJaBaTd, MPUHAMAIOThCS B KOHTEKCTI TOTO, IO 3apa3s
B1JIOYBA€ETHCS, TOMY HaWOLIbII PEICBAHTHUM IOPIBHAHHIM JJII HOBUX BaKIUH, 5K
IpaBUIIO, € TMOTOYHA MpaKTHKA. SKII0 MeTO 0ci0, YMOBHOBaKEHUX MPHIMATH
pilIeHHs, € Po3po0Ka MAaKeTy 3axO0JiB MPOTHU MEBHOIO 3aXBOPIOBAHHS, 3aXOJH, HE
NOB’SI3aHI 3 BaKIMHALIEKD, Takl SK CKPUHIHT 1 JIKYBaHHS, TaKOX IOBUHHI
pO3TISAaTUCA K KOMIIApaTOpH, KOJHM 1€ MOXJIHMBO. Hampukian, mokpamieHHs
CaHITapHUX YMOB Ta JOCTYIly O MEPOPaIbHOI periparaiii MoKe 3MEHIIUTH TATrap
KHUIIIKOBUX 3aXBOPIOBaHb OUIbIN €PEKTUBHO, HIXK BaKI[MHAIllsA. SIKIII0O HOBa CTpaTeris
BaKIMHALli MOke OyTH peani3oBaHa 3 PI3HOK MIPOK IHTEHCHBHOCTI, HaIpHKIa,
[IJTbOBOIO a00 3arajbHOI0 BAKIIMHAIIEI0, PI3HUM PIBHEM OXOIUICHHS ab0 PI3HOIO
KUTBKICTIO 7103, 11l aJbTePHATHUBH CIiJ JOAaTH J0 MOTEHIIIHOTO KOJjia KOMIIapaTopiB

[36].
4.1.5. loka3uuku pe3yiabTaTiB JikyBanus (O — outcomes)

Bubip nmoka3HUKiB pe3yJbTaTiB JIKYBaHHS Ta BIAMOBIIHUX KITHIYHUX KIHIIEBUX
TOYOK 3aJICKUTh BIJI METH JOCIIJDKEHHS, JUIS SIKOTO BOHHU BUMIPIOIOThCA. OliHKA
nepeBar aist 310poB’ss B OMT mae OyTu 31ificHEHa Ha OCHOBI aHaII3y KIIIHIYHO
3HAYYIIMX KIHIIEBUX TOUOK 1 PE3YJIbTaTIB, 5IK1 € BAXXJIMBUMHU IIPU I[bOMY 3aXBOPIOBAHHI.
Huxde npeacraBiaeHi TpU OCHOBHI KaTeropii KIIHIYHO 3HAYYIIUX PE3yJIbTaTIB:

KIHIIEB1 TOUKH, OB’ 513aH1 31 CMEPTHICTIO;
KIHIIEB1 TOUKH, OB’ s13aH1 13 3aXBOPIOBAHICTIO;

KIHIIEBI TOYKH 3/I0POB’Sl, MOB’S3aH1 3 SIKICTIO KUTTA (HANPUKIAJ, SIKICTb KUTTS,
noB’s3aHa 31 370poB’sm (anri. health-related quality of life, HRQoL) [21].

Kainiyna kinmeBa Touka (anri. clinical endpoint) — moka3sHUK cTaHy 310pOB’S
(KTIHIYHOTO CTaHy) MAIli€HTa, 0 BUMIPIOETHCS MJIsS OIIHKA KOPHUCTI abo ImMKoau
nikyBaHHs. KiTiHIYHA KiHIIEBa TOYKA OMMCYE BaJliTHE BUMIPIOBAHHSI KJITHIYHUX TIEpeBar
JIKyBaHHS: BIUIMBY Ha BIAUYTTs, (YHKIIOHYBaHHS Ta JKHUTTA mHaiieHta. BoHa €
KJIIHIYHO peJICBaHTHA, Yy TIMBA JI0 3M1H Ta IPUHHSITHA JIsl BAKOPUCTAHHS JIIKAPSIMU Ta
narieHTaMy. KITliHIYHI KIHIIEBI TOYKM TOBUHHI OYTH: OCHOBHUM CHMIITOMOM abo0
O3HAKOI0 3aXBOPIOBAHHA, JOCTOBIPHMM TMOKA3HMKOM KJIIHIYHOI MEpeBard Imij 4ac
JIKyBaHHS, KJIIHIYHO 3HAYYyIIMMU, YyTJIUBUMHU (pearyBaTd Ha 3MiHHU), BU3HABATHUCH
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KIHIYHUMH ekcriepTamu. KTiHIYHO 3HauyIIl pe3yapTaTH BKIIOYalOTh TAK0XK CEPHO3HI
Ta Hecepio3H1 MOOIUHI peakiii Ha JIKapChKUii 3aci0 Ta MOO1YHI SBUILA.

Takum dYMHOM, KIIHIYHA KIHIIEBA TOYKAa — KIIIHIYHO 3HAYyIla OIliHKA
CaMoIouyTTsl, (PYHKIIOHAIBHOTO CTaHy a00 BMKMBAHOCTI MAIlIEHTA, 110 B1IOOpaxye
TPUBAIICTD Ta SIKICTh )KUTTH.

CyporaTHa KiHueBa To4ka (aHri. surrogate endpoint) — KiHIIeBa TOUKa, SIKa Ma€
Ha MET1 3aMIHUTU KJIIHIYHY KIHIIEBY TOYKY, III0 HE MOXE OyTH BUMIpsSHA IIiJ Yac
KJIIHIYHOTO AochimkeHHs. Lle 3MiHHa, ska 3a0e3neuye HenpsiMe BUMIPIOBaHHS €(DEKTy
JIKyBaHHS, KOJIM TIPsSIMI BUMIPIOBAHHS KJIIHIYHOI €()EKTHBHOCTI HE € MOXKJIHWBI 3a
00'eKTUBHUX NpHYMH (y pas3l JayXe IMOBUIBHO MPOTrPecyrdux Ta/abo piakiCHUX
3axBoproBaHb). CyporatHi KiHIIEBI TOYKM MOXXYTh KOpEIIOBAaTH 3 KIIHIYHUMH
KIHIICBUMHM TOYKAMHM, aje¢ MK HUMH HE 3aBXIU € JTOBEICHUM B3a€MO3B’S30K. JIms
BUKOPUCTaHHS CYpOTaTHUX TOYOK B SIKOCTI KPUTEPIIO €(PEKTUBHOCTI TpeOa MpOBECTU
IpOLEIypY iX BasIiIallii — JOBECTH 3B’ SI30K SIK M1’ CYypOraTHOIO 1 KJITHIYHOKO KIHIEBOIO
TOYKOIO, TaK 1 MiXk 1X 3MiHOIO B pe3yJabTaTi MeaudaHoro Brpydanss [21,39]. 1i nokasu
OakaHO OTpPUMYBATH 3 MeTaaHali3y Jo0Ka3iB piBHA | (TOOTO paHIOMI30BaHUX
KJIIHIYHUX JIOCHI/IKEHb), SIKUA TOBIAOMIIE SIK MPO CypoOraTHi, Tak 1 MpO KIHIIEBI
pesyabsTatu. [lepeBipky Ta Badifalio CyporaTHUX KIHIEBUX TOYOK CJIiJl POBOJUTH 3
OTJISIAYy Ha JOCHIKYBaHy NpoOJeMy Ta aKTyaldbHICTb TPUUHATTS pPIIIEHb 1100
MEIUYHOI TEXHOJOTIi 3 ypaxyBaHHSM JOCHIPKYBAaHOI MOMYJISIIi HAceJICHHS Ta
1HTepBeHIlli. MOXIIMBa €KCTPATOJIALIS Ha 1HITY MOIMYJISII0 Y4 METUYHY TEXHOJIOTIIO
THIIIOTO KJIacy YM 3 1HIITUM MEXaHI3MOM Jii, OJTHAK EKCTPAIOJIAIlisS Ma€ IPOBOJUTHUCS 3
BUKOPUCTAHHSAM PEKOMEHJOBAHMX METAaaHAIITUYHUX METOJIB, 3 BHUKOPUCTAHHSIM
ICHYIOYHX BIAMOBIIHUX METaaHATITUYHUX Mojeliel abo 3 po3poOKOI0 HOBOT MOJENI.
[{e Mosxe BKIIIOUATH MEpEKEBUI MeTaaHai3 abo iepapXidyHi METOAM. Y BCIX BUMAAKaX
HEBHM3HAYEHICTh, MOB’SA3aHy 31 3B’SI3KOM MDK CYpOTaTHMMM KIHIEBUMH TOYKAMH Ta
KIHIIEBUMU pe3yJIbTaTaMU, CJI1]] BA3BHAUUTH KiJIbKICHO Ta TIpeAcTaBUTH. Lle Takox ciif
BKJIFOYATH [0 IMOBIPHICHOTO aHai3y YYTJIMBOCTI Ta MOX€ OYTH J0JaTKOBO
JTOCITIKEHO B aHaii31 ciieHapiis [10].

[Tpuknagom 6a3u JaHUX BajliJOBAaHUX CYpOTraTHUX TOUOK € « Tabiauil cyporaTHUX
KIHIIEBUX TOYOK, IO OyJIM OCHOBOIO 3aTBEp/KEHHS ab0 JIEH3YBaHHS JKAPCHKUX
3aco0iB» FDA [40], mo BxmouaroTh 106 BaioBaHUX CYpPOTaTHHUX TOYOK IS
JOPOCIIHX TAII€HTIB Ta 61 — 1t miTeit.

Jlo cyporaTHUX KIHIIEBUX TOYOK HaJeXaTh OiOMapKepu Ta MPOMIKHI KIHIIEBI
TOYKH.

biomapkepu (anrn. biomarkers) — iHARKaTOpU HOPMATHLHOTO Ta MATOJOTIYHOTO
O10JI0TIYHOTO TpoIecy Ta/ado BIAMOBIAI HA MeIWYHE BTpy4YaHHS. BriouB Ha
OloMapkepyd HE MPUHOCUTH KOpHUCTI maiieHty. [Ipukmamom OioMapkepiB € piBEHb
[IIKO3WJIHOBAHOTO TE€MOTJIO01HY.

IIpomixkni kiHmeBi Toukm (aHri. intermediate endpoints) € Mipor KUTTEBUX
GbyHKIIH opraHizMy ab0 CUMITOMIB 3aXBOproBaHHS. [IpOMIKHI KiHIIEBI TOYKH HE €
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KJIIHIYHAMHA KIHIIEBUMH TOYKAMH 3aXBOPIOBAHHS, TaKHUMH SK BW)KHBAHICTh, a0o0
4acToTa HE3BOPOTHUX TMATOJIOTIYHUX moxAii (iHcynbT, iH(papkr). Ilominmmenns
MPOMIXKHOI KIHIIEBOT TOUKH 3aB/ISKH JIIKYBaHHIO MOe OyTH KOPUCHHUM JJIsl AIIEHTA,
HaBITh SKIIO 1€ HE MPU3BOAUTH JO MOKpPAIIEHHS IMOKAa3HUKIB BIKMBAHOCTI ab0
cMmepTtHOCTI. [Ipuknagamu mpoMiXKXHOT KiHIIEBOI TOYKU € 00cAT (HOPCOBAHOTO BUIUXY
a00 MKOBHUM €KCIIPATOPHUMN MOTIK.

Pe3ynbTaTH, mpo K1 MOBIIOMIIIETHCS B aHAJ131, MAIOTh:

OyTH HaWOIMBII aKTyaJIbHUMH, JOCTYHUMH Ta pPEJICBAHTHHUMH Ha JaTy
poBeACHHS aHamizy [5];

OyTH BU3HAYEHUMH Ta OOTPYHTOBAHUMH B OMHUCI BUPIIIICHHS MTPOOJIEMU;
BIJIMOBIJIATH JOCIIKYBAaHOMY 3aXBOPIOBAHHIO;

B1JIOOpaKyBaTH HAMBaXUIMBIIIL ACTIEKTH MPOOJEMHU 1 B TOM K€ Yac JO3BOJISITH
BUSIBUTH MO>KJIMBI BIIMIHHOCTI M1>K TTIOP1BHIOBAHUMU TE€XHOJIOT1IMH;

OyTH OCHOBHMMHM JUIsl TPUUHATTA KIIHIYHUX PIIIEHb [IOJ0 KJIIHIYHOI
€(hEeKTUBHOCTI.

Pe3ynpTaTu JiKyBaHHS CHiJI aHAII3yBaTH HPOTATOM HAWIOBIIOIO JTOCTYITHOIO
NepioAy CHOCTEPEKEeHHS. B KOpoTKoYacHOMY MEpiojli CHOCTEPEKEHHS BOHHU €
JNOCTaTHIMU TP TOCTPOMY Mepediry 3axBOPIOBaHHA (HANpPUKIAN, 1H(EKLIHI
XBOPOOH), sIKE HE Ma€ JOBrOCTPOKOBHMX HACIIIJIKIB.

[Ipn XpOHIYHUX 3aXBOPIOBAHHSAX PE3YJNbTATH, OTPUMAaHI MPOTATOM OLIBII
TPUBAJIOTO MEPIOAY CIIOCTEPEKEHHS, MAIOTh BUIILY IIIHHICTH (HATPHUKJIA], OHKOJIOTT4HI
3axXBOpPIOBaHHS, f1abeT). [IpoTe B Mesakux cuTyarlisix oliHka e(peKTUBHOCTI JIIKYBaHHSI,
00OyMOBJI€HA TPUBATIIIIOI BUKUBAHICTIO, Ma€ OyTH 3po0JIeHa Ha ITiJICTaB1 pe3yJIbTaTiB,
OTPUMaHUX 3a OUIbII KOPOTKUU TEpioJl CIOCTEpekeHHA. B aHai3i BUIKMBAHOCTI
PEKOMEHY€EThCSI TOBIJOMUTH MPO MOKA3HUK 3arajibHO1 BMOXKMBAHOCTI (aHTi. overall
survival) Ta BIoKUBaHOCTI O0€3 mporpecyBaHHs (aHTIL. progression-free survival). Skmo
OLIIHKA KJIIHIYHOI €(EeKTUBHOCTI 0a3yeTbCs Ha pe3yibTaTaX CYpOTaTHHX KIHLEBHX
TOYOK, TOZl aHajli3 Ma€ JOCTOBIPHO MPOJEMOHCTPYBATH iX 3B'A30K 3 KIIHIYHO
3HAUYIIMMH KIHIEBUMH pe3yjbTaTaMu (HampUKIa, JJis OL[IHKU JIKapChKUX 3ac001B
JUTsl piIKicHUX (OpaHHUX) 3aXBOPIOBAHb).

BignoBimno no kepiBHoi HactaHoBu EUnetHTA KkiHIIEBI TOYKH TaKOX
KJIACU(DIKYIOTh 3aJIeKHO BiJ] PIBHS JIOKa30BOCTI:

CIIpaB:XH1 KJIHIYHI KiHIIeB1 TOUKH (piBEHb 1);
BaJIiJIOBaH1 CypOTaTHI KiHIEBI TOUYKH (PiBEHB 2);

HEBAJIIJIOBaHl CyporaTHI KIHIIEBI TOYKH, SKI «3 JOCTaTHBOIO WMOBIPHICTIO
MIPOTHO3YIOTh KIIIHIYHY KOPUCTHY (PiBEHB 3);

KOpEeJIbOBaHI MOKa3HUKHU 010J10T19HOT akTUBHOCTI (piBeHb 4) [21].
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Xoua 715t MeTUIHOT TEXHOJIOTI1 pe3ysIbTaT 3a CypOTraTHUMH KiHIIEBUMH TOUYKaMH,
MOKYTh BUKOPHUCTOBYBATH 1 JIJISI IPUUHATTS PIIICHHS IIOJ0 PEECTpAIlii HA PUHKY, 1
JUTSI IPUAHSATTS PIICHHS 1010 peiMOypcaitii (BiIIITKOyBaHHS ), OJTHAK ICHYE Ba)KJIBa
pI3HUIL B TMpoleci NPUNHATTS TakuX pilleHb. PerynsTopHi opraHu, Takl SK
YrpaBniHHS 3 CaHITAPHOTO HATJSAY 3a SKICTIO XapuOBUX IMPOIYKTIB 1 JIKapChKUX
3aco0iB (FDA) y Cnionyuenux I[lltarax, €Bponeiicbke areHTCTBO 3 JIKapChbKUX 3aC001B
(EMA) 1 AreHTCTBO 3 pEryjroBaHHS JIIKapChKUX 3ac00iB 1 TOBapiB MEIUYHOIO
npuzHaueHHss (MHRA) y Benukiii bpuranii, npuiimMaroTh pillieHHS II0JI0
peecTparii/mieH3yBaHHs Ta BHXOJy Ha PHHOK JIIKapChKOro 3aco0y 3 METO
BUKOPHUCTAHHA B KIIHIYHIA MPAKTUIl 3 YpaxyBaHHSIM TPbOX KPHUTEPIiB: SKICTb,
ebeKkTuBHICTh, Oe3neka. [lpm  TpUMHATTI  pimieHHS OAO0  peimMOypcartii
(BIOMIKOYBAaHHS) BPaxOBYIOTbCSI KpUTEpIi: MOPIBHSJIbHA KJIIHIYHA €()EKTUBHICTDH 1
Oe3rneka Ta eKOHOMIYHA AOLUIBHICTD [41].

Komno3utni (koMOiHoBaHi) pe3yabTaTé (aHrjia. composite outcomes) —
pe3yNbTaTH, B SIKUX ABa a00 OLIbIIE NPUUHATHUX OKPEMHUX PE3YJIbTaTiB KIIHIYHOIO
BTPYYaHHs TOEIHYIOTHCA B OJHY KIHIIEBY TOYKY, IO TOKa3ye y3araJibHEHUN e(deKT
JiKyBaHHS. SKIIO oavH ab0 KUIbKa MOBIJOMIICHHX PE3YJbTATIB € KOMIIO3UTHUMH,
HEOOX1THO OOTOBOPUTH Ta MOPIBHATH KIIHIYHY 3HAYMMICTh KOKHOT'O 3 KOMIIOHEHTIB
KoMrio3uty. HeoOximHO mOBIAOMHUTH, YW OyJI0 YITKO 3a3HAYEHO BU3HAYEHHS
KOMOIHOBaHOTO  pe3yibTaTy. OOrpyHTYBaTH  BKJIIOYEHHS  KOMIIOHEHTIB Y
KOMOIHOBAaHUU pe3yibTaT 1 BUKIIOYEHHS OYIb-IKUX KOMIIOHEHTIB, W0 Oyiu
pPO3IJIAHYTI, aje 3TOoJ0M BIIXWIEHI. Po3miauTy KOMOIHOBaHUN pe3yabTaT 1
MPEACTaBUTH TOKA3HUKW (HAMPUKIIAJ, TOPIBHSUIBHE CIIBBIJHOIIEHHS) KOXKHOTO
KOMITOHEHTa SIK BTOpPHHHHU pe3ynbTaT. KomOiHOBaHI pe3ynbTaTH MaroTh OyTH
HaJIeKHUM YUHOM OOpOoOJIeHI MpH PO3MOJAUI pe3ysbTariB, 100 Oysno 3adikcoBaHO
CIIPaBXKHIO OI[IHKY PE3yJIbTaTy KOXKHOTO KOMITOHEHTa [42].

KoMII03UTHI KIHIIEB1 TOYKH BUKOPUCTOBYIOTHCA Y BUIAJKAX, KOJIH:

CTaTUCTUYHA MOTYXHICTh € HEJOCTATHBOIO JUIsl OTPUMAHHS PEJIeBAHTHOI YaCTOTH
ol (Harpukiaz, MOBUILHO NPOrpecyrodl Ta piaKicH1 (opdaHH1) 3aXBOPIOBAHHS);

KOJIEH OKPEeMHI pe3ysbTaT HE € PEICBAHTHOIO MEPBUHHOIO KIHIIEBOIO TOYKOIO
(mesxki momii TPW JAHOMY 3aXBOPIOBAHHI MAarOTh PIBHY KJIIHIYHY BaKIIUBICTD).
[TpuknagoM Takoro KOMIIO3UTHOTO PE3yJIbTaTy € KiHIIeBa TOYKa “‘Cepilo3H1 ceplieBo-
CYJIMHHI TIOMii”, MO BKJIIOYAE IMIEMIYHHUM 1HCYNBT, 1H()APKT MiOKapja, 1HII BETHKI
imeMiyHi moAii, iHTpaparepeOpaibHl KpPOBOBWJIMBH, BEJIMKI EKCTpalepeOpaibHi
KPOBOBWJIMBHU) MPOTITOM 3aIUIAHOBAHOTO MEPIOJTy CIIOCTEPEKEHHS,;

OIHIOETHCS TTPOP1TH OE3MEKH.

OCHOBHMMH OOMEKEHHSIMH IIiJ] 9YaC BUKOPHUCTAHHS KOMITO3UTHUX KIHIICBHX
TOYOK € Te, M0 IX BaXKKO IHTEPIPETYBATH Ta iX HEMPABWIbHE TIIyMAYCHHS MOXKE
MIPU3BECTH JI0 3aBUILECHHS PE3Y/IbTATIB JIIKyBaHHS.
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3a pexkomennaniero EUnetHTA kommo3uTHI KiHIIEBI TOYKH, SK TPABHIIO, HE
MOBUHHI BUKOPUCTOBYBATUCS, SAKIIO € BIJNOBIIHA €MHA MEPBUHHA KIIIHIYHA KIHIIEBA
Touka [42].

Pe3yabTaTn, 1m0 mnNOBiZOMIAIOTHCH mnanieHTamu (aHri. patient-reported
outcomes) — 1ie pe3yabTaT, Mo 0a3yIThCS Ha X 0E3MOCEPEeAHBOMY CYO'€KTHBHOMY
CIPUUHATTI BIUIUBY XBOPOOHU Ta MEAUYHOTO BTpY4YaHHs Ha (i3W4HI, ICUXOJIOTIYHI Ta
COILllaJIbHI ACTIEKTH IXHBOTO MOBCAKJACHHOIO XKUTTS. Pe3ynbTraTu, 10 MOBIIOMIISIIOTHCA
naii€eHTaMH, BU3HAYaIOTh SAKICTh KUTTS, MOB's13aHy 31 310poB’saM (anri. health-related
quality of life, HRQoL). SfkicTe XUTTS BigoOpaxkye HE TIKKICTh Iepediry
3aXBOPIOBAHHS, a T€, SIK IEPEHOCUTh HOT0 MallieHT. JlaHi OTpUMYIOTh 32 JOMOMOTOIO
cranaaptuzoBanux (Hanpukian, EQ-5D, SF-6D) ta/abo cnemudbiuynux (Hanpukiai,
SGRQ, EORTC-8D) onuTyBanbHUKIB, [0 3alIOBHIOIOTHCS CAaMUMH MallieHTaMu abo
HUIAXOM 1HTepB’t0. KIIIHIYHY 3HAYUMICTh pE3yNbTaTiB, MO MOBIIOMIISIIOTHCA
nari€eHTaMH, Ba)XKO BU3HAYUTH, 32 BUHSITKOM BHIIQJKiB, KOJH BOHU € TIGPBHHHOIO
KIHIIEBOIO TOUKOIO0 €()EKTUBHOCTI JIJIs IAaHOTO 3aXBOPIOBAHHS (HAIIPUKJIIA, 011k, IO €
NEPBUHHOIO KIHIIEBOIO TOYKOIO JUISI OLIHKH €(PEKTUBHOCTI JIKAPCHKUX 3ac001B s
JiKyBaHHs 00:110) [21].

TakuMm dYHHOM, HAWOUTBIT pEICBAaHTHUMHU [IJI TPOBEACHHS EKCIEPTH3U 3
nepxxkaBHoi OMT ynoBHOBaxkeHu#t oprau 3 nepkaBHoi OMT BBakae KIIiHIUHI KIHIIEBI
TOYKU (KIHIIEBI TOYKH, TMOB’S3aHI 31 CMEPTHICTIO; KIHIIEBI TOYKH, MOB’S3aHi 13
3aXBOPIOBAHICTIO; KIHIIEBI TOUYKH 3/I0POB S, TIOB’s3aH1 3 AKICTIO KUTTSA), IKI OTpUMaHI1
3a HaWJOBIIMM MEP10J CIIOCTEPEIKEHHS, € HAMOLIBII aKTyalIbHUMH, Ta JTOCTYITHUMH Ha
naty npoeaeHHss OMT.

4.2. AHani3 epeKTUBHOCTI Ta 0e3MeKH

AHanmi3 ePeKTHUBHOCTI Ta O€3MeKH ToJIArae y TMPeJACTaBICHH] pe3yIbTaTiB
JIKYBaHHS 13 BUKOPUCTAHHAM JOCIIIKYBAaHOTO JIIKAPCHKOIO 3aco0y Ta JIKapChKOIro
3aco0y a0o 1HIIOT MEIUYHOI TEXHOJIOTI MOpiBHSAHHA. JlaHuW aHaml3 MICTUTH
iH(opMaillito npo ePeKTUBHICTH Ta O€3MEKy 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y cepen
MEeBHOI KaTeropii NaIi€HTIB 32 KOHKPETHUM MOKa3aHHSM IO BiIHOIIEHHIO /0 00paHOTo
KoMIaparopa.

Iadopmaris moa0 epeKTHBHOCTI MICTHTh BiJIIOBI/II HA JBa OCHOBHI ITIUTAHHS: YH
MOKE€ MEJMYHA TEXHOJIOTiS MPAIFOBATH 1 UM JIACHO MPAIOE Y MEIUYHINA MPAKTHIII.
To0T0, oriHKa €(h)eKTUBHOCTI 3a3BUYall OXOILIIOE JIBA TTOHSTTS:

edekTuBHICT, KIiHIYHA (aHri. efficacy) Bu3Hadae, KOO MIpOK MeEAUYHA
TEXHOJIOT1sI TPUHOCHUTH O1JIbIIIE KOPUCTI, HIXK IIKOJIH, 32 1I€aJTbHUX YMOB KJITHIYHOTO
JOCIIKEHHS (HAPUKIIaI, PAaHI0MI30BaHOTO UM KOHTPOJIBLOBAHOTO JOCIIHKCHHS);

edeKkTUBHICTh TIpakTU4Ha (aHri. effectiveness) mokasye, K00 Mipor MeAUYHA
TEXHOJIOT1sI TPUHOCUTH O1JIbIIIE KOPUCTI, HIXK LIKOJH, 32 3BUYAHUX YMOB peabHOI
MPAKTUKHU JIIKYBaHHS (OIlIHKA JIIKapeM Y CTallioHapi ud aMOyIaTOPHUX YMOBaX).
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Amnani3 KJIiHIYHOT €peKTUBHOCTI Ta O€3MeKH BKIII0YA€ Taki OCHOBHI iH(opMaIliifHi
OJIOKH:

dbopMyBaHHS KIIHIYHOTO MUTAHHS 3 BUKOpUcTaHHsM cxemu PICO;
BUOIp Ta OOTPYHTYBAHHS TEXHOJIOTI1 TOPIBHSHHS,

OIKC METO/Y MOIIYKOBOI CTpATErii: BU3HAUYCHHS KPUTEPIiB BIOOPY peieBaHTHUX
JOCITIKeHb, BPAaXOBYIOUM THUIIM ITyOJIKaIlii, 0OCOOJIMBOCTEH MAIliEHTIB, MEIUYHUX
BTPYYaHb Ta PE3YJIbTATIB JIIKyBaHHS;

CUCTEMATUYHHI MOILIYK Ta OIS JITEpaTypHu;

301p TaHUX: OMUC BKJIIOYEHUX MyOikarliil (y Tabnuill Ta 3 mpeacTaBIeHHSIM OJI0K-
cxemu PRISMA), o1tiHka X METOI0JOTIYHOT SIKOCTI;

aHai3 Ta IHTEpIpeTallis pe3yJbTaTiB KOXHOTO BKIIOYEHOTO JOCIIIKECHHS,
3a3HAYalOYM OL[IHKY BEJHMYMHU €(EeKTy JIIKYBaHHS, IOB'A3aHOI 3 BUKOPUCTAHHSIM
JOCITI)KYBAaHOTO JIIKAPCHKOTO 3aco0y MO BIJHOLIEHHIO JI0 JIIKAPCHKOTO 3aco0y abo
1HIIOI MEIUYHOI TEXHOJOTli TOpIBHSHHS; BU3HAYEHHS (AKTOPIB, IO MOXKYTh
BIUIMHYTH Ha OLIHKY JOCTOBIPHOCTI (BHYTpPIIIHBOI Ta 30BHIIIHBOI BaJllJTHOCTI)
OTPUMAaHUX PE3yJIbTaTIB;

CUHTE3 Ta IHTepIIpeTallisi pe3yJIbTaTiB Y BIAMOBIHOCTI O BU3HAYEHUX KIHI[EBUX
TOYOK, TOOTO J0 UIJILOBUX KJITHIYHUX PE3YJbTATIB;

OIliHKA 3aCTOCOBHOCTI MPEJICTABICHUX JI0KA31B A0 MICIIEBHX YMOB B YKpaiHi,

MPE/ICTABIICHHS TOAATKOBUX aHai31B, KOJIM 3aCTOCYBAaHHS OIIHKH TOPIBHSUIBHOT
e(eKTUBHOCTI JIOCIPKYBAHOT TEXHOJIOT1i HEMOXJIMBO OTPUMATH 3 yCi€l CYKYIMHOCTI
JOoCTiKeHb [1].

[IpencraBiieHrii BHCHOBOK I0JI0 €()EKTUBHOCTI Ta OC3MEKH 3aCTOCYBaHHS
MOPIBHIOBAHUX TEXHOJIOTIM € OCHOBOIO JUIsi TMPOBENCHHA (PapMaKOEKOHOMIYHOTO
anamnizy (Po3nin 4.3).

4.2.1. JIani 1151 ONiHKH, CTPATErisl NOMIYKY JaHHUX, BiAOIp iHpopmanii

Ha Bcix etanmax mporiec BiAOOpY AaHUX JJII CUCTEMATUYHOTO OTJIAY Ma€ OyTH
BUKOHAHUI IPUHANMHI IBOMa €KCIIEpTaMHu, SIK1 PAIIOI0Th HE3AJIEAKHO Ta CAMOCTIHHO.
Cri moB1IOMIISITH TPO CTYIIHB 3TOAU MK ekcniepTamu. Kpaium MeTonoM yCyHeHHs
HEBIAMOBITHOCTEN € OTPUMAaHHS KOHCEHCYCY.

Jloka3oBi naHi, MpeacTaBieHl B aHami31 €()eKTUBHOCTI, CTOCYIOThCS HE TUIbKHU
e(peKTUBHOCTI 3a YMOB KJIIHIYHUX BUIIPOOYBaHb, aji€ TAKOXK 1 32 YMOBAMH PEAIbHO1
KJIIHIYHOT TIPAKTUKH.

Jlani  moTpiOHO  30upaTH 3a  JOMOMOTOK  CHCTEMAaTHYHOTO  OTJIATY
pPaHAOMI30BaHUX KJIIHIYHUX JIOCHTIPKEHb Ha OCHOBI MPOTOKOJNY, PO3pOOJICHOTO 13
3a3HAUYEHHSAM METH, BPaXOBYIOUH MOMYJIALiI0 (MAIl€HTIB), BTPYYaHHS, KOMIApaTopu
ta pesynbratu (PICO), 3 BUKOpUCTAHHSAM BIAMOBIIHUX UYITKUX Ta ACTATI30BAaHUX
KPUTEPIiB JJIs1 BKIIFOUCHHS/HEBKIIFOUEHHS JaHUX J0 aHali3y, BUCBITJIICHHSIM CIIOCO0Y
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OLIIHKH PU3UKY BUHUKHEHHS CHCTEMAaTUYHOI TOMUJIKU Y BKIFOUEHUX JOCITIKEHHSX,
OLIIHKH JTOCTOBIPHOCTI CYKYITHOCTI JI0Ka3iB 3 BuUKopuctanusaM mnigxony GRADE.

Mae OyTH AeTanpbHO ONKWCAHO METOAM TOIIYKY, SIKI TapaHTyIOTh, IO BCi
BIJIMTOBITHI PaHOMI30BaHI KJIIHIYHI JOCIIIKEHHS a00 KOHTPOJIHOBAHI JTOCIIKCHHS
Oyno BKIIOUEHO B aHaii3 edekTuBHOCTI. OCHOBHOIO METOI0 € BHU3HAYCHHS BCIX
PaHJIOMI30BaHUX KJIIHIYHMX JOCHIDKEHb, SKI IOPIBHIOIOTH  JOCHTIIKYBaHUU
JiKapCchbKUM 3aci® 13 JIKapChKUM 3acOo00M a0o0 1HIIOK MEIWYHOI TEXHOJIOTIEH
MOPIBHSHHSA. Y pasi BiACYTHOCTI NpsAMUX MOpiBHAHB (aHTI. head-to-head trials), cimin
IIPOBECTH TMOIIYK pPaHIOMI30BaHUX KIIHIYHUX JOCTIKEHb, 32 JOMOMOTOI SKHX
MOJKHA OyJie 3IHCHUTH HeTpsMe MOPIBHIHHS. SIKIII0 HEMOXKITUBO TIPOBECTH HETIPSIME
HOPIBHSHHS, CJIiJ IPOBECTH MOIIYK KOHTPOJIbOBAHUX JA0CHTIKEeHb [1,8].

Y BUINAIKy 3aCTOCYBaHHS JIIKApChKUX 3ac001B IS JIIKYBaHHS PIAKICHHX
(opdaHHHX) 3axBOpIOBaHb, HEOOXIHO BpaxyBaTH BECh CIEKTp KIIHIYHHX
JIOCHIJDKEHb, TOOTO BC1 HAsBHI JIOKAQ30B1 JaHI, BKJIIOYAIOYM CHCTEMATHYH1 OTJISIIH
Ta/abo MeTa-aHalli3u, PaHIOMI30BaHl KJIIHIYHI JOCTIMKEHHS (K1 3aKIHUYMIIUCH Ta 5Kl
TPUBAIOTh), MOCTIKEHHS Oe3 MOpiBHSHHS (aHri. single arm study), cmocTepexHi
JOCHIPKEHHSI Ta JIOJAaTKOBO Oyib-sKl SKICHI JOKA30Bl JaHi, MOB’s3aHl 3 JOCBIIOM
NAIl€HTIB, Ta KJIIHIYHUX €KCIEPTIB, K1 BUKOPUCTOBYBAJIM OLIIHIOBaHY TEXHOJIOT1I0 00
3HAHOMI 3 BiJITIOBITHMM 3aXBOpIOBaHHM [43].

3a BICYTHOCTI BIAMOBIIHMUX JOCIHIIKEHB, SIKI 0€3MOCEpeTHBO TOPIBHIOIOTH
JIKapCchkuil 3acid, M0 BUBYAETHCA Ta Kommaparop (mpsiMi  JOCHIIKEHHS),
PEKOMEHY€TbCSl HEMpsiMeé TMOpiBHSHHSA. Bubip MK m0OpsSsMUM Ta HENPSIMUAM
MOPIBHSHHSAM € CHeUU(PIYHUM JJIT KOHKPETHOTO KOHTEKCTY 1 3aJleKUTh BiJl
MOCTABJICHOTO0 TUTAHHS, a TaKOXX HASBHUX JOCTYIHUX JOKa3iB. Y pa3l HasBHOCTI
npsMux JociimkeHs (anri. head-to-head studies) BuCOKOi METOIOIOTIUHOI SKOCTI,
psiMi TOPIBHSIHHS € KPAIIMMH, OCKUIBKH MICTATh BUCOKHI pIBEHb T0KA30BOCTI.

SKIIO HEMOXKJIMBO 3A1MCHUTH HEMpsIME MOPIBHAHHS 32 JOMOMOTOIO 3arajbHOi
KOHTPOJIBHOT Tpynu (HEKOHTPOJIbOBaHI JOCHIIKEHHS a00 JOCHIKeHHs 03
NOpiBHAHHSA (aHTII. single arm study), Hanpukiaz, y BUMAAKy JIKapChbKUX 3ac001B, SIKI
3aCTOCOBYIOTHCS JJI JIKYBaHHS PIAKICHUX (OpdaHHUX) 3aXBOPIOBaHb, MOXKYTh OyTH
PO3TIISIHYTI 1HIII METOJU, TaKi fK:

MPOCTE MOPIBHSAHHSA JOCIIKEHb 0€3 BTpy4YaHHs (aHIJI. naive comparison);

MOPIBHSIHHSA 3 TPYMOK ICTOPUYHOTO KOHTpodto (anria. benchmarking with
historical controls);

NOPIBHAHHA PE3yJbTaTiB AOCHIKEHHS MIC/A KOPUTYBaHHS BIAMIHHOCTEH B
XapaKTepUCTHKAaX KaTeropii marienTis (anrit. matching-adjusted indirect comparison)

[9].
Crpareriss momyky iH@opmailii mae Oyt po3poOJjieHa Ha OCHOBI BH3HAUY€HOI
npoOyieMd 1 BigNoBimaTH pekoMmeHgaiisMm goBigHuka “Cochrane handbook for

38


https://paperpile.com/c/9G7GCH/CLfPr+zIR6w
https://paperpile.com/c/9G7GCH/b2ZnS
https://paperpile.com/c/9G7GCH/hFWUp

CT-H MO3YV 42-9.1:2026

systematic reviews of interventions” 1010 HaJIEXKHOTO MPOBEACHHS CHCTEMAaTUYHOTO
orysiny [25].

Sxuo anami3 e(EeKTUBHOCTI TPYHTYETbCS Ha KOTOPTHUX JOCIIDKEHHSX,
HEOOX1IHO HaJaTH TaKOX CTPATeriio MOLIYKy Ui PaHIOMI30BaHUX KITHIYHHX
JOCTIKeHb, s MATBEPKEHHS iX BiacyTHOCTI. Kputepii momryky mMaroTh MICTHTH
enementu cxemu PICO, npencrasienoi B po3aim 4.1.

PexomMeHoBaHO, 100 KIHIIEBUM PE3ylbTaTOM IIOMIYKY OYB Iepesik ycix
JOCTYITHUX JTOCIIKEHb 1 JaHUX, HEOOX1AHUX I HaI1iHOI OIIHKK €(eKTUBHOCTI Ta
O€3IMeKn JOCTIKYBAaHOTO JIIKapChKOTO 3ac00y.

[Iporec momryky JaHUX CIIiJI ACTAIBHO OMKUCATH B Takii ¢hopmi, o0 Horo MoxxHa
OyJ10 BIATBOPUTH AJi Bepudikaiii.

[Ipe3eHTalis pe3yiabTaTiB MOIIYKY MICTUTh TaKy 1H(OpMaIito:
KJIFOUOBI TOIIYKOBI CJIOBA Ta JAECKPUNTOPH;

orepatopu “Boolean” (AND, OR, NOT);

b1apTPH;

YacOBHUU MPOMIKOK MOIIYKY / 1aTa OCTAHHBOTO MOIIYKY;

KUIBKICTh  1IGHTU(IKOBAaHUX 3alUCIB  OKpPEMO JJs KOXKHOIO  3aIluTy,
BUKOPUCTAHOTO B CTPATETIi MOIIYKY.

Anroput™M BIZOOpY Ta BKIIOYCHHS JOCIIDKCHHS B aHai3 KIIHIYHOI Ta
MPaKTUYHOI €PEKTUBHOCTI MPEACTABICHUI Ha PUCYHKY 3.

[TepeBipKy BIAMOBIZHOCTI 1ACHTH(]IKOBAHMX JOKAa30BUX JIaHMX B aHami31
KPUTEPIiB BKIFOYCHHS 10 JOCTIIKEHHS PEKOMEHAYETHCS BUKOHYBATH ITIOCTAITHO.
[Tepmuii eran nepeadavyae BUOIp Ha OCHOBI HAa3B 1 T€3, a 3r0JIOM — Ha OCHOBI ITOBHUX
TEKCTIB MyOJTiKaIliii.
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JlocTmiukyBaHa TeXHOTOTis/KoMTaparop

A 4 Y
EdexrurHicTs KininigHa (efficacy) E¢exrusHicts npaxtnyHa (effectiveness)
Y Y

CucTeMaTH4HKIT OV HparMaTHuHuX abo
CTIOCTEPEIKHNX KIIHITHUX TOCTiIKEHE:

HOBHIT Ta BaiIHMIT
T

T T T
Hi Tax Tax Hi
ParmoMizoBaHi KIHIYHI TOCTIKEHHS 13

NpsAMHM l'lO]‘)iBHSIIIl[SIM MK JOCf[i;l)KyBallHMH
MEAUYHUMH TEXHOJIOTTAMH

CHcTeMaTHIHHI OIS PAHIOMI30BaHHX
KJIHIYHUX JOCITi/KEHb: HOBHII Ta BalliAHHH

[TparMaruyni abo crocTepekHi
JIOCIIIZKEHHS BUCOKOT BaJIIHOCTI

T T T T
Hi Tak Tak Hi
Paniomi3oBaHl KIiHIYHI JOCIKEHHS, SK CrocTepeskHi IOCIKCHHS 13 HIGKUOK0
JIO3BOJISIFOTH HETIPSIME MOPIBHAHHS BAJIIIHICTIO Ta OIMCOBI JIOCITIZKEHHS
1 B I 1
Hi Tax Tax

l

HepaunomizoBaHi eKcTiepUMEHTATbHI
JOCIILUKEHHS, J0CIIKeHHS 0e3 IOPIBHAHHA,
THIII JIOKA30BI Jlami

T
Tax

Y

BrutioueHHs 10 aHali3y e(peKTHBHOCTI

Pucynok 3. Cxema anroputMy BUOOpY JaHUX JJIs aHAJ3y €()EeKTUBHOCTI

Bubip pocmipkeHHsT 3I1MCHIOEThCS HAa OCHOBI KpHUTEPIiB BKIIOUCHHS Ta
BUKJIFOUEHHS, OOpaHUX Tepe]] MOYaTKOM MOLIYKY, BIAMOBIAHO A0 Bu3HaueHoi PICO
cxeMH (ITPOTOKOJI CHCTEMaTHYHOTO orysiay) [1].

AHani3 Mae 49iTko 1H()OpMyBaTH NPO KUIBKICTh TOCTYITHUX HAYKOBUX MyOIiKaIii
Ha KO)KHOMY €Tarll oIIyKy Ta Bii0opy AociiaxkeHs. [Iporec, mo Beae 10 0CTaTOYHOro
BiIOOPY, MOBHHEH OyTH TpPENCTaBICHUM Yy BHUIUIANI CXEMH, IO BIANOBIIAE
pekomenmaamism PRISMA (PRISMA Flow Diagram) [http://www.prisma-
statement.org/].

MaroTe OyTH 3a3HA4Y€H1 NPUYMHU BUKIHOYEHHS JTOCIIKEHb Ha KOXKHIA CTasli
B1100pY Ta OOTPYHTOBAHI NPUYUHHU BUKJITFOYEHHS (11 TOBHOTEKCTOBUX ITyOJIIKAIIIi).
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Hanpuknan, naHi JOCHiIKeHb MOXYTh OYyTH BHUKIIIOYEHI Ha OCHOBI TakKuX
i/1CTaB:

HEPaHJOMI30BaHe JOCTIKEHHS (JaHWi KpUTEpid HE € pelIeBaHTHUM, KOJH
MOIIIYK TTOBTOPIOETHCS JJIsl BA3HAUECHHS HEPAHIOMI30BaHUX JOCTIIKEHb);

HEKOPEKTHE  BTPyYaHHS  (HAMpUKIAA, KOMM  MEAWYHA  TEXHOJIOTIs
BUKOPHUCTOBYETHCSI B KOMOIHAIIIT 3 1HIIOO, IO BUXOJIUTH 32 MEXI JOCIIKYBAaHOTO
TTOKAa3aHHS JIUIS 3aCTOCYBaHHS );

JOCIIDKCHHSI HE BKJIIOYAE Ty KOTOPTY TAlll€HTIB, sIKI OyIyTh HOTpeOyBaTH
JTAHOTO JIIKaPCHKOTO 3ac00y 32 BU3HAYCHUMHU Y 3asBl IOKa3aHHSIMU;

HE TOPIBHIOEThCS 3 OCHOBHHUM KOMIApaTopoM (HE CTOCYEThCS 3asiB/IOCHE,
CKJIaJICHNX Ha OCHOBI HENPSAMOTO TIOPIBHSHHS PAaHJIOMI30BaHMX KIIHIYHHX
JIOCTIIIKCHD ).

HeoOxigHUM € MpeacTaBlICHHS TMEPeNiKy IOCTIIKEHb, BUSBICHUX IIIJI 4ac
MONIYKY, 13 3a3HAYCHHSM BKIIOYCHUX/BUKIIOUCHUX JOCTI/DKCHh Ta MPUYHH
BUKJIIOYEHHS. /[[1s 1mporo moTpiOHO NeEperiyuTd 1AEHTH(PIKOBAHI JOCIHIKEHHS
(HampukJIaa, B TAOJIMIN), @ TAKOXK 3a3HAYUTHU, SIKI 3 HUX OYyJIM BUKJIIOYEHI Ta 3 SKOI
OpUYUHHA. Y pa3l HENpSMOIo MOPIBHSHHS JOJAaTKOBO HANAaTH MEPEKEBY Jlarpamy
(aarn. network diagram) 1 mnpeacraButu Bci nocwiaHHsA. ChiJy  BUBYUTH
HEOJHOPIAHICTH (aHTi. heterogeneity) B OCHOBHUX Ta MEPEXPECHUX JOCTIIHKYBAHUX
JTAaHUX, OOTPYHTYBATH BUKIIFOUECHHSI TOCIIPKEHD 3 PI3HUIICIO Y (haKTOpax, siKl MOXKYTh
BIUTMHYTH Ha 3all03UYEHHS 1 BUKOPUCTAHHS JOCIIKEHb TPU HEMPSIMOMY TTOPIBHSHHI

[1].
Takum ymHOM, B pe3yJbTaTl MPOBEIECHOTO TMOIIYKY Ta Bigoopy iHdopmarrii
BIAMOBIAHO 10 Bu3HayeHoi cxemMu PICO, Moxe OyTH 3Hal1eHO (PUCYHOK 4):

BXK€ OIYyOJIIKOBAHUM CUCTEeMaTUYHUN OrJs Ta MeTaaHami3. s ouiHku
CUCTEMATUYHUX OTJISIAIB PEKOMEHAYETHCS BUKOPUCTOBYBATH Aitody mkany AMSTAR

2;
JEeKUTbKa KITHIYHUX JOCTIIKEHb 3 MOJAJbIINM MPOBEACHHSIM CUCTEMATUYHOTO
OIS Iy/MeTa-aHai3y (OIIHKY SIKOCTI JETaIbHO OnUcaHo B po3aiii 4.2.3);

OJIHE KJIIHIYHE JOCIIIKEHHSL.
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Amnani3 kainiunoi eexTHBHOCTI Ta Oe3meKkn

v

@DopMyBaHHS KIIHITHOTO THTAHHS 3
BHKOpHcTaHHSM cxemu PICO

v

Bubip Ta o6rpyHTYBaHHS TEXHOJIOTIT
TIOPIBHSHHS

v

Omnnc MeToy MOLIYKOBOI CTpaTerii

v

ITomyk

v

‘

v

Bike ory0mikoBaHmi
CHCTEeMaTHYHHI OIS U

CaMoOCTIHHO TIpOBeAeHHUIT
CHCTEMaTHYHHIT OIS YK

Onue gocaimkenns (PK/,
KOHTPOJIBOBAHE JTOCIIIKECHHS,

MeTa-aHai3 MeTa-aHali3

KOTOPTHE JOCITIUKSHHS)

\ 4 4

OmiHka BiaiOpaHux
nociimkenp (Cochrane, abo
AJBETePHATHBHUH IHCTPYMEHT)

Ortinka 3a AMSTAR a6o
abTePHATHBHHI IHCTPYMEHT

A 4 h 4 \ 4

AHaui3 Ta iHTeprpeTaris
PE3yIIBTATIB BIAMOBIIHO 10
BH3HAYCHHX KIHIICBHX TOYOK

AHasi3 Ta iHTeprpeTaris
PE3YIIBTATIB BIATIOBIIHO 10
BH3HAYCHHX KIHIICBHX TOYOK

AHasi3 Ta iHTeprpeTaris
Pe3yNBTaTIB BIATIOBITHO 10
BH3HAYCHNX KIHIICBUX TOYOK

O0'etHaHHS pe3yIbTaTIB
JOCIIKEHD

Y

OLIHKA 3aCTOCOBHOCTI
MPEICTABIeHNX JIOKA3iB 10
JIOKAIBHHX YMOB B YKpaiHi

Pucynox 4. [ndopmartiiini 6J10ku, pe3ynbTaTH MONTYKY MPU MTPOBEICHHI aHAII3Y
KJIIHIYHOT €()eKTUBHOCTI Ta OE3MeKn

4.2.2. JlxepeJia JaHUX

3a MOXOMKEHHSM JaHl MOAUISIOTHCS Ha MEPBUHHI (KJIFOYOBI JOCIIIKEHHS, Ha
pe3ysibTatax sSIKMX 0a3yroThCs 1HII JOCTIKEHHS ), BTOPHMHHI (OIliHKa, 00" € THAaHHS Ta
1HTepIpeTallisi IEPBUHHUX JDKEpe) Ta TPETHUHHI (BKJIIOYECHHS SK MEPBUHHUX, TaK 1
BTOPHMHHHUX pecypciB iHpopmariii).
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[To-mepiie, caig MPOBECTH CUCTEMATHYHHM TONIYK JOKA30BUX JaHUX IIOJO
aHami3y e(peKTUBHOCTI AOCIIHKYBAaHOI MEIWYHOI TEXHOJIOTil BiAMOBIAHO 0 METH
nocmimkeHHs. Crmif BiJ3HAYUTH, IO BIAMOBITHO O KEPIBHUX PEKOMEHAIIN
MixHapoaHOTO TOBapuUCTBa (PApMaKOEKOHOMIUHUX JOCHIIKEHb Ta JOCIHIIKEHb
pesynbrariB JikyBaHHsS ISPOR miogo mepeneceHHs naHux, AaHi €()EKTUBHOCTI Ta
Oe3IMeKn MOXKYTh OYTH TIepeHeceHi (3amo3udeHi) 3 1HIIMX KpaiH B pa3l BIAMOBIIHOCTI
JTOCTIKYBaHOMY MUTaHHIO [44,45].

Heo0xigHO BUKOHATH MOIIYK HasSBHUX CHUCTEMAaTUYHUX OTJISJIB, METaaHaIi31B,
MIEPBUHHUX JDKEpeN 3a PEeKOMEHJO0BAaHUMH 1H(OpPMaLIMHUMU pecypcaMu JO0Ka30BO1
MeIUIMHU. B sKoCTi 10/1aTKOBO1 1H(OpMaIIil HaAAIOThCS BIIOMOCTI PO pe3yJbTaTH
MPOXOJUKEHHS 3asABJICHUM JIKAPCBKUM 3acO000M TMPOIEAYPH OIIHKH MEIUIHUX
TEXHOJIOT1M B 1HO3€MHHX KpaiHax (He3aJIeXkH1 3BITH, BUCHOBKH, pekoMeH alii 3 OMT)
JUISL TOCHIKYBAHOI IIJIbOBOI MOMYJISIII B pa3i BIAMOBIIHOCTI JOCIIIKYBAHOMY
[MUTAHHIO.

Ha nactynmHomy erami aHami3dy €()EeKTUBHOCTI CI1J MPEJCTABUTH BUCHOBKH 3
BUSIBJICHUX BTOPUHHMX JIPKEpEN JJOKa30BO1 MEIUIIMHY, SIKIIO TakKi JpKepesia 3HalIeHO,
Ta OOrOBOPUTH iX OOMEKEHHSI, 30KpeMa B KOHTEKCTI METH Ta BUKOHAHHS JAHOTO
aHamizy.

BusnadueHi JOCHIDKEHHS TakKoXX MOXYTh OyTH BHUKOPHCTAaHI $IK JIKEPEIo
aHaMTUYHOI  1HGOpMAIl Tpu  pO3B’A3aHHI  JNOCHKYBaHOi mpobOiemu. B
OOTPYHTOBAaHMX BHUMAJKax TMPOBEACHHS aHalizy €(EeKTHUBHOCTI 3IIHCHIOETHCA 32
pe3yabTaTaMu 3HANJACHUX CHUCTEMATHYHHX OIVIIAIB (32 HEOOXITHOCTI MPOBEICHHS
TAKOro aHalli3y 3a KOPOTKHM dYac, SIKIIO BHUSBIICHI OTJIAIW € CHUCTEMAaTUYHUMH,
OHOBJICHMMH, BIAINOBIZAIOTh METI JOCIIIKEHHS Ta iX METOMIOJIOriS BIAIIOBIIAE
BUMOTaM SIKOCT1).

MeToro mnpoBeAeHHS CaMOCTIMHOTO CHUCTEMATHUYHOTO OISy HEpBUHHUX
JOCIIIJKEHb € TMOUIYK YyCiX HAyKOBUX pe3yJbTaTiB, SIKI BIANOBIAAIOTH KPHUTEPIAM
BKJIIOUEHHS A0 aHam3y. [lo-mepiue, ciii NpOBECTH MOIIYK AOCHIIKEHb, B SKHX
OLIIHIOBAHA TEXHOJIOrid Oyna Oe3mocepeHbO MOPIBHSAHA 3 OOpaHUM KOMIApaTopoM
(anri. head-to-head trials).

B oxpemux BuUmaakax pEKOMEHIYETbCS TaKOX IIyKaTH 1HOTY MEIUYHY
iHdopmariito y 0a3ax MmaHMX BIAMOBIAHO 10 pekomeHxaamiii bazoBoi wmomeni
EUnetHTA. OcHoBHI 0a3u mgaHuWX JJIs TIONIYKY MEPBUHHUX JKEPEN IMepepaxoBaHi
BUIIIE 1 3aCTOCOBYIOTHCS JJIA TIONIYKY CHCTEMaTUYHUX OTJISA/IB, METa-aHali3iB,
MIEPBUHHUX JIKEpEJI Ta J0JIaTKOBO BUCHOBKIB/pekoMeHamiit 3 OMT iHIMX areHTCTB.

PekoMeH/I0BaHO MOMOBHUTH TMOIIYK Oa3W JaHWX MeIuyHoi iH(opMarii 3a
JIOTIOMOT'OI0 1HIIIUX JKEPE, BKIIOYAI0UH:

NOCWIAHHS Ha Jiteparypy (myOmikamiii mnpo KIiHIYHY e(EeKTUBHICTh Ta
pPe3yJbTaTUBHICTH);
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peectpu KiiHIYHUX BunpoOyBaHb (clinicaltrials.gov i clinicaltrialsregister.eu),
JUIS TIONIYKY JTOCIIIKEHb, K1 € 3aBEpIICH], ajie 11e He OmyOIiKoBaHi.

Takosx 17151 OIIyKy 10AaTKoBOI iH(popMarii s BupimeHas: Metd OMT moxHa
BUKOPHCTOBYBATH HIKYE HABEJIEHI METOIH 3 P13HOIO MIpOIO I0Ka30BOCTI:

KOHCYJIbTAIII] 3 KJIIHIYHUMH €KCIIepTaMHu;

HECHUCTEMAaTUYHUH TOIIYK JaHUX, ONyOJIiIKOBaHMX y CHCIiali30BaHUX BUIAHHSX,
ajie He 1HJeKCOBaH1 B MeIMYHMX 1H(GOpMAIlIHHUX 0a3ax JaHUX;

3BEPHCHHS JI0 aBTOPIB KIIHIYHHMX JIOCIIKCHb, HAMPUKIAI, JUISI OTPUMAaHHS
CIeliaJIbHUX HEOIMyOIIKOBaHUX MaTepiajiB 1 IaHUX;

BHUKOPHUCTAHHA CHeHiaHiSOBaHI/IX ITOITYKOBHX CHUCTCM;

KOHCYJIbTaIlll 3 BUPOOHUKAMHU, OCOOJIMBO CTOCOBHO iH(opmallii mpo moo6ivHi

peakIlii Ha MiJACTaBl MepIOUYHUX 3BITIB Mpo Oe3neky (aHri. periodic safety update
reports, PSUR);

BUKOPHUCTAHHS JTAaHUX PEECTPAIIMHOIO JIOChE Tpernapary, JTOCTyIHOTO Ha BeO-
caiiTax peryiasTopHux opraHiB (Hanpukiaa, EMA, FDA).

Opnak, He3Ba)kKar0uu Ha J0JATKOBO 3HAMIEHI BUIIENIEpepaxoBaHi JKkepena, 1aHl
aHani3y e(peKTUBHOCTI YIIOBHOBaKEHUM OpraHoM 3 jiep>kaBHoi OMT pekomeH10BaHO
OTPUMYBAaTH METOJOM TMPOBEACHHS CHCTEMATHYHOTO OISy PaHIOMi30BaHHX
KIIHIYHUX ~ JOCII/PKEHb  OI[IHIOBAHOTO  JIKAPCHKOTO  3aco0y  MOpIBHSHO 3
KOMITapaToOpoOM, SIK TakKi, 1[0 MAlOTh HAUBUIIUI CTYyMiHb JO0Ka30BOCTi. OMHAK, SKIIO
CUCTEMATUYHHUI OTJIS]] MEPBUHHUX [OCHIDKEHb HEIOCTYIMHHM, TO OJIHE BEJIHKE
paHAOMI30BaHe JOCIIKEHHS] MOXE PO3TIISIIATUCS SIK APYTUi HaWKpamui BapiaHT.
HepannomizoBaHi JOCHITKEHHS MOXXYTh JOTOBHIOBATH PaHAOMI30BaH1 KIIIHIUHI
JOCIIJIKEHHS, KOJIM JIOKa3u OOMexeHi, ad0 MOXYTb OyTH OCHOBHUM JKEpEIOM
JTI0OKa31B, KOJIM HEMA€E JaHUX PaHJIOMI30BaHUX KITHIYHUX JOCIIIKEHb.

VY pa3i HasgBHOCTI JaHUX 11010 TPAKTUYHOI €(PEKTUBHOCTI 00 PE3yIbTATUBHOCTI
(anrn. effectiveness) BUKOpPUCTaHHS JIIKapChbKOro 3acol0y iX JOIIIBHO Opatu 3
HaJIHHUX JOCIIPKeHb peaJbHUX JaHUX, IPOBEICHUX 32 YMOB PEAIbHOI KIITHIYHOI
npaktuku (peanbHi gadi, RWD/RWE) B Ykpaini Ta cBiti. Taki 1aHi € 701aTKOBUMHU
JoxepenamMu iHdopMalii 10 paHIOMI30BaHUX a00 HEPaHIOMI30BaHUX KITHIYHUX
JOCITIJIKEHB Ta € MPUHHATHUMHU Y TI0ChE 3asiBHUKA.

3a Bu3HaueHHsIM pobouoi rpymnu ekcrneptiB ISPOR Tepmin «peanbHi nani» (aHTII.
real world data) oxormtoe pizHOMaHITHI TUIH 1HPOPMAITii, TKI BAKOPUCTOBYIOTHCS TSI
MPUIHATTS PillIeHb Ta OTPUMAaHI HE 13 PaHIOMI30BaHUX KIIIHIYHUX JTOCHTIKEHb, a 3a
JAHUMH peajbHOI KIIHIYHOI TNpaKTUKH. PeanbHi JaHl BIAPI3HSIOTHCS 32 THIIOM
pe3ynbTaTiB JiKyBaHHS (KJIIHIYHI, EKOHOMIYHI, OTPUMaHi BiJl MAII€HTIB), HAAIHHICTIO
1 BJIIJIHICTIO JOKA30BHX JIaHUX JUIsl yXBAJICHHS PINICHb. 3a METOJIOJIOTIEI0 Ta
IiIX0AaMH1 JI0 OJIEP KaHHS PEAIbHUX JTaHUX, iX KIacH(]iKyrOTh Ha:
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JOMATKOBl 110 TPAAWIIIHHUX PaHAOMI30BAaHWUX KIHIYHMX JOCTIIKCHh —
NepeIPEECTPAIliitHi, 3 METOI0 PEECTpallii HOBOTO JIKAPCHKOTO 3aco0y abo HOBHIX
MOKa3aHb JI0 3aCTOCYBaHHS;

nparMaTHYHI KJIIHIYHI JOCTIKEHHS, SIKI MPOBOJSATHCS B YMOBAaX pPEalbHOTO
HAJaHHA MEIWYHOI JONMOMOTH, ajié MaloTh IIUPINI KPUTEpii BKIIOYEHHSA Ta
paHIoMi3allli MamieHTiB y TPYIU JiKyBaHHS.

peecTpu — MPOCHEKTUBHI CIIOCTEPEKHI KOTOPTHI JOCHIDKCHHS TAI€HTIB 3
NIEBHUM 3aXBOPIOBAHHSM, SIKi OTPUMYIOTh BU3HAUCHE JIIKYBaHHS;

aJMIHICTPAaTHBHI Ha OCHOBI JIIF0YMX 0a3 JaHUX;

OJIep>KyBaH1 4epe3 OMUTYBaHHS Ta 1HTEPB IOBaHHsS (axiBIiB Ta mpodecioHasnin
OXOpPOHU 370pOB’s (JIIKapiB, MEAMYHUX CECTEP TOIIO), (hapMallEBTUUHOTO CEKTOpY, a
TaKOJK MAIlIE€HTIB;

3HEOCOOJIEH1 JIJaH1 eIEKTPOHHUX MEIMYHUX KapTOK MaIll€HTIB.

OTxe, peanbHl JaHl, 32 HAaABHOCTI, MOXYTb OYTHM HaJaHl 3asBHUKOM SK
no/1aTKoBa 1H(GopMarlis 1l yXBaJeHHS pillieHb MO0 (piHAaHCYBaHHS Ta peiMOypcalli
JIKApChKUX 3aco0lB, OCKUIBKM BOHHM 3a0€3ME€YyI0Th 1 BHUCBITIIOIOTH PO3YMIHHS
pE3yNbTATIB JIIKYBAHHS MALI€HTIB 32 PEAIbBHUX YMOB, BIIOOPaXXKyIOUH 1109y HPAKTUKY
CUCTEMHU OXOPOHH 310pOB’sl. PeanbHi JaH1 JOMOBHIOIOTH 1 YTOYHIOIOTh 1H(QOPMAIIIO 3
KJIIHIYHOT €(EeKTUBHOCTI, OTPUMaHy SK «30JIOTUH CTaHIAPT» 13 PaHIOMI30BAHHUX
KIIHIYHUX JOCIIKEeHb, TAHUMH 3 PeabHOT MPAKTUYHOI €(heKTUBHOCTI, OJICPKAHUMH
BIJ] IIUPIIOT TOMYJISIiT mamieHTiB [46].

Takum uYMHOM 3a0e3MeuyeTbcss KOMIUIEKCHA 1HGoOpMalis s MNPUAHATTS
OOTpYHTOBAHOTO DilIeHHS 11040 (IHAHCYBaHHS JIKapCchbkuxX 3aco0iB. OiiHKa
edeKTUBHOCTI Mae 0a3yBaTHCs Ha JaHUX 3 HAWBHIIUM PIBHEM JOCTOBIPHOCTI (Tad.

2).

Tabmun 2. Knacudikaliis JaHUX 3a CTYIEHIMHU J0Ka30BocCTi [9]

Tun Kareropis Omnuc kareropii
HOCTIUKEHHS | JOCJIIIKeHHSA
Cucremarnunuii  |IA Metaanani3 Ha OCHOBI pe3yJIbTaTIiB
OIJIsA CHUCTEMATUYHOTO OTJISITY PaHIOMI30BaHUX
pPaHI0MI30BaHUX KIIHIYHAX JOCHIKEHD
KmHl,qHHX IB CucreMaTUYHUN OTJIA] Ha OCHOBI
AOCIUKCHD PaHIOMI30BaHUX KIIIHIYHUX JIOCTIKEHb 0e3
MeTa-aHalli3y
Excniepumentansh | [TA PanngoMizoBan1 KIIIHIYHI JOCHIIIKEHHS,
1 JOCIIIDKEHHS BKJTFOUYAIOYH MPAarMaTHYHI paHI0Mi30BaHI

KJIIHIYHI JOCHIHKEHHS

1B [IceBnopan1oMi30BaH1 KJIIHIYHI JOCITIKEHHS
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IC HepanaomizoBaHi KOHTPOJIbOBaH1 KIIIHIUHI
IOCHIKEHHS
11D Jlocmimxenus 6e3 mopiBHAHHS (aHTI. single arm
study)
KonTtponboBani [ITA CucTeMaTUYHUM OTJISIT COCTEPEIKHUX
CTIIOCTEPEKHI1 JOCTIIKEHb
AOCIIUKCHHA 1B [IpocnieKTUBHI KOTOPTHI JOCTIKEHHS 3

IMapajICIIbHOKO KOHTPOJBHOIO I'PYIIOI0

IC [IpocniekTHBHI KOTOPTHI TOCIIHKEHHS 3
ICTOPUYHOIO KOHTPOJBHOIO TPYTIOI0
D PerpocniekTuBHI KOTOPTHI JOCIIIKEHHS 3
napasesbHOI0 KOHTPOJIBHOIO IPYIIO0
IIIE JocniakeHHs: BUIaA0K-KOHTPOJIb (aHTJI. case-
control) (peTpoCneKTHBHI)
Omnucosi IVA JlocnikeHHs cepiil BUTIAIKIB 3 pe3yJibTaTaMU
JOCITKCHHS nepes; abo miciist TeCTy (aHrJ. case series-pretest,
post test study)
IVB JlocniikeHHs cepiii BUTIAIKIB 3 Pe3yJIbTaTaMU
miciist TecTy (aHri. case series-post test study)
IVC [HI11 TOCHII>KEHH B TPYII MAlI€HTIB
IVD Onuc KITHIYHOTO BUTIAJKY (aHTJI. case report)
Excneprha ngymka |V ExcniepTHa AyMKa Ha OCHOBI KJIIHIYHOTO

JIOCBIJly Ta 3BITiB OMUTYBAaHHS €KCIIEPTIB

4.2.3. OuiHka AK0CTi JaHUX

OmiHka $KOCTI JAHMX JIO3BOJIA€E BU3HAYUTU 1X BHYTPILIHIO Ta 30BHIIIHIO
BaJiIHICTh. OIlIHKA SKOCTI JaHUX JOCIIPKE€Hb, BKJIIOUCHHUX JI0 aHaJi3y, BHUMAarae
BpaxyBaHHS KUIbKOX (haKTOPIB:

METOL0JIO0TII0 KOKHOT'O JOCTIIKEHHS;
PHU3HUK CUCTEMATUYHO1 MOMUJIKM (aHri. risk of bias);
MOCJTIIOBHICTh PE3YJIHTATIB OKPEMUX JTOCIIIKEHb, BKIIFOUCHHUX B OTJIS/I;

Oe3nocepeiHe 3aCTOCYBaHHS PE3yJIbTaTIB OTO JOCTIIKEHHS 10 IIUIbOBOI IPYyIH
MMaII€HTIB.

[Tigxix 1o BUOOpPY THCTPYMEHTIB /ISl OIIHKH SIKOCTI BKJIFOUEHHX y CaAaMOCTIIHO
MPOBEICHUM CHCTEMATHYHUN OTJIAM KIIHIYHUX JOCHIDKEHb TPEJCTaBICHUN Y
noBimanKy «Cochrane handbook for systematic reviews of interventions» [25]. s
OIIIHKA  PHU3UKYy CHCTEMATHYHOI TIOMWJIKH  DPAaHIOMI30BAaHMX  JOCIIKEHb
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pexoMeH10BaHo 3acTocoByBaTh IHCTpYMEHT «Risk Of Bias — 2 (RoB 2)», s orinku
HepaHI0Mi30BaHuX JMociimkeHb — iHcTpyMeHT «The Risk Of Bias In Non-randomized
Studies — of Interventions» (ROBINS-I), po3po6ienmii unenamu Cochrane Bias
Methods Group and the Cochrane Non-Randomised Studies of Interventions Methods
Group [25]. [lpuwifHATHUM € BUKOPHUCTAaHHS IHIIUX I1HCTPYMEHTIB 3 OIlIHKH
METOOJIOTIYHOI SKOCTI, BKJIFOUCHHX HEPAHJIOMI30BaHUX JIOCIIIKEHb, HAIPHUKIIA],
JUCTH OIiHKH [26].

VY npoBeeHOMY CUCTEMAaTUYHOMY OTJISAJIl MalOTh OyTH MPEACTaBICHI CYIKECHHS
PO PU3MK CHUCTEMATUYHOI TMOMHUJIKU WIOJI0 BAXKIMBHUX PE3YJbTATIB SK OKPEMHX
JOCITIKeHb, TaK 1 B paMKaX KUIBKOX JOCIIIKEeHb. [HCTpyMEHTH, pEKOMEH0BaH1 Y
noBigHUKY «Cochrane handbook for systematic reviews of interventions» B jaHuii yac
JIJIS1 OLIIHKY PU3HUKY CUCTEMATUYHOI TOMUJIKU B paMKaxX BKJIIOUEHUX AociikeHb (RoB
2 tTa ROBINS-I), natoTh 3arajibHe CyKE€HHS PO PU3MK JJIsl OLIHIOBAHOTO PE3YJIbTATY.
{06 y3araabHUTH pU3UK CUCTEMATUYHOI IOMUJIKUA PE3YJIbTATIB TOCHIIKEHHS IT1]] 4ac
CUHTE3Y, JUIsl OLIHKHU Ta 3BITHOCTI PO JOCTOBIPHICTH JOKa3iB (TOOTO BIIEBHEHOCTI B
KOPEKTHOCT1 OLIHKUA €(EKTy) s KOXHOTO MONEPEAHHO BU3HAUEHOTrO, KIIHIYHO
BXKJIUBOTO PE3YyJIbTATy Y CUCTEMATUYHOMY OIJISIII HEOOX1THO 3aCTOCOBYBATH TIIX1]]
GRADE [25]. MoxkHa BuUKOpHCTOBYBaTH oOHJaiH-iHCTpyMeHT GRADEpro
[https://www.gradeworkinggroup.org/].

4.2.4. llpe3enTanisi pe3y/abTAaTiB BKJIIOYEHUX JOCTiKEHb

Jyist ipeicTaBieHHsI JOCIIKEHb yC1 JIaH1, 1[0 CTOCYIOTHCS KOHKPETHOI KITHIYHOT
npobiieMu, MaloTh OyTH 3BefieHI B TaOiuil. HeoOXigHO BKa3aTHh KiJIbKICTh Ta THIT
BKJIFOUEHHUX JOCIIKEHb, XapaKTEPUCTHUKU KOXKHOTO JIOCTIHKCHHS: paHI0MI3aIliio,
METO/I MPUXOBYBAHHS, «3ACIIIUICHHS) YYaCHUKIB JOCIHIKEHHS, TIEP10]] MPOBEICHHS
JOCITIJIKEHHS, KUIbKICTh MICLb MPOBEACHHS AOCIIIKEHHSI, CIMCOK CIIOHCOPIB, pPO3MIp
BUOIPKHU JOCHKEHHs (BKa3aTH YW OyNW MAall€EHTH, SIKI JIOCTPOKOBO 3aBEPIIMIIN
JOCIIIJIKEHHS Ta 3 AKUX MPUYMH), XapaKTEPUCTUKY MaiieHTa (13 3a3HAYCHHSIM Oy/Ib-
SAKUX BIJIMIHHOCTEW IIOJO CTaTi, BIKY, CTajli 3aXBOPIOBAHHS (NP HEOOXI1IHOCTI),
COLIIAJIBHOTO Ta €THIYHOTO MOXOXKEHHSI, CYIYTHIX 3aXBOPIOBaHb), A€Talll BTPYUYaHHs
Ta MOBIJIOMJICHHS TIPO pe3yJbTaTH (KPUTEPIi OIIHKK MalOTh OYTH YITKO 3a3HA4YeHI B
JOCTIKEeHH1). Y BUMaJAKaX, KOJIM BUMIPU pe3yJbTaTy BUMAararoTh JESKOrO CTYIEHS
CyO’€KTUBHOCTI, CJi/1 MepeI0aUYnTH BIIMOBIIHI JJOKA3H TOTO, III0 BUKOPUCTaH1 BUMIpU
€ HaJIHUMU 1 OYJIU TIepeBipeHi mepe; iX BAKOPUCTAHHSIM, a TAKOXK MepeI0aunTH THIITY
1H(popMariito, IO Ma€ BITHOIICHHS JI0 30BHIIITHLO1 BaJIITHOCTI.

CucTeMaTHYHUM OIS paHA0MI30BaHUX KIIIHIYHUX JTOCIIIKEHD (3 METaaHaIi30M
PE3yNbTATIB BKIIOYEHUX MIEPBUHHUX JTOCIHIKEHb a00 0€3 HhOT0), SIKi BiI0OpaX aroTh
KJIIIHIYHY TPO0JIeMy 3 TOYKH 30pY IJIbOBOI MOIYJISAIT, peJIeBaHTHOTO KOMIIapaTopa Ta
KIHIIEBUX TOYOK, Ma€ HAWBUIIUI PIBEHb T0KA30BOCTI 32 YMOBH, 1110 BOHU € CY4YaCHUMHU
Ta BIAMOBIJAI0TH BUMOTaM 010 MTPOBEJECHHS TaKUX JOCIIIKEHb.

[{iHHICT, JIOKa31B 3aJICKUTh B TEPIIy YEpry B METOAOJOTIYHOI SKOCTI
BKJIFOUEHOTO JTOCIIPKCHHS Ta BUKOHAHHS YMOB JIJISI OIIHKA MEUYHUX TEXHOJIOTIH.
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4.2.5. CuHTe3 1aHUX 010 e()eKTUBHOCTI

Y3arabHEeHHS pe3yJIbTaTiB CIPSMOBaHE Ha 3BE/ICHHS 1ICHTHU(PIKOBAHUX TaHUX Ta
BCTAHOBJICHHSI PIBHA HEBH3HAYEHOCTI OLIHKH. 3a YMOBH BIJCYTHOCTI 3HA4HOI
KIIIHIYHOI, METOMOJOTiYHOI ab0 CTaTUCTUYHOI HEOMHOPIMHOCTI  JTOCIIIKCHb
PEKOMEHIOBAHO y3araJIbHUTH Pe3yJbTaTH 3a JOTIOMOTOI0 MeTaaHalizy. MeraaHai3
BUKOPHUCTOBYIOTb TO/I1, KOJIM 1ICHY€ OLIbIIIE OJTHOTO JOCIIIKEHHSI, B SIKOMY OIIHIOETHCS
edexT BTpyudaHHs (abo dakTopa pHU3MKY) 3 BUKOPHUCTAHHSAM OJIHOIO 1 TOTO X
MOKa3HUKa pe3yjbTaTy, a MEPBUHHI JOCTIIPKEHHS JOCTAaTHBO CXOXI1 3a CKJIaJ0M
YYaCHUKIB, 1HTEPBEHIIISIMHM, IO TOPIBHIOIOTHCS, YMOBaMHU, TPHUBAJICTIO, a TaKOXK
BU3HAYCHHSIM 1 BUMIPIOBAHHSM IMOKa3HHUKA Pe3yJIbTaTy, 100 0yJ10 JOIiIBHO 00'€THATH
pe3yibpTaTH 1MX  JOCHi/DKeHb. Pe3ynbratu  Mera-aHami3iB, SK  MPaBHIIO,
MOBIIOMJISIFOTECS. Ha OCHOBI MOJIETIOBaHHA (PiKCOBaHUX 1 BUNAJIKOBUX €(EKTIB, a
pe3yJIbTaTH BiI0OpaXkaroThes rpadivHo 3a JormomMororo aiarpamu «forest-plot».

Ao KUIBKICHWA aHaii3 pe3yJibTaTiB HEMOXKJIMBUM, CIIJI MPOBECTU SIKICHUUI
aHai3 Ta NPEeACTaBUTH KO0 IPYHTOBHUM OIVISIAOM JaHUX (PEKOMEHJI0BAHO y (opMi
Ta0JIuII1) 3 MPOBEICHOIO OI[IHKOIO SIKOCT1 IIUX JIaHUX.

Crig npeacTaBUTH TakKi pe3yIbTaTH 3 KOXKHOTO BUITPOOYBAHHS:
NepBUHHUHN (OCHOBHUI) PE3yibTaT, 3a3HAUYEHUN Y TPOTOKOJII TOCI1KEHHS;
BTOPUHHI pe3yJbTATH.

[Ipyn BUKOHAHHI CHCTEMAaTUYHUX OTJISAIB TaKOX PEKOMEHIYEThCS BKa3aTH BCi
MOTEHI[IITHO BaXKJIUBI /I NarienTa pe3yiabratu. Y noBinauky GRADE Buznauaiots,
BIJIMOBITHO JI0 X BaXXJIMBOCTI, TP KaTEropii pe3yJbTaTiB MPU MPUIHATTI PIIICHb:

KPUTUYHUN pE3yJIbTAaT;
BAXKJIMBHM, aJle HE KPUTUYHUN PE3yJIbTaT;
oOMe’KeHEe 3HAUECHHS BaXXJIMBOTO PE3YNbTaTy.

Oruisig eTamiB po3TiIsiy BiTHOCHOT BaXJIMBOCTI pe3yibTariB onucanuii B GRADE
noBiaHUKY [47].

JI71s1 KO’KHOTO pe3ysibTaTy NOTPIOHO BU3HAYUTH, UM 1€ OyB OCHOBHHI pe3yJsbTar,
BKa3aTW OJUHUILIl BUMIPY Ta METOJ CTATUCTUYHOIO aHaIi3y pO3PaxyHKIB pe3ysIbTaTiB
(aurn. ITT — intention to treat, RR — risk ratio, PP — per protocol), onric TpuBaiocti
JOCITIJIKEHHS.

HeoOximHo y3aralbHUTH PO3PaXyHOK CTATHUCTUYHOI CHJIM PE3YyJbTaTIB IS
BUSIBJICHHS 3MIH Ta BKa3aTH, SIK BPaXOBYIOThCS BIJCYTHI AaHi (aHTJ. missing data).

4.2.6. AHAJI3 TaHUX 0e3NeKH

AHani3 6e3neKkr OXOIUIIOE TaKl K OCHOBHI 1H(OpMaIliifHi OJIOKH, SK 1 aHai3
epextuBHOCTI. Konu 1y1st mpeacTaBieHHs aHamizy Oe3neku Ta €peKTUBHOCTI 32 OCHOBY
B3STO 1ICHTUYHI JOCTI/DKCHHS, MPUUHATHUM € iX 00’€HaHa Tpe3eHTaris. SIKio
aHajiz Oe3mneku TMOTpedye BKIIOYEHHS JO0 aHalidy e(QeKTHMBHOCTI 1HIINX/a00
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JOJJATKOBUX JTOCII/DKEHb, HEOOX1THUM TPEJICTaBUTH IIEH aHalli3 OKPEMO BiJ OIIHKU
epexkTuBHOCTI. MeTonuKa Ta TMOCHIJOBHICTh MPEACTABICHHS aHajizy 3 Oe3meKu
BIJIMTOBIIa€ aHAI3y €(PEKTUBHOCTI.

AHami3  O€3leKu TMPOBOAUTHCS JJIS  OIIHKA  PU3UKY  BUKOPHCTAHHS
JOCTIKYBAHOTO JIIKAPCHKOTO 3aco0y Ta BpaxoBye HOro moOiyHI peakiii Ta iHII
n001YHI SIBHUIIA, BIIMIHHOCTI MIXK IKUMH c1ijx audepenititoparu [48].

Mertoro anamizy Oe3neku €: ieHThdIKalisg MoOIYHUX peakIilii Ha JIKapChbKUN
3aci0 Ta IHIIUX MOOIYHUX SBUII, OIlIHKA 1X IIOJ0 YACTOTH Ta KJIIHIYHOI 3HAYYIIOCTI,
MOPiBHSIHHS MPod1TiB 6€3MeKH JOCTIIKYBAHOTO JIIKapChKOro 3aco0y Ta KoMmapaTopa.

Ornsan ananizy 6e3neku Mae OyTH afanTOBAaHUN O BU3HAYEHOI METH aHANI3Y 1
0COOJIMBOCTEN AOCTIIKYBAHOTO JIIKAPCHKOTO 3ac00y. Y NEIKUX BUIAAKAX aIrOPUTM
MIPOBEJICHHS JOCHIKCHHS 3 aHalizy Oe3leKu MoKe OyTH aHaJIOTIYHUM 0 aHali3y
edexktuBHOCTI. OJIHAK, 1€ 4acTO Ma€ OyTH PO3IIMPEHA OI[IHKA, 30KpEeMa, Y BUIMAJKY
JOCHIKEHHST JIIKApChKUX 3ac001B, 110 YacTO BUKJIMKAIOTh MOOIYHI peakiii. ko
JTAHUX JOCIIKEHb, BKIOYEHUX 10 aHali3y €(PEeKTUBHOCTI, HEIOCTATHHO ISl OLIHKH
npoditro 6€e3MeKu, Ciij pO3rASHYTH MUTAHHS PO BKIOYEHHS JOJaTKOBUX KPUTEPIiB
CUCTEMATUYHOTO OrJIsAy (KUIBKOCTI MAII€HTIB, MIOJI0 SIKMX TEXHOJIOTiA MOXe OyTu
BUKOpPHUCTAHA, IHIIWNA PEXUM JI03yBaHHs, CHOCIO BBEIEHHS Ta 1H.), BUKOPUCTAHHS
METOJI0JIOT1i BKJIFOUEHUX JTOCI1KEHb.

Skimo cTpareris MonyKy J0Ka30BUX JIAHUX, IO CTOCYIOTHCS OIIIHKU O€3IeKH, a
TaKOXK KPUTEPil BKIIOUEHHS Ta BUKIIIOUECHHS BIAPIZHSAIOTHCS BiJ KPUTEPIiB aHAIIZY
e(eKTUBHOCTI, CI1J] MPEICTABUTH OKPEMY CTPATETIIO MOIIYKY.

Ominka Oe3nmekd TaKoK Ma€ BpaxoBYBAaTH JlaHI MpO MOOIYHI peakiiii,
OITyOJIIKOBaH1 PEryJsTOPHUMH OpPTaHaMH, IO KOHTPOJIIOIOTH O€3MeKy JIKapChKOTO
3aco0y (Hanpukian, EMA, FDA, lleatp monitopunry BOO3 M. Yhncana).

J1o1aTKOBO pPEKOMEHIYEThCSI MPEACTABIISITH AaHi 31 3BITIB PO MOOIYHI peakiii
JIKapchKoro 3acoOy, 1HIN MOOIYHI SBUIIA, MIATOTOBJIEHI (DapMaleBTUYHUMHU
KOMITaHIsIMHU Y (pOpMI PETYIISIPHO OHOBJIFOBAHOTO 3BITY 3 O€3IMEKH J1KapChKOro 3aco0y,
J03BOJIEHOTO J10 MeandHoro 3actocyBaHHs (PSUR).

Aximo Bu3HAueHO OaraTo pI3HUX HECHPUATIUMBUX TNOOIYHUX  PpEaKIliH,
JOTTYCKAEThCS 3BY3UTH OIIHKY O€3IMEKH 10 aHami3y HaWBAKIIUBIIIMX DPEaKIid Ha
JIKapChKi 3ac00M (HaMOLIbII MOIKUPEHi Ta cepitosHi) [49].

Hampuknazn, Ay KIiHIYHUX JTOCTIKEHb OHKOJIOTTYHOTO MPOQIII0 CTaHIapTOM
3BITHOCTI ITPO TSHKKICTh TOOIYHUX SIBUII € 3arajbHa TEPMIHOJIOTISI KPUTEPIiB MOOIIHIX
spulll (Common Terminology Criteria for Adverse Events, CTCAE), mo
npeacrasiena B Tadmui 3 [50].

Tabmuus 3. 3aranpHa Tepminooris kpurepiiB nodiunux ssuil (CTCAE, Bepcis
5)

Crymisab 1 |Jlerkuii; BiICyTHICTb CUMOTOMIB 200 JIETKl CAMIITOMU;
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JIKyBaHHS HE IMMOKAa3aHO; JINIIE KIHIYHI a00 T1arHOCTHYHI
CIIOCTEPEKEHHSI.

Crymins 2 |ITomipHUiA; 0OMEKEHHs II0ICHHOT MOOYTOBO1 aKTUBHOCTI BiJIMOB1THO
710 BIKY (IIpUTOTYBaHHS 1K1, BAKOPUCTaHH TenedoHy, BUXiJ B MarasuH
3a MPOJyKTaMH YH OJIITOM TOIIIO); TIOKa3aHO MiHIMaJIbHE JIOKajJbHE a00
HEIHBa3MBHE JIIKYBaHHS.

Crymiab 3 | Tspkki a0 KIIHIYHO 3HAYYII, TPOTE HE HETATHO 3arpO3NUBI AJIS KHUTTS
moO14H1 SBMINA; TOKA3aHO TOCIITaJI3aIli0 200 MOIOBKEHHS 11 TEPMiHY;
1HBaUT IM3al1is; OOMEXKEHHS 10ICHHOT TOOYTOBOT aKTUBHOCTI,
MOB'SI3aHOI 13 CAMOOOCITYyTOBYBaHHSM (OJIATaHHs, TPUHOM TKi,
JIKapChKHUX 3ac001B, TpoTe 0€3 MPUKYTOCTI J0 JIIKKA).

Cryniab 4 |3arpo3nuBi AJI )KATTS HACTIAKY; MOKA3aHE HEBIIKIAHE MEUYHE
BTpYyYaHHS.

Crynine 5 |CMepTh, OB'13aHa 13 TOOIYHUM SBUILIEM.

4.2.7. IllpencraBiieHHs pe3yJbTATIB

Pe3ynbTaTu KIIHIYHUX AOCHIIKEHb MalOTh OyTH TPEACTaBJICHI 3a JOMOMOTOIO
3HAUEHb MNapaMeTpiB, IO (PIKCYIOTh BIJIMIHHOCTI y TOKAa3HHUKY €(EeKTUBHOCTI Ta
Oe3MeKy OLIHIOBAHOTO JIKAPCHhKOrOo 3aco0y y TMOpIBHSHHI 3 KOMIAapaTopoM
(HampuKIIa, CHiBBIAHOIIECHHS 1IaHCIB (aHri. odds ratio), pi3HULS pU3UKIB (aHIII. risk
difference), BigHOWIEHHsS puU3MKIB (aHTJ. risk ratio), CHiBBIAHOLIEHHS/KOEPIIEHT
pusukiB (anri. hazard ratio), crangapTuzoBaHa cepenns pizHuug (anri. standardized
mean difference), 3Baxkena cepemusi pizHuis (anran weighted mean difference),
KUIBKICTh TAIIIEHTIB, SKUX HEOOX1AHO mpojikyBatu (aHri. number needed to treat)
[21]. Pesymbratu mis Oinapuux 3miHHMX (aHri1 dichotomous outcome variables)
MPE3EHTYIOTHCS Y BUTIISII BITHOCHUX 1 aDCOTIOTHUX 3HAYEHBb TTapaMeTpiB.

SIKI10 POBECTH MOPIBHSUIBHY OLIHKY aHaii3y e()eKTHUBHOCTI JOCIHIKYBAaHOTO
JKApChKOTO 3ac00y HEMOKJIWBO (HANPUKIAA, JOCTIIKEHHS O€3 MOpiBHSAHB (aHTI.
single arm study), aHasi3 gaHUX 110710 O€3MeKH, pe3yIbTaTH JOCIIKEHb, BKIIFOUCHUX
JI0 aHAJI3y, MalOTh OyTH MPECTABIEH] B MOPIBHSJIBHUX TAOIUISIX.

Pe3ynbraTn MeTaaHamizy CIi MPEACTaBUTH 3a JOMOMOTOIO0 BIJMOBIIHHUX
YUCJIOBUX 3HaueHb Ta niarpamu «forest-plot». HeoOXimHO mpeACcTaBUTH OKpEMO
pe3yJbTaTH KOXKHOTO JOCHIPKEHHS, BKJIIOUEHOTO 10 MeTaaHai3y (SKIIO MOXKJIHUBO,
HajaTu 1HQOpMalil0 NpO CTATUCTUYHE 3HAYEHHS NapaMmeTpiB pe3ysbTariB (p-
3HAUEHHA, JOBIpYMi 1HTepBad). [ KOXHOTO MeTaaHamizy pe3yibTaTH TECTY
HEOTHOPIAHOCTI CJIiJT MPEACTaBUTH BiAMOBIMHO 110 AoBigHMKa «Cochrane handbook for
systematic reviews of interventions» (Hampukian, Xi-KBagpaT TecT, 12 crarucTHka)
[25]. Pe3ynbraTy 1uist OKpeMHUX KiHIIEBHX TOYOK, IO MAOTh BUPIIIAIbHE 3HAUCHHS TSI
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BHCHOBKY MpO €(PEeKTUBHICTh Ta Oe3leKy, MOBHHHI OyTH MpeACTaBlCHI y BUIJISIII
TaOJIMIIl YUCTOBHUX JAHUX, IO TOKA3yIOTh PO3MIp €(EeKTy OLIHIOBAHOTO BTPYYaHHS Ta
JOCTOBIpHICTH JaHUX (aHra. summary of findings table).

JlocmimkeHHs, sIKl CyTTEBO BIAPI3HSAIOTHCA 32 OJHIEIO UM KIJTbKOMA KIIFOUOBUMU
XapaKTepUCTUKAMU (HAMPHUKJIaA, yYaCHUKH, BTPYUYaHHS, BUMIPIOBaHI pe3ylbTaTh), HE
MaloTh MOE€THYBATHUCS.

BusHaueHHsT MOCTIIKEHb U1 HENpSMOTo TOpIiBHSAHHS Mae Oa3yBaThcs Ha
CUCTEMAaTUYHOMY OTJIsii. PEKOMEHIyeThCs pETeNpbHHA aHami3  METOHOJIOril
JOCITIDKCHHSI Ta OIliHKa BIAMIHHOCTEHW Yy TOMYJALIl, KOHTPOJLHOMY BTPY4YaHHI Ta
KIHIIEBMX TOYKaxX. BUsABIIEHI BIIMIHHOCTI CJIiJT ITOJABATH Y BUTJISA/II TaOJIHIII.

Hernpsime mopiBHSHHS CI11J] MPOBOJIUTH JIMIIIE B TUX BUIAKaX, KOJU OCHOBHI JIaHi
JTOCHTIPKEHb, 110 TOPIBHIOIOTHCS, € OJHOPIIHUMHU Ta Y3TOJDKEHUMH, 1HAKIIE
pe3yabTaTu He OyAyTh JOCTOBIPHUMH. SIKIIO € MpsAMI Ta HENpsIMi JOKa3H, 1X MOXKHA
OIL[IHUTU OKPEMO, a HEeTIPAMI JOKa3M MOJATH SIK ToAaTKOBUI aHami3. Ciig cnpoOyBaTu
NOSICHUTU OyAb-sKI PO30OLKHOCTI MIXK pe3yJbTaTaM{, OTPUMAaHUMH 3 OISy Ha
XapaKTePUCTUKH JTOCHIKeHHS [1].

4.2.8. O0MexeHH TOCTiTKeHHS

OOMexeHHsT NM3aiiHy aHali3y Ta OOMEXKEHHS W00 HasBHUX JaHUX CIIiJ
MPeACTaBIATH OKpeMo. HeoOXiiHO 3a3HAUUTH, SIK1 3 IIUX OOMEXEHb MAalOTh CTOCYHOK
JI0 3arajibHOi OINIHKM TEXHOJIOTII Ta BKa3aTH Ha CIMOCIO iX BIUIMBY Ha OIIHKY
e(heKTUBHOCTI 1 Oe3IeKH.

VY yacTuHi, 110 CTOCYETHCSI 0OMEKEHb aHai3y, CJIiJl 3a3HAYUTH:
O0OMEKEHHS 110JI0 BUKOPUCTOBYBAHUX aHATITUYHUX METO/IIB;
PHU3HK TIPEJICTaBIICHHS HETIOBHUX BUCHOBKIB.

Y 4YacTuHI, 10 CTOCYEThCA OOMEXKEHb HASABHUX JIAHUX, CIiJ 3a3HAYUTH
OOME)XEHHSI BHACJIJOK HEMOBHUX, HEOJHO3HAYHUX JAHUX Yy KOHTEKCTI MEBHOI
npo0JieMH, BKIIFOUAOYU:

O0OMEKEHHS METOA0JIOT1i 300py JaHuX;
BHJI BKIIOUECHUX KJIHIYHUX JOCIIJKCHD;
PHU3MK cucTeMaTHYHOT moMuiku (auri. risk of bias);
pPO301KHOCTI B pe3yJibTaTax;
BIJICYTHICTb OIIIHKU KJIIHIYHO 3HAYYIIUX KIHIIEBUX TOYOK;
3HAYHI BTPATH JAHUX ISl IPOJAOBKEHHS MOJATBIIIOTO CIIOCTEPEIKECHHS,
BIJICYTHICTB 1H(OpMAITii TPO TTePEBIPKY KIHIIEBUX TOYOK.
4.2.9. BucHOBKH

Crnig mpeacTaBUTH BHCHOBKHM, C(OpPMYIbOBaHI Ha OCHOBI pe3yibTaTiB
MOPIBHAJILHOTO aHalli3y KIIHIYHOI €(eKTUBHOCTI (pe3ylbTaTUBHOCTI) Ta Oe3meKu
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JOCITIIKYBaHOTO JIIKApChKOTO 3aco0y. EneMeHTOM 0CTaTOYHUX BUCHOBKIB MOXKE OyTH
MOPIBHAHHA KJIIHIYHOT €()EeKTUBHOCTI 3 €(PEKTUBHICTIO MPAKTUYHOIO (32 HAsIBHOCTI
naHuX). BUCHOBKM MalOTh CTOCYBaTHUCA METH aHami3y Ta OyTu Oe3mocepeaHbo
TIOB'SI3aHUMU 3 OTPUMAHUMU PE3yJIbTaTaMHU.

4.2.10. BusHaueHHsI piBHS J0AAHOI KJIiHIYHOI KOPHUCTi

MeTta OLIHKHM AOJAHOI KJIIHIYHOI KOPUCTI MOJSIrae y 3a0e3nedyeHHi Mpo30poi,
BIITBOPIOBAHOI Ta CIPaBEJIMBOI OLIHKH 3 YpaxyBaHHSIM KIIHIYHOI 3HAYYIIOCTI
pe3ynbTaTiB Jid 3[0pOB’S, BEJIMYUHHU BITHOCHOTO edekTy, mpodimo Oe3neku Ta
OILIIHKHU AKOCTI JOKA30BUX JAHUX.

[linxing 10 BU3HAYEHHS PIBHS JOJIAaHOI KJIIHIYHOI KOPHUCTI Ta BIANOBIIHA
KJacu(ikamisg piBHIB aJanTOBaH1 Ha OCHOBI MPHUHIIMITIB OL[IHKY Ta NPUHHATTS PIIIEHb
II0JI0 JIIKAPChKUX 3ac001B 3 METOIO BIAIIKOAYBaHHS BUTpaT HamioHansHOro oprany
oxoponu 3110poB’st Opanirii (HAS, Haute Autorité de Sant¢) [70].

J{nst BU3HAYEHHS JOAAHOI KJIIHIYHOT KOPUCTI OI[IHIOBAHOIO JIIKAPCHKOrO 3acC00y
BOKJIIMBUM € PEJIEBAHTHICTh oOOpaHoro Kommaparopa. Iligxoau 10 BuUOOpPY
KoMmmapartopa rnpezicTtasiieHi y m.4.1.4 HactanoBu. VY pasi nmpeAcTaBiIeHHS MOPIBHSHHS
3 HEpEeJIEBAaHTHUM KOMIIApaTOpOM JOJaHa KJIHIYHA KOPHUCTh JOCIHIIKYBaHOI
TEXHOJIOT1i HE BU3HAYAETHCSI.

OCHOBHUMU KpUTEPISIMUA BU3HAYEHHS PIBHIB JJOJIaHO1T KJIIHIYHOT KOPUCTI €:

AKICTh TPEJCTABJICHUX JIOKA30BUX JaHUX, sIKa BKJIIOYA€ BIAMOBIIHICTH MIXK
MOMYJISILIEI0 B TOCHTIIPKEHHI Ta OLIIHIOBAHOIO I[IIbOBOIO MOMYJISLIE€I0, METOIOJIOTTYHY
SIKICTB JIOCHIJDKEHHS, TOIIO;

KJIIHIYHA 3HAYYIIICTh PE3YIbTaTIB ISl 3J0POB’S;
BEITMYMHA BITHOCHOTO €(DEKTy MOPIBHIHO 3 PEICBAHTHUM KOMITAPATOPOM;

npodisib OE3MEKN OLIHIOBAHOTO JIIKAPCHKOTO 3ac00y MOPIBHAHO 3 PEJIEBAHTHUM
KOMIIapaTopoM.

HasiBHiCTh HE3a710BOJICHOT a00 HEIOCTATHHO 3aJ0BOJICHOI MEIUYHOI MOTpedu
TaKOX € BaXJIMBUM (DAKTOPOM IPHU BU3HAYEHHI PIBHS 10AAHOI KJIIHIYHOI KOPHUCTI, IO
BIJIMBA€ HAa IHTEPIpPETAlil0 KIIHIYHUX pe3yJbTaTiB, 30KpeMa 3 ypaxyBaHHSIM
HAsSIBHOCTI allbTEPHATHBHUX METO/IIB JIIKYBaHHS, 1X KIIHIYHOI €)EKTUBHOCTI, OE3MEeKN
Ta JIOCTYITHOCTI B YMOBaX CUCTEMH OXOPOHU 3JI0pOB'sT YKpaiHH.

PiBeHb 101aHOT KIITHIYHOT KOPUCTI HE € CTAJIMM Ta MOKE 3MIHIOBAaTHUCh 3 4aCOM
3QJIEKHO BiJl TOSBU HOBUX KIIHIYHMX JIOKa3iB MIOJ0 KIIHIYHOT Ta MPaKTHYHOL
e(eKTUBHOCTI, NMpoduI0 OE3MeKH, OHOBJICHHS Tay3€BUX CTaHIAPTIB MEIUYHOI
JIOTIOMOTH, 3MIHU JIOCTYITHOCTI PEJIEBAHTHUX AalbTEPHATUBHUX TEXHOJOTIH B
PETYIATOPHUX TIEpeIliKaxX Ta yMOB 3aCTOCYBAHHS MEAMYHOT TEXHOJIOTTII.
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SIKicTh MpeacTaBJIEHUX JaHUX

[IpsMe TMOpPIBHAHHSA 3 KIHIYHO pEICBAaHTHUM KOMIIApaTOpPOM Y paMKax
PaHJIOMI30BaHOT'O TOABIMHO 3aCIIIUICHOTO MOCIIIKEHHS Ma€ MPOBOJIUTUCH Y BCIX
BUITAJIKAX, JIC 1€ MOKJIMBO. Y BUITAJIKY HASBHOCTI KIJTLKOX PaHIOMI30BaHUX IMOBIHHO
3aCIIIUICHUX JOCTIIKEHb, K1 MPsIMO MOPIBHIOIOTH OLIIHIOBAaHMM JTiKapCchKuil 3aci0 Ta
KOMIapaTop, OIIHKA JOAAHOI KIIHIYHOI KOPUCTI Ma€ MPOBOAMTHUCH 3 YpaxXyBaHHSIM
pE3yNBTATIB CUCTEMATUYHOTO OTJISATy/METa-aHami3y IHUX JOCTIIKEeHb. BiaCyTHICTH
MIPE/ICTABIICHHS 3asBHUKOM JaHHUX TIPSIMOTO MOPIBHSHHSA, 32 MOTO HAasBHOCTI, MOXE
MPU3BECTH JI0 HEBH3HAYCHOTO PIBHSA [OJAHOI KIIHIYHOI KopucTi. Bumaaku
BIJICYTHOCTI PaHJIOMI30BAaHOT'O KOHTPOJbOBAHOTO JOCIHIPKCHHS  OIIHIOIOTHCS 3
ypaxyBaHHSIM KOHKPETHOTO KOHTEKCTY — 30KpeMa, y CHUTYyalisiX OOMEKEHUX
MO>KJIMBOCTEH JIIKYBaHHS, ISl OKPEMUX TPYT MAIIEHTIB, a TAKOXK Y BUIAJIKY P1IKICHUX
3aXBOPIOBaHb.

MeTtonu HenpsAMOro MOPIBHSIHHS MOXYTh OyTH BHUKOPUCTaHI [JIsl OI[IHKU
JI0JIATKOBO1 KJIIHIYHOT KOPUCTI OIIHIOBAHOTO JIIKAPCHKOTO 3aC00y y pa3l BICYTHOCTI
npsMux J10kasiB. [Ipu 11boMy METO0JI0TIYHA SKICTh HEMPSIMOTO TTOPIBHSHHS BILTUBAE
Ha BU3HAYECHHS PIBHS J0JIaHOT KJIIHIYHOT KOPHUCTI Ta MOKE MPU3BECTH /10 3HIKECHHS Y
BUIAJIKaX HU3BKOI SKOCTI Ta HASBHOCTI METOJOJIOTIYHUX oOMexeHb. [limxomu mo
B1JI0OpY IaHMX Ta CTYIEHI iX JJOKa30BOCTI HaBeneHo y 1.4.2.1 ta 4.2.2 HactaHoBu.

MertoosoridyHa SKICTh JOCHTIDKCHHS TaKOXK BIUIMBA€E Ha OIIHKY PiBHS J0OJAaHOI
KJIIHIYHOT KOPUCTI Ta MOXKE MPU3BOJUTU O HOro 3HWKEHHS ab0 TMiABUIICHHS.
Pexomennaiii moa0 OIiHKM SKOCT1 JaHUX BUKIIaJeH1 y 1m.4.2.3 HactaHoBwu.

KuiniyHa 3HauymicTh pe3yabTaTiB Uil 310POB’S Ta BEJUYHUHA BIIHOCHOIO
edexry

JI1st BU3BHAYEHHS BUILOTO PIBHS J0JAHOI KJIIHIYHOI KOPUCTI BaXJIMBUM € OL[IHKA
KJIIHIYHO 3HAYYIIMX KIHLEBUX PE3yJbTaTIB (KJIIHIYHI KIHLIEBI TOYKMA MOB’S3aHI 31
CMEPTHICTIO, 13 3aXBOPIOBAHICTIO Ta SKICTIO XKUTTS) Ta pe3yJIbTaTIB, K € BAXKIMBUMHU
Py KOHKPETHOMY 3aXBOPIOBaHHI. BUKOpHCTaHHS CypOTaTHOi KIHIIEBOI TOYKH
BBAKAETHCS PEICBAHTHUM 33 yMOBH, IO JIOBEJAEHO ii 3B’S30K 13 KIIIHIYHUMHU
MOKa3HUKAMHU 3aXBOPIOBAHOCTI Ta CMEPTHOCTI ISl BIJMOBITHOTO 3aXBOPIOBAHHS.
Buxopuctanas mpoMiKHOT KiHIIEBOI TOukH (0€3 JTOBEIEHOTO 3B’SI3Ky 3 KIIHIYHOIO
KIHIICBOIO TOYKOIO) MOXE OyTH BpaxoBaHE MPH OIHII JOAAHOI KIIHIYHOT KOPHUCTI.
JletanpHa iH(pOpMAIIiS MO0 MOKA3HUKIB PE3yJIbTaTIB JIKyBaHHS MPEACTaBICHI Y
m.4.1.5 Hacranosu.

Jlo mpukiaay B OHKOJIOTII BHXKMBAHICTH 0€3 MPOrPECYBaHHS MOXKE OpaTHUCh JI0
yBaru B CUTYyallisiX, KOJH 3arajbHa BUKUBAHICTh HE MOKE OyTH 3aJI0KyMEHTOBaHA B
KOPOTKOCTPOKOBI a00 CEepelHbOCTPOKOBIN TEPCHEeKTHBl (TpuBaja OUIKyBaHa
TPUBAIICTh >KUTTS, YUCJICHHI HACTYIIHI TEparneBTUYHI BapiaHTH, TOIIO) a00 KOJIH
JIOBENICHO 11 3B’SI30K 13 BUKHBAHICTIO. Y BUMAAKY OKPEMHUX PiIKICHHX 3aXBOPIOBAHHSIX,
30KpeMa IMPH BPODKEHUX MOPYHICHHSIX MeTabo0Ii3My, TOMYCKAE€ThC BUKOPHCTAHHS
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Olomapkepa, SKUH JOCTOBIPHO KOPEIIOE 3 MepediroM BiAMOBIAHOTO KIIHIYHOTO
KPUTEPIiI0, OCKUTBKH 1€ 3a0e3meduye OUTbII MIBUIKY OIIHKY 3 OIJIAAy Ha MOBUIBHUN
XapakTep 3MiH 3a3HAYEHOTO KPUTEPIIO.

BesnuuHa BiZHOCHOTO e(eKTy TakKoX BioOpa)ka€ 3HAYYUIICTh BIUTUBY
OLIIHIOBAHOTO JIKApChKOro 3aco0y TMOPIBHSHO 3 pEJIeBAaHTHUM KOMIApaTopoM,
3a3BUYal 32 TAKUMU TTOKA3HUKAMHU, SIK 3aXBOPIOBAHICTh, CMEPTHICTb, SIKICTh KUTTS Ta
Oe3neka. KiiHiuHa 3HAYYIIICTh BU3HAYAETHCS TUM, HACKIIBKU €PEKT € CYTTEBUM 1
BITYyTHHUM JJI TAIII€HTIB, OCKUTBKM CTATUCTUYHO 3HAUYIIA PI3HMIIS caMa 1Mo co01 He
00OB’SI3KOBO Ma€ KIIHIYHY I[IHHICTh. BenmuunHa 101aTKOBOTO €(PeKTy OLIHIOETHCS Y
KO>KHOMY BHITaJIKy OKPEMO 3aJIEKHO BiJl MEAMYHOTO KOHTEKCTY.

Haii0Giap1m peraeBaHTHUM NP OLIHIN JTOJAHOI KIIIHIYHOI KOPHUCTI OLIIHIOBAaHOTO
JIKApChKOT0 3ac0o0y € KIHIYHI KIHIIEBl Pe3yJIbTaTH, SIKI OTPUMaHl 3a HailJOBIIWN
nepio] CIOCTEPEKEHHS, € HaWOUIpII aKTyaJdbHHUMH, Ta JOCTYIHUMH Ha JAaTy
nposeneHHss OMT. HasiBHICTh HE3pUTUX JT0Ka30BUX JaHUX ab0 aHaNi3 MPOMIKHHUX
pe3yJIbTaTIB, 110 OTPUMAaHI 32 KOPOTKUN NEP10J] CIIOCTEPEKEHHS, MOXKE MPU3BECTU JIO
3HMKEHHSI PIBHS 1I0JaHO1 KITIHIYHOI KOPHUCTI.

podins 0e3nmexn

[Ipu BHU3HAYEHHI PIBHS JOJAHOI KIIHIYHOI KOPUCTI TaKOXK OLIHIOETHCS MPOPLIb
0e3MeKr B KOMIUIEKCI 3 OI[IHKOI KJIIHIYHO 3HA4YYHIUMX pEe3yJbTaTIB Ta MEAHYHOI
notpebu. Takum uynHOM, NMpoisib O€3MEeKH BIIMBAE HA KIHIIEBUN PE3yJbTaT OLIHKU
JIOJaHO1 KJIIHIYHOT KOPHUCTI.

Hampuknan, He3HauHa BeJIMYMHA BIJHOCHOTO e€(eKTy 100 KJIIHIYHOI
€()EeKTUBHOCTI 3a YMOBHU 3HAUYIIOTO TMOKPAIIECHHS 3a OILIHKOI Mpodiiro Oe3nexu
MOPIBHSHO 3 PEJEBAaHTHUM KOMIIApaTOPOM Ta HAsSBHOCTI HE3aJ0BOJEHOI abo
HEJOCTaTHBO 3a/J0BOJIEHOI MOTPEOM MOKE MPHU3BECTH A0 BUIIOIO PIBHSA JOJAHOT
KJIIHIYHOT KOpUCTi. | HaBmaku, BUSABICHHS HECHPUATIMBOrO mNpodiuro Oe3nexu
3YMOBJIIO€ 3HUKEHHS P1BHSI TI0AAHOI KJIIIHIYHOT KOPHUCTI.

PiBeHp JomaHOI  KJIIHIYHOI KOPHUCTI  3asBJIGHOTO  JIIKAPCHKOTO  3aco0y
B1IOOpakaeThCa 3a TaKOw KiacuQikalll€r: 1CTOTHA, 3Ha4Ha, MOMipHA, HE3HAYHAa,
BIJICYTHSI, HETaTMBHA, HEBU3HAUYeHA. BU3HAUeHHs piBHS OAAHOI KIIIHIYHOT KOPHUCTI
MIPOBOJIUTHCS BIAMOBIIHO JI0 aJITOPUTMY, 1110 TIPEICTABICHO HA PUCYHKY 5. BogHouac
JAHUW anropuT™M HE € (HIKCOBAHUM Ta MOXKE 3MIHIOBATHUCh 3 ypaxyBaHHSIM
0COOJIMBOCTEH KOKHO1 OIIIHKH.
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[opiBHAHHSA 3 peneBaHTHUM KoMnapaTopom? Hi > He nignsarae noganbLuii ouiHLi

Tak

v

[ocnigpkyBaHa nonynsuia Bignosifae 3aseneHin
LinboBin nonynsauii?

Tak abo 4actkoBo HeBuaHayeHa gofaHa KniHiYHa KopucTb

Y

A

Yn BUSIBNEHO CyTTEBI METOAOMNOTYHI OBMEXEHHS? Tak

Hi

HasiBHa nepeBara iHTepBeHLUii NOpiBHAHO 3

Komnaparopom?

A

Tak Hi

Y y

Mopanblua ouiHKa piBHA A40AAHOT KNiHIYHOT KOPUCTI

HasaBHa nepeBara
BcTaHoBneHa

BIBHOBSKTMBHICTE? Komnaparopa nopiBHSHO 3
: iHTepBeHUien?

v v

v v v 3

IcToTHa 3HayHa

BiacyTHa godaHa KniHivYHa HeratuBHa gogaHa kniHiyHa

MomipHa HesHayHa
KOpUCTb KopucTb

Pucynok 5. Cxema anropuTMy BU3HAYEHHS PIBHS JTOJAHOI KIIHIYHOI KOPUCTI

OCHOBHI XapaKTEPUCTUKHU KOKHOTO PIBHA JOJIaHO1 KJITHIYHOI KOPUCTI HABEJIEHO Y

tabmu 4.

Tabnuus 4. PiBHI 101aHOT KJIIHIYHOT KOPHUCTI Ta iX 1HTEpHpeTalis

IcroTHa
(piBens 1)

Jlikapcekuif 3aci0 Mae HOBUM MexaHi3M Jii Ta NpOoJEeMOHCTPYBaB
nepeBary IOpPIBHAHO 3 PEJEBAaHTHUM KOMIApaTOpOM 3a JaHWMHU
BUCOKOT'O PIBHS JI0KAQ30BOCTI, 3 KIJIIHIYHO 3HAYyIIUM €(pEeKTOM II0J0
CMepTHOCTI ab0 3aXBOPIOBAHOCTI, Y pa3l HE3aJ0BOJEHOI MEIUYHOI
NoTpeOH MPH THKKOMY 3aXBOPIOBAHHI.

Takuii piBeHb BIANOBIZA€ CHUTYyAIlIsIM TEPANEBTUYHOTO IPOPUBY
(JTikyBaHHA, IO PATYE XKHUTTA, ad0 CYTTEBO 3MiHIOE Horo mepeobir y
MAIlEHTIB 13 TSHKKUM 3aXBOPIOBAHHAM), JJS SIKUX YyCl BH3HAuYe€H1
KpHUTEpil 10/1aHOi KIIHIYHOI KOPUCTI OI[IHEHI K BUCOKI.

3nauyna (piBens II) Ta
ITomipHna (piBens III)

Jlikapchkuit 3aci6 3a0e3neuye 3HauHy a00 MOMIpPHY J10JaHY KIIHIUHY
KOPUCTh, SIKIIO BiH TPOJEMOHCTPYBaB IIiepeBary 3a OIIHKOIO
MOPIBHSUIBHOT ~ KJTIHIYHOI €(QEeKTUBHOCTI 100 CMEPTHOCTI abo
3aXBOPIOBAHOCTI Y pa3i HEIOCTaTHBO 33J0BOJICHOI METMYHOT MOTPEOH.
Ominka piBHS MoOxe OyTH TO3UTHBHO CKOPUTOBaHa 3a paxXyHOK
3HAYHOTO MOKPAIICHHS SKOCTI XKHUTTS Ta/a00 mpodiao Oe3meKu.
[TomipHa abo 3HA4HA [0/aHA KIIIHIYHA KOPHCTh JIKAPCHKOTO 3ac0o0y
BU3HAYAETHCS 3AJICKHO BiJ PO3MIpy €PEeKTy 3 TOYKH 30py KIIIHIYHOI
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e(EKTUBHOCTI, SKOCTI JKUTTA Ta OE3MeKH, SKOCTI TOKAa30BOCTI Ta
TSDKKOCTI 3aXBOPIOBAHHS YU CUMNTOMIB. TaKuM YHMHOM, OIIiHKA JOIaHO1
KOPHCTI 3pOCTa€ MPOMOPIIHHO BeIMUYMHI €(EeKTy, SKOCTI JOKa30BHX
JIAHHUX Ta TSDKKOCTI 3aXBOPIOBAHHS.

He3nauna
(piBenn 1V)

Bino6pakae oOMexeHy noAaHy KIiHIYHY KOPUCTH JIIKAPCHKOTO 3ac00y
MOPIBHSIHO 3 HASBHUMH allbTepHATHBaMU. [[pUCBOIOETHCS Y BUTIAJKAX,
KOJIM BCTAHOBJICHO OJIMH 200 KiJIbKa 3 HABEJICHUX KPUTEPIiB:

- JIOKa30Bi JaHi HHU3BKOI SKOCTi, IO OOMEXYIOTbH
BIICBHEHICTh Y HASIBHOCTI KJIIHIYHO 3HAYYIIO] MIEpeBary,

- HEBeNHWKA BEIWYMHA KIIHIYHOTO  eQeKTy  MI0J0
e(eKTUBHOCTI, O€3MEKH Ta IKOCT1 KUTTS,

- BUSBJICHO KIIHIYHHNA e(eKT, SKUN CYMPOBOIKYETHCS
JUIIE HEe3HAYHHM IOKPAIICHHSAM SIKOCTI KUTTA ab0 mpodiiro
Oe3meKwy;

- HE3HAYHUH  BUIHOCHHUH  e(eKT ImoA0  KJIiHIYHOI
e(EeKTHBHOCTI, IO KOMIEHCYETHCS TOKPAIIECHHIM MTpOQiito
0e3mekn abo SIKOCTI KUTTS;

- TIOKpaIlleHHS yMOB HAQJAaHHS MEIUYHOI JOIMOMOru 0e3
CYTT€BOTO BIUIMBY Ha KJIIHIYHI Pe3yabTaTH.

Bincyrus
(piBenn V)

BinoOpaxae BiICYTHICTh 0JAHOi KIIIHIYHOT KOPHUCTI JIIKAPCHKOTO
3ac00y MOPIBHSAHO 3 KOMIIAPATOPOM.
[TpucBorOETHCS y BUNIAIKAX, KOJIH:
- HE BUSBJIECHO PI3HULI 33 KIIHIYHO 3HA4YyIIUMHU
KIHIIEBUMH TOYKaMU €(DEKTUBHOCTI, OE3IEKH, SIKOCT1 )KUTTS;
- pe3ybTaTH IPYHTYIOThCSA Ha JOCHIIKEHHSIX HE MEHIIOT
epexTuBHOCTI (non-inferiority) 0e3 neMoOHCTpalii JOJAaTKOBUX
nepesar.

HeraTtuBHna

3asiBIEHUN JIKapCchKUi 3aci0 MOPIBHAHO 31 CTaHJApTOM JIIKYBaHHS
JNEMOHCTPY€E HMXK4YY €(eKTUBHICTb, MEHII CHPUSATIUBUN Mpodiib
Oe3nexkn abo0 HeCcpUSTIIMBUA OalaHC KOPHUCTI Ta pPHU3HKY, IO
OPU3BOJUTH JO0 KIIHIYHO 3HAYYIIOTO IMOTIPIIEHHS pe3yJbTaTiB
JKYBaHHS JJIS MAII€HTIB.

HeBu3zuauena

VYV Bunaaky HEMOXJIMBOCTI JOCTOBIPHO BM3HAUWUTH HAsIBHICTH abo
BIJICYTHICTb JI0/IaHO1 KJIIHIYHOT KOPUCTI 3asBJICHOTO JIIKAPCHKOTO 3aC00y
MOPIBHSIHO 3 KOMITApATOPOM 3a pe3yJbTaTaMH HaJaHUX JOKA30BHX
JMaHuX o0 eheKTUBHOCTI Ta 6e3neku. Hanpukian, y Bumaakax, Koiu
MOMYJISALST B HAJAaHUX JOKA30BUX JaHUX HE BIAMOBIJAE OIlIHIOBAHIN
[ITBOBIM TOMyMsALii, B pa3l BUSBICHHS CYTTEBUX METOIOJIOTIYHHUX
00MeXeHb HaJaHUX JOKA30BUX JaHUX, TOIIO.

4.3. PapMaKoeKOHOMIYHUI aHAJI3

dapMaKkOCKOHOMIYHMI aHaji3 — EKOHOMIYHA OIliHKa JIOCIIIKYBaHOTO
JKapChKOT0 3aC00Y MOPIBHIHO 3 BIJIMOBIIHUM KOMIApaTOPOM, 1A€HTHU(IKOBAHUM ITi]T
yac aHajiizy npodOisemu [51]. BumiprooTh 1 HOPIBHIOIOTH SIK BHTpPaTH, TakK 1
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e(eKTUBHICTh (Pe3yIbTAaTHUBHICTH) JIIKYBaHHSA, 100 1HTEPIPETYBATH ISl TPUHHATTS
pIIIeHB 1X CITIBBITHOIICHHS.

JlJis KOpEeKTHOTO Ta OOTPYHTOBAHOTO BHUOOpPY METOAy (apMaKOEKOHOMIYHOTO
aHaJi3y Ha eTani Horo TriaHyBaHHS PEKOMEHIOBAHO MPOBECTU OTJISA JIITEpaTypH AJs
imenTudikamii Bke MNPOBEACHUX (PAPMAKOEKOHOMIUYHUX aHaMI3IB OIIHIOBAHOTO
JKAapChKOTO 3ac00y, 110 BUKOPUCTOBYETHCS 33 TIOKA3aHHSIM, SIKE € IPEAMETOM I[LOTO
aHami3y. SIKk 4aCTUHY OIJISily PEKOMEHAYEThCS 3AIMCHUTH TMOUIYK y 0a3zax JaHuX:
PubMed, 6i6miorexka Kokpana, NICE Evidence search, EMBASE. Ilepen6adueno
BUKOPHUCTAHHS OKPEMHX €KOHOMIYHUX MOIIYKOBUX (iabTpiB. SKino myOsikaliis He
3HAXOJMUTHCS y BUIIE3a3HAUCHUX 0a3zax JaHUX MeAU4yHOl 1H(opmalli, BOHU MOXKYTb
OyTHu 3HalJIeH]1, 30KpeMa, Ha calTax:

6asa manmx NHS EED Wopkcwkoro ymiBepcutery (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);

0a3za (papMakOCKOHOMIYHMX MMyOdiKamid, y SKUX JOCHIKYyBajach JIUTAYA
TIOITYJISIIISI (Paediatric Economic Database Evaluation (PEDE):
http://pede.ccb.sickkids.ca/pede/index.jsp);

6a3a papmakoexonomiunux myomikariiii (RePEc (Research Papers in Economics):

http://repec.org/);

peectp myoOdmikaiiii moao edexruBHocti BuTpar (Cost-Effectiveness Analysis
Registry: https://cear.tuftsmedicalcenter.org/);

rII00aIbHUNM peecTp myOmiKamii moao eEeKTUBHOCTI BUTPAT y chepl OXOPOHH
310pPOB'A (Global Health Cost  Effectiveness Analysis Registry:
https://cevr.tuftsmedicalcenter.org/databases/gh-cea-registry).

Cnin BKazyBaTH MOCWIIAHHS Ha 11€HTH(IKOBaH1 MyOIiKallii pe3yJbTaTiB aHali31B
Ta JOCHIIKEHD.

4.3.1. Metomo.iorisa papMaKOeKOHOMIYHOI0 AaHAJII3Y

[Toka3zHuku €heKTUBHOCTI (BUXKHUBAHICTh, SIKICTh JKUTTS TOIIO), BKJIIOYEHI JO
(hapMaKOEKOHOMIYHOI'O aHaji3y Mg JOCHIPKYBAaHOTO JIIKapChKOro 3acoly Ta
KOMITapaTopa, MaroTh OyTH BH3HAYCHI HA OCHOBI JAHUX KJIIHIYHOI €(heKTUBHOCTI Ta
oesnekn. DapMaKOCKOHOMIYHHMM aHaji3 Mae€ OyTH TOCHIJOBHUM IIOJ0 BHOOPY
KOMITapaTopa 3 aHaII30M PO3B’A3aHHS POOJIeMH, aHATI30M €(EKTUBHOCTI Ta O€3MeKU

[8,52].

Exonomiuna wmojenr mae OyTH MoOJaHa 3 BHKOPHCTAHHSIM TPOTPAMHOTO
3abe3neuenns (MS Excel) Ta go3BossiTi peparyBaHHS BXITHUX JTaHUX 1 Gopmyn 3
MeTo10 11 mepeBipku. PO3poOHMK MO/EN1 Ma€e YHUKATH BUKOPUCTAaHHS MPOMDKHUX 1 HE
Ha3BaHMUX MapaMeTpiB y dhopMynax mojeni. Bei mani B Mojen MaroTh OyTH JIOT1YHO
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CTPYKTYPOBaHUMH 1 MOETHAHUMHU B €IUHUI po3paxyHKOBHM mnaHIor. HeoOxigHO
3a3HauaTH MOCUJIAHHA Ha JpKepelia JaHUX 7S BX1IHUX MMapaMeTpiB MOJAETI.

PexoMenoBaHi Miaxoau 10 MPOBEACHHS (PapMaKOEKOHOMIUYHOTO aHaJi3Yy:

HOBHI (hapMakoekoHOMiuHMI aHami3 (de NOVO) Ha mijcraBi pe3ysIbTaTiB
MOTIEPETHBO MPOBEACHOTO MOITYKY Ta Pe3yIbTaTiB aHATI3y €EeKTUBHOCTI Ta OE3MEKH;

ajanTallisi MpoBeaeHOro (HapMaKOSKOHOMIYHOTO aHalli3y, SKIIO0 TaKUui aHai3
MPEJCTaBICHO B KOHTEKCTI TI€T 5K MPOOIEMaTHKH.

PexoMeHnmoBaHO TpoBecTH  adanTaiiro  0a30Boi  (riobanbHOi)  Mozen
(hapMaKOECKOHOMIYHOI'O aHalli3y 3a il HasgBHOCTI y ¢opmi, IO peJieBaHTHA 0
YKpaTHChKHUX JIOKAJIbHUX YMOB (JIaHUX) 3T1IHO 3 KepiBHUMH pekomeHaarisMmu ISPOR
11010 MIEPCHECEHHS (3aIT03UYCHHS ) TaHUX B CKOHOMIYHHUX OIliHKax [44,45].

BianoBizHO 10 MIXKHApOAHOI MPAaKTUKU MEPEHECEHHS aHUX 13 BUCOKOSKICHUX
1HO3eMHUX aochimkeHb 3 OMT B JiokaibHI YMOBHU € MOXJIMBUM Ta PEKOMEHIOBAHUM.
Criz BiI3HAYMUTH, 11O JIUIIE OKpeM1 CKI1aoB1 eieMeHTH OMT € MOXIMBUMU JIO TAKOTO
nepeHeceHHs (3a03UYEHHs), TOMY Y3TOJI)KEHHS 3 JIOKAIBHUMH TaHUMH € a0COJIFOTHO
HEOOXI1THHM.

JlaH1 11010 MOKA3HUKIB TATAps 3aXBOPIOBAHHS (OIS HAI[IEHTIB, TOKa3HUKH
NPOTPECYBAHHS 3aXBOPIOBAHHS, MIATPYNH MALIEHTIB), HE3aJ0BOJICHOI MEIWYHOL
noTpeOu, KOpUCTI A 310poB’s (06a30BUM pU3HK, €PEKTUBHICTH), BUTpAT, IIH Ta
Tapu@iB, CIOKUBAHHS PI3HUX CYMyTHIX MEIUYHUX TEXHOJIOT1H Ta BIUTUBY HA OIOJIKET,
noTpeOyIOTh aJanTarlii Ta MPUCTOCYBAHHS JI0 JIOKAILHUX YMOB TIPOBEICHHSI OIIHKH.
Buxopuctanss mapaMeTpiB KJIIHIYHOT €(hEKTUBHOCTI € MEHIII OOMEKEHUM.

3 orsay Ha PI3HUIIO B 00csrax OFOKETHUX KOIITIB, IO BUIUISIOTHCS Ha
diHaHCyBaHHS cpepr OXOPOHH 370POB’Sl B PI3HUX JIEPKABaX, PIBHIX €KOHOMIUYHOTO
PO3BUTKY Ta OpraHi3alli CHCTEMU OXOPOHU 3JI0pOB’sl B YKpAiHi Ta CBITI, IEPEHECEHHSI
(3amo3uyeHHs1) JaHMX MpO BUTPATU € Ayxke oOMexxeHuM. Bunukae mnotpeba
HacaMmIiepesi y JIOKaJbHUX JaHUX — LIHHU, Tapu(u, BapTICHI MOKA3HUKH, CIOXKHTI
pecypcH, ToOMy TIpU aJanTailii aHamizy 10 MOTOYHUX YMOB HEOOXIJTHO BPaXxOBYBaTH
JIOKaJbH1 YKPATHCHKI JaH1 II0JI0 BUTPAT Ta BUKOPUCTAHHS PECYPCIB.

[loyarkoBa wiHAa — BXIJHUW MapaMeTp JUIsl aHamizy e(QEeKTUBHOCTI BUTpAT
JOCITIIKYBAHOTO  JIIKAPCHKOTO 3aco0y pPEKOMEHJIOBAaHO oOupaTu 3  OodirmiitHO
OImyOJTIKOBAaHUX JaHUX, Hanpukiaj, HamionansHOro Karanory 1iiH, Hakazie MO3 mpo
PO3MOMLT JIKAPCHKUX 3aC001B 32 OIOHKETHUMH MporpamMaMu, €JIeKTPOHHOI CHCTEMH
nyONMiYHUX 3aKymiBeslb, a00 TMPEACTaBUTH OOIPYHTOBAHY I[IHOBY IPOIO3HINIIO
3asiBHUKA — (hapMareBTUYHOT KOMIIaHIi.

CtpykTypy Ta mapaMmeTpu MOJIEIi 1010 IMOBIPHOCTI 3aXBOPIOBAHOCTI, TPOTPECY
T1arHOCTUYHUX Ta TEPaNeBTUYHUX MPOIEAYpP, HABAHTAXKECHHS HA 3aKJIaJH OXOPOHH
3I0pOB’S, 10 HAJalTh TIEPBUHHY, BTOPUHHY (CIELiali30BaHy), TPETUHHY
(BHCOKOCTICITIaTi30BaHy) MEIUYHY JIOMTOMOTY TaKOXK CJII/I aanTyBaTH JI0 YKPaiHChKUX
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YMOB (HaIpuKiaja, WMOBIPHICTh MPOBEACHHS TPAHCIUIAHTALll OpPraHiB 3aJeKHO HE
TITBKH BiJ] CTaHy TAIII€HTA, a W BiI MOXJIMBOCTEH CHCTEMH OXOPOHH 370POB’S).

4.3.2. Bu6ip Jgikapcbkoro 3aco0y a0o iHIIOI MeIMYHOI TEXHOJIOTii MOPIBHAHHSA
(komnaparopa)

Bubip kommapaTtopa s hapMakKOEKOHOMIYHOTO aHATI3y Ma€e OyTH y3TOIKCHHMA
3 TUM, 10 OyB BUKOPHCTAHWUU JIA KIIHIYHOTO aHaii3y. SIK "4acTWHA JOJaTKOBOTO
aHaJTi3y MOKJIMBE TIOPIBHSAHHS 3 JCKiJTbKOMa KOMITapaTOpamH.

Skio KoMmapaTop mpeIcTaBlIeHUd TeHEPUYHUMU JIIKAPChKUMHU 3aco0amu, TOI
cii 0OpaTH JJIsl IOPIBHSHHS TOPTOBEIBHY Ha3BY TOT'O JIIKAPCHKOTO 3aco0y, sSKa Mae
HaWOUIBIIY MTUTOMY Bary Ha puHKY 3a KuibkicTio DDD (abo y pasi BiICYyTHOCTI JaHUX
o0 DDD — 3a KUTBKICTIO yaKOBOK). Y pa3l 0JJHAKOBOIO OOCSTY MPOJaxiB — TOU
JKapChKUii 3aci0, 110 Ma€ HUKYIY IIHY 32 OJIMHUITIO JIKapChKOi (PopMH.

JlaH1 11070 1IHU HA KOMIIApaTOp MOKHA OTPUMATH 3 HACTYIHUX JIXKEPE:

Haka3iB MO3 VYkpaiHu npo po3moiiil JIKApChbKUX 3ac001B 3a OHOKETHUMHU
nporpaMamu;

pEeeCTpy JIKAapChKUX 3aco01B, Kl MUISraloTh peiMOypcarii 3a Mporpamoro
Jep’KaBHUX rapaHTiii MeIUYHOro o0ciyroByBaHHs HaceiaeHHs MO3 Ykpainu (a came

— po3Mip peiMOypcailiii);
€JIEKTPOHHOT CUCTEMU MyONIYHUX 3aKymiBeNb (Hanpukiaa, Prozorro);

0a3 naHWX EKCIEepTHO-aHAMITHUYHUX JOCHIIKEHb (PapMalleBTUYHOTO PUHKY
VYkpainu (rocmiTagbHUAN CErMEHT);

HarmionanpHOTro KaTajory 1iH (IpaHHYHa ONITOBO-BIJMTYCKHA IIiHA 3 JI0IaBaHHIM
IPaHUYHOT MOCTAYaIbHUIILKO-30yTOBOT HaI0ABKH).

Jl1st BUOOpY IIHU HA KOMITapaTOp PEKOMEHJ0OBAHO HAJIaBaTH MepeBary peaibHii
3aKyMiBEJbHIHN 111H1 3 IEPCIIEKTUBU CUCTEMU OXOPOHU 3/I0POB’S (TUIATHUKA).

4.3.3. [lepcnexkTuBa

O6pana mnepcrneKkTMBa EKOHOMIYHOI OIIIHKM € KJIIOYOBUM €JIEMEHTOM Y
BU3HAYECHHI BUTpPAT Ta PE3yJIbTATIB JIIKYBaHHS, SKI MalOTh OyTH BKIIOUYEHUMH 0
aHamizy [52].

AHaJi3 Mae TPOBOJUTHCS 3 YpaxXyBaHHSIM MOXKJIMBOCTEH Ta TOBHOBA)KCHb
3aKyMiBeIbHUKA 100 (PIHAHCYBAHHS MEIUYHUX TEXHOJIOTIN Ta MOCIYT 13 IEPIKABHOTO
Ta MICIIEBOTO OFO/KETIB, @ TAaKOK MOXKJIMBOCTEH 3aKjaay OXOpPOHH 30POB’S, KU
3000B's13aHUIM (PiHAHCYBATH MEIWYHI MOCIYTHM 32 PaXyHOK KOIITIB JAEpKaBHOTO Ta
MICIIEBOTO OFOJKETIB, a TaKOXX TMAaIli€HTIB, 3 YpaxXyBaHHSIM HAasSBHOCTI MEXaHI3MiB
CIIBOIUJIATH 32 MEAMYHI MOCITYTH Ta JIIKApChKi 3aCO0M, HAMPUKIIAJ, B paMKax Mporpam
peimMOypcarttii (CriJbHAa TEPCIEKTUBA JEP>KaBHOTO OOJDKETY Ta MAalli€HTIB). SIKIO
CHiBOIUIaTa TMallleHTaMH BIJICYTHS a00 He3HAyHa B TIOPIBHSAHHI 3 BUTpaTaMu
JEP’)KaBHOTO Ta MICIIEBOTO OFO/KETIB, MOKHA CKOPHUCTATHUCS JIMIIE MEPCIEKTUBOIO
MJIATHUKA - IEPYKABHOTO Ta MICIIEBOTO OIOJIKETIB.
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[Ipu mpomeneHH1 aHamizy €GEKTHBHOCTI BHTPAT PEKOMEHJIOBAHO HaJlaBaTH
nepeBary IMepCHeKTUBI CUCTEMH OXOPOHHU 3/I0pOB’s (IJIaTHHKA Yy cdepl OXOpOHHU
310pOB’s).

4.3.4. YacoBuil rOPU30HT

BaxxnuBum etanom € BUOip 4aCOBOTO TOPU30HTY, TOOTO MPOMIKKY Hacy, 3a SKUi
BUTPATH Ta PE3ylbTaTH JIIKyBaHHS MalTh OyTH BUMIpPSHI Ta OLiHEHI. TpUBaICTh
4aCOBOI'0 TOPU30HTY 3aJICXKUTh Bl MEPCIIEKTUBU CKOHOMIYHOT OIiHKH [8,52].

YacoBuii ropu3oHT (HapMaKOEKOHOMIYHOTO aHadizy Mae OyTH JOCTaTHBO
TPUBAJIUM, 11100 MTPOBECTH OLIIHKY BIAMIHHOCTEH MK pe3ysibTaTaMU Ta BUTpaTaMH Ha
OILIIHIOBAHMM JIIKapChbkui 3acid Ta kommapaTop. YacoBuUW TOPU3OHT Mae OyTH
OJIHAaKOBHM JJIsl BUMIPIOBAHHSA SIK BapTOCTI, TaK 1 pe3yJbTaTiB i 3/10poB’si. OOpaHa
JOBKMHA YaCOBOTO TOPU30HTY Ma€ BIAIMOBIIATH XapakTepy Mepediry 3aXxBOPIOBAHHS
(rocTpuii UM XpOHIYHUI) Ta (PIKCYBaTH 3MIHHM B CTaHl 3JI0pOB’S Mall€HTa MPOTITOM
yacy, JOCTaTHbOTO [UIsl OLIHKM TakKWX 3MiH B NOBHOMY 00cs3l. Y BHHOaAKy
3aCTOCYBaHHS MEIMYHHUX TEXHOJOTIH, TPH 3aCTOCYBAHHI IKUX BUHUKAIOTH PE3yIbTaTh
Ta P13HI BUTPATH IPOTATOM yChOTO KUTTS MALl€HTA, CI1I BAKOPUCTOBYBATH YaCOBHIA
TOPU30HT TPUBATICTIO 10 KiHIA XUTTS (aHri. lifetime horizon). YacoBuii ropu3oHT,
10 € KOPOTUINM 32 TPUBAIICTH KUTTS NALIEHTA, MOKE OYTH 3aCTOCOBAHUM Y BUIAJIKY
SKIIO BIACYTHS JIOBEJECHA PI3HUIA II0J0 CMEPTHOCTI MiJ 4Yac 3aCTOCYBaHHS
MOPIBHIOBAHUX TEXHOJOTIM, a BIJIMIHHOCTI MDK pe3ylbTaTaMH Ta BHUTpPaTaMu
BUHUKAIOTh MPOTATOM KOPOTKOT'O YaCOBOT'O NEPIOAY.

SKI0 eKOHOMIYHMM aHali3 CIPSIMOBAHUM HA MIHIMI3allil0 BUTpAT, a BUTPATH HA
BUKOPHUCTAHHS MOPIBHIOBAHUX MEIMYHUX TEXHOJIOTIH € TOCTIMHUMU y 4acl, B TAKOMY
BUIIAJIKY TPUBAIICTh YaCOBOT'O TOPU30HTY MOKHA MPUNHSATH | pIK.

4.3.5. Metoau (papMaKOEKOHOMIYHOT0 aHAJII3Y

VY CBITOBIM MPaKTHIIl 3aCTOCOBYIOTHCSI OCHOBHI METOJU (hapMaKOEKOHOMIYHOTO
aHamizy (Tabmauis 5), siKi BIAPIZHSAIOTHCA 32 METO, CIIOCOOOM MPOBEACHHS, PIBHEM
YXBaJICHHS PIlIEHb y CHUCTEM1 OXOPOHHM 3A0pOB’s (LEHTpaJbHUM, PETiIOHAIBHUMN)
[2,8,20,51], a came:

aHaJIi3 MiHiMi3alis BuTpar (aHri. cost-minimization analysis);
aHaji3 BuTpatu-ehekTuBHICTH (aHr. cost-effectiveness analysis);
aHaJIi3 BUTpaTH-KOPHCTh (aHriL. cost-Utility analysis);

aHaJi3 BUTpaTH-Buroaa (auri. cost-benefit analysis).

Tabmuis 5. MeToau hapMakOeKOHOMIYHOTO aHATI3y

MeTtoa AHrjainceknii | Oauanui Oaunnni
(apMaKkoeKOHOMIYHOTO |TEPMiH BHMIipPIOBAHHS | BUMiPIOBaHHA
a”HaIizy BHUTpAT e(peKTUBHOCTI
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Minimizariis BUTpaT cost I'POIIIOBI OJTHAKOBI ITOKa3HUKHU
minimization |oxuHwMI e()eKTUBHOCTI Ta
analysis Oe3rexku
(CMA)

Butpatu- cost- I'POIIIOBI HaTypaJIbH1 OJTMHMIIL:

eeKTHBHICTS effectlyeness OJTUHHMITI PiBEHB THCKY KPOBI,
analysis (CEA) piBEHb TIIIOKO3H,

rocmitaii3anii, BUITagKu
CMepTI, 0/1aH1 POKH

xuTTs (LYG)
BurpaTtu-kopucThb cost-utility TPOIIIOBI TeHepUIHA METPHKA
analysis OJTMHUIT 3II0pOB’SI:
(CUA) POKH KHTTH,
CKOPHUT'OBaHI Ha AKICTh
(QALY)
Burparu-Burona cost-benefit  |rpomosi TPOIIOBI OJIMHUIII
analysis OJIMHHIII
(CBA)

Meton (apMakOEKOHOMIUHOTO aHali3y 3aBXKIW OOUPAETHCS BIAMOBIIHO [0
BUSIBJICHOT'O Ta BUMIPSIHOTO pe3yJbTaTy AJis 340poB’s. PapMaKkOEKOHOMIYHUI aHami3
Ma€ BKJIIOYATH aHaJi3 BUTPATU-KOPUCTh a00 BUTPATH-E(PEKTUBHICTh. 3a BIJICYTHOCTI
BIIMOBIAHUX JaHUX MIOAO SKOCTI JKUTTS JI1 BUKOHAHHS aHalli3y BUTPATH-KOPHUCTD,
BUKOHYETHCSI aHaJ3 BUTPATU-C(PEKTHBHICTh, B pe3yJbTaTax SIKOTO Cepel 1HIIUX
MOKa3HUKIB MIPEJICTaBIICH1 JIaHl PO J0/1aHi poKHu KUTTA (aHri. life years gained, LYG).

AHaJti3 miHimMi3amii BUTpar

AHani3 MiHIMiI3aIli BUTpAT MOKe OyTH 3aCTOCOBAHUH, SKIIO 1€ OOIPYHTOBAHO
HAsBHICTIO JOKa30BUX JaHUX, JIE BCTAHOBJICHO, IO TOKa3HUKH €()EKTHBHOCTI Ta
0e3MeKy MOPIBHIOBAHUX MEIMYHUX TEXHOJIOT1H € CIIBCTABHUMHU, TOOTO MOPIBHIOBaH1
MEJIMYHI TEXHOJIOTIi € TEeparneBTUYHO C€KBIBAJICHTHUMHU. Y I[IbOMY BHUMAJKy aHasi3
MOJISITa€ TUIBKU y TIOPIBHSIHHI BUTpAT.

AHaJi3 eQpeKTUBHOCTI BUTPAT

Merta ananmizy epeKTHBHOCTI BUTpAT MOJSATa€ y BU3HAYEHHI CITIBBIJHOILICHHS
pI3HUIII  BapToCTi A0 pi3HUII €(PEeKTUBHOCTI  TMOPIBHIOBAHUX  MEIUYHHUX
TexHosorii. [lei mMeTon 103BOJIsS€ BU3HAYUTH BaPTICTh OJWHUIN €(PEKTHUBHOCTI Ta
MOPIBHSTH JOJATKOBI BUTPATH 3 J0JIATKOBOIO KOPUCTIO (€(hEeKTUBHICTIO). Pesynbraru
MaroTh OyTH BUPAXKEHI B OJTHAKOBHX HATYyPATbHUX OJUHUIISX.

B anani3i eeKTUBHOCTI BUTPAT PO3PAXOBYETHCS 1HKPEMEHTAIbHHUM MOKAa3HHUK
epextuBHOCTi BHTpar ICER (amrm. incremental cost-effectiveness ratio) -
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CHIBBITHOIIEHHS PI3HUIIl BUTPAT [0 PI3HUII TMOKAa3HUKIB €(EeKTUBHOCTI Jis
MOPIBHIOBAaHMX MEIWYHUX TEXHOJOTIH, SKe BiJoOpaskae TOJATKOBI BHUTpATH Ha
J0JJTATKOBY OJMHULIIO €(hEeKTUBHOCTI.

Jisa BimoOpaskeHHs pI3HHUII MDK BHUTpaTaMH Ta TMOKAa3HUKAMHU pe3ylbTary
3aCTOCYBaHHS JBOX TMIOPIBHIOBAHUX MEIMYHUX TEXHOJOTIH BUKOPUCTOBYETHCS
«iontuHa epeKTUBHOCTI BUTpaT» (aHTII. cost-effectiveness plane), mo 300pakeHa Ha
pucyHky 6. IlimomuHa po3moauiseThbCss Ha YOTUPU KBajapaHTU. Bick abciuc
BiIoOpakae PI3HUINO TMOKA3HHUKIB €()EKTUBHOCTI MK JOCIIKYBAaHOK MEIMYHOIO
TEXHOJIOTIEI0 Ta TEXHOJIOTIEI0 TOPIBHSHHS, BICh OpJAMHAT — PIZHUIIO BUTpAT.
Pesynbrar 3acTOCyBaHHS TEXHOJIOT11 OPIBHSIHHS (KOMITapaTopa) 3HAXOAUTHCS B TOYIII
MOYaTKy KOOPJAUHAT.

Axmo pospaxoanuil pe3ynbrar ICER 3naxomuthcst B kBagpanTi Il (Touka D),
JOCIIIIKYyBaHA TEXHOJIOTIS € OUThIl €()EeKTUBHOIO Ta MEHII BUTPATHOIO MOPIBHAHO 3
KOMITapaToOpoM, SKIIO B KBajapaHTi IV — meHI epekTuBHOI Ta OUIbII BUTPATHOIO
(Touka B).

Axmo pospaxoBanuit pesynbtaT ICER 3Haxoauthes B kBagpantax [ abdo III
(Touka A a6o C), BuOip 3aJ1€KUTh BiJl pE3yIbTaTIB MOPIBHAHHS 3 MIKAJIOK TPAHUYHUX
3HaueHb [CER, 1110 € moporom miaaTocnpoMoKHOCTI, SIKHA TPEACTABICHH Ha rpadiKy
JiaroHaabHOKO JTiHi€ero [47].

[Topir mmatocnpomokHocti (anri. willingness-to-pay line, threshold line) —
MaKCUMaJlbHa KITBKICTh ()IHAHCOBUX PECYPCIB, AKY IUIATHUK TOTOBUN BUTPATUTH 32
JIOJIATKOBY OJIMHMII0 OTPUMAHOTO 37I0pOB’s, IO HAJA€ OCHIKyBaHA MeEIUYHA
texHosorist (oguH QALY). Menuuna texnosoris, mo Mmae 3HadeHHs [CER B 30Hi
HUKYE IMOPOTY IIIATOCIIPOMOKHOCTI, BBAXKAETHCS BUTPATHO-€(HEKTUBHOIO.
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PisHuug BATpaT

v + A Ilopir roToBHOCTI ;
TNJIaTHTH
TexHonoria B: TexHounoris A:
MeHIl epekTHBHa, @ B ® A 6inei edekTHBHA,
OisbLL BUTpATHa, Oi/bL BUTpaATHa,
HDXK KOMI1apaTop HDXK KOMITapaTop
Komnaparop
+ .
B _ Pi3HuLsg
" edeKTHBHOCTI
/
/
. / .
Texuosioria C: / TexHonoria D:
MeHIl e(heKTHBHa, o C / . 6inbi eeKTHBHA,
MeHI BUTPAaTHa, / D MEHI BUTPATHa,
HDXK KOMIapaTop / HDXK KOMITapaTop
i I

Pucynox 6. [Imomunaa epexTHBHOCTI BUTpPAT
AHAaJIi3 BUTPATH-KOPHUCTH

Meton (apMakOeKOHOMIYHOTO aHalli3y BHUTPATU-KOPUCTH PO3TIISIAETHCSA 5K
OKpPEeMHMI BHJ aHajii3y BUTPATH-€(PEKTUBHICTb, B SKOMY pE€3YyJbTaTH JIIKyBaHHS
MpEJICTaBJICHI SIK POKH JKUTTS, CKOPUTOBaHi Ha sIKicTh (aHr1. quality adjusted life years,
QALY).

[Toxka3HMKOM e(QEeKTUBHOCTI B aHali3l BUTpaTtu-kopucth € QALY, mpo e
napaMeTpoM, SIKHHA BPaxOBYE SIK KIJIBKICTh MPOKUTUX POKIB, TaK 1 SIKICTb >KUTTS
nariedra. Ilpu 1pomy SKiCTh XUTTS 3MiHIO€ThC Big 0 (cram cmeprti) go 1
(TiIOTETUYHMI CTaH MaKCUMAJILHOTO 3/10pOB’s1). Bubip 3HaueHb kopucTi (aHTII. utility)
CTaHIB 37J0POB’sl Ma€ 3HAUHUI BILJIUB Ha PE3yJIbTaTH TAKOTO aHAJI3Y.

Pi3Hi MeTonu BUMIpIOBAaHHS KOPUCTI MOXYTh JAaTH Pi3HI pe3yibTaTH IJIs TUX
caMHX CTaHiB 370poB’s. Pe3ynpTaTil y papMakoeKOHOMIYHOMY aHasli31 BUBHAYAIOTh HE
cami 3HaYEHHS KOPUCTI, a BIAMIHHOCTI M’k KOPHCTIO MPHU Pi3HUX CTaHAX 370POB’sI, 110
BUKOPUCTOBYIOTBCS B MOJETl. 3 1Il€i TPUYMHH JOIIJIPHO BUKOPHUCTOBYBATU
MOCJIIIOBHUMA METOJT BUMIPIOBAHHS KOPHUCTI JJIsi OIHKH BCIX CTaHIB 370pOB’S,
BKJIIOUEHHX B aHAII3.

KO NOKa3HUKKM KOPHMCHOCTI BIANOBIJIAIOTH KOPHUCHOCTI TepeOyBaHHS B
MEBHOMY CTaH1 37J0pOB’sl, HEOOXITHO BPAXOBYBATH BILJIMB JIIKYBaHHS, 110 3aCTOCOBYE
MaIi€HT, MIJIIX0M BpaxyBaHHS MOKA3HUKIB 3HM)KEHHST KOpUCHOCTI (aHri. disutility).
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[Tpu BuOOPI KEepen BXiAHUX TaHUX MO0 MOKa3HUKIB KOPUCHOCTI Ta MMOKAa3HUKIB
3HIDKEHHS KOPUCHOCTI TIepeBara HaJaeThCsl aHWUM, IO 30Mpanucs y TMalli€HTIB
JOCTIKEeHHS, a00 JOCITIKEHb, 3 SIKUX OyJaM OTpUMaHi JaHl MO0 MOPIBHSIBHOI
KJIIHIYHOT €(DEeKTUBHOCTI 3asBJICHOT MEIWYHOI TEXHOJOTIi Ta MEIWYHOI TEXHOJOTIi
nopiBHstHHSA (prc.7) [10].

[HCTpyMEHTOM [II1 BUMIPIOBAaHHS SIKOCTI JKUTTS JIOPOCIMX TIEPEBAXKHO €
onutyBaibHUK EQ-5D (Bepcis EQ-5D-3L abo EQ-5D-5L) [53,54]. 3minu B sikoCTi
YKUTTSI TIOBUHHI MTOBIIOMJIATHCS 0€3M0CEPETHBO TallieHTaMu (3alI0OBHEHHS aHKeTH EQ-
5D), B TO#i Yac SIK KOPUCTh, MOB'sI3aHa 3 M€ 3MIHOIO, TOBUHHA BUXOIUTH 3 Ha0Opy
3HAYCHb KOPHUCHOCTI, OTPUMAHOTO IIUIIXOM BHUMIPIOBaHHS IIEpeBar Pi3HUX CTaHIB
37I0pOB’Sl cepell yChoro HacejieHHs. Hopmu MOKa3HHUKIB KOPHUCTI, 3aCHOBaHI Ha
BUMIPIOBaHHI 3 BHUKOPUCTaHHSIM BI3yallbHOI aHayioroBoi mkaiau (visual analogue
scale), He BIAMOBIMAIOTH 11 BHUMO3I.

Jlo1aTKOBO TSI IONIYKY TaHUX TMOKAa3HUKIB KOPHCHOCTI MOMJIMBO CKOPUCTATHUCS
0a3010 myOJiKaliil oKa3HUKIB KOpucHOCTI LIIKomu AOCHi)KEHb OXOPOHU 3/I0POB's Ta
cymixkaux cgep (School of Health and Related Research (SCHARR) Health Utilities
Database (HUD): https://www.scharrhud.org/).

JaHi oTpuMaHi BiJ ALIE€HTIB
LpeneBaHmoro KJIHIYHOTO J0CIIiIKEHHS

ariiHo onuTyBansHHKa EQ-5D

-
Sxmo nani mwogo EQ-5D BincyTHi B o JlaHi BIAMOBIIHO IO pe3yJILTaTIB CHCTCMHTH‘-IHOI‘O\
pelIeBaHTHOMY IOCIIIKEHH]

MOMWYKY aJIBTCPHATHBHHX JIZKEPEJl

o OWIHKH 3HaUYCHb MOKAa3HUKIB KOPHCHOCTI 34
cragamu EQ-5D oTpuMaHi 3a iHITHM MeToIoM/
OIIUTYBa/IbHUKAMU, BUKOPHCTOBYIOYH CTaTHCTHYHI
repeTBopeHHs (aHri. statistical mapping)

Y

N

. Jlaui 3a pe3yapTaTaMy 3aCTOCYBaHHS IHIIHX
IFEHEPHYIHHUX (BHFHHBHHX) OI'[HTyBElI]BHI/IKiB

. ﬂ,ilHi 34a pe3ylibTaTaMH 3aCTOCYBAHHA iHlll}lX
CTIeN(IYHIX OMUTYBATEHHUKIB

. Meton "BiHBETOK"

SKimo HasBHI 10Ka3H BKa3yloTh Ha Te, WO|
EQ-5D He € peeBaHTHHM METO0M

(o]

(98]

Pucynoxk 7. Iepapxist 3aCTOCYBaHHSI METO/IIB OLIIHKU SIKOCTI KHUTTsI, [IOB’I3aHUX 31
310pOB’SIM

Jlns  imTepnperanii  po3paxoBaHoro mnokazHuka ICER  pexkoMeHaoBaHO
3aCTOCOBYBATH INIKATy TOPOTOBUX 3HAYEHB B aHATI31 €()eKTUBHOCTI BUTPAT B YKpaiHi,
npecTaBiIeHy B Ta0nuii 6.
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Tabmu 6. Hkana pekomengoBanux rpannyHux 3HaueHb ICER B Ykpaini

XapakTepucTHKA PiBHSA INoxa3HuK e)eKTUBHOCTI BUTPAT

e(l)eKTI/IBHOCTl BUTPAT TEXHOJOI'l (IlOIlaTKOBi BHTPATH HA le J0JAHOI0

SKMTTS 200 piK 10TAHOTO KUTTS,
CKOPUTOBAHOI0 HA AAKICTH)

TexHoIOTisI, 0 OTHO3HAYHO MeHnmri BUTpaTH, BUIA KOPUCTH
JTOMIHY€E (JIOMIHYHOYa TEXHOJIOT1s)

Hyxe edheKTUBHI BUTpATU Menuie 1 BBII nHa aymry HaceneHHs
EdexTuBH1 BUTpaTn 1 -3 BBII nHa nyury HacejaeHHs
ManoedeKkTuBHI BUTpATH 3 — 5 BBII Ha nayiry HaceleHHs
HeedexTuBHi BUTpaTn noHan 5 BBII Ha gymry HaceneHHs

3rigHo 3 pekoMmeHaauisimu BOO3, BUTpatu BBaKarOThCs €)EKTUBHUMU 32 YMOBU
ko mnoka3Huk edektuBHocTi BUTpar (ICER) 3a onuH pik J0AaHOTO JKHUTTS,
ckopuroBanoro Ha sikictb (QALY) 3Haxonutscst B Mexkax Bif 1 1o 3 BBII na nymry
HaceneHHs [55]. Takuii nmiama3oH €QEKTHBHOCTI BUTPAT TAKOX 3aCTOCOBYETHCS B
1HIMX KpaiHax 3 po3BuHyTUMU OMT iHCTUTYIIAMH 1 KpaiHax, 10 € OJIM3BKUMH 32
oprasizamiero cdepu OXOpoHU 370poB’sS 10 Ykpainu (Hampukiazn, I[lonbima,
CnoBayunna) [56]. Baprto 3a3HaumTH, M0 3riIHO 3 OI[IHKAMH EKCIEPTIB 3
nociaHuIBKoro 1entpy YHuiBepeutery Mopky (University of York), B 2015 poui
aIbTEpPHATHBHA BAPTICTh CTBOPEHHS SKICHOTO POKY KUTTA B YKpaiHi cTaHOBMIA 185 —
552 nonapis CIIA 3a QALY, mo ckinanae npuommsno 0,5 — 0,16 Bijx HOMIHAIBHOTO
BBII na nymry Hacenenns [57].

BBII na nymry HaceneHHsT poO3paxOBYeThcs Ha 0a3zl HoMmiHanbHOro BBII
OCTAaHHBOI'O POKY 3a JaHuMHu JlepkaBHOI CiyxOM CTaTUCTUKH  YKpaiHu
[http://www.ukrstat.gov.ua/].

EdekTuBHICTD BUTpAT HE € €UHUM KPUTEPIEM JUJISl MPUMHATTA pillleHb. SKIIOo
MenuuHa texHosoris mae npuitHatHuil ICER, BoHa He 000B'13k0BO Oyjie miaisiratu
nepkaBHOMY (piHaHCyBaHHIO (peiMOypcailii) 1 HaBmaku. [HII eleMeHTH, Taki sK
HEBU3HAYEHICTh 3HAYEHb BXIJHUX [apaMeTpiB, BIUIMBY Ha OIO/DKET, CTYIIHb
HE3aJI0BOJICHOI MEIMYHOI MOTpeOu B 1HIMX cdepax TOIo, HASIBHICTh T'€HEPUIHOI
KOHKYpPEHIIli Ta 1HQpacTpyKTypH MJisi 3a0€3MeUeHHsT HAJIGKHOTO MOHITOPUHTY TaKOX
BITMBAIOTH Ha PIIIEHHS 1010 peiMOypcartii Ta 3akyniii. [Toporose 3Hauennst [CER
MOX€e 3MIHIOBaTHCS 3 YacoM [52].

3HadeHHs TOpory €(eKTUBHOCTI BUTPAT Ta HOTO BUKOPHUCTAHHS MPU MPUUHSTTI
pillIeHb MO0 PO3MOAUTY PECYpPCIB OXOPOHH 370POB’S € MPEIMETOM IMHUPOKUX
JUCKYCill B yCTaHOBAX OXOPOHH 3/0pPOB’s. IX MOKHA y3aralbHUTH, TIOUIUBIIH HA TPH
OCHOBHI TeMH [32].
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1) AnprepHaTtuBHA BapTiCTh (opportunity cost): 3 ypaxyBaHHSM (hiKCOBaHOTO
OIO/DKETY ISl CHCTEMH OXOPOHH 3J0POB’sI, O (hiHAHCYETHCS AEP’KABOIO, CIIPABKHIO
ATBTEPHATUBHY BaAPTICTh MEIUIHOI TEXHOJIOT1i MOKHA OIIIHUTH 3 TOUYKH 30PY TOTO, BiJl
SKUX TEXHOJIOT1H MOTPIOHO BIAMOBUTHCH a00 BUTICHUTH (3MEHIIUTH (DiIHAHCYBAHHS) 3
MeTOI0 (piHAaHCYBaHHS HOBUX, MOTEHLIWHO OUIBII AOPOruX TexHoJOorid. Uepes 3MiHy
OrokeTy Ha cepy OXOpOHY 370pOB’s, CHPABXKHIO AIbTEPHATUBHY BapTICTh HOBOI
MEJIMYHOI TEXHOJIOT1i CJiJl JOCTIKYBaTH 3 TOYKH 30PYy TOr0, piBeHb 3a0e3IMeUeHHS
SKUX CEKTOPIB OXOPOHU 370pOB’s, IO (PIHAHCYIOTHCA JEpKaBOIO, Tpeba 3HU3UTH.
HacmipaBni, BapTicTh Ta KOPUCTh BCIX KOHKYPYIOUUX MEIUYHHUX TEXHOJIOTIH B Mexkax
MPUHIUINB eKOHOMIYHOro aHaiizy B OMT HaBpsan uu OyayTh Biomi ocobam, IIo
YXBAMIOIOTH pimeHHsa. Ciij TakoX 3a3HA4YMUTH, 110 MOKE ICHYBaTH HEBIAMOBIIHICTD
MK TEXHOJIOTISIMU, SIKI Ha MPAKTUI[l BUTICHAIOTHCS s (PIHAHCYBaHHS HOBHX
TEXHOJIOT1, Ta TUMH, SIKI CJ1J] BUTICHUTH Ha MIJCTaBl MOKa3HUKIB €()EKTUBHOCTI
BUTpat. Yuctuii e(hekT Takoro BUTICHEHHSI MOXE TMOJISATaTH B TOMY, 1110 PIIICHHS MPO
BIPOBAHKCHHS HOBOT TEXHOJIOT11 MOJKE MOTIPIINTH, @ HE TIOKPAIIUTH 3arajIbHANA CTaH
3I0pOB’sl HACEJICHHS.

2) I'oroBHicTk muiatutu (willingness-to-pay): moporose 3HaueHHst ICER, Huxye
SAKOTO MEJMYHA TEXHOJIOTisA OyJle BiAIIKOJOBYBATUCS, MOXKE OyTH OIlIHEHA B XOJl
JOCITIKeHbB, 110 BUBYAIOTH I[IHHICTD, SIKY CYCIIUIBCTBO HaJae HaOyTOMY 370pOB’IO 1
T€, SIK 115 BEJIMUMHA 3MIHIOETHCS 3aJICKHO B1Jl BU3HAYEHO1 KaTteropii marieHTiB. OIHaK,
B TEOPIi, HETJIACHY BEJIMYUHY LIHHOCTI 3/I0POB’SI MOYKHA 1IHTEPIPETYBATU, BUXO/ISIUHU 3
JaCTKH JCP)KaBHUX BHUTpPAT, 10 BUIUISIOTHECS HAa OXOPOHY 3J0POB’S, MOPIBHSIHO 3
IHITUMHU CEKTOPaMHU €KOHOMIKH.

3) Munymi pimenss: ICER HoBoi TexHosorii MoxHa nopiBHITH 3 ICER 1HIIIX
TEXHOJIOT1M, $Kl (pIHAHCYIOTbCA Ha JaHWl 4ac. Takli MOPIBHSHHA MOXYTb OyTH
KOopuCcHUMHU, KoJii po3paxoBaHuil [CER BUSBISIETBCS 3HAUHO HUKYUM, HIXK JIJIST THITUX
TEXHOJIOT1M, fKI OyJuM BU3HAHI €(PEKTUBHO BUTPATHHUMH Ta PEKOMEHJIOBAHUMH 0
BiAmkoayBaHHs, abo koinu ICER € 3HayHO BUIIMM, HIX ISl TEXHOJIOT1H, SIK1 Oyiu
paHime BIOXWIeHI K HeedekTuBHI. [HmN ¢akTopw, Takli SK PIBHICTh y JOCTYIMI,
(d1HaHCOBA JOCTYMNHICTh, OOMEXEHICTh (DIHAHCOBHX PECYpPCIB Ta HEBU3HAYEHICTb,
MOB’si3aHa 3 TPUUHATAMU PIMICHHSIMH, MaOTh BpPAaXOBYBAaTUCA TIPH  OIlIHII
e(eKTUBHOCTI BUTPAT.

TakuM YHOM, METOJIOIOTIYHO BaXKKO OJTHO3HAYHO OIIIHUTHU €TMHUHN (HIKCOBAHMMA
nmopir e(eKTUBHOCTI BHTpAT, BHUIE a00 HIKYE SKOTO TEXHOJOTIl TapaHTOBAHO
BIIXWIATUMYTh a00 TPHUHUMATUMYTh 10 BIAIIKOAYBaHHS. Pi3H1 (akTopy MOXKYTb
BIJTMBATU HA YXBAJICHHS PIIIICHB MTPO BIIIKOIYBaHHS TEXHOJOT1, 1 Oy1b-5IKi BUCHOBKH
o0 €(PEeKTUBHOCTI BUTPAT MAlOTh MIATBEPIKYBATHUCS JTOCTOBIPHICTIO JIOKa3iB
(HanpukIa, KIiHIYHA €(PEeKTUBHICTh, BUTPATH, TOCTOBIPHICTh JAHUX Ta MPUITYLIEHb Y
MOJIeJll) Ta OL[IHKOI HEBHU3HAYEHOCTI pe3yibTaTiB (HANPUKIAZ, BaTIAHICTh AaHUX,
nianasoH Ta AoctoBipHicTh ICER, IMOBIpHICTH HOMMIIKH).
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AHaJi3 BUTpPaTH-BUI0a

AHani3 «BUTPaTH-BUT0/Ia» — METOA (bapMaKoeKOHOMquoro aHamizy, SKuN
3aCTOCOBYETBCS JUI BU3HAYCHHSA (iHAHCOBOT BUTOAM BITHOCHO BUTpAT. [Tpu ipomy K
BUTpAaTH, TaK 1 BUTOJAa BHUMIPIOETHCA Yy TPOIIOBOMY eKBIBAJIEHTI, IO JO3BOJIIE
004K CIUTH (PIHAHCOBY BUTOy IIPU BUKOPUCTAHHI1 Ti€i 4X 1HIIOT METUYHOT TEXHOJIOTI,
Oe3mocepeIHbO PO3paxyBaTH TPOIIOBI BUTPATH HA JIOCSATHEHHS TOTO 4YM IHIIOTO
pe3yabTaTy I 310POB 4.

PesynpraTr anamizy mMoxke OyTH MpEeJCTaBICHHH JABOMa CIIOCOOAMHU: Y BUTJISIIL
YUCTUX TPOIIOBUX HAJIXO/KEHb a00 BTpAT, a00 K y BUTJISI CITIBBIIHOILICHHS] BUTOIH
Ta BUTpaT. JloCiipKeHHs 3 BUKOPHUCTAHHIM aHaII3y BUTPATH-BUT0/la MAalOTh MICTUTH
(dhiHaHCOBI pe3yJIbTaTH Ta BUTPATH HA BIPOBAKCHHSI MEJIUYHOI TEXHOJIOTIT, a TaKOX
iX TIOPIBHSIHHS 3 BUTOJIaMHU Ta BUTPATaMH Ha aTbTEPHATHBHY TEXHOJIOTi10. KiTFouoBOI0O
CKJIQJHICTIO TIPOBEICHHS aHaII3y 32 METOIOM BUTPATH-BUTO/IA € OIIHKA BUTOIU, TAKO1
K 30€pEKEeHHS JKUTTA 200 MOJETIEHHs 00110, y TPOILIOBOMY BUMIPI.

4.3.6. MoaearoBanHs

dapMaKOEeKOHOMIYHA MOJIE]Ib BUKOPUCTOBYETHCA ISl BA3HAYEHHS €(PEKTUBHOCTI
BUTpAT Ta JJIA EKCTPAMOJsAUli 1 MPOTHO3YBAaHHS NOKA3HHMKIB 3aXBOPIOBAHHS 11032
YACOBUMHM MEXaMM KJIIHIYHOTO JociikeHHs. CTpyKTypa MOJEIl Ta METOJ
MOJICJIIOBaHHS MAlOTh BIJAINOBIAATH TOCTABJICHOMY B JIOCHIJKEHHI TMHUTaHHIO.
PexomenayeThes, 11006 Mozenb Oyna MakCMMalbHO MPOCTOIO Ta Mpo3oporo. OnHak,
BOHA Mae 30epiratv piBeHb JeTaii3allii, HEeOOXIJHUI Jii KOPEKTHOTO BU3HAYCHHS
e(eKTUBHOCTI BUTPAT MOPIBHIOBAHUX MEIUYHUX TEXHOJIOT1H.

[TpunyienHus Moeni MaoTh OYTH YITKUMH, OOIPYHTOBAHUMHU Ta MEPEBIPEHUMHU
B aHaTi31 9y TJIMBOCTI. Moieni po3po0IIsIOThCS 3 BAKOPUCTAHHSM 3araJIbHOMPUITHATHX
JIOCTYITHUX THCTPYMEHTIB Ta MporpamMHoro 3abde3neueHHs, Hanpukiaag MS Excel. Mae
OyTH TEXHIYHO MOXIIMBO MEPEBIpUTH po3podiieny monaens [2,8,35,52].

P03pi3HAIOTH TaKi OCHOBHI TUITH MOJENEH: MOJIETb «IE€PEBO PIIIEHb) Ta MOJIECIIb
«mepexoay Mk cTaHaMu» (Mozaenb MapkoBa).

Mopeni «aepeBo pimeHb» (aHri. decision tree models) BU3Ha4arOTh KJIHIYHI
pe3ysbTath Ta/abo BUTpATH, TOB’S3aHI 3 KOXHUM 3 BapiaHTIB JIKyBaHHA, 3
ypaxyBaHHSAM HMOBIPHOCTEW BUHUKHEHHS 3aXBOPIOBAHHS Ta MEPEXOJy y Pi3HI CTaHH
3m0poB’s (puc. 8). Monens «J1epeBo PIllIeHb) BUKOPUCTOBYETHCS y BUMAIAKAX, KOJIU
3aXBOPIOBAHHS MAa€ KOPOTKUM YACOBUH TOPU3OHT (HAMPUKIIA]I, TOCTP1 3aXBOPIOBAHHS,
0 TPUBAIOTH J0 1-TO pOKy), a TOMIi 3aXBOPIOBAHHS € B3AEMOBUKIIOUHUMH
(ycknmamuenns abo pemicis). OCKUIBKY TOPU30HT MOJICTIOBAHHS HE TIepeBUIIye | pik,
JTUCKOHTYBAHHS TOKAa3HUKIB €()EKTUBHOCTI Ta BUTpAT HE MPOBOAMTHCS. Lleit Tum
MOJIEJIi HE 3aCTOCOBYETHCS JIJIsl BUBHAYEHHS Ta MOJICIIIOBAHHS TI0/111 3aXBOPIOBAHbD, SIK1
MTOBTOPIOIOTHCS, 30KpEeMa XPOHIYHUX 3aXBOPIOBAHb.
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HasBHI Mo6iuHI peakuii (p=0,5) —e

xurTa (p=0,7) —C)
—[ Jlikapcbkuii 3acio A BiZICYTHI o014H1 peakiii (p=0,5) —

cMepTh (p=0.3) °

cmepTh (p=0,3)

_[ Jlikapcbkuii 3aci6 b HasBHI MobiuHi peakiii (p=0,7) ——e

#UTTA (p=0,7) —()

BicyTHI 110014HI peakuii (p=0,3) —e

Pucynox 8. Mogenb «aepeBo pillieHby 3 UMOBIPHICHUM BUOOPOM HANPSIMIB 1 BY3JIiB
pillieHb

Y Monenax «mepexoad MK cTaHamu» (aHIUI. state-transition models) a6o
MoJeIsaX MapkoBa BHAUISIOTH 1 3TOJ0M TMEPEPO3NOAUISIOTH IMAIIEHTIB MOJEIl Ha
JeKUIbKA TPYM, 110 MPEACTaBISAIOTh PI3HI CTaHU 3JI0pPOB’s, MOl ad0 BUTpaTH, SKi
TPaIUISIIOTHCSA 3 TarieHToM (puc. 8). Ilepexoan BimOyBarOThCS 3 OTHOTO CTaHY B 1HIIIHIMA
3a BU3HAUCHUMH KJIIHIYHO 3HAYYIIMMU YaCOBHMMHM IHTEpBajaMu (BU3HAYAETHCS SIK
TPUBAJICTh IOBXKUHU IUKITY). Le yacto 1 pik, ane Moxke OyTH KOPOTIIUM JJIsl IIBUAKO
MPOTPECyOUnX 3aXBOproBaHb. CyKyMHICTh YACOBHUX 1HTEPBANIIB BKAa3y€ HA YACOBUI
TOPU30HT, MPOTATOM SIKOTO MOJIEIIOEThCA Mepedir 3axBoptoBaHHs. Lle 3a3Buuaii
B1JI00Opakae mepiof, JOCTATHIN JJIsl TOTO, 11100 3adiKCyBaTH BC1 BIAMOBIIHI BUTPATH Ta
HaACAKK JTiKyBaHHA. OcobmuBicTIO Moieni MapkoBa € Te, 1110 HMOBIPHICTh IEPEXOY
3aJIeKUTH JIMIIIE BiJl TOTOYHOTO CTaHy, a HE B1J] OMEPEHBOT ICTOPIi MaIli€HTa.

JIns mpoBeleHHsT eKOHOMIYHOI OITIHKM BAaKIIMH HEOOX1JHO YITKO BHU3HAYUTH Ta
oOTrpyHTYyBaT MeTOJa (HapMaKOCKOHOMIYHOTO aHami3y. AHaji3 BUTPATHU-KOPUCThH €
HaWKkpamuM MeToAoM aHamizy (3 BukopuctanHsM DALY a6o QALY sk wmipu
pe3yNbTaTy), X0ua aHalli3 BUTPATU-E(PEKTUBHICTh TAKOXK MOXKE 3aCTOCOBYBATUCS IS
OILIIHKU BaKI[MH.

[Ipu npoBenenHi OMT BakuuMH pPEKOMEHIAOBAHO BpPAXOBYBATH IOJIOKEHHS
kepiBHUITBa BOO3 11040 cTanaapTu3ailii eKOHOMIYHOT OLIHKHK MporpaM iMyHi3allii,
K€ MICTUTh, 30KpeMa, JIUCT OLIIHKH JIJIs OIIHKH SKOCTI €KOHOMIYHOI OIIHKU MPOTrpam
iMyHi3aIii [https://apps.who.int/iris/bitstream/handle/10665/329389/WHO-1VB-
19.10-eng.pdf]. Takoxx MoxnmuBO ckopucTaTHcs gokymenTom BOO3, mo MiCTHTH
NPUKJIAJN OIIHKK €(PSKTUBHOCTI BUTpAT s BakuuH [https://www.euro.who.int/data/
assets/pdf_file/0005/292865/Cost-effectiveness-case-studies.pdf] Ta 3sitom poGouoi
rpynu  ISPOR  momo  eKOHOMIYHOTO  aHamily  MporpaM  BaKIMHAMii
[https://www.ispor.org/heor-resources/good-practices/article/economic-analysis-of-
vaccination-programs].
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AJTropUTM MOJIETIOBAaHHS, 110 3aCTOCOBYETHCS y aHami31 e(eKTUBHOCTI BUTPAT,

OMHCAHO y TaOuII 7.

bes nporpecyBaHHh ‘/ [IporpecyBaHHs

XBOpOOH

/ \ XBOpOOH

Cmepth

Pucynox 9. [IpocTtuit MapkiBcbkuit mporiec 13 BKJIIOYEHHSIM TPhOX CTaHIB

Tabnuug /. ATropuT™ MOJIEIOBaHHS y aHali31 €(EeKTUBHOCTI BUTPAT

O0’eKT OIHKH

Onuc

Cranu 310pOB’s

CrpykTypa Mozeni Mae OyTH NHpPOCTOI, B TOW ke Hac
BIJIMOBIAATH TIOCTaBJICHIM MpoOIeMi, 3arajJbHO MPUHHATHM
3HaHHSM IOJI0 MOJICJIIOBAHHS 3aXBOPIOBaHb, a TaKOX
BiIOOpaXyBaTH NPUYUHHO-HACTIAKOBUN  3B'SI30K  MIXK
3MIHHUMHU BeMuMHaMU. HelmocTaTHICTh MaHWUX HE 3aBXKIU
BUIIPAB/IOBYE BUJAJICHHS IEBHUX CTAHIB YW CIPOIICHHS
MOJIEIII.

Kommaparop

Mopens Mae BpaxoByBaTH KOMIIApaTop, BUOpaHMIA
BIIMOBIAHO 10 KPUTEPiiB, BHU3HAYEHUX B  aHaJI3I
po3B’s3aHHs TpobOiemu. Bubip kommaparopa mae OyTu
y3TOJKEHUH 3 TUM, 1110 OyB BUKOPUCTAHUU IS KJITHIYHOTO
aHami3y.

YacoBuil TOPU30HT

YacoBuii TOpU3OHT MOJENl Mae OYTH JOCTaTHIM, K100
3aikcyBaTH BIJIMIHHOCTI Yy BHUTpaTax Ta pe3yjbTaTax
JIKyBaHHSI MOPIBHIOBAHUX MEIMYHUX TEXHOJOTIH.

JloB)kMHA LIUKJIIB B
MoOJel

[Mukn wmae BiAMOBimaTH TIEpioxy, B SKOMY € 3MiHH
PO3MIISIHYTUX TapaMeTpiB, IO BIJMOBIIAIOTh THUIIOBOMY
POIIECY 3aXBOPIOBAHHSI.

InenTudikamis BXigHuX
napaMmeTpiB Ta

Y Momens chig  BKJIIOYMATH  Kpall JOCTYIMHI JaHl
(emimemioNoTiyHI, KIIiHIYHI, TIOB’S3aHI 3 BHUTpPATaAMH)
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bopmyIIIOBaHHS
MPUITYIIEHb MOJIEI

BiJITIOBITHO 10 JIOKAJTbHUX YMOB YKpainu. [[is1 oTpuManHs
KIIFOYOBHUX BXITHUX JaHUX MOJCNI CJiJl MPOBECTH OTJIS
JiTepaTypHu.
KirouoBi nawi:
JaH1 010 €(PEeKTUBHOCTI Ta OE3MEKH;
JlaHi1 11010 KOPUCTI py 0OpaHMUX CTaHAX;
3MIHHI, JJI SKHAX HaBIiTh HEBEJIMWKAa 3MiHA 3HAYCHHS
NPU3BOIUTH J0 3HAYHOI 3MIHH PE3YJIbTATIB aHAMTI3Y.
VYci npunyiieHHs MoJenl MaloTh OyTH YITKO BU3HAYEHI Ta
0OTpyHTOBaHI.

MoenroBaHHs JaHUX

MopentoBanHs JaHUX CJIJI TPOBOJUTH HAa OCHOBI
3araJbHOTPUHHITHX CTATUCTUIHUX METO/IB.

BaxnuBo, 11106 MOBIpHOCTI Tiepexo1y OyJiM MPUBEACHI 110
TPUBAJIOCTI IUKIY, SKIIO BOHU TIPYHTYIOThCS Ha
WMOBIPHOCTSIX, OILIIHEHUX 3a IHTEpBaj, BIAMIHHUN BIJ
TpUBAJIOCTI IUKIy. Hampukiasn, piuna BIporiHICTE CMEPTI
Mae OyTHU MPUBEJICHA 10 MICAYHOI, SKIIO JOBXKUHOIO IIUKITY
00paHO MiCHIIb.

Jlnst komnieHcanii Toro ¢akry, 1Mo B JUCKPETHUX MOJIEISIX
MapkoBa Tmepexoad MIDK CTaHaMmH, SIK [PaBUIO,
MOJICTIIOIOTHCS Ha TMOYaTKy a00 B KIHII ITUKITY, TOAl SIK
HACIIpaB/Il MEePeXoJaH Ta MOJii BiAOYBalOThCSA B OyAb-sIKU
IPOMIKOK qyacy BCEpEIUHI KOYKHOT'O LUKy,
BUKOPUCTOBYETHCSI KOpPEKIlis HamiBIuKiy (aHri. half-cycle
correction).

HeoOxinHicTh 3acTOCYyBaHHS KOPEKIll HaIMIBUUKIY €
ICTOTHOIO y MOJIETISIX, B SIKUX TPUBAIICTh IUKITY CTAHOBUTH
6 MicAIIB a00 OUIBIIE, Ta SKIIO KUJIBKICTH ITMKIIB MOJEN]
mentie Hix 200.

OauHuUI BUMIpY
MOKpAIIEHHS 3/I0POB’ s

OguHuusMd  BUMIpPY  MOKpalleHHS  3[0pOB’s,  WLIO
BUKOPHUCTOBYIOThCS B MojientoBanHl € QALY ta LYG.
QALY € “3osiotum craHmapTomM” aJis BUMIPIOBaHHS TOTO,
HACKUIbKM HaJIeKHE MEJMYHE BTPYYaHHS IMOKpallye Ta
IPOJOBXKYE KUTTA NarieHTiB. QALY noenHye sik KUTbKICHY,
TakK 1 SIKICHY OLIIHKY JKHUTTS.

[Toxasnuk LYG ouiHioe epekT Bl MEAUYHOTO BTPYUYaHHS
Ha 30UIbIIEHHS POKIB JKUTTS mamieHta. LYG wyacto
3aCTOCOBYETHCS SIK JOJATKOBUM MOKAa3HUK.

IIpencraBneHns
pe3yJbTaTiB

MeTtoro €KOHOMIYHOI OLIIHKH € BU3HAYCHHS
IHKPEMEHTAJIbHOTO ~ TTOKa3HHWKa e(QEeKTUBHOCTI  BUTpaT
(ICER), a came — BUTpaT, HEOOXIAHUX [JII CTBOPEHHS
OJIHOTO POKY KHUTTSl, CKOPUTOBAHOTO Ha SIKICTh (cost per

70



CT-H MO3YV 42-9.1:2026

QALY), Ta/abo BuTpar, HEOOXIMHMX M 30€peKEHHs
omHOTO pOKy XKUTTA (cost per LYG), Butpar, HEoOXiqHUX
JUTSI TIOTIEPEPKEHHSI OTHOTO BHITA/IKY 3aXBOPIOBAHHS, OHIET
rocmTamzanii, il OJHOTO BUMAAKY YCKIAQAHEHHS a0o
noOi1YHOT peaxiiii.

AHaJ3 9yTIUBOCTI

Kosxna Moziens Mae BKIIIOYATH aHAIII3 YyTJIMBOCTI BXIJHUX
napamMeTpiB Mozen, poaHaTi30BaHUN  J1iala3oH
BapiabenbHOCTI (aHTUI. variability) mias mux mapaMmeTpiB.
AHaJli3 9yTIUBOCTI Ma€ BKJIIOYATH OAHO(GAKTOPHUM aHAIIi3
YyTJIMBOCTI BX1IHUX MapamMeTpiB MOJIENI, III0 MAIOTh O3HAKH
HEBM3HAYCHOCTI (aHrji. one-way sensitivity analysis).
PekomeHayeThCS TaKOXK MPOBOAUTH MMOBIPHICHUI aHAII3
Yy TIUBOCTI.

BayTtpinas Bamgigaris
MOJIe1

Jlyis BUSIBIIEHHS! TIOMUJIOK, MOB'SI3aHUX 3 BBEACHHSM JaHUX
Ta CTPYKTYpPOIO MOJEJl, BOHAa NMOBUHHA OYyTH pETEIHHO
nepeBipeHa.  Hampuknan,  ciig  mepeBipuTH,  YH
BIJIIOBIJATUMYTh ~ PE3yJbTaTH  OYIKyBaHUM  0a30BHM
3HAYEHHSIM TPU EKCTPEeMalbHUX 3HAUEHHSIX BXITHUX
napameTpiB. BHyTpimmHs Bamijganis BHU3HA4a€, HACKUIBKH
MaTeMaTH4YHI PO3paxXyHKH BUKOHYIOTHCS TPABUIBHO Ta
BIIMOBIAAIOTH crienudikaiii Moaemi.

@opMynHu MoOAEINl HaJaHl 3 BUKOPUCTAHHSIM MPOrPAMHOIO
3a0e3neuenHs (MS Excel) MatoTs OyTH npoaHantizoBaHi 1Jisl
BUSIBJICHHS CHHTaKCUYHHUX TOMMWJIOK, a BIATBOPIOBAHICTH
pe3ysbTaTiB  MPOTECTOBaHA 3a JONOMOTOI0 BBEACHHS
€KBIBaJICHTHUX 3HAYECHb.

SAkiIo € 30BHINIHI JpKEpena BXIJIHUX Ta BUXIJTHHUX JIaHUX
(He3aJIeKHO B1JI THX, IO BUKOPUCTOBYIOTHCS B MOJIETI1), CITIJT
HEPErJISIHYTH Ta MOPIBHATH 3MOJIEIbOBAHI pPE3yibTaTH 3
peanbHuMu AaHuMu (anri. real world data).

30BHINIHA Bajigaris
MoJel

30BHIIHSA  Bamigamiss  (QOKYCyeTbcs Ha  CyMICHOCTI
pe3ynbTaTiB MOJEIIOBAHHSA 3 TPSIMUMHU EMITIPUIHUMHU
nokazamu. Monens mMae OyTH BajijoBaHa TaKUM YUHOM,
mo0 JlaBaTu 3MOTY MOPIBHIOBATH pPE3yJIbTaTH, OTPUMAaHI 3
MOJICTIIOBaHHST 3 1H(oOpMaIiero 3 peaabHOI KIIHIYHOI
IPaKTHKHU.

30BHIMIHS BadiAHICT BHU3HAYAETHCI, KOIM MOJIEID
BUKOPUCTOBYETHCS JUISI CUMYJISIIII peajbHOTO CIICHApito,
TAaKOTO fK KIIHIYHE JOCHIDKEHHS a0 CIOCTEpEexKHE
JTOCII/DKEHHSI, a TMPOrHO30BaHI  pe3yJabTaTh  MOJEl
MOPIBHIOIOTHCSL 3 pe3yJibTaTaMU  pealibHOi  KJITHIYHOT
MPaKTUKW. 30BHIITHS Bajijallisi 3aCTOCOBYETHCS 10 MOEII
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B I[IJIoMY 200 /10 OKpeMuX il KOMIIOHEHTIB, TAKUX SK I[1IhOBA
MOMYJISIIs,, 3aXBOPIOBAHICTb, TMPOTPECYBaHHA XBOPOOH,
MosiBa  KJTIHIYHUX  Pe3yNbTaTiB, a TaKoX MEIUYHA
1HTEpBEHIIIA Ta 11 HACI1IKH.

4.3.7. Ouinka NOKa3HUKIB e(peKTUBHOCTI

JlaH1 MoKa3HUKIB €(PEKTUBHOCTI (B TOMY YHUCIHI 1 TOKa3HUKU SKOCT1 KHUTTS), IO
BKJIFOUEH1 /10 (papMaKOEKOHOMIYHOTO aHaji3y, MalOTh OyTH y3TOKEHUMH 3 JaHUMU
PO KJIIHIYHY €(PEKTUBHICTh Ta O€3MeKy.

4.3.8. Oninka BUTpAT (JIOKAJBbHI JaHi B YKpaiHi)

dapMaKOEeKOHOMIYHHI aHa13 Ma€ BKIIFOYATH BUTPATH HA BUKOPHUCTaH1 B Y KpaiHi
pecypcH, MpU 3aCTOCYBaHHI JaHOI MEIUYHOI TEXHOJIOTIi B MIOACHHINA KIIHIYHIN
npaktuii. IneHtudikamiss — kaTeropii BUTpaT Ta  BU3HAYEHHS  METOJY
(dhapMakOEKOHOMIYHOTO aHalli3y MAaroTh BIJMOBIJATH TEPCIEKTUBI Ta YacCOBOMY
TOPU30HTY TaKOTO aHai3y.

3aJie’kHO BiJ] MEPCIIEKTUBY TJIATHUKA, YC1 BUTPATH KIACU(IKYIOTh:

1) npsmi MeUYHI BUTPATH — BUTPATU Ha 3a0€3MEUCHHS MEAUYHOIO JOMOMOTOIO
Ta MIATPUMKY IpoLecy il MPOBEAEHHS, 0 AKUX HaJIekKaTh: BUTPATH HA A1arHOCTUKY
3aXBOPIOBAHHS, BHUTpPATH Ha JIKApPChKI 3acO0M Ta MEAUYHI BUPOOHM, BUTPATH HA
MOHITOPUHI CTaHy XBOPOrO IIiJl 4Yac JIKyBaHHS, Ha INepeOyBaHHS B CTallOHapi,
BapTICTh MEIMYHUX MpoLenyp (XIpypriudi omepaiii, peaOuTiTaliiHl MaHIMTyJIALiT),
oIuiaTa mpari MEAMYHUX MPALiBHUKIB;

2) npsiMi HEMEIMYHI BUTPATH — BUTPATH, 1110 HAMPAMY HE CTOCYIOTHCS HAJIaHHS
MEANYHOI JOMIOMOTH, J0 SKUX HaJle)KaTh: BUTPATH HAa TPAHCTIOPTYBAHHS MAIli€HTa JI0
3aKJIaJ[iB OXOPOHHU 3JI0pOB’Ss, JIETUYHE XapuyBaHHS, OIUIaTa Mpaili HEMEIUIHOTO
nepcoHany (BUTpaTH Ha JOTJISA 3a MAIIEHTOM), 1HINI BUTPATH HA YIPaBIIHHA
3aKJIaJJaMi OXOPOHU 3/I0pOB’s;

3) HenpsiMi BUTPATH, BU3HAUECHI SIK BUTPATH B MacIITadax coIiyMmy, MOB’s3aHl 13
3aXBOPIOBAHHIM Ta MOTO HACIIKaMH, JIO IKUX HaJleKaTh BUTPATH HA KOMIICHCAIIIO
BTpaT MPOAYKTUBHOCTI TpaIli MAIIEHTIB Ta YICHIB iX JOMOTOCIIOAAPCTB.

Monenb GpapMaKoeKOHOMIYHOTO aHATI3y Ma€ BKITIOYATH MPSMi MEUYHI BUTPATH,
a y pasl JOIIJIBHOCTI CIIEHapiil 13 BKIIOYEHHSM BUTpPAT, 10 HECYTh 1HII CEKTOpHU
CYCITUJIbCTBA, HAIPHUKJIAJ, HEMPsAMi BUTpPATH, PEKOMCHIYETHCS TMPEACTABIATH SIK
JOAATKOBUM aHami3 [8].

4.3.9. InenTudikauisi Ta BUMIPpIOBAaHHA BUKOPMCTAHUX pecypciB

[nentudikailisi BUKOPUCTaHHS pecypciB 3abe3neuye noTpe0y BU3HAYECHHS, YU
pPECYpPCH CTOCYIOThCS JOCHIKyBaHOT mpobiemu. BukopucranHs pecypciB MOKHA
BUMIPSATH JIBOMAa OCHOBHUMH MeToAaMH: 30ip MEPBMHHUX JaHUX BIAMOBIIHO 0O
Iu3aiiHy JOCHikeHHsT abo 30ip BTOPMHHUX JaHMX 3 ICHYIOUMX 0a3 JaHUX 4YH
JOCTYMHHUX MyOJikamii y mnpo@inbHUX pKepenax. Bubip mkepen naHuUX Mae
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IPYHTYBAaTHCA Ha KPUTEPISAX: MEPCIEKTHBA aHai3y, JOCTYIHICTh 1 BaliAHICTh JaHUX,
MUTOMa Bara KO>KHOTO KOMIIOHEHTY BUTpAT y 3arajbHUX a00 JOJaTKOBUX BUTpATaXx.

OCHOBHOIO TIepEBaror MEPBUHHUX JaHUX € BUCOKA TOUHICTh. [IpoTe HemomikoM
€ TPUBAJIMII yac Ha 301p JaHUX 1 TPYIOMICTKUH XapakTep 30opy. [Himii Hemomik — gaHi,
310paHi i yac KIHIYHOTO BHIPOOYBAaHHS, TAKOXK MICTATH 1H(OpPMAIIi0 TIPO pecypcH,
BUKOPHUCTAHHSA SIKHX OOYMOBJICHO TIIPOTOKOJIOM JOCIi/PKeHHA. BTopwHHI naHi,
HANPUKIIAJ, 3 HAIIOHATBHHUX PEECTPIB, K MPABUIIO, XapaKTEPHU3YIOTHCS BHCOKOIO
30BHINIHBOIO BaiAHICTIO. OTHAK BOHU MOXKYTh BUSIBUTHCS] HETIOBHUMH, OCKIJIBKU TaKi
0a3u TaHUX HE OXOILTIOIOTH BC1 TUIIHM PECYPCIB.

BumipioBaHHS BUKOPHCTaHHUX PECYpPCiB MOXe OyTH 3IilCHEHE SK METOJIOM
«3HM3Y-BBepx» (aHrI. micro-costing method, bottom-up approach), tak i Metomom
PO3paxyHKIB BaJIOBOT BAPTOCTI IMiJIXOIOM «3BEPXY-BHU3» (aHTII. gross-costing method,
top-down approach). ObuznBa MeToau MOXYTh OyTH BUKOPUCTaHI B OJJHOMY aHaji3i.
YumM O1bIIMiA BIUIMB JIaHOI BAPTOCTI HA 3arajibHi1 JOAATKOBI BUTPATU, TUM TOUHIIINM
Mae OyTH aHaJl3 TaKHUX BUTpPAT.

4.3.10. BusHaueHHs BApTOCTI OAMHUILI

Bu3HaueHHsT BUTpaT MOYMHAETHCA 3 YITKOrO (POPMYJIIOBAaHHS MUTaHHSA, LIO
JOCIIJIKY€EThCS, BKIIOYAIOYM METY BH3HAYEHHS BapTOCTI, MEPCIEKTUBY, YacCOBHUI
TOPU30HT, a TAKOX ONHUC KOHKPETHOro 00'€KTa aHaNi3y BUTpaT. MeTO0JI0T1sl OLIHKU
«3HHU3Y-BBEPX» CKIIAJAE€THCSA 3 OCHOBHHX €TaIliB:

1) BU3HAYEHHSI PECYpCIB, 110 BUKOPUCTOBYIOTHCS JUIsl 3a0€3MEUEHHS TOCIyTH
(amrm. resource utilization);

2) BUMIPIOBaHHSI pECypCy B HATypaJbHUX OJUHUIIAX;
3) BUMIpIOBaHHS IPOIIOBOI BAPTOCTI OJIMHUIIL pecypcy (aHrJ. unit cost);
4) moeTHaHHS TPOIIOBOT BAPTOCTI 3 OLIIHKOIO BUKOPUCTAHUX PECYPCIB.

BXigHl naHi A OLIHKM BapTOCTI B IPOLIOBOMY BHUPAKEHHI BUKOPUCTaAHUX
pecypciB MOXKYTh OYTH TaKUMHU:

1) nepenik TapudiB HA MEIUYHI NOCTYTU (CTAaHAAPTHUX BUTPAT);
2) paniuie ony0JiKOBaH1 AOCTIIKEHHs BApTOCTI JIKYBaHHS;

3) BapTIiCTh MEAMYHUX TOCIYT JIJII KOHKPETHUX MPOIEAYP B OKPEMHUX 3aKjiajaax
OXOPOHHU 3/I0POB’S;

4) iudopmartis mpo BapTICTh TOBAPIB 3 JAHUX €JIECKTPOHHOI CUCTEMH MyOJIIYHUX
3aKyII1BEIb;

5) peecTpy ONTOBO-BIIMTYCKHUX IT1H;
6) Hakazu MO3 mpo po3moaii JiKapChKuX 3ac001B 3a OI0[KETHUMU MPOTPaMaMHu;

7) ©6a3m [aHWX EeKCHEPTHO-aHATITHYHHUX JIOCTIDKEHb TOCIITaJIbHOTO Ta
pO3ApiOHOTO CErMeHTIB (DapMaIleBTHYHOTO PUHKY Y KpaiHU.
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Bukopuctanus MicuieBUx Tapu@iB peKOMEHIYETbCA, KOJNU OI[IHIOBaHA MEAUYHA
TEXHOJOTIS JOCTYIHA JIMIIE B 3aKJaJaX OXOPOHHU 370pOB’s MEBHOro Tumy. Taxi
Tapu(u BKIIOYAIOTH IIUPOKHM CHEKTP MPOUEAYp Ta MEIUYHMX IOCIYT, a JaHl —
JOCTYTHI JJIs TOCHiTHUKA 0€3 10AaTKOBOi poOOTH Ta BUTpAT HA iX mouryk. Yacto e
HaMKpamui 1 €TUHUN JOCTYIHUNA CTIOCIO OLIHKHM BapTOCTI, ajie BUTPATH PO3paxoBaHi
TaKUM YMHOM, HE 3aBX/IU BIJTOBITAIOTh pealbHUM 3HAYCHHSM.

B okpeMux Bumaakax Moxke OyTH BHIPABIAHOIO KOPEKIisl BAPTOCTI BUXOASIUH 3
CIIBBIIHOIIEHHS MDK TapudamMu Ta (DAKTUYHUMH BHUTpaTaMd B  JIKapHi.
BukopucroByrouu nepenik cTangapTHUX TapudiB ado BapTOCTI JJIsI OIIHKU OJUHUIIb
BUKOPHUCTAHUX PECypCiB 3HAYHOI MUTOMOI BarW y 3arajibHiii abo noaaHii BapTOCTI,
CITiJi BHKOPUCTOBYBAaTH OUIBII TOYHI METOAW OIIHKA — HAMNpUKIA[ TPSIMHMA
po3paxyHOK co0iBapTOCTi oqunmIli pecypey [2,35]. [Ipukinany ineHTudikarii ofuHUIH
METUYHUX MTOCTYT HaBeAeH] y Tabmwmii 8.

Tabmuns 8. [pukiany inenTudikamii OAMHUIG METUYHUX MOCTYT

Tun mocayru PexoMeH10BaHI )i BAKOPUCTAHHS OAMHMIL
BUMIpPIOBAHHS

MennuHa nociyra 1 ronuna/l Bi3UT

(KOHCYTIBTAIIA JIIKAPS)

Bizut g0 mikaps KUIBKICTB BI3UTIB

JiarHOoCcTUYHA KUIBKICTh JIarHOCTUYHUX MPOIEAYP

npoueaypa

JlikapHsHI MOCAYTH  |KUIBKICTh IPHUIOMIB, JIIKKO-AHIB, TPUBAIICTh epeOyBaHHs
B JIIKapHI

AmMOymnaropHi 1 Bi3uT

MOCIYTH

PobOoTta mequuHO1 KUTBKICTh TOJMH 200 MaHIMyJIsII1i

CecTpu

JloMarrHii 0T 1 roguna

4.3.11. BurpaTtu Ha JiKyBaHHS MO0IYHMX peaKIlii

Butpatu Ha NiKyBaHHS MOOIYHMX peaKkiiii TaKoX MOBUHHI OyTH BKJIIOYEHI Y
BapTICTh JIIKYBaHHS JOCIIPKYBaHUM JIIKAPCHKUM 3aco00M Ta KomrapaTtopom. Jlis
pO3paxyHKy BUTpAT Ha JIIKYBaHHS MOOIYHMX peakilii He0OXiTHO BUKOPHCTOBYBATH
BX11H1 JaHl:

HMOBIPHICTH 200 YacTOTa MOOIYHUX PEAKIIIN MPOTATOM BU3HAYEHOTO MEPIOY;

BUTPATH HA €M130] MEJAUYHOI JOMOMOTH, MTPU3HAYCHOT JIJIs JTIKyBaHHS MOOIYHOL
peaxiii.

JlxepenoM AaHUX TPO YACTOTY MOOIYHUX PeakIlid € pe3yJbTaTH KIIHIYHHX
JOCTIKEeHb a00 1HCTPYKINSA ISl MEIMYHOTO 3aCTOCYBaHHS JiKapchKoro 3acody [29].
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Butpatn Ha ycyHeHHS MNOOIYHOI peakIlii OJHOTO TMalll€HTa PO3PaXOBYIOTHCS SIK
NO00yTOK (MHOKEHHSI) YacTOTH BUHHKHEHHS MMOOIYHOI peakilii Ha BapTICTh ii
JIKyBaHHS.

[ToOiyH1 peakmii kiIacu(iKylOTh 3a YacTOTOI0, CTYNEHEM CEpHO3HOCTI Ta
OB 'SI3aHICTIO 13 JIIKYBaHHSAM. BKIIOYEHHS 70 pO3paxyHKY BHUTpaT Ha BCl MOOiUHI
peaxiiii BuMarae J0JaTKOBUX JaHUX 1 MPUIYIIEHB Ta J0Ja€ CKIaAHOCTI. [IpakTnaHmM
MIJXOJ0OM € BKJIIOUEHHsI JI0 PO3PaxyHKIB JIMIIE CEPHO3HMX IMOOIYHUX PEaKIlii
(HampuKJIaJ, 11 OHKOJOTIYHUX 3aXBOPIOBaHb 3-T0 Ta 4-TO CTYIEHIO 3TiTHO TabJIHUII
3, 1110 MaIOTh YACTOTY BUHUKHEHHS Oi1bIe 1% xoua 0 y 0JiH1H 13 JOCTIKYBaHUX TPYII
Ta BU3HAYAIOTHLCS K «IOMIMpeHi/gacTi») [52,58].

[Ipy mpoBeneHHI pPO3paxyHKIB BapTOCTI JIKyBaHHS TOOIYHUX PpEaKIIii
PEKOMEHJIOBAaHO BUKOPHCTOBYBATH €IMHE JDKEPENIO BXITHUX JaHUX MO0 ITIHA Ha
JIKAapChK1 3aCO0M.

4.3.12. IucCKOHTYBAHHSH

JIMCKOHTYBaHHS — METOJI BU3HAYEHHS TENEPIIIHBOI LIIHHOCTI TPOLIOBUX MOTOKIB
1 ebexTiB BiJ JIKyBaHHS, SIKI BIAHOCATBCS A0 MaillOyTHIX nepioiB. PekoMmeHnoBaHa
CTaBKa JUCKOHTYBaHHS B 0a30BOMY (hapMaKOEKOHOMIYHOMY aHaii3l CTaHOBUTH 3%
JUTSL BUTPAT Ta Pe3yJIbTaTiB JIIKyBaHHS (BiINOBiIHO 10 pekomennariiit BOO3) [35].

4.3.13. IIpencraBiieHHs pe3yJibTATIB

v MDKHAPOTHIN MPaKTHUIlL JUISt peACTaBICHHS pe3ynbTaTiB
(bapMakOEKOHOMIYHOTO aHali3y PEKOMEHJOBAaHO BHUKOPHUCTOBYBATH aJITOPUTM
CTaHJapTy KOHCOJIIJIOBAHO1 3BITHOCTI 3 ¢apmakoekoHomiyHoro aHamizy — CHEERS
(aurn. The consolidated Health Economics evaluation Reporting Standards),
po3pooaenuii ISPOR [28]. Lle#i crangapt ckimagaeThes i3 28 iHbopMaliiHux OJIOKIB
JUTS TIITOTOBKY 3BITY 3a pe3ynbTraraMu (hapMaKkoeKOHOMIYHOTO aHamizy. ¥ Ttabmmuii 9
MPEACTaBICHO aJanToBaHy (OpMy Takoi 3BITHOCTI.

Tabnuus Q. [Ipukmnan  mpencTaBiIeHHSA 1H(popMaIIiTHUX 0JIOKIB
(hapMaKOEKOHOMIYHOTO aHaJII3y
Eran [Po3ain Onuc
1 Beryn Ha3Ba ¢apmMakoeKOHOMIYHOTO aHai3y, OMUC MOPIBHIOBAHHMX
TEXHOJIOT1H
2 Pesrome OOrpyHTYBaHHSI METHU JIOCHII)KEHHS, TMEPCIEKTHBU aHaNi3y,

METO/1B (BX1/IHI MapaMeTpH Ta IU3ailH), BACHOBKU

3 KoHntekcT XapakTepucTuka  JOCHIKYBAaHOI — MOMyJALii, MIATPYyNH
JOCTIPKEHHSI | Mall€HTIB

Onuc yMOB CHUCTEMH, JIe TOTPIOHO MPUMHATH PILLICHHS

[lepcriexTrBa 1OCHIIKEHHS] CTOCOBHO OLIIHIOBAaHHS BUTPAT

Onuc TeXHOJI0T1i MOPIBHSAHHS (KOMIIapaTopa)
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YacoBuil TOpPU30HT

BuOip cTaBku IUCKOHTYBaHHS

Bub6ip nokazHukiB eeKTUBHOCTI (pe3yJIbTaTiB JIKYBaHHS)

4 PozpaxyHok  |OruiHka BUTpaT HA JIKyBaHHS
BUTpAT
5 PesynbpraTn [IpencraBiieHHs pe3ybTaTIB aHATIRY:

IHKpEMEHTAJIbH1 BUTPATHU Ta PE3yJIbTaTH;
IHKpEMEHTAJIbHUIN MOKa3HUK €()EeKTUBHOCTI BUTPAT;
aHaJli3 YyTIUBOCTI.

6 BucHoBKH Jluckycisi, 0OroBOpeHHs OCHOBHHUX PE3yJIbTATIB, y3arajJbHECHHS,
OOMEKEHHSI, METOIOJIOTTYHI HEAOIIKH

4.3.14. lerepMiHiCTUYHHUI aHAJII3 Yy TJIMBOCTI

HeBusnaueHicTty pe3ynbrariB y (HapMaKOEKOHOMIYHOMY aHalli3l MOXKJIUBA
BHACIIJIOK: MPONYIIEHHS AaHUX (aHTI. missing data), mapaMeTpuyHOi HEBU3HAYEHOCTI
(anrm. parametric uncertainty), METOIOJIOTTYHHUX MPUITYIICHB IIOI0 CTPYKTYPHU MOJIEII
Ta 1HIIMX BHUIIB BapiaOeIbHOCTI Ta HEBU3HAYEHOCTI. AHAI3 YyTJIHUBOCTI J03BOJISE
OLIIHUTH PIBEHb HEBU3HAYEHOCTI 1 MOXUOKHU y pe3ynbTarax (hapMaKOEKOHOMIYHOTO

anaizy [2,8,35].

IcHye nekinbKka BUAIB AETEPMIHICTUYHOIO aHANI3y YYTIUMBOCTI: OJHO(PAKTOPHHI
(anrn. one-way sensitivity analysis, OWSA), Garatodaktopuuii (anri. multi-way
sensitivity analysis, MWSA), cuenapuuii (anri. scenario analysis), ToporoBuii (aHrJI.
threshold analysis). ¥V ¢dapMmakoekoHOMIYHOMY aHaji3l HEOOXITHO 3AIMCHUTH
onHO(aKTOpHUN aHaN3 4YyTJIMBOCTI. PEKOMEHII0BaHO J1OJATKOBO MPOBOJUTH
WMOBIPHICHUHN aHaJI3 YyTIUBOCTI.

[IpoBeneHHs aHai3y YyTJIMBOCTI MAa€ HAa METI 1IEHTU(DIKYBaTH TTapamMeTpH, 110
MalTh HAWOUIBIIMKA BIUIMB Ha pe3ylbTaTd (PapMaKOCKOHOMIYHOTO aHalli3y
(manpuxman, ICER) cepem Bcix BXiAHMX TapameTpiB, 1[0 MaOTh O3HAKU
HEBU3HAYCHOCTI, BUSHAYUTH Ta apTyMEHTYBATH OOCST MIHJIMBOCTI IUX MapaMeTpiB
(amrn. the scope of variability of uncertain parameters), po3paxyBaTH OCHOBHI
pe3ysbTaTh aHami3dy (pe3ysbTaTd JIKyBaHHS Ta iX PI3HUIIO, 3arajibHi BUTPATH Ta
pizauito y Hux, [CER), npunyckaroun cnenudiuny MiHIUBICTh HETOYHUX NTapaMeTPIB
(Mexi1 Bap1aOeNbHOCTI).

Pe3ynpTaTn aHamizy 4yTJIMBOCTI CHiJ MPE3EHTYBATH B TaOauLl 1 y rpadidHiii
dbopmi («aiarpama TOpHaI0»). B «1iarpami TopHaa0» MapaMmeTpyu COPTYIOTHCS Bl THX,
10 MalOTh HAWBUIIUHN CTYIIHh HEBU3HAYEHOCTI, TOOTO MalOTh HAUOIIBIINN BILJIUB HA
pe3yabTat papMaKoeKOHOMIYHOTO aHalli3y, 10 OUIBIN CTaOUILHUX 3MIHHUX [59].

4.3.15. ImoBipHicHMIT aHAJi3 Yy TJMBOCTI

IMOBipHICHUH aHaNi3 YyTIMBOCTI XapaKTEPU3ye€TbCS THM, IO BapiaOeNbHICTh
KOKHOT'O BXIJHOTO MapameTpy OMUCYETHCS MEBHUM BHOIPKOBUM PO3IMOALIOM (@HIIL
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sampling distribution). Bubip po3noziny 3ainexuthb Bi TUITY TapaMeTpa (HalpHuKiIal,
BIPOTIHOCTI TIEPEXO/IIB MI’K CTaHAMMU, 3HAYCHHS MOKAa3HUKIB KOPHUCHOCTI, BUTPATH),
BUJy MapamMerpa (IuckpeTHa abo Oe3mepepBHa BeIMYMHA) Ta 1HIIUX (PAKTOPIB, IO
BIUTMBAIOTh Ha HEBU3HAYCHICTh mapameTpa. IMOBIpHICHMI aHAJi3 YyTIWBOCTI MOXeE
Oytu 3mificHeHuit 3a gomomororo cumymsnii  Monte-Kapno. PesympraTom
WMOBIPHICHOTO aHaIIi3y YYTIUBOCTI € eMiipuyHuil po3noait 3HaueHb [CER. Po3mozin
MOXJIMBUX pEe3yJbTaTiB MOJIeNl MpH TPOBEACHHI WMOBIPHICHOTO aHaJi3y CIij
MpeACTaBUTH rpadivyHo (SK aHATI3 Yy CUCTEM1 KOOPJIMHAT BUTPATU-KOPUCTh) Y BUTITISIL
JiarpaMu po3ciroBaHHs (aHru1. scatterplot). Ha ocHOBI po3mojiny ciiij BCTaHOBUTH
CepeHE 3HAYCHHS 1 JIOBIpYl 1HTEpBaIM pe3yJbTaTiB ad0 MPEACTaBUTH iX Y IHIIIHA
dopmi, HapHUKIag — «KpUBa MpUHHATHOCTI» (aHri. cost-effectiveness acceptability
curve). Bubip MeToAiB OIIIHKM HEBH3HAYEHOCTI pe3yJbTaTIB CJlJ ONUCATH Ta
oborpynaryBatn [2,8,35,52]. Jlns aemoHcTpamii  HEBHU3HAYCHOCTI  Pe3yJIbTaTiB
e(EeKTUBHOCTI BUTPAT MPU MPOBEICHHI WMOBIPHICHOIO aHaJi3y YYTIMBOCTI Ta
noOyA0B1 rpadiKy BHUKOPHUCTOBYIOTh IUIOLIMHY €(EKTUBHOCTI BHUTpAT (AHIJ. cOSt-
effectiveness plane), 1o npejcraBiaeHa Ha pUCYHKY O.

4.3.16. O0OMekeHHSI aHAJII3Y

OOMeXeHHsST JTOCHIPKEHHS CHi YITKO TMPENCTaBUTU: omucath (akTopu, sKi
3HayHO BIUIMBAlOTh HAa HETOYHICTb OTPUMAaHMX pEe3yJbTaTiB, BaJIIHICTh
MPEACTABICHOTO aHami3dy. 3a3HayuTH, YU (PapMaKOCKOHOMIYHHMI aHami3 OyB
MPOBEICHUI HA CTATUCTUYHO 3HAYYIIUX JAHUX KITHIYHOI €()eKTUBHOCTI. Y BUCHOBKaX
CJI1J1 KpUTUYHO OMMCATH OTPUMAaH1 pe3yiabTaTH B KOHTEKCTI AOCIIIKYBaHOI MPOOJIEMH.
3o0KpeMa, MOKHA HAaBECTH Pe3yJIbTaTH aHaJI31B 3 I[I€i K MPoOJIeMaTUKU, MPOBEEHI B
IHIIMX KpaiHax, 3HalAeH] Mij yac orisy papMakoeKOHOMIYHUX AOCTIKeHb. OLiHKa
OOMEXEHb aHalli3y MOXE BKIIOYATH WMOBIPHI BIAMIHHOCTI B pE3ylbTaTax Ta
MPUITYIICHHSX.

4.3.17. BucHOBKH

BucHOBKM MaroTh BiAMOBiAaTH MeTi (PapMakOEKOHOMIYHOTO aHalizy 1 OyTu
chopMyIbOBaHI Ha OCHOBI OTPUMAHUX PE3YNbTATIB MIOA0 €(EKTUBHOCTI BHUTpAT
JOCITIKYBAaHOT METMYHOT TEXHOJIOTI] B MOPIBHSIHHI 3 KOMIIAPATOPOM Ta Pe3yJIbTaTIB
aHai3y 4yTiIuBocCTi [8].

VY tabmumi 10 mpencraBiieHo pe3tomMe 6a30BUX PEKOMEH 1AMl 1MI0A0 MTPOBEACHHS
(bapMaKOEKOHOMIYHOTO aHalizy. Y pa3l HasBHOCTI OOIPYHTOBAaHOi HEOOXIAHOCTI
MOXJIMBE 3aCTOCYBaHHS IHIIMX METOMIB aHami3y, BIAMIHHUX BiJ 0a30BUX
peKOMeH Al .

Ta6mumg 10. KopoTtkuit onuc 6a3oBux pekoMmenaailii (reference case)

Enement bazoBa pexomennartis [TynkT
Hacrtanosu

[Ipobnema, sika | BuzHaumtu  npobOiemy  gociipkeHHs  Ta | 4.1
noTpeodye MOXKJIMBI IUJISXH 11 PO3B'sI3aHHS
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MPUUHATTA
pilIeHHs
Komnaparop (- |Mae Oytu y3romkenuwii 3 TuM, mo OyB|4.1,4.1.4,
n) BUKOPUCTAaHUN Mg KIiHIYHOrO aHamzy. Ak |4.3.2
JacTMHA  JIOJIAaTKOBOTO  aHANI3y  MOJXKIIWBE
MOPIBHSHHA 3 JEKUJIbKOMa KOMIIapaTOpaMHu,
MTOCJTIIOBHO 13 KJIIHIYHUM aHaJIi30M
[lepcniekTrBa [lepcnexktnBa cucremu oxopoHu 3a0poB’d (4.1, 4.1.4,
JTOCITIIKEHHS (ruraTHUK y chepi OXOPOHU 37I0POB’sT) 4.3.2,4.3.3,
4.3.8,4.3.9,
4.3.10
Tun AHali3 BUTPaTU-KOPUCTh 4.3.5,4.3.6
€KOHOMIYHO1
OIIIHKHU
YacoBuii Mae Oytu gocratHiM, 100 3adikcysaru |4.3.4,4.3.6
TOPU3OHT BIJIMIHHOCTI 'y BHTpaTrax Ta pe3yjibTaTax
JTIKyBaHHS MOPIBHIOBAHUX MEIUYHHIX
TEXHOJIOT 1
Cunres nokazie | Matote OyTu mociiioBHUMH 3 aHaiizom | 4.3.1
10,10 e(heKTIB pO3B’sI3aHHS po0JieMu, aHaji30M
JIKyBaHHS e(heKTUBHOCTI Ta Oe3MeKn
Edextu nus Bupaxeni y nokazaukax QALY 4.3.5
310pOB's*
Jlxepeno nanux | Jlani, oTpumani y pe3yibTaTi onuryBaHHA |4.3.5
IMOKA3HUKIB [TaII€HTIB pEeJIEBaHTHOTO KJIIHIYHOT'O
KOPHUCHOCTI™ JOCITIJIDKCHHS
[Tomymstist [IpuitnaTHUMH € naHi 13 1HMUX KpaiH, y pasi|4.3.5
Mall€HTIB, HA BIJICYTHOCTI JJaHUX 3 JIOKAJIbHUX YMOB Y KpaiHu
OCHOBI SIKOT
BHU3HAYAIOTHCS
MTOKa3HUKH
KOPUCHOCTI1™
Jlan1 momo [Ipsmi MeuyH1 BUTPATH. 4.3.8,4.3.9,
BUKOPUCTAHUX | Y pasi JOUUIBHOCTI MOXJuBe npencrasienus | 4.3.10,4.3.11
pecypciB Ta ix JI0JIaTKOBOTO aHai3y 13 BKJIOYEHHSIM BUTpAT,
BapTOCTI [0 HECYTh 1HIINI CEKTOPH CYCIILIbCTRA,

HaAIMPUKJIA], HETPSIMI BUTPATH.
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Bulip mxepen naHux Mae TPyHTYBaTHUCA Ha
KPUTEPISIX: MEPCIEKTUBA aHAaN3y, JOCTYIHICTD 1
BaJIIHICTh JaHUX, IHUTOMAa Bara KOXKHOTO
KOMIIOHEHTY BUTpaT |y 3arajpHux abo
J0JJaTKOBUX BUTpaTax

JuckontyBanHs | 3% sK 1751 BUTPAT, TaK 1 pe3ysIbTaTiB 4.3.12
TIKyBaHHS

**He € PeJICBAaHTHUM Y pa3i BUKOPUCTaHHS aHAII3y BUTPATH-C(PEKTHUBHICTh
4.4. AnaJjii3 BIUIMBY HA NOKA3HUKHU OKZKETY CHCTEMH OXOPOHH 3/10POB’s

[leii anami3 q03BOJIsIE BCEOIYHO OLIHUTH HACHIJKH YXBAJCHHS PIIICHHS PO
¢dbiHaHCYBaHHS MEIMYHUX TEXHOJIOTIH 3a AepxkaBHi komTH (pucyHok 10). Bin Bkirouae
aHali3 BIUIMBY HAa NMOKa3HUKU OIOKETY, SIKMl MOKe OyTHM JONOBHEHUH aHaji3oM
NPaBOBUX Ta OpPraHI3allliHUX HACHIAKIB NPUUHSATTS PILIEHHS OpO (PlHAHCYBaHHS
OLIIHFOBAaHOI MEJMYHOT TEXHOJIOTI 3a neprkaBHi korth [9,29].

AHari3 BIUTMBY Ha MOKa3HUKH O10KETY (aHri. budget impact analysis) Bu3Havae
¢biHaHCOBI  HACIIAKM  BOPOBADKEHHS  ab0  BWIYYEHHS 3 Mporpam
3aKymiBesb/(hiHaHCYBaHH/peiMOypcallii OIliHIOBaHOT MEAMYHOI TEXHOJIOT1 B CUCTEMI
OXOpPOHHU 3710pOB’sl B YKpaiHi. [{e KibKicHUM aHai3, pe3yIbTaTH sSIKOTro IpeICTaBIIeHI
y TPOLIOBUX OAMHMIISX Ta PO3PAXYHKH MOJaHI 3 BUKOPUCTAHHSIM MPOTPAMHOIO
3abe3nedenHs, Hanpukiag MS Excel.
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Jlirounii cuenapii Jlerepminytoui (pakTopn Buau Bruinsy Hoguii crenapiii
s N I
3arajibHa IOMYIIALLIS 3arasibHa [OMYJIALIS
\ J ( ] ] 7 ( ] A Hoea y
3axBoploBaHicTh 3axBopiOBaHIiCTh
\ 4 [NoumpeHicTs (mpodpinaxkTuyni 3axo01m) Y
( h N\ / \ J
IMonynsiwis mauieHTiB [Tonynsiuis mauieHTiB
\. J d . 1 ( ] A Hogea J
YacTka AlarHOCTOBaHUX JiarHocTHKa
¥ YacTka JiKOBaHUX JlikyBaHHs ¥
( . . R o S . / . .
LlinkoBa nomynsuis LlinsoBa nomymnsris
NalieHTIB ~ NalieHTiB
\ J i ) locniTamizawis Hosa | 1
Jliroua cxema JiKyBaHHS Bizutn 1o nikaps
h 4 . h 4
s N L ) [Hime nikyBanHs
BukopHcTaHHA pecypeiB BukopucTanns pecypciB
(cTauionap/amMGyim.) cTamionap/amGyr.)
\_ J d h ( ) Hoge J
Butpatu Ha oauHuL0 .
Hoga cxema nikyBaHHs
y BHKOPHCTAHOTO pecypey y
( 7 . / A /
BapricTh 3aXBOpIOBaHHs Baprictb 3aXxBopioBaHHs
. v, Hosa J/

Y

PisHuLs BUTpAT, TpH

A

Y

Brutus Ha G1oKeT, TpH

- J

Pucynoxk 10. Jliarpama aHami3y BIUIMBY Ha OIOJKET
4.4.1. IlepcniexkTuBa

AHani3 BIUIMBY Ha MOKa3HUKU OIOXKETY MOTPIOHO MPOBOJIUTH 3 MEPCIEKTHUBU
IJIaTHUKA (OpraHy JAep>KaBHOI BIa/iH, 3aKJIay OXOPOHH 310POB’s), sSIKUiA 3000B's13aHUI
(d1HaHCYBaTH MOCIYTd 3a KOIITH JEP>KABHOTO/MICUEBHX OIOJKETIB, & y BHUIAIKY
CHUIBHOTO (pIHAHCYBAaHHA — 31 CHUIbHOI NEPCHEKTUBH IUIATHUKIB: JEP>KaBHOIO
IUTATHUKA 1 MTAI{1€HTIB.

Kpim Toro, y BUnajiKy CrigbHO1 OTUTATH PEKOMEHAYETHCS MPEJACTAaBUTH BUTPATH
ITIOHECEHI MAIliEHTOM, 1X CepeJiHI 3HAUCHHS, a B JACAKUX BHUIIaJIKaX — TaKOX Jllarma3oH
BHUTpAT. SIKII0 Hemae criBomuiaTv, ab0 BOHA HE3HAYHA BiJl MAIli€HTa, TOA1 JOIIBHO
BUKOPUCTOBYBATH JIUIIE TMEPCHEKTUBY CUCTEMHU OXOPOHH 3JI0POB’S — JEP>KaBHOTO
TJIaTHUKA. AHalli3 Ma€ BKIIOYATH MPsAMI MEIUYHI BUTpPATH, a Y pasi JOIUIBHOCTI
CIIEHapiH 13 BKIIOYEHHSM BUTPAT, 10 HECYTh 1HII CEKTOPU CYyCHIIbCTBA, HATIPUKJIIA,
HEMpsAMI BUTPATH, PEKOMEHIYETHCS TIPEJICTABIIATH SIK JI0JJaTKOBHIA aHAJII3.

4.4.2. YacoBuii rOpU30HT

AHani3 BIUIMBY Ha MOKAa3HUKHU OIOJIKETY nependadae OLiHKY BIUIMBY 3asiBICHOL
MEJIUYHOI TEXHOJIOT11 Ha MOPIYHUI OOIKET OXOPOHH 340POB’ Sl MPOTATOM S-TH POKIB
IMICJI BIPOBA/KEHHsSI HOBOI TEXHOJIOT1T a00 BWJIyYEHHsS 3 MporpaMm (iHaHCYBaHHS
paHille BUKOPUCTOBYBAHOI TEXHOJIOTII.
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4.4.3. Cxi1a/10Bi eJIeMEeHTH aHAJIi3y BIVIMBY HA MOKA3HUKHU OKOZKETY
AHani3 BIUTMBY Ha MOKa3HUKU OIOKETY Ma€ BKIIOYATH TaKi €IEMEHTH:
PO3MIp Ta XapaKTEPUCTUKU JOCIIHKYBAHOT MOIYJISIIiT HACETICHHS;
CIICHapiH, 110 BIAMOBIJAE MOTOYHIN MPaKTULIl JTIKyBaHHS («IIFOUMIA CLIEHAPIii»);

CIIeHapii, IMO0  OYIKYEThCSA  ICJIS  BIPOBAPKCHHS  HOBOI ~ MEIUYHOI
TEXHOJIOT1I/BUIYydCHHs] TOTOYHOI MEAMYHOI TEXHOJOTil, sKa BiIIIKOJOBYETHCS
(«HOBHII ClIeHapIN»);

BUTPATH Ha peali3allilo IUX CIIeHapIiB;

YaCTKW PUHKY JOCTIPKYBAaHMX TEXHOJOTIH Ta iX MPOTHO30BaHI 3HAYEHHS Ha
HACTYIHI 5 POKIB;

JIOJIaTKOB1 pe3yNbTaTh (KOPUCTh BIJ JIKYBaHHS, KUIBKICTH MONEPEIKEHUX
BUIIAJIKIB 3aXBOPIOBAHHS);

aHaJi3 YyTIUBOCTI.
4.4.4. [:kepesia 1aHuX

Jlani moBuHHI OyTH OTpHUMaHiI 3 HalKpamMX JOCTYIHHUX JIKEpesd, 1 BCl
MPUITYIIEHHS, 3pO0JIeH] JJISl aHaJi3y BIUIMBY HAa MOKA3HUKHU OIOKETY, MalOTh OyTH
OOIPYHTOBaHI.

MokHa  BHUKOPUCTOBYBaTM Takl JOKEpesla JaHWX: OIyOJIIKOBaHI  Ta
HEOIyOJIIKOBaH1  eIMiJIEMIOJIOTIYHI  TOCHIIPKEHHS, JaHl MEIWYHOI CTaTUCTHKH,
JOCIIJIKEHHSI PUHKY, PEECTPHU, €KCHIEepPTHI IyMKH, 1HIIN O0a3u JaHuUX (HAMPUKIA,
JIOKaJIbHI pealibHi JaHi).

Crpareris nomryky, Kputepii BUOOpY JKEpel TaHuX, CUIIbHI Ta C1abKi CTOPOHU
BUKOPUCTAHUX JDKEPEI, KpUTepii BUOOPY MaHMX Ta METOAM aHaji3y MalTh OyTu
npeacraBieHi. B aHamizi HEOOXiMHO BUKOPUCTOBYBATH JlaHi, $IKI CHPHUSATUMYTh
MIHIMI3a1ll] HOMWJIOK B OIL{IHIII.

bazoBuM miixomoM Il BU3HAYEHHS PO3MIPY LIIbOBOI MOMYJIALIL AJIs aHAIIZY
BILJIMBY HA TTOKA3HUKHU OIO/IKETY € BUKOPUCTAHHS €M1IEMIOJIOTIYHUX JaHUX Y KpaiHu
(emimeMionoriuHui miaxia). BukopucTaHHs emiieMioJIOTiYHUX JaHUX 1HIIUX KpaiH
MalTh OyTH OOIpPyHTOBaHI. Y BHIIQJIKy BIJCYTHOCTI €MiAEMIOJOTIYHUX JdaHUX,
MapKETHUHIOBI JJaH1 PO MpoAaxi/peiMOypcallito TaKoK MOXKYTbh OYTH BUKOPUCTaHI AJis
OIIIHKY IIJTLOBOI MOMYJISIIT HACeIeHHs (IM1IX1] Ha OCHOBI ICTOPUYHOTO CIIOKUBAHHS).

B nmesxmx BuHIagkax MOXIMBE MNOEOHAHHA 000X MIAXOMIB, OCKIJIBKHU
eMiEeMIOJIOTTYHUNA TIIX11 OIIHIOE KUIBKICTh 0Ci0, SIKi MarOTh MOTEHIIHHY MOTPeOy B
3a0e3MeUeHH] JIIKapChbKUMU 3aco0amu (MOTeH I OeHediriapu), B TOM Yac K MiIX1a
HAa OCHOBI ICTOPUYHOTO CIIO)KMBAHHS JIO3BOJISIE OINIHATHA KUIBKICTH 0OCI0, 110
OTPUMYBAJU BIAIMOBIAHE JIIKyBaHHS 3a MOmepenHid mepiof (akTuBHI OeHediriapn)

[60].
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Axmo HOBUI JTiKapchkWid 3acid abo KommapaTop Mae JAeKiIbKa IOKa3aHb
BIAMOBIAHO /O 1HCTPYKIIi M8 MEAUYHOTO 3acCTOCyBaHHS, IMiJIXiJ Ha OCHOBI
ICTOPUYHOTO CIIOKUBaHHS HEIOIIIBHO BUKOPUCTOBYBATH.

BukopucToByI0YM JaHi HEOMyOJIIKOBaHMX JKepesl (Hampukiad, eKcIepTHa
IyMKa, MapKETHHTOBl JIOCHIIKCHHs, PEKOMEHJAIlll HEypsIOBUX Oprasizaiiil),
BOKJIMBO MPEJICTAaBUTH KOH(IIKTH 1HTEPECIB Ta MOXKJIMBI JKepesa yHepeIKeHOCTI
aBTOPIB.

Jlxepena maHuX JiJIs MOJIEJIl aHaJI13y BIUIMBY Ha TTOKa3HUKHU OIOIKETY:

pealibHi JaH1 Ta JaH1 1010 BUTPAT 13 pEECTpiB, 0a3 TaHUX Ta IHIIMX €ICKTPOHHUX
a00 mMmamepoBUX MEAWYHUX 3alMCiB B YKpaiHi, pPEJeBaHTHUX JIO0 IEPCICKTHUBU
[UIATHUKA,

JIaH1 IOA0 BUTPAT Ta 3aA1STHUX PECYPCIB 3 KIINHIYHUX JTOCIII)KEHb, TPOBEICHUX B
VYkpaiHi, o cnenudiyHi 10 JOCIIKYBaHOT KOTOPTH MAILIEHTIB y aHali31 BIUIUBY Ha
OI0JIKET YU €KCTPAaIoIbL0BaHI J1aHi;

JIaHl MPO CIIOXXUBAHHS, BUKOPHUCTAHHS Ta MPUXWIBHICTH IO JIIKYBaHHS (aHTJI.
compliance) 3 MIKHApOJHMX JDKEpen 13 MOAIOHOI0 TMOMYJISAIIEI0 MAaIlEHTIB Ta
MPAKTUKOIO MPU3HAYEHD JIIKAPCHKUX 3aC001B;

JaHI MapKETUHIOBOIO aHAI3y pPUHKY I 1AeHTU(dIKauli  po3noaury
KOMIIapaTopiB 3a MUTOMOIO Baroro Npu3HAYEHb;

eKCIIepTHA JyMKa Ta OMUTYBaHHS 1010 JAHUX PEAIbHOI KJITHIYHOT MPAKTHKH.
4.4.5. llinboBa nomyJisiuist

B amamizi BIIMBY Ha TOKa3HUKH OIOHKETY B JIOCTIHKYBAaHY IOMYJISIIIIO
HACEJICHHsI BKJIIOYAIOTHCSA BCl MAIIEHTH, IOJI0 SKHUX JIaHa TEXHOJIOTIS MOXKe OyTH
BUKOPHCTAaHA 3T1JIHO 3 JIOCIHKYBaHUMHM MOKa3aHHSMH JI0 3aCTOCYBAHHS.

JIns BU3HAUEHHSA TpPYINM HACEJEHHS, B SKIH OILIHIOBAHA TEXHOJIOTIS Oyne
peiMOypcoBaHa, CIiJi BpaxyBaTH CTYIiHb BOPOBAKCHHS (YaCTKU PUHKY) HOBOI
MEINYHOI TEXHOJIOTIi B PO3MIIHYTOMY 4YacOBOMY ropu3oHTi (Tabmuist 11). Skmio
nependayaeTbCsl MOCTYNOBE BIPOBAJKEHHS, YACTKM PUHKY HOBOI TEXHOJIOTIi
BIIPOJIOBXX YAaCOBOTO TOPU3OHTY aHaidy MawTh OyTH OOIPYHTOBAaHUMHU JIs
JIOKaNbHUX YMOB YKpaiHu. BaxJIMBO pO3IIIIHYTH CLEHapii MOXIUBOTO 301IbIIEHHS
Ipylny HaceleHHs, 3yMOBJIEHE JOCTYMHICTIO HOBOi TEXHOJOTii Ha pHUHKY abo
BUKOPHUCTAHHS 33 IHIIUMH MTOKa3aHHIMH.

Po3pi3HAI0TE OCHOBHI TPH TUIH BIPOBAKEHHS HOBOT METUYHOT TEXHOJIOTIT [29]:

3aminmieHHs (aHria. substitution) — HOBa MeIWYHA TEXHOJIOTISA 3aMIHIOE OJHY
MEUYHY TEXHOJIOT1I0 TIOPIBHIHHS B TOTOYHIN CXeMI JIIKyBaHHS a00 JEK1JIbKa;

kKoMOiHaIis (aHria. combination) — HOBa MEIWYHA TEXHOJIOTIS TOHAETHCS JI0
MEAMYHUX TexHoJoTii (aHri. add-on), IO 3aCTOCOBYIOTHCS B MOTOYHIM cXeMi
JIKyBaHHS,
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pO3IIMPEeHHs (aHIJI. expansion) — HOBAa MEIUYHA TEXHOJIOTIS MPOIMOHYETHCS
narieHTaM, siKi paHilie He OTPUMYBAIM aJbTEPHATUBHOTO AKTUBHOTO JIIKYBaHHS
(Jtumre miaTpUMyroya Teparis) abo JJiA Mali€HTIB, K1 MPUIUHWINA JIKyBaHHS dYepes
HENEPEHOCUMICTh, HE3PYUYHICTh, BTpaTy €(eKTHBHOCTI a00 OyAb-sIK1 1HIII MPUIUHU.

Tabmuns 11. Tlpuknaa npeacTaBiIeHHS YaCTOK PUHKY JOCTIIKYBaHOT MEIMYHOT
TEXHOJIOT1i Ta KOMIIApaTopa 3a CIIeHapieEM 3aMIIIeHHS

Mapamerp/ Tliroua Ilepiox nporuozyBanus
IMOKa3HUKH |NPAKTHKA(  Pjk 1 Pik 2 Pik 3 Pik 4 Pik 5
Hutsosa 100 110 120 | 140 | 160 180
TOMYJISIIIS

Hoga

MeInYHa 0% 30% 50% 70% 80% 100%
TEXHOJIOT 1S

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

Ha BinMiHy Bij aHami3zy e(peKkTUBHOCTI Ta (apMaKOEKOHOMIYHOTO aHaJi3y, Je
JOCIIJIKyBaHa TOMYJISLis HACEJCHHS 3aKPUTa (KOTOpTa XBOPUX BU3HAYAETHCS Ha
MOYaTKy 1 BCl BKJIIOYEHI MAIIEHTH 3aJUIIAIOTBCS Y JIOCHIKYBAHIA MOMYJISIi
MPOTATOM BU3HAYEHOI'0 YaCOBOI'O TOPU3OHTY), KUTbKICTh HACENIEHHS, IKa BKJIIOYEHA 710
aHai3y BIUIMBY Ha OIO/DKET, € BIIKPUTO, TOOTO MOXe 3MiHIOBaTHCS 3 4acoM. Lle
O3HAYae€, M0 OKPeMi MAIEHTH BBOAATHCS a00 TMOKHUIAIOTH MOMYJSII0 MPOTITOM
4acOBOI'0 TOPU30HTY, KOJIM BOHU BIAMOBIAIOTH a00 HE BIJNOBIAAlOTh BU3HAUYCHUM
KPUTEPisM BKIIOYCHHS B TaHUH MOMEHT 4acy. Lle Mae 3HaUueHHs, KON 04iKY€ThCS, 110
JIOCTYMHICTh HOBOT MEIMYHOI TEXHOJIOT11 BIUIMHE Ha 3arajibHy KUIbKICTh MAII€EHTIB, 110
OTPUMYIOTh JIIKyBaHHs. Hampuknana, 3HMKEHHS CMEPTHOCTI BHACTIZOK JIIKyBaHHS
MO>K€ MPU3BECTH JO TOTO, IO O1NIbIIE NAIIEHTIB MatOTh NPOJAOBXKYBATH OTPUMYBATH
po3moyYaTuii Kypc JIKyBaHHS; MPOrPECYBaHHSA 3aXBOPIOBaHHS Ha (DOHI JIKyBaHHS
MOX€ TPHU3BECTH N0 BIAMIHM ab0 3MIHM pO3IMOYATOrO JIIKYBaHHS, IIOBHE
BUJIIKOBYBAHHS MOK€ IIPU3BECTH JI0 3MEHIIICHHSI KUTHKOCTI MAIlIEHTIB, K1 MOTPEOYIOThH
JTIKyBaHHS.

VY neskux BUMaAKax, KOJUM HOBAa MEIWYHA TEXHOJOTIS 3aCTOCOBYETHCS A0 YITKO
BU3HAYCHOI TPYNH TMAIE€HTIB, 3MIHM KUIBKOCTI SIKOI 3 YacoM HE OYIKYEThCS
(HampuKJyaa, Mali€HTy 3 PLAKICHUMHU TeHETUYHUMH 3aXBOPIOBAaHHIMHU ), BUKOPUCTAHHS
3aKpUTOI TOMYJNSLii Moke OyTH OUIbLI peJIeBaHTHUM [UIsl aHali3y BIUIMBY Ha
MOKA3HUKHU OIOJKETY.

TakuM 4MHOM, OI[IHKA 3POCTAHHS YaCTKM PUHKY HOBOI MEIWYHOI TEXHOJOTIi
MOBMHHA IPYHTYBATHUCS HA MPOTHO30BAHOMY 3pOCTaHHI L1JIbOBOI MOIMYJISIIIT BHACIIIOK
30UTBIICHHS! MMOKAa3HUKIB 3aXBOPIOBAHOCTI Ta MOIIMPEHOCTI, a TaKOX Ha 3POCTaHHI
yepe3 JOCTYHHICTb HOBOI MEIHWYHOI TEXHOJIOTIi, sika Oe3MocepeaHbO BILIMBAE HA
CMEPTHICTh, 3aXBOPIOBAHICTH/TIOMUPEHICTh 200 3MIHY JiKyBaHHs [60].

Po3Mip rpymnu naii€HTiB Mae OyTH OLIHEHUH 3 TAKOIO MOCTII0BHICTIO:
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BU3HAYUTH MOIMIMPEHICTh 1aHOT XBOPOOH;
OIIIHUTH KIJBKICTh OCI0, SIKi Masiy O MOKa3aHHS JUTsl 3aCTOCYBaHHS TEXHOJIOTI;

OLIIHUTH PUHKOBY TO3UIIII0 TEXHOJOTIi 32 KOXKHHUM MMOKa3aHHAM Ui Ti€l TPYyNu
HACEJICHH, fIKa OYiKy€ BUKOPHCTAHHSA BIAMOBITHOI TEXHOJIOTII, MOPIBHIHO JI0 TPYIIH,
sika OyJie BUKOPUCTOBYBATH aJbTePHATUBHI TEXHOJOT] 7S IIbOTO MOKA3aHHS.

['pyna HaceneHHs, sfika II0 MEIWYHY TEXHOJOr0 OyJe BUKOPUCTOBYBATH Y
BUMAJKY TO3UTUBHOI'O PIIICHHS MPO 3aKyIIBIIO, peiMOypcallito (BiIIIKOIyBaHHS),
Mae OyTH OI[IHEHA NUITXOM MOOYAOBH albTEPHATUBHUX CIIEHAPIIB BUKOPUCTAHHS, HA
OCHOBI (DaKTOPiB, 10 HAMOUIbIIIE BIUIMBAIOTh HA MOMUT Ha I[F0 TEXHOJIOTIIO 1 PI3HUX
OILIIHOK TMOIIMPEHOCTI 3axBoproBaHHs. CiiJ BpaxoBYBaTH BUKOPUCTaHHS HOBOI
TEXHOJIOT1i 3 OrJIAMy Ha Te, KO MIpOI0 II€ 3aMIHUThH paHillie BIIIKOJIOBYBaHI
texHosorii. CniJi BpaxoByBaTH JIil0 YNHHOTO 3aKOHOJABCTBA LIOAO BIJIIIKOYBaHHS
BapTOCTI JIIKAPCHKUX 3aCO01B.

PexoMeH1I0BaHO MpeICTABICHHS ILOBOT MOMYJISII A1 3aKPUTOI Ta BIKPUTOI
KOTOPT 5K B MpUKJIaaax y Tadbmmisx 12, 13.

Tabmuns 12. Tlpuknag mpeacTaBieHHS IMMUIBOBOI — MOMYJAIil A 3aKpUTOI
KOTOpPTH

Ha3Ba napamerpa YacrTka HaceJIeHHsI KinbkicTs manieHTin
Hacenenns Ykpainu 100% 42 000 000
[TomupeHicTsb 204 840 000
3aXBOPIOBAHHS
JliarHOCTOBaHI NALIEHTH 90% 756 000

[TamienTn, skuM
MTOKa3aHUM 3asBICHUM 50% 378 000
JIKapChKUi 3aci0

Tabmuus 13. Ilpuknaa mpeAcTaBieHHS pPe3yibTaTiB PO3PAXYHKY KIUIBKOCTI
NAIIE€HTIB JJIS BIIKPUTOI KOTOPTH, SIKI MOTpeOyBaTUMYTh JIIKYBaHHS HOBOIO
MEIUYHOIO TEXHOJOTIECI0

Ha3sBa 3navenns | Pik 1 Pik 2 Pix 3 Pik 4 Pik 5
napamerpa napametpa | (¢paxr.) [(mporuo3)|(nmporuo3)|(mMporuo3) ((MporyHo3)
HaceJ}eHHa JIaH1 41 700 000
Ykpainu Hepxcrary
[TommpeHicTh 204, 834 000 825 600 819 540 813 586 809 227
3aXBOPIOBAHHS
3aXBOPIOBAHICTh JlaHi 3 75000 76 500 76 000 77 000 77 200
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peectpy
CmepTHiCcTD ™ 10% 83 400 82 560 81 954 81 359 80923
Bcroro narieHTis 825600 | 819540 813 586 809 227 805 504

* 33 yMOBH BUKOPHCTaHHS 3MOJICJIbOBAaHMX BUTPAT IPHU MPOBEACHHI aHANi3y BIUIMBY Ha OIOJUKET,
BUKOPUCTAHHS TOKAa3HUKIB CMEPTHOCTI € HEJOUIJIbHUM, OCKIJIbKM BOHHM BXKE€ BpaxoBaHI Ha eTari
MOJICTIOBaHHS

4.4.6. IlopiBHAHHS cLeHaPiIB

AHani3 BIUIMBY Ha IOKAa3HUKHU OIOKETYy 0a3yeThCsl HA MOHATTAX «I1H0YOrO
CLIEHApil0» Ta «HOBOTO CLEHapio». «Jlilouuil cleHapiil» BpaxoBye€ MEIHYHI
TEXHOJIOT1i, 10 B JaHU Yac BUKOPHCTOBYIOTbCS B TIE€BHIM TIpyIl HaceJeHHS
(BKIIIOUAOUM  CTaHW «0e3  BTpyyaHHs» ab0 MeOu4Hl  TEXHOJOrii, IO
BUKOPUCTOBYIOTBCS B pI3HUX YMOBax — HalpUKIaJ, B paMKax J1arHOCTHYHO-
cnopiiHeHux rpyn (anri. diagnosis-related group, DRG). «/litounii crieHnapiit» mae
CHIBIAJAaTH 3 TOTOYHOIO NPAKTUKOI JIIKYBaHHS IUJILOBOI KOTOPTH TMAIIEHTIB 3
NEPCIEKTUBH CUCTEMH OXOPOHHM 370POB 1.

«HoBuii crienapiit» BioOpakae pUHOK TICIS BIPOBAPKEHHS HOBOT TEXHOJIOT11
(ssxka Moske OyTH JoAaHa A0 ICHYFOUUX MEAUIHUX TEXHOJIOT1H a00 4aCTKOBO 3aMIHUTH
BCl MEIMYHI TEXHOJOTIi UM JIedKi 3 HUX) abo BWIydeHHsS TexHousorii. [Ipumymenus
I0JI0 «JIIF0UOTO CLIEHAPII0» Ta «HOBOTO CIICHAPIIO» CII1J] OMKMCATH Ta OOTPYHTYBATH 13
BKa3aHHSM JKEped, 3 IKUX OTPUMaHi JaHi.

4.4.77. Anaui3 BuTpar

AHani3 BUTpaT NpH OI[IHUI BIUIMBY HA MOKAa3HUKU OIOHKETY Ma€ BIANOBIAATH
MEPCIEeKTUBl JAHOTO JOCHIKeHHS (TepcreKkThBa IUlaTHUKA). HeoOXigHO YiTKO
OMHCAaTH Ta OOIPYHTYBATH METOIM OL[IHKHU BUTPAT, 3 YCIMa IX MPUITYIIEHHSIMH, & TAKOK
T1, IK1 IPUMAHATI B aHAJI131 Yy TJIMBOCTI.

Butpatu Oro/keTy MaroTh OIIHIOBATHUCS TaKUM YHWHOM, IIO0 3a0e3MeuuTH
BIJIMOBITHICTh (DAKTUYHUM TUIATEKAM Ta 3AO0IIAJKEHHSM, JOCATHYTHUM IUTATHUKOM.
AHani3 BIUTMBY Ha TMOKAa3HUKH OIOKETY Mae€ 30Cepe/KyBaTHCS, MEpIl 3a BCE, Ha
BU3HAYCHHI PO3PAaXOBAHUX 3a0IIA/PKEHb a00 J0JaTKOBUX BUTPAT, Ta YA BOHH OYyIyTh
3HAYHUMH B peabHIN IPAKTHUIIL.

AHaJi3 BIUIMBY Ha TTOKA3HUKHU OFO/DKETY TOJIUISIOTH Ha JIBA TUIW: CTATHYHMI Ta
auHaMiyHui. CTaTUYHUN aHa3 JOIUIBPHO BUKOPUCTOBYBATH JJIsl TOCTPUX CTaHIB,
KOJIM BIUIMB 3asBJICHOI MEIMYHOI TEXHOJIOTIi € KOPOTKOCTPOKOBHM, abo s
XPOHIYHUX 3aXBOPIOBaHb y pa3l KOPOTKOTO JOCIIKYBAHOT'O YAaCOBOI'O TOPU3OHTY.
JvHaMiuHUM aHali3 JOIIJILHO BUKOPUCTOBYBATHU JIJII XPOHIYHUX 3aXBOPIOBAHb, KOJIU
3asBJIeHa MEJWYHA TEXHOJIOTIS YIOBUIBHIOE MPOrPECyBaHHS 3aXBOPIOBaHHS Ta/abo
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3HWXKY€ PIBEHb IMEpPeIYacHOi CMEPTHOCTI, 1 OLIHKH/PE3ylbTaTh HEOOXITHI SK s
KOPOTKOTO, TaK 1 i1 JOBTOCTPOKOBOTO mepiomy [61].

Po3paxyHOK BUTpaT 3a BHUKOPHUCTAHHAM CTaTUYHOTO MIAXOMy TNependaydae
MHOJKEHHS MPSIMUX MEIUYHHUX BUTPAT HA OJHOTO MalllEHTa HA OYIKYBaHY KIJbKICTb
MAIl€HTIB, MO0 MOTPeOYBAaTUMYTh 3aCTOCYBAaHHS 3asABICHOT MEIMYHOI TEXHOJOTI]
(ipoBa KOTOPTA MaIlieHTiB). Po3paxyHOK BHTpAT 3a BUKOPUCTAHHSAM JUHAMIYHOTO
miaxoay nepeabdadae 3aCTOCYBaHHS 3MOJICTHOBAHMUX JTaHUX 3 (hapMaKOCKOHOMIYHOTO
aHajizy, o OyayTh OMUCYBATH IUHAMIKY BUTpPAT, MEPEXOy MAIll€EHTIB MK CTaHAMH,
PO3MIpY LLJIOBOI KOTOPTH TAllI€EHTIB, TOIIIO.

B anani3z BrmBY Ha OMOKET MarOTh OyTH BKJIFOYEHI BUTpATH, IO MOB’s3aH1 3
JIKYBaHHSIM, 30KpeMa BUTPATH Ha JIIKYBaHHS MOOIYHUX PEAKIIA Ta BUTPATH HA 1HIII
KOPOTKOCTPOKOB1 a00 JOBrOCTPOKOBI HACHIIKK (HANIPUKJIIA, HACTYIHI JiHII Tepartii)
[62]. g mpo30pOoCTi aHali3y BIUIMBY Ha MOKa3HUKU OIOKETY BUTPATH Ha CYITyTHI
JKApPChK1 3aCO0M CJI1J] BHOKPEMUTH SIK 1HILI MPSAMI MEIUYH1 BUTPATH, 1O MOB’sA3aHI 13
JKYBaHHSIM.

Henpsmi BuTpaTu B aHai3 BIUIMBY Ha OIOKET HE BKJIIOYAIOTh, OCKIJIBKY BOHH,
SK MIPABUJIO, HE MAIOTh BIIHOIIICHHS 10 PO3MOPSAIHMKA OIOJI)KETHUX KOILTIB B CUCTEMI
OXOpPOHU 370pOB’s. SIKIIO HEmpsiMlI BUTPATH MAalOTh 3HAYHWUN BILUIUB, BOHH MOXYTb
OyTH J0JIaTKOBO MPEICTABIICHI B OIKCI JIO aHAJIi3y BIUIMBY Ha OIOJKET.

Butpatn Ha nikapchki 3aco0H, 10 3aCTOCOBYIOTHCS K KOMOIHOBaHa Tepartis,
MOBUHHI OIIIHIOBATHCS K OJHA cXema JKyBaHHA. [Ipu 11bOMy BUTpAaTH HA KOXKEH
JKAapChKUil 3aci0 MaroTh OyTH 3a3HAYEHI OKPEMO JJIS MPO30POCTI B MOJIENI aHAII3ZY
BIUIMBY Ha MIOKa3HUKH OFOKETY [62].

[Ipu po3paxyHKy BHUTpaAT Ha JIKyBaHHS PO3PAXOBYIOTh Ha KUIBKICTh OJIMHUIIb
JKapChKHUX 3aC001B, sIK1 3aKYyTOBYIOTHCS, & HE CIIOKUBAIOTHCS, TOOTO 3 OKPYTJICHHSIM
KUTBKOCTI YIIAKOBOK JI0 I[1JI0ro unciia (anri. vial sharing).

SkicHa XapakTEepUCTHKA BIUIMBY Ha IMOKA3HUKH OOJIKETY OIL[IHIOETHCS Yepe3
MOPIBHSIHHSA 3 CEPEAHIM 3HAUEHHSIM BUTPAT OIOJKETHUX KOLITIB Ha JIIKAPChKI 3ac00U
3 OJHAKOBMM MIKHApOJHHUM HEMATEHTOBAaHMM HalMEHYBaHHSIM B cepl OXOpPOHHU
310poB’st [63,64].

PexoMeH0BaHO B KUJIbKICHOMY BUpaK€HHI TOKA3aTH BIUIUB TEXHOJIOT1] Ha 3MIHY
B oOcsirax HaJlaHHA MEAMYHUX MOCIYT, TOMY IO BIPOBAJKEHHS HOBOI TEXHOJOTI1

MOX€ MaTH TpPaKTU4YHI HACHIAKA JUIA  Opradizamii Ta (QyHKIIOHYBaHHS
3alHTEPECOBAHUX CTOPIH B c(hepl OXOPOHU 310POB .

3aneXHO BiJ TUITY OI[IHIOBaHOT MEAMYHOI TEXHOJIOT1i MOKe OyTH BaXKJIMBUM OITUC
BUTpAT Ha ii BOPOBAJKEHHS, BKIIOYAIOUM HEOOXITHICTh HABYAHHS TEPCOHATY 1
TAIEATIB a00 3MiHU JIarHOCTUYHUX IMPUHITUIIIB.

Oxpewmi OILIHKK MaroTh OyTH MiATOTOBJICHI JIJII OKpeMHX BHAIB BUTpaT. OIliHKa
3arajbHOI JIOAATKOBOT 3MiHHM BUTPAT Ma€ BKIIFOYATH:

BUTPATH, ITOB’I3aH1 3 OI[IHIOBAHOIO TEXHOJIOTIEI0;
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JIOJTATKOB1 BUTPATH y cepi OXOPOHH 3A0POB’s, MOB'SI3aHUX 13 BIPOBAIKCHHIM
JIOCITI/KYBAHOT TEXHOJIOTII;

CKOPOYEHHSI BUJATKIB, MOB'SI3aHUX 31 3MEHILIEHHSIM BUKOPHCTAHHS MOTOYHUX
TEXHOJOT1H, y BUMAJKY, SIKIIO 1HIIA TEXHOJIOT1sl BU3HAHA TPUIHATHOIO;

CKOPOYEHHSI BUTpAT, MOB'S3aHUX 13 3a0MIA/PKCHHAMU B cepi 1HIIMUX TMOCIYT
(HampuKJIaJ, 3MEHIIICHHS BUMAAKIB TOCIITaII3alli1).

3rigHo 3 MbKHapoaHuMu pexkoMeHaamisMu ISPOR miono anamizy BIUIMBY Ha
Oro/KeT, Iied aHali3 He mepeadadae TUCKOHTYBaHHS (HaJaHHS MEHIOI I[IHHOCTI
MaiOyTHIM TpollIoBUM NoTokaMm) BUTpaT BianosiaHo A0 ISPOR Task Force «Budget
Impact Analysis — Principles of Good Practice: Report of the ISPOR 2012» [29].

JloryckaeTbecst po3poOKa JOJAaTKOBUX CIIEHApIiB BIUIMBY Ha OMOKET, IO
3aCHOBAHI HA 1HILIMX PEJIEBAHTHUX JJIA aHAJI3y Ta YXBaJCHHS PILLICHHS MPUITYILICHHIX
(3MiHI KITBKOCTI TMAIl€EHTIB, 3BY)KCHHIO MOMYJALIl 10 MIATPYNH MAIIE€HTIB, IO
OTPUMYIOTh HaWBHIIlYy KJIIHIYHY BUTOJy BHACIIJIOK JIIKYBaHHS, BIJOOpaXeHHS 3MIH B
KIIHIYHIA e(EeKTUBHOCTI, JOBTOTPUBAIOCTI e(eKTy, I[IHaX Ha JIKapChKi 3acoow,
Tapudax Ha MEIUYHI TOCIYTH, TOIIO).

basyrounicb Ha MIKHApOJHIA TMPaKTHUIl TMPOBEICHHS aHali3y BIUIMBY Ha
NOKa3HUKU OroxeTy, ekcnepramu 3 OMT B VYkpaiHi po3poOieHO pekoMeHaalli
CTOCOBHO UIKaJIM BILUIUBY Ha OOKET 100 BUTPAT HA 3as1BJICHUI JIIKApChKUM 3aci0.

[[Ixana BrMBY Ha OFOKET IIOJI0 BUTPAT HA 3asBJICHUHN JIIKAPChKUM 3acid — 11e
IIKaja OLIHKK BUTpPAT, 10 HAJA€ AKICHY XapaKTePUCTUKY (HE3HAYHUU, TTOMIPHHIM,
CEepeHii, BEIMKU) HEOOX1AHOTO (DiHAHCYBAHHS VISl 3aKYIIBII JIIKAPCHKOTO 3aC00Yy.
[{s mkana 3actocoByetbest mpu TpoBeneHHi OMT — oIiHku BIUIMBY Ha OIOJKET Ta
BKJIIOYA€E TPAJAII0 32 YOTHPMA pPIBHAMU BHUTpPAT, BIAMOBIIHO 10 OIPalbOBaHOI
MeToauku [63,64,65].

s aHamizy peKOMEHJOBAaHUX TMOPOTOBUX 3HAYECHBb (DIHAHCOBOI JOCTYMHOCTI
3aKyMiBJI1 JIKapChKUX 3ac001B Ta BU3HAYEHHS LIKAJIM BIUIMBY Ha OFOKET 11100 BUTPAT
Ha 3asBJICHUI JIIKAPCHKUU 3acCl0 OLIHIOIOTHCA BUTPATH 3 NMEPCHEKTUBH AEP>KaBHOIO
rIaTHUKA Ha Bcl JI3 BIAMOBIAHO 1O YMHHUX PETYJISTOPHUX MEPENiKiB (HapuKIaz, 3a
nanumMu 2020 poxky — 416 MDKHApOAHMX HEMATEHTOBAHUX HaWMEHYBaHb BapTICTIO
npubau3Ho 15 mupa rpH). Le BkiItodae Hanmpsmu:

NEepeiKU LEHTPaTi30BaHUX 3aKyIiBEb,

perioHanbHI 3aKyMiBJi JIKApChKUX 3aco0iB, M0 BKIIIOYEHI 10 HarmionambsHOTO
MePeITiKy OCHOBHUX JIIKAPCHKUX 3aC001B,

peiMOypcartis JiKapChbKUX 3ac00i1B.

3actocoBytoun ABC anami3 (paHXyBaHHSI BCIX MDKHAPOJIHUX HEMATEHTOBAHUX
HallMEHyBaHb 3a BUTpaTamu), Bu3HadeHO Kareropito C (55% MbKHApOIHUX
HEMaTEeHTOBAaHUX HalMEHYBaHb, 110 CKIanatTh 5% Butpat 3a ganumu 2020 poky), sika
Oyna BuUKIOYEHa 3 BUOIpkH. [ aHamizy Oyim 3acTOCOBaHI METOJIM OIKMCOBOI
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CTaTUCTUKU Ta OOpaxyHOK KBApPTHUJIiB, 110 B CBOIO YEPTy CTAJM OCHOBOIO VIS SIKICHOT
kinacudikamii MKaal BIUIMBY Ha OIOJKET IOJ0 BUTPAT Ha 3asABICHUM J1KAPCHKHIA
3aci0.

Ha migcraBi maHux Aep)KaBHUX BHTpAT Ha JIKapchki 3acobu y 2020 porri Oyro
BCTAHOBJICHO, 1[0 TPH 3aKYIiBJIl 3a KOIITH JCPKABHOTO Ta MICIIEBOTO OOJKETIB
JIKapChKHUX 3acO0IB, sIKI BKJIIOUEHI /10 PETYIATOPHUX IMEPEeNIiKiB JiKapChKUX 3ac00iB,
BUTPATH € “BEJIUKUMHU TIPU BapTOCTi Ouibiie 80 MJIH TpH, “‘cepeaHIiMU’ — 3a YMOBH,
SKIIO BapTICTh 3HAXOUTHCS B JAiana3oHi B 37 MiiH rpH 10 80 MIIH I'pH, “TIOMIpHUMH”
— y aiamnasoHi BiJ 22 MJIH TpH 110 37 MIIH TpH Ta “HE3HAYHUMHM , SIKIIIO BApTICTh HE
nepeuinye 22 MiIH rpH (puc. 11).

JlonaTkoBo Oynu po3paxoBaHi: cepelHe — 76 MJIH IpH, MeaiaHa — 37 MJIH TpH,
MDKKBApTHIIBHUN [iana3oH — 21-80 MJIH TpH, a TaKOX PEKOMEHIOBAaHE MOPOTOBE
3HAYEHHA JJI1 OLIHKM CTYINEHIO (PIHAHCOBOI JOCTYIHOCTI, IIO PO3PAaXOBYETHCS SIK
Cepe/IHE 3HAYEHHS BUTPAT, HOMHOXeHE Ha 2 (76 MiH TpH X 2 = 152 MJIH IpH).

[TyOmikanisi OHOBJIEHOT IIKaJIH BIUIMBY Ha OIOKET LIOJI0 BUTPAT HA 3asIBICHUIA
JIKapChKUi 3aci0 Ta BIANOBIAHUX NOPOTOBHX 3HAYEHb MA€ BIIOYBATHUCS IIOPIYHO HA
M1JCTaBl aHaJI3y JAHUX BUTPAT 32 MONEPEIHIN KaJeHIapHUH PIK.

Kareropina A Ta B (95% BuTpat — 14.3 mnapga rpH, 187 MHH)

YeTeepTold KBApTHAL: TpeTii KBapTHAL: AOpyruii keaptuae: 47MHH Nepuwmii keapruns 47 MHH:
47MHH (80 - 978 mnn) 47 MHH (37 - 80 maH) (21-37 maH) (12 - 21 man)

% MegiaHa 37 MAH. rpH.
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tPekomeHgoBaHmMia opieHTHp diHaHcosoi gocTynHocTi Ta 3abeaneveHHn piBHOro aocTyny AnA Bciel nonynauii nauieHTis, wo notpebye naHni
NiKapceKWiA 3acib

Pucynoxk 11. Kputepii BKJIFOUEHHS 1 ONTMCOBA CTATUCTHKA BCIX JEp>KaBHUX BUTPAT 32
2020 pik

lkana BmnuBY Ha OIOKET MIO0 BUTPAT Ha 3asABICHHUM JIKapChKHUM 3aci0d
BUKOPHUCTOBYeTbCA Tpu mpoBeaeHHi OMT 3 MeToro OIiHKM MOTEHIIHHOTO
(1HAHCOBOIO BIUIMBY Ta € 3aCTOCOBHOIO BHUKJIIOYHO /10 BUTpAT HAa HOBUH JIIKAPCHKUA
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3aci0 (HOBe MIKHApPOJHE HEMAaTEHTOBAaHE HAWMEHYBaHHS), IO € KaHIAUAATOM JIIS
BKJIIOUEHHSI JI0 PETYJIATOPHHUX TMEpenikiB. BukopucTaHHS Takoro iHCTPYMEHTY
JI03BOJISIE€ TIOPIBHATH HEOOXIJHI BUTpATU OIS (PiHAHCYBaHHS JIIKAPCHKOTO 3acoly i3
MOTOYHOIO MPAKTUKOIO 3aKYIiBENb 1 OXapaKTepU3yBaTH PIBEHb IX BIAXWICHHS BiJ
CEpeNHIX Ta eKCTpeMaJbHUX 3HAUYCHb BUTpAT Ha OJHE MIKHAPOIHE HEMATCHTOBAHE
HaliMeHyBaHHs. [IopiBHSHHS BUTpaT Ha AOCIIKYBaHHH JTIKAPChKUH 3aci0 31 MIKAJIO0
BKa3ye€ Ha IOTEHIIMHI (IHAHCOBI PHU3UKHU IS IUIATHUKIB, @ TaKOX MIHIMI3yeE
HEPIBHICTh MAIlIEHTIB Y JOCTYMl 10 MEIWYHUX TEXHOJIOTIH, aJKe BiH JEMOHCTPYE
pIUHY BapTICTh JIIKyBAHHSI BCIX HAasBHUX MAIlIEHTIB 3a JOCIIIKYBaHUM ITOKa3aHHSIM.
Skimo BapTicTh 3a0e3MedYeHHs BCIX MAIli€HTIB MEPEBUINYE PEKOMEHI0BaHI MOPOTOBI
3HAYEHHA, TO MOXYTh ICHYBaTH PU3UKU HEPIBHOTO JIOCTYIY JJISl MAII€HTIB, aJKe
MOXJIMBUM OyJe 3aJ0BOJICHHS TMOTpPeO TUIBKM HE3HAYHOI YaCTHUHU KIJIBKOCTI
NAII€HTIB, K1 NPETEHIYIOTh Ha 3asBJIICHUN JIKApChKUl 3aci0. Takuii aHami3 BKa3sye,
[0 CHUCTEM1 OXOpPOHHU 3J0pOB’s OyJe BaXko abcopOyBaTu 3HAYHE 30UIBIICHHS
JTOAATKOBUX BUTpAT JJisi 3a0€3MEUeHHs BCIX MaIli€HTIB. Y Takiil cuTyaiii
(d1HaHCYBaHHsS I1HIIMX HEOOXIAHMX TmporpaMm (JIIKapchbKUX 3aco0iB) Mae OyTu
CKOpOU€eHe, a00 3arajibHe 10JaTKoBe (hiHAHCYBaHHS MPOrpam — 301JIbIIEHE.

[3 mkanoro BIUIMBY Ha OIOJKET IIOJI0 BUTPAT Ha 3asBJICHUMN JIIKAPCHKUU 3aciO
MOPIBHIOIOTHCS BUTpPATH Ha HOBHM JIIKapChbKUM 3aci0 Ha KOXHUN OKpeMUM PpiK
JOCTI)KyBaHOTO YaCOBOI'O TOPU3OHTY.

4.4.8. AHaJi3 4y TJINBOCTI

J101aTKOBO MOYKJIMBE MPOBEACHHS aHaJ3y YyTIUBOCTI JIJIsl BXITHUX TTapaMeTpiB
aHai3y BIUIMBY Ha OIOKET, IJis SIKUX 3HAYCHHS HEBU3HAYCHOCTI OIIHKU €
HaWOUTBIIMMH, & TaKOXXK BXIJHUX JaHUX, [0 HANOUIBINEC BIUIMBAIOTH Ha PE3yJsbTarT.
3HaueHHs 3 Alana3oHiB BapiabelbHOCTI BXIIHUX JAHUX Ta MPUIYIIEHHS MalOTh OyTH
oOpaHi TaKUM YMHOM, 11100 OILIIHIOBAaTH MIHIMAJIbHI 1 MaKCUMaJbHI JOJATKOBI 3MiHU
BUTpAT. AHaJI3 YyTJIMBOCTI Ma€ MePEBIPUTH Oy/Ib-sIKYy HEBU3HAYEHICTh LI0/I0 OLIHKH
IpyNU HACENCHHS, MOMTUPEHICTh BUKOPUCTAHHS KOXKHOT TEXHOJIOT11, @ TAKOK BUTPATH
Ha BUKOPUCTAHHS Ta BIIIIKOAYBAHHS PO3TIISTHYTHX TEXHOJIOTIH.

4.4.9. IlpeacrasiieHHsI pe3yJIbTATIB

3a KOXeH PiK MPOTITOM PO3MIITHYTOTO MEPIOAY Yacy SK 3araJiIbHU BITUB HOBOTO
CIIEHapilo, TaK 1 JOJATKOBHM BIUIMB Ha OMOKET Mae OyTH TIPE/ICTaBIICHUN.
CroXuBaHHS PECypCiB Ta BUTPAT CIiJ MPEICTABUTH B OKPEMHX TaOJHIIIX, 00
1OKa3aTH 3MiHH BUTPAT KOXKHOT'O POKY B MEKax 4aCoOBOro ropu3onty [9,29].

Tabmuus 14. llpuknang mnpencTaBieHHsS pe3yJbTaTiB aHalily BIUIMBY Ha
MTOKa3HUKHU OIOJDKETY 3a CIICHAPIEM 3aMIICHHS

Pik1 | Pik2 | Pik3 | Pik4 | Pik 5

KinbkicTh nanicHriB

KinpkicTe  marfieHTiB, $Ki  MOTPEOYHOTH

: : 110 | 120 | 140 | 160 | 180
JIKyBaHHSA 3asBJICHUM JIKapChKUM 3aCO00M
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HMirounii  cueHapii — 0e3 BTpydYaHHS:
KUIBKICTh TAIlIEHTIB, SIKI BUKOPHUCTOBYIOTH
CTaHJApPTHY Tepamilo (MEIUYHY TEXHOJIOTIIO
MOPIBHSHHSA)

110

120

140

160

180

Hirounii  cueHapii — 0e3 BTpydYaHHS:
KUIBKICTh MAIU€HTIB, JJIS SKUX TUIAHYEThCS
BUKOPHCTOBYBATH HOBY METUIHY
TEXHOJIOT1IO

HoBwuit cuienapiit — 3 BTpy4aHHAM: KUIBKICTb
MaLI€HTIB, KI BUKOPUCTOBYIOTh CTaHAAPTHY
Tepanito (MEIUYHY TEXHOJIOT1I0 MOPIBHIHHS)

80

60

50

40

HoBuii cueHapiii — 3 BTpy4aHHSIM: KUIBKICTh
TMALI€HTIB, TUISL AKAX IJIAHYEThCS
BUKOPHUCTOBYBATH HOBY MEJIUYHY
TEXHOJIOT1I0

30

60

90

120

180

3 HUX — 3aCTOCOBYIOTH TEXHOJIOTIIO Y
MOTOYHOMY POIIi

Burparu Ha BCIO nonyJIsAIli0 Nali€HTIB, PH

Jitounii cueHapii — BUTPATHU HA MEAUYHY
TEXHOJIOT1I0 MOPIBHAHHS y CXEMI1 JIIKyBaHHS
0€e3 3asiBJIEHOr0 JIIKapChKOro 3acoly, rpH

1100

1200

1400

1600

1800

3 HMX — BUTpaTH Ha JIIKapChbKUW 3aciod
MOPIBHSIHHS (B CKJIAJl CXEMH JIIKYBaHHS,
SKIIO JOLUIBHO), TPH

900

960

1120

1280

1440

3 HMX — 1HOI OpsiMi MEIUYHI BUTpaTH
MOB’sI3aH1 13 3aCTOCYBAHHSIM MEIUYHOL
TEXHOJIOT1i MOPIBHAHHS, TPH

200

240

280

320

360

Hoguii ciieHapiii — BUTpaTH Ha HOBY MEIMYHY
TEXHOJIOTII0O Yy  CXeMl  JIKyBaHHS 3
JOCIIKYBAaHUM  3asBJICHUM  JIKAPCHKUM
3aco000M  Ta  MEAMYHY  TEXHOJIOTIIO
NOPIBHSIHHS, TPH

1600

2200

2900

3700

4800

3 HUX — BUTPATH Ha HOBUM JIKapCHKUIA
3aci0, TpH

630

1260

1890

2520

3780

3 HMX — 1HII OpsiMi MEIUYHI BUTpaTH
MOB’s3aHl 13  3aCTOCYBaHHSIM  HOBOI
MEJIMYHO1 TEXHOJIOT1i, TPH

170

340

510

780

1020
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3 HUX — BUTPATH HA MEJUYHY TE€XHOJIOTIIO
MOPIBHAHHS

800 | 600 | 500 | 400 0

JlomaTkoBUiA BIUIMB Ha OIOJKET, TPH 500 | 1000 | 1500 | 2100 | 3000

4.4.10. O0MexkeHHS Ta OOTOBOPEHHS

[IpencraBieni pe3yiabTaTH MarOTh CYNPOBOKYBATUCh iX OOTOBOPEHHSIM
(ommucom) Ta 3a3HAaYCHHIM 0OMEKeHb aHai3y [9].

4.4.11. BucHoBKH

BucHOBKM MaroTh OyTH 3pO0JIEHI Ha OCHOBI OTPUMaHUX pE3yJbTaTiB aHAIIZY
BIUTMBY Ha MOKA3HUKH OIOPKETY Y BIAIOBIIHOCTI JI0 3aBAaHb JoCiimpkeHHs [35,64].
Crnil BKa3aTu TaKOXK OOMEKEHHS 100 KJIIOUOBUX MUTaHb JOCIIKEHHS, HAPUKIaa
aCIeKTH BUKOPUCTAHHS JIIKAPChKUX 3ac001B, MPUIYIICHHS MO0 MNPUXHIBHOCTI
NAII€HTIB JI0 JIKYBaHHS, SIKICTh BX1IHUX ApaMETPIB Ta JHKEpesl iH(opmartii.

4.5. Po3riisii MPO€EKTIB BUCHOBKIB Ta HAJAAHHS PEeKOMeHIaIliil

3a pesynpraTaMu ekcrepTusu (PyHKIIS «assessment») MPOEKTH BUCHOBKIB
YIOBHOBa)XEHOTO oprany 3 gep:kaBHoi OMT po3srisgatorbest EkcriepTHUM KOMITETOM
3 OILIHKKA MEIMYHUX TEXHOJOTiH ((pyHKIs «appraisal»), sikuil € KOHCYJIbTaTHUBHO-
JOpaluiM OpPraHOM YMNOBHOBaK€HOro oprany 3 nepxaBHoi OMT. EkcneprtHuii
KOMITET 3 OIIHKH MEIMYHHX TEXHOJIOTIN 3a pe3yJbTaTaMUu PO3TJISAY IMPOEKTIB
BHUCHOBKIB TI0JI0 BKIIOYEHHS (BUKITIOUEHHS ) JIIKAPCHKUX 3aC001B 110 (3) peryISTOPHUX
MIEPEITIKIB FOTYE 3BIT 3 BACHOBKAMH Ta PEKOMEHIAIIIMH.

4.6. loroBopu KepOBAHOI0 A0CTYIy

Ha ocnoBi pe3ynbTaTiB OMT y npoBiJHUX KpaiHaX CBITY 3 METOIO 3a0€3MeUEHHS
JOCTYMy J0 OPUTIHAIBHOTO (IHHOBALIMHOTO) JIIKAPCHKOTO 3ac00y (OpUTIHAIBHOTO
010JIOTIYHOTO JIIKAPCHKOTO 3aco0y) Ta rapaHTyBaHHsS iX JOCTYIMHOCTI (HasBHOCTI
(b1HaHCOBOTO 3a0€3MEeYEHHS 3 AEPKABHUX, CTPAXOBUX KOILTIB) AKTUBHO PO3BUBAIOTHCS

1 BIIPOBAKYIOTHCS TOTOBOPH KEPOBAHOTO JOCTYITY (aHTII. managed entry agreements,
MEA) [66].

JloroBopu kepoBanoro noctymy (mami — JIK]J[) 3 MDKHapoIHOTO JOCBIAY iX
3aCTOCYBaHHS € yrojgamMu MK BUPOOHUKOM 1 3aKyIiBEJIbHUKOM Ta BKJIIOYAIOThH
pPI3HOMaHITHI 1HCTPYMEHTH ISl 3MEHIIICHHS HEBU3HAYCHOCTI, sSKa BUHUKAE UYepes
HEMOBHY 1H(hOpPMAIIitO TTPO BIUIMB Ha OFOKET, KIIIHIYHY €()eKTUBHICTh, €()EKTUBHICTD
BUTPAT, BUKOPUCTAHHS B pEAIbHIM MpaKTUIl Ta JOCTYN 10 HOBUX MEIUYHUX
TEXHOJIOT1. BUKOpUCTaHHS TakWX JOTOBOPIB, 0COOIMBO (PiHAHCOBOrO THUITY, OYJIO
IIBUJIKO BIIPOBAKEHO y Oaratbox jAeprkaBax-uieHax €C Ta 3a oro Mexxamu.

Bukopucranns JIKJ[ migkpeciroe iX 3HAYEHHS, 3MEHIIYIOYM PHU3HK Ta
OOMEXEHHSI B ICHYIOUMX IIJIXO0JaX [0 yXBaJ€HHs pillleHb 070 (GIHAHCYBaHHS
MEIWYHUX TeXHOoJorid, Bkmodaroun OMT, nmns 3a0e3meueHHs MPO30pOro Ta
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OOIPYHTOBAHOTO LIHOYTBOPEHHS, MPOTHO3YBAHHS Ta OLIHKU ()IHAHCOBUX PHU3HKIB,
YCYHEHHSI HEBU3HAYEHOCTEH 111010 TEPANIEBTUYHOTO €(EeKTy B peabHii MPaKTUI.

Hes3Baxaroun Ha ix posnoBcrokeHHs, JKJ[ He MaTh CcTaTh MIBHIKAM
PIIICHHSM JIJI51 TTOJI0JIaHHS PU3UKIB Ta HEBU3HAUEHOCTEW; HATOMICTh BOHU MAaIOTh OyTH
IHTErpoBaHI B MPOIEC KEPOBAHOTO BMPOBAKEHHS HOBUX MEIWYHHUX TEXHOJOTIN
(BIAIIKOMYBAaHHS BapTOCTI 3a MEBHUMU yMmoBaMu). [lounHaroum 3 «CKaHyBaHHS
TOPU30HTY» (CHUCTEeMAaTHYHA OIIHKA HAsBHUX Ta HOBUX QJIbTEPHATUB JIIKYBaHHSA) Ta
NPOTHO3YBaHHA, peecTpallii Ha puHKy, npoBeaeHHs OMT, mnpomoBKeHHs
MOCTMAapKETUHTOBUX JIOCIIJIKEHb Ta (hapMaKOHATJISI Ty, SIKi CTal0Th OCHOBOIO /111 YMOB
OIUIaTH 3a KIIIHIYHI pe3yJbTaTH B paMKax YMOB JOTOBOPIB KEPOBAHOIO JIOCTYIY Ta
CXEMH PO3IOIIIEHHS PU3UKIB M1’)K BUPOOHUKOM 1 TUTATHUKOM. 301p JaHUX Uil TOTPeO
JIOTOBOPIB KEPOBAHOTO JOCTYIY MAa€ CYMPOBOKYBATHUCS CHEIIaTbHUM MPOIECOM
MOHITOPHUHTY, 110 Tepeadadae eleKTPOHHI crocoOu 300py AaHuX (creriaaizoBaHi
PEECTpU MAIIEHTIB, 1aH1 3 CUCTEMH EJICKTPOHHOTO 3/I0POB’sl, 110 TAKOXK BKIIOYAIOTh
KJ1acugikaTopu XBOpoO Ta MEIMUHUX 1IHTEPBEHIIIN Ta YITKO BU3HAUYEHI KIHIIEB1 TOUKH,
HEOOXI1JH1 JJI OL[IHKMA CTaHy 3J0pOB’sl MAalllEHTA MPOTArOM JIIKYBaHHS, 1HII HaJ1HiHI
JUKEpesia eJeKTPOHHUX JTAHKX).

[upoko 3actocoByBaHa kmacudikamis noxuise K] Ha aBa OCHOBHI THUIIU:
(b1HAHCOBI yroau, M0 HE CTOCYIOTHCS PE3yJbTaTiB JIKYyBaHHSA, Ta YIOJUd Ha OCHOBI
pe3ynbTaTiB BILUIUBY Ha 3JJ0POB’S, 1110 IPEJICTABIIEHO Ha PUCYHKY 12.

( Joroeopu KepoBaHOIo )
L pocryny (MEA) J

3a pesyabraramu

Tun ®inancosi

Juszaiin

Kongimenmiiina 3umkka
/ IIOBEPHCHHA KOILITIB

Kamnitauis 3a obearom
MPOIAKY Y TPOIIOBHX
Ta HaTypalbHUX
OIMHULAX

Kanirauisa 3a oGcsrom
[POAAKY ¥ IPOLIOBHX
OIMHHIIAR

BeskowrorHa

Yroaun mina/od'em

3a JIOKazaMu mpo

e()eKTHBHICTE

3a JAO0KazaMu Tpo

e()eKTHBHICTD

Omnnara 3a

pesylipraraMu

Omara 3a

pesyibraraMmmn

MoHYaTKOBA TL‘lelTiH

[ponoBxens
JiKyBaHHS Micis
33J10BOJICHHSL YMOB

Pucynok 12. TakcoHOMIst JOTOBOPIB KEPOBAHOTO A0CTYITY [67]

Tpusamicte naii JIKJI, 3a3Buuaii, cTaHOBUTH 1-5 pOKIB 3aJIE)KHO BijJ Kjacy
OpUTIHAIBHOTO (IHHOBALIMHOIO) JIIKApChbKOTO 3aco0y, OOCATIB 3aKymiBedb Ta
3aKOHOJABYUX BUMOT KOXKHOiI aepkaBu. [licns 3akinuennst tepminy K]l yrona
N1JUIsITra€ TOBTOPHOMY PO3IIISALY. SKIIO K Yroay He MOHOBIJIEHO, TO (pIHAHCYBaHHS
OpUTiHATBFHUX (1HHOBAILIMHMX) JIIKAPCHKUX 3aCO01B MPUIMHHSIETHCA.
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BnpoBamxenns ta 3actocyBanns [IK/| B Ykpaini Bu3Ha4a€eThCs BIAMOBIAHO 10
YMOB 3aKOHOJaBcTBa, a came [lopsnkoM yKiaieHHs, BHUKOHAHHS, 3MIHM Ta
IMPUIUHEHHS JOTOBOPIB KEPOBAHOTO JIOCTYIY, 3aTBEPAXKEHOT0 MOCTaHOBOIO KabineTy
MinictpiB Ykpainu Big 27 ciuns 2021 poky Ne 61.

Y Bumaakax sKmo 3a pesyapTaTamu aepxkaBHoi OMT mikapcekoro 3aco0y
BCTAHOBJICHO HEBU3HAUCHICTh JaHUX IPO HOro AoBeAcHY e(EKTUBHICTH, OC3IEKY,
BIUIMB HAa 3MIHM B SIKOCTl JKUTTS MAIIEHTIB Ha TepUTOpii YKpaiHU, €KOHOMIUYHY
JOIJIBHICTh (B TOMY YHCII 3 METOI 3a0e3nedeHHs KOH(IICHIINHOCTI 1HpopMarlii
I10/I0 I[IHOBOI IPOMO3UIlii, 3asABJIEHOI 3asBHUKOM) Ta/a00 BIUIMB Ha OIOKET, Y
BHCHOBKY YIIOBHOBa)KEHOT'O Oprany 3 AepkaBHOi OMT 3a3HauaeTbes iHGOpMaIIis mpo
JOIIIBHICTE 3acTocyBaHHs Tporieaypu JKJ[ 10 ormiHOBaHOIO JIKapCchKOro 3aco0y.
JKJI Mae cmyryBaTu 1IHCTpYMEHTOM JJI €(PEKTUBHOTO BIIPOBAIKEHHS pEKOMEHIAIIIM
3 OMT.

4.77. Iuuri nuTaHHsA

Cnig nepeBIpUTH, YM BIUIMHE pIIIEHHA Npo (DIHAHCYBAHHS JOCITIIKYBAHOIO
JKapChKOro 3ac00y Ha MOTOYHY OpraHi3alii0 MEAUYHUX MOCTYT. 3aJIeKHO BiJl TUITY
HOBOI MEJIMYHOI TEXHOJIOTIi, € BaXXJIMBUM OIKUC YMOB ii BBEJCHHS — HaANpPUKJIA],
HEOOXITHICTh HaBYaHHS IEpCOHANy, MAalli€HTIB a00 iX OIIKyHIB, 00 3MIHHUTU
IPUHLIMIN A1arHOCTUKH Ta MOB’s3aH1 3 UM BUTPATH.

Cril BUBHAYUTH, YA 3aCTOCOBYIOTBCS JIO JOCIIKYBAHOTO JIIKAPCHKOTO 3ac00y
0COOJIMB1 BUMOTH, IIIOJI0 TIPaB MAIlI€EHTIB, TaKl SK:

HaJlaHHS KOHKPETHOT 1H(hOopMaIlii mai€eHTy / OMiKyHY;

3a0e3MeueHHs] TIpaBa IMalieHTa Ha TIOHICTP Ta KOHQIACHIIMHICTE HOTO
1H(popmarrii;

HEOOXITHICTh BpaxOBYBaTH 1HAMBIYaJIbHI IEPEBAry, MICs HaJaHHS Mall€HTy /
OMiKYHY 1H(QOpMallii, 1[0 BAMAraeTbcsi 3aKOHOAABCTBOM.

Crit TakoK MpoaHasi3yBaTH, UM PIIIEHHS CTOCOBHO BiJIMOBIAHOI TEXHOJIOTI:
BIJIIIOB1Ja€ BUMOTaM 3aKOHOJABCTBA;

noTpedye 3MiH 70 3aKOHOJIaBCTBA;

Ma€ BIUIMB Ha IIpaBa JIIOIUHM (Talli€HTa).

VY oOrpyHTOBaHHMX BHITaJIKaX I YaCTHHA aHAJ3y BIUIMBY HA CUCTEMY OXOPOHH
3JI0POB’Sl MOKEe 0OTOBOPIOBATH J10/aTKOBI acnekTH, Bu3HaueHi B HTA Core Model®
Ta HE TIepeIliueH] BUIIIE.

[TincyMoKk BIUIMBY HOBO1 TEXHOJIOT1T MOXHA noaasaTu y Burisaai SWOT-ananmisy.
4.8. BuzHauyeHHs Ta 3aJy4YeHicTh 3alikaBjaeHuXx cTopin B OMT

VYnoBHOBaxkeHuit opran 3 gepxkaBHoi OMT B VYkpaini 3 2019 poky mmiaHO
CHIBIIPALIIOE 13 MIMPOKUM KOJIOM 3alliKaBJICHUX CTOPIH B YKpaiHl - BUKOHABISIMHU Ta
kopuctyBadamu OMT, i3 HayKOBLSIMU Ta eKCIIEpTaMU MDKHAPOIHUX MPOQLIbHUX
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opranizaiiiit 3 OMT. bazyrouucs Ha 10CBiAl MibkHapogHUX opraHizaiiit 3 OMT, OMT
oprasizaiiil iHmmx kpain - 30kpema €C, Benukoi bpuranii moOynoBana poOoua
Mozenb exkcneptHux npoueayp OMT B YkpaiHi 3 ypaxyBaHHSAM MPUHIIMUITB B3a€MO/TIT
13 3a11iKaBJICHUMHU CTOPOHAMHU.

3amydeHHsl 3aIllKaBIEHUX CTOPIH — II€ MPOILIEC aKTUBHOTO 3alyuY€HHS 3HaHb,
JIOCBIJly, CY/DKCHb Ta IIIHHOCTEH 0ci0, 0OpaHMX [JIs TPEJCTaBICHHS HIHPOKOIO
CIIEKTpy Oe3mnocepe/iHiX IHTepeciB y NeBHOMY mnuTaHH1 [68]. IlmigHa cmiBmparii
3aiikaBiieHux cTopiH OMT € OCHOBOIO ISl TOCSTHEHHSI HaWKpaluX pe3yJibTaTiB B
NPUIHATTI pillleHh Ha OCHOBI JJOKa30BUX JAHHUX Y CUCTEMi OXOPOHH 3710pOB’sl. MeToro
3aydeHHS 3aIliKaBJICHUX CTOPIH € CTBOPEHHS CIIJILHOTO PO3YMIHHS Ta TMPHHHSATTS
aKTyaJIbHUX, TPO30PUX Ta €PEKTUBHUX PIIICHb.

VYyacuuku OMT — 11e 3a111kaBieHI CTOPOHH, K1 0€3M0CepPeHRO MAIOTh IHTEPEC,
AK A0 Tporiecy Ta 1 10 pe3ynbrariB OMT. ToOto, 3amikaBiaeH1 CTOPOHU e — (Pi3uyH1
a0o ropuandHi ocobu, abo opraxizailii, ki HECyTh BIAMOBIJAIBHICTh 3@ MiATOTOBKY
3asB Ta Joche, BUCHOBKIB OMT, abo BukopuctoByroTh OMT y cBOiX mporecax, aie
IIpU [IbOMY HE 00O0B'S3KOBO 3aJTy4€HI B MPOILEC OLIIHIOBAHHS.

BpaxoByroun 3a3HadyeHe BUILE 3aiikaBieHuMu ctopoHamu OMT B Vkpaini, siki
11€HTU(IKOBaHI1 y 11F0YMX HOPMATUBHO-TIPABOBUX Ta HOPMATUBHUX JJOKYMEHTAX 1100

OMT e:

YIPAaBIIHII, 0COOH, K1 TPUIUMAIOTh PillIeHHS - MiHICTEPCTBO OXOPOHH 37]0POB’ S
VYkpainu, HamionaneHa cityx6a 370poB’st YKpaiHu ;

YIOBHOBa)XeHUI opra 3 aepxkasHoi OMT B Ykpaini,
ExcrniepTHUIT KOMITET 3 OI[IHKH MEIUYHUX TECXHOJIOT1H;
JlepxaBHe miANMpUeMCTBO «MenuuH1 3aKymiBil YKpaiHuy;
3asIBHUKH,

Cy0’€KTHM TOCHOJApIOBAHHS, SIK TOTYIOTh 3asBH 1 JOChE JUIsl TPOBEICHHS
nepxkaBHoi OMT;

CTPYKTYPHI TIJIPO3/1IM 3 MUTaHb OXOPOHHU 370poB’s obsacHuX Ta KuiBchKOi
MICBKO] JIepKaBHUX aJIMIHICTpalliif;

HAyKOBO-TI€/IaroT14H1 NpaIliBHUKU 3aKJIaJ1B BUIIO1 OCBITH;
KJIIHIYHI eKCTIepTH Ta/a00 (axiBIli Ta HAYKOBII;
dbapmareBTUYHI PaIliBHUKHY;

MaIi€HTChKI OpraHizariii;

OMT opranizarii iHIIAX KpaiH.

B3aemogis 13 3allikaBJeHUMH CTOPOHAMHM 31HCHIOETHCS Ha OCHOBI HAaCTYIHUX
npuHIUMIB [69]:
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1HKITIO3UBHICTh — 3QJIy4€HHS IIMPOKOTO KOJa 3alliKaBJICHUX CTOPiH (BUKOHABIII,
KOpHCTYBayi Ta 1HII);

IPO30PICTh — HASIBHICTh PETJIaMEHTOBAHUX, MPO30PHUX Ta IE€TATHHUX MPOIEAYP Y
nporecax mnpoeaeHHs OMT, myOmikamis pesynbratiB OMT - BUCHOBKIB Y
BIIKPUTOMY JIOCTYII1 Ha B€OCaliTl yIIOBHOBAXEHOT'O Oprany 3 aep:xkasHoi OMT;

BIIMOBIAANBHICTD — TTpoBeaeHHss OMT nependavyae CUCTEMHUM METO10JIOTTUHHIMA
M1JIX1]] Ta BCTAHOBJICH] TEPMIHU;

BJIOCKOHAJICHHsI — BWUBYEHHS JOCBiMy Ta MiJABUINCHHS PIiBHS 3HAHb TiJ Yac
CHiBIIpalll 3 MibKHApOAHUMU MMapTHEpamu, 30kpema OMT opranizaiisiMu 1HIIUX KpaiH,
npodinbHUME ekcriepTamu B chepi OMT.

3ay4yeHHsI Ta y4acTh 3alliKaBJICHUX CTOPiH B1I0YBAE€THCS BIATIOBIIHO /IO J1FOYOTO
HOPMATUBHOTO TOJI B YKpaiHl 3TIJIHO 3 KpAaIllUMH MDKHAPOAHUMHU IMPAKTHKAMU 3
OpIEHTALIIEI0 HA IOBFOCTPOKOBI NAPTHEPCHKI BIAHOCUHH Ta SIK PE3YJIbTaT MOKPAIEHHS
JOCTYMY MAIEHTIB 10 KJIIHIYHO €()EKTUBHUX Ta €KOHOMIYHO JOIJIBHUX JIIKAPCHKUX
3ac001B B YKpaiHi.

Hanpuknaa, ogHuM 13 HampsiMIB 3aJly4€HHsS 3alllKaBJIICHUX CTOPIH IMiJ Yac
IIPOBEAEHHs eKcnepTusun 3 nepxkaBHol OMT ynoBHOBaxkeHMI OpraH 3 JI€pKaBHOI
OMT B 3aneXHOCTI Bii 00'€KTY IOCHIIKEHHS MOXE 3BEPTATUCS 33 EKCIEPTHOIO
TYMKOIO 70 TpoQiIbHUX KIHIYHUX (axiBIliB, MPEICTABHUKIB MAIll€HTCHKUX
oprasizaiiif o0 HagaHHs iHdOopMaIli TPo peasibHy KIIHIYHY IPAKTUKY B YKpaiHi.

YnoBHoBaxxeHuit oprad 3 aepkaBHoi OMT B YkpaiHi akTUBHO CHIBIPAIIOE 3
MDKHApOJHUMU TapTHEpaMH, Oepydyd ydacTh y MIDKHAPOAHHX Ta HAI[lOHAIBHHUX
3axoaax: €sponerickkoro Mepexeto 3 OMT (European network for Health Technology
Assessment, EUnetHTA), MixHapoaHOK OpraHi3ali€l0 3 OIIHKA MEIUYHHUX
texHosorid (Health Technology Assessment International (HTA1)), MixuapoaHo0
mepexero areHTctB OMT (International Network of Agencies for Health Technology
Assessment — INAHTA), MixHapogHuM TOBapUCTBOM 3 (HapMaKOEKOHOMIUYHUX
nociimkers (ISPOR), 3 mpoekToM MiKHAPOAHOI TEXHIYHOI JoroMoru «be3neyHi Ta
JOCTYITHI JTiKH 151 ykpainiiBy (Safe, Affordable and Efficient Medicines — SAFEMed)
ArentctBa CIIA 3 mixknapoaHoro po3Butky (USAID).

5. PEKOMEHJIALIII MO0 3AIMOBHEHHS1 1OCh€ HA ITIPOBEJTEHH 1
JIEP)KABHOI OIITHKY MEJUYHWUX TEXHOJIOI' T

i pekoMeHmalii CTOCYIOThCS MIATOTOBKH JIOCHE, IO TIOJAETHCS 3aIBHUKOM IS
BKJTFOUECHHS JIIKAPCHKOTO 3ac00Y 710 BIATOBIAHOTO PETYISTOPHOTO MEPETIKY.

3ATAJIBHUM PO3ILT

1. ¥V mynkri 1 3a3HauaroThcsi HAMMEHYBaHHS (200 Mpi3BUIIE, IM'sl, TTO0 0ATHKOBI)
3asiBHUKA, aJpeca KOpeCrmoHAeHIlll, HoMep Tenedony, pakcy Tta agpeca eneKTpOHHOT
TIOIIITH.

Indopmariist mpo BUpOOHUKA 3asIBJICHOTO JIIKApChKOTO 3aC00Y.
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2. Y myHKTI 2 3a3HaYal0THCS TaKi JaHi MO0 3asABIECHOTO JIIKAPCHKOTO 3ac00y:
1) ToproBenpHa Ha3Ba JTIKAPCHKOTO 3aC00Y;

2) MDKHapO/IHA HEMAaTEeHTOBaHa Ha3Ba a00 CHHOHIMIYHE HaIMEHYBaHHS;

3) ckiag JTiKapchKOTo 3aco0y (Iitodi Ta JOTIOMIXKHI PEYOBHUHH);

4) ¢dopma BHITYCKY, IO TPOMOHYETHCS ISl BKIIOYEHHS 10 HarioHamsHOTO
nepesTiky OCHOBHHX JIIKapChKHUX 3ac001B Ta (a00) meperikis;

5) iHdopmallis moa0 HASIBHOCTI JIEP)KABHOI peecTpallii JIIKapchkoro 3acoly B
VYkpaini (y pasi BIACYTHOCTI Jep)KaBHOI peecTpallii — O4iKyBaHa JaTa OTpUMAaHHS
peecTpaniifHoro mMoCBITYEHHS ),

6) hapmakosoriyHa Jaisi JJIKapchbKOro 3aco0y;

7) (dapmakorepaneBTUYHA Tpyma JIKAPCHKOro 3aco0y Ta KOJ 3a aHaTOMO-

TepaneBTUYHO-XIMIUHOIO Kiacudikaiiero. J[o1aTkoBO MOXYTh OyTH HaBENIEHI AaHl
ATC/DDD knacugikarii BOO3 (ATC/DDD Index — WHOCC);

8) oJHEe TOKa3aHHS JIO0 MEAMYHOTO 3aCTOCYBaHHS, 3a SIKMM ITOJIA€ThCS 3asBa Ta
JIOChE;

9) mokazaHHS 110 3aCTOCYBAHHS BIAMOBIAHO AO ITHCTPYKLIT AJIE MEIUYHOIO
3acTOCyBaHHs, 3aTBepkeH0i MO3 3a HasgBHOCTI JEp:KaBHOI peecTpallii JiKapChKOro
3aco0y B YkpaiHi;

10) cnoci6 3acTocyBaHHS JIKapChKOro 3acoOy BIJAMOBIIHO A0 1HCTPYKIIT JJist

MEJUYHOTO 3aCTOCYBaHHS (J1aHI PEKOMEHA0BAHO MPEICTABUTH BIIMTOBIHO 710 TAOJIHIII
14);

11) HasBHICTH MOKa3aHb JO MEIUYHOTO 3aCTOCYBaHHS JIIKaPCHKOTO 3acO0y st
BUKOPHWCTAHHS 111 YaC HaIaHHs MEJIMYHO1 JOTIOMOTH MPHU 3aXBOPIOBAHHSX Ta CTaHAX,
110 3a3Ha4YeH1 y MPIOPUTETHUX HANPsIMaxX PO3BUTKY chepu OXOPOHH 370POB’sl.

Tabmuug 15. [ndopmariis n1010 CXeMH 3aCTOCYBaHHS 3asBJIEHOTO JIIKAPCHKOTO
3aco0y

CxeMma 3acTOCYBaHHS 3asiBJIeHMi JikapcbKNi 3aci0

Croci0 BBeIeHHSA

Ho3za

YacroTa 103yBaHHA

CepenHs TpUBAIICTh KypCy JIIKYBaHHS

[lepenbauyBanuii cepeHiil iHTEpBaJl MIXK Kypcamu
JiKyBaHHS (32 HEOOX1THOCT1)

[lepenbauyBana KUIBKICTH HOBTOPHHMX KYpPCIB
JiKyBaHHS (32 HEOOX1THOCTI)

SIKu10 naHi m100 3aCTOCYBAHHS 3alpONOHOBAaHUX (POPM BUIMYCKY JIIKAPCHKOTO
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3aco0y JJIs TIEBHUX TPYI HACEJCHHS (HAPUKIIA, TITEH, BATITHUX JKIHOK) BIJICYTHI, 1I¢
MOBUHHO OyTH 3a3HAYEHO B JOCHE.

3. ¥V myHKTi 3 3a3HAaYa€ThCA OMHUC MPOMO3UINT MO0 JIKAPCHKOTo 3aco0y, o
MOBUHEH BKIIFOYATH TaKy iH(opMaIrito:

1) omuc crany/3axBoproBaHHS (KOPOTKa iH(OpMAITis IIIOI0 €TI0NOT1i, TaTOTeHEe3Y,
JI1arHOCTUKH, Bap1aHTIB JIIKyBaHH Ta MPO(MUIAKTUKY B CBITI Ta YKpaiHi, He3a10BOJICHA
MeJInYHa MoTpeda);

2) omuc HUIbOBOI MOMyJsAlii B YKpaiHi, 110 MOBHHEH BKJIIOYATH BIK, CTaTh,
CTajil0, TSDKKICTh CTaHy/3aXBOPIOBAHHS, BaXXJIMBI CYIIyTHI 3aXBOPIOBaHHS Ta
XapaKTEepUCTHUKH, TOB’s3aHI 31 CTAHOM/3aXBOPIOBAHHSAM. SIKIO JIKapChKHil 3aciod
MPOTOHYETHCS] BUKOPUCTOBYBATU Y MIATPYI MOMYJISIIT 31 CTAHOM/3aXBOPIOBAHHSM,
HEOOXI1JTHO 3a3HAYUTH, YU BIJIPI3HAETHCS MepedIr 3aXBOPIOBAHHS B I1H MIATPYIH Bij
3arajibHOI MOMYJISIIIT;

3) oOrpyHTYBaHHS AOLIBHOCTI BKIFOUEHHS JIIKAPCHKOTO 3aC00Y 0 BIJMOBIIHOTO
nepesiky, B TOMY YHCIII MPOTAJIMHU Y HaJlaHHI MEIMYHOI JOIMOMOTH, 1110 MOTEHIIIIHO
MOXXYTh OyTH JIIKBIJIOBaHI HUISIXOM BKJIIOYEHHS 3asBJIEHOrO JIIKAPCHKOTO 3acoly.
3a3HauYUTH POJIb 3a5BJIEHOTO JIKapChKOIro 3aco0y B MPOLEC] JIKyBaHHS;

4) KJIIHIYHAA MapHIpyT MAI€HTA, KUl BKa3y€ HA KOHTEKCT 3alpOIOHOBAHOTO
BUKOPHUCTAHHS JIKapChbKOTro 3ac00y;

5) mepenik, A0 SKOTO 3alpONOHOBAHO BKJIIOUHUTH 3asBIICHUN JIKapChKUi 3acio.
3a3HAUYUTH PO3JILI, IO SKOTO 3aIPONOHOBAHO BKIIFOYUTH 3asIBJICHUN JIKapChKUM 3aci0.

Axmo HacTynHi myHKTH 4 — 13 1mocke MICTATH 1H(POpPMALI0 3 OOMEKECHUM
JIOCTYTIOM, 3a3HAYUTH, SIKI YACTUHU 1H(POpMAIIIl B IIMX MYHKTaX € KOHQIISHIIIHHUMH
Ta HAJaTH OOTIPYHTYBAHHS 11010 KOH(DIICHIIIIMHOTO XapakTepy Takoi iH(opmarrii.

4.V nyHKTI 4 3a3Ha4al0ThCS AaHl MIOJ0 JIKAPCHKOro 3aco0y /iHIIOT MEIHYHOT
TEXHOJIOT1i MOPIBHSAHHS:

1) ToproBenbHa Ha3Ba JIKapChKOro 3acoly /IHIIOI MEIUYHOI TEXHOJOTIi
MOPIBHSHHS;

2) MbKHaApOIHA HEMAaTEHTOBaHa Ha3Ba 400 CUHOHIMIYHE HalMEHYBaHHS,

3) ckiaj JiKapchbKOro 3aco0y abo OMUC 1HIIOI MEIMYHOI TEXHOJIOT1T TOPIBHIHHS;

4) ¢popma BUITYCKY;

5) BiIOMOCTI TIPO JepKaBHY peecTpaliiro ado cepTudikar BiAMOBIIHOCTI 1HIIOT
MEIUYHOI TEXHOJIOT1] MOPIBHSIHHS B Y KpaiHi;

6) QapmakosioriuHa [isl JTIKapChKOTo 3aco0y TOpIBHSHHA a00 HaCiIKu
3aCTOCYBaHHS 1HIOT MEIMYHOT TEXHOJIOT1i TOPIBHSHHS;

7) ¢papmakoTepaneBTUYHA Tpyna JiKapchKOTO 3aco0y MOPIBHAHHA Ta KOJ 3a
aHaTOMO-TEPANEeBTUYHO-XIMIYHOIO KiIacu(ikamiero (He 3aCTOCOBYETbCSA ISl 1HIION
MEJIMYHOT TEXHOJIOT1i TOPIBHIHHS);
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8) mokazaHHs 11 MEUIHOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00Y MOPIBHIHHS 200
cdepa 3aCTOCYBaHHS 1HIIOI METUYHOI TEXHOJIOT11 TIOPIBHIHHS;

9) crmoci0 3acTocyBaHHS JIIKAPCHKOTO 3ac00y MOPIBHAHHA a00 1HIIOT MEIWYHOI
TEXHOJIOT11 MOPIBHAHHS (PEKOMEHIOBAHO MPEJACTABUTH BiIOBIIHO 10 Tabwmii 14).

10) maHi m010 BKJIIOYEHHS JIIKAPCHKOTO 3aC00Y MOPIBHSIHHS 10 PETYISITOPHUX
nepenikiB (HamionansHoro mepeniky ta/abo 10 TepesikiB, 10 3aKyMOBYIOTHCS 3a
KOIITA JIeP)KaBHOTO OIOJDKETY [JJIs BHKOHAHHA TIporpaM Ta  3IiCHEHHSA
IIEHTPaTI30BaHUX 3aX0/liB 3 OXOPOHH 37I0POB’sI TOIIIO).

OOOB’SI3KOBO  HAJIa€ThCA  OOIPYHTYBaHHA IIOJAO0 BHOOpPY  JIIKAPCHKOIO
3acO0y/IHIIOI MEIUYHOI TEXHOJOTrii TMOopiBHsAHHA. Bubip kommapaTtopa s
(dhapMaKOEKOHOMIYHOTO aHAJII3Y Ta aHaJli3y BIUIMBY Ha MOKa3HUKH OIO/KETY Ma€ OyTU
Y3TOJIKEHUM 3 THUM, 10 OyB BUKOPUCTAHUU IS KIIHIYHOTO aHaJi3Yy.

5. Y myHKTI 5 3a3Ha4ar0ThCs B1JIOMOCTI IIO/O:

1) peecTpalliifHOTO CTaTyCy 3asBJICHOTO JIKAPCHKOTO 3aCO0Y 3a MOKAa3aHHSIM, 1110
3a3HAYCHO Yy 3asBi Ta IOCKE, BIAMOBIAHO 10 Tabmwi 16.

Tabmums 16. [adopmariiss mpo peecTpariiHuii  cTaTyc 3asBJICHOTO JIIKAPCHKOTO
3aco0y

Kpaina Opranizauis, mo HajgaJja IHocunanus Ha iHopMmauiiine
CXBaJICHHSI (3MiMCHIWIA JKepeJ10
peecTpauio), pik

2) MPOXOJIKEHHS 3asiBJICHUM JIIKAPCHKUM 3aCO00M MPOIEAYpH MpekBatidikarlii
BOO3 Ta ioro BrmoueHHs 1o nepeniky BOO3 mpexBanipikoBaHUX JTIKapCHKHUX
3ac00i1B, npuzHadeHux aist 6oporeou 3 BIJI/CHIJI, TyGepkynbo3om, rematurom C Ta
IHIIUMU XBOpOOaMHU, a TaKOX YW TpPHU3HAYAETHhCS y cdepl pernpoayKTOJIOTii Ta
BKIIOUeHU 10 nmporpamMu BOO3 13 npekBanidikaiii 1 BBaXKa€TbC TPUUHATHUM IS
3akyniBii OOH (3a HasiBHOCT1);

3) OpOXOKEHHS 3asBJIECHUM JIIKAPChbKOTO 3aco0y Ta JIKapChbKUM 3ac000M
MOPIBHSIHHS MPOLIEYPH OLIHKK MEJIMYHUX TEXHOJOTH B YKpaiHi;

4) IpOXOJIKEHHS 3asBJICHUM JIIKAPChKOTO 3aCO0y MPOLEypH OLIIHKK MEIUYHUX
TEXHOJIOT1M B 1HIIMX KpaiHaxX 3a 3a3HAUYCHUM Y 3asBl Ta JIOChE€ MOKA3aHHSM, TUIAHU
IOJI0 MPOBEJCHHS TaKol OIIHKK (3a3HAYaeThCsd HAaWMEHYBaHHS OpraHizailii, ska
IPOBOAMTH OIIHKY, Ta OYIKyBaHa jJaTa myOmiKalii pe3yabTaTiB).

Ornsan qaHux MO0 MPOXOHKEHHS 3asiBJICHUM JIIKAPCHKOTO 3aco0y Ipoleaypu
OIIHKY MEIUYHUX TEXHOJIOTIH y CBITI HAJATH BIAMOBIIHO 10 TaOmMI 17.

Tabmuus 17. Ornsn 1aHux Mo0 TPOXO0HKEHHS 3asSBJICHUM JIIKAPCHKOTO 3aC00y
nporeypu oriHku MenuaHux Texunosoriii (OMT) y cBiTi

IMapamerp/arennii 3 OMT |NICE, |SMC, |[HAS, [CADTH, |Nx (mpoaoB:XuTu
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pik pik  |pik pik 3a moTpeodmn)

Omnuc uiIbOBOT MOMYJIAIT

Brpyuanns (omuc
3asIBJICHOTO JIIKAPCHKOTO
3aco0y)

TexHooris MOpiBHAHHS
(omuC JIIKapChKOro 3aco0y
MTOPIBHSHHS)

Kputepii edhekTuBHOCTI
BIJIITOBIIHO 10
BHUCHOBKY/3BITY 3 OMT
(mepenik KIIHIYHUX
KIHIIEBHX TOYOK)

Merton Ta pe3ynbTaTu
(hapMaKOEKOHOMIYHOTO
aHamizy (3a HasiBHOCTI)

BucHoBOK Ta pekomeHartii
areuiii 3 OMT

['ineprniocunanHs Ha 3BIT 3
OMT

JloaTKOBO MOXKHa NMPEACTaBUTU OTJISA CTAaTycy peiMOypcalii/BiAIIKO yBaHHS
3asIBJICHOTO JIIKAPCHKOTO 3ac00Y Y 1HIIUX JepKaBax 1 HaJaTu 0 MaTepiaiiB JOCKE.

6. Y myHKTI 6 HaJalOThCS BIJIOMOCTI II0JI0 HASIBHOCTI 3asiBJICHOTO JIKApChKOTO
3aco0y 3a MOKa3aHHSIM, 3a3HaUYCHUM Y 3asiBi, y:

1) bazoBoMy nepeiiKy OCHOBHUX JIIKapChKUX 3ac001B, pekomeHnaoBaHomy BOO3
(WHO Model List of Essential Medicines) ta ba3zoBomy mepesniky OCHOBHHX
Jikapcbkux 3aco0iB BOO3, pekoMeH10BaHOMY JIJIs JITEH;

2) raimy3eBUX CTaHIapTax y cepi OXOpOHH 370pOB’sl YKpaiHu;

3) MDKHApOJHHMX KIIHIYHUX HACTAHOBAaxX Ta HACTAHOBAaX HAYKOBUX TOBAPHCTB
1HO3eMHHX KpaiH.

7. Y myHKTI 7 3a3Ha4a€ThCs MOMEPETHs OllIHKA MOTpeOU OXOPOHU 3J0POB’S B
3asABJIGHOMY JIIKapchkoMmy 3aco0i 3a ganumu MO3 Ta/abo LlenTpy wmemuyHoi
cratuctuku  MO3 Ta/abo IleHTpy rpomaacekoro 3aopoB’ss MO3 Tta/abo
HaIllOHAIBHOTO KaHIEP-PeeCTpy YKpaiHU 13 3a3HAYEHHSM KUIBKOCTI MAII€HTIB, IO
noTpeOyBaTUMYTh 3aCTOCYBAaHHS 3asBJICHOTO JIKAPCHKOrO 3aco0y 3 HaJaHHSAM
NOCWJIaHb Ha BUKOPUCTaHI JKepena Ta BIANOBIIHUX pPO3PaxXyHKIB. MOXKYTb
BKa3yBaTHUCh U 1HIII JpKepenia (3 MOCWIaHHAMU), 1[0 MICTATh BIAMOBIIHY 1H(POpMAITit0
o0 YKpainu (gaHi eJIeKTpOHHOI cucTteMu oxopoHu 3a0poB’s, BOO3, IOHICED,
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CgitoBuit bank T01110), 3 OOIPYHTYBaHHSIM HEOOX1THOCTI BUKOPUCTAHHS IHX JHKEPEIL.
JlomaTkOBO MOXKYTh OyTH BUKOPHCTaHI JIaH1 3a Pe3yabTaTaMH JIITEPATYyPHOTO OTJISTY
MDKXHApPOJHUX JKEepe Ta JaHl, HaJaHl KIHIYHUMHE CIeliaicTaMu, 30KpeMa JIiKapsMu
B YKpaiHi.

30KpeMa 3a3HaYar0ThCA:

3araJibHE YMCJIO TAIIEHTIB B YKpaiHi, K1 MalOTh 3aXBOPIOBAHHS (TOIIUPEHICTh
3aXBOPIOBAHHS);

3arajibHE YMCJIO MAaIli€eHTIB B YKpaiHi, 110 MalOTh 3a3HAYCHY B 3asBl CTafil0 abo
TSOKKICTh 3aXBOPIOBAHHS;

KUTBKICTh HOBHUX IMAIIEHTIB B YKpaiHi, SKUM BCTAHOBIIFOETHCS 3asBJICHUH JT1arHO3
IIOPOKY (3aXBOPIOBAHICTH);

KUTbKICTh HOBUX MAIlI€HTIB B YKpaiHi, 1110 MalOTh 3a3HAYCHY B 3asB1 CTait0 a0o
TSKKICTh 3aXBOPIOBAHHS;

KUIBKICTh TMALIE€HTIB B YKpaiHl, W0 TOMEPJH BHACIIAOK 3asBJIEHOTO
3aXBOPIOBAHHS (CMEPTHICTB).

[Iporno3yBaHHsA TEHJEHIIA 3aXBOPIOBAHOCTI Ta IMOIIMPEHOCTI Ha 5 pOKIB
PEKOMEHIOBaHO BUKOHYBATH Ha IiJICTAB1 JJAHUX MPO 3aXBOPIOBAHICTH Ta MOIIUPEHICTh
METOJIOM pEerpeciiiHoro aHaiizy 3 BUOOpoM omnTuManbHOl Mozeni. [lix wac migdbopy
ONTUMAJIbHOT Mojeni (perpeciiiHoi Mojeni) MOTpiOHO BpaxoBYBATH KOEQIIIEHT
nerepminariiii (R2), mo onucye, HACKIJIbKA OTPUMAaHI1 CIIOCTEPEKEHHS MiATBEPIKYIOTh
Mojenb. JlMHamMiKa TPOTHO30BAaHMX 3HA4YeHb IIOBMHHA BIAMOBIAATH JUHAMIII
peanbHOro (HaTypaJibHOTO) Mepediry XBopoou. J{omyckaeTbest po3paxyHOK, BUXOASTUU
3 MOKa3HUKIB KpaiH CxigHoi €Bpomnu.

Buie3azHaueHi  MOKa3HMKM  MEAUYHOI  CTAaTUCTUKH 3 PO3PaXOBAHHUM
MPOTHO3YBAaHHSAM TEH/CHIIII Ha HACTYIHI 5 POKIB PEKOMEHJ0BAaHO MOJATH Y BUTJIAI
TaOJIuUIII 13 3a3HAYEHHSAM MOCWJIaHb Ha JHKEpelia CTATUCTUYHUX JTaHUX.

bibmiorpadiuHi nocuinaHHA Ha JpKEpesia CTATUCTUYHUX JAHUX PEKOMEHIOBAHO
3a3HayaTy y HACTYIHIN (hopmi:

st 3BiTiB LlenTpy memmunoi cratuctuku MO3 Hajmatu HOMEp (GopMu 3BITY,
HOMEp TaOJIUIll, HOMEpP MYHKTY Ta TIMepIOCUIaHHs Ha 3BIT (y pasi HasgBHOCTI), IO €
JOKEPETIOM JTaHHX;

JUTS TAHWUX 3 HAI[lIOHAJIBHOTO KaHIIEp-peecTpy YKpaiHu HaJAaTH HOMEp OIOJIETCHIO
HaI[lIOHAJBLHOTO KaHIIEP-PEECTPY, HA3BY MOKA3HUKA 32 pyOpUKaMU Ta TiePIOCHIaHHS
Ha (aii;

JUIS IHIIUX JDKEped CTaTUCTUYHMX JIaHMX — HajaTu Oi0miorpadiuHuil onmuc B
JOBUIBHIN (hOpMi 13 3a3HAYEHHSIM T1EepIIOCUIaHHS.

bibmiorpadiuni nmocunanHs Ha (aiiau 13 CTATUCTUYHUMU JaHUMU TOTPIOHO
BKa3aTH Ta JoJaTu (aitiam 10 MaTepialliB JOChE.
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[Totpeby oxopoHU 370POB’S B 3asBICHOMY JIIKAPCHKOMY 3aC001 pEKOMEHI0BaHO
po3paxoByBaTd 3a (opmMysO0 Ha  TIACTaBI  MPOTHO30BAHWX  TCHJCHIIIN
3aXBOPIOBAHOCTI, MOIIUPEHOCTI Ta CMEPTHOCTI:

[Iporno3oBana 3araibHe .
.. . KinpkicTh
KIJIBKICTD YHCIIO KinpkicTs HOBUX S
o .. .. Mall€HTIB, 10
MaIi€HTIB, 110 MALI€HTIB B MaI€HTIB, IKUM HoMeDIT
noTpeOyBaTUMYTh = YKpaiHi, ki + BCTAHOBIIOETHCS - BHaCJIIi)I[OK
3asIBJIEHOTO MaloTh J1arHO3 MIOPOKY
. . 3aXBOPIOBAHHS
JKapChKOTO 3aXBOPIOBAHHS (3aXBOPIOBAHICTD) )
: (CMEpTHICTD)
3aco0y (TOIIUPEHICTH)
KJITHIYHHUU PO3/1JI

8. V mnyHKTi 8 3a3HayaloThCsl HAyKOB1 JaHl IIOJ0 MOPIBHSUIBHOI KIIIHIYHOT
e(deKTUBHOCTI (PE3yJIbTATUBHOCTI) 3asIBJICHOTO JIIKAPCHKOTO 3aCO0y Ta BiJIMOBIIHOTO
JIKApChKOTO0 3aco0y/IHIIOI MEJAMYHOI TEXHOJIOTI] TMOpPIBHSHHA, B TOMY YHCIHI
MIJICYMKOBI TaOJMIIl 3 HABEICHHSIM BIJJOMOCTEW IOJ0 KIIOUOBUX BUIIPOOYBaHb Ta
BUXIJHUX JaHHUX (KOMIi JOKYMEHTIB 100 KIIOUOBUX BUIPOOYBaHb) B €JIEKTPOHHIN
dbopmi y dopmati PDF. Skio 3asBieHuit JikapchKuil 3aci0 BKIFOYEHO JO OCTAHHbBOI
aKTyaJbHOI Bepcli OHOBJIEHOro ba3oBoro mepeniky OCHOBHHX JIKAapChKUX 3ac001B
BOO3 3a mokazaHHsIM, 110 3a3HAaYEHE Y 3as51B1, IyHKT 8 10CHE MOKE HE 3aIIOBHIOBATHCS.
VY cBowo yepry st OUTbII MOBHOi Ta SIKICHOI OI[IHKK 3asBHUKY PEKOMEHIOBAHO
MPEJACTABUTH PE3YJIbTaTU TMOPIBHSUILHOI KJIIHIYHOI €(EeKTUBHOCTI Ta O€3MeKH, SKi
OyIyTh BUKOPHCTaHI npu (papMaKOEKOHOMIYHOMY MOJIEIIOBAaHHI Y 1.8 JOCHE.

1) V miamynkTi 1 myHKTY 8 neTanbHO 3a3HAYAETHCS OIUC CTPATET1 JTITepaTypHOTO
MOIIIYKY.

JlaHi 1010 KJIIHIYHOTO TIMTAHHS, SIK€ JOCHIDKYETHCA, a came, IUIhOBOI
MOMYJIAIIT, 3asgBJICHOTO JIKapChKOro 3aco0y, JIKapChKOro 3aco0y/iHIIOI METUYHOI
TEXHOJIOT1i TOPIBHSHHS Ta OCHOBHUX KIHIIEBHX PE3yJbTaTIB CJiJ] TPEICTaBUTH
BIAIOBIAHO 10 Ta0aui 18.

Tabnuug 18. Crpareris nomryky PICO

IMapamerp Onuc

[inpoBa momysLis

3asBneHuil  Jikapckkoro — 3acody (i3
3a3Ha4eHHsIM (DOpMHU, TO3yBaHHS Ta CIIOCOOY
3aCTOCYBaHHs)

Jlikapchkuit 3aci0/iHia MeIn4Ha
TEXHOJIOTisI TOpIBHSIHHS (13 3a3HAYEHHSIM
bopmu BUITYCKY, J03yBaHHS (ue
3aCTOCOBYETBCSI 10  IHINOI  MEAWYHO1
TEXHOJIOT1i HE JiKapchKoro 3acoly) Ta
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croco0y 3aCTOCYBaHHS)

KimouoBa (-1) wiminiyHa (-1) Ki"meBa (-1)
TouKa (-1) eh)eKTUBHOCTI (pe3yibTaT)

KimrovoBa (-1) kmiHiyHa (-1) KiHIeBa (-1)
TouKa (-1) ePEeKTUBHOCTI (pe3ynbTar), Ky (-
i) Oyme (-yth) 3actocoBaHo (-1) y
nojaibioMy y  (hapMakoeKOHOMIYHOMY
aHasizi

JleTanpHuil OomMC KPUTEPiiB BKIIOYEHHS Ta BUKIIOYEHHS JOCTIIKEHBb H0/3

MOIIYKY PEKOMEHI0BAHO HajaTH y Tabmumi 19.

Tabmums 19. Onmc kpuTepiiB BKIIOYCHHS Ta BUKIIOUEHHS JOCIHIIKEHBb J10/3

ITOITYKY

IHapamerp Kpurepii

BRKJIIOYCHHHA

Kpurepii BUK/II0YeHHS

[{isboBa mOMyJIsIIis

3asiBIEHUII JIIKApCHKOTO
3aco0y

Jlikapchkuii 3aci0 /iHIma
MEIMYHA TeXHOJIOT 1S
MOPIBHSIHHS

Pe3ynbTaTu (KII1HIYHI KIHIIEBI
TOYKH )

Tun myOmikamii (un Au3aiH
TOCIIIKEHHS )

YacoBi paMKH MOITYKY

[H1re (3a motpedu)

Crpareris OIIYKY Ma€ BKIIIOYATH I€TATbHUN MEpeiK eIeKTPOHHUX 0a3 TaHuX,
Jie TIPOBOAMBCS TMOIIYK, KIIFOUOBUX CIJIB, KPUTEPIiB BKIIOUCHHS Ta BHUKIIOYCHHS
nociixeHb. HeoOxiiHO Hamatu AeTalibHy 1H(OpMalito, o0 pe3yibTaTd MOUIYKY

MOTJIM OYTH BIJITBOPEHI Ta OLIIHEHI.

2) YV mianyHKTi 2 TyHKTY 8 3a3HA4a€ThCsl METO0JIOTIS BiIOOPY Ta OCTATOUHUIMA
nepeiK BIAMOBIAHMX MyOiKaliid 3riTHO 3 MPOBEIECHOI0 CTPATETIEI0 JITEPATYPHOTO

MOIIYKY.

Bin0ip nanux mae Oyt npeAcTaBieHU y ¢popMi JiarpaMH y BIATOBIAHOCTI A0
MpaBuJ TPO30POI 3BITHOCTI CUCTEMATHYHUX OMISAIB Ta MeraananmiziB PRISMA
(Preferred Reporting Items for Systematic Reviews and Meta-analyses — kpari 3BiTHI
CIEMEHTH JUI CHUCTEMAaTHYHHMX OTJIAIIB Ta METaaHaji3iB); HEOOXiJHO 3a3HAYHUTH
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MPUYUHA BKIIFOUCHHSI/BUKITFOUCHHSI J10/3 TONTYKY MyOJiKaIlii TOCTIKEHb Ha KOXKHIN

dbopMyeTbes Tepentik BiAMOBIIHUX JKEPEll, 0 MiANISATaloTh aHai3y.

Ta6mus 20. Tlepenik mxepen

Jxepeio IIprunHa BKJIOYEHHS/ BUKJIIOYEHHS

3) V nianyHKTi 3 MyHKTY 8 3a3HA4Ya€ThCsl CYKYIHUN PE3yJIbTaT Ta y3arajlbHEHI
JIaHl 11010 KJITHIYHOI €(DEKTUBHOCTI 3asBJICHOTO JIIKAPCHKOTO 3ac00y Ta JIIKapChKOTO
3ac00Y/1HIIOT METUYHOT TEXHOJIOT1T MOPIBHSIHHS.

B 3amexHoCTi Bii TOWIYKY 3asBIEHOTO TUIly MmyOmikamii (MeTaaHamizy,
CUCTEMAaTUYHOIO  OIJISAY, PaHAOMI30BaHMX  KOHTPOJIbOBAaHUX  JIOCIIKEHb,
KOHTPOJIbOBAHUX JOCITIKEHb UM KOTOPTHUX JOCTIIKEHb) MOMYCKAETHCS IMOJAHHS
pE3yNbTATIB BXKE OMyOJIKOBAHOIO METaaHaI3y UM CUCTEMATUYHOIO OTJISIAY HA TEMY
BUBYEHHS 3as1BJICHOTO MOKAa3aHHs JIKapChKOTro 3ac00y (IIIHOBOI MOIMYJISAIIIT).

VY pasi, SKIIO OMyOJIKOBAHOTO METaaHali3y Yd CHUCTEMATHYHOIO OTJISiAy HE
3HANEHO, HAJJAETHCA CAaMOCTIMHO MPOBEICHUM CUCTEMATUYHUI OTJISAl YA METaaHasl3
ab0 0o/IHE TOCHIIKEHH (PaHA0MI30BaHe, KOHTPOJIbOBAHE YA KOTOPTHE) 32 YMOBH, 1110
CTaHOM Ha JIaTy MOJaHHs 3asBH, BOHO € €IMHUM OITyOJiKOBaHUM JOCIIIKEHHAM IS
3asIBJICHOTO JIIKAPCHKOTO 3ac00y Ta JIKapChbKOTO 3aC00Y/1HINOT MEAMYHOI TEXHOJOTI]
MOPIBHSHHSA 3a 3asiBJICHUM TOKa3aHHSM.

3asgBHUK MO’K€ HaJaTH IOJATKOBI [OKAa30Bl JaHl, IO HAIXOOATh 3 JaHHUX
peanbHOi KiiHIYHOT TpakTuk (RWD/RWE), 3a HasiBHOCTI.

PesynpraTn 110710 KJIIHIYHOI €(PEKTHBHOCTI 3a OCTAaTOYHO BHU3HAYCHUMH
nyOmikarisiMi  (OmyOJIIKOBAaHOTO METaaHalli3y YW CHUCTEMaTUYHOTO OrJsay, ado
BUKOHAHOTO BJACHOTO METaaHaji3y 4YM CHUCTEeMAaTHUYHOTO OISy, abo OJHOTO
JOCIIIJIKEHHS) MatoTh OyTH Hajalll BIIOOpaXeH1 y po3paxyHKax epeKTUBHOCTI BUTpAT
(y mozeni (hapMaKOEKOHOMIYHOTO aHaTi3y).

TakuMm 4YMHOM, y MIANYHKTI 3 MOYHKTY &8 HEOOXIIHO 3a3Ha4yaTH CYKYIHHMA
pe3yJabTaT Ta Yy3arajdbHEH1 JaHl MO0 KIIIHIYHOI €(GEeKTUBHOCTI 3asiBJICHOTO
JKapChKOTo 3ac00y Ta JIKapChKOIo 3ac00y /1HIIOT MEIUYHOI TEXHOJIOT1i OPIBHSIHHS
3 mnyOmikamiii BUMpoOyBaHb, pe3yjidbTaTH SKUX OylId BKIIOYEHI 10 MOJel
dhapMaKOEKOHOMIYHOTO aHami3y. Y pas3i MPEeACTABICHHS pPE3yJbTaTiB JOJATKOBHUX
JOCTIIKEHb, K1 He OyiM BKIIOYEHI B MOJAENb (PapMakOEKOHOMIYHOTO aHali3y, aje
MOPIBHIOIOTH 3asBJICHUN JIIKAPCHKH 3aci0 3 KOMITApATOPOM JJIsi BA3HAYEHOT IITHOBOT
nomyJsiii (MopiBHSUIbHA KITIHIYHA €(DEKTUBHICTH (PE3yJIbTaTUBHICTH)), HEOOXITHO 11
JaH1 IPEICTaBUTH Y BUTIIsAL TaOmuI 21.

Tabmuns 21. Tlepenik AOCTIIXKEHb, PE3yNbTaTH SKUX HE BKIIOYEHI Y MOJEIb
(hapMaKOEKOHOMIYHOI'O aHAJII3Y, aJie MPEJICTABJICH] Yy KITHIYHOMY pO3/iTi
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HasBa gociimkeHHs

Jl3aliH KIIHIYHOTO JOC1IKCHHS

[Tomyssis

3asBeHUI JTIKapChKU 3aci0

JlikapcbKuit 3aci0/iHIIa MEAMYHA TEXHOJIOT1S TOPIBHIHHS

OOrpyHTYBaHHSI HE BKJIIOYEHHS JAHOTO JOCIHIJKEHHS Y
MOj1eJTb (HapMaKOEKOHOMIYHOTO aHaTi3y

OOrpyHTYBaHHS BKJIIOUCHHS JOCIIDKCHHS y KIIHIYHHMA
PO3ILIT

[lepeBara HajlaeThCs IPEICTABICHHIO KIIIHIYHO 3HAYYIIUX KIHIIEBUX PE3yJIbTATIB
(KIHIIEBUX TOYOK, TMOB’SI3aHUX 31 CMEPTHICTIO, 3aXBOPIOBAHICTIO; KIHIIEBI TOYKHU
3JI0pPOB’s, TIOB’SI3aH1 3 SIKICTIO KHUTTS). Y pa3i BUKOPUCTAHHS CypOraTHOI KIHIIEBOi
TOYKU (3MIHHOI, IO 3a0e3medye HempsiME BU3HAUCHHS pe3yibTaTy JIKyBaHHS,
HAIPUKJIIA, 3HUKEHHS apTeP1aIbHOTO THCKY, 3MiHA PIBHS XOJECTEPUHY JITTONMPOTEI B
HU3BKOT IIIJIFHOCTI TOIIO) HEOOXIIHO HaJlaTh OOTPYHTYBAaHHS IIOJI0 MOXJIMBOCTI ii
BUKOPUCTaHHS Yy BIAMOBIJHIM CUTYyalli Ta NIATBEPAXKYOUY 1H(OpMAIIIO, 1O 3T1THO
MIPOBEJICHOTO MOIIYKY HE ICHY€E MEeTaaHasi31B/CUCTEMAaTUYHUX OTJISIIB YU IEPBUHHUX
JOKEpen 3a KIIHIYHO 3HAYyIIUMU KIHIIEBUMH pe3yJbTaTaMu [IJIsl  3asBJICHOTO
JKapChKOTo 3ac00y Ta JIKapChKOIo 3ac00y /1HIIOT MEIUYHOI TEXHOJIOT1i MOPIBHSIHHS
CTaHOM Ha MOMEHT TTO/TaHHSI 3asBH.

Mae OyTu mpejcTaBiieHa Badifallis CyporaTHuX abo MPOMIKHUX TOYOK, & TAKOXK
3HAUEHHA 3B’A3Ky MIDK CYypOraTHUMH a00 MpPOMIDKHUMHU pe3yjbTaTaMu Ta
BIJIMOBITHUMHU PE3YJIbTATAMU JIIKyBaHHS JJIs MAITI€HTIB.

PesynpTat 1m070 KIIHIYHOT €(GEKTHBHOCTI 3a OCTATOYHO BU3HAYCHUMH
nyOmikamisMud (OmyOJIIKOBaHOTO METaaHaj i3y 4YdM CHUCTEMAaTHUYHOTO OrJsidy, abo
BJIACHOIO BHUKOHAHOIO MeETaaHajli3y 4YM CHCTEMAaTHUYHOrO OIsiay, abo OJHOro
JOCITIJIPKEHHSI) MAaOTh OyTH y3arajJbHEHI Ta CTaTHCTHYHO 00 €aHaHl. CTaTUCTHYHI
IHCTPYMEHTH, 3a JOTIOMOTOI0 SIKUX Y3arajibHEHO pe3yibTaTH, MalOTh OYTH OIKCaHI.

[Ipyu mnpencraBneHHi  pe3yabTaTiB  ONMyOJIKOBAHOIO  METaaHaizy  4d
CHUCTEMATUYHOTO OIJISIAY, /10 MyOJsiKalii MaloTh YBIMTH TOAATKU, IO 3raayrOThCs B
onyOJIIKOBAHOMY METaaHai31 Y1 CUCTEMaTUHYHOMY OTJIsA/I1, 00 BIJIMOBIIHI MOCHUJIAHHSI
Ha MMOBHOTEKCTOBI MyOJTiKaIIii.

[Ipn mpoBeneHHI MeTaaHai3y YW CHCTEMAaTUYHOIO OIJISAY, PEKOMEH]IOBAHO
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BKJIFOYATH TIPSIMI PaHIOMI30BaH1 KI1HIYHI BUTTPOOYBAHHS (JIOCIIKEHHS) 3asBICHOTO
JKapChKOTO 3ac00y Ta JIKapChKOTo 3aco0y /iHIIOI MEIUIHOT TEXHOJIOT1T TOPIBHIHHS.
3a BIJICYyTHOCTI TaKOTO THITY JTOCHIIKEHb 70 OTJISIAY MOXKYTh OyTH BKJIIOUEHI M 1HIII
TUTNIU JIOCHIJKEHb (HAMPHUKIAJ, KOHTPOJIbOBaHI, KOTOPTHI), aje y TaKOMYy BHUMAJAKY
HAA€ThCS OOTPYHTYBAHHS 1I0JI0 MOXKIIMBOCTI 1X 3aCTOCYBaHHS.

[Ipu mpencrtaBieHH! pe3ybTaTiB CAMOCTIHHO TMPOBEACHOTO METAaaHANI3y YH
CUCTEMATUYHOTO OTJISIAy, TNEpeNiK BIAMNOBIAHUX JOCHIDKEHb 3 y3aralbHEHUMHU
KJIIIHIYHUMH pe3yIbTaTaMHi Ma€ OyTH BU3HAYEHO 3T1IHO 3aPOIOHOBAHO1 IT1JICYMKOBOT
TaOIuIll 22 13 3a3HAYEHHSIM: JU3aiHY KOXKHOTO BKJIFOUEHOTO JOCIIIKEHHS, MICIIS X
MIPOBEJICHHS; KPUTEPIiB BKIFOYEHHS; JOCIIIKYBAaHUX JIIKAPChKHUX 3ac001B; KIJIBKOCTI
MAIllEHTIB Yy PI3HUX Tpymax LUX JOCTIKEeHb, 1HGOpMaIlii Mpo BUKOPUCTAHHS
Nalle€HTaMU CYITyTHBOTO JIIKYBaHHS (OTJIA TOAATKOBUX JIKAPCHKUX 3aC001B, 110 OyJIn
JI0O3BOJICHI Ta 3a00pOHEH1 MiJ Yac KIHIYHOTO JOCHIIKCHHS); KIHIIEBUX TOYOK;
00’€IHAHOTO KJIIHIYHOTO PE3YNbTATY 3a BKIOUEHUMHU JOCIIKEHHAMU, IO YBIAJE 10
(apMakOEKOHOMIYHOrO aHami3zy. Moske HagaBaTuCh TpadiuyHa Npe3eHTallsd
CTaTUCTUYHHX JAHUX, SKa JOMOBHIOE TSKCT Ta JaH1 B TAOIMIII, aji¢ HE 3aMIHIOE iX.

Tabmums 22. BignoBigHi JOCTIMKEHHS 3 y3aralbHCHUMHU KITIHIYHAMH
pe3ynbTaTamMH, sIKI BKJIIOYEHI Yy CAMOCTIMHO MPOBEACHHWN MeTaaHalll3 4YH
CHUCTEMAaTHUYHUI OTJIST

IHapameTtp Hocaipkenns | locaigxenns| Nx (3a morpedn)
1 2

Jln3aitH KIIIHIYHOTO
JOCTIKeHHS (HaIaTH OIIHC)

Kpurepii BKIIFOUEHHS MAIIEHTIB
JI0 KJTHIYHOTO JTOCJIIJIKEHHS
(Hamatu omuc) Ta 6a30Bi
XapaKTEPUCTUKHU MAIIEHTIB

Micue npoBeaeHHs (cTarioHap/
amMOyJaTOpHE JIKyBaHHS )

TpuBamicTh TOCTIKESHHS

HocnimkyBaHi JiKapchbKi 3aco0u
(BTpy4YaHHs JJ1 KOXKHOI TPYIH 3
JeTalbHUM OnucoM (hopmMu
BUITYCKY, JJO3YBaHHS Ta CIIOCO0Y
3aCTOCYBaHHs)

KisbKiCTh NAIIEHTIB Yy
JOCIIJIKYBaHUX rpymnax (n)

BukopucranHs CyIyTHbOTO
JIKyBaHHS y Tpynax (HajaTu
OTIHC)
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[lepBuHHa KiHIIEBa TOYKA
(mepBUHHUM pe3ynbTar) i3
3a3HAYCHHSIM OJIUHHIIb
BUMIPIOBaHHS

BtopuHHa KiHIIEBa TOYKA 13
3a3HAYECHHAM OJIMHUIIb
BUMIPIOBaHHS

Tun anamizy y 10CipKeHH]
(nampukJiazn, intention to treat,
per protocol)

Onuc BUSABIEHOTO OCHOBHOTO
pe3yNbTaTy Ta HOTO CTATUCTHYHA
3HAYUMICTh

(95% noBipuuii iHTEpBa, p-
3HAYCHHS)

JlaHi CTaTUCTUYHO 00’ €THAHOTO
KJIIHIYHOTO pe3yJIbTaty, 1o Oyze
BKJIFOUEHO 10
(dhapMaKOEKOHOMIYHOTO aHAII3y 3
HaJaHHSAM OOTPYHTYBaHHS
BUOOpPY (OLIIHKA IT'€TePOTreHHOCT],
95% noBipunii iHTEpBAI, p-
3HAYCHHS)

MetonosioriyHa  SIKICTh  KOXKHOTO ~ BKJIFOUEHOTO /IO METa-aHali3y 4
CUCTEMATUYHOTO OTJIAY JOCHIIKEHHSI Ma€e OyTH OIliHEHAa, OCKIJIbKH 1€ BIUIMBA€E HA
HAJIHHICTh Ta JOCTOBIPHICTH OTPUMAHUX PE3YyJIbTaTIB.

O11iHKa SIKOCTI1 OY/Ib-IKOTO JOCIKEHHS TOBUHHA BPaXOBYBaTH:
1) BIANOBIIHICTH AU3AWHY JOCHIIPKEHHS MET1 TOCI1IKEHHSI,

2) pHU3UK CHCTEMAaTHYHOI TIOMWJIKH (BHACIIJOK HEHAJCKHHUM YHHOM
CIUTAHOBAHOTO JIM3aiHy MOCHIDKEHHS 4u 300Dy, aHami3y, IHTeprpeTallii, myomikarii
YU OTJIAlY JaHUX);

3) iHIII MUTaHHSA, TTOB’sA3aH1 3 AKICTIO TOCTIHKCHHS;
4) BuOip IHCTPYMEHTY ISl BUMIPY pe3yibTaTy;

5) mUTaHHS CTATUCTUYHOTO AHAIIZY;

6) SIKICTh 3BITHOCTI TIEPBUHHUX JIKEPET,;

7) SAKICTh BTPYYaHHS;

8) y3arajabHEHICTb.
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Mae OyTu npecTaBiIeHUd ONKUC CTATUCTUYHOI YaCTUHU, 1110 BUKOPUCTOBYBAIACH
IpU y3arajJbHEHH] JaHUX.

ko JikapchKui  3aci0  BUKOPHUCTOBYETHCS JUIS  JIIKYBaHHSA —PIAKICHUX
(opdanHmNX) 3axBOpIOBaHb, HAAAEThCSA 1H(OpMAIS TPO KIIHIYHI BHUIPOOYBaHHS
(tocniKeHHs ), sIKI BEYThCSA B JAaHUWA 9ac Ta MOXYTh PO3IIMPHUTH MOKA3aHHS IIOA0
O1TBIIMX TMOMYJIAIINA MaIieHTIB (HANMpUKIaA, TEMEpIliHl MOKa3aHHs J0 3aCTOCYBaHHS
IIPH TSHKKOMY 3aXBOPIOBaHHI Ta KJIIHIYHI BUITPOOYBaHHS (AOCIIIKEHHS ), III0 BETYThCSI
Hapasi 100 3aCTOCYBaHHS JIJIs1 OUIBII JIerKux ¢hopm 3axBoproBaHHs). [1]010 KokHOTO
BUNPOOYBAaHHS HATAETHCA KOPOTKHUI OMKC TaKoi 1H(pOopMaIiii.

Haii0ib11 MEepeKOHIMBUM € TpsSME pPaHI0MI30BaHE KIIIHIYHE BHUIIPOOYBaHHS
(IOCHIIKEHHSI) 3asiBJICHOTO JIKApCHhKOro 3aco0y Ta JIIKapChKOro 3aco0y/iHIIOq
MEJIMYHOI TEXHOJIOT1i MOPIBHSHHA. 3a BICYTHOCTI TAKOTO TUIY JOCITIIKEHHS MOXE
OyTH Ipe/ICTaBIEHO KOHTPOJIbOBaHe uM KoropTHe. [Ipu mpencraBiieHH] JaHUX 100
OJTHOTO JOCIIKEHHS KIIIHIYHI Pe3yibTaTH MalOTh OyTH y3arajbHEHI BIAMOBIAHO 10
3alPONOHOBAHOI MMIJICYMKOBOI TaOJMI{, MO MICTUTH 1H(OpMAI0 Npo AU3aliH
MPEACTABICHOTO  JIOCHIJKEHHS, KpUTEpli BKIIOYEHHS, MICIE¢ IPOBEJICHHS,
JOCIIIJIKYBaH1 JIIKapChKl 3aCO0M, KUIBKICTh MAall€EHTIB y JOCIIKYBaHUX TIpyIax,
BUKOPUCTaHHSA MAlllEHTAMH CYIyTHBOTO JIIKYBaHHS NAl[lEHTaMH, KIHIIEBUX TOYOK, L0
OynyTh BKIIFOUCHI /10 (hapMaKOCKOHOMIYHOTO aHai3y (Tabmuis 23).

[Tpu nipeacTaBieHH] pe3ybTaTiB KITHIYHOTO JOCTIKEHHS, 10 MyOTiKallii MatoTh
YBIATH JTOJATKH, IO 3TayIOTHCA B OMYOJIKOBAHOMY KJIIHIYHOMY JIOCHIIKE€HH1, a00
BIJIMOBIIHI TTOCUJIAHHS HA IIOBHOTEKCTOBI MyOTiKaIlii.

Ta6mui 23. IlpencraBineHHs pe3yabTaTiB OJTHOTO JTOCIKEHHS

IMapameTp Onuc pociiaKeHHs

Ha3sa nyOmikarii

JIv3aiiH TOCIIIKCHHS

Kpurepii  BKk/IIOYEHHS  MalieHTIB Ta  0a3o0Bl
XapaKTePUCTUKH TAIIEHTIB

Micue mnpoBeneHHsi  (crtamioHap/  amOyJaTOpHE
JKyBaHHS)

TpuBanicth TOCTIIKEHHS

HocmimxyBaHuii Tikapchbkuii 3aci6 (hopma BUITYCKY,
J03yBaHHS Ta CMOCi0 3aCTOCYBaHHS)

Jlikapchkuii 3aci0O/iHIIa MEAMYHA TEXHOJIOT1s
nopiBHSAHHSA (opMa BUIYCKY, JO3yBaHHA Ta CIOCIO
3aCTOCYBaHHS JIIKapChKOTo 3aco0y abo BiJMOBITHA
iH(MOpMaITis TS 1HIIIOT MEUYHOI TEXHOJIOT1)

KinbKkicTh MamieHTiB y OCTIKYBaHUX Ipymnax (N)
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BukopuctanHs CymyTHBOTO JIIKyBaHHS y IpyIax

[TepBuHHA KiHIIEBa TOYKA (MIEPBUHHMMA PE3yiIbTaT) i3
3a3HAYEHHSM OJIMHHIIH> BUMIPIOBAHHS

BropunHa KiHIIeBa TOYKA 13 3a3HAYEHHSIM OJMHHUIb
BHUMIPIOBaHHS

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

Ornuc BUSIBICHOTO OCHOBHOTO PE3ybTaTy Ta OTo
CTaTUCTUYHA 3HAYNMICTh

Pesynbrar, 1mo O0y/e BKIFOUYEHO J0
(bapMaKOEKOHOMIYHOTO aHaIli3y 3 HATAHHIM
OoOTpyHTYBaHHSI BUOODY

BucHOBKHU 1110/10 TOPIBHSJIBHOT KITHIYHOT €()eKTUBHOCTI MICTATH:

OIINC 6y,[[I:-5IKI/IX oOMeKeHb MGTOI[OJIOI’i.l. Ta IIPOBCIACHHA BI/IHpO6YBaHHSI, 1o
BIUIMHYJIX HA SIKICTB JaHHUX, 0 PO3IIIAAA0TbCA,

pe3yJIbTaTH JIIKYBaHHS, 1110 O€3M0CepeIHbO BU3HAYAIUCH 3a KIHIEBUMHU TOUYKAMU
(KIHIIEBUX TOYOK, IMOB’S3aHUX 31 CMEPTHICTIO, 3aXBOPIOBAHICTIO; KIHIIEBI TOYKU
3JI0pOB’sl, OB’ s13aH]1 3 AKICTIO JKUTTA) YU 32 CypOraTHUMHU a00 MPOMI)KHUMU TOUKAMU
(HampuKIaa, 3HWKEHHS apTeplaibHOTO THUCKY, 3MIHA pIBHSA  XOJECTEPHUHY
JINONPOTEIIB HU3bKO1 HIUIBHOCTI Ta 1HII);

aKTyaJIbHICTh OL[IHIOBAHUX PE3YJIbTATIB KIIHIYHUX BUNPOOYBaHb (AOCIIIKEHb)
11010 KJIIHIYHUX PE3YJbTaTiB, OUIKYBAHUX MPU MEAUYHOMY 3aCTOCYBaHHI;

MOXJIMB1 ()aKTOpU BIUIMBY Ha TEHEpali3alil0 pe3yJbTaTiB  KIIHIYHOTO
BUNPOOYBAaHHS (JIOCTIHKEHHS) JUIS JIIKYBaHHS TALIEHTIB y IMOJASHHIM KJIIHIYHIMA
MpaKTUIll B YKpaiHi,

BIJIMIHHOCTI Y TOKa3HMUKAaX KIIHIYHOT €(EKTUBHOCTI MDK MOMYJSAIISIMH
JOCITIIKYBaHUX TAIIEHTIB Ta HACEIICHHAM Y KpaiHH.

4) V nianyHkTi 4 TyHKTY 8 y BUNAJAKY, SKILO NPsSMI MOPIBHUIbHI BUIPOOYBaHHS
13 3asiBJICHUM JIKAPCHKUM 3acO00M Ta JIKApPChKUM 3aCOOOM/IHIIIO MEIUYHOIO
TEXHOJIOT1€10 MOPIBHSAHHS BIJCYTHI, HEOOX1IHO HaJAAaTH 1HPOPMALIiIO 32 PE3yIbTaTaMU
HEMpPsIMOTO TMOPIBHAJIBHOTO JAOCHKeHHs. it #oro mnpoBeneHHs Moxe OyTu
BUKOPUCTAHO  HAOlp  1Uane00-KOHTPOJBOBAHMX  KIIHIYHUX  BUNPOOYBaHb
(mocmimxkenb), ab0 — KIMHIYHUX BUOPOOYBaHb (OCIHIKEHb) 3 AKTUBHUM KOHTPOJIEM
31 CMUJIBHUM JIIKQPCHbKUM 3aCO00M/MEANYHOIO0 TEXHOJIOT1€I0 TTOPIBHIHHS.

[Ipu npoBeieHHI HEMPSAMUX NOPIBHSUIBHUX AOCIIHKEHb HAIAIOThCS:

OLIIHKA JOIUIBHOCTI MPOBEICHHS HEMPSMOTO MOPIBHSAHHS Ta OOIPYHTYBAaHHS
BUOOPY JUKepen JaHUX, 10 BUKOPUCTaH1 P HENPSIMOMY TTOPIBHSHHI;
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YITKUN OMKC METOOJIOTIi HEMPSIMOTO MOPIBHSIHHS,

nepemnik BUIpoOyBaHb, AKi BiAiOpaHi AJig MPOBEACHHS HEMPSMOTO MOPIBHIHHS
(Tabnuis 21);

pe3ynpTaTH  CTAaTHUCTUYHOI  OIHKM  HEOJHOPITHOCTI, OMHC  CTYHEHS
HEOJTHOPITHOCTI Ta 1 MPUYMHU;

SKIIO € CYMHIBH WIOJ0 PEJICBAHTHOCTI OKPEMHUX BKIIOUCHHX Yy HEMpsMe
MOPIBHSHHS BUMPOOYBaHb, HEOOXIJHO HAJATH aHANI3 YYTJIHWBOCTI, MPHU MPOBEJICHHI
SIKOTO 1€ BUTIPOOYBaHHS BUKIIIOUCHE;

OIlIHKA SIKOCTI BKJIFOUCHHUX Y HETIPSME TOPIBHSHHS JTOCIIKEHb;

BIZIMIHHOCTI MDX JPKepellaMH JaHuX, 110 HaJarTh 1HGOpMAIlI0 MPOo KIIHIYHI
pe3yJbTaTH JIIKAPCHKOTO 3aco0y, KU 3aCTOCOBYETHCS MPH 3asIBICHUX MOKa3aHHSX,
Ta TUMH JKEpeIaMu JaHuX, K1 HAJAlTh 1H(POPMALIIO MPO JIKAPChKUN 3aciO/iHIILY
MEIUYHY TEXHOJOTII0 TIOPIBHSHHS, IO BHUKOPHCTOBYBAIUCS TIPH HEMPIMOMY
MOPIBHSHHI.

JI71st 1bOTro BKA3yHOTHCS BIIMIHHOCTI Y:

NOMYJISALISAX NaI[lEHTIB IIJISIXOM MOPIBHSAHHSA KPUTEP1iB BKIIFOUCHHSI/BUKIIFOUECHHS,
OCHOBHMX JeMorpaiuyHuX JaHUX, BH3HAYAlOYM BIJIMOBIJHI MapaMeTpH, Takl sK
TSKKICTh 3aXBOPIOBAHHSA Ta MONEPEIHE JTIKYBaHHS;

dapmakoTepanii NUIIXOM TOPIBHSHHS PEXKHUMIB JTO3YBAaHHSA  3asiBICHOTO
JKapChKOTo 3aco0y, JKapChKOTO 3ac00y /IHIIOT METUYHOT TEXHOJIOT1T MOPIBHSIHHS Ta
JIOJIATKOBHUX JIIKAPCHKHUX 3aCO01B;

METO/I0JI0T1i BUIPOOYBaHb;
KIHIIEBUX TOYKaxX Ta iX pe3yibTarax;

OOMEKEHHSAX KJIIHIYHOTO BUIMPOOYBaHHS (IOCTIIKEHHS) IUIAXOM TMOPIBHSHHSA
O0OMEKEHb Y METOJIOJIOT1 Ta 3aCTOCYBAHHI pe3yJIbTaTIB HA MPAKTHIII;

iHpopMmaiii mpo Oyab-sSKi 1HII MEepeBard Ta HEAOJIKH, KpIM KIIHIYHUX
pe3ynbTaTiB Ta MOOIYHUX pPEeaKIii, 3asBJICHOrO JIKapChKOro 3aco0y Ta JKapChbKOTO
3ac00y /1HIIIOT MEUYHOI TEXHOJIOT1i MOPIBHAHHSL.

9. ¥V nyHkTi 9 3a3HauYarOThCs JaHi MI0JI0 MOPIBHSIBHOI OE3MEKU 3asiBJIECHOTO
JIKapChKOro 3aco0y Ta BIAMOBIAHOTO JIKAPCHKOro 3aco0y /MEIMYHOI TEXHOJIOTIT
NOPIBHAHHSA 32 3asBJICHUM Y 3asB1 OKa3aHHSAM, B TOMY YMCJI1 MiJICYMKOBI Ta0nuIi 3
HABEJICHHAM BIJJOMOCTEH MIOAO KIIOYOBHX BHUNPOOYBaHb, IO BKIIOYAIOTHCS JI0
MarepiaigiB JIOCh€ Ta BHUXIIHMX JaHUX (KOmMmii JOKYMEHTIB IIOAO KIIOYOBHUX
BUNIPOOYBaHb) B eNEKTPOHHIH dopmi y hopmati PDF.

S0 3asBACHUN JOCHIIPKYBAaHUHN JIKApChbKUI 3aci0 BKIIOYEHO O OCTaHHBOI
akTyanpHOi Bepcli ba3oBoro mepeniky OCHOBHUX JiKapchkux 3aco6iB BOO3 3a
JOCITIKYBaHUM TTOKa3aHHIM, IYHKT 9 He 3allOBHIOIOTHECS. Y CBOIO Yepry 3asBHUK
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MO’K€ MOJaTH JOAATKOBI JaHi, K1 BIATIOBIMAIOTh MyHKTY 9.

SIKIIo cTparterisi MOIIYKY JOKAa30BHX JaHHX, IO CTOCYETHCS OLIHKH O€3MeKu
3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y, CIIBIIaa€ 3 TI€I0, MO MPEACTABICHO Y YaCTHHI
aHaJi3y KJIIHIYHOI €()eKTUBHOCTI 3asiBICHOTO JIIKAPCHKOro 3aco0y Ta BIAMOBIIHOTO
JIKapChbKOTO 3aco0y/iHIIOT MEAUYHOI TEXHOJOTIi MOPIBHAHHA, TOJI MPEICTaBISATH
J0JJAaTKOBO OKpPEMY CTpaTerilo TOUIYKYy JUIsl OI[HKM Oe3leKd 3acTOCyBaHHS
JIKapChKOT0 3ac00y HE MOTPIOHO.

Skmo maHuxX JOCHIIKEHb, BKIOUEHHUX J0 aHaI3y KIIHIYHOI e(pEeKTHBHOCTI,
HEJIOCTATHBO IS OIIHKKH Tpodiato OE3MeKu, CiIiJ PO3rJISHYTH TUTAaHHS MPO
BKJIFOYEHHS JIOJJATKOBUX KPUTEPIiB JI0 CUCTEMATUYHOTO OISy Ta MPEACTABUTH Y
nignyHkTax 1 — 3 myHkTy 9 okpeMuil ommc cTpaTerii MouIyKy, OImUC BiIOOpY
BIJIIOBITHUX MyOdiKamiif, ONMUC Ta Yy3arajJbHEHHS pE3yJbTaTIB 3 BIIIOpaHUX
nyOJiKaiiil 1moJ0 Oe3MeKH 3aCTOCYBaHHSI 3asBJICHOTO JIIKAPCHKOTO 3aco0y Ta
JIKApChKOT0 3ac00y /MEANYHOI TEXHOJIOT1] NOPIBHAHHA. OKpeMUil MOIIYK HEOOX1THO
IPEACTaBUTH 3TIJHO 3 MIAMYHKTaMH | — 3 TyHKTY 8 3 J0oAaBaHHSAM BIJIOBIIHUX
3alpONOHOBAHUX TAOJUIIb.

Tabnuug 24. Pe3ynpTaTi ONUCY Ta y3araJlbHEHHS aHaIi3y Bi110paHuX myOsikaiiii
o0 Oe3MeKH 3aCTOCYBaHHS 3asBJICHOrO JIIKAPCHKOTO 3ac00y Ta JIKapChKOIro
3ac00y/1HIIOI METUYHOT TEXHOJIOT11 MOPIBHSIHHS

Hocaimxenns Ne*

Jlikapcbkui
3aaBiennii | 3acio/inma |BignocHuii | BignmiHHicTD
Onmne JIKAPCHKHMH | MeIM4YHa pHU3UK PU3HKIiB
3acio TexHoJjorist | Relative Risk
(n=x) |mopiBusinus|Risk (95% | difference
n (%) (n=x) CI) (95% CI)
n (%)

3arajjbHa KIUJIBKICTh ITOOIYHHUX
peakiii

3aranpHa KUIBKICTh CEpPHO3HUX
MOOTYHUX PEaKIIii

3aranpHa KUIbKICTh CMEPTE

3arajbHa KUIBKICTH ITOOIYHUX
SBUI, 10 HIPHU3BOJAATH  JO
TUM4YacoBOi  a00  ITOCTIHHOIL
BiJIMIHH JIIKYBaHHS

3aragpHa KIIBKICTh IIAIIEHTIB,
0 BIJIMOBWJIMCH BIJ ydYacTi y
OCITIIKEHHI qyepes
HECTIPUSTIIUBI TTOAIT
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* IS 3pyYHOCTI BHKOPHUCTAHHS JI0 TAOJHIII MOXYTh JOJABATHUCh KOJIOHKH 3
JIOTATKOBUMHU JOCTIPKCHHIMHU.

Y mianmyHKTI 4 TyHKTY 9 y BUNAJKY, SKIIO MPsAMI MOPIBHSUIbHI BUIPOOYBaHHS 13
3asiBJICHUM JIIKApCBKOTO 3aco0y Ta JIKapChKOrO 3acOO0Y/IHIIOI MEAUYHOIO
TEXHOJIOTIE€I0 MOPIBHAHHS BIZACYTHI, HEOOXITHO HaJaTH iH(pOpMaIliio 3a pe3yIbTaTaMu
HETPSMOTO TMOPIBHJIBHOTO AOCIIKEeHHs. JJ11 Iboro MOXe OyTH BUKOPHCTAaHO HAOIp
1a11e00-KOHTPOJIbOBAHUX ~ KJIIHIYHUX BUIPOOYBaHb (JIOCTIIKEHB), ab0 TaKuX
JTOCIIPKEHb 3 aKTUBHUM KOHTPOJIEM, 31 CIUIBHUM JIIKAPCHKUM 3acO00M /iHIIIOO
MEINYHOIO TEXHOJIOTI€I0 MTOPIBHIHHSL.

[Ipu BuOOpPI OIlIHIOBAaHMX IOOIYHUX peakiii HeoOXiaHO 30aJaHCyBaTH
BCEOXOIUIECHICTh 3 MPAKTUYHOIO 3aCTOCOBHICTIO, TOOTO OOMpATH JJIsl OLIIHKK caMe Ti
no014HI peakIii, Kl Oy yTh BaXJIMBUMU IPU NPUHAHATTI PILIECHb Y KJIIHIYHIA MPAKTHILII.
[le MOXyTh OyTH T1 MOOIYHI peakili, IKi NAlEHTH YU KIIHIYHI €KCIIEPTH BU3HAYAIOTh
K HaAUOLIBII cepilo3H1 Ta/ab0 TSHKKI YK TPUBOXKHI; a00 HaiyacTilie MmoBiOMIIIOBaHI
noO1YH1 peaxilii, 10 MPU3BOAATH A0 BIAMOBH MaIli€HTA BiJl JIKYBaHHS.

Pi3H1 nu3aiiHM NOCHIIKEHb MOXYTh HAJaTH KOPHCHI JaHl PO HECIPUSATIUBI
Hachiaku. Hanpuknaa, paHAoOMi30BaHI KOHTPOJIbOBaHI JOCHIJKEHHS OyBaroTh
KOPUCHUMU IPH OIIHI1 HAWOLIbII NOMKMPEHUX NOOIYHUX e(eKTiB, 00cepBalLliiiHi — IpH
OILIHII PIAKICHUX TOOIYHUX €(eKTiB, a MOCT-MapKETHUHTOBI JaHi MOXYTh OyTH
KOPUCHUMHU JIJI BUSIBJICHHS PaHillle HEBIJIOMUX MOOIYHUX PEaKITii.

3 MOCHIPKeHb BHIIYYalOThCS JIaHl 100 YaCTOTH, TSXKKOCTI, CEpHO3HOCTI MOIIi
a00 JaHi MO/I0 BIJIMOBH BiJI JIIKyBaHHS MAI[l€EHTIB Yepe3 PO3BUTOK MOOIYHUX PEAKITIH.
Heo0xinHo BpaxoByBaTH caMme Ti MOOIYHI PeaKIlii, 10 SIKUX BCTAHOBJICHO MPUYUHHO-
HACJIIKOBUH 3B'SI30K BiJl 3aCTOCYBaHHS 3asBJICHOTO JIKaPCHKOT0 3aC00Y Y MOPIBHIHHI
3 JIKapChKUM 3ac00aM/1HIIOK0 MEAUYHOIO TEXHOJIOT1E0 OPIBHSIHHS.

OCKUIBKM CUCTEMAaTHUYH1 OTJISIIM 3 BUBUCHHS MOOIYHUX PEAKIN 4acTO MICTATh
JIOKa3u 3 PI3HUX JKEpes, BKIIOYAloud paHAO0MI30BaH1 KOHTPOJIbOBAH1 JOCHIIKEHHS,
oOcepBaliifHl JOCHII)KEHHA TOIIO, ICHYIOTh TPYIHOILIl B CHHTE31 Pi3HHUX HAOOPIB
JaHUX (IOCTIKEHb), TOMY HEOOXIIHUM € BUBYEHHS Ta MPEICTABICHHS MOKa3HUKA
TE€TEPOTeHHOCTI JIJIsl TAKUX JIKEper.

BucHOBKH 111010 TOPIBHSJIBHOI 0€31EKH MOBUHHI MiCTUTH:

OINKC 3arajibHO1 KIJIBKOCTI MAIll€HTIB, SIKUX CTOCYIOThCSA JaHi LI0J0 Oe3MeKH
JKapChKOTo 3aco0y;

onuc MOOIYHMX peaKIliii Ta OIliHKA YaCTOTH X BUHUKHEHHS Ta iX TSIKKOCTI;

iHopmariito 1Moo Oyab-SKMX OJAATKOBUX THUTaHb OE3MEKU 3asBJICHOTO
JiKapchbKoro 3acoly, siki He Oyiu BKa3zaHl y BHUIIE3a3HAYECHUX BHUMPOOYBaHHSX
(Hampukimam, 1OA0 Oyab-SKMX JOAATKOBUX TUTaHb OE3MEeKH, BU3HAYCHHX
PETYISATOPHUMH OPTaHaMHU, BAMOTaMH MiCISIPEECTPaIliiHOTO HATIISATY 32 MOYKIMBUMH,
ajie piJIKICHUMH MOOIYHUMHU peakiisiMu; 1HGOPMAIIIO 11010 MOOIYHUX PEaKIii, Kl He
OyJ0 BHUABJICHO MPHU 3aCTOCYBaHHI 3asBJICHOTO JIKApCHKOTO 3acoly, ajne sKi
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CIIOCTEPITaloThCs TPH 3aCTOCYBAaHHI JIKAPCHKOTO 3aC00Y/1HIIIOT METUIHOI TEXHOIOT 11
NOpiBHAHHSA). BKka3ytoTbes Oy/b-sKi 0OMEKEHHS HasIBHUX JAaHUX UIS X MTOPIBHSHB.

VY pasi HassBHOCTI OTIPUJIIOTHEHOTO 3BITY CHUTHHOI KIIHIYHOI OIIHKH 3asBJICHOTO
JIKapChKOTO 3acO0y MOPIBHSHO 3 PEJIEBAHTHHUM JUIsl YMOB YKpaiHU KOMIIApaTopoM
3agBHHUK TIIOJAa€ KOMII0 TaKOro 3BITY Ta 3a HAasABHOCTI Marepiaid, MOAaHi s
MIPOBEJICHHS CIUJIBHOI KJIHIYHOI OIlIHKH, a00 iX BUTAT, JOCTATHIM JJIs TEPEBIPKH
BI/IMOBITHOCTI KJIFOYOBUX €JIEMEHTIB OILIHKM (TOMYJIALis, BTpy4YaHHs, MOPIBHSHHSI,
PE3yNIbTaTH) Ta iX Y3TrOJKEHOCTI 3 JOCHE.

PO311JT PAPMAKOEKOHOMIYHOI'O AHAJII3Y

10. V nynkri 10 3a3HaualoThCcs JdaHI [I0JI0 TOPIBHSUIBHOI BapTOCTI Ta
e¢(eKTUBHOCTI BUTpPAT 3asBJIECHOTO JIKAPCHKOTO 3aco0y BIJHOCHO BIATMOBIIHOTO
JiKapchbKOro 3acol0y a0 1HIIOI MEIWYHOI TEXHOJOTil TMOPIBHSHHS B KOHTEKCTI
MOKa3aHHsI, MOJIAHOTO Y 3asIBi:

1) y mignysakti 1 nmyskty 10 3a3HayaroTbest pakTuyHUN a00 OYIKYBaHHI PIBEHb
3aJICKJIapOBaHO1 TPAHUYHOI ONTOBO-BIAMYCKHOI 1IIHU B HaiioHaiibHOMY KaTaso3i IiH
Ha 3asBJICHUN JiKapchbkuil 3aci0 Ta HiHW (13 3a3HAYEHHSAM PIBHS I[IHU) Y TaKUX
pedepentHux kpainax: Pecnybmika [Tonbma (https://www.gov.pl/web/zdrowie/leki-
refundowane), CroBamnpka Pecrryomika (https://www.health.gov.sk/?zoznamy-uradne -
urcenych-cien), Yecweka PecnyOumika (http://www.sukl.cz/sukl/seznam-leciv-a-pzlu-
hrazenych-ze-zdrav-pojisteni), Jlatsiiiceka Pecmyomika (https://www.vmnvd.gov.
Iv/lv/kompensejamo-zalu-saraksti),  Vropmmua  (http://neak.gov.hu/felso_menu/
szakmai_oldalak/gyogyszer segedeszkoz_gyogyfurdo tamogatas/egeszsegugyi_valla
Ikozasoknak/pupha/Vegleges PUPHA.html) Pecny6nika Momnmosa (https://amdm.
gov.md/ro/page/catalog-national-de-preturi-de-producator-la-medicamente), Pymynis
(https://ms.ro/ro/minister/organizare/directia-politica-medicamentului-si-a-
dispozitivelor-medicale/preturi-medicamente/catalogul-public-national-al-preturilor-
maximale-ale-medicamentelor-de-uz-uman), Pecny0Ouika Bosrapis
(https://portal.ncpr.bg/ registers/pages/register/list-medicament.xhtml)) Ta
po3paxoBaHa I[iHA 3a pe3yibTaTaMd 30BHIIIHBOrO pedepyBaHHS 32 OJUHUIIO
Jikapchkoi  (OpMHU  JTIKApCHKOTO 3aco0y, 10 PO3PaXOBYEThCS SIK  CEpPEIHE
apu(pMETUIHE 3HAUYCHHS Cepe]l HAMHIKYUX I[IH Y TPhOX pedepeHTHUX KpaiHax Mics
BUKJIIOYEHHS OJHI€] HAMMEHIIIOT LIHH;

2) y miamyHkTi 2 myHKTy 10 3a3HadaeThes 3asBIeHA I[IHOBA TPOMO3UIIis (114 11HA
Mae OyTu 6a30BOIO MPU MPOBEEHHI (HAPMAKOCKOHOMIYHOTO aHATI3Y).

Taka 11ilHa HE Mae TMEPEBUIYBATH PIBHI 3aJCKIAPOBAHUX 3MiH OITOBO-
BIJIMMYCKHHUX I[iH 3 YpaxyBaHHSIM I'PAaHUYHUX MOCTaYaIbHUIILKO-30yTOBUX HaI0OABOK Ta
MOJAaTKy Ha JIOAAaHy BapTicTh. SIKIO Ha TakWi JIKAPCHKHUM 3aci0 3ampoBaKEHO
JiepKaBHE I[IHOBE PETYJIIOBAHHS ITUISIXOM BCTAHOBJICHHSI TPAHUYHO OIITOBO-BIiIITyCKHOT
I[IHK, OYIKyBaHa BapTICTh TAKOTO JIKAPCHKOIO 3ac00y HE MOXE IEepEeBUIIYBATH
BcTaHoBIeHI MO3 rpaHW4YHI ONTOBO-BIANMYCKHI IIHU 3 ypaxXyBaHHSM TI'pPaHUYHOT
MOCTa4aJIbHUIIBKO-30yTOBOT HaT0ABKU;
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3) y mianyskTi 3 myakty 10 HagaroThes omuc MeTony ¢GapMaKOEKOHOMIYHOTO
aHai3y 3 OOTPYHTYBaHHSIM HOro BHOOPY (HAa OCHOBI JTaHWX TOPIBHSUIBHOI KIIHIYHOT
epeKTUBHOCTI Ta Oe3meKku), pe3ynbTatd (apMaKOCKOHOMIYHOTO aHalizy 3
OOOB’SI3KOBUM TIPEACTABICHHSIM IOKa3HUKIB €(QEKTHUBHOCTI Ta KaTEropiil BUTpAT,
BUKOPHUCTAHUX Y (PapMaKOCKOHOMIYHOMY aHaIi3l.

Jani 1100 KIIHIYHOI e(PEeKTHMBHOCTI 3asBJICHOTO JIKApChKOTO 3acoly Ta
JIKapChKOT0 3aco0y/iHIIOT MEIMYHOI TEXHOJOTIl MOPIBHAHHS, IO BKIIOYEHI [0
(hapMaKOEKOHOMIYHOI'O aHali3y, PEKOMEHJIOBaHO HaaaTh y ¢opmi Tadbmuii 25 13
HaJIlaHHIM 010;1i0rpadivHOro OMUCY Ta TINEePIIOCHIaHb Ha JKepea TaHuX.

[Toka3zHMKHY KJI1HIYHOT €()eKTUBHOCTI (B TOMY YHCJI1 1 TOKA3HUKHU SIKOCTI JKUTTS)
Ta O€3MeK, M0 BUKOPUCTAHI y (apMaKOEKOHOMIYHOMY aHali3l, MalwTh OyTH
MOCIJOBHUMH 13 KIIIHIYHUM PO3IIOM JIOCHE.

Tabmuug 25. Jlani moAo0 KIIHIYHOT €(EKTUBHOCTI 3asBIEHOTO JIKAPCHKOrO
3aco0y Ta JIKApChKOro 3aco0y/iHIIOT MEAUYHOI TEXHOJIOTIi TMOPIBHSHHS 3a
NOKa3aHHSIM, 3a3HAYEHHUM Y 3asBl

Ne IHapamerp Omnuc

[{isboBa MOMyJIsIIisA

2 |3asBneHHMi JTiKapchkuii 3acid (i3 3a3HAYCHHSIM
dopMH BUIYCKY, JO3yBaHHS Ta CHOCOOY
3aCTOCYBaHHS)

3 |Jlikapchkuii 3aciO/iHIIa MeIUYHAa TEXHOJIOTIs
nopiBHSHHS (13 3a3Ha4eHHSIM (OPMH BHUITYCKY,
703yBaHHS (HE 3aCTOCOBYETHCS JUISI MEIUYHOI
TEXHOJIOT1i) Ta COCO0Y 3aCTOCYBaHHS)

4 |KiJIbKICHI 3HaYEHHS MOKA3HUKIB €()EeKTUBHOCTI, | 3asiBJICHUHN JIKapChKHii 3aci0:
M0 BUKOPUCTaHI B (HapMaKOCKOHOMIYHOMY

aHami3i Jlikapchkwuit 3aci0/iHina
MEJIMYHA TEXHOJIOT1s
MOPIBHSHHS:

5 [KinbkicHi 3HAYCHHS MOKA3HUKIB| 3asBJICHUH JIKapChKUi 3aciO:

KOPUCHOCTI/3HUKEHHS KOPHUCHOCTI, 10

BUKOPHUCTAaHI B aHaJli31 «BUTPATU-KOPUCTH Jlikapchkuii 3aci0/iHIna
MEJIMYHA TEXHOJIOT1s

(SKIIIO JOIITBHO) OPIBHSIHHS:

[Tepenik BUKOPUCTAHUX JKEpea HEOOXITHO HAJNATH IIICIS 3aIllOBHEHOI TaOMIN
25.

Hanaetbcs onuc kareropiii BUTpaT, 10 BUKOPHUCTaH1 y (hapMaKOeKOHOMIYHOMY
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aHami3i. J[aHi 1010 MOPIBHSJIBHOI BapTOCTI 3asBJICHOTO JIKAPCHKOTO 3aco0y Ta
JIKapChbKOTo 3acoOy/iHIIOT MEAMYHOI TEXHOJOTIi TMOPIBHSHHS, LIO0 BKJIIOYEHI [0
(dhapMaKOEKOHOMIYHOTO aHaji3y, PEKOMEH0BAaHO HajaTu 3a (opmoro Tadmuil 26.
[Hdopmartis mo10 BUTPAT 3a3HAYAETHCS B TPUBHSAX Y PO3PaXxyHKY Ha OJTHOTO MAaIli€HTa.

Tabmuis 26. Jlani 11010 MOPiBHSUTBHOT BAPTOCTI 3asIBJICHOTO JIIKAPCHKOTO 3aC00y
Ta JIIKAPCHKOTO 3aco0y/iHINOI MEIMYHOI TEXHOJIOTIl MOPIBHSAHHSA 3a ITOKa3aHHSIM,
HaJIaHUM Y 3asBi

Ne

Onuc

3agaBJIeHUI
JiKapCbKUH
3acio

Jlikapcbkui
3aci0/inma
MeJIMYHa
TEXHOJIOTis
NOPiBHAHHSA

Piznuns,
TpH

3asBlieHa  IIHOBAa  MPOIO3MINS 34
YIaKOBKY, TPH

[lina mikapchkkoro 3aco0y  OJUHMII
JKapchbKoi popMHU, TPH

CepenHst TpUBANICTh KypCY JIIKyBaHHS

OuikyBaHa KUIBKICTb IOBTOPIOBAHUX
KYpPCIB JIIKyBaHHS

KinbKicTh OJIMHHULB JIKAPCHKOI (hopmu,
110 HEOOX1TH1 HA TTOBHUM KypC JTIKYBaHHS
(B OKpeMUX BHUIIQJKaX — HA MICIYHHM Ta
PIYHUI KypC JIKYBaHHS)

Butpartu Ha 10/1aTKOB1/CYITyTHI JIKapChKi
3aco0u Ta/abo MeauyHi BUPOOHU (SIKILO
JIOITIIBLHO)

Butpat Ha BBEJACHHS JIIKapCHKOTO
3aco0y (pobOoTa MEIUYHOTO IEepPCOHATY
TOIO) (SKIIO JOIIIBHO), TPH

Butpatu Ha miarHocTuky / abopatopHi
JTOCIIDKCHHS, 10 HEOOXIgHI Tepen
3aCTOCYBaHHSM  JIIKAPCBKOTO  3aco0y
(HampuKIaa, BU3HAYEHHS €KCIPECii reHy
TOIIO) (SKIIO JOIIIBHO), TPH

BuTtpaty Ha MOHITOPUHT CTaHy XBOPOTO B
NpoIeci  3aCTOCYBaHHS  JIIKAPCHKOTO
3aco0y (SKIIO JOIIBHO), TPH

10

Butpatu Ha JiKyBaHHSA noOIYHUX
peaxIiii, rpH

11

Butpatu Ha 3anoOiraHHs KJIIHIYHOMY
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BUIAIKY/CMEpPTI (3a moTpedu), TpH

12 | Tam1i BUTpaTH (SIKIIO JOITBHO), TPH

13 |Butpatu Ha  OAHE  3aCTOCYBaHHS
JiKapCchbKOro 3aco0y Ha OJHOTO IMAIli€HTa,
I'PH

14 |TTpsiMi MeUYH1 BUTPATH HA MOBHUHN KypC
JIKyBaHHS Ha OJHOro TamieHTa (B
OKpEeMHUX BHWIMAJKaX — Ha MICAYHUN Ta
pPIYHUN KypcC JIKyBaHHS ), TPH

15 |Ilpsami  HemenuuyHl BUTpaTH  (SAKIIO
JOIILHO), TPH

16 |Henpsimi BuTpaTH (AKIIO JOLLIBHO), TPH

17 |CymapHi BUTpaTH, 110 BKIIOYAIOTh MPSAMI
MEIMYHI BUTpaTH Ha TOBHUH KypcC
JIKyBaHHS Ha OJHOTO TIaIll€EHTa, MpsIMi
HEMEJMYHI Ta HeNpsAMi BUTPATH, TPH

bibmiorpadiunuii onuc Ta TiNeprnoCcHIIaHHS Ha JpKepesa JaHuX IIO0AO0 BUTpPAT
PEKOMEHI0OBAHO HAJaTH 1111 TabauIero 26.

4) y mianyskTti 4 nyakry 10 nis mporao3yBaHHS nepeliry 3aXBOPIOBAHHS 11032
MEKaMH KJITHIYHOTO JOCIIKEHHS Ta IPOTITOM TPUBAJIOTO TEPIoAy Yacy HEOOX1THO
HaJaTH pe3yibTaTH 3MOJENIbOBAHOIO aHamizy. MojentoBaHHs 3a0e3nedye Ba)IJIUBY
OCHOBY [UJIl CHUHTE3Y HAasBHUX JIOKa3iB Ta (OPMYBaHHS OILIHOK KIIIHIYHOI
e(eKTUBHOCTI Ta €(EKTUBHOCTI BUTPAT 13 pe3yJbTaTaMu, 110 MOTPi1OHI i1 MpPOLECy
NPUIAHATTS PILLIEHb.

PexoMeHI0BaHO 3aCTOCOBYBaTHM MOJCIIOBAHHSI aHaI3y pilieHb («JIepeBo
OPUMHATTSA piieHs» abo Mozaenb MapkoBa). AKTMBHA MOJENb HAJAEThCS 3
BUKOpPUCTaHHAM mporpamHoro 3abesnedeHHs (MS Excel) Ha enekTtpoHHOMY HOCII.
AKTHBHaA MOJeNIb Tepeadadae, Mo BCl JaHI B MOJIENl JIOTIYHO CTPYKTYypOBaHI Ta
MOE/THAHI B €IUHUN PO3PAXYHKOBUH JIAHITIOT.

B omnucoBiii yacTHHI BKa3yeThCsl Taka iH(OpMaItis:
1) Tum Mozeni Ta OOTPYHTYBAHHSI MOCTABIIEHOT Y JOCIIIKEHH1 METH;

2) nmaHi MIOA0 IIHM HA 3asBJICHUN JIIKAPCHKUN 3aci0 Ta JIIKApChKUN 3aciO/iHIITY
MEJIUYHY TEXHOJIOT1I0 MOPIBHSIHHS;

3) miarpama CTPYKTYypH MOJENi 3 MOSICHEHHSM, SIK 1€ BIAMOBIIAE MPUPOTHOMY
nepediry 3aXBOPIOBaHHS, K€ PO3IIISIIAETHCS;

4) onuc KOropTH MaIli€HTIB, BKIIOUYEHUX Y MOJICIIb;
5) KOPOTKH OMHKC JIIKAPCHKOTO 3acO0Y/IHIIIOT METUYHOT TEXHOJIOT1i MOPIBHIHHSI,

10 3aCTOCOBYETHCS B MOJIEI1, 3 OOTPYHTYBaHHSM ii BUOODY;
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6) 4acoBUi TOPU30HT MOJIENI 3 OOTPYHTYBaHHAM HOTO BHOODY;
7) IOBXXUHY LIUKJIIIB MOJIEJIi 3 OOTPYHTYBaHHAM X BHOOpY (7151 Mozeni MapkoBa).

8) BxiH1 JaHi 110710 e(hEeKTUBHOCTI, KOPHUCTI Ta O€3MEKU 3asBICHOTO JIKaPCHKOTO
3aco0y Ta JIKapChKOTO 3acoOy/iHIOI MEAWMYHOI TEXHOJIOTiI TOpPIBHSHHS Ta
NPUITYIICHHA, 110 OyJyW BUKOPUCTAaHI B MOJIENI 13 3a3HAUYECHHAM JiKepen iHdopMarrii
10/I0 BUKOPHUCTAHUX BXITHUX AaHUX (O10iorpadgiuyHuil omuc Ta TINEPHOCHIAHHS).
Hns momeni MapkoBa peKOMEHJ0BaHO Hajaatd B ¢opmi TaOIUIll JaHi 010
MOKA3HUKIB KOPHUCTI 3asBJICHOTO JIIKAPCHKOr0 3aco0y Ta JIIKAPCHKOTO 3aco0y/iHIIOoT
MEIAMYHOI TEXHOJIOTii TOPIBHSAHHS JUISI KOXKHOTO 3 MAPKiBCHKUX CTaHIB;

9) marpuill BIpOTiAHOCTEHW TMEpexXojy MDK CTaHaMU 13 KOPOTKHUM OIHCOM
METOOJIOTIT X PO3paxyHKy MJis 3asBICHOTO JIKApChKOTo 3aco0y Ta JIIKapChKOIro
3aco0y/1HIII0I METMYHOI TEXHOJIOT1i MOPIBHAHHSA (17151 MoAenl MapkoBa);

10) onuc kateropiii BUTPAT, IO OYJIU BKJIIOYEH] B MOJIENb, 3 3a3HAYEHHAM JIPKEPE
nanux (Oi0miorpadgiuynuii omuc Ta TineprnocuiaHHs). Jns momeni Mapkosa
PEKOMEHJIOBAaHO HAJAaTU CTPYKTYpPY BUTpAT ISl KOXKHOTO 3 MApPKIBCBKMX CTaHIB B
dbopmi TabIMII;

11) craBka AUCKOHTYBAHHS JJ1s1 MOKA3HUKIB €P)EKTUBHOCTI Ta BUTPAT (17151 MOJIE1
MapkoBa). PekoMmeHnoBaHa cTaBKa JUCKOHTYBaHHS CTaHOBUTH 3% (BIJAMOBIAHO 0
pexomenaaiii BOO3);

12) crtucne mpencTaBlieHHS Ta IHTEpIpeTalis pe3yabTaTiB 13 3a3HAYCHHSIM
PO3paxoBaHOTO IHKPEMEHTaILHOTO Moka3Huka egexruBHocTi BUuTpat (ICER): BUuTpar,
HEOOXI1THUX JJII CTBOPEHHS OJTHOTO POKY >KHTTSI, CKOPUTOBaHOTO Ha siKicTh (QALY),
abo mns ctBopeHHs omHoro poky >kutta (LY/life-years), abo s momepemkeHHS
OJTHOTO BUMAJIKy 3aXBOPIOBAHHSI, OJTHIET TOCTITaNI3allli, OJJHOTO BUIAJIKY YCKIIATHEHHS

YU MOOIYHOI peakuii (pe3yabTaTH PEKOMEHI0BAHO MPEACTaBUTH 3a (POPMOIO TaOIIHIIL
27);

13) KOpOTKHi1 OnUC pe3yJIbTaTiB MPOBEAECHOTO aHANI3y YyTJIMBOCTI, IO OMHUCYE
BXIJIHI J1aHi, SIKi MaloTh HaWOLIbIIMKA BIUIMB Ha pe3yhbrar. [IpoBeneHHs aHali3y
YyTJIMBOCTI Ma€ Ha METI1 1JIEHTU(PIKYBATH HETOUHI TapaMeTpH, BUBHAUUTHU Ta MOSICHUTH
BEJIMYMHY I1X MIHJIMBOCTI, PO3paxyBaTH OCHOBHI pe3yJbTaTH aHali3y (3arajbHa
pisHuns y Burpatax ta ICER). PesynbraTté aHanizy 4yTJIMBOCTI PEKOMEHIOBAHO
MPEACTaBUTH B TaOMW4HIN Ta rpadiudiil dopmax (Hampukiam, aiarpama TOPHAO,
Jiarpama po3ciroBaHHs «scatterploty Toro);

14) KOpOTKHii OMTUC X0y 10 BaTiallii HalaHOT Moiell (PEKOMEHI0BAHO).

Tabmus 27. Pesynbratu aHainizy epeKTUBHOCTI BUTPAT 3asBJICHOTO JIKAPCHKOTO
3aco0y Ta JIKapChKOro 3aco0y/IHINOI METUYHOT TEXHOJIOT11 TOPIBHSHHS

Mennuni Burtparu, Poxu | Poxum :xutTts, | lonatkosi | [lonaTkoBi | [logatkoBi| ICER, rpu
TeXHOJOrii IPH JKHTTSl | CKOPUTOBaHI | BUTPATH poxu QALY

(life Ha sikicTh | (pi3HMuA), | KMTTA | (Pi3HUINA)

years, (QALY) rpH (pizHus)

LY)
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3asiBIICHU I Butparu Ha

JKapChKUi CTBOPEHHS

3acio OJITHOTO POKY
KUTTSI
(rpu/LY):

Jlikapcbkuit

3aci0/inmma Burpatu Ha

MeTHdHA CTBOPECHHSI

. OJIHOTO
TEXHOJIOris QALY
TIOPIBHSIHHS (-p/QALY):

11. ¥V nynkri 11 3a3Ha4aerbest iHGopMalis moA0 BIUIMBY Ha OIOJKET 3aKyIiBII1
JIKapChKOTO0 3aco0y i JIIKyBaHHS TAIlIEHTIB 3 TOKa3aHHSAM IS MEIUYHOTO
3aCTOCYBaHHS, 32 SKUM I10/IaHO 3asBY, Ha KOKHHI PIK IMIPOTATOM I’ SITH POKIB:

1) y miamynakti 1 nmyskty 11 3a3Ha4arOThCs KIUIBKICHI MOKAa3HUKU I[IIHOBOI
MOMYJIAIIi, Kl MOTPpeOyBaTUMYTh JIIKYBAaHHS 3asBJICHUM JIKAPCHKUM 3aCO00M TpuU
MPOBE/ICHHI aHalli3y BIUIMBY Ha OrokeT. HeoOximHo Hamatu iH@oOpMaIliio 00
KUIBKOCT1 Malll€HTIB 332 BU3HAYEHUM B 3asBl 3aXBOPIOBAHHSIM/CTAHOM B YKpaiHi Ta
OUIKYBaHOI KUIbKOCTI MAI[IEHTIB, SKUM BIpOT1IHO NMPU3HAYATh 3aBJICHUN JIIKAPCHKUN
3aci0, mo OyJo po3paxoBaHO B NYyHKTI 7 jgocke. Crig BpaxyBaTH CTYIIHb
BIIPOBAPKEHHSI HOBOTO JIIKAPCHKOTO 3aC00y B PO3IJSHYTHUX YACOBUX PAMKAaX, 3MIHH
YaCTOK PUHKY JIIKAPCHKOTO 3aCO0Y/IHITUX MEIUYHUX TEXHOJIOTIH MmopiBHSAHHA. JlaHi
II0JI0 KUIBKOCTI Malll€HTIB Ta MUTOMOI Bark Ha pUHKY 3asiBJIEHOT0 J1KapChKOIro 3ac00y
Ta JIIKapChKOTO 3acO0Y/IHIIOT MEIWYHOI TEXHOJIOTII MOPIBHSAHHA PEKOMEHIOBAHO
npeacTaBuT 'y ¢opmi Tabnuii (Hampukian, SK Tokazano y Tabmum 10) 13
3a3HAYCHHSIM MTOCHJIAHHS Ha JHKeperia JaHuX.

2) y mianyHKTi 2 myHKTY 11 3a3HaualoThCsi BUTpPATH Ha 3aKyMmiBIIO Ta
3aCTOCYBaHHS 3asfBJICHOTO JIKApPCHKOTO 3aco0y Ta JIKapChKOro 3aco0y/iHIIoq
MEJIMYHOI TEXHOJOTIi MOPIBHSHHS Ha OJHOIO MAaIli€HTa Ta Ha I[IJILOBY IOIMYJISIIIIO
naiieHTiB. JIJisi po3paxyHKy MOpSIMUX MEIUYHUX BUTPAT Ha LUIbOBY MOIYJISIIIO
MAII€HTIB CJIiJl BAKOPUCTOBYBATHU JIaH1 11010 BUTPAT HA OJHOTO MAIlI€HTA, 10 HaJaH1
B Tabmuii 26 (myHkT 14 Tabmuui 26). JaHi moa0 npsMUX MEAUYHMX BUTPAT IS
aHai3y BIUIMBY Ha OIOJKET pEKOMEHI0BAHO MPEACTaBUTH B (hopmi TabmI 28.

Tabmuug 28. dani mono npsMUX MEAUYHMX BHUTpAT IS aHAI3y BIUIMBY Ha
OIOKET

Menu4ni Ipsimi Meauyni BuTpatu Ha|llpsimi MeauuyHi BUTPaTH Ha

TEXHOJIOTIL NMOBHUI KYpPC JIKYBAaHHSl HA|NMOBHUN KYPC JIIKYBaAaHHHl Ha
OJJHOTO MALI€HTA (B OKPEMHX |HiJILOBY MOMYJIALII0 NMali€HTIB (B
BHUIIAJIKAX — HA MICAYHUI Ta|OKpeMHX  BHIAaAKax —  Ha
PiYHUI Kypc JIKyBaHHA), TPH [MiCIMHMH Ta  piYHMHA  KYpC

JIKYBaHHSH), TPH
3asiBJICHUI
JKapChKUMA
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3acio

Jlikapcbkuit
3acib/iHmma
MeTUIHA
TEXHOJIOT151
MOPIBHSHHS

KpiMm Toro, y miamyHKTiI 2 3a3Ha4ae€Tbcs OPIEHTOBHHUM oOcsr miopiunoi 100
B1JICOTKIB IMOTPEOH B JIIKapChKOMY 3ac001 (B OJUHULISAX JIIKApPChKOi popMu).

3) y mianyHkTax 3 Ta 4 nmyHKTY 11 3a3HauyaloThCs cepeHs TPUBAIICTh KypCy
JIKyBaHHS Ta OYIKyBaHa KUJIbKICTh MOBTOPIOBAHUX KYpCIB JIIKYBaHHS JJIA aHANi3y
BIUTMBY Ha Oromker. TpuBalicTh Ta 4acToTa KypCIB JIIKYBaHHS JUIS 3asiBJICHOTO
JKAapChKOTro 3aco0y Ta JIIKapChbKOTO 3ac00y/IHINOT METMYHOI TEXHOJIOT1i MOPIBHAHHS
Ma€ BIJIMOBIJIATA TEPANEBTUYHIA TMpaKTUIl 3a 3asBICHUM TOKa3aHHSAM [0
3aCTOCYBaHHS y BIANOBIIHKMX Ipynax MauieHTiB. [[aHi peKOMEHI0BAHO NPEICTaBUTH B
JOBUIBHIN (hopmi TaOIUIII 13 MOCUIIAHHAM Ha JKepena 1HpopMallii;

4) y mianyHkTi 5 nyHkty 11 HajgaTu pe3yiapTaTd aHami3y MIOAO BIUIMBY Ha
MOKa3HUKM OIOKETY 3aKyYIIIBII JIKAPCHKOro 3aco0y [Jsl JIIKyBaHHS NAIlE€HTIB 32
NOKa3aHHAM JJii MEAUYHOIO 3aCTOCYBaHHsS, 3a SKMM IOJAHO 3asBy, Ta HaJaTu
pe3yNbTaTH MOPIBHSAHHS 13 PEKOMEHJOBAHOIO IIKAJIOK BIUIMBY Ha OKOJKET IIOJ0
BUTpAT Ha 3asBJICHUH JIIKapChKuil 3aci0. JlaHi peKOMEHI0BaHO MPEACTABUTH B PopMI
Tabymm 13.

AHa3 9yTIUBOCTI HEOOXIJHO MPOBOJMTH IS THX BXIJHHX IapaMeTpiB, IS
KX 3HaYEHHSI HETOYHOCTI OLIIHKY € HAMOUTBIIIMMHU, a TAKOXK BX1THUX ITApaMeTPiB, M0
MaroTh HaWOIIBIIKI BIUIMB HA pe3yJbTaT. AHAJI3 YyTIUBOCTI MAa€ MEPEBIPUTH OYIb-
Ky HEBU3HAYEHICTH II0JI0 OIIHKK PO3MIPY HACEJICHHS, OMUPEHOCTI BUKOPUCTAHHS
KOXXHOTO JIIKAPChKOTO 3aC00y/MEIMYHOT TEXHOJOTii, BUTpAaT Ha BUKOPUCTAHHS Ta
BIJILIKOAYBaHHS PO3MIAHYTUX MEIUYHUX TEXHOJOT1H. AHAJI3 YyTIMBOCTI MAa€ TAKOX
MepEeBIpSITH Pi3HI I[IHOBI MPOMO3UIIIl OIIHIOBAHOTO Mpenapary. Pe3ynbratu aHamizy
YyTJIMBOCTI PEKOMEHJOBAHO TPEACTaBUTH B TaOMuWuHId Ta TpadiuHid dopmax
(marpama TOpHAIO TOIIO).

AHani3 BIIMBY Ha OIOKET HATAEThCS 3 BUKOPHCTAHHSAM IPOTPAMHOTO
3a0e3neuenHs (MS Excel) Ha eleKTpOHHOMY HOCII.

12. V nynkri 12 npencraBUTH KOPOTKUN OMMC PE3YJIbTATIB JIOKA30BUX JaHUX
M0JI0 KJIIHIYHOT e(EeKTUBHOCTI Ta €(QEeKTUBHOCTI BUTpAT, aHami3y BIUIUBY Ha
MOKAa3HUKU OIO/PKETY CUCTEMHU OXOPOHHM 3/10pOB’Sl Y KpaiHH.

PO31J1 3A PE3YJBTATAMMU NTPOBEJIEHHA AHAJII3Y

13. V myskTi 13 nOpeactaBuTd pe3yibTaTH MPOBEACHOTO aHaji3y BIUIUBY
3asIBJICHOTO JIIKAPCHKOTO 3aC00y HA OpraHizailito HaJaHHS MEIUYHUX MOCIHYT.
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S0 3asBiACHUN JKApChKUN 3aci0 € OpUriHAIBHUM (IHHOBAIIHUM), 3asIBHUK
3a3Hauya€ YMOBHU HOTO BBEJCHHS B KIIIHIYHY MPAKTUKY Ta MOB’S3aHI 3 IUM BUTPATH,
HAIPUKIIAT;

HEOOX1IHICTh JOJAaTKOBOTO HAaBUAaHHS MEPCOHAITY 3aKjaay OXOpPOHH 3/10pOB’f,
naieHTiB ado 1X 3aKOHHUX MPEICTaBHUKIB;

HEOOX1THICTh 3MiH IMIPUHIIUITIB J1arHOCTUKH,

HEOOX1THICTh 3aCTOCYBAaHHS IHIIIOTO JIIKAPCHKOTO 3aCO0Y 3TiHO 3 IHCTPYKIIEIO
JUTSL MEIMYHOTO 3aCTOCYBaHHS, 3aTBepKeHOI0 HakazoM MO3;

HEOOX1THICTh MOHITOPHUHTY CTaHYy XBOPOTO B IPOIECI 3aCTOCYBAHHSI MEIMYHOI
TEXHOJIOT1I;

HEOOXIIHICTh ~ HaJaHHSA JeTami30BaHOi 1HQopMarii MmMOA0 MEIUYHOIO
3aCTOCYBaHHS 3asIBJICHOTO JIIKAPCHKOTO 3ac00y (HAIpUKIIa/, 3aCTEPEKEHb 3 O€3MEKH,
0COOJIMBOCTEH 3aCTOCYBAHHS), 1110 BUMAra€eThCsl 3aKOHOJAaBCTBOM.

VY oOrpyHTOBaHMX BHIIJIKaxX L YAaCTUHA aHaNi3y BIUIMBY Ha cepy OXOpPOHHU
3I0POB’Sl MOX€E BKJIIOUATH HE BKa3aH1 BUIIE J0JIaTKOBI aClIeKTH, BU3HauUeHI B ba3oBiii
Mojieni 3 oriHKK MeandHux TexHojorii (HTA Core Model®).
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Honparok 1 no HacranoBu

JIMCT OWiHKH ISl MPOBEJACHHSA NMEPBUHHOI eKCIIEPTU3H AePKABHOI OLIHKM MeIUYHUX TEXHOJIOTii
JIvcT OUiHKM /17151 IPOBEJICHHS IEPBUHHOI €KCIEPTH3H JIEPKABHOI OLIIHKA MEIMYHUX TEXHOJIOTiH po3p0o0IeHO Ha OCHOBI:
- IlocranoBu Kabinery MinictpiB Ykpainu Big 23.12.2020 Nel1300 «IIpo 3atBepmkenHs Ilopsnky mpoBeAeHHS JEPKABHOI OIIHKH MEIUYHUX
TeXHOJIOT1#» (nani - [Topsmox);
- HacranoBu «JlepkaBHa OIlIHKA MEAMYHUX TEXHOJOTIH JIJIS JTIKAPCHKHUX 3aCO01BY

BinnosigHo mo n.13 Iopsanky nepBuHHA ekcriepTu3a (excreptusa 3a GopMalbHUMH O3HaKaMu) mepeadayae BCTAHOBJICHHS BIAMOBIIHOCTI abo
HEBIIMOBITHOCTI MOJIAHUX 3assBHUKOM JIO YIIOBHOBAXCHOT'O Oprany 3 nep:kaBHoi OMT 3asiBH 1 TOChE, 30KpeMa 3a X 3MiCTOM Ta O(OPMIICHHSIM, BUMOTaM,
BU3HaYeHUM [lopsiikom.

Marepianu 1ocbe Ta 3asBa npuiiMaroThest CepBicHIM LeHTpoM JlepskaBHOTO excriepTHOro eHTpy MO3 Ykpainu y manepoBiit Ta elekTpoHHii Gopmi.

ToprosenbHa Ha3Ba:

MixxHapoaHa HerareHToBaHa Ha3Ba (MHH):
Jlikapcbka dopma, 103a:

3asBHUK:

ATX-xon Ta papMakoTepaneBTUYHa rpyIma:
[TokazaHHS 0 3aCTOCYBaHHS:

IMuranus Binnosiab ekcnepra Komenrapi excnepra

I. 3aranbHuii po3aia

Yu nonana 3asiBa Ta MaTepiain I0ChE y TANepoBi Ta Tak
€JIEKTPOHHII GopMi y ABOX MPUMIPHUKAX? Hi

1. Indpopmanis npo 3asiBHUKA

1.1. Yu Hagana iHQoOpMallis B TOBHOMY 00cs31?
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2. lani m1010 3asiBJIEHOT0 JiKapcbKOoro 3acooy (JI3)

2.1. Yu nagana indopmartis B IoBHOMY 00cCs31? I];?K
3. Kopotkmuii onyc npono3uuii noa0 JiKapcbKoro 3acody
3.1. Yu HagaHno 3assBHUKOM KOPOTKHUH ONHUC Tak
3aXBOPIOBAHHS/CTaHy? Hi

. . . Tak
3.2. Yu HagaHO 3assBHUKOM KOPOTKHI ONUC LI1JILOBOI KOTOPTH i
narmiesTis?

IHme

3.3. Yu 3a3HaueHO0 3asBHUKOM Mepertik ad0 JOKYMEHT, J10
SIKOTO 3aIIPOTIOHOBAHO BKIIIOYHMTH 3asBJICHUN JIIKAPCHKHI Taxk
3aci0 (nami - JI3) 13 3a3HaYeHHSIM pO3ily, 10 IKOTO Hi
3aIPOIIOHOBAHO BKIIFOUUTH?
3.4. Yu HagaHo 3asiBHUKOM OOTPYHTYBaHHS JOLLIBHOCTI Tak
BKJIIOUEHHS 3asBieHoro JI3 no nmepeniky, a0o TOKyMeHTY? Hi
3.5. Yu nanexwuTts 3asaBnenuit JI3 no pigkicuux (opdannux) 3a | Tak
NOKa3aHHAMH, 3a3HaYeHUMH y 3asiBi? Hi
3.6. YUu HagaHi JKepesa Ha MalepoBOMY Ta €JIEKTPOHHOMY Tax
HocisX (200 aKTHBHI OCUJIAaHHS Ha BUKOPUCTAaHI JpKepesa Hi
JTAHMX ), Y4 KOPEKTHO BWIIYY€HI Ta MPECTABICHI JaHi? [Hme

4. Nani moxo JI3 a6o iHmoi MeaM4HOI TEXHOJI0ril NOPiBHAHHA

4.1. Yu 3a3Ha4yeHa HacTyMHa 1H(OpMaIis:

- Ha3Ba JI3: ToproBenbHa Ha3Ba, MDXHAPOHA HEMATEHTOBaHA
Ha3Ba

- CHHOHIMH, XIMiYHa Ha3Ba

- moBHUI cxiax JI3

- (hopMma BHUITYCKY

- BIZIOMOCTI TIpO Jiep>kaBHY peecTpairito JI3

- (hapmakoIoriyHa Jis

- (apmaxoTtepanepTuuna rpymna JI3 ta kog ATX
- TOKa3aHHsI I MEIUYHOTO 3aCTOCYBAHHS

- croci0 3aCTOCYBaHHS

Tak
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Taxk
4.2. Yu HaiaHo 3asBHUKOM OOTPYHTYBAHHS I110JI0 BUOOPY i
JI3/in1101 METUYHOT TEXHOJIOT11 TOPIBHIHHA?

Inme
S. BizomocTi moao 3asBjenoro JI3
5.1. Yu 3a3HaueHa iHpopMaIlis MO0 PEECTPALIITHOTO Tax
crarycy 3asBieHoro JI3 3a mokasaHnHsM, 110 3a3HAYEHE Y 3asBi i
Ta J10ChE?
5.2. Yu 3a3HaveHa iHGOpMAaIlis 1010 MPOXOKEHHS
3asBnennM JI3 mpouenypu npeksaridikamii BOO3 Ta
BKIItOUEHHS fioro no nepeniky BOO3 npekanidikoBanux JI3,
npusHadeHux s 6opotsou 3 BUUI/CHI/, TyO6epkynbo30M, Taxk
renatutoM C Ta iHITUMHU XBOpOOaMH, a TAKOXK YU Hi
NpU3HAYAETHCS Y chepi penpoIyKTOIIOTIi Ta BKIFOUEHHH J10
[Tporpamu BOO3 i3 npekBamidikaiiii i BBaXKaeThCs
npuidHATHAM 1715 3aKkymisiai OOH?
5.3. Uu 3a3HaueHa iH(opMallis po NPOXOIKEHHS 3asBICHUM Tax
JI3 Ta JI3/iH1m01 MequuHOI TEXHOJIOT11 MOPIBHIHHS NPOLEIYpH i
OLIIHKM MEIMYHUX TEXHOJIOT1H B YKpaiHi 32 BUSHAYCHUM Y THme
3asB1 MOKa3aHHAM?
5.4. Yu 3a3HaueHa iH(opMallis Mpo MPOXOIKEHHS 3asBICHUM Tax
JT3‘ ta JI3/iH1moi MeauuHoi TC‘XHO?'IOFi'l' MOPIBHSHHS IPOLIETYPU i
OLIIHKM MEIMYHUX TEXHOJIOTH B IHIIMX KpaiHax 3a THme

BHU3HAUYEHUM Y 3asB1 OKa3aHHAM?

6. BitomocTi moxo HasgsBHOCTI 3asiBjIeHOro JI3 3a moka3aHHsIM, 3a3HAa4Y€HHUM Y 3asiBi, B MIDKHAPOJAHHMX HACTAHOBAX/NMPOTOKOJIAX, Y IAJy3eBHX

CTaHAAPTAX y CHCTEMi OXOPOHHM 310POB’s YKpainu

6.1. Yu Brmouenuii 3assnennii JI3 1o bazoBoro nepemiky
OCHOBHUX JIIKapChKUX 3ac00iB, pekomeHnoBannx BOO3
(WHO Model List of Essential Medicines) Ta bazoBomy
nepesiky OCHOBHUX JiKapchkux 3aco6iB BOO3,

Tak

Ta1me
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PEKOMEHIOBAHOMY JIJIs TiTEi?

6.2. Yu 3a3HadeHa iH(pOopMaIlis 010 0COOIMBOCTEH

JIKyBaHHS MOKA3aHHSI, 3a3HAYEHOTO Y 3asB1 32 JAHUMU EI?K
rajry3eBHX CTaHAAPTIB Y CHCTEMi OXOPOHH 3/10pOB’sI Tme
VYkpainu?
6.3. Uu 3a3HaueHa iHpopMaIlis Mo10 0COOIUBOCTEN Tax
JIKyBaHHS MOKa3aHHS, 3a3HAYEHOT0 Yy 3asBi 32 Hi
MDKHAPOAHUMU JTaHUMH? [ame
6. 4. Un KOPEKTHO BUITYYCHH Ta PEICTABICHUN 3MICT Tax
MDKHApOIHUX HACTAHOB/TIPOTOKOJIB Ta TAITy3€BUX i
CTaHAapTiB y chepi OXOPOHU 30pOB’ sl YKpaiHu 1010 IHe
3asIBJICHOTO JIIKAPCHKOTO 3ac00y 32 BU3HAYEHUM ITOKa3aHHSM?
7. BinomocTi nmpo noTpedy 1Jisi CHCTEMH 0XOPOHH 310poB’s B JI3
7.1. Un 3a3HaueHa iHdopmamis mpo morpedy A CHCTEMH
OXOpOHU 370poB’s B JI3 3a mokas3aHHSAM, 110 BUBYA€THCS Y
3asiBl  3a TIOKa3HUKaMH TIOMIMPEHOCTI  XBOpOOM  Ta
3a)'(B'OpI-OBaHOCTi HaceNeHHs 32  JIAHNMH  CTATHCTHKH| ..
MiHicTepcTBa OXOpOHU 310pOB’ st YKpainu Tta/abo JlepkaBHOI i
CIIy’)KOM CTaTUCTUKM YKpaiHu. MoOXyTh BKa3yBaTUCh M 1HIII THme
Jokepena (3 MOCWJIAHHSAMH), 10 MICTATh BIJMOBIAHY
iHdopmanio moao Ykpainu (BOO3, IOHICE®, CsitoBuit
bank To110), 3 00TPYHTYBaHHAM HEOOX1THOCTI BUKOPUCTAHHS
uX Jukepen?

. . o . . Taxk
7.2. Yu 3a3HaueHa iHpopMmalisg mpo iMoBipHuii BIiuB JI3 Ha i
nepedir XBOpoOH, 3aXBOPIOBAHHS Ta CTaH?

[HIEe

7.3. Yu BUKOpHUCTaHA BiAMOBIAHA 1HPOPMAILIS 3 JKEpel, un Tax
KOPEKTHO BWJIYUYEHUH Ta NMpeACTaBICHUI 3MICT JDKEpeT Ta i
BUKOPHCTAHO MMOKA3HUKH JIJISl pO3paxyHKy MOTpeOu B Liie

JiKapchKoMy 3aco0i?
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I1. Kniniunmii po3aia

8. Onuc nopiBHAVIbHOI KJIiHIYHOI e)eKTUBHOCTI (Pe3y/IbTaTUHBHOCTI) 100 3aNPONIOHOBAHOI0 MOKA3aHHS /10 32CTOCYBAHHS BiANIOBIAHO 10
cxemu PICO (momyJisinisi, iHTepBeHLIsA, TEXHOJIOTiA NOPiBHAHHSA, PE3y/IbTATH JiKyYBaHHS)

Ilpumimka: 3a ymoeu aKkuyo npononosanuii JI3 exinroueno 00 ocmannvoi akmyanvnoi eepcii onoenenozo bazoeozo nepeniky ocnosnux
JIKapcoKux 3acobie, pekomendosano2o BOO3, nynkmu 8 ma 9 /locve 00 3anasu moxcyms He 3ano06HIO8AMUCH 3AA6HUKOM

8.1. Uu 3a3HaueHUH OMUC TONTYKOBOI CTpaTerii?

Tak
Hi
IaIme

8.2. Yu 3a3HaueHuit onuc BigOOPY peaeBaHTHUX MyOikamiii?

Taxk
Hi
Ta1me

8.3. 3asBHUK Ha/laB CAMOCTIHHO MPOBEACHUH aHaNi3
MOPIBHSJILHOT €()EKTHBHOCTI YA BUKOPHCTAHHUH BXKE
oIyOJIIKOBaHU CHCTEMATUYHHUNA OTJISA?

3aaumuTu KOMCHTAp

8.4. SAxuii TUII TOKA30BUX JAHUX BKJIFOUEHO J0 OTJISTY
NOPIBHSUIbHOT €()eKTUBHOCTI (PEe3yIbTATUBHOCTI) Y
npuB’s31 10 3asBneHoro JI3 Ta BiamosigHoro JI3/iHmo1
MEJAMYHOI TEXHOJIOT1i NOPIBHAHHS?

[Iponucaru T JOKAa30BUX
JTAHUX

. . o . Taxk
8.5. Un HaiaH1 MOBHOTEKCTOBI IMyOJIiKalli Ta NPy HasIBHOCTI i
IOHATKHU 10 HUX? [Hme
8.6. Uu myOumikanii, 1110 MICTITh 1HQOpMAIIiIO 1010 Tax
nociipkyBanoro JI3 ta JI3/iHmoi MeguyHOi TeXHOJIOT11 i
TOPIiBHSAHHS PENICBAHTHI MOKA3AHHIO, BU3HAYCHOMY Y 70Che THe
Ta 3as1B1?
8.7. [lomymsiiisi, BU3HAUEHA y MyHKTI 7 Jocke (BigoMocTi po | Tak
notpely), BiIMOBIIA€ MpeICTaBIEHIN MOMmyALii y YacTHHI Hi
e(eKTUBHOCTI (O1IHKA e()eKTUBHOCTI, MYHKT 8 OChE)? [H11IE
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8.8. Uu mpoBeieHnii ONuc Ta y3arajbHEeHHsI pe3yJIbTaTiB 3
BiZlIOpaHMX pesieBaHTHHX ITyOiKaIii?

Tak

Hi

IHame

He 3acrocoByBasioch

8.9. Uu npoBeieHnii ONuc Ta y3arajJbHEeHHS KITHIYHUX
pe3yNbTaTiB y pas3i, KOJIHU HAJAAIOTHCS Pe3yIbTaTh HEMPSIMOTO
MOPIBHSJILHOTO JOCIIKSHHS?

Tak

Hi

[H1IE

He 3acrocoByBanoch

8.10. Yu BU3HAUYEHI KJIFOYOBI KiHIIEB1 TOYKH €(DEKTUBHOCTI Tak
(pe3ynbTatn), ki OyayTh 3aCTOCOBaH1 y MOAAJIBIIOMY Y Hi
(bapMaKOEKOHOMIYHOMY aHai31? 130118
8.11. Yn HazmaHi [keperna Ha arnepoBOMY Ta €IEKTPOHHOMY Tax
HOCisX (200 aKTHBHI MOCUJIAHHS Ha BUKOPHUCTAaHI JKEpeia i
JAHWUX B JIOCHE), YA KOPEKTHO BUITYYCHUH Ta MPEACTABICHUI Tie

iX 3mict?

9. Onuc nOpiBHAJIBLHOI OLIHKY 3 0e3NeKH 11010 3alIPONIOHOBAHOI0 OKA3AHHS /10 32CTOCYBAHHS

9.1. Yu 3a3HaueHM OMMC NOUTYKOBOI CTpaTerii?

Tax
Hi
[a11IE

9.2. Yu 3a3HaueHui onMc BiOOpY peeBaHTHUX MyOTiKarii?

Tak
Hi
IaImE

9.3. 3asgBHUK HaJaB CAaMOCTIHHO MTPOBEICHUN aHaTi3
MOPIBHSITbHOT O€3MeKH YU BUKOPUCTAHUH BiKe
OImy0OJIIKOBAaHUN CUCTEMATHYHUHN OIS

3aaumuTu KOMCHTAap

9.4. SIxuit THI TOKA30BUX JAHUX BKIIFOUEHO JI0 OTIISAY
MOPIBHSUIbHOT O€3MeKH y MpuB A3 J10 3asBieHoro JI3 ta
BignoBigHoro JI3/inmoi MeaAnYHO1 TEXHOJOT1i MOPIBHIAHHS?

IIponucatu tvn
JIOKa30BUX JAHUX

9.5. Yu HajaH1 MOBHOTEKCTOBI My0JIiKallii Ta IpyU HasSBHOCTI
JOJIaTKU 10 HUX?

Tak
Hi
[a1IE
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9.6. Un Hanani myOikamii MicTSTh iH(pOpMAIIifO 11010

. . .. . Tak
,I[OCJ:III[)KyBaHOFO JI3 Ta JI3/iHmoi MequaHo1 TEXHOJIOT] Hi
MOPIBHAHHS 32 NOKA3AHHAMH BH3HAYCHHMH Y I0CHE Ta Tiie
3asiB1, JJIS MTOMYJIALIT BU3HAYEHOI JOChE Ta 3as1BOIO?

9.7. Yn nagani Oyap-sKi 1HII T0KAa30B1 AaH1 3 TUTaHb Tax
6e3nexu qociimkyBaHoro JI3: iHpopmarlis 3 HOBHUX 0
OIy0OJIIKOBaHHUX 3BITIB Ha AOCTIKYBaHui JI3, tHCTpyKIis THie
JUTSI METUYHOTO 3aCTOCYBAHHS Ta MOAi0HE?
9.8. [Monmyns1is BU3HAYEHA Y MYHKT1 7 10ChE (OIIHKA Tak
noTpeOw) BiIMOBI A€ IPEICTABICHIM monyJ il y yactuni | Hi
Oe3neku (omiHKa 0e3neku, MyHKT 9 nocke)? [ame
Tak
9.9. YUu npoBeieHu onuc Ta y3arajibHeHHs pe3yiabTaTiB 3 | Hi
BiZlIOpaHMX pesleBaHTHHX ITyOiKaIiii? [Hme

He 34CTOCOBYBAJIOCh

9.10. Yu npoBeaeHMi onKcC Ta y3aralbHEHHS KIIHIYHUX
pe3ysbTaTiB y pasi, KON Ha/lal0ThCs pe3yabTaTh
HENPSIMOT0 MOPIBHSUIBHOTO JTOCIIIKEHHS?

Tax

Hi

[H1E

He 3acTrocoByBasioch

9.11. Yu HanaHi jxepernia Ha ManepoBOMy Ta
€JICKTPOHHOMY HOCIs1X (200 aKTHBHI MOCUJIAHHS Ha
BUKOPHUCTAaHI JPKepesa JaHUX B JI0ChE), Y1 KOPEKTHO
BUJIYYEHHH Ta MpeCTaBICHUH iX 3MICT?

Tak
Hi
IaIIIE

I11. Po3ais papmMaKoeKOHOMIYHOI0 aHAJI3Y

10. Onuc gaHuX 010 NOPIBHSAJBLHOI BApTOCTI Ta e)eKTUBHOCTI BUTPAT 3asiBjieHOro JI3 crocoBHo Bignosignoro JI3/inmoi meau4Hoi

TEeXHOJIOTII NOPIBHAHHSA B KOHTEKCTI IOKa3aHHs, MOJAHOI0 y 3asBi

10.1. daktuunuit a00 04iKyBaHHUM PiBEHb ONTOBO-BIAIYCKHOI LIIHM B YKpaiHi Ha 3asBJICHUH JIIKAPChKUI 3aci0 Ta IiHM y pepepeHTHUX KpaiHax (B
PecriyOmini [onpmia, CnoBanpkiit Pecniy6mini, Yecbkiit Peciy6uini, Jlatsiiicskiit Pecriy6umini, Yropmuni, Pecriy6omini Monaosa, PymyHii,

Pecriy6oini bonrapis)
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10.1.1. Yu 3a3naueHo pakTUuHUN a00 OUiKyBaHUM piBeHb | Tak
OIITOBO- BiAMYCKHOI I[iHM B YKpaiHi Ha 3asBieHuii JI3? Hi

. . Tak
10.1.2. Yu 3a3Ha4yeHO 1iHU peepeHTHUX Kpain? i
10.2. 3asBrieHa 1iIHOBA MPOTIO3HUITIS
10.2.1. Ym 3a3Ha4€HO IIHOBY MPOTIO3UIIIIO JIJIs Taxk
POBEJICHHS (apMaKOSKOHOMIYHOTO aHAIi3y? Hi
10.2.2. Yu Gyna BUKOpUCTaHA MPU MPOBEICHHI Tak
(hapMaKOEKOHOMIYHOTO aHalli3y 3asBlieHa IiHa? Hi

10.3. Pesynbratu hapMako€KOHOMIYHOTO aHaIi3y 3 OOTPYHTYBaHHSIM METOy (hapMaKOEKOHOMIYHOTO aHaNi3y 1 MOKa3HUKIB KITHIYHOT

e()eKTUBHOCTI, 1110 BUKOPUCTaH1 Y (papMaKOEKOHOMIYHOMY aHai31

10.3.1. Yu HagaHo oOrpyHTYBaHHS BUOOPY METOAY Tax
(apMaKOEeKOHOMIYHOTO aHaJi3y? Hi

. S . Taxk
10.3.2. Yu HagaHo JaHi 1010 KIIiHIYHOI e()eKTUBHOCTI Hi

3asgsiienoro JI3 ta JI3/iHmoi Megu4HOT TEXHOIOT1T
MOPIBHSHHS, 1K1 Oyl BUKOPHUCTaHO B
(hapMaKOEKOHOMIYHOMY aHai31?

[H11e (3a3Ha4a€eThCs, AKIIO
BIJICYTHI J1aH1 1110J10
KOMIIapaTopa)
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10.3.3. Y HagaHo JaHi 00 NOPIBHSUIbHOI BAPTOCTI
3asBieHoro JI3 ta JI3/iHmoi MeauaHO01 TEXHOIOTIT
NOPIBHSHHS Ta KaTeropiil BUTpAT, sIKi Oy BUKOPUCTaH1 y
(hapMaKOEKOHOMIYHOMY aHaJi31?

Taxk

Hi

[nme (3a3Ha4aeThCsl, SAKIIO
BIJICYTHI JJaHi 110/10
KOMITapaTopa)

10.4 Pe3ynpTaTl 3MOICIIBOBAHOTO aHAJII3Y 3 1H(POPMAIIIEIO TTPO IHKPEMEHTAIbHUM IMOKa3HUK €(PEKTUBHOCTI BUTPAT (CITIBBIIHOIICHHS JOJaTKOBHX

NOKa3HMKIB BUTpAT Ta KiiHIYHOI eextuBHOCTI, ICER)

10.4.1 Y HaiaHO OMMCOBY YaCTUHY MOJIEIi?

Tak

Hi

[Hm1e (3a3HavYa€eTHCs, AKIIO
ONMCOBA YaCTUHA MPEJICTaBICHA
HE IOBHICTIO 13 3a3HAYEHHIM
MyHKTIB, 32 SIKUMU He OyJo
HAJAHO OIHCY)

10.4.2 Yu Hanmano pe3ynabratu MojenoBanus TA ix
1HTeppeTaio?

Tax Hi

[H11e (3a3HavYaeThCS, SIKIIO HE
Ha/IaHO IHTEepIIpeTaLliio
pe3ysbTaTiB)

10.4.3 Yu HagaHo pe3yabTaTH aHali3y YyTIUBOCTI?

Tak

Hi

Inme (3a3Ha4yaeThCs, AKIIO HE
HagaHo abo rpadiyne
Ipe/ICTaBICHHS Pe3yNbTaTiB, 200
iX OINMCOBY YaCTHHY)

10.4.5 Yu HagaHo Mozens 3 papMaKOeKOHOMIYHOTO
ananizy y popmari MS Excel pa3om i3 3asB010 Ta 10Cb€ B
€JIGKTPOHHOMY BUTJISIII?

Tak
Hi

11. Pe3yabTaT aHaJi3y BIVIMBY HA IOKa3HUKHU OIO/KETy
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11.1. Yu 3a3Ha4€HO KUIBKICTh MAII€HTIB (TOKA3HUKH
[TbOBOT MOMYJIALIT), SIKi TOTPeOyBaTUMYTh JIIKYBaHHS
3agBneHnM JI3, 11 aHai3y BILIMBY Ha OIOKET?

Tak

Hi

[HIIe (3a3HaYa€ThCS, KO HE
HaJaHO JaHi 040 KUIBKOCTL
HaIl€HTIB Ta TUTOMOI Baru Ha
puHKY 3asBieHoro JI3 ta
JI3/iH11101 MEIUYHOI TEXHOIOTIT
MOPIBHSHHS SK [TOKA3aHO Yy
tabaumsx 10-13)

11.2. Yu npencraBiieHo JaHi MOA0 CEPEAHIX MPIMUX
MEJMYHUX BUTPAT HA OJHOTO NarfienTa TA Ha HiTOBY
MOMYJISILIIIO AJISl aHalli3y BIUIMBY Ha OIOIKET?

Taxk

Hi

[H11e (3a3HayaeTHCS, AKILO HE
Ha/IaHO JJaHi U100 IPSIMHUX
MEIMYHUX BUTPAT SIK [TOKA3aHO Y
Tabmuii 27)

11.3 Yu 3a3Hau€HO cepeiHIO TPUBAIICTh KYpCY JIKyBaHHS,
110 Oyia BUKOpUCTaHa JUIsl aHaji3y BIUIMBY Ha Or0/keT?

Taxk
Hi
He 3actocoByeTnes

11.4 Yu 3a3HaueHO OYIKyBaHY KUIBKICTh TOBTOPIOBAHUX
KYpCIB JIIKYBaHHS, 1110 OyJ1a BUKOPUCTaHA JUIsl aHAJI3y
BIUIMBY Ha O10JKeT?

Tak
Hi
He 3actocoByeTnes

11.5 Yu 3a3HaueHo nependadyBaHui HIOpIYHMMA BIUIMB Hal Tak
MOKa3HUKH OOKETY? Hi

. . Taxk
11.6 Yn HagaHO pe3yibTaTH aHaNI3y YyTIMBOCTI? Hi
11.7 YUu HamaHO MOJENb aHANi3y BIUIUBY Ha OIOKET Y Tax
dopmari MS Excel pasom i3 3asBor0 Ta J0OChE B i

€JIGKTPOHHOMY BUTJISII?

12. KopoTkuii onuc pe3yJabTaTiB 10KA30BUX TAHUX 11010 KJIiHIYHOI epeKTHBHOCTI Ta e)eKTMBHOCTI BUTPAT, aHAJII3y BIJIMBY HA |
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MOKA3HUKH OI0IKETY

Tax
Uu HaaHO KOPOTKUM ONKC Pe3ysIbTaTiB JOKa30BUX Hi

JAHUX MO0 KIIIHIYHOT e(heKTHBHOCTI Ta e(PeKTUBHOCTI

. [H1ie (omuc mpencTaBieHO HE IO
BUTpAT, aHAII3y BIUIMBY HA MOKA3HUKHU OIOKETY?

BCIM IMapaMeTpam)

13. Onuc pe3y/abTaTiB IPOBEIEHOI0 AHAJI3Y BILUIMBY 3a51BJIEHOI0 JIKAPChKOI0 32c00y HAa OPraHi3alilo HAAAHHS MEeAUYHHUX MOCJIYT

Yu HajaHo aHaui3 BIUIMBY 3asBieHoro JI3 Ha opranizarito| Tak
HAJaHHS METUYHHUX TOCTyT? Hi

3a pe3yJbTaTaMH JINCTA OLIHKM €KCIIePT MOBHHEH YiTKO PO3YyMITH HACTYIHI CKJIA10Bi 3asiBH/10CHE:

1. ITanienTH, 1110 NOTPeOYBaTUMYTh 3aCTOCYBaHHS AaHoro JI3.

2. HocnimxyBanuii JI3 moBuHEH OyTH BU3HAYCHUH YiTKO (332 HAsIBHOCTI, JIiHIs Teparii MOBUHHA OyTH BH3HAYEHOIO).

3. JI3/iHma MeauyHa TEXHOJOTis MOPIBHAHHS MOBMHHA OyTHM BU3HAU€HA YITKO 3 HAaJaHHAM OOIPYHTYBaHHS Horo
3aCTOCYBaHHS y JaHoMy Bumanky (JI3/iHIma memudyHa TEXHOJIOTiS TMOPIBHSAHHS MOBHMHEH OyTH JI3/iHIOI MEIUYHOO
TEXHOJIOTIEIO, 110 € MOTOYHOIO NMPAKTUKOIO B YKpaiHi).

4. IlpencrasieHi JOKa30Bi JaHi MOBMHHI OyTH MOB’s3aHi 3 gociuipkyBanuM JI3 ta JI3/iHII0I0 MEITUYHOI0 TEXHOJIOTIE0
HOPIBHSAHHS 32 BU3HAYEHUM 3asBHUKOM IOKAa3aHHSAM, Y BU3HAUE€HOI KOTOPTH MALlIE€HTIB.

5. Pe3ynbTatu JNiKyBaHHS MOBMHHI OyTH MpEACTaBICHI HAICKHUM YHMHOM Ta OYTH 3pO3yMUIMMH, pe3ylIbTaTH MOBHHHI
OyTu noB’s3aHi 3 gocnikyBanuM JI3 ta JI3/iHII0I0 MEAMYHOIO TEXHOJIOTIEI0 MOPIBHIHHS.

6. Bci HajaHi 3assBHUKOM TTOCHJIAHHS TOBHHHI OYTH aKTHBHUMH.

7.Y BUNagKy OOMEXEHOI0 IOCTYIy A0 MyOsiKaliil J0Ka30BUX JaHUX HaJaHl HOBHOTEKCTOBI MMyOuTiKamii Ta Ipy HasiBHOCTI
JOJJATKH 10 HUX.

IIpumiTku Ta
BHCHOBOK eKcCIepTa
NicJIsl NPOBeIeHHA

NEepBHUHHOL o . . .
T T T T 8. Hamanuit oOrpyHTOBaHM METO/1 (hapMaKOEKOHOMIYHOTO aHaMi3y.
— 9. IIpoBeneHe MOMAEIIOBAHHS aHANI3y PINICHb (JIEPEBO MPHUHHATTS pillleHh a00 Mojenb MapkoBa), MOJEN aKTHBHI i

BIiITOB1JAIOTh OCHOBHHUM BAMOTaM.

10. HasiBHICTh aHAJi3y BIUTMBY Ha OFOJKET 000B’SI3KOBA.

11. dapmakoekOHOMIYHI MOJIeNIi, aHAJII3 BILIMBY Ha OIOKETi MOBUHHI OyTH HaJlaH1 Ha €JIEKTPOHHUX HOCISIX Ta OyTH aKTUBHUMHU
12.Yu HagaHMX MaTepialiiB JOCTATHBO IS TPOBECHHS (haX0BO1 eKcTiepTH3u? Y pasi BCTAHOBJICHHS BIICYTHOCTI iH(popMartii
HAJIA€ThCS 3aIHT 3asIBHUKY JIJIsl YCYHEHHS BUSIBICHUX HEJIOMIKIB.

BianosigHo mo mocranoBu KMV Bin 23 rpyans 2020 p. Ne 1300 y pa3i BCTaHOBIIEHHS HEBIATOBIAHOCTI MOJaHUX 3asBU
Ta (a00) J0Che YIIOBHOBaXEeHH opran 3 AepxkaBHoi OMT mae nmpaBo 3anUTaT OJMH pa3 MUCHMOBO JOJATKOBI JIaHi Ta
(abo) iH(opMmaIiro y 3asBHUKA, KU TpoTsaroM 20 KaJeHIapHUX JHIB MOBUHEH IMOJATH 1X JUIS YCYHEHHS BUSBICHHX
HenounikiB. Ha oOrpyHTOBaHE NMHCHhMOBE NMPOXaHHS 3asBHHKA 3a3HAYCHHH CTPOK MOke OyTH MpoaoBxkeHo 10 60
KasieHgapHux AHIB. CTpPOK MPOBENCHHsS NMEPBHHHOI €KCHEPTH3W HE BKIIOYAE 4Yac, HEOOXITHHWM I MiATOTOBKH Ta
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Jonparok 2 no HacranoBu

JIMCT OWiHKM 1JIsl MPOBeAeHHA (PAX0BOI eKCIEPTU3H IePKABHOI OIIHKU MeIHUYHUX TEeXHOJIOTii

JIuCT OIIHKM JOChE MIONO MPOBEACHHS JEPKABHOI OILIHKKM MEIWYHUX TEXHOJIOT1H (JIiKapchKuX 3aco0iB) Ha eTami (axoBOi EKCIEPTHU3H,
alalTOBAaHUM HA OCHOBI:

- IlocranoBu Kabinery MinictpiB Ykpainu Big 23.12.2020 Nel300 «IIpo 3atBepmxenns [lopsaky mpoBeneHHS IepKaBHOI OIIHKA MEIUYHUX
TEXHOJIOT1i»;

- HacranoBu «Jlep>kaBHa OILlIHKA MEAUYHUX TEXHOJIOT1H JIJIs JTIKAPCHKHUX 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 (ocnimkyBaHa NOMyIALIS HACETICHHS):

[ - intervention (onuc aiKapcbKOro 3aco0y, 110 BUBYAETHCS):

C — comparator (;1ikapchkuit 3aci6 abo iHIIa MeAMYHA TEXHOJIOT1s OPIBHAHHA (KOMIIapaTop)):
O — outcomes (TIOKa3HUKH PE3YIIBTATIB JIIKYBaHHS):

Excriept, sikuii 3alI0BHIOE JTUCT OIIHKU:
JlaTa 3ammOBHEHHS JIUCTA OIIHKU:

IHuranns Binnosigb excnepra Komenrapi excnepra Ipumirku

I. BATAJILHUHM PO3 /I

1.laHi mo/10 3aABJIEHOT0 JiKapcbkoro 3acody (J13)
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1.1. Yu 3a3HayeHe o/1HE MOKa3aHHs A0 MEAMYHOIO 3aCTOCYBaHHs, | Tak
3a SIKMM TOJA€ThCS 3asiBa Ta JOCKHE? Hi
1.2. Uu 3a3HayeHe IMOKa3aHHS [0 MEIWYHOTO 3aCTOCYBAHHS Tax
BIMOBiga€  1HCTPYKWii A7  MEAMYHOTO  3aCTOCYBaHHS, i
3aTBepxeHoi MO3 Ykpainu?

1.3. Uu HasiBHE MOKa3aHHS ISl MEIWYHOTrO 3acTocyBaHHA JI3, 3a

SKUM TIOJlaHa 3asBa Ta JOChE, y TPIOPUTETHUX HampsMKax | Tak
PO3BUTKY c(hepr OXOpPOHHU 3I0pOB’A MiA 4yac HamaHHsS MeaudHoi | Hi
Jornomoru?

1.4. Yu Bu3HaueHa iHdopMaIlis Ipo iCHYBaHHS Ta JOCTYIHICTH B Tax
VYxpaini Ta cBiti JiKapchkoi ¢popmu i cuiu aii 3asBienoro JI3 (uu i

3a3Ha4yeHi BUPOOHUKH 1 TOPTOBEIJIbHI Ha3BH)?

2. YmoBH, 3a sikux JI3, o BUBYa€THCA Ma€ 0yTH JOCTYITHUM 200 BiJIIKOAOBAHUM

2.1. Ym 3a3HaueHudl mnepenmik abo JokyMmeHT, a0 skoro | Tak
3aMpOIOHOBAHO BKJIIOUUTH 3asiBieHUH JI3?7 Hi
3. EnminemioJiorivHi 7aHi Ta JaHi 00 WiJbOBOI MOIYJISAIIL

3.1. Yu HagaHMii ONUC 3aXBOPIOBAHHA/ CTaHY PO3KPUBAE MUTAHHS Tak
€TI0JIOT11, MaToreHe3y, 11arHOCTUKH, BapiaHTIB i
JKYBaHHA/TIPO(DITaKTUKH Y CBITI Ta YKpaiHi)?

3.2. Yu onuc uiapoBoi nomysisuii B YKpaiHi MICTUTh 1H(GOpMALito

PO BIK, CTaTh, CTAJIIO0, TSHKKICTh CTaHY/3aXBOPIOBAHHS, BaXJINBI
CYIyTHI 3aXBOPIOBaHHS Ta XapaKTEPUCTHKH, ITOB’A3aHi 31 Tak
CTaHOM/3aXBOPIOBaHHSIM? Hi

(Axmio JI3 mponoHyeThCsl BAKOPUCTOBYBATH Y MiATPYIIi
MOMYJIAIIT 31 CTAHOM/3aXBOPIOBAHHSIM, HEOOX1THO 3a3HAYNTH, YH
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3.3. Yu HagaHo oOTpyHTYBaHHS JOIUIBHOCTI BKItOUeHHS JI3 10
BIJITIOBITHOT'O TIEPEITiKY, B TOMY YHUCIIi IPOTAIMHHU Y HaJIaHHI

. .o A . Tax
MEJIUYHOI IONTOMOTH, 110 TOTSHIIIHHO MOXKYTh OYTH JIIKBiOBaH1 i
NUISTXOM BKJIFOUCHHS 3asBlieHOT0 JI3; uu 3a3HaueHa poJib
3asBiieHoro JI3 B mpoueci JiKyBaHHS?

3.4. Sxuo gocaimxysanuii JI3 y BianoBigHii dhopmi Tak
3aCTOCOBYETHCS y NIEBHUX TPYIT HACEICHHS (HAIIPUKIIAI, TiTEH, Hi

BariTHUX *I1HOK), Y1 BU3HAUY€HI BOHH Y 10CHE?

He 34CTOCOBYBAJIOCH

3.5. Un HagaHwii KIIHIYHUE MapmpyT Mali€HTa i3 3asBICHUM
NOKa3aHHAM, SKHUH BKa3ye Ha KOHTEKCT 3alpOIIOHOBAHOTO
Bukopuctanus JI3 (B Ykpaini)?

Tak
Hi
He 3acrocoByBanoch

4. Nani moao JI3/inmoi Megu4HOI TeXHOJIOTiI IOPIBHAHHA

4.1. Yu nocratHe oOrpyHTyBaHHs BUOopy JI3/iHII01 MeaguuHOT
TEXHOJIOT11 OPIBHSAHHSA?

Bubip xomnapamopa onsa papmarxoexkonomiunozo ananizy mae
Oymu y32004CeHUM 3 MUM, Wo 0Y8 BUKOPUCMAHULL 05 KIIHIYHO20
aHanizy

Tak

Hi

Baxxko ckazaru/maHux
HEJI0OCTaTHHO

He 3acrocoByBasioch

4.2. Yu mae JI3/iH1Ia Mme1uyHa TEXHOJIOTIS TOPIBHAHHS BiAMOBITHI
MOKA3aHHs J0 3aCTOCYBaHHS, 110 BUBYAFOTHCS Y JIOCHE?

Tak
Hi
He 3acrocoByBanoch

4.3. Yu onHakoBi (GOpMH BHIIYCKYy Ta CHOCOOM BBEICHHS
nociimkyBanoro JI3 ta JI3 mopiBHsHHA?
0606 ’3K080 3a3HAUUMU NPUMIMK)

Tak
Hi
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. . . Tak
4.4. Yu o6pano JI3/iHI1y MEAMYHY TEXHOJIOTIIO TIOPIBHIHHS 3 i
ypaxyBaHHSM IIbOBOI MOMYJIALIT YKpPaiHU Ta aIbTEPHATHBHUX
.. AN . - Baxko ckazaru/maHux
METO/IIB JIIKYBaHHS B KJIIHIUHIN npakTuii B YKpaini?
HEJOCTaTHBHO
Tak
4.5. Yu npusHavaetbes JI3/iHma MmeuuHa TEXHOJIOT IS Hi
MOPIBHSHHS TA YW BUKOPUCTOBYETHCS MPH JIKyBaHHI HaiOnbmoi | Baxkko ckazaTw/maHux
KUJIBKOCTI XBOPHUX B L1IbOBIM MOMYJIAIil B YKpaini? HEJIOCTaTHBLO

He 3acrocoByBasioch

4.6. JI3/iHm1a MeIuyHa TEXHOJIOTIS MIOPIBHSIHHS €
(hapMaKoJIOTIYHUM aHAJIOTOM JIOCIIKYBaHOTO JI3 115t TiKyBaHHS
[ILOBOTO 3aXBOPIOBAHHS YH BiTHOCUTHCS J0 1HIIOTO
TEparneBTUYHOTr0 Kiacy?

Tak
Hi
He 3acrocoByBanoch

4.7. Yu Bxmouenuit JI3/iHIIa MequyHa TEXHOJIOTIS MTOPIBHSIHHS
1o peryisaropaux nepenikiB (HarionansHoro neperniky ta/abo 1o

MePeTTiKiB, CIIUCKIB, PEECTPIB, IO 3aKYIMOBYIOTHCS 32 KOIITH Tax
JIEP>KaBHOTO OIOJKETY AJi1 BUKOHAHHS IIPOrpaM Ta 3/11HCHEHHS Hi
LIEHTPaJII30BaHMUX 3aX0/1iB 3 OXOPOHHU 3JJ0POB’s TOI0)?

5. Micknapoanmii cratyc

5.1. Yu cxBanenuit nociipkyBanuii JI3 3a mokazaHHsM, 1110

BUBYAETHCS, PETYIATOPHUMH OpraHaMH Y 1HIINUX KpaiHax Tax
(xpainax €Bponeiicskoro Corosy, Anownii, CIIIA, Kanani, Hi

[IBeitnapii, ABctpanii Ta iH.)?
3a naasnocmi, y komenmapi ekcnepmy ymouHumu micye, oe came

He 3acrocoByBanoch

5.2. Yu JI3 mpoiimos npoueaypy npeksaiigikanii BOO3 ta
BKIItoueHu 10 nepeniky BOO3 npekBanidikoBanux JI3,
npu3HaueHux s 6opoTeou 3 BUI/CHI/, TyGepkynb030M,
rermatuToM C Ta IHIIMMU XBOpOOaMH, a TAKOXK UM MPU3HAYAETHCS
y ctepi penpoaykronorii Ta BkmoueHuit 10 [porpamu BOO3 i3
npekBatiQikaiii 1 BBAKAEThCS MPUHHATHUM IS 3aKyIiBII
Opranizauiero O6’eqnannx Haiii?

Tax
Hi
He 3acrocoByBanoch
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5.3. YUu npoxonuB 3asBienuit JI3 ta JI3/inma menununa
TEXHOJIOTISl TOPIBHSAHHS MPOIEAYPY OIIHKH MEIUYHUX
TEXHOJIOTi B YKpaiHi 3a BU3HAYCHUM Y JIOCh€ MOKa3aHHIM?

Tak
Hi
He 3acrocoByBasioch

5.4. Yu npoxoaus 3asBienuii JI3 ta JI3/inma menuyuna
TEXHOJIOT1s1 TOPIBHIHHSA NPOLETYPY OLIHKA MEAUIHUX
TEXHOJIOTIH B IHIIKX KpaiHax 3a BUBHAYEHHUM Y JIOChE
MOKa3aHHAM?

3a nasgnocmi, y KoMeHmapi ekcnepmy YMOUYHUMU Op2aHi3ayiio,

Kpainy

Tax
Hi
He 3acTocoByBanocs

5.5. Yu HasBHa iH(dOpMALlig 00 CTATyCy
peimMOypcartii/BiamkoxyBanss 3asBiaeHoro JI3 y iHmmx
nepxaBax?

Tak
Hi

6. Inpopmanisn mono HasiBHoOCTI 3asiBJ1eHOr0 JI3 y TpeTMHHNX MKkepesax iHdopManii 32 MOJaHUM NOKA3AHHIM

6.1. Yu HasBHUH 3asiBiieHui JI3 3a moka3zaHHAM, 3a3HAYEHUM Y
3asBi, B - ba3oBoMy nepeiiky OCHOBHHUX JIIKapChKUX 3ac001B,
pexomenoBanomy BOO3 (WHO Model List of Essential
Medicines) Ta bazoBoMy nepesniky OCHOBHUX JIKapChKUX 3ac00iB
BOO3, pekoMeH10BaHOMY JIJIs1 AITEH;

- TaTy3eBHUX CTaHAApPTax y cpepi OXOPOHH 310poB’ s YKpaiHu;

- MDKHapOJHHUX KJIIHIYHUX HAaCTaHOBaxX Ta HACTAHOBAaX TayKOBHX
TOBAPUCTB 1HO3EMHMX KpaiH?

333H3‘H/ITI/I, A€ caMe€

7. BudHauyeHHS MOTPEOH 0XOPOHH 310POB’°HA B AocaiTkyBanomy JI3
P P P \ Yy

Tak

7.1. Yu HajjaHa AOCTOBIpHA iH(OpMaIlist 1010 TOKAa3HUKIB Hi
MOIIMPEHOCTI XBOPOOH Ta 3aXBOPIOBAHOCTI HacCEJIeHHs B YKpaiHi | Baxkko ckazatu/manux | Bkazatu 4yncioBi MOKa3HUKA
Ha 3a3HauYeHe MOKa3aHHs (CTaH/ 3aXBOPIOBAHHS) Y JOCHE? HEZ0CTaTHBO
7.2. YU BU3HAUYEHA 3aBHUKOM YAaCTKa XBOPHUX 3a MOKa3aHHAM, 1m0 | Tak
BHUBYAETHCS Y IOCKE, SIKi O b IOTPeOYyBaTH 3aCTOCYBaHHS Hi .

. YA , YAYT peby Y Bxkazartu 4yncinoBi NOKa3HUKH
nocaikyBaHoro JI3 B Ykpaini (BU3HaUeHHSI TOTPeOH OXOPOHU Baxko ckazaru/maHux
310poB’st JI3)? HEJIOCTAaTHHO
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7.3. U BUKOPUCTAHI JIJIsl BU3HAYCHHS TOTPEOU HAIHHI JKepena
iHdopmarii, s npukitany: aadi odiniHoi ctatuctuku MO3
VYxpainu Ta/abo Jlep>kaBHOT ciy’Ou CTaTUCTUKH Y KpaiHu, Ta/abo
HEHTPY IpoMajickkoro 310poB’st MO3 Ta /abo HallioHATILHOTO
KaHuep-peectpy Ykpainu, BOO3, OHICE®, CeitoBoro banky
TOIIO?

Tak

Hi

Baxkko cka3zatu/maHux
HEIO0CTaTHHO

3a3Ha4YMTH, K1 came

I1. KJITHIYHUAM PO3ILT

8. AHaJti3 nopiBHAJILHOI e(PeKTUBHOCTI/Pe3yIbTATUBHOCTI

IIPHMITKA: y pasi Ha0aHHA 3aA6HUKOM 1uLe OCKiIbKOX KOHMPObOSARUX (400 KOZOPMHUX) OOCILIOHCENY, A He MEMA- AHANI3Y/CUCMEMAMUYHO20
02120y, y po3oini I K/ITHI'YHHH PO3/1IVI 3anoénumu nuwe nynkmu 8.4. ma 8.5 (6 3anescnocmi 6i0 mozo, AK020 Ou3aitny Ha0aune 00CaiOHCeH ).

He 3anoentoeamu nynkmu: 8.2, 8.3, 8.6, 8.7.

Ilpome, y makux eunadxax excnepm, 0006’A3K060 NOGUHEH RNPOGECMU CAMOCHMINUHUI ATbMEPHAMUGHUIL NOUWLYK MOMCIUGUX Odcepen ma

YREBHUMUCA, W0 THUIUX 00CTI0HCEHb OIIICHO He ICHYE Ma 3a3HAYUMU Ue Y C60EMY 3AKNI0UEHHI 3 eKChepmu3u mamepianie.

8.1. Un cdopmynboBaHe KIiHIYHE MUTAaHHS 3 BUKOpHCTaHHsSM | Tak

cxemu PICO? Hi

8.2. SIkuii TN MpeICTaBICHUX KIHIIEBUX Pe3yJIbTaTiB (TOYOK)? 3a3HaunuTU
Tak

. Hi

8.3. Un 3a3HaueHa cTpaTeris NOouyKky?
Baxko ckazatu/maHux
HE/I0CTaTHHO
Tak

8.4. Yu mporiec Bi1OOpY Ta BUIIyUEHHS JaHUX JUIs cuctemMarnyHoro | Hi

OTJIsITy BUKOHAHWM TPUHANMHI IBOMa HE3aJIeKHUMU ekcriepTamMu? | Bakko ckazatu/maHux
HE/I0CTaTHBO
Tak

8.5. Uu mepepaxoBaHi BKIIOYEHI Ta BUKIIOYEHI myoOumikarmii 3a | Hi

pe3yJbTaTamMu MOImyKy? Baxko ckazatu/maHux
HE/I0CTaTHBO
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8.6. Uu Oynu Taki AOCHIHKEHHS, SKi MMinajaiy mijg Kputepii
BKJIIOUEHHS aHalli3y, ajle HABMUCHO He OYJM BKIIIOUEHI 710
aHamizy?

Hanuti kpumepiti BuUKOPUCMOBYEMbCS 0151 BUKTIIOYEHHS MAKO020
Gaxmy, wo nepedbavae 8KIOUEHHS Y AHANI3 TULe OOCTIONHCEHD 3
«NO3UMUBHUMUY PE3YTbIMAMAMU MA He 8KII0YEHHS O0CTIONCEHb,
KT MaKkodic nionaodams nio Kpumepii GKIIOUEHHS, ajle MOXCYMb
npeocmasumu JI3 y necamusrnomy ceimiui. Ilepesipsiecmocs
CAMOCMITIHUM BUKOHAHHAM KOMNIEKCHO20 NOULYKY 8IONOBIOHUX
ooicepen

Tak

Hi

Baxkko cka3zatu/maHux
HEIO0CTaTHHO

He 3actocoByBanoch

8.7. AHani3 eQeKTHBHOCTI IPOBEACHUI 3a pe3yIbTaTaMH: BKE
OITy0JIIKOBAHOTO CHCTEMATUYHOTO OTJISTY UM METaaHali3Yy;
CaMOCTIHO  TIPOBENEHOTO  CHCTEMATHYHOTO OISy  4Yd
MeTaaHamizy; OJIHE JOCJIIKEHHS ; paHI0MI30BaHE,
KOHTPOJILOBAaHE, KOTOPTHE; AHUX PEeajbHOI KIIIHIYHOT MPAaKTUKU

(RWD/RWE).

3a3HaunTH TUII

8.8. Sxmio 3anpornoHoBaHuii JI3 BUKOPUCTOBYETbCS JUIsl
JKyBaHHA PiIKICHUX (Op(paHHUX) 3aXBOPIOBaHb, UM HaJlaHa
1H(OopMaIis npo KITHIYHI OCTIIHKEHHS, sIKI BEAYThCS Ha JaHUH
9ac Ta MOXKYTb PO3LIMPUTH MMOKa3aHH [yl OUTBIINX MOMYJISALIN
MAIIEHTIB?

Tax
Hi
He 3acrocoByBanoch

8.2. Ony0uikoBaHMii MeTaaHAJI3 /CHCTEeMATHYHUH OTJISA/

8.2.1. Yu PICO ony6nikoBaHOTr0 MeTaaHasi3y/CUCTEMAaTUYHOTO
orisay Bianosinae PICO, Bu3HaueHe y po3aii 8 mogaHoro
Jocee?

Tak
Hi

8.2.2. JIyis KpUTHUYHOI OI[IHKA CUCTEMAaTHYHUX OTJISIIIB, K1
BKJIIOYAIOTh PaHIOMi30BaHi Ta/abo HepaHI0Mi30BaHi
JOCITIKEHHST MEIMYHUX TEXHOJIOT1H, BAKOPHCTOBYBATH
iHcTpymMeHT AMSTAR 2.

st mpoBeIeHHS OIIHKY HEOOX1HO MPOWTH 3a TOCHIIAHHSM:

3a3HaYUTU pPE3yJbTaT
(HamaHuil y AOChE Ta
pe3ynbTaT
aJIbTEpPHAaTUBHO
MTPOBEICHOT OI[IHKH )
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- https://amstar.ca/Amstar Checklist.php

Pestome o11iHKHM pe3yabTaTiB:

Bucoka — xo1HOTO 200 OJTUH HEKPUTUIHHUI HEJOJIK:
CHCTEMaTHYHHH OTJISI HaJla€ TOYHE Ta BUUEPITHE PE3IOMe
pe3yNbTaTiB BKIFOUEHUX JOCTIKEeHb, TPUCBSUYEHUX MMUTAHHIO,
110 BUBYAETHCA.

[TomipHa — GiTbIIIEe OTHOTO HEKPUTUIHOTO HEJOMIKY:
CHUCTEMaTHYHHH OTJIsIT Ma€ OUTBIIIE OJJHOTO HENIOJIIKY, e HeMae
KPUTHUYHUX HEIIOJIIKIB. B HhOMY MpeicTaBiieHe TOYHE pPE3IoMe
pe3yNbTaTiB JOCTYIMHUX JOCIHIKEHb, IKi OyJIM BKIIIOUEH] B OTJISII.
Husbka — 0IMH KPUTHYHUN HETOMIK 3 HEKPUTHIYHUMHU
HeoTikaMu abo 0e3 HUX: OIJISIT Ma€ KPUTHYHUHN HEJOJIK Ta
MOYKE HE MaTh TOYHE 1 BUYEPITHE PE3FOME JOCIIIHKEHb, 10
BKJIFOYCHI.

KputnyHo HH3bKa — OUTBIIIE OJJHOTO KPUTUYHOTO HEJOMIKY 3
HEKPUTUYHUMU HEJOTIKaMH a00 0e3 HUX: OrJIsil Ma€e OibIie
OJIHOTO KPUTUYHOTO HEJ0JIIKa, Ha HHOTO HE CIIiJ] pO3paxoByBaTH
JUTSL OTPUMAHHS TOYHOTO Ta BUYEPITHOTO PE3FOME CTOCOBHO
BKJIFOUEHUX JIOCIKEHb.

8.2.3. Uu y3aranpHeH1 Ta CTAaTUCTUYHO 00’ €IHAH1 pe3ylbTaTu
110710 KJIIHIYHOI €()eKTUBHOCTI B OITYOJIiKOBAaHOMY
MeTaaHasi31/CUCTEMaTUIHOMY OTJISI?

Tak

Hi

Baxxko ckazatu/maHux
HEJI0OCTaTHHO

He 3acrocoByBasioch

8.2.4. Uu KOpEeKTHO IHTEPHPETOBAH1 Y JOCHE PE3yibTaTi MO0
KJTIIHIYHOT €()eKTUBHOCTI 3 OIMy0JIIKOBAaHOTO
MeTaaHaJ13y/CUCTEMAaTHIHOTO OTJISTY?

Tak
Hi

8.3. CamocrTiiiHo nIpoBeieHUI 3asiIBHUKOM METAaaHAJi3/CHCTEeMATHYHUH OTJISA/
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8.3.1. Uu Oyna omiHeHa METO/I0JI0T14HA SKICTh BKIIOUCHHUX Y METa-
aHAIII3/CUCTEMATUYHUI OIJIA JOCIIKEHD?

Tak

Hi

Baxxko ckazaru/manux
HEJO0CTaTHBO

He 3acrocoByBasioch

8.3.2. Um OyB 1u3ailH 0OpaHUX JOCIHIKEHb OJHAKOBHM,
BKJIIOYAIOUH MIEPBUHHI Ta BTOPUHHI KiHIIEB1 TOUKU?

Tak

Hi

Bakko ckazaTn/gaHux
HEIO0CTAaTHHO

He 3acTocoByBanocs

8.3.3. SIkmio mpencTaBieHI CyporaTHI TOYKH, Yd JOBEICHA ix
pEeNeBaHTHICTH/BATIIHICTD 10 KIHIICBUX?

Tak

Hi

Baxxko ckazaru/maHux
HEZO0CTaTHBO

He 3acrocoByBasioch

8.3.4. B pamKax o0paHux JOCITiIKEHb
e(eKTUBHICTH/Pe3yIbTaTUBHICTh BUMIPIOBAJIaCh y HAJEKHUX Ta
OJIHAKOBUX OJIMHUILISIX BUMIPIOBAHHS?

Tak

Hi

Baxxko ckazatu/manux
HEJI0OCTaTHHO

He 3acrocoByBasioch

8.3.5. Uu BIANOBIAHI CTAaTHUCTUYHI METOAM BUKOPHUCTaHI MJis
00’ € THAaHHS OKPEMUX PE3yJIbTaTIB TOCHII>KEHb?

Tak

Hi

Baxko ckazatu/maHux
HEJOCTATHBO

He 3actocoByBasioch

8.3.6. Uu npeacraBneHnil 00’ €AHaHUIi aHAJI3 1 iHTepnpeTanis
OTPUMAHUX PE3YNIHTATIB BiJl KOXHOTO BKIFOYEHOTO JTOCIIIKEHHS
3 nmocnimkyBanuM JI3 ta JI3/iHII0I0 METUYHOIO TEXHOIOTIE0
MOPIBHSIHHS?

Tax

Hi

Baxko ckazaru/maHux
HEJI0OCTaTHHO

He 3acrocoByBasioch

8.3.7. Uu BU3HAUEHI JUI pe3yJbTaTiB A0BIpYl IHTEpBAIU?

Tak
Hi
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Baxxko ckazaru/maHux
HEJO0CTaTHBO
He 3acrocoByBasioch

8.3.8. Uu KOPEKTHO MpeICTaBIICH] pe3ylbTaTH e(EeKTUBHOCTI
3acTocyBaHHsA fociipKyBanoro JI3 ta JI3/iHmoi MequaHoi
TEXHOJIOT11 TIOPIBHSHHS y BIJMOBITHOCTI 13 3asIBICHUMH
KiHIIEBUMH TOYKaMH?

Tak

Hi

Baxkko cka3zatu/maHux
HEIO0CTaTHHO

He 3actocoByBanoch

8.3.9. Uu npencraBieHi 10AaTKOBI pe3yabTaT eeKTHBHOCTI
(SIKIII0 BOHM 3aCTOCOBYBAJIMCH) 110 MiArpynam nauieHTis (a He
BCI€1 YaCTKHM XBOPUX) JJIsI OI[IHKH MOPIBHSIIBHOTO €(heKTy MiXk
nocaimkyBanuM JI3 ta JI3/iH110i MeTU4HOT TEXHOMOT 1]
MOPiBHSHHS?

Tak

Hi

Baxkko ckazaru/manux
HEZOCTaTHBO

He 3acrocoByBasioch

8.3.10. Yu mpencraBieHi y CHCTEMaTUYHOMY OTJISIII Ta/uu
MeTaaHalli31 MOXJIMBI BIIMIHHOCTI MK ITPEICTaBICHUM
JOCTIPKEHHSIM Ta yMOBaMH B YKpaiHi (hakropu, oB’s3aHi 3
BiIMIHHOCTSIMH: ITONYJIAIii, 3aXBOPIOBaHb, CTAaHIB, 0OCTABUH YU
npoliecy JiKyBaHH:)?

Taxk

Hi

Baxxko ckazatu/ganux
HEJ0CTaTHbO

He 3actocoByBanoch

8.4. KoHTpoboBaHi 10CTiIzKEeHHA™,

Jannii 010K 3alIUTaHb PO3IVIAAAE€THCS, AKIIO 3asiBHUK HaJAaB Juule 1 (a0o 0inbie) paHa0oMi30BaHe KOHTPOJIbOBaHe 10C/IIKeHH, 3
Bi/ICYTHICTIO MOK/JIHBOCTI IPOBECHHS MeTa-aHAJII3y/CHCTEeMAaTHYHOI0 OTJISAY

*3anuTaHHs Po3po0JieHi y BUIJIsIAI YTOYHIOIYOI iHGopManii Ipo paHA0Mi30BaHi KOHTPOJIBOBAHI J0C/IIKEHHA

8.4.1. Yn gocmigkeHHs BUBYAIHN YITKO BU3HAYECHE KIIIHIYHE
MUTaHHA (BU3HAYCHA I[IbOBA MOMYJIAILIS, TOCTKyBanuii JI3,
JI3/inm1a Mein4YHa TEXHOJIOT1sl MOPIBHAHHS Ta PE3yJIbTaTH)?

Tak

Hi

Baxko ckazatu/maHux
HEJOCTATHBO

He 3actocoByBasioch

8.4.2. Un OyB y 00paHHMX JOCTIPKCHHSIX PO3MOJIII MAaIli€HTIB J0

IpYII JTIKyBaHHS paH/I0Mi30BaHUM?

Tak

Hi

Baxkko ckazatu/maHux
HEJOCTaTHRLO
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He 3acrocoByBasioch

8.4.3. Un y 00paHuX JOCIIHKSHHSIX J0 MAI[IEHTIB 1 JOCIITHUKIB
3aCTOCOBYBABCSI «CJIIITUNA METOI»?

Tax

Hi

Baxko ckazaru/maHux
HEJOCTATHBO

He 3acrocoByBasioch

8.4.4. Yn y oOpaHUX AOCIIIPKEHHIX NAIi€EHTH TPYIH
nocnimkyBanoro JI3 ta rpynu JI3//iHmIol Me1nyHOi TEXHOMOT1T
MOPIBHSIHHS HA TIOYATKY JTOCIIIKCHHSI Oy CXO0KHMH
(memorpadivni, KIiHIYHI JaH] Ta iH.)?

Tak

Hi

Baxkko cka3zatu/maHux
HEI0CTAaTHHO

He 3acTocoByBanocs

8.4.5. Un y 00paHuX JOCIHIKEHHSIX, A€TalbHO BU3SHAYEH]
JI03yBaHHS, CIIOCI0 BBEJICHHS, YaCTOTa BBEJCHHS, TUTPYBAHHS 7103
(32 HEOOX1THOCTI) Ta TPUBANICTD JIKYBaHHS AJISl JOCIIIKYBAaHOTO
JI3 Ta JI3/inmIoi MeaquaHOi TeXHOJIOT1T TOPIBHIHHSA?

Tak

Hi

Baxxko ckazaru/maHux
HEJOCTATHBO

He 3acrocoByBasioch

8.4.6. Y 0o0paHUX JOCIHIIKEHHIX, NAIIEHTH y TPYyMax JiKyBaHHS
OTPUMYBAJIU CYIyTHIO Teparnito?

Skiio Tak, To uu Oysa BOHA OJJHAKOBOIO?

Tak

Hi

Baxko ckazartu/maHux
HEJI0OCTaTHHO

He 3acrocoByBasioch

8.4.7. Y 0bpaHMX IOCIHIIKEHHIX PO3PaxOByBajlaCh CTAaTUCTUYHA
MOTYXHICTb JOCIIPKEHb, PO3MIp BUOIPKHU?

Tak

Hi

Baxxko ckazaru/maHux
HEJOCTATHBO

He 3actocoByBasioch

8.4.8. YV 0OpaHux MOCHiIKEHHSX, SIKUI BIJICOTOK BiJ 3araibHOi
KUIBKOCTI YYaCHHKIB a00 TPy, BKIIIOUEHUX B KOKHY IpyIy
JKYBaHHS B JIOCIIPKEHH1, BUHIIUTH 3 TOCIIIKEHHS 0 Horo
3aBepUICHHS?

Tak

Hi

Baxko ckazaru/maHux
HEJI0OCTaTHHO

He 3acrocoByBasioch
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8.4.9. Y oOpaHuX AOCTIDKEHHSIX PE3yIbTaTH MPEACTABIICH] 3a
BCiMa BU3HAYCHUMH KiHIIEBUMH TOYKAMU?

Tak

Hi

Baxko ckazaru/maHux
HEJO0CTaTHBO

He 3acrocoByBasioch

8.4.10. Yu npecTaBiieH] 10AaTKOBI pe3ynbTaTh 3 €hEeKTUBHOCTI
3aCTOCYBaHHS (SIKIIO BOHU 3aCTOCOBYBAJIKCH) IO MiArpynam
namieHTiB (a HE BCIET YaCTKU XBOPHUX) JIJIS1 OI[IHKU MTOPIBHSIBHOT
e(eKTUBHOCTI Mixk nociipkyBanum JI3 ta JI3/iHIIO0 METUIHOIO
TEXHOJIOTIE0 TTOPIBHSAHHS?

Tak

Hi

Baxkko ckazatu/maHux
HEIO0CTAaTHHO

He 3acTocoByBanocs

8.4.11. Un KOPEKTHO IHTEPIIPETOBAHI y TOCHE PE3yAbTATI MO0
KJIIHIYHOT €(DEeKTUBHOCTI 3 KOHTPOJIBOBAHOTO JIOCTIPKCHHS?

Tak
Hi

8.5. KoropTHi pocaimkeHHsa ™.

Jdanuii 0JIOK 3alUTaHb PO3IVISIAAETHCS, SIKIIO 3asiBHMK HajaaB Jjuiie 1 (ado Oiible) KOropTHe JOCHIIKEHHS, 3 BiIICYTHICTI0O MOKJIHBOCTI

MMPOBECACHHSA MeTaaHaJ'Ii3Y/CI/ICTeMaTl/I‘lH01"O onisiny

*3anuTaHHs Po3po0JieHi Y BULJIsIAI YTOYHIOWYOI iHGopManil MPo KOrOPTHi J0CTiZKeHHS

8.5.1. Un gocmigkeHHs BUBYAIHN YITKO BU3HAUYECHE KIIIHIYHE
MUTaHHA (BU3HAYCHA I[IHOBA MOMYJIAILIS, TOCTKyBanuii JI3,
JI3/inm1a MeinYHa TEXHOJIOT1sl MOPIBHAHHS Ta Pe3yJbTaTH)?

Tak

Hi

Baxko ckazatu/maHux
HEJOCTATHBO

He 3actocoByBasioch

8.5.2. Y o0OpaHuX AOCHIIKEHHSIX 3aCTOCOBYBABCS «CIIMUN
METO/1» OLIIHKU Pe3yJIbTaTy 1010 CTaTYCy BTPY4aHHs?
Axkwo 0ocniodcenns pempocnekmusHe, mo He 3aCMoCo8YEMbCAL.

Tax

Hi

Baxko ckazaru/maHux
HEJI0OCTaTHHO

He 3acrocoByBasioch

8.5.3. Un y oOpaHuX AOCHIKEHHIX NAll€EHTH TPYIU
nocmipkyBadoro JI3 ta rpynu JI3/iHma MeauyuHa TeXHOJIOT 1S
MOPIBHSIHHS HAa TOYATKY JIOCHIKEHHSI OYJIU CXO0KUMHU

Tak
Hi

153




CT-H MO3YV 42-9.1:2026

(memorpadivHi, KJIHIYHI 1aHi Ta 1H.)?

Baxxko ckazaru/maHux
HEJO0CTaTHBO
He 3acrocoByBanoch

8.5.4. Y oOpaHMX OCTIKEHHSX, MAIIEHTH Y TpyINax JiKyBaHHS
OTPUMYBAIIU CYITYTHIO Teparito?

Sxmro Tak, To 9u Oyja BOHA OJJHAKOBOKO?

Tak

Hi

Baxkko cka3zatu/maHux
HEIO0CTaTHHO

He 3actocoByBanoch

8.5.5. Uu BpaxoBaHi OCHOBHI CIIOTBOPIOIOYi (pakTopn
(confounding factor) npu anai3i pe3ynbTariB?

Tak

Hi

Baxxko ckazaru/maHux
HEJOCTATHBO

He 3acrocoByBasioch

8.5.6. Y 00paHuX DOCIIIKEHHIX PO3PaXx0OBYBAJIaCh CTATUCTUYHA
HOTYXKHICTB JJOCIIJKEHHS, po3Mip BUOIpKu?

Tak

Hi

Baxko ckazatu/manux
HEJI0OCTaTHHO

He 3acrocoByBanoch

8.5.7. Y oOpaHux IOCHIKEHHSX, IKHHU BIJICOTOK MAaIIEHTIB 200
KOTOPT, BKJIFOUEHUX B KOXKHY TPYIY AOCTIIKEHHS, BUOYIH JI0
3aBEPIICHHS TOCTIKEHHS?

AKWw0 00Ci0NCeHHSI pempOCneKmusHe, mo He 3aCMoCO8YEMbCSL.

Tak

Hi

Baxko ckazatu/maHux
HEJOCTATHBO

He 3acrocoByBanoch

8.5.8. Y oOpanux HOCHIKEHHIX Pe3yIbTaTH MPECTaBIEH] 3a
BCiMa BU3HAUYEHUMU KiHIIEBUMHU TOYKAMU?

Tak

Hi

Baxxko ckazaru/maHux
HEJI0OCTaTHHO

He 3acrocoByBasioch

8.5.9. Uu KOpeKTHO IHTEPIPETOBAHI Y JOCHE PE3YIbTATI 00
KJIIHIYHOT €()eKTUBHOCTI 3 KOTOPTHOT'O IOCI1PKEHHS?

Tak
Hi

8.6. Henpsime nopiBHsIHHSA
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Jlanuii 0J10K 3aNIUTaHb PO3IJISIAAETHCS, SIKIIO 3assBHUK HAJaB HeNpsiMe MOPiBHAHHS Y BUIIA/IKY, IKIIO NPsMi NOPiBHJILHI BUIPOOYBaHHA i3

3asiBjeHnM JI3 ta JI3/iHo0 MequYHOI0 TEXHOJIOTI€I0 MOPiBHSAHHS BiICYTHI, HENPUILYCTHMI

8.6.1. Uu HempsiMe MOPIBHSHHS POBEICHE 32 JOTIOMOT OO0
3arajibHOI KOHTPOJIBHOI TPYIH. SIKIIO TaK, TO Yi OOTPYyHTOBaHA
aKTyalIbHICTh CIUTBHOTO JI3/1HII0T MEAMYHOT TEXHOJIOT11
TTOPIBHSHHS?

Tak

Hi

Baxxko ckazatu/manux
HEIOCTATHHO

8.6.2. Uu HempsiMe OPIBHSAHHS MTPOBEICHE 3 3aCTOCYBAHHSIM
METO/IB:

IpoCTe NOPIBHSAHHS JOCTIHKEHb 0€3 BTpYYaHHs (aHTJI. naive
comparison);

MOPIBHSHHS 3 TPYIOI0 ICTOPUYHOTO KOHTPOJIIO (QHTIL.
benchmarking with historical controls);

MIOPIBHSIHHS PE3YJIbTATIB JOCIIKEHHS TICIISI KOPUTYBaHHS
BIJIMIHHOCTEH B XapaKTepUCTUKAX KaTeropiil marieHTiB (aHTJI.
matching-adjusted indirect comparison).

3a3Ha4uuTH METO

Tak
8.6.3. Uu BUKOHAHO J10JATKOBUI CUCTEMATUYHUI MOITYK Hi
JOCTIIKEHb I HEMPSIMOTO MOPIBHSIHHS? Baxko ckazaru/maHux
HENOCTATHBO
. . Tak
8.6.4. Yu GazyBanoch HenmpsiMe MOPIBHSIHHS (CUCTEMATHIHUN i
OTJIsI/I/MeTa-aHali3) Ha MOPIBHAJIBHUX JOCTIIKEHHSAX Ta YU
) ! . . . Baxko ckasaru/maHux
BKJTFOYAJIH IIi TOCIIPKEHHS Taky kK camy JI3/iHmoi MequaHO1
HELOCTATHBO

TEXHOJIOT11 MOPIBHIHHSA?

He 3acrocoByBasioch

8.6.5. Uu Oynu rpynu Mami€eHTiB MOPIBHIOBaH1 y BKIIOYEHUX
IOCITIKEHHIX ?

Tak

Hi

Baxxko ckaszatu/mannx
HEJO0CTAaTHBLO
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Tak
8.6.6. Uu nopiBHIOBaH1 XapaKTEPUCTUKHU JOCIIKyBaHoTro JI3 y Hi
BKITFOUEHUX JTOCIIKCHHSX ? Baxko ckazaru/maHux
HEJOCTaTHBHO
Tak
.y . Hi
8.6.7. U ogHAKOBI1 KIHIIEBI TOUYKH BUKOPUCTOBYBAJIUCH Y
. Baxko ckazaru/maHux
00paHuX JOCTIIKEHHSX?
HEJ0CTaTHBO

He 3acrocoByBasioch

Tak

8.6.8. Uu Hamarayimcst JOC/IIJHUKY BUSBUTH Ta BKIIOYMTH BCl Hi
BI/IMOB1/IHI paHa0Mi30BaHi KiiHIYHI gociimkenas (PK)? Baxko ckasaru/maHux
HEJIOCTATHBO
Tak
8.6.9. Un Oyna oliHeHa METO/OJIOTIYHA SKICTh BCiX BKIIOYeHHX | Hi
JIOCIIIKEHD? Baxko ckasaru/maHux
HEJIOCTATHBO
8.6.10. Yu icHYIOTh cUCTEMAaTHYHI BIIMIHHOCTI B Mou¢ukaTopax | Tak
edexTy mikyBaHHS (TOOTO 0a30BHX XapakTepHUCTHKaX marieHTa un | Hi
JOCIIJIKEHHSX, K1 BIUTMBAIOTh Ha €(DEKT JIIKYyBaHHS) Y Baxko ckazatu/maHux
BKJIFOUCHMX JTOCIIIKESHHIX ? HEJOCTAaTHBLO
Tak
8.6.11. Un KOpeKTHO BUKOHAHE HETIPSIME MOPIBHAHHSA? Hi
Baxko cka3zaTu/maHux
HEJIOCTATHBLO
. Tak
8.6.12. Yu 6yno Hanane rpadivyHe abo TabiuyHE MpeCcTaBIeHHS Hi
MepexXi T0Ka3iB, 0 MICTUTH 1H(OPMAIIIIO PO BCl KIIIHIYHI
. . Baxko cka3zaTu/maHux
JOCTII)KeHHS, BKIIFOUEHUX B HEMPsIME MOPIBHSIHHS?
HEJIOCTATHBLO
Tax
8.6.13. Uu HaBes1eHO pe3yNbTaTH OKPEMUX KIIIHIYHUX Hi
JTOCJTIJDKE€Hb, BKIIFOYCHUX B HETIPSIME TTIOPIBHIHHS? Baxko ckasatu/manux
HEJIOCTATHBO
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8.6.14. Un KOpEeKTHO IpeICTaBlIeHI PE3yIbTaTH OKPEMHX
KIIIHIYHUX JOCIIKEHb, BKIIOYCHHUX Y HEMPsSMe MOPIBHIHHS ?

Tak

Hi

Baxko ckaszatu/maHux
HEIOCTATHHO

8.6.15. Uu cipaBeyinBi Ta BUBa)KEH1 BUCHOBKHU?

Tak

Hi

Baxxko ckaszartu/maHux
HEIOCTATHHO

8.7. lani mon0 npakTH4HOI eeKTHBHOCTI 200 pe3yJIbTATHBHOCTI BUKOPHCTAHHA JiKap

CbKOI'0 32¢00y

8.7.1. Uu npexacrapieHi AaHi MO0 MPAKTUYHOI €PEKTUBHOCTI
a00 pe3ynbTaTUBHOCTI BUKOpucTaHus JI13?

Tak
Hi
(6ionosiob “Hi” He ¢
npueoooOM ons

HAOAHHS  3AY8AIHCEHD
3ASABHUKY)

8.8. 3BATAJIbHUIA BUCHOBOK AHAJII3 EOEKTUBHOCTI/PE3YJIbTATUBHOCTI

8.8.1. Uu HamaHi BHUCHOBKHM MO0 TOPIBHSJIBHOI KIIHIYHOI
e(eKTUBHOCTI?

Tax
Hi
Baxko ckazaru/manux

HCAOCTAaTHLO

9. Onuc NOpiBHSVIbHOI 0e3NeKu

ITPUMITKA: akuio cmpamezisi NOUiyKy 00Ka308uUx 0AHUX, W0 CIOCYEMbCA OUiHKU Oe3nexku 3acmocysannsn JI3, cnienadac 3 micto, wjo

npeocmaeieno y Yacmuni ananizy Kainiunoi epekmusnocmi 3aa61e1020 JI3 ma 6ionogionozo JI3/inuioi meouunoi mexnonozii nopieHAHHA, MOOi

npeocmagnamu 000amKo80 OKpemy cmpamecito NOWYKy 0ia oyinKu de3nexku 3acmocysannusn JI3 ne nompiono i 6ionogiono 9.1-9.5 nacmynnux

numansb Hé 3aNO0BHIVIOMbCA.

9.1. Yu chopmynpoBaHe KITiHIYHE MUTAHHS 3 BUKOPHCTAHHSAM
cxemu PICO?

Tak

Hi

Baxxko ckasatu/maHux
HEJO0CTaTHBLO
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Tak
. Hi

9.2. Yu 3a3HayeHa cTparerisi Momryky?
Baxko ckazaru/maHux
HEJOCTaTHBHO
Tak

9.3. Yu nporiec BigOOpyY Ta BUITYYEHHS TaHUX JIJIs cucteMatuyHoro | Hi

OTJIs1Ty BUKOHAHUY MPUHANMHI TBOMA HE3aJIC)KHUMU eKcriepTaMu? | Bakko cka3aTu/maHux
HEJOCTaTHBHO
Tak

9.4. Uu nepepaxoBaHi BKJIIOUEHI Ta BUKJIIOYEHI MyOikaii 3a Hi

pe3yabTaTaMu MOIIyKY? Baxko ckazatu/maHux
HEJOCTaTHBO

9.5. Yn Oymu Taki AOCHiPKEHHS, AKI MigHanand Mg Kputepii

BKJIFOUEHHS aHaNI3Yy, ajie HABMUCHO He OY/H BKIIOUYEHI 0 aHami3y?
Tak

Jlanuii KpuTepiii BAKOPUCTOBYETHCS JIJIS1 BUKIIOYSHHS TAKOTO Hi

(akty, 110 nepenbdavae BKIOUEHHS y aHaIII3 JIMIIE TOCIIDKEHb 3 | Bakko ckaszartu/maHux

«MO3UTUBHUMUY» PE3YNbTaTaMU Ta HE BKIIIOUEHHS JOCIIKEHb, HEIOCTATHBLOT

SIK1 TAKOK MIANaNal0Th M7 KpUTEPil BKIIOUYEHHS, ajleé MOXKYTh
npencraButu JI3 y HeratuBHOMY CBiTi. [lepeBipsieTbes
CaMOCTIMHUM BUKOHAHHSM KOMILIEKCHOTO MOITYKY BIATMOBIIHUX
JUKepen

He 3acrocoByBanoch

9.6. AHani3 6e3neky MPOBEICHUI 3a pe3ysbTaTaMu:

BXKE OIyOJIIKOBAaHOT'O CUCTEMATUYHOTO OIJISY YU METaaHawi3y;
CaMOCTIHO  TIPOBENEHOTO  CHCTEMATUYHOTO OISy — 4Yd
MeTaaHali3y;

OJTHE JOCII/DKeHHS: paHI0Mi30BaHe, KOHTPOJIbOBAHE, KOTOPTHE;
JnaHux peanbHoi KiiHiuHOi mpakTuk (RWD/RWE).

3a3HAUYUTH THUIT

9.2. Onyo0./1ikOBaHWI MeTAaaHAJII3 /CMCTEeMATHYHUH OTJISA/

9.2.1. Yn PICO omy6aikoBaHOrO MeTaaHaji3y/CUCTEMATUYHOTO
ornsiny Bignosigae PICO, Bu3Hauene y po3aiii 8 mogaHoMy J0Che?

Tak
Hi
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9.2.2. 151 KpUTHYHOT OIIHKM CUCTEMAaTHYHHUX OTJISAIB, K1
BKJIIOYAIOTh PaHOMi30BaHi Ta/abo HepaH10Mi30BaH1
JOCTIDKEHHS MEIMYHUX TEXHOJIOTIH, BAKOPUCTOBYBATH
inctpymenT AMSTAR 2.

Jly1st mpoBeIeHHS OIIHKK HEOOX1HO MPOWTH 3a TOCHJIAHHIM

- https://amstar.ca/Amstar Checklist.php

Pe3tome OLIiHKH pe3ynbTaTiB:

Bucoxka — x0/1HOTO 200 OJJMH HEKPUTHIHHIA HEJOJIK:
CUCTEMaTUYHUH OTJIS] HA/Ia€ TOYHE Ta BUUEPITHE PE3IOME
PE3yJIbTATIB BKIIFOUEHUX JTOCIIHKCHbD, TPUCBIYCHUX MUTAHHIO,
1[0 BUBYAETHCS.

[TomipHa — GiIbIIIE OJTHOTO HEKPUTUIHOTO HEOJIKY:
CUCTEeMaTUYHHI OrJIsA] Ma€ OUIbIIE OJJHOTO HEJOJIKY, ajie HeMae
KPUTHYHHX HEJOJiKiB. B HhOMY IpeicTaBiIeHe TOYHE pe3toMe
PE3yNbTaTIB JOCTYIHUX JOCHIIKEHb, SIKI OYJIM BKJIIOYEHI B OTJISI.
Hu3bka — 0JIMH KPUTHYHUH HETOIK 3 HCKPUTHIHUMH
HeZoaikaMu abo 06e3 HUX: OTJIsII Ma€ KPUTUYHUI HEJOIIK Ta
MOJK€ HE MaTH TOYHE 1 BUYEPITHE PE3FOME JIOCIIKCHb, 10
BKJIFOYEHI.

Kputnuno HU3bKA — OLIBIIIE OJJTHOTO KPUTUYHOTO HEIOMIKY 3
HEKPUTHUYHUMH HeAoMKaMu abo 6e3 HUX: OIS Ma€ Oijblie
OJTHOTO KPUTUYHOTO HEJI0JIIKa, Ha HHOTO HE CIIiI pO3PaxOBYBaTH
JUISL OTPUMaHHS TOYHOTO Ta BUYEPITHOTO PE3IOME CTOCOBHO
BKJIFOUEHHUX JTOCIIKEHD.

3a3HaunUTU pe3ysibTaT
(HamaHWii y JOChE Ta
pe3ynbTar
aTbTEPHATHBHO
MIPOBE/ICHOT OIIHKH)

CT-H MO3YV 42-9.1:2026

9.2.3. Un yzaranbHEeHI Ta CTaTHCTUYHO OO0 €IHAHI pe3yIbTaTH
mono  Oesmeku B OMyOJIKOBAaHOMY  MeTaaHali3i  4u
CHCTEMaTHYHOMY OTJISIIIi ?

Tax

Hi

Baxko ckazaru/maHux
HEIOCTaTHHOI1

He 3acrocoByBasioch
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9.2.4. Yu KOpEKTHO 1HTEPIPETOBaH1 Y 10CHE PE3YIbTATI IIOJ0
0e31eKu 3 Ony0IIKOBAaHOTO METaaHalli3y/CHCTEMAaTHIHOTO
ormsiay?

Tax
Hi

9.3. CamocTiiiHO IpoBeleHUi 3asiIBHUKOM MeTaaHAJi3/CUCTeMATUYHUI OIS/

9.3.1. Yu Oyna omiHeHa METOJOJIOTIYHA SKICTh BKIFOUEHUX
IOCIIIKEHD?

Tak

Hi

Baxkko cka3zatu/maHux
HEeA0CTaTHLO1

He 3acrocoByBasioch

9.3.2. Yu copmynboBaHi KiHIIEBI TOUYKH 3 O€3MEKH 3aCTOCYBAHHS
y MeTa-aHalli31/CuCTeMaTUYHOMY OTJISAI1 AJisl AoCHiaKyBaHoro JI3
Ta JI3/iHmoi MenuyHO1 TEXHOJIOTIi MOPIBHSAHHS 32 IIIbOBUM
MoKa3aHHsIM?

Tak

Hi

Baxxko cxaszatu/maHux
HEIOCTaTHHO1

He 3acrocoByBasioch

9.3.3. Yu BiAMOBIIHI CTATHCTUYHI METOAM BUKOPUCTAHI JIJIS
00’€JTHaHHS OKPEMUX PE3yJIbTaTiB 1OCTIIKEHb?

Tak

Hi

Baxxko ckazaru/maHux
HEAOCTATHBOI

He 3acrocoByBasioch

9.3.4. Un npexacrasneHuil 00’ eAHaHMii aHaJI3 i iHTepnpeTanis
OTPUMAHUX Pe3yNbTaTIB 3 O€3MEKH 3aCTOCYBaHHS (OMUC
MOOIYHMX peakKiliid, OI[iHKA IX YaCTOTH, TSKKOCTI) BiJl KOKHOTO
BKIIFOUEHOTO JTOCIIKEeHHs 3 nocimxkyBanuM JI3 ta JI3/inmoro
MEJAMYHOIO TEXHOJIOTI€0 MOPIBHIHHS?

Tak

Hi

Baxkxko cka3zatu/maHux
HEJI0OCTaTHLO1

He 3actocoByBasioch

9.3.5. Yu Bu3HAUEHI1 1715 pe3yIbTaTiB JJOBIpYl IHTepBaIn?

Tak

Hi

Baxkko ckazaru/maHux
HEIOCTaTHHO1

He 3acrocoByBasioch
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9.3.6. Un KOpEKTHO TMpeACTaBICHI pe3yJbTaTH Oe3NeKu MpHu
3acTOCyBaHHI jgocmikyBaHoro JI3 Tta JI3/iHmoi MemuvHOl
TEXHOJIOT11 TOPIBHSAHHS?

Tak

Hi

Baxxko ckaszartu/maHux
HEIO0CTaTHHOI1

He 3acrocoByBasioch

9.3.7. Uu BUsBJICHI BiAMIHHOCTI (BiTHOCHUH PHU3HK) 3 O€3MEKN MiXK
nocimipkyBanuM  JI3  Ta JI3/iHIIOK MEAMYHOKO TEXHOJOTIEI0
HOPIBHSHHS?

Tak

Hi

Baxkko cka3zatu/maHux
HEeA0CTaTHLO1

He 3acrocoByBasioch

9.3.8. Uu npezcraBieHi A0AATKOBI pe3ylIbTaTH 3 Oe3MeKu
3aCTOCYBaHHS (AKIIO BOHU 3aCTOCOBYBAJIHCH) IO MiATPynam
nauieHTiB (a HEe BCi€l YaCTKM XBOPHX) ISl OLIHKU TOPIBHSUTEHOT
6e3neku Mix nociimxkyBanuM JI3 Ta JI3/iHmor MmeauyHoO
TEXHOJIOTIEI0 TIOPIBHIHHS?

Tak

Hi

Baxxko ckaszatu/maHux
HEIOCTaTHHO1

He 3acrocoByBanoch

9.4. KOHTPO/IbOBaHI 10CJIi/IKEHHA ¥,

Jannii 0JI0K 3aNIUTaHb PO3IVISAAECTHCS, AKIIO 3aABHUK HaAaB Juile 1 (2060 Oijibiie) paHaoMizoBaHe KOHTPOJIbOBaHeE A0CiIKEeHHS, 3
Bi/ICYTHICTIO MOKJTHBOCTI IPOBEJCHHSA METAAHAJII3Y/CHCTEeMATHYHOI O OTJISALY

*3aNMTaHHs PO3p00JIeHi y BUIJIsAAI YTOYHIOKYOI iHhopManil NPo paHI0MIi30BaHI KOHTPOJIbOBAHI AOCTiIKEHHS

9.4.1. Yu nocniKeHHS BUBYAIHU YiTKO BU3HAUEHE KITIHIYHE
NMUTaHHS (BU3HAYEHA IUThOBA MOMYJISIIIS, JOCTIHKyBanuit JI3,
JI3/inm1a MeinYHa TEXHOJIOT1s MOPIBHAHHS Ta PE3yJIbTaTH 3
0e3IeKu 3acCTOCyBaHH)?

Tak

Hi

Baxxko ckaszatu/maHux
HEJI0OCTaTHLO1

He 3actocoByBanoch

9.4.2. Yu OyB y HOCHiIKEHH] pO3MOLUI MAlLli€HTIB 10 TPyl
JIKyBaHHS paHIOMi30BaHUM?

Tax

Hi

Baxko ckazaru/maHux
HEIOCTaTHHOI1

He 3acrocoByBasioch

9.4.3. Un y pociiKeHH] 10 MAIi€HTIB 1 JOCTiJHHUKIB
3aCTOCOBYBABCSI «CIITTUNA METOI»?

Tak

Hi

Baxko ckasatu/manux
HEJIOCTaTHLO1

161




CT-H MO3YV 42-9.1:2026

He 3acrocoByBasioch

9.4.4. Yu rpyna gocnimxkysanoro JI3 Ta rpymna JI3/inmoi
MEINYHO1 TEXHOJIOT1] MOpiBHAHHS (HeMorpadiuHi, KIIHIYHI JaHi
Ta 1H.) OYJIM CXOXKUMH Ha TTOYATKY JTOCIIIKEHHS?

Tak

Hi

Baxxko ckaszartu/maHux
HEIOCTaTHHOI1

He 3acrocoByBasioch

9.4.5. Yn y oOpaHuX AOCITIKEHHSX, JETabHO BU3HAYCHI
J03YBaHHsI, CIIOCIO BBEJICHHSI, YaCTOTA BBEICHHS, TATPYBAHHS 103
(3a HEOOX1THOCTI) Ta TPUBATICTD JIKYBAaHHS JIS JOCIIDKYBAHOTO
JI3 ta JI3/iH1moi MeauyHOo1 TEXHOJIOT1T OPIBHAHHS?

Tak

Hi

Baxkko ckazatu/maHux
HEeA0CTaTHbLO1

He 3acrocoByBasioch

9.4.6. Y nocnigkeHHi, NAIIEHTH Yy TpyIax JiKyBaHHS OTPUMYBAIU
CYIyTHIO Teparniro?

Sxuio Tak, To 4 Oyja BOHA OJIHAKOBOIO?

Tak

Hi

Baxxko ckaszatu/maHux
HEIOCTaTHHO1

He 3acrocoByBanoch

9.4.7. Y nmociiikeHHI po3paxoByBaJlach CTATHCTHYHA MOTYXHICTh
JIOCIIJIKEeHHS, po3Mip BUOipKu?

Tak

Hi

Baxxko ckazartu/maHux
HEJAOCTAaTHBOI

He 3acrocoByBasioch

9.4.8. YV nocniuKeHHl, SKUH BIICOTOK Bij 3arajbHOI KUJIBKOCTI
Y4acCHUKIB a00 TpyIl, BKIIOYEHUX B KOXKHY TPYIY JIKyBaHHS B
JTOCJTIJDKEHH1, BUMIILTN 3 AOCIIHKEHHS 0 MOTO 3aBepIleHHS?

Yu Oynu Taki, 0 HE 3aBEPIIUIN JOCTIIKEHHS Yepe3 PO3BUTOK
no01YHUX €(EeKTIB, OB’ SI3aHUX 3 IPUHOMOM J0CHIKYBaHUX JI3?

Tak

Hi

Baxxko ckazatu/maHux
HEJI0OCTaTHLOT

He 3actocoByBasioch

9.4.9. Yun npeacTaBieHi OTpUMaHi pe3yJIbTaTH 3 Oe3MeKu
3aCTOCYBaHHSA (ONMMC TOOIYHUX PEAKI[ii, OIIHKA iX YacTOTH,
TSDKKOCTI) Jutst mociimpkyBanoro JI3 ta JI3/inmoi Mmeauanot
TEXHOJIOT11 MOPIBHAHHSA?

Tax

Hi

Baxko ckazaru/maHux
HEIOCTaTHHOI1

He 3acrocoByBasioch
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Tak
9.4.10. Yu BusBJICHI BIIMIHHOCTI 3 0€3MEKH 3aCTOCYBaHHS Hi
(BimHOCHUY pU3HK) Mix gociimkyBanum JI3 ta JI3/inmoro Baxko ckasaru/maHux
MEJIUYHOIO TEXHOJIOTIEI0 MOPIBHIHHS? HENOCTATHLOI

He 3acrocoByBasioch
9.4.11. Yu nipecTaBiieH] 10AATKOBI pe3ynbTaTH 3 O3MEKH Tax
3aCTOCYBaHHS (SIKIIIO BOHU 3aCTOCOBYBAJIKCH) MO MiATPynam Hi
namieHTIB (a HE BCI€T YaCTKU XBOPHUX ) JIJIS OIIIHKHY MOPIBHSIBHOT | Bakko ckaszarw/maHux
Oe3nexu Mix JociikyBanuM JI3 Ta JI3/iHmmon MeanaHO0 HEJO0CTaTHBOT
TEXHOJIOTIEI0 TTOPIBHSAHHS? He 3acTocoByBanocs
9.4.12. Yn KOpPEKTHO IHTEPIPETOBAHI y JOCKE PE3YIbTATI OO Tax
0e3IeKu 3 KOHTPOJbOBAHOT'O JOCIIIKEHHS? Hi

9.5. KoropTHi xocaixkeHHsa ™.

Jdanmnii 0JIOK 3allUTaHb PO3IVISAAETHCS, SIKIIO 3asiBHUK HaaaB Jjume 1 (ado Oiible) KOropTHe JOCJHIIKEHHS, 3 BiJICYyTHICTIO MOKJIMBOCTI
NPOBeeHHS MeTa-aHAJI3y/CHCTEMATHYHOTO OTJISALY

*3alMTaHHS Po3p00JieHi y BUIUIfAl YTOUHIOIY0i iHopManii NPo KOTOPTHI 10C/TiAKeHHA

Tak
9.5.1. Yu nocnikeHHS] BUBYAIHU YiTKO BU3HAUEHE KITIHIUHE Hi
NMUTaHHS (BU3HAYEHA I[UTHOBA MOMYJISIIIS, JOCTIHKyBanuit JI3, Baxko ckasaru/maHux
JI3/iH11a MeTnYHa TEXHOJIOT1sl MOPIBHSAHHS Ta Pe3yabTaTh)? HEZ0CTaTHbOI
He 3actocoByBasioch
Tak
9.5.2. 'V obpaHux AOCTIIKEHHSIX 3aCTOCOBYBaBCs «cinuid metoay | Hi
OIIIHKY Pe3yJIbTATY MIOJI0 CTATyCy BTPYYaHHS? Baxkko ckasarn/maHux
Axrugo 0ocniodcenns pempocneKmughe, mo He 3acmoco8yEmvCsl HEJO0CTaTHHOT
He 3actocoByBasioch
9.5.3. Yu y oOpaHuX JOCHIKEHHSX MAIIEHTH TPYIH Tax
nociipkyBanoro JI3 ta rpynu JI3/iHia MeguyHa TEXHOIOT IS Hi
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HOPIBHSHHS HA MOYATKY JTOCIIKEHHS Oy CX0KUMU
(memorpadivni, KIiHIYHI JaH] Ta iH.)?

Baxko cka3atu/maHux
HEIO0CTaTHHOI1
He 3acrocoByBasioch

9.5.4. Y o0paHuX AOCIIPKEHHSX, MAIIEHTH y TPyNax JiKyBaHHS
OTPUMYBAJIU CYITyTHIO Teparito?

Sxmio Tak, To 9 Oyja BOHAa OJTHAKOBOIO?

Tak

Hi

Baxkko ckazatu/maHux
HEJIOCTaTHLOT

He 3acrocoByBasioch

9.5.5. Ym BpaxoBaHi OCHOBHI CIIOTBOPIOIOYi (haKTOpHU
(confounding factor) mpu aHai31 pe3ynbTaTiB 3 O3MEKU
3aCTOCYBaHHs?

Tak

Hi

Baxko ckaszatu/maHux
HEIOCTaTHHO1

He 3acrocoByBasioch

9.5.6. Y 00paHuX AOCIIPKEHHIX PO3paxoByBaJIach CTATUCTUYHA
MOTYXKHICTh JJOCIIJKEHHS, po3Mip BUOipku?

Tak

Hi

Baxxko ckazaru/maHux
HEAOCTAaTHBOI

He 3acrocoByBasioch

9.5.7. Y obpaHux AOCTIDKEHHSX, SIKUH BiJICOTOK MAIlI€HTIB a00
KOTOPT, BKJIIOUEHHUX B KOXKHY TpYIy AOCIHIKEHHS, BUOYIH J10
3aBEPIICHHS TOCTIKSHHS?

Yu Oynu Taki, 110 HE 3aBEPLIMIN JOCTIKEHHS yepe3 pO3BUTOK
1o01YHUX e(eKTiB, MOB’I3aHUX 3 MPUHOMOM A0CHTIKYyBaHUX JI3?
Axwo 0ocniodcenns pempocnekmusHe, mo He 3aCmMoco8yEMbCsL.

Tak

Hi

Baxkko ckazatu/maHux
HEJI0OCTaTHLO1

He 3acrocoByBanoch

9.5.8. Uum mpencraBieHi OTpUMaHI pe3yabTaTd 3 Oe3neKku
3aCTOCYBaHHs (OmMHMC TMOOIYHUX peakiliid, OIlIHKa iX YacTOTH,
TSOKKOCT1) i gochimpkyBadoro JI3 Ta JI3/immoi memuuHOl
TEXHOJIOT11 TOPIBHSIHHSA?

Tak

Hi

Baxxko ckasatu/maHux
HEJIOCTaTHLO1

He 3actocoByBasioch

9.59. UYu BusABNEHI BIAMIHHOCTI 3 O€3MEKH 3aCTOCYBaHHS
(BigHOCHUHM pu3MK) MK JochimpkyBanuMm JI3 Tta JI3/iHmoro
MEIUYHOIO TEXHOJIOTIEI0 MOPIBHAHHS?

Tak

Hi

Baxkko ckazatu/maHux
HEIOCTaTHHO1
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He 3acrocoByBasioch

9.5.10. Yu mpencraBneHi A0AATKOBI pe3yIbTaT 3 Oe3neku
3aCTOCYBaHHS (SKIIO BOHHU 3aCTOCOBYBAJIKCH) IO MiArpynam
nauieHTiB (a He BCi€l YaCTKU XBOPUX) ISl OLIHKU TOPIBHSUTBHOT
Oesnexku Mk gociimpkyBanum JI3 Ta JI3/iHmown MequaHor0
TEXHOJIOTIE€I0 TIOPIBHIAHHS?

Tak

Hi

Baxxko cka3zaTu/maHux
HEIOCTaTHHOI1

He 3acrocoByBasioch

9.5.11. Uu KOpEKTHO iHTEPIPETOBAHI Y JIOChE PE3YJIBTATI 100
0e3MeKH 3 KOTOPTHOTO JOCTIKEHHS?

Tax
Hi

9.6. Henpsime nopiBHsIHHS

Januii 0JI0K 3aIMTAaHb PO3IJISIAA€THCS, SIKIIO 3asiIBHUK HA/JaB HellpsiMe NMOPiBHAHHS Yy BUNIAJKY, IKIIO NPSAMi NOPiBHSJIbHI BUNIPOOYBaHHA i3

3asBjeHnM JI3 ta JI3/iHmo0 Mequ4YHOI0 TEXHOJIOTI€I0 MOPiBHAHHSA BiACYTHI, HENPHILYCTHMI

9.6.1. Yu HenpsimMe MOPiBHSHHS MPOBEACHE 32 JIOTIOMOT0I0
3arajbHOI KOHTPOJIBHOT TPYIHU. SIKIIO TaK, TO YU OOIPyHTOBaHA
aKTYyaJIbHICTh CIIbHOTO JI3/1HI1I0T METUYHOT TEXHOJIOT11
NOpiBHSHHS?

Tak

Hi

Baxkko ckazatu/mannx
HEJOCTaTHBLO

9.6.2. Un HempsiMe MOpPIBHSAHHS IPOBEJCHE 3 3aCTOCYBAHHAM
METO/IB:

MPOCTE TMOPIBHIHHS JOCTIKEHh O€3 BTpydYaHHsS (aHIJ. haive
comparison);

MOPIBHSHHS 3  TPYHNOIO  ICTOPUYHOIO  KOHTPOJIK  (QHIJI.
benchmarking with historical controls);

MOPIBHSHHS PE3yJAbTATIB JOCTIHDKCHHS TIICIS KOPUTYBaHHS
BIIMIHHOCTEH B XapaKTEpUCTHKaX KaTeropiil mamieHTiB (aHTJ.
matching-adjusted indirect comparison).

3a3Ha4UTH METO

9.6.3. U1 BUKOHAHO 10JaTKOBUW CUCTEMAaTUYHUM MOIIYK
JOCTIKEHb I HEMPSIMOTO MTOPIBHSIHHS?

Tak

Hi

Baxko ckazatu/gaHux
HEIOCTaTHHOI1
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9.6.4. Yu GazyBasioch HEMpsiMe MOPIBHSAHHS (CHCTEMaTHUYHUI
OTJIsAJI/MEeTaaHalli3) Ha MOPIBHAJIBHUX JTOCTI/DKEHHAX Ta YU
BKJTFOYAJTH 111 TOCJIIDKEHHS Taky *k camy JI3/inmy Mennuny
TEXHOJIOT1I0 TIOPIBHIHHSA?

Tak

Hi

Baxxko cka3zaTtu/maHux
HEIO0CTaTHHOI1

He 3acrocoByBasioch

Tak

9.6.5. Uu Oynu rpynu naiieHTiB TOPIBHIOBAHI y BKIIFOUEHUX Hi

JTOCITIDKEHHSX ? Baxkko ckazartu/maHux
HEJOCTAaTHHOL
Tak

9.6.6. Uu mopiBHIOBaHI XapaKTePUCTHKH JOCHIKyBaHOTO JI3 y Hi

BKJIFOUEHUX JIOCITIDKCHHSIX ? Baxkko ckazatu/maHux
HEJIOCTATHHOL
Tak

9.6.7. Un Hamaranucs JOCIiTHUKH BUSBUTH Ta BKIIOYUTH BCI Hi

BIJIMOB1/IHI paHa0Mi30BaHi KiiHIYHI gociimkenas (PK)? Baxko ckazaru/manux
HEJIOCTAaTHHOL
Tak

9.6.8. Yu Oyrna o1iHeHa METO/I0JI0TIYHA SKICTh BCIX BKIIFOUEHHUX Hi

OCHIKEHE? Baxxko ckazaru/manux
HEJOCTAaTHHOL

9.6.9. Un icHYIOTh CHUCTEMAaTHYHI BIIMIHHOCTI B MOAM(DiKaTopax Tax

edekTy JiKyBaHHS (TOOTO 0a30BHX XapakTepHCTHKaX marieHTa un | Hi

JIOCIIIJIKEHHSIX, K1 BIUTMBAIOTh Ha €(DEeKT JIIKYBaHHS) y Baxxko ckazatu/gaHux

BKJTFOUCHHUX JIOCITIKEHHSIX ? HEJO0CTAaTHLOI
Tak

9.6.10. Y1 KOpEeKTHO BUKOHAHE HETPSIME TIOPIBHIHHS? Hi
Baxko ckazatu/maHux
HEIOCTaTHHO1

9.6.11. Yu O6yno Hamane rpadiuyne ab0 TaONMYHE MPEACTABICHHS T?}K

Mepexi JI0Ka3iB, L0 MICTHTh iH(opMaIio mpo BCl KIiHIYHI Hi

i ) Baxko ckazatu/maHux
JOCITIPKEHHS, BKIIFOUYECHUX B HEMPSIME ITOPIBHAHHS? HEZIOCTATHBOI
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Tak

9.6.12. Yu HaBeieHO pe3yJbTaTH OKPEMHUX KITHIYHUX Hi

JOCTIKE€Hb, BKIIIOYCHUX B HEMPSIME MTOPIBHIHHS? Baxko ckazaru/manux
HEIO0CTaTHHOI1
Tak

9.6.13. Un KOPEKTHO IPEICTaBIICHI PE3YIbTaTH OKPEMHX Hi

KJIHIYHUX JOCHI)KEHb, BKIIIOUEHHUX Y HETIPsIME MOPIBHSAHHS ? Baxxko ckazatu/ganux
HEIOCTaTHHOI1
Tak

9.6.14. Uu cripaBeyIMBi Ta BUBaYKCHI BUCHOBKH? Hi
Baxkko ckazaru/manux
HEIOCTaTHHO1

9.7. lonaTtkoBa iH(opmanis 3 Oe3nexkn

. . . Tak

9.7.1. Yu Haymana iHGopMaIlis o0 TUIY Ta YaCTOTH MOOIYHUX i

PeaKIii, 1o MOXKYTh O4iKyBaTHCA Y KIIHIUHIH MpaKTHL HpH Baskko CKasaTw/Tanux

3acToCyBaHHI 3ampornoHoBanoro JI3 Ta JI3/inmioi meauaHoi ..
HEJO0CTaTHBOT

TEXHOJIOT1i HOPIBHAHHA NPHU MOKa3aHHI, [0 PO3IJIAIA€ThCS?

He 3actocoByBasioch

9.7.2. nanana iHpOpMaLis 1010 OyIb-SIKUX MTUTaHb O€3MEKH,
BUSIBJICHHUX PETYJISTOPHUMHU OpPTaHaMH, 110 KOHTPOJIIOIOTh
6e3mneky Jikapcbkoro 3aco0y (Hanpukian, EMA, FDA, Llentp
MoHiTopuHry BOO3 M. Vricana) Ta/abo 3a BnacHUMHU
pe3yabTaTaMu 31HCHEHHs (hapMaKkoHarsy ?

Tax

Hi

Baxkko ckazaru/maHux
HEAOCTATHBOI

He 3acrocoByBasioch

9.7.3. Yun npeacTaBIATH 1aHi 31 3BITIB PO MOOIYHI peakiii
JKapChKOTO 3ac00y, 1HII TOOIYHI SBHIIA, MiITOTOBIEHI
(bapMalieBTUHYHUMHU KOMITaH1IMHU Y GOPMi PETyIIsipHO
OHOBJIFOBAHOTO 3BITY 3 O€3IMEKH JIIKapChKOTO 3aC00Y,
JI03BOJIEHOTO 10 MeauyHoro 3actocyBaHHs (PSUR)?

Tax

Hi

Baxko ckazartu/maHux
HEIOCTaTHHO1

He 3acrocoByBasioch

9.7.4. Yn npencraBieHa 3assBHUKOM OIlIHKA CITIBBITHOIIICHHS
«KOPHUCTB/PU3UK» 3ampornioHoBaHoro JI3, mo miaTBepaKye, 1o
KOPHUCTh TIepeBaXKae HaJl pU3HUKaAMU?

Tak

Hi

Baxxko ckaszaru/mannx
HEJIOCTaTHLO1
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9.8. /laHi 010 NpakTH4YHOI eheKTHBHOCTI 200 Pe3yIbTATHBHOCTI BUKOPHCTAHHA JiKAPCbKOI0 3ac00y

9.8.1. Uu mpepcrapieHi 1aHi MO0 MPAKTUIHOT €PEeKTUBHOCTI 200
pe3yIbTaTUBHOCTI BUKOpUcTaHHs JI3?

Tax
Hi
(6ionosiob “Hi” He €
npueoooOM ons

HAOAHHSI  3AY8AICEHD
3ASABHUKY)

9.9. 3BATAJIbHU BUCHOBOK anaisy nopiBHsUIbHOT 6e3neKH

9.9.1. Yu HayiaHi BUCHOBKH 11010 TIOPIBHSIBHOT Oe3neku?

Tak

Hi

Baxxko cka3zatu/maHux
HEIOCTaTHHO1

9L PIBEHB JOJAHOI KJITHIYHOI KOPUCTI

BpaxoByroun sKicTh HaJaHWX JOKA30BUX JaHUX, KIIHIYHY|
3HAYYIIICTh PE3YNbTATiB AJS 370POB’S, BEIUYUHY BiJHOCHOTO
edexTy Ta mpodinb Oe3neKu piBeHb J0JIaHO1 KIIIHIYHOI KOPUCTI
3asIBJICHOTO JIIKAPCHKOTO 3aco0y MOPIBHSHO 3 KOMIApaTopoM

BU3HAUYEHO AK?

IcTotHa (piBens )
3nauHa (piBens II)
[Tomipna (piBens I11)
Hesnauna (piBens V)
Bincyths (piBens V)
Herarusua
HeBusnauena

I11. Po3nin papmakoeKoOHOMIYHOIO aHAJII3Y

10. Onuc 1aHux 1010 NOPiBHAJBLHOI BapTOCTi Ta epeKTUBHOCTI BUTPAT 3asiBjieHoro JI3 crocoBno Bignosignoro JI3/inmoi meauuHoi

TEXHOJIOTiI MOPiBHAAHHSA B KOHTEKCTI OKA3aHHSA, IIOJAHOI0 Yy 3asiBi

10.1 ®akTryHuUil 200 0YiKyBaHUIl piBeHb ONITOBO-BiANIYCKHOI LiHM B YKpPAaiHi HA 3asBJICHUI JiKapChKUii 3a¢i0 Ta LiHK y pe)epeHTHUX KpaiHax
(B Pecny0aini IHoabma, CiaoBanbkiil Pecnyoaini, Yecbkiit PecyOuini, JlarBilichkiii PecnyOuiini, Yropmuni, Pecny6aini MoJsgosa, Pymynii,

Pecny0aini boJrapis)

10.1.1 Yu KOpeKTHO 3a3HaYeHO (PaKTHUHUHI a00 OUiKyBaHUN

Taxk
Hi
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10.1.2 Yu kopeKTHO 3a3HAYCHO IiHU peepeHTHUX Kpain?

Taxk

Hi

(6i0nosiob “Hi” ne €
npugooom 0t
HAOAHH5 3AY8AICEHb
3ASIBHUKY)

10.1.3 Yu kopekTHO po3paxoBaHa IiHa 3a pe3yabTaTaMU

. . . Taxk
30BHIIIHBOTO pedepyBaHHs 32 OJMHHUIIIO JTIKapChKoi hopMu i
J1KapchbKOTo 3aco0y?

10.2 3asiBjieHa HiHOBA MPONO3UILIfA
10.2.1 Yu KOpEeKTHO HAJaHO I[IHOBY IIPOMO3HUIIiI0, siKa Oyra Tax
BUKOPHCTaHA MIPU POBeeHH] (papMaKOEKOHOMIYHOTO aHami3y? Hi

10.3 Pe3yabTaTn (papMaKOEKOHOMIYHOI0 AaHAJI3y 3 OOIPYHTYBAHHAM MeTOAY (PAPMAKOECKOHOMIYHOI0 AaHAJI3y i NMOKAa3HUKIB KJIHIYHOL
e()eKTMBHOCTI, 1110 BUKOPUCTaHi Y (papMaKOoeKOHOMIiYHOMY aHaJi3i.

10.3.1 Yu kopekTHO Oyno 006pano MeTo papMaKOEKOHOMIYHOTO | Tk
aHamizy? Hi
10.3.2 Yu miaTBEepAKYIOTH aH1 KIIHIYHUX JOCTIKEHb Kpally Tax
a00 01HaKOBY €(EKTUBHICTD 3asIBJICHOT MEIMYHOI TEXHOJIOT11 i
MOPIBHSTHO 3 TEXHOJIOTI€I0 MOPIBHAHHS?

10.3.3 Un noka3HUKHU KIIHIYHOT €()eKTUBHOCTI, B TOMY YHCII1

MOKa3HUKM KopucHocTi (utility), 1o 6y BUKOpUCTaHI B Tax
(hapMaKOEKOHOMIYHOMY aHalli3l, € MOCTIJOBHUMH 3 TOKa30BUMHU Hi
JAHUMU, HAJJAHUMU B KJIIIHIYHOMY pO3iJ1i?

10.3.4 Yu noka3Huku npodinro O6e3mnexu, 1o 0yau BUKOPUCTaH] B Tax
(hapMaKOEKOHOMIYHOMY aHai3i, € MOCIIIOBHUMHU 3 TaHUMU i
HaJJaHUMHU B KITHIYHOMY pO3a1i?

10.3.5 Yu xommaparop, 110 6yB BAKOPUCTAHUH B Tax
(hapMaKOEKOHOMIYHOMY aHaJli31, € MOCTIJOBHIUMHU 3 Hi

KOMITapaTopoM, 100 SAKOT'O 6y.]10 HagaHoO OGFPYHTYBaHHH B

169




CT-H MO3YV 42-9.1:2026

KIIIHIYHOMY pO3iJi?

10.3.6 Yu 3asBHUKOM OYI10 OOTPYHTOBAHO BUOIp IiH JIS Taxk
MEIUYHOI TEXHOJIOT1i OPIBHAHHS? Hi
10.3.7 Yu Oyno BimoOpakeHO yci akTyanbHi Ta BaxmBi kateropii | Tak
BHUTpAT, III0 BUKOPUCTaHI y (papMaKOEKOHOMIYHOMY aHaji3i? Hi
10.3.8 Yu Oynio oOpaHo KaTeropii BUTpaT y BiAMOBIAHIHN Taxk
MEPCIEKTHBI? Hi
10.3.9 Yu Oyno po3’siCHEHO MiXix po3paxyHKy BUTPAT Ta YU Tax
OyJ10 Ha/IaHO MOCUJIAHHSI Ha JaHi 0JI0 PO3PaxXyHKY BUTpaT? Hi
10.3.10 Yu KOpeKTHO IPOBEIECHUN PO3PaXyHOK IIPSIMUX

MEIWYHHUX BUTPAT Ha KypC JTIKyBaHHS Ha OJHOTO MAIli€HTa Tak
3asBJICHOI0 MEIUYHOIO TEXHOJIOTIEI0 (B OKPEMHUX BUMAIKaX — Ha Hi
MICSIYHUH Ta PIYHHUHA KypC JIIKYBaHHS)?

10.3.11 Yu KOpeKTHO IPOBEIECHUN PO3PaXyHOK IIPSIMUX

MEAMYHUX BUTPAT HA KypC JIKYBaHHS Ha OJHOIO MallieHTa Taxk
MEJAMYHOIO TEXHOIIOTi€I0 MOPIBHIHHS (B OKpeMHX BuUmnaakax —Ha | Hi
MICSYHHM Ta pIUHUHN KypC JTIKyBaHHS)?

10.3.12 Yu Oyno BpaxoBaHO y IPSIMUX MEAUYHUX BUTpATax Ha Tax
3asiBJICHY MEIMYHY TE€XHOJIOT1I0 BUTPATH Ha JIIKYBaHHS MOOIYHUX Hi
peaxiiii?

10.3.13 Yu O6yno BpaxoBaHO y NPSMUX MEIUYHUX BUTpaTax Ha Tak
MEIMYHY TEXHOJIOT10 MOPIBHSIHHS BUTPATH HA JIKyBaHHS i

OOIYHUX peaxiin?

AHaJii3 MiHiMi3alii BUTPAT (3ANIOBHIOETHCSI Y TOMY BHIIA/IKY, IKIIIO 3assBHUKOM 0yJ10 00paHo MeTO MiHiMi3anil BUTpaT)

Uu B KIIHIYHOMY PO3JIUT JOChE HAJJAaHO MiATBEPHKEHHS, 110
MOPIBHIOBAaH1 MEUYHI TEXHOJIOT1 MAlOTh OJJHAKOBY KIIIHIYHY

e(eKTUBHICTH?

Taxk
Hi
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Uu B KIIHIYHOMY PO3JILT1 OChE HAJJAHO MiATBEPHKEHHS, 110

NOpPIBHIOBaH1 MEMYHI TEXHOJIOTIi MAlOTh OHAKOBHUH MPOQiib I];aK
i

oe3nexu?

Yu KOPEKTHO MPOBEJCHO PO3PAXYHOK Pi3HUII BUTPAT MiXK Tak

MOPIBHIOBAHUMH TEXHOJIOT1SIMH? Hi

Yu KOpeKTHO 00paHO MEIUYHY TEXHOJIOTIIO, [0 Ma€ HATMEHITY Tak

BapTICTh? Hi

10.4 Pe3yabTaTH 3M01€JIbOBAHOI0 aHATI3Y 3 iHGOpPMalli€l0 PO iHKPEeMEHTANbHUIA NOKA3HUK e()eKTUBHOCTI BUTPAT (CIiBBIAHOIIECHHA
A0JATKOBUX MOKA3HMKIB BUTPAT Ta KJiHi4YHOI epexTuBHOCTI, ICER).

Mopeab nepexoay cTaHiB

10.4.1 Yu BiamoBigae aiarpama CTpyKTYpH MOJEIi TPUPOJTHOMY Tak
nepediry 3aXBOPIOBaHHS, K€ PO3TIIAIAETHCS? Hi
10.4.2 Yu KOpeKTHO MepeHeCeHO AaHi 111010 KiHIIEBUX TOUOK 3 Taxk
KJIIHIYHOTO PO3/I1Ty B MOJIENbH? Hi
. . Taxk
10.4.3 Y KOpeKTHO HaJaHO YAaCOBUM FOPU30HT MOAEN1? Hi
. 0 Tak
10.4.4 Yu xopeKTHO 0OpaHO TPUBATICTh LIUKITY MOENI? Hi
i
10.4.5 Yu Oyno mpo30po MpeacTaBIeHO HMOBIPHOCTI IEPEXOTy Taxk
MDX CTaHaMH B paMKax Mojei? Hi
10.4.6 Yu Oyno npeacTaBiieHO Ta OOIPYHTOBAHO BIJIOBIIHI
naeMorpadiuHi Ta eniIeMioNorivHi JaHi OYaTKOBOI IPyNH Tax
MaII€HTIB, BKJIOYaI04YM PO3MO/LUT TOYaTKOBOI Ipymnu namieHTis 3a | Hi

cTaHaMH 310poB’s1? (TOOTO, YN MOXKHA
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BU3HA4YUTH, YU LI€ MOJCIIb BaXBOPIOBaHOCTi qu HOH_II/IpeHOCTi

3aXBOpIOBaHH:?)
10.4.7 Yu Oysio HagaHO JaHi 010 BAPTOCTI Ta pe3y/IbTaTiB Tak
JKyBaHHS MIOA0 KOXKHOTO MapKOBCHKOTO CTaHy MOJAEII? Hi
10.4.8 Yu Oyno po3paxoBaHo B Mojeii mokasHuku QALY (poku Tak
KHTTS, CKOPHToBaHi 3a sKicTio) Ta LYG (monani poku xutTs)? Hi

. Tak
10.4.9 Skio 1e AOUIIBHO, Y4 BUKOPUCTAHO KOPUT'YBAHHSI i

HaMiBUUKITY?

He 34CTOCOBYETHCS

10.4.10 Yu Gy10 IpOBEICHO TUCKOHTYBAHHS MOKA3HUKIB BUTpAT | 13K
Ta e(h)eKTUBHOCTI? Hi
10.4.11 Yu O6yB po3paxyHOK IHKPEMEHTAILHOTO KOe(IliEHTY Tak
epextuBHOCTI BUTpatT (ICER) HamaHo KOpeKTHO, Ta 4u MOXKHA Hi
HOT0 BiAITBOPUTHU?
10.4.12 Yu 6yno B aHaIIi31 YyTJIMBOCTI BPaxOBaHO yCl HETOYHO Tax
BU3HAYEHI NapaMeTpH, 110 3HAUHUM YHHOM BIUIMBAIOTh Ha Hi
pe3yabTaTu?
10.4.13 Yu nigxpimuitoeThess BUCHOBOK aHAJI3Y YyTJIMBOCTI Tax
HAJIEXKHOIO Ta IIPO30POI0 METOJI0JIOTi€r0? Hi
10.4.14 Yu niaTBepAuiIy pe3ybTaTH aHaJli3y YyTJIUBOCTI Tax
OOrpyHTOBaHICTh BUCHOBKY €KOHOMIYHOI OIIIHKU? Hi

: R . Tak
10.4.15 Yu HataHO OMMC MiAXOTY 10 BaJIAALli MOJEi? Hi
10.4.16 Yu Oyno mpenactaBaeHO OOMEXEHHSI €EKOHOMIYHOT Tax

Hi

owuiHku? (ToOTO, UM iX HE OyJI0 MPUXOBaHO?)

epeBo pilleHb
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Taxk

N :
Mopuenb Oyna npeactaBieHa rpadivyHo? Hi
LII/I. 6ynp MPE/ICTABICHO Bi/MOBiHi z[eMor‘paq'an? Ta Tak
€MiIeMIOJIOrTYHI JaHi IOYATKOBOI IPYIH NAUIEHTIB? (HAPUKIAN, | i
BiK, CTaTh, pIBEHb 3aXBOPIOBAHOCTI)
Yu Oyro mpencTaBiaeHO HMOBIPHOCTI KOKHOTO By3I1a, Tax
BKJTIOYAIOYH 1XHI MTOCHIIAaHHS? Hi
Uwu Oyro JaHi MO0 BapTOCTI Ta Pe3yJIbTATIB JTIKYBaHHS 3a Tax
KO>KHOIO KIHIIEBOIO TOUKOIO IIPEJCTABICHO PO30pO? Hi
Uu KOpEeKTHO MPOBEACHO PO3PAXYHOK 3a pe3ysIbTaTaMU Tax
MO/JIEJIIOBAHHsA? Hi
11. Pe3yabTaTn aHaJdi3y BIVLIMBY HA NOKA3HUKH 0I0KeTY
11.1 Yu Oyno HaJle)KHUM YMHOM PO3PaxOBaHO KiIbKICTh Tax
NAIIEHTIB Ta Y 0YyJ10 OOTPYHTOBAHO METOJI MiIpaxyHKy? Hi
11.2 Yu 3MiHIOETHCS LIJTHOBA MOMYJIALIS MaLi€HTIB 3 yacoM (un € | Tak
KOTropTa B1JIKpUTO10)? Hi
11.3 Yu KOpeKTHO TPEACTABICHO JAaHi 00 CEPETHIX MPSIMUX Tax
MEIWYHHUX BUTpAT Ha OAHOTrO nauieHTa TA Ha HiTbOBY i
TIOMYJISALIIIO JJIS aHAJII3y BIUIMBY Ha OFODKET?
11.4 Y KOPEeKTHO BU3HAYEHO CEPEIHIO TPUBANICTh KypCy Tak
JIKyBaHHS, 1110 OyJia BUKOpPHUCTaHa JJisl aHaJli3y BILJIMBY Ha Hi

OroKeT?

He 3actocoByeThes

11.5 Yu KOpeKTHO 3a3HAUYEHO OYIKyBaHY KUIBKICTb
MOBTOPIOBAHUX KYPCIB JIIKYBaHHS, 1110 OyJ1a BUKOPUCTaHA ISt
aHaI3y BIUIMBY Ha OrOKeT?

Taxk
Hi
He 3actocoByeTnest

11.6 Yu KOopeKTHO 3a3Hau€HO nepeadadyBaHui MOPIYHUNA BIUIUB
Ha TIOKa3HUKHU OroKeTy?

Tak
Hi
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11.7 Yu mpoBOIMBCS aHAITI3 YYTJIMBOCTI 1O BIIHOIIEHHIO JI0 Tax
aHaJTi3y BIUTMBY Ha OrO/KeT? (HAMPUKIIAI, KUTbKICTh MAIlIE€HTIB, i
71032 Ta TPUBAJIICTH JIIKYBaHHSI, OXOIUIEHHSI PUHKY TOIIO)
11.8 Yu Oyno npeacTaBieHo 0OMEKEHHS aHATI3y BIUIUBY HA Taxk
oromxket? (To0TO, UM iX He OYII0 MPUXOBAHO?) Hi
Tak
11.9 SIkmio y BUCHOBKAX JOCIIHKCHHS 3asBISIETHCS Mpo MokiuBi | Hi
32011 KCHHS, YU ICHYE peaibHa MOXKIIUBICTD 1X 3I00YTTS JIIs Baxxko ckazaru/manux
IJIaTHUKA B YKpaiHi? HEIOCTaTHHO
He 3actocoByeTncs

12. KopoTkuii onuc pe3yJbTaTiB J0Ka30BUX JAHUX 100 KJIIHIYHOI e()eKTUBHOCTI Ta e()EKTUBHOCTI BUTPAT, AHAII3Yy BIUIMBY Ha NOKA3HUKH

010/15KeTy

12.1. Yu onmc pe3ynbTaTiB TOKA30BHX JAHHUX 1100 KIIIHIYHOT
eheKTUBHOCTI Ta e()eKTUBHOCTI BUTPAT, aHAIII3y BIUIMBY Ha
MTOKa3HUKH OI0JDKETY MPEACTABIEHO 110 BCIM apaMerpam?

Tak
Hi

13. Onuc pe3yabTaTiB NPOBEIEHOr0 AHAJI3Y BILUIMBY 3asiBJEHOI0 JiKAPCHLKOr0o 3aco00y Ha OpraHi3auilo HaJaHHA MeIUYHUX MOCTYT

13.1. Yu KOpeKTHO Ha/JaHO aHaJI13 BILUIMBY 3asBieHoro JI3 Ha Taxk

OpraHizalilo HaJlaHHSI MEJUYHUX TOCITyT? Hi

13.2. Yu 3a3HauMB 3a8BHUK B 3asBi, 110 B MyHKTax 10-13 nocke Tax
Hi

MICTUTBCS 1HPOpMAaLlisi 3 00MEKEHUM TOCTYIIOM?

[TpumiTKM Ta BUCHOBOK €KCIIEpTa Micysl MPOBEJeHHS (axoBoi
€KCIePTU3U 3as1BU Ta JOChE

BimmoBigHo mo mocranoBu KMY Bim 23 rpymas 2020 p. Ne 1300 mim gac
npoBe/ieHHs (axoBOi eKCIIEPTU3H 3 METOI0 YTOUHEHHS JaHMX Ta (a60) iHdopmarii
YIOBHOBaXk€HU opran 3 aepxkaBHoi OMT moxke 1Ba pa3u 3BEpHYTHCS /10 3asIBHUKA
3 TMpOXaHHAM NojaTtu iomy mpotaroM 30 KajgeHIapHUX AHIB JOAATKOBI JIaHI Ta
(ab60) 1HDOpMaIIito, HEOOXiTHI JUTSI MPOBEICHHS EKCIIEPTHU3H.

Ha oOrpyHTOBaHe MMCbMOBE MPOXaHHS 3asBHUKA 3a3HAUYEHUH CTPOK MOKe OyTH
po1oBxkeHo 110 60 kanennapHux aHIB. CTPOK mpoBeeHHS (HaxoBO1 eKCIIEPTU3N HE
BKJIIOYA€ yac, HEOOXIAHUI Ui MOAAHHS 3asiBHUKOM YIIOBHOBa)KEHOMY OpraHy 3
nepkaBHoi OMT nomaTkoBuX naHux Ta (abo) iHdopmartii.
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VY pa3i HemogaHHs JOJATKOBUX JaHHX Ta (a0o) iHdopMmarii y 3a3HaYCHHI CTPOK
3asBa 3aJUIIAE€ThCA 0€3 po3risiay, MPO L0 YINOBHOBAXEHUM OpraH 3 AepiaBHOL
OMT nuceMOBO MOBigOMIIsIE€ 3asiBHUKY TpOTsroM 10 pobounx mHiB. [Ipu mpomy
MIONEPEIHBO OJiepkKaHa YINOBHOBAXXEHUM opraHom 3 jaepxkaBHoi OMT omnara
3asIBHUKY HE TTOBEPTAETHCS.

VY pa3i Koy 3asiBa Ta IOChE 010 BIAMOBITHOT MEAMYHOI TEXHOJIOT1T 3aIUIIIeH] 0e3
pO3TIIsiAy, 3asABHUK MOXKE IMOBTOPHO IOJATH JI0 YIOBHOBAXXEHOTO OpraHy 3
nepxkaBHo1l OMT 3asBy Ta 70Ch€ 11010 HEl B YCTAHOBJICHOMY MOPSJKY.
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