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HALUWMWOHANBbHbBIWKN CTAHOAPT POCCUWNCKOW OEJLEPALUNWU

KNMMHWUKO-9KOHOMWYECKWE MCCNEAOBAHNA

O6uwue TpeboBaHuA

Clinical and economic analysis. General requirements

[ata BBegeHns — 2018—06—01

1 O6nactb NPUMEHEHUSA

HacTosuwwnii ctaHgapT ycTaHaBvBaeT o06LLyue NosoXeHus no NpoBeAeHUIo 1 UCMOo/b30BaHNUI0 pesybTa-
TOB K/IMHWKO-3KOHOMUYECKUX MCCNEfOBaHUiA, a Takke hopMaty npeAcTaBieHust ux pesynbtatoB. Cobnioge-
HUE 3TUX NPaBUA CAYXUT rapaHTUei JOCTOBEPHOCTU PE3Y/IbTATOB KMHUKO-3KOHOMUYECKMX UCCIeL0BaHuA.

HacToswwii ctTaHgapT npegHasHayeH A1 NPUMEHEHNSI B KAUECTBE OCHOBbI [i/151 MPOBeAEHUs KIMHUKO-
3KOHOMMWYECKMX NCCNejOBaHNi UcCnefoBaTeNsIMY B CUCTEME 34paBoOOXpaHeHusi Poccuiickoil ®eaepaunm.

2 HopMmaTuMBHbIE CCbI/IKM

B HacTosLleM cTaHAapTe UCMONb30BaHbl HOPMATUBHbIE CCbISIKM Ha criegylowme ctaHaapTbl:
FOCT P 52379 Hagnexatiasa KnuHuyeckas npaxktuka
FOCT P 56044 OueHka MeguLMHCKUX TexXHonoruin. ObLine nonoxeHns

MpumeyaHune — MpuNONb30BAHUN HACTOALLMM CTAHAAPTOM Lie/Iecoo6pa3Ho NPOBEPUTL JENCTBIUE CCbINOYHBIX
CTaHAapPTOB B MHDOPMALMOHHOMN cucTeme 06LLero nosib3oBaHusi — Ha 0oMumManbHOM caiite defepasbHOro areHTCTaa no
TEXHUYECKOMY PEerysiMpoBaHunio U METPOJIOTYN B CETU VIHTEPHET UMK MO EXETOAHOMY MH(OPMAaLMOHHOMY ykasaTesto «Ha-
LMOHasbHble CTaHAaPTbI», KOTOPbIV ONY6/IMKOBAH N0 COCTOSIHWIO HA 1 SIHBaps TekyLiero rosa, U no BbiMyckam exemecsu-
HOTO MHHOPMALMOHHOTO yKkasaTeNs «HaumoHa bHble CTaHAapTbI» 3a TeKYLW it rog. ECnv 3aMeHeH CCbITOUHbIN CTaHAapT,
Ha KOTOPbI faHa HeAaTUpPOBaHHAs CCblKa, TO PEKOMEHAYeTCsl MCMOMb30BaTh AeiCTBYIOLLY0 BEPCUI0 3TOr0 cTaHhapTa
C YYEeTOM BCEX BHECEHHbIX B JaHHYI0 BEPCUIO U3MEHeHU. ECnn 3aMeHeH CCbINIoUHbIN CTaH4apT, Ha KOTOpbIA faHa faTu-
poBaHHas CCblfKa, TO PEKOMEeHAYEeTCS UCMNO/b30BaTh BEPCUIO 3TOTO CTaHAAPTA C YKa3aHHbIM Bbille rOA0M YTBEPXAEHUS
(NpuHATKS). Ecnm nocne yTBepXAeHUs HACTOALLero cTaH4apTa B CCbIIOYHbIN CTaHAAPT, Ha KOTOPbIV faHa faTupoBaHHas
CCbI/IKa, BHECEHO U3MEHEHMWe, 3aTparMBarLLee NosioeHne, Ha KOTOPOE AaHa CChli/Ka, TO 3TO NOJIOXEHNE peKoMeHayeTcs
npUMeHnATb 6e3 yyeTa fJaHHOr0 U3MEHEHUs. ECN CCbINIOYHbIN CTaHAAPT OTMEHeH 6e3 3aMeHbl, TO NoJIoXeHne, B KOTOPOM
[laHa CCblfika Ha Hero, PeKOMEHAYETCsl NPUMEHNTL B YACTU, HE 3aTpParMBaioLLeil 31y CCblKy.

3 O6ume NonoxeHust

HacTosAwwii ctaHgapT paspaboTaH Ans pelleHns cneayoLmx safaq:

- YHUdhMKaL MM NoaxoLoB K MPOBELEHMI0 U UCMO/Ib30BaHNI0 Pe3ynbTaToB K/IMHUKO-3KOHOMUYECKNX UC-
CcnefoBaHUiA:

- 060CHOBaHUSA BbI6GOPA NEKAPCTBEHHBIX CPEACTB M MEAULMHCKMX TEXHONOTUI Npy paspaboTke Hopma-
TUBHbIX AOKYMEHTOB, 06ecneunBatoLLmx X paLnoHanibHoe NpUMEHEHNE;

- (hOpPMMPOBAHUA B3aUMOCBSA3AHHbIX KIMHUYECKMX W 3KOHOMMYeCKnX TpeboBaHuii K adhdpekTuBHOCTH,
6e30MacHOCTU, COBMECTUMOCTU U B3aMMO3aMEHSIEMOCTU MEANLMHCKAX TEXHOOTMIA 1 KPUTEPUEB WX OLLEHKU;

- 3KOHOMMNYECKOro 060CHOBAHUSA aKkTyanu3aLuy HoOpMaTHUBHbIX JOKYMEHTOB CUCTEMbI CTaHAapTU3aLUN B
3/1paBOOXPAHEHNU, PErYNVNPYIOLLMX JOCTYNHOCTb U Ka4eCTBO MeANLMHCKOM NoMoLm B cy6bekTax Poccuiickol
defepaunu, yupexaeHuax 3apaBooxpaHeHns, MefULUHCKMX OpraHu3aumsx.

M3paHue oduymansHoe
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K/IMHMKO-3KOHOMUYECKOE MCC/ie0BaHNe NpeacTaBnseT co6oii U3yyeHue B KMHUYECKOW NpakTuke me-
TOA0B AUArHOCTUKU, NPOGUIAKTUKM, TEKAPCTBEHHOTO W HENleKapCTBEHHOTO NleYeHusl, peabunutaumm, BbINos-
HSIEMOE C Lie/bio OLLeHKM COOTHOLLEHWSI Pe3ysibTaToB M CBSI3AHHLIX C HUMM 3aTpar.

KIMHVKO-3KOHOMUYECKUIA aHaIM3 — MEeTOLO0/I0MMSt OLEHKUN MEAULMHCKUX TEXHOOMMIA: MeTof0B npodn-
NaKTUKU. AUATOCTUKMN, TEKAPCTBEHHOTO U HENEeKapCTBEHHOTO NIeYeHNs1 HA OCHOBE KOMMJ/IEKCHOro B3aumoc-
BSI3aHHOTO y4eTa pe3y/ibTaToB NPUMEHEHUS MEeAMLMHCKOW TEXHOMOTMM U CBSI3aHHbIX C 3TUM 3aTpar, B TOM
yucrne — AN1A CpaBHEHUS [BYX W 6o/iee MeAULMHCKUX TeXHoMornid. MeToA0n0rms KAMHUKO-3KOHOMUYECKOTO
aHanusa npuMeH1Ma K Nlo6bIM TEXHOOTVSIM 3 paBO0XPaHEHUsI — NIeKAPCTBEHHBIM (B Y3KOM NMOHUMaHWUM Clo-
Ba — (hapMaKko3KOHOMMKA) U HeNeKapCTBEHHbLIM Cnoco6amM fieyeHnsi, METOAAM AMATOCTUKM, NPOUNAKTUKA
U peabunuTauum, U B paBHOW Mepe — K afjMUHUCTPATMBHbLIM MEAMLUHCKUM TEXHO/IOTUSIM, OKa3blBaloLUM
B/IMSIHUE Ha 3[0POBbLE.

4 XapakTepucTuka TpeboBaHWii K NpoBeAEeHNI0 U UCNO/Ib30BAHNIO Pe3y/ibTaToB
KNIMHUKO-9KOHOMMWUECKMX UCCeoBaHni, a Takke popmMaty npeacTaB/ieHnust ux
pe3ynbTaToB

4.1 MonyyeHne MHGoOPMAaLUN ANSA KITUHUKO-9KOHOMUYECKUX UCCIef0BaHNi

Llenblo KMHUKO-3KOHOMUYECKOTr0 UCC/efoBaHNs ABASETCA nosyyeHne nHopmauum 06 aekTUBHO-
CTW 1 6e30MacHOCTU MEULIMHCKUX TEXHOMOIMIA C y4eTOM 3aTparT Ha MX UCMOoJ/Ib30BaHue.

MonyyeHne nHoOpMaLMN A8 KTUHUKO-3KOHOMUYECKNX NCCeA0BaHN BO3MOXHO C NMOMOLLbHO:

a) aHanm3a faHHbIX 0Ny6IUKOBaHHbIX KTMHUYECKUX UCCNef0BaHNA 1 AaHHbIX O 3aTpaTax;

6) K/IMHWKO-3KOHOMWUYECKOrO KOMMOHEHTA B pamMKkax KIWHWYECKUX WCCNefoBaHuii HOBbIX SleKapCTBEH-
HbIX CPeACTB WM HENEKAPCTBEHHbIX MeAULIMHCKUX TEXHOMOMIA OAHOBPEMEHHO C U3yYeHneM nx 3hPEKTUBHO-
CTW 1 6e30MacHOCTH, NMPOBOAMMbIX B paMKax Npej- Uin NoCTPerncTpaLroHMbIX KIMHUYECKUX UCCef0BaHNMA;

B) CAMOCTOATE/IbHOTO0 K/IMHWKO-3KOHOMMUYECKOr0 UCCef0BaHNsA B C/lydyae M3yYeHWs 3KOHOMUYEeCKMX
acneKkToB 3aperncTpypoBaHHON UAN NPUMEHSIEMON B NPaKTUKe TEXHOMOMMK (ecnv ee perncTpauns He npeg-
yCMOTpeHa AeliCTBYLWUMN HOPMATUBHO-NPABOBLIMW aKTaMu):

- PETPOCNEKTUBHOTO K/IMHNKO-3KOHOMMUYECKOTo HabniogeHns — nsyyeHne MeAnLVHCKOM oKyMeHTaLmm,
CBSI3aHHOI C NPYMEHEHVNEM M3yYaeMol UK anbTepHaTUBHOW MeANLMHCKOV TEXHOMOTMMW, TUMMYHON NPaKTUKK
NPUMEHEHNUA MEAULMHCKOW TEXHOMOTUH;

- NPOCNEKTUBHOIO K/IMHWNKO-3KOHOMMYECKOro HabnaeHns — usyyeHve achhekTMBHOCTU, 6e30macHoCTU
1 3aTPaTHOCTW NPUMEHEHNS MEANLMHCKOW TEXHOOTMUN 6€3 BAMAHUA Ha TakTUKy BeAeHWst 60/IbHOro fevyalumm
Bpa4yoM Wv noBefeHne 60/1bHOro CO CTOPOHbI UccefoBaTens (OLEHKa peasbHOro Mupa, TUNMYHAA NPakTuka);

- NPOCNEKTNBHOTO K/TMHWKO-3KOHOMWUYECKOrO MCCNe0BaHns — npoBegeHne nuccnefoBaHns adpeKTnB-
HOCTW. 6e30MacHOCTY W 3aTPaTHOCTN MELMULMHCKOW TEXHOMIOTMM C MPUMEHEHUEM NPOTOKOMA MCCef0BaHNA
(HanpumMep, paHfoOMM3aUWMU UcCredyeMbX TPYnn Uan cTaHfapTu3auuum NpUMEHSIEMbIX 403 WU NOKa3aHWii
[ONS NeKapCTBEHHbIX CPeACTB);

r) KNMMHUKO-3KOHOMMYECKOr0 aHanm3a ¢ npuMeHeHnem MoaenmpoBaHma 3ageKTUBHOCTH, 6e3onacHoCTH
1 3aTpat (Hanpumep, Npy UCMNOMb30BaHUN CTAHAAPTOB MEeAMLMHCKOW NOMOLUM UMK pesynbTaToB onpoca 3Kc-
nepToB);

[1) CMeLlaHHbIX BUAOB UCCNef0BaHuS.

4.2 Tunbl KTMHUKO-3KOHOMMNYECKOTO aHannsa

Mcnonb3yoTea cnefytoline 0CHOBHbIE TUMbI KIIMHUKO-9KOHOMWYECKOTO aHamsa:

- aHanus3 «3aTpartbl Ha 60ne3Hb» (cost of illness, COI);

- aHanus «3aTpartbl — apPeKkTUBHOCTb» (cost-effectiveness analysis, CEA);

- aHanIM3 «MMHMMM3aLma 3aTpar» (cost-minimizaaition analysis, CMA):

- aHanu3 «3aTpartbl — NOMIE3HOCTb (YTUAMTaApHOCTL)» (cost-utility analysis. CUA);

- aHanus «3atpaTbl — Bblroga (nonb3a)» (cost-benefit analysis. CBA).

AHann3 «3atpatbl Ha 60/1e3Hb» — METOf U3YYeHWUA BCexX 3aTpar, CBS3aHHbIX C BefeHueM 60JIbHbIX
C onpefeneHHbIM 3aboneBaHWeM, Kak Ha onpegeneHHom aTtane (OTpeske BPeMEeHM), Tak U Ha Bcex atanax
okasaHua mMefuuMHCKOW nomowu. MNpu aToM He npegnonaraeTcst cpaBHEHUS 3D eKTUBHOCTU MeANLMHCKNX
TEXHOMOMMA. [JaHHbIl aHan3 AonyckaeTCcs NPUMEHSTb A5 U3YUYeHUS TUMNYHON NPaKTUKN BeAeHUs 60/1bHbIX
C KOHKpeTHbIM 3aboneBaHneM ¥ cnefyeT MCNOMb30BaTh A8 AOCTVXXKEHUA 3a4ay NaaHupoBaHus 3atpat Ha
onpegeneHHyto 601e3Hb UV Nporpammy, onpeaeseHns TapudoB Ha MeAuLMHCKIE YCayTu U T. M.
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AHanus «3aTpaTbl — 3PEKTUBHOCTb» — CPaBHUTENIbHAA OLEHKa pe3ynbTaToB W 3aTpaT npu ABYX U
60nee MeAMLMHCKNX TEXHOMOrMAX, 3PPeKTMBHOCTb KOTOPbIX pasnuyHa. 3 hekTBHOCTb OLEHUBAIOT C No-
3ULMN pe3ynbTaToBs, OTPaXalLWmnx TeyeHne 6one3Hn (Hanpumep, CypporatHble TOYKM — CUMNTOMbI 60/1e3HH,
nabopaTopHble MokasaTenn u T.4.; KOHeYHble TOYKM — KIMHUYeckne HeobpaTuMble COCTOSIHUA: MsiTkue (am-
nyTaums. XpoHmyeckas HefOCTATOYHOCTb OpraHa, WHMapKT MUoKapAa, WHCYNbT) U TBEpAble, CBA3aHHbIe CO
CMepTbio (NPOAOC/IKUTENBHOCTL XU3HKU, YacToTa CMepTesIbHbIX COObITUN, 06YCNOBNEHHbIX CEPAEYHO-COCYAM-
CTbIMU 3ab6oneBaHuAMY). Oba3aTeNnbHbIM TPE60BaAHMEM SIBMISETCS MCMOMb30BaHNe 0MHAKOBbIX NokasaTenei
pe3ynbTaTMBHOCTM W 3aTPaTHOCTU A1 BCEX aHa/IM3MPyeMbIX MeAULMHCKNX TEXHOMNOTUIA.

AHann3 «<MUHUMK3ALMSA 3aTpaT» — BapuaHT UccnefoBaHns «3atpaTbl — 3a(PEKTUBHOCTL», NPU KOTO-
pPOM NPOBOAAT CPABHUTEIbHYIO OLLEHKY MEAVNLMHCKAX TEXHONOTUIA, XapakTepun3ayoLWwmuxcs naeHTUUYHOW addek-
TUBHOCTbIO M 6€30MacHOCTbI0, HO pasHbIMK 3aTpaTaMu. PekoMeHayeTCcs MPUMEHATb aHann3 MUHUMU3aummn
3aTpar npu cpaBHUTE/IbHOM MUCCef0BaHNN pasHbiX POPM WM pasHbIX YCNOBUI NPYMEHEHNA O4HOro ekap-
CTBEHHOrO CpPeACcTBa UM OfHOW MeAMLMHCKOM TEXHONOTMW. B HEKOTOPLIX Cryyasx fonyCTUMO, NpW AoKasaH-
HbIX HECYLLeCTBEHHbIX pa3nuunax B aPeKTBHOCTA, NPUMEHEHNe aHHOT0 B1Aa aHanmsa v npyu cpaBHeHnUm
pasNNYHbIX MeLULMHCKMX TEXHOMOTUIA.

AHann3 «3atpatbl — MONE3HOCTb (YTUAMTAPHOCTL)» — BapuaHT UccnefoBaHust «3atpatbl — addek-
TUBHOCTb». MNPV KOTOPOM pe3y/bTaTbl NPUMEHEHUS MeAULMHCKOW TEXHONOTMN OLEHUBAOT B eANHMLAX «Mo-
Ne3HOCTU» C TOYKM 3peHMs NoTpebutens MeaunLUHCKOM NnoMowm (Kak npaBuio — B NnokasaTtensx kayectsa
XN3HW); NPM 3TOM YACTO UCMOJ/Ib3YHOT NoKa3aTe b «COXPaHEHHbIE oAbl Ka4eCTBEHHO Xn3HU» (OALY). O6s3a-
TeNbHbIM TpeboBaHNEM SIBIAETCA UCMO/Ib30BaHVe OANHAKOBbLIX NokasaTesnel pe3ynbTaTUBHOCTU (Hanpumep,
MeTOoAa OLEHKM KauecTBa XWU3HU) U 3aTPaTHOCTU A5 BCEX aHaIM3NPYEMbIX MEANLMHCKUX TEXHOOTUIA.

AHanns «3atpatbl — Bbiroga (Monb3a)» — BapuaHT aHanmsa «3arpaTbl — 3thdeKTUBHOCTL», NPK KOTO-
pom pesynbTaTthl (3hhEKTUBHOCTbL) NPeAcTaB/eHbl B AEHEXHOM BbIPaXEHUW, YTO NO3BOJIAET CPaBHNBATL 3KO-
HOMMYEeCKyto 3p(heKTUBHOCTb pa3nnyHbIX, B NEPBYI0 o4epeb, aMUHUCTPATUBHbLIX MeAULMHCKUX TEXHONOTU
(HanpvmMep, nporpammy BakuWHaLuy NPOTUB rpunna ¢ opraHusaumnein cMcTeMbl UHTEHCUBHON HEOHAaTaslbHOM
NOMOLLM ANS BbIXaXMBaHUS AETENR, POXAEHHbIX C HU3KOM Maccoli Tena).

AHann3 BAMSAHUA Ha GIOKET SIBNSETCA YaCTHbIM C/lyyaeM aHanu3a 3atpatbl Ha 60n1e3Hb. AHann3 npo-
BOAAT C LiENbI0 OLLEHKN 9KOHOMUYECKMX NOCNeACTBUIA MOBCEMECTHOrO pacnpocTpaHeHns B cucTeme 34paBo-
OXpaHeHus, pervoHa, MefULMHCKON opraHu3auun HOBOW MeAMLMHCKON TeXHOMorMm — meToga npodumnak-
TUKW. ANATHOCTVKW, NIeYeHust uan peabunutauun. B xofe aHanmnsa BAUSHAA Ha OIOOXET OLEHUBAIOT NpsiMble
MeaMLUMHCKUE 3aTpaThbl, CBA3aHHbIE Kak C MPYMEHeHNeM HOBOW MeAULMHCKOV TEXHOMNOINW, Tak U C pa3BuTMeM
HexenatenbHbIX ABEHUI NPU NPUMEHEHUN aHa/IM3NPYEeMON TEXHONOTUWN. AHANN3 BANSAHUA Ha GIOKeT Bbl-
MOMHAIOT C MOMOLLbI0 MOCTPOEHNUA MoAenein — ApeBa pelleHnid, mogenu Mapkosa.

MogenupoBaHme — BWA K/IUHWKO-3KOHOMUYECKOTO WCCMef0BaHNsA, OCHOBaHHbIA Ha WCNOMb30BaHWM
dhopmann3oBaHHbIX ONMcaHunii n3yvyaemoro obbekTa (Hanpumep, nauveHTa, 3abonesaHvs, anugemmonoruye-
CKOV cuTyauwmu, 3aTpart) Wan npoLeccoB (Hanpumep, AUHAMUKU COCTOSHUS) NPU NPUMEHEHUN MeLULMHCKUX
TexHonornii. OCHOBHbLIMW BUAAMU MOAEMPOBAHUS, MPUMEHAEMBIX B KTMHUKO-3KOHOMUYECKNX NCCef0BaHu-
AX. SABNATCA APEBO pelleHuii. MapkoBCKUiA aHanus, MofennpoBaHue 3aTpat, BAUsHUE Ha GHMKeT, MoAenu-
poBaHue MoHTe-Kapno.

AHann3 YyBCTBUTENIbHOCTN — aHasiM3 CTeNeHn N3MeHeHNs pesynbTaToB K/IMHUKO-9KOHOMWUYECKOro uc-
C/ejl0BaHNA NMPU U3MEHEHUN BE/IMUMHLI UCXOAHbIX NapamMeTpoB (Hanpumep, U3MEHEHUS LieH Ha SlIekapCTBEH-
Hble npenapartbl (MakcuMarsibHble U MUHUMasbHbIE LieHbl), U3MEHEHWe nokasaTesnei ahhekTMBHOCTH, YacTo-
Tbl NO60YHBIX 3hPEKTOB U T. NJ.

[MCKOHTMpOBaHWe — BBeAEHNE NONPaBOYHOro KO3hdhmumeHTa npu pacyeTe 3aTpaT ¢ y4eTOM B/IUSIHUA
BPEMEHHOro ¢haktopa: 3atpaTbl, KOTOpble NPeACTOUT MOHECTU B OyaylieM MeHee 3HauvMbl, YeM MOHeceH-
Hble CerogHs, W. HanpoTuB, BbIroga, NpuobpeTeHHasa cerofHs, 6onee LeHHa, Yem npeacroswas B Oygyliem.
KoahhuumeHT OpMeHTMPOBOYHO ONPeaEensioT paBHbLIM NPeACTOAWEMY YPOBHIO UHAIALMKM 3a aHanu3upye-
Mbli Nepuog nnun cTaBke KpeanToBaHUS.

MapXVHaIbHOCTb — BBEJEHVE MONPaBOYHOTO KOahdhuuymeHTa npu pacyete 3aTpar C y4eTOM OfHOBpe-
MEHHOTO BbINO/IHEHNSA HECKOJIbKMX MEAULMHCKMAX YCYT AW NPU MOAENMPOBaHUM 3aTpaT No cTaHjapTam Meau-
LIMHCKOIM NMOMOLLY C y4eTOM KOMOpPOUAHOCTM 3aboneBaHnsa (Hanmuna ogHOBPEMEHHO HECKOIbKMNX 3ab6oneBaHnit).

4.3 O6u_w|e Tpe60BaHVIF| K npeactaBneHUo pe3ynibTatoB KJIMHNKO-3KOHOMMWYECKOTro aHannsa

PesynbTathl aHannM3a «3aTpartbl Ha 60/1€3Hb» NPEACTaBNAT B BUAe abCOMIOTHLIX 3HAUYEHWd 3aTpaT
MBO Ha Bcex aTanax fiedeHnst 601e3Hun, M60 Ha OTAEMbHbIX aTanax (Hanpumep, aTan AMarHocTUK1, ambyna-
TOPHOrO /IEUYEHNS, CTALMOHAPHOTIO fleueHus, peabunutauum).
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PesynbTatbl aHanmsa «3atpatbl — 3(EKTUBHOCTb» U «3aTpaTtbl — MNOME3HOCTb (YTUAUTAPHOCTb)»
npeacTaBnaloTcs B (hopme nokasatenieil COOTHOLWEHNA 3aTpaTt v A0CTUIHYTOro adhdhekTa nm koadpuumeHTa
npupaLeHns 3aTpar (4OoNoNHUTE NbHbIE 3aTpaThl, NPUXOAALLMECA HA AOCTMKEHNE eANHULIbI AONO/THUTENIbHO-
ro achgpekTa).

PesynbTatbl aHaM3a «MVHUMWU3aumMs 3aTpat» npeAcTaBnsaTcsa B popMe abCOMOTHOW pasHuLbl B 3a-
Tpatax npy NPYMEeHeHUn nccnesyemoin TeEXHONOMMKU MO CPaBHEHWIO C a/lbTePHATUBHO.

PesynbTathl aHanusa «3arpaTbl — Bbiroga (Nonb3a)» NpeAcTaBnsioT B hopme abCoMOTHON pasHuLbI
MeXay 3aTpaTamy 1 BbIroAol B AEHEXHOM BbipaXeHun Nnbo B chopme KoaddhmumeHTa COOTHOLWEHNA 3aTpaTt
N JOCTUTHYTOrO adhhekTa B AIEHEXXHOM BbIPaKEHUN.

PekomeHayeTca npu npeAcTaBieHnn oTyeTa 0 KIMHUKO-9KOHOMUYECKOM UCCefoBaHumn ykasbliBaTb 3a-
TpaTbl Ha NPUMEHEHWEe BCEX WUCCeAyeMbIX TEXHOMNOIMIA, UCTOYHUKN UX NOMYYEHUS, BENNUVHbI TapudoB Ha
yCnyru, UeH Ha nekapctea v Ap. n hopMy bl pacyeToB 3aTpar.

4.4 TpeboBaHUA K CTPYKTYpe U METOL0N0IMA KINHUKO-3KOHOMMNYECKOro aHanmsa

Mpy cocTaBneHuy MPOTOKOAA K/IMHWKO-IKOHOMUYECKOrO MCCnefoBaHuss HeobX0AMMO yunTbiBaTb, YTO
K/IMHWKO-3KOHOMUYECKUIA aHanm3 CoCTOUT U3 CeayoLmx LWecTn oba3aTtesbHbIX 3Tanos:

a) oueHka uccregyemoii MeanLMHCKON TexHonorum cornacHo FOCT P 56044 ¢ noMCKOM AoKa3aTenbCTB
3(ppeKTUBHOCTN 1 6e30MacHOCTN MeAULMHCKOW TEXHOOTUN.

6) paspaboTka nsaHa 1 nporpaMMbl UCCef0BaHMs, BbIOOP TUMa aHasm3a BKIKYaET:

- thopmynupoBKy Lienei n 3agay aHanusa,;

- BbIGOP MEeAMULMHCKOWM TEXHONIOTMN CPaBHEHNS,

- BbIGOp KpUTEPMEB OLEHKM 3CHDEKTUBHOCTU 1 6GE30MACHOCTU UCCNEAYEMbIX MEANLMNHCKUX TEXHOMOTUIA;

- pa3paboTky NpoTOKONa KNNHUKO-3KOHOMUYECKOTO NCCNefoBaHuUs;

- BbIOOP TMNa KANHUKO-3KOHOMNYECKOTO aHamn3a,

B) COGCTBEHHO NpOBeAEeHNe ncciefoBaHus:

r) y4eT 1 OLeHka 3aTparT;

[) 9KOHOMUYeckme pacyeTbl (KTMHUKO-3KOHOMUYECKWI aHanus);

€) uccnegoBaHne 4yBCTBUTENBbHOCTY;

X) BbIBOAbI W NPEeANOXKeHNs C yyeToM cnabblx CTOPOH aHanv3a, OrpaHnynBaloLLMX NPUMEHEHUE ero
pes3ynbTaros.

4.4.1 Kputepuun oueHKN adh P eKTUBHOCTU N 6€30NaCHOCTU MeANLNHCKUX TEXHONOT NI

OLeHKy MeJMLMHCKMX TEXHOOIMA NPOBOAAT cornacHo TpeboBaHusam FTOCT P 56044.

KpnTtepnn adekTUBHOCTN MEAULIMHCKNX TEXHOOTWNIA:

a) TBepAble TOUKM — U3MEeHeHWe nokasaTeneli 340pPOBbS WM KayecTBa XU3HW, 00YCMNOBMEHHOTO 3/0-
poBbeM (Hanpumep, 4yacTtoTa CepAevHO-COCYANCTbIX COObITUI MW CcepheyvHO-COCYANCTON CMEpPTHOCTU, aM-
nyTauuy KOHEYHOCTeN, HapylweHnsa YHKLMN, CMEPTHOCTb, BbDKMBAEMOCTb, MPOAOIKNTENBHOCTb XNU3HN, UH-
BaNMAM3aLUns, YNCN0 COXPaHEHHbIX neT 6e3 uHBanuaHoctTn (DALY), UNCno COXpaHEeHHbIX NEeT KayeCTBEHHO
Xn3Hn — QALY v gp.).

6) cypporaTHble TOYKM — OMocpefoBaHHble KavHuyeckne adpchekTbl (Hanpumep, CHWKEHME 4acToThbl
OC/I0XHEHWI, CoKpaLlleHne Yncna NoBTOPHbIX rocnuTanusaunii u gp.), npsamble knnHuyeckne addekTsbl (Ha-
npumMep. CABUT hn3nKaNbHbIX UM BMOXMMUYECKNX NapamMeTpoB, UCHE3HOBEHWE XPUMOB, CHWXEHWE apTepu-
a/IbHOMO AAaB/IEHUSA, MPUPOCT reMOornobuHa, M3MeHeHne CMMNTOMOB 3a60/1eBaHuns).

MpeAnouTUTENbHLIM ABASAETCS OLEHKa C UCNOMb30BaHMEM KpUTEPUEB rPyNbl &), OA4HAKO Npu OTCYTCTBUM
[aHHbIX flonyckaeTcsa ucnonb3osaHue kputepunes 6). Bo3MOXHO Ucnonb3oBaHe KpUTepmsa «4ncio 60/bHbIX,
KOTOPbIX HEOBXOAMMO NPONEeYNTb AN NONYYeHUa OAHON eanHULbl adhchekTa» (nokasaTtens Number-Neoded-
to-Treat (NNT). Hanpumep, CKOMbKO GOMbHbIX HAA0 NPOMEYNTb, YTOGLI N36exaTb OAHOr0 CMepPTEesbLHOrO UC-
X0Aa).

4.4.2 Pa3paboTka nnaHa u nporpaMmmbl uccnegosaHus, Bbibop Tuna aHanusa

1) Lienn n 3agaun hopmMynupyoTca uccnegoBaTtesiemM Uam CoHCOPOM UCCnefoBaHus, Npy aTom 0653a-
TeNbHO (POpMyNNpPyeTCs 3KOHOMUYECcKas NO3NLMA UCCnefoBaHusA (4ell IKOHOMUYECKU nHTepec byaeTt npu-
H/MAaTbCA BO BHUMaHWe Npy NAaHnpoBaHUM U NPoBeAEHUN UCCNENOBaHNS):

- MHTepecbl 06LiecTBa B LenoM (BKIoYas He TONbKO CUCTEMY 34paBOOXPAHEHUS, HO W couuanbHble
cnyx6bl 1 gpyrve 3ageiictBoBaHHble cdhepbl);

- 9KOHOMMYECKNE UHTEPECHI CUCTEMBI 3[4paBoOXpaHeHns Ha hefgepanbHOM ypoBHe (Hanpumep. dege-
panbHoro hoHAa 06A3aTeNbHOr0 MegULIMHCKOro CTpaxoBaHus), cybbekta Poccuiickoli ®edepauumn, MyHULN-
nasbHOro 3BeHa 34paBOOXPaHeHUs:
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-MHTepechl NpoBaiiiepa MeaWLMHCKOW nomowy (MeUUMHCKOW opraHusaumm, YacTHOMPaKTUKYLLEero
MeMLMHCKOrO paboTHUKA);

- UHTEepeChl CTPaxoBOW MeANLMHCKOM opraHu3aumm;

- UHTepechl OTAENbLHOro NalMeHTa 1am ero cembu u ap.

2) Bbl6Op MeAULMHCKOWA TEXHOOTUN CPaBHEHUS MPOBOAAT:

- C TeXHoNorven, yalie BCEro UCMO/b3yLWencs no aHanormyHbiM NokasaHUsaM [C «TUMWYHOW NpakTu-
Koli» BefileHNs 6OMbHbIX C faHHbIM 3ab0neBaHeM; NPY 3TOM AN1S1 aHa/n3a TUMUYHOWN NPaKTUKW NpUMeHsieTcs
ncecnefoBaHvie MeanUMHCKNX (ambynaTopHbIX U CTauMOHapHbIX) KapT NauMeHToB, 0NpoCc 3KCNepToB — Cneuu-
anncToB B nccnepyemoii 061acTm MeguLmMHbl UK 0Npoc NauueHToB):

- C TeXHonorve, apnswwelica Hanbonee achPeKTUBHON cpeamn UCNOb3YIOLWNUXCA N0 aHaNoMMYHbIM Mo-
KasaHvsM € y4eToM pe3ynbTaToB U YPOBHS [A0Ka3aTeNbHOCTU, NOMYYEHHbIX B XO4e OLEHKA MEeANLMHCKON Tex-
HoMoruuy;

- C HaUMeHee 3aTpaTHO TeXHOornel cpean NCNOob3YHLMXCA N0 aHa/I0TMYHBIM NOKa3aHUAM;

- C TEXHO/IOTMel, peKOMEHAYEMOI CTaHAAPTOM, KIMHUYECKUMI PeKOMEHAaUMAMN (NpoTokonamMu nede-
HWS). UHBIM HOPMATUBHbIM JOKYMEHTOM;

-C OTCYTCTBMEM MPUMEHEHWUS TEXHOMOTUW (AUArHOCTUKN WU NeYeHns) B Tex craydasx, korga aTo go-
NycTUMO B K/IMHUYECKOW NpaKTUKe.

Bbi6op TexHoNorMn ANa CpaBHEHUS 3aBMCUT OT NO3ULMK UCCredoBaHus, Lenei u 3agad nccnefoBaHus
1 foMKeH 6bITb 060CHOBaH UccnefoBaTenieM kak B MPOTOKOE, Tak U B OTYETe.

4.4.3 BbI6Op KpuTEPUEB OLEHKN 3D (heKTUBHOCTU N 6e30NacHOCTU nccnefyemblX MeanLnHCKUX
TexHonorui

Mpy BbiGOpe KPUTEPUEB OLEHKA MEAMLMHCKONW TEeXHONOrMU MCMNOoMb3yT pesyfbTaTbl NPoBeAEeHHOM
OLLEHKN TEXHOJIOTMK W cTeneHb (cuna) NonyyeHHbIX Aokas3aTtesibCTB. 3HAaUYMMOCTb OLLEHOK nocrefoBaTesibHO
CHMXKaeTcsa B pagy Tvna nNpoBefeHHbIX NPefLecTBYWNX KINHUYECKUX NccnefoBaHunii:

- foKasaTenbCTBa, NoslyYeHHble Npu NpoBeAEeHUN MoTaaHaM3a u cuctemaTuyeckoro o63opa;

- joKa3aTeNbCTBa, NOJIyYeHHbIE B MPOCMEKTUBHBIX PaHLOMU3MPOBAHHBLIX UCCNe0BaHNSAX;

-fAoKasaTenbCTBa, MNoslyvyeHHble B 60/bLINX NPOCMNEKTUBHBLIX CPABHUTENbHLIX HE PaHAOMU3MPOBAHHbBIX
nccnenoBaHusx;

- foKasaTenbCTBa, MOSy4YeHHble B PETPOCNEKTUBHbBIX CPaBHUTENbHbIX UCCEef0BaHNAX;

- [OKa3aTeNbCTBa, NOMlyYeHHble B HE CPaBHUTE/bHbLIX UCCNef0BaHUAX UAN UCCNef0BaHUAX Ha OrpaHu-
YEHHOM yuncne 60NbHBbIX;

-AoKasaTenbCTBa, NoMyYeHHblE Ha OTAE/bHbIX 60MbHbIX;

- hopManm3oBaHHOE MHEHWEe 3KCMepPTOB (Hanpumep, NofyYyeHHoe Aenbquiickum MeToaoM, B Xoae op-
MasIM30BaHHOrO OMpoca 3KCNepPTOB AN UHTEPBLIO).

Mpun BbIGOPE KPUTEPUEB A8 KIIMHUKO-3KOHOMUYECKOro UccrefoBaHns 6a3upoBaTbCs Ha HMXKE CTOALLMX
B pAAy AoKasaTe/ibCTBaxX MOXHO TOJIbKO MPW OTCYTCTBUM BbIWWECTOALWMX B MepapXxuun Aoka3aTesibCTB.

PekomeHayeTcsi conocTaBuTb pe3ynbTaTbl PasHblX UcCCMefoBaHUii U BbibpaTb Haunyywne ansi Bbl6o-
pa Kputepue aPekTMBHOCTU. OLHOBPEMEHHO BO3MOXHO, YTO MUCMO/Ib30BaHWe KpUTEpUEB, NOYYEHHbIX B
KaueCTBEHHbIX K/IMHUYECKUX WUCCefj0BaHUAX, HEBO3MOXHO B pamkax npeanosiaraemoro KJInHMKO-3KOHOMU-
4YeCcKoro uccrefoBaHus, Yto JO/MKHO 6biTb YETKO yKa3aHo M 060CHOBaHO uccnefosartesieM npu cocTaBneHnn
nporpamMmebl, NPOTOKO/A UCCNeAO0BaHNS U B OT4HeTe.

4.4.4 Pa3paboTka NpoToKOAa KJIMHUKO-3KOHOMMWYECKOTro nccnenoBaHus

MpoTokon nccnefoBaHUs AO/MKEH cOoAepXaTb pe3y/bTaTbl OLEHKU MEeAWULMHCKOW TeXHONMornu, Lenu u
3agaun, onucaHve n o60CHOBaHUE gu3aiiHa UccnefoBaHWs, ero nnaHa, W. Npu Heo6XOAMMOCTU, K/TMHUKO-
3KOHOMWYECKOW KapTbl, (DOPMbI MH(DOPMUPOBAHHOIO COracus nauueHTa, onpPoCHUKa 3KCNepPTOB, UCTOYHUKY
yuyeTa 3aTpart, 060CHOBaHMe Bbibopa K/IMHUKO-3KOHOMUYECKOro aHanusa 1 ap.

4.4.5 YyeT v oueHka 3aTpar

CnepyeT MakcvMasibHO MOJSIHO YY4ecTb BCe NpsiMble MeAULUHCKME 3aTpaTtbl Ha MeAULMHCKY0 TEXHOMO-
TMI0 COrnacHo Bugam 3artpar.

3arpaTtbl gensarcs:

1 Ha NpsMble — U34epXKU, MOHECEHHbIE CUCTEMOI 34paBOOXPaHEHNS], NALMEHTOM, NHbIM NaaTenblUn-
KOM. HEenocpeACcTBEHHO CBSA3aHHble C OKasaHueM MeAuLMHCKMX yenyr. MNpsamble 3atpatbl MOTyT ObiThb:

a) MeAuLMHCKMe — U3EPXKU, MOHECEHHbIE CUCTEMOI 3paBOOXPaHEHUs], CBA3aHHble HENoCpeCTBEH-
HO C OKaszaHueMm MeguuMHCKoV nomowmn. OHY pasgenstoTcs:

1) Ha NepemMeHHble — 3aBUCAT OT KO/IMYECTBA OKa3aHHbIX MeAULMHCKUX yCayr. 3To 3aTpartbl:

- Ha AnarHocTuyeckue, sieyebHble, peabunutaLnoHHble U nNpodunakTmyeckne MeauLMHCKUE YCryru,
MaHUNyIauuyM 1 Npoueaypbl, B TOM YMC/e oKasbiBaeMble Ha foMy (Bk/oyas onsaTy paboyero BpeMeHU me-
OVLMHCKUX paboTHUKOB, HENOCPeACTBEHHO OKa3blBaOLWMX MEeAULMHCKYIO NOMOLLb);
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- TPAHCMOPTUPOBKY 6OMBHOrO CaHWTapHbIM TPaHCNOPTOM (CKopas MOMOLLb) UAW Bble3g bpurag HeoT-
JIOXXHOW nomoLuu;

- lekapCcTBEHHble npenaparbl;

- KpOBb U €e KOMMOHEHTbI;

-AueTnyecKoe NUTaHue (ecnu aTo NnaHupyeTcs);

- UMNMIaHTUPYyEeMble YesioBeky Npubopbl U NPUCNOCO61eHNS:

- BbINOSIHEHWE OTAE/bHBIX YCAYr, BbINOHAEMbIX CTOPOHHUMU UCNOMHUTENSAMU (ayTCOPCUHT);

2) NOCTOSIHHbIE — WX BE/IMYMHA HE 3aBUCUT OT KOIMYECTBA OKa3aHHbIX MeAULMHCKUX ycnyr. DTo 3aTpaThbl;

- Ha cofepxXaHne nauueHTa B 1e4e6HOM yUpexaeHUn (<rOCTUHUYHbIE YCITYTn»);

- onnaty NOKymnku AOpPOrocTosiLLero MeguLumMHCKoro 06opy0BaHns:

- onsaTty 3a 1cnosb3oBaHne MeauLMHCKOro o6opyaoBaHus, naowagei n cpeacTs (amopTusauus);

- onnaTty KOMMYHaslbHbIX YC/yr;

- onnaty paboTbl aAMWHUCTPATUBHO-X035AMCTBEHHOIO annapaTa,;

- onnaTty 3a PeMOHT 3[aHuii, COOPYXEHUIA 1 TEXHWKY;

- onnaty obyyeHunsa nepcoHana

-nap.

6) HemMeaULUMHCKMEe — pacxofbl, KOTOPble HecyT Apyrue 06l ecTBeHHble CYXO6bl 1 OpraHm3auum, a Tak-
Xe nauneHTbl U X CEMbM:

-ManimyHble («kapMaHHble») pacxofbl NauMeHTOB, He CBA3aHHble C ONMaTol NeKapCTBEHHbIX CPEACTB
UM MeAULMHCKMX YCNYT (Hanpumep, onaarta CepBUCHbIX YCNYr B MeAWLMHCKON opraHn3anum):

- 3aTpatbl HA HEMOAWLMHCKME YCNYrn, OKa3biBaeMble nauveHTaM Ha oMy (Hanpumep, ycnyru couunanb-
HbIX CNYX6):

- 3aTpaTbl Ha NnepeMeLleHne NauMeHToB He CaHUTapHbIM TPAHCMNOPTOM (/IMYHbIM, OBLLECTBEHHbIM) U T. M.;

- 3aTpaTbl YIEHOB CeMbM, CBA3aHHbIE C OKa3aHWeM MOMOLLY NaLUMEHTY;

2 HenpsiMble WK KOCBEHHbIE (a/IbTePHAaTUBHbIE) 3aTpaThl (M34EPXKN YMYLLEHHbIX BO3MOXHOCTEN).

-C*)pI/IKLI'VIOHHbIe 3aTpaTbl — CBA3aHHble C HenpousBedeHHbIM HalMOHa/IbHbIM NPOAYKTOM 3a nepuop
6onesHu (v yTpaTbl TPYA0CNOCOBHOCTA) NauMeHTa, noka ero oyHKL UM He KOMNEHCUPOBaHbI HOBbIM COTPYS-
HWUKOM, B TOM YunC/ie 3aTpaTtbl Ha 06y4eHne HOBOrO COTPYAHMKA,

- 3aTpaTbl Ha onnaty SIMCTKOB HETPYA0CNOCOBHOCTU, MOCOOGUS NO UHBANIMAHOCTU U UHbIE COoLManbHble
BbiNAaThbl, NPeAyCMOTPeHHble AeiiCTBYIOLWNM 3aKOHOAATENbCTBOM M3-3a 60Ne3HV UM BbIXofa Ha WHBaNWg-
HOCTb;

- 3aTpaTbl, CBfA3aHHblE C OTCYTCTBMEM Ha paboTe YNEeHOB ero CeMbW WX Apy3ell, HeNnocpeACTBEHHO
CBSi3aHHble C ero 60M1e3HbIo;

- 3KOHOMMUYeCKMe noTepn OT npexaeBpemMeHHOro HacTtynaeHna CMepTun;

3 HemaTepuanbHble (Heocs3aemble) 3aTpaTbl — 3aTpaTbl, CBSA3aHHbIe € 60NbI0, CTpajaHNAMMN, AUCKOM-
dhopTOM. KOTOPbIE UCMbITbIBAET NALUMEHT BCNEACTBME NPOXOAMMOIO MM Kypca fleHeHns. — u3-3a TpyAHocTel
C TOYHbIM KO/INYECTBEHHbLIM U3MEPEHNEM B AIEHEXHOM BblpaXXeHUU Ha CerO,qHFILIJHI/II7I AeHb 06bIYHO OcTarTCH
3a paMKaMm BbINOTHAEMOro aHann3a.

B 60/1bLWINHCTBE C/ly4yaeB KIMHNKO-9KOHOMUYECKOTO MCCNef0BaHNS UCNOMb3yeTCA aHan3 MefULUNHCKUX
3atpar. Mpw oLeHKe BANAHUS MEAULMHCKOV TEXHOMOMMW Ha BIOKET NCNOb3YIOT 1 Apyrie BUAbl 3aTpar.

YueT 3aTpart cnegyeT nNpoBoAMTb 3a (hMKCUPOBAaHHbLIA Nepvoj BpeMeHU (Hanpumep, 3a nepuog rocnu-
Tanusauum i 3a mecsl, Win 3a rog 6one3un). HeobxoAMMO NPUHUMATL BO BHUMaHWeE, YTO B TeX Cry4asX,
korga adhheKT NprMeHeHNs MeANLMHCKOW TEXHOOTMN pacTArMBaeTcs BO BpEMEHU, Nepuos yyeTa 3aTpar Mo-
XeT B HECKOJIbKO pa3 npesbilwaTb NPOAOKUTENIbHOCTb HEMOCPEeACTBEHHOIO fleveHns. Bbi6op BPEMEHHOro ne-
proaa (BpeMeHHOro ropnsoHTa) 418 aHanusa 3aTpar 060CHOBbIBAETCSA B MPOTOKO/IE UCC/IeA0BaHNS U OTHETE.

OueHKa CTPYKTYpbl 3aTparT Ha fiekapcTBa W yC/yrn UMelT caMoCTOATENbHYI0 LeHHOCTb. Mcnonb3yloTes
cnepylolime BapuaHTbl OLLeHKN CTPYKTYpbI 3aTpar:

- ABC aHanus: rpynna A — 80 % 3atpar, rpynna B— 15 %. rpynna C — 5 %:

- VEN aHanus: V — BaxHble, 06bIYHO — BXOASLME B HOPMATUBHbIE [OKYMEHTbI, HANpMMep, nepeyeHb
OCHOBHbIX /1IEKAPCTBEHHBLIX CPEACTB, CTaHAapTbl MeAULMHCKOW NOMOLW, KNNHUYEeCcKue pekomeHgauun (npo-
TOKO/bI nequvm), E— HEOﬁXO,qVIMbIe, 06bIYHO cMMATOMAaTUYECKMe TexHoMormm n N — BTOpOCTeneHHble ana
n3y4yaemoil naTonorum, Hanpumep, ekapcTBEHHbIe CPeACTBa, He MetoLLVe Aoka3aTebCTB ahheKTUBHOCTHY;

- 4YaCTOTHbIN aHa/IM3 — YacToTa NPUMEHeHVA MeAULIMHCKUX TEXHONOMMIA B rpynne 60/bHbIX A B Mean-
LIVHCKOWA opraHu3auum.

CnepyeT NpoBOAMTb KOMMIEKCHYIO OLLEHKY CTPYKTYPbI 3aTpaTt Ha MeuLVHCKMe TeXHOIorMK, B npoLiecce
KOTOpPOro MeAMUMHCKAE TEXHONOMMK pamxupytoTes no rpynnam A. B n C. KaxAol 13 HUX npuceBamBaeTcs WH-
aekc no cucteme VEN, nokasaTtenb 4acToTbl NPUMEHEHUS;

6



FOCT P 57525—2017

- DDD-aHanu3 nekapcTBeHHbIX cpeacTs (defined daily dose) — uncno 60/bHbIX, KOTOpPblE MOTYT NOAY-
YnUTb NleyeHne onpeAeneHHbIM NekapcTBEHHbIM CPeACTBOM 3a OnpejesfieHHblli nepuos C y4eToM YCTaHOB-
NeHHbIX BceMupHoii opraHusaumeli 3gpaBooxpaHeHunst AHEBHbIX [03 lekapCcTBeHHOro cpeAcTea. DDD-aHanus
MMeeT CaMOCTOSITE/NIbHOE 3HAYeHWEe U UCMONb3YyeTCs AN NPOrHO3MPOBaHNSA 3aTpaT Ha onpegenieHHble nekap-
CTBEHHbIE CpefCcTBa.

4.4.6 VICTOYHWUKN MHCDOPMALIUK O AEHEXHOM BblpaXeHun npAMbIX 3aTpar

Mpu onpegeneHun pasmepa NpAMbIX 3aTpat Ha MeAULMHCKME YCNYTU B AEHEXHOM BblpaXKeHUN UCMONb-
3yI0T:

-Tapudhbl Ha MeanuMHCKMe ycnyru (Hanpumep, AeicTBylOLMe B PErMOHe B paMKax CUCTeMbl 06s3a-
TENbHOr0 MeANLMHCKOro CTPaxoBaHusa WA ycpefHeHHble Tapudbl B NAATHbIX MeAULUHCKUX opraHu3aunsx, B
nocnefHeM criyyae npefacraBnseTcs BbIbopka Tpex-nATM opraHusaunii ¢ 060CHOBaHNeEM UX BbIOOPA);

- pe3ynbTaTbl COGCTBEHHbIX 9KOHOMUYECKNX pacyeToB pacLeHOK Ha MefuLMHCKue ycayru (C onucaHuem
METOAMKN pacyeTa, HanpumMep, ¢ y4eToM cpefHeMeCcAaYHOoi 3apnaaTbl NnepcoHana v Yncna npoueayp, kotopble
MOXeT BbIMO/IHUTL OfMH YE/I0BEK 3a MECAL, C YYeTOM YCNOBHbIX eAnHuL, Tpygosatpart (YET) Ha Kaxayto npo-
ueaypy (1 YET npuHumaeTcs 3a BennyvHy B 10 MUH).

Mpu onpegeneHun pasmepa NPsAMbIX 3aTpaT Ha /leKapCTBEHHbIE CPeACTBa B AEHEXHOM BbIPAXEHUU UC-
NoNb3yHoT:

- PO3HMYHbIE LieHbl Ha NekapCTBEHHblE CPpeACcTBa B anTeuyHon ceTn (Mpu aHanmnse pacxofoB Ha amby-
naTopHoe fleveHre, a Takxke B criydasx, Korga nekapCcTBeHHble cpeficTBa npuobpeTalnTcs HenocpeAcTBEHHO
naunveHTom);

- ONTOBbIE LieHbl (hMPM-AUCTPMOLIOTOPOB NPV aHan3e PacxofoB Ha /leyeHne B cTaumoHape (He MeHee
Tpex-nATM AUCTpMbbLIOTOPOB € 060CHOBaHNEM Bbl6opa);

- JaHHble C CaliToB 3aKymnok, B KOTOPbIX yKa3aHbl LieHbl Ha /iekapcTBa B /loTax.

He pekomeHayeTCcss UCMO/b30BaHWE LEH. 3aperncTprpoBaHHbIX B HOPMaTUBHbLIX JOKyMeHTax, TakK Kak
3TW LieHbl MOTYT CYLLLECTBEHHO OT/INYATLCA OT peasibHbIX LieH npojax.

MpeAnoYTUTENLHO UCMO/L30BaTh YCPEAHEHHbIE NoKasaTesin LieH.

MNCTOYHMKM MHdOpMaLuy 0 LeHax Ha fekapCcTBeHHble CpeAcTBa M MeANLMHCKUE YCIyrn AO/MKHbI ObiTh
npeacTaBneHbl B OTHETE.

BennunHa uHbIX 3aTpart aHaam3npyeTcs no 4OoCTYNHbIM UCTOYHMKAM, B MepBY0 ovepeb — B ceTn HTep-
HeT. AnA yyeTa NOCTOAHHbIX MeAULIMHCKNX 3aTpaT BO3MOXHO MCMO/b30BaHne nonpasoyHbIX KO3 UL MeHTOB,
oTpaxarLmx f0M0 NPsiMbIX 3aTpaT B 06LLMX 3aTpaTax MeAWNLMHCKON opraHn3aumnm (Hanpumep, nepeMeHHble
3aTpaTbl Ha OKasaHve ycnyr B pamkax 06s3aTenibHOro MeAuLMHCKOro CTPaxoBaHus, No AaHHbIM 3KCNepTHOW
oLeHku, coctasnAT 30 % OT 06LWMX 3aTpaT 1 KOMNEHCUpYTCa 13 bloakeTa, cnegosartesibHO, Tapug nNo Me-
AVLMHCKOMY CTPaxoBaHuWIo cnesfyeT YMHOXWUTb Ha TPU 415 NOMYYeHU UCTUHHOW BENMUMHBI 3aTpaT Ha ycnyry).

4.4.7 Pacuert 3aTpart

Pacuet 3aTpart (onpefeneHve pasmepa pacxofoB) B NpoLiecce 3KOHOMWYECKOro aHasim3a BK/IYaeT B
CBOIi cOcTaB YeTblpe aTana:

1) ngeHTudrKaumMa 1 onucaHne UCMosb30BaHHbIX PecypcoB (Hanpumep, nepevyeHb MeTOA0B AuarHo-
CTUKN W NeYeHns, NekapCTBEHHbIX CPeACTB, Nokasate/lb KOMKO-fAHel B OTAeNeHUy onpeAesieHHoro npoduns
nap.);

2) KO/IMYECTBEHHAA OLleHKa YKasaHHbIX PeCYypcoB B (hM3NYECKUX egnHuLax (Hanpumep, YNC0 Kaxkaom
ycnyru 3a onpegesnieHHbI NPOMEXYTOK BpEMEHW, YNC/IO NOCEeLeHNnii BpayoM 60/1bHOTO, YAC0 KOHCYbTauwui
CNeLnanncToB, MHCTPYMEHTasIbHbIX U 1abopaTopHbIX YCyr, onepauuii, npoueayp CECTPUHCKOTO yxoaa, onpe-
AeneHve BpemMeHn (B KOWMKO-AHAX) B OTAeNeHUn onpedeneHHoro npounsa u T. 4.);

3) oueHKa KaXoro u3 UCMo/ib30BaHHbIX PECYPCOB B AEHEXHOM BbipaxkeHun (Hanpumep, 3aTpatbl Ha
OfIVH [ieHb COAEPXAHUS KOVKW, Tapudh Ha MEAMLMHCKYIO YCyry, LieHa SIekapCTBEHHOTo CPeAcTBa);

4) BHeceHue nornpasoK 1 KOAPULNEHTOB:

- Ha HeonpeaeneHHOCTb U Bpems (AWCKOHTMpOBaHWe). PeKoMeHayeMblii ypOBEHb [JUCKOHTUPOBaHUS 6e3
yyeTa uHdnaumm — 5 % B rog,;

- UHNAUMIO (onpefenseTcsa no ouumasibHbIM AOKyMeHTaM, ycTaHaBNBaoWUM YPOBEHb UH( ALK
3a NpejLUecTBYOLMA UCCNef0BaHNIO rof. BO3MOXHO BBEAEHMEe NHOTO — NPOrHO3MPYyeMoro — koaduumeH-
Ta vHdaaumm);

- MapXXWHa/IbHOCTb (O4HOBPEMEHHOE BbIMO/IHEHNE HECKOJIbKUX MEAULMHCKUX YCMYT CHUXAaeT 3artpaThbl
Ha KaXaylo U3 HUX. criefyeT CAOXUTb 3aTpaTbl Ha KaXAyt YCIyry u CyMMy 3aTpaT NepeMHOXUTb Ha koaddu-
LUMEHT); 3HauyeHns KoadduumeHTa MapXnHanbHOCTW, YCTAHOB/IEHHOrO 3IMMNUPUYECKU, NpeacTaB/ieHbl B Ta-
6nmue 1
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Tabnuuya 1— 3HavyeHne KoIPULNEHTA MAPXKUHANBHOCTH

KonuuecTso yenyr 3HaueHne koadhuyneHTa Konuuectso yenyr 3HaueHue koadhpuymneHTa
MapXuHasibHOCTHN MapXuHanbHOCTU
2 15 13 0.22
3 1.2 14 0.18
4 1.0 15 0.16
5 0.8 16 0.14
6 0.6 17 0.12
7 0.5 18 0.1
8 0.42 19 0.08
9 0.38 20 0.06
10 0.34 21 0.04
n 0.3 22 0.02
12 0,26 Bonee 22 0.01

Mcnonb3oBaHve koadhuumeHtTa MapXmMHasbHOCTU BO3MOXHO MpU OLEeHKe 3aTpaT MeTofoM Mofesiun-
pOBaHMA Ha OCHOBE CTaHAAapPTOB MeAWLMHCKON NOMOLLM NPU HAIMYUN BbICOKOW CTENeHW KoMopbuaHocTH 3a-
6oneBaHusa {Hanpumep, y NOXUbIX HEPEAKO couyeTaHne 60/1e3Hel C KOpOHapPHOW naTonorueli, apTepuasibHol
rMnepToHveid, caxapHbiM AvabeToM, Bce 3T 60/1e3HU MOryT 060CTPSATLCA OAHOBPEMEHHO WN. COOTBETCTBEHHO,
TpeboBaTb JOMNONHUTENbHBIX U3fepxek). MoNHbI nepeyeHb BUAOB 3aTpar, YYTEHHbIX NpU NPOBEAEHUN uc-
cnefoBaHVs. NPMBOAMTCA B OTYETE Hapsdy C ykasaHueM NCTOYHUKOB MHd)opMauun o LeHax. PekomeHayeTcs
TaKxe NpMBOAUTL B NMPUMIOXEHUN LiEHbI Ha YCIYTU 1 leKapCTBEHHbIE CPeACTBa, UCMO/Ib30BaHHbIe nccnefoBsa-
TensamMu npu nposegeHnn aHanusa ¢ ux ABC-, VEN- 1 yaCcTOTHbIM aHannsamu.

PekomeHgyemass meTofumka pacueTa 3aTpar Ha NpocTble MefUUUHCKME YCryrn npefacraBfieHa B npu-
noxeHun A.

4.4.8 Bbi60Op TMNa KIMHUKO-39KOHOMWYECKOTO aHanusa

Bbi6op TMNa KNUHUKO-3KOHOMUYECKOr0 aHam3a 3aBUCUT:

- OT Le/in uccnefoBaHus;

- 9KOHOMMWYECKOIi MO3ULMK NCCNef0BaHNS, 3aKkasunka, A8 KOTOPOro BbINOHAETCS faHHOe UccefoBaHue:

- BPEMEHHOTO FOPU30HTa;

- uccnefyemori MeguUMHCKO TeXHONOoru:

- BUAa oueHnBaemoi atphekTMBHOCTY ee NPUMEHEHUS.

Bbibop Tna KAVHMKO-3KOHOMUYECKOro aHanmnsa f[o/mkeH OblTb 060CHOBaH uccnegosaTeniemM npu op-
MUPOBaHMM NPOrpaMmMbl UCCEA0BaHNA U B OTHETE.

4.4.9 TpeboBaHUA K NPOBEAEHNI0 KITMHUKO-3KOHOMUWYECKOTO UccriefoBaHns

Bce KAMHUKO-9KOHOMMYECKME WCCefoBaHNs LO/DKHbI NPOBOAMTLCS cneuuanucTaMmu, MMerwmmu 06-
pasoBaHue. NpoeccnoHasibHy0 NOAroTOBKY U KBaNMMKaL Mo, NO3BONALWME UM MPUHATL OTBETCTBEHHOCTb
3a Hajg/iexallee nposefeHne uccnefoBaHns. PekomeHayeTcs AONoSHUTENbHOe (N0 HEO6XO0AUMOCTU) NpU-
B/IeYeHVe K MPOBEeAEHNI0 UccrefoBaHna Bpaveli, MeguLMHCKUX cecTep, 3KOHOMUCTOB, MPOrPaMMMUCTOB, cre-
uuanucTos nNo o6paboTke AaHHbIX, NaLMEHTOB.

4.4.9.1 PykoBoAuTeNb UCCMefOoBaHNA, nepcoHasl

WccneposaHne BO3rnaenseT pykoBoAuTe b — CneunanncT B 061acT KTMHUYECKON MeAuLVHbI, UMeto-
LM oNbIT B 0611aCTU KIMHWYECKOW thapMakonormm n KAMHUYECKol anuaeMnonory, 3Haowmuin TpebosaHns
HacTosLlero cTaHgapra.

PykoBoguTenb npueiekaeT B KIMHUKO-9KOHOMUYECKOe uccrefoBaHne JOCTaTOuHOe YNCo KBanuduum-
pOBaHHbIX COTPYAHUKOB (NepcoHan uccrnefoBaHuns), umeroLwmnx npodeccmoHanbHoe o6pasoBaHne uan onebIT,
COOTBETCTBYIOLME NOCTAB/NIEHHbIM 3afa4am.

MepcoHan NpoBoAUT UccnegoBaHne B NOMELLLEHNAX, 06ecneunBatoLLx ero NpoBeAeHNe B TeUeHne Bce-
ro cpoka Hajanexalmm 1 6e3onacHbIM 418 UCNbITYyeMbIX 06pa3oM M ¢ CO6/0AEHNEM AECTBYIOLLEr0 3aKOHO-
farenbcrea.

MepcoHan, NpYHUMAaILLMA y4acTne B NPOBEAEHUN NUCCNe0BaHNs, 3HaKOMUTCSA C NPOTOKO/IOM, MHAOP-
maumeli 06 nccnegyeMoil MegULMHCKON TEXHOMOMMK, a TakkKe CO CBOMMMU (PYHKLMSMU 1 0653aHHOCTAMU B
nccnefoBaHuu.

8



FOCT P 57525—2017

4.4.3.2 NHhopmauus, nofyyeHHas B Xo4e nccnefoBaHus

C6op, 06paboTka 1 XxpaHeHne MHopMaLMK, NOMYYEHHOW B Xofe MccnefoBaHus, AO/KHbI obecneun-
BaTb TOYHOE 1 NPaBW/IbHOE NMpeAcTaB/ieHne, 06BbACHEHVE 1 NOATBEPXAEeHVEe faHHbIX 1 MPOBOAUTLCA B COOT-
BETCTBUM C Tpe6OBaHNAMUN HACTOALLEro cTaHAapTa ¥ 3akoHofaTe 1bCTBa O 3alMTe NepCoHabHbIX JaHHbIX.

4.4.9.3 leknapauunsa KOHPINKTA MHTEpPecoB

PykoBoguTenb uccnefoBaHns v OTBETCTBEHHbIE WCNOMHWUTENN, NPpUB/ekaeMble K paboTe rpynnbl 3Kc-
nepTbl AO/MKHbI U36eratb KOHMIMKTa UHTEPECOB — HAINMUYUA MHTEPECOB, NPOTUBOPEeYaLLUX O6LLECTBEHHbLIM
MHTepecaM, KOTOpble MOTYT NPUBECTU K 3aK/1H0UYEHUAM, He OTBeYaloLWM UHTepecaM nauneHTos, rpynn nauu-
€HTOB, CUCTEMbI 3paBOOXpaHeHns, 06l ecTsa B Lie/IoM.

MpocheccroHaibHas akTUBHOCTb PYKOBOAUTENA UCCNEN0BaHUSA Y OTBETCTBEHHOrO UCNOMHUTENSA, NpuBIe-
KaeMbIx K paboTe rpynnbl 3KCNepToB (fasiee — yneHbl paboueli rpynnbl), CBA3aHHAA C ero COTPYAHNYECTBOM C
rocyfapCTBEHHbIMU CTPYKTYpamu, YaCTHbIMU 1 OOLECTBEHHBIMY OpraHu3auusamu, COnpshkeHHas ¢ BO3MOXHO-
CTbl0 BO3HWKHOBEHWSA KOHCD/IMKTA MHTEPECOB, He A0/HKHA BNVATb HA 06 bEKTMBHOCTb 3ak/Tl0UeHN 06 achdekTms-
HOCTKN. 6e30MacHOCTH, 3KOHOMUYECKON LienecoobpasHocTh (NPYemMIeMoCTN) MeANLMHCKOR TEXHOMNOTWN.

B uensx npepoTtspalleHns (orpaHnYeHns) BOSHUKHOBEHNS KOHMPIMKTa MHTepPecoB, CBA3AaHHOIO C Mpo-
checcuoHanbHo, rocyjlapCTBEHHON, KOMMEPYECKO, 06LLLEeCTBEHHOI 1 UHOI AEATENbHOCTBIO YIEHOB paboyeil
rpynnbl, & Takke ¢ POACTBEHHLIMU, APYXXECKUMU CBA3SIMU YNEeHOB paboyeit rpynnbl N0 KAMHUKO-9KOHOMMUYe-
CKOMY aHanu3y 3apaHee B MMCbMEHHOV thopme 06bABAAIT 06 MMEOLLEMCS Y HUX NOTEHLMaIbHOM KOH(INK-
Te VHTEepecos.

WHopmaums o noTeHunanbHOM KOH(hIMKTE MHTEPECOB WKW OTCYTCTBMU KOH(P/IMKTA UHTEPECOB Y1EHOB
pa6oueli rpynnbl N0 KAMHUKO-3KOHOMUYECKOM aHanun3dy nybivkyeTcs BMecTe ¢ NAaHOM (NMPOTOKOMOM) K/TMHW-
KO-9KOHOMMWYECKOWN OLLEHKN MeAUNLMHCKNX TEXHOOTMI N OTYETOM.

PykoBoautesnb uccnefoBaHUsA Mpu BO3HUKHOBEHUWM MOTEHUUANIbHO CYLLECTBEHHbIX ONA AeATEe/IbHOCTU
rpynnbl B LLESIOM WK NPU PacCMOTPEHUN OTAe bHbIX BONPOCOB KOH(/IMKTOB MHTEPECOoB NpeanpuHnUMaeT Mepbl
K NpeAoTBPAaLLEHNIO UX BIMSHWUA Ha 3aknioyeHnsa paboyeit rpynnbl. Jlnya ¢ CylwecTBEHHbIM KOHJ/IMKTOM MHTe-
pecos (NpeAcTaBUTENN UNW COTPYAHWKN NPOVU3BOAUTENS NEKAPCTBEHHOIO CpeacTBa UAN U3fenus MeauuuH-
CKOr0 HasHayeHus), a Takke WHble nnua, UNn Ux 61M3kme CBA3aHHble C MPOU3BOAUTENIEM JIEKAPCTBEHHOIO
cpeAcTBa v n3fenneM MeAuLMHCKOro HasHauyeHUa UM MHbIM 3aMHTepPeCcoBaHHbIM JINLIOM BlafJeHnemM A0S1-
MW COBCTBEHHOCTY (aKLMWiA) UK NOMTyYEHWEM CUCTEMATUYECKOro AOX0Aa UM 3HAUNTENIbHOTo Aoxoaa (CyMMbl
60nee yeTBepTH rOAOBOTO AOX0A4A 3KCNEPTa), MOryT y4acTBOBaThb B aHa/IM3e NCXOAHbIX AaHHbIX ANA KITUHUKO-
9KOHOMUYECKOro NCCnefoBaHns, HO He MOTyT NMPUHMMATL y4yacTns B (0OPMUPOBaHMMN BbIBOAOB U PELLEHWA.

4.4.10 K/MHWKO-3KOHOMUYECKOe nccnegosaHue, COBMeELLEHHOE C KIMHUYECKUM nccnegoBaHnem

KNuH1Ko-akOHOMMYeCKoe nccnefoBaHne, CoBMeLLeHHOe C KNIMHUYECKUM UccnefoBaHuem, cnegyet ocy-
LWeCcTBNATb B COOTBETCTBMM C OCHOBOMOMAralLWnMy 3TUYECKMMM NpUHLMNaMy XesnbCUHKCKONM deknapauuu,
HOpMamu 1 NpaBu/iaMun Ka4eCcTBEHHOM KIMHUYecKol npakTuku cornacHo FOCT P 52379. HacTosweMy cTaH-
4apTy ¥ MHbIM eiCTBYIOLWMM B 3TON 061aCTU HOPMATUBHBIM JOKYMEHTaM.

[aHHble 0 nnaHnpyemom npoBefeHUn KINHNKO-3KOHOMUYECKOro 1ccrefoBaHnsa O4HOBPEMEHHO C Ku-
HUYECKUM unccnefoBaHnem A0/DKHbI ObiTb BK/OYEHbI B NPOTOKON UCCNefoBaHuUA U npefcTasBfieHbl Ha pac-
CMOTpeHVe He3aBucuMomMy KomuteTy no aTuke BMecTe ¢ hopMOi MHCHOPMUPOBAHHOTO COMacust u Apyrumm
[OKyMeHTaMu, NnpefyCMOTPEHHbIMU feiicTBYIOLLEel HOPMATUBHO-NPABOBOM [OKYMeHTauNe.

[aHHble, c60op 1 perncTpauuio KoTopbiX NMPOBOAAT B LEAX KIMHUKO-3KOHOMUYECKOTO UCCNefoBaHus,
[ONyCKaeTcs BHOCUTb KaK B OCHOBHYHO PaCLUMPEHHYIO KapTy WUCMbITYEMOro, Tak U B OTAE/IbHYI0 KapTy, pas-
paboTaHHylo cnewumanbHO C y4eToM Leneli 1 3aay AaHHOro uccnefoBaHns. PopMy pacliMpeHHon unm go-
NONHWUTENBbHON KapTbl UCMbITYEMOro COrNacyloT B COOTBETCTBMU C TpebOBaHNAMY AeACTBYOLeli HOPMATUBHO-
npaBoBOli 6asbl.

4.4.10.1 YyacTtve ucnbIiTyeMoro B uccnefosaHunu

McnbiTyeMblli — y4acTHUK K/IMHUKO-3KOHOMMWYECKOTO NCCef0BaHns, K KOTOPOMY NPVYMEHSIOT nccneay-
eMyl0 WK anbTEePHATUBHYIO MEAULMHCKY0 TEXHOOTMIO, MOXET ObITb BK/IOYEH B MCCefOBaHNE TONbKO Ha
OCHOBaHWMW J06POBOJILHOIO MH(POPMUPOBAHHOTO COMNAaCKs, MOJTIYYEHHOTO NOC/e AeTa/lbHOro 03HaKOM/IeHUS
C marepvanamv uccnefosaHvs. [laHHble 0 NMPoBeAeHUN KIIMHUKO-3KOHOMUYECKOro MUCC/iefoBaHA OfHOBpe-
MEHHO C K/IMHUYECKUMUN UCCNefoBaHUAMN BKOYaOT B hopmy MHGOPMUPOBAHHOIO cornacus. MNpu nonyye-
HUM 1 JOKYMEHTa/IbHOM O(hopMIeHUN MH(OPMUPOBAHHOIO corfacua uccnefposarefib JO/HKeH cobnoaatb
JencTeyole HOpMaTWBHble TpeboBaHUs, NPUAEPXMBATLCA OCHOBOMOMAralWmnX 3TUYECKUX MNPUHLMNOB
XenbCUHKCKON [leknapaumm, coxpaHaTb aHOHUMHOCTb UCMbITYEMOro.

4.4.10.2 Pe3synbTatbl KIMHUKO-3KOHOMUYECKOTO UCCef0BaHNS

Pe3ynbTarbl KJMHUKO-3KOHOMWYECKOTO UCCNefoBaHNsA, NMPOXOAALEro OAHOBPEMEHHO C K/IMHUYECKUMWN UC-
crnefoBaHuAMU. crefyeT NpeAcTas/iaTh B BUAE OTAE/IbHOIO oT4eTa 04HOBPEMEHHO C OTYETOM MO pesynbraram

9
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KIMHUYECKNX UCCNefoBaHnii, BKIloYas noapobHoe onucaHne MeToA40N0rMn uccnefoBaHns (B TOM Ynicne Ha-
Nyne nnm oTCyTCTBUE paHgoMmu3aluy, nnauebo KOHTPOIA U OCNENNEHUS, KPUTEPUN BKTIOYEHUA N HE BKKOYe-
HUSA NauneHToB B UCCef0BaHNe, YNCI0 efnHNL, Habioh4eHNs Mo rpynnamM U xapakTepucTukv rpynm), OLeHKY
3pheKTMBHOCTM nUccrieayeMoil MeANLMHCKON TEXHOMOMMU, laHHbIE O YacToTe 3aperncTpypoBaHHbIX No6oY-
HbIX 3(PHEKTOB, YNC/IO U NPUUMHBI UCK/TIOYEHNSA NALWEHTOB U3 UCC/Ief0BaHUA B NPOLECcCce ero BbIMOSIHEHUS,
[aHHble 0 HapyLeHVAX NPOTOoKoa, NPUYNHAX NPeKpaLLeHns Wi NPUoCTaHoBKN NUccnefosaHus. PekomeHaye-
Mas popma oTyeTa 0 pesyfibTatax KNMHUKO-3KOHOMUYECKOro UccefoBaHns npegcrasieHa B npunoxeHun b.

4.4.11 KNMHUKO-3KOHOMUYECKOO HabnaeHne (peTpocnekTuBHOE UK NMPOCNEKTUBHOE)

KnnHuko-akoHoMunyeckoe HabnofgeHne (pPeTpocnekTMBHOE N NPOCNEKTUBHOE) He NnofpasymeBaeT [0-
MOJTHUTENBHOTO aKTMBHOTO BMeLLaTe/lbCTBa B NMPOLLECCHI OKa3aHMsA NOMOLLM nauymeHTam. HasHauyeHue guarHo-
CTVKV 1 NleYeHns NPOBOAMTCS flevallum Bpa4yoM He3aBMCUMO OT uccnegosareneil, nHpopmauma cobupaeTcs
nyTeM BbIKOMUPOBKM AaHHbIX U3 MEAULMHCKON [OKYMeHTaunn nam onpoca (aHKeTpoBaHNs, MHTEPBbIOMPOBA-
HWA) NauNeHToB, POACTBEHHMKOB MaUWEHTOB, MEANLIMHCKNX PABOTHUKOB, UHbIX CYOHLEKTOB B 3aBUCUMOCTU OT
nocTas/ieHHbIX 3afa4. OTkas OT yyacTus nauueHTa B UCC/ef0BaHNN He MOXET B/IATL Ha NPOoLEecc oKkasaHus
MeZMNLMHCKON MOMOLLY NauneHTy.

C uenbio rapaHTMn npas vy, uHopMauus o KoTopbix ByaeT noasepraTbCA aHanusy, NPOTOKON UC-
cnefoBaHus [0 ero Hayana Jo/mkeH OblTb 0406peH KoMMTETOM Mo 3TuKe MeAMUMHCKOW opraHu3auuv, Ha
6a3e KOTOpOW OyfeT NpoxoauTb uccnegosaHue. Mpu NpoBeAeHUN KIMHUKO-IKOHOMUYECKUX HabnaeHnin B
HECKONbKNX MeAMLMHCKAX OpraHusaumsax ofHOBPEMEHHO, MPOTOKON UccnefoBaHua ogobpsieTcs Komutetom
N0 3TUKE KaXA0oW MeAULMHCKOV opraHnsauuu.

JocTyn K MeguumMHCKOW [OKYMeHTauuu npefoctasnseTca anuam ¢ MeauuyHcKuM obpasoBaHnem ¢ co-
61104eHNEM MONOXEHNI 3aKOHOAATEIbCTBA O BpayebHol TaiiHe. MPOTOKoN uccnefoBaHns fO/MKEH rapaHTu-
poBaTb. YTO BCA MH)OpPMauus, NosyyeHHas n3 MeAWMLMHCKON [OKYMeHTaunW, He NOAMeXUT pasrialleHuto,
pacnpocTpaHeHuto unn nepegaye NMOCTOPOHHUM NuLaM. NOCTOPOHHUMY B JAHHOM C/lydae cumTaloTcs mua,
He MMelLlLMe HenocpeAcTBEHHOIO OTHOLIEHUS K OKa3aHWio MeAWLMHCKONW NOMOLM nauueHTy. OTBETCTBEH-
HOCTb 3a Co60ieHe NPOTOKOMAa NEXUT Ha pyKoBoAUTENe NCCNEN0BaHNS.

[na aHanusa n 0TY4ETHOCTW NpefocTasnseTca ob6e3nnyeHHas nHopmaums (6e3 ykasaHus nepcoHasnb-
HbIX AaHHbIX BK/IIOYEHHOTO B UccnefosaHune). Viccnegosartenb He 0653aH onosellaTh NauneHToB U nosyyatb
UX cornacue Ha BbIKOMMPOBKY AaHHbIX, KacarLlWwmnXcs COCTOAHMSA KX 340POBbSA, U3 MMEIOLeica MegULMHCKO
[OKyMeHTaumm (MeguLMHCKOW KapTbl 60/1bHOrO).

4.4.11.1 TMonyyeHue MHopmaLlm MeTo40M onpoca

Mpu npoBeaeHnn onpoca (aHKeTUPOBAHUS, NHTEPBLIOVPOBAHNSA NaLVEeHTOB, YIeHOB NX CEMEN, aKcnep-
TOB, VHbIX /INL) YYACTHVK BNpaBe 0TKa3aTbCA OT y4acTus B UCCej0BaHnM Ha Ntobom 13 atanos. VHcopmayuio
0 Yncrne Nuu. oTKasasLIMXCA OT y4acTust B X0fe UCCefoBaHns, NPUBOAAT B oTHeTe 6e3 ux ngeHtudukaymn.

VWccneposaTesnb fO/MKEH 03HAKOMUTb aHKETMPYEMbIX C LensMu 1 3ajadyamu UccnefosaHus, npejcra-
BMB UM MHChOPMaL M0 B AOCTYNHON hopme, N0 BO3MOXHOCTN n3beras cneuyanbHbix TEPMUHOB. MpoTOKON MC-
cnefoBaHva [O/MKEH rapaHTMpOBaTh, YTO MHpOpMaLNS O NePCOHasbHbIX AaHHbIX, NOMyYeHHas npu onpoce,
He MoANexunT pasrfalleHuto, pacnpocTpaHeHntio Uan nepegadye NOCTOPOHHUM nmuam. [ns aHanmsa n oT4yeT-
HOCTW npefocTasnseTcs obe3nmueHHan nHdopmauyus (6es ykasaHvusa MMeHun, BKIOYEHHOTO B UCC/iefjloBaHne).

4.4.12 NpocneKkTUBHOE KNMHNKO-IKOHOMUYCCKOE uccrnegosaHune

KnuHrko-akoHOMUYecKoe nccriefoBaHne nogpasymeBaeT akTVBHOE BMeLlaTe/IbCTBO UccrefoBaTesnis B
neye6bHO-ANarHoCcTMYecknin NpoLLecc (BHeCEHNe N3MEHEHWI 1 AONOTHEHWUIA B OBbIYHYIO TPAAULMOHHYIO CXEMY
leyeHuns], B TOM Ync/ie COOTBETCTBYIOLLYIO KIIMHUYECKYIO pekoMeHaaLmio (MpoToKo fiedenus). Moy aTto onpe-
feneHne noAxoaaT BCe UccnefoBaHnsA, B NporpaMmmMy KOTOPbIX BXOAUT MaHMpoBaHue NnpuMeHeHns meanumH-
CKOI TEXHOMOTUN NCCnefoBaTenem.

Mpy NnpoBeAeHUN KNNHUKO-3KOHOMUYECKOTO UCCe0BaHNS NeyeHne nNpoBoAsAT CTPOro B COOTBETCTBUM
C NMPOTOKOMOM uccrefosaHus. OTK/IOHEeHWE OT NPOToKoNa, 06yCcNoBNEHHOE COCTOSTHUEM 3[0POBbA N UHTEpe-
camu naumeHTa, BieyeT 3a Co60I NCKI0YEHNe U3 nccnefoBaHus.

KNnH1ko-akoHOMMUYeckoe uccrefoBaHne [0/HKHO COOTBETCTBOBATb OCHOBOMOJAraloWUM 3TUYECKUM
npuHUMNam XenbCUHKCKON Aeknapauun v 4eicTBYOWMM HOPMaTUBHBIM aktam Poccuiickoih ®egepaumu, pe-
TyIMPYOLUM MpoBeAeHne IKCMEPUMEHTOB C yYacTMEM YesioBeKa B POJIN UCTbITYEMOTO.

KnuHrko-akoHOMUYeckoe wuccnefoBaHme AonyckaeTcs NPoBOAUTL C WUCMNOMb30BaHWEM MeAULMHCKUX
TEXHO/OrNi, 3aperncTpmpoBaHHbIX B Poccuiickoii ®epepauun B yCTaHOBIEHHOM MOPSAAKE M NO 3aperncrpu-
poOBaHHbIM MOKa3aHUAM, ec/im 370 NpeAyCMOTPEHO AEeNCTBYOWNM 3akOHOAATe/IbCTBOM (Hanpumep, Ans ne-
KapCTBEHHbIX CpefcTB). B cnyyae npoBefeHUs KINMHUKO-3KOHOMUYECKOTO UCCef0BaHnsa ¢ UCNOb30BaHNEM
MeANLMHCKNX TEXHOOTUIA, He 3aperncTpMpoBaHHbIX B Poccuiickoil degepaummn npu Hannyumm 3akoHogarenb-
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MOro TpeboBaHus, UM N0 He3aperncTpUpoBaHHbLIM MOKa3aHWAM, UccrefoBaHne paccMaTpuBaeTCs Kak Kau-
HMYyecKoe foperncTpaLmMoHHoe uccnefoBaHne n 4oMHKHO NPOBOANTLCSA B COOTBETCTBUM C TPEGOBaHMAMM Aeli-
CTBYIOLLEro 3aKoHofaTeIbcTBa B flaHHOW o6nacTu.

Mpu npoBefeHNN KNMHNKO-3KOHOMUYECKOro uccnefoBaHMa HeobxoaMmo ANA 3alunTbl Npas 1 obecneye-
HMA 6e30NacHOCTN UCMbITYEMbIX, YYaCTBYIOLMX B UCCNEA0BaHNMN, N 06ecneyeHns npodeccmoHanbHbIX NHTe-
pecoB v 3awWuTbl Npas uccnegosatenei He06xoAMMO:

- 0406peHne KomuTeTa no aTuke;

- UH(hOPMUPOBAHHOE corslacue nauyueHToB, y4acTBYIOLWNX B UCCneoBaHunm.

Ha paccmoTtpeHve KomuteTa no aTvke npeAcTaBAsioTCa 4OKYMEHTbl B COOTBETCTBUM CO CTaHAaPTHbIMU
onepaunoHHbIMy npouegypamu (COMamn).

Mpouepaypa nonyyeHusa peLeHsnm KomuteTta no aTuke onpegensercs yrsepxaeHHbiMu npasunamm. CO-
Mamun unn yctaBom (nonoxeHvem) o KomuteTe no atuke. PykoBoauTeNlb UCCeA0BaHNSA [O/MKEH BbISCHUTb
BCE MOAPO6HOCTN NpoLeaypbl peLieH3npoBaHua KomuteTta no aTvke 1 HeceT OTBETCTBEHHOCTb 3a B3avMogeii-
cTBMe ¢ KomuteTom no aTuke W 3a npefocTassieHne emy MHgopMaumm 06 nccnefoBaHun, a Takke 3a nony-
YeHune AOKYMEeHTa/IbHOro NoATBEPXAEHNS COOTBETCTBYIOLLEro 0400peHUs.

KpuTepun BKIOYEHUSA NaUWEHTOB B UCCMef0BaHNE U He BK/IHOYEHWUS B WUCC/ef0BaHNe A0/KHbI ObITb
onpefeneHbl Takum 06pasom, 4To6bl PUCK BO3MOXHOIO Bpefa 6bli1 CBEleH K MAHUMYMY.

B TeueHne 1 nocne oKOHYaHUS y4acTus UCMbITYEMOro B UCC/ef0BaHUM uccnefosartenb Win MeauuuH-
cKas opraHmnsaums fO/KHblI 06ecneynTb okasaHe UCMbITyeMOMYy He06X0AVMON MeANLMHCKO NMOMOLLY B CAY-
yae no6bIX NPOSABMBLLMXCSA B XOA4€ UCCNeA0BaHUSA HeraTuBHbIX MPOSABAEHUIA, BKOYAA KNVHUYECKN 3HAYUMble
n3MeHeHns nabopaTopHbIX NokasaTenei.

Bcsa nHdpopmauusa, nonyyeHHas B Xo4e UccnefoBaHns, He NOANEXUT pasriialleHnto, pacnpocTpaHeHuo
unun nepegave NOCTOPOHHUM Amuam (HENoCpeACTBEHHO He CBA3aHHbIM C OKasaHMeM MefVLMHCKON MomoLLy
nayueHTtam). na nccnefosaHns M OTYETHOCTU NpefocTasnsaeTcs obesnnyeHHas nHpopmaums (6e3 ykasaHus
UMEHW WCMbITYemoro).

4.4.12.1 WHdopmumpoBaHHoe A06POBOIbHOE cornacue

WNHopmmpoBaHHOe A06POBOIbHOE cornacve npeacTaBnseT coboii AOKyMeHTanbHO 0hopMIeHHOe co-
rnacvie UCnbITYeMoro Ha yyactme B KTMHUKO-3KOHOMUYECKOM MCC/ie0BaHny Nocne 03HaKoOMJIEHUSA CO BCEMMU
ero oco6eHHoCTAMU.

MpocnekTVBHOE KIMHUKO-3KOHOMUYECKOe WccrefoBaHne AonyckaeTcsl NMpoBOAUTL TOMLKO C MUCbMEH-
HOro MHYOPMMPOBaAHHOTO AOBPOBO/ILHOIO COr/lacusA NauueHTa Ux ero 3akKOHHbIX NpeacTasuTenei.

Mpu nonyyYyeHun v JOKYMEHTaNIbHOM OPOPMIEHUM MHDOPMUPOBAHHOIO [06POBOMLHOIO cornacust uc-
crnepoBaTenb JO/HKeH cobnojaTb AelicTBYOWmMe HOpMaTuBHble TpeboBaHNS U OCHOBOMOarawLme aTuye-
CKue MPUHUUMBLI XesTbCUHKCKOM Aeknapaumn.

WHopmauma gna noTeHUManbHOro yyacTHUKa UcciefoBaHns COCTOUT U3 iBYX COCTaB/IAOLLMX.

- MHopMaLuy 0 MaaHMpyemMoM WccrefoBaHun (BKAuYas ceBefeHus o6 uccnefyemoli MeauuyMHCKOW
TEXHOMOMMM C YKa3aHNeM BO3MOXHbIX PUCKOB ee NPUMEHEHUS):

- UHhbopMaL MM 0 nNpasax nauueHTa.

OCHOBHYI0 MH(OpPMaLMIO NOTEHLUMasIbHbIN Y4acTHUK NoJlydaeT Ha aTane BK/IOYEHWUSA B UCCNefoBaHue.
3Ta nMHdopmauus npeacTaBnseTcs B BUAE AOKYMEHTa M3 ABYX YacTeil: COGCTBEHHO WMHMOPMALMOHHOW K
dhopmbl MHCPOPMMPOBAHHOTO COrnacus, KOTopylo AO/MKEH nognucatb 4o6poBonel, — NoTeHLMasbHbIN yyacT-
HVK nccnefoBaHus.

He3aBucMble KOMUTETbI MO 3TUKE JO/MKHBI OLEHUTL COOTBETCTBUE 3TOr0 [OKYMEHTa CYyLeCcTBYIOLWNUM
TpeboBaHuAM.

B xofde nccnepoBaHns yyacTHUK JO/MKeH B o6s3aTenlbHOM nopsake nosyyaTb MHOpMaLmio, Kkacaro-
LLYIOCS [ONOJSIHEHUI B MPOTOKON WCCNeA0BaHWA, ero M3MeHeHWii, BHOBb NOJTyYEeHHbIX AaHHbIX O AeACTBUM
MeAVLMHCKON TEXHOIOTMKN B TON Mepe, B KOTOPOI aTa MHhopMauma MOXeT NOBAWATb HA peLleHve nauveHTa
npoAoXaTh CBOE yyacTue B nccnegosaHny. CnocobcTsoBaTh TEKyLLLEMY MHOPMUPOBAHUIO YHacTHMKA, 0A0-
6pATbL HOBble BEPCUN MHAPOPMUPOBAHHOIO COrnacus UM AOMNOJSIHEHUS K HEMY BXOAMT B oyHKUUU KomuTeTa
no aTuKe.

K nHhopMumpoBaHuio yyacTHUKa nccnefoBaHus NpegbasnsioT cnegytoline TpebosaHuns:

1) noTeHUManbHOMY YYaCTHUKY UCCNefoBaHWUA [O/HKHA NPefocTaBnATbCA NUCbMeHHas uHdopMauus
1 chopma MHPOPMMPOBAHHOTO COrTacusi TO/IbKO Moc/ie 0f06PeHNs aTUX AOKYMEHTOB KOMUTETOM MO aTUKe:

2) NOTEHUMA/bHbIA YHAaCTHUK WK €ro 3aKoHHble NpeAcTaBUTENN AO0/MKHbI MMETb A0CTAaTOYHO BpEeMeHW
ANna 064yMbIBaHVA W NPUHATAA pPeLUeHus:

3) nHdhopmauus, npegocTaBnsgeMasn y4acTHUKY, AO/DKHA 6biTb JOCTOBEPHOW M akTyasnbHO; B Hel cre-
AyeT nsberatb HEMOHATHBLIX YHACTHUKY HayUYHbIX TEPMUHOB, /IN60 3TN TEPMUHbI [O/KHbI OblTb 06 BACHEHDI:
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4) npu nosBNeHUN HOBOW MHopMaLuy 06 nccnesyemMoii MeaNLMHCKON TEXHOMOMMK, Xoae nccnefoBa-
HUSA 1 Ap. ee Takke cnegyeT AOBOAWTL [0 CBEAEHUA UCMbITYEMOro B MMCbMEHHOM Buie (B BUAE HOBOW [0-
MOSIHEHHOV BepPCcUM MHDOPMUPOBAHHOIO COrNacus UAv AOMNOSIHEHUA K HeMY) nocne ofobpexHus KomuteTom
no 3TUKE;

5) Bpay-nccnegosaresib UM ero KoAaern He Ao/MKHbI OKa3blBaTb faB/IEHNSA Ha NOTEHLMaNbHOro yyacT-
HUKa VccnefoBaHus C Lebio JOOUTLCA ero cornacus: Bpad-uccnefosaresib AO/DKEH NPeAoCTaBUTb y4acTHU-
Ky uccnefoBaHusa Ha Nio60M ero atane BCHO MHpopMauuio No 3anpocamM yyacTHUKa,;

6) HdhopmaLma Ana y4acTHUKA UCCe0BaHNa 1 MHPOPMUPOBaHHOE A06POBO/IbHOE cornacme fOoMKHbI
COCTaB/ATb €VHbIA [OKYMEHT, XenaTtelbHO C eUHON Hymepauueli CTpaHuL, C ykasaHueM Ha kaxzon cTpa-
HULe ee TekyLiero Homepa u obuero nx uicna (1 n3 5; 2 M3 5 U T. 4.); NUCNbITYEMbI JOMKEH pacnucaTbes B
nony4yeHUn O4HOTO 3K3EMMIAPA 3TOr0 AOKYMEHTa, NOANNCAHHOr0 BpayoM-ucciefoBarenem.

NHopMaLMOHHBIV AOKYMEHT, NpeAocTaBNseMblii NOTEHLUAIbHOMY YHaCTHUKY UCCeA0BaHNSA, AO/KEH
cofepxaTb cnefyloline cBefeHus:

- Ha3BaHve uccnegoBaHna (HOMep NPOTOKoNa),

- KOMNaHWUA-CNOHCOop (EC/N OHa ecTb);

- Lenu n 3agaun uccnefoBaHusl, 060CHOBaHNE ero Heo6xoAMMocCTH;

- BUZ, UCCNefoBaHus, ero NPOAo/IHKMTENbHOCTb A5 KaXA0r0o yYacTHVKa (KenaTeslbHO ykas3aTb, CKOJIbKO
4yenoBeK yyacTByeT B MCCMef0BaHNM); BEPOSATHOCTb NONajaHus yYacTHVKa B OAHY W3 rpynm;

- XapakTepucTuka uccnegyemoin MenLMHCKOW TEXHOMOMUN U TEXHONOTUIA AN1A CPaBHEHUS;

- npoueaypbl nccnefoBaHus, BKIOYas UHBA3VBHbIE METOAbI;

- BO3MOXHAas Nosb3a A8 y4acTHUKa, PUCK 1 Hey[06CTBa; ecnim nccnefoBaHe He MMeeT TepaneBTuye-
CKUX LieNnei, Heo6XxoAMMO COOBLNTL 06 3TOM YUYACTHUKY;

- AeliCTBUS yYacCTHMKa B Cyvyae HenpegBuAEeHHbIX BO3AENCTBUI Ha COCTOSHME 340POBbA — K KOMY OH
[O/MKEH 06paTUTLCA U B Kakne CPoku;

- a/lbTepHATMBHbIE METOAbI NIeYeHUs:

- pacxofpl y4acTHMKa, eC/iM TakoBble OXUAAITCA B CBA3W C €ro yyacTuem B UcC/iefoBaHnn: NoOpsaokK u
pa3mep BbINaaT N0 KOMMEHCaLMn pacxofos, ecv TakoBas NpefycMOTpeHa,;

- 0653aHHOCTY YYacTHMKa nccnefoBaHns:

- KOMMEeHcaus, Ha KOTOPY YHaCTHMUK MOXET paccunTbiBaTb B C/lydae HaHeCceHus Bpefa ero 340p0Bbio
B XOfle UCCnefoBaHuns, ecnim TakoBas npefycMoTpeHa.

- MHhopMaLMa 06 aHOHUMHOCTM yyacTusi B UCCNIe0BaHUM U O BO3MOXHOCTU U Mpejesnax packpbiTus
nHdopmauuy 06 yyacTHUKe onpegeneHHbIM nnuam (ayautopam, MOHUTOpaMm U T. A4.);

- 0653aTenbCTBa Bpava-uccieosarens 4oBeCTy A0 YHaCTHMKA HOBble CBeleHNs 06 uccnefoBaHnm, Ko-
TOpble MOTYT NOB/UATL Ha XesaHue y4acTHVKa NPOAOMKUTL UCCNefoBaHuE;

- cBefeHust 06 ogobpeHnn NpoTokona uccnefoBaHnsa KomMmTeToM no atuke.

- KyAa MOXeT 06paTtuTbCs YHaCTHUK 419 NONyYeHUs AONOHUTENIbHON nHdopmaLuu:

- BO3MOXHble 06CTOSATENbCTBA MW MPUYKHLI, MO KOTOPbIM yyacTue B UCCef0BaHUN MOXET 6biTb npe-
KpaLleHo.

WNHopmaums Ans yyacTHUKa nccnefoBaHnsa fo/mkHa 061aaath cnefyowmumy cBoiicTBaMm:

- 6bITb NOSIHOM, NPaBAVBON (06 LEKTUBHOI) 1 LOCTOBEPHO;

- BbITb aKTyasIbHOW, YTO fOCTUraeTCcs 3a CHeT TeKyLLero onepaTyBHOIO MHHOPMUPOBAHUS.

- 6bITb AOCTYMNHOIA, T. €. NOHATHON ANA YnTaTens-HecneynanncTa;

- TEKCT JO/MKEH OblTb COCTaB/IEH PAMOTHO, NEPeBO — XOPOLLO OTPeAaKkTUpoOBaH 1 afanTMpoBaH;

- MHhopmMauumio cnegyeTt Nogasath C [e/IMKATHOCTbIO U YyBCTBOM TakTa.

KauecTBo cofepxaHus JOKyMeHTa KOHTponupyeT KomuTeT no aTuke.

Takum 06pasomM, nHHPOpPMMpPOBaHHOE A0OPOBO/IbLHOE COrlacue nauyneHta — yyacTHUKa uccnenoBaHns
nMeeT cnegyloliee 3HauyeHue:

-Aoka3biBaeT hakT MHHOPMUPOBaHUA 1 NOATBEPXAaET hakT cornacus nauneHTa,;

- (hoopmanumsyeT coepKaHne COOBLLEHHOI NauneHTy UHopMauuu;

- chopmanumsyeT cornacve mexay uccnegobarenem u naymeHToM-y4acTHUKOM;

- NO3BOJISIET 0CO3HATb PUCK HaHeceHUs ylepba 340p0BbI0 NauMeHTa 1 puck NpodeccroHanbHol 0TBeT-
CTBEHHOCTMW CO CTOPOHbI Bpaya-uccnefosaresns 1 MUHUMU3NPOBaTb 3aBUCALLME OT Bpaya v nauneHTa o6¢cTo-
ATeNbCTBA. CNOCOGCTBYOLLME HeXenaTelbHbIM COObITUSAM;

- CNIYXWUT 3alute nNpas UCMbITYeMbIX U 3aliyliaeT Bpaya OT HE06OCHOBaHHbIX NPETEH3WIA.

Ecnu ucnbiTyeMblli cnocobeH, OH nognuceiBaeT U fatupyeT popMy NMUCbMEHHOTO COrNacusi CO6CTBEH-
HOpy4HO. Korga B uccnefoBaHum y4acTBYOT UCMbITYEMbIE, KOTOPbIE MOTYT 6bITb BKIOYEHbI TO/IBKO HA OCHO-
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BaHWW cornacusa ux 3aKOHHbIX NpeacTaBuTenell (Hanpumep, HECOBEPLUEHHOETHNE, NALMWEHTbI C BblPaXeH-
HbIM cnaboymueMm, HaxogsWwmecss B 6ecco3HaTelbHOM COCTOSIHMM), TO 3@ HUX NOAMUCbIBAeT AO6GPOBOJILHOE
MH(OPMMPOBAHHOE corflacue 3akoHHbIV NpeAcTaBuTeNb NayneHTa.

Ecnun mcnbiTyemblii HyXA4aeTcs B HEOT/IOXKHOM MOMOLUM U Y HEFO HEBO3MOXHO NOJYYMTb cornacve Ao
BK/TOUYEHNS B UCC/IelOBaHNE, OHO [JO/KHO ObiTb MOJIYYEHO Y €ro 6/IM3KMX, ec/iM NocnefHuidi npu saToM npu-
CyTCTBYET.

WcnbiTyemblii nnun ero 3akoHHble NpefcTaBUTeNN AO0MKHbI GbiTb MOCTaB/EHbI B M3BECTHOCTL 06 Mccne-
[OBaHMM B KpaTyalilume CPOoKW, Y Y HUX JOJIKHO ObITb MOJSTYyYEHO COrMlacMe Ha NPOAO/HKEHME KTMHUKO-3KOHO-
MUYECKOro uccriefoBaHns B COOTBETCTBUM C NPeACTaBEHHbIMW BbILLE MOSTOXEHNAMM.

4.4.13 K/WHUKO-3KOHOMMUYECKOe MOoaesinpoBaHue

MogenupoBaHne NPOBOASAT NPU HEBO3MOXHOCTM NMOMYYUTb peasibHble faHHble, He06XoaNMble 415 MPOo-
BEeLEHVS KIIMHMKO-3KOHOMUYECKMX pacyeToB B UCCMef0BaHnM Uan HabiogeHun.

MogenunposaHune gonyckaeTcs UCMob30BaTh:

- B C/lyyae, Korga B KIMHMYECKMX UCCNefoBaHnAaX He M3yyYasicb ONocpefoBaHHble U OTAaNeHHble pe-
3ynbTaTbl Ie4eHNnsa — pe3ynbTaTbl KITMHUYECKUX Mccne,qosaHmﬁ AONONTHAKTCA AaHHbIMU U3 APYTNX UCTOYHU-
KOB (HEPaH4OMU3VMPOBaHHbLIE UCCEf0BaHNSA, UCCNELO0BAHUS-HAGMNIOAEHUS, SKCNEPTHOE MHEHUE U Ap.);

- NPV UICNO/Ib30BaHUN Pe3y/IbTaToB UCCNEAO0BaHWI, MPOBEAEHHbIX B APYTUX CTpaHax, A1 NpUHATAS KNn-
HMYECKMX 1 ynpaBneHYecknx pelueHnii B Poccuun:

-Npu Heob6XOAUMOCTU cAenatb 3aklluyeHue 0 LEenecoobpasHOCTM MPUMEHEHUS JIEKAPCTBEHHbIX
CpeacTB, CXeM U MeTOAO0B fleYeHUs y rpynn nauueHToB, He BK/IKOYaBLUMXCS paHee B uUccrefoBaHus (Hampu-
Mep, nayneHTbl C OC/TIOKHEHHbIM TeYyeHnem 3a60fleBaHI/Iﬂ, TOraa Kak B KIIMHNUYECKNUX uccnenoBaHuAa 0T6v|pa-
NINCb NaLMEHTbI C HEOC/TOXHEHHbLIM TEYEHMEM):

- Npn Heo06X0AMMOCTY yYecTb pas/imums B NoTpebieHnn pecypcoB B UCC/IeA0BaHNM 1 Ha MPaKTUKe.

Haunbonee yacTo MCNONL3YIOT cnegyloLine Buabl MOAENNPOBaHUSA:

- NOCTPOEHME ApeBa peLUeHuid;

- MmoZenb MapkoBsa.

Mpu ncnonb3oBaHUN Apyrx BUAOB MOAEIMPOBAHUSA B OTYETE AO/HKHO NPeAcTaBnsaTbCA NoApobHOE onu-
caHume MeTOAMKU U CNoco60B MaTemMaTnyeckoin 06paboTku faHHbIX.

Mpu npegctaBneHny pesynbTaToB K/IMHUKO-3KOHOMUYECKMX PacyeToB, OCHOBAHHbIX Ha MOAesMpoBa-
HUW. nccnegoBaTenn A0/MKHbI 060CHOBaTb HEO6X0AMMOCTL BbiGOpa 3TOro TMna aHanunsa, cchopmynupoBatb
BCE YC/I0BUSI MOCTPOEHUSI Mogenu (foNnycku, rmnoTesbl), onncatb U 060CHOBATb BbIGOP NUTEPATYPHbIX UCTOY-
HVKOB. flaHHble KOTOPbIX ObI/IN MOMOXEHbI B OCHOBY aHasm3a.

PesynbTatbl 3KOHOMWYECKOrO aHasiM3a, OCHOBaHHOIO Ha MOJefMpoBaHUW, paccMaTpuBaloT Kak npef-
BapuTesibHble. 0AHAKO UX A0MNycKaeTcs UCNob30BaTh A1 060CHOBaHUSA 3KOHOMUYECKOW LenecoobpasHoCcTh
NPVYIMEHEHWS IeKapCTBEHHbIX CPeACTB, CXEM Y METOA0B /IeYEeHNs Npy OTCYTCTBUM UCCef0BaHniA unu Habnto-
OeHuiA.

4.5 NHTepnpeTauuns pe3ynbTaToB KIMHUKO-3KOHOMUYECKUX UCCefoBaHni

KnuHnko-akoHOMMYeckne 060CHOBaHUSA LEenecoobpasHoCTV MPUMEHEHUS MeAULMHCKUX TEeXHOOruni
cnefyeT NpUHMMAaTh BO BHUMaHve npu paspaboTke:

- KIMHUYEeCKNX pekoMeHgauuii (MPOTOKO/I0B NeYeHUS);

- cTaH4apTOB MeAMULMHCKOM MOMOLLN:

- NepeyHs XN3HEHHO HEO6XOANMbIX N BaXKHEWLLINX NIeKapCTBEHHbIX CPeACTB;

- hopmynApHbIX NepeyHeid 1 CNCcKoB;

-APYrMX HOPMAaTWBHbIX AOKYMEHTOB, perfnaMeHTUpYILWUX KayecTBO U 06GbEMbI MEAULMHCKOW MOMOLLM
HacesneHuio.

OLEHKY AOCTOBEPHOCTU W NPaKTUYECKOW 3HAYMMOCTU pe3y/bTATOB KNMHUKO-IKOHOMUYECKUX UCCNneno-
BaHWI1 NPOBOAAT 3KCMEPTbI, yyacTByoLMe B pa3paboTke COOTBETCTBYHOLLNX HOPMATUBHbIX OKYMEHTOB.

Mpy oueHKe pe3ynbTaToB KIVHUKO-3KOHOMUYECKOTro aHanunsa cnefyet obpaliaTb BHUMaHWe Ha cregy-
foLe nosuuum:

- ICHOE ornpefenieHve Luenun v 3ajay uccrieoBaHus:

- hopmynMpoBka 3KOHOMMYECKO NO3ULMKN NCCeA0BaHNA — ee COOTBETCTBUE LeNsiM ML, NPUHUMAat-
LMX peLleHre o LenecoobpasHoCT UCNO/b30BaHNA UCCefyemMoro BMeLlaTesbCcTBea,;

- 060CHOBaHWe BbI6Opa MeAULIMHCKON TEXHONOTN AN CPABHEHUSA C UCCNeyeMoii TexHonornei; cooT-
BETCTBME BblOPaHHON anbTepHaTMBbI A1 CPaBHEHWA LeNsam Nvl, NPpUHUMAloLWMX pelleHne o Lenecoobpas-
HOCTW NCNO/b30BaHNA UCCNefyemMoi TeEXHONoruu,
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- 0[JHO3HAYHOCTb BblIGPaHHBIX KpuTepmes aPEKTUBHOCTN 1 6E30MacHOCTM U UX OLEeHKM (KNnHuyeckas
N coumanbHas 3HaYMMOCTb KpUTepuWsl, YPOBEHb Hay4yHOW OBOCHOBAHHOCTW AaHHbIX O Hanuyum u pasmepe
ahdhekTa).

- Hannume HeobxoaMMbIX CBEAEHWIA 0 METOL0/10TMM yyeTa 3aTpaTt (NepeyeHb YYTEHHbIX PecypcoB, aHa-
N3 3aTpart, UCTOYHVKM MHDOpMAaLMKM O LieHax);

- 060CHOBaHHOCTb BbIGPAHHOMO TWNa KNMHUKO-9KOHOMUYECKOTO aHasm3a.

- UCNO/b30BaHNe AO0NOMHUTENbHBIX METOAO0B aHannsa — MOoAennpoBaHve, AUCKOHTMPOBaHNEe, MapXu-
HaNbHOCTb, aHann3 YyBCTBUTENbHOCTW, — MOBbILIAILLNX 4OCTOBEPHOCTL ¥ NPaKTUYECKYI0 3HAYMMOCTb pe-
3yNbTaToB UCCEA0BaHUS;

- CTeneHb COOTBETCTBUSA BbIBOAOB UCMNO/Ib30BaHHOW MEeTOA0M0MUN.

MuHMMaNbHBIV NepeyeHb BONPOCOB, Ha KOTOPbIe JO/MKHbI ObiTb AaHbl NOMOXUTE bHbIE OTBETHI NPU KPU-
TUYECKOM aHannse pesynbTaToB KIVHUKO-IKOHOMUYECKMX NCCNefoBaHui, npefcTaBeH B NpUIoXeHun B.

14
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MpunoxexHue A
(pekomeHpyemoe)

PacueT 3aTpaT Ha NpoCTble MeAULUHCKUE YCNyTu

A.1 O6uime 3aTpaTbl HA NPOCTY0 MEANLUHCKYO YCayry

B ocHOBe pacyeTa 3aTpaT Ha MPOCTylo MeAULMHCKYI0 ycayry CniMy nexuT yueT 3aTpaT BpEMEHU Ha oCyLiecTB/IeHne
[aHHOM ycnyru ¢ npuBefeHueM 3aTpar K eMHILe BPEMEHU:

. , (A1)
“ ae+ ,c
-y Lp.sp E(x>cb*p -T'-(D "}gmep ( P

rae £/7 p— cymMmMa npsMbIX PacXof0B OpraHu3auuy 34paBoOXpPaHeHUs 3a aHaNn3upyemblii Nepuos BpeMeHH;

X « B— cyMMa HaknafHblXx pacxofoB opraHusaLlun 34paBooxXpaHeHns 3a TOT Xe Nepuof BpeMeHu;

®p,p — dhoHA paboyero BpemeHn Bpayeii B yC/IOBHbIX eAnHULax TPyA0eMKocTn (Tpygosartpar);

®p P — oHA paboyero BpeMeHN cpeHero MeauLMHCKOro v BCoMoraTeslbHOro nepcoHasna B YCM0BHbIX eAnHuLax

TpyAaoemkocTu (Tpygosatpar);

Xap op. Cp — HOPMATUBHbIV KO3(DHULKMEHT UCNONBL30BaHNA paboyero BpeMeH MeAULMHCKOTo nepcoHana (cooT-
BETCTBEHHO Bpaya v CpejHero MeuLHCKOro nepcoHana), yctaHoBeHHbI HacTOsLL e MeTO4NKO;

/,p — Bpewms, 3aTpayvBaeMoe BpayaMu Ha okasaHue ycnyru;

/cp— Bpewms, 3aTpauMBaemMoe CpejHNM MeANLMHCKAM 1 BCNOMOraTeslbHbiM NepCoOHaNoM Ha oKasaHue ycnyru.

A.2 Tpamble 3aTpaThl Ha MPOCTY0 MEAULMHCKYI yCayry

[ns onpefeneHns pacxofoB Ha OnnaTy TpyAa BCEro OCHOBHOMO MepcoHasia opraHu3auuny 34paBoOXpaHeHust 3a
aHanuaupyemblii Nepuoj pasfenbHo PaccunTbiBAOT OCHOBHYHO 3apaboTHYy0 niaty, T.e. Be/IMUMHY 3apaboTHoi nnarthl,
YCTAHOBJIEHHON B COOTBETCTBUM CO WITATHLIMW JO/DKHOCTSIMU OpraHmM3auun 34paBoOXpPaHEHNs, HAYNC/IEHHYIO COM/TacHO
BCEM OCHOBaHMWsIM, W ONOMHUTENbHYI0 3apaboTHYI0 Naarty, T.e. CyMMbl BbINiaT KOMNEHCALWOHHOIo Xxapaktepa. B gonon-
HUTE/bHYIO 3apaboTHYI0 MaTy BKIOYAIOT 3aTpaTthl HA BbIMN/aThl;
3a paboTy B HOUYHOE Bpems:
3a paboTy B NPa3fHUYHbIE U BbIXOAHBIE OHU;
onsara o4yepesHbIX eXerofHbIX 1 LOMNOHUTE bHBIX OTMYCKOB (KOMMeHcaLuuii 3a HEMCNOb30BaHHbIA 0TNYyCK);
onsiata SibFOTHbIX YaCOB Pa6oThbl MOAPOCTKOB;
fonnara 3a paboTy ¢ UHTEpPHaMMU;
onJiata BPEMEHN NMPOXOXAEHUS 0653aTe/TbHbIX MEANLMHCKAX OCMOTPOB;

KOMMEHCcaLusi XeHLMHaM, HAXOAAWMMCS B YACTUYHO ONa4YMBAEMOM OTNYCKE M0 YXOA4Y 32 PeGEeHKOM:

onJiata BPEMEHM BbINOSIHEHUS TOCY4aPCTBEHHbLIX 06513aHHOCTEIA:

BbIXOZHble noco6us;

onJiata npurialeHHbIX CNeyanncTos (KOHCY/IbTaHTOB);

onsiata oTnyckoB MOJIOALIM CeuuanucTam nepes Hauyanom paéotsl;

onsiata BpeMeHU yuebbl C OTPLIBOM OT MPOW3BOACTBA B CUCTEME MOBbIWEHUS KBAM(UKALUY 1 NEePenoaroToBKu

Kagpos.
B pacueTtax He yuuTbIBAIOT:
- NPEMUU U MaTepUanbHyo NOMOLLbL PaBOTHUKAM;
- onJiaTy AOMOJHATE/BHO NPEAOCTAaBNSEMbIX (CBEPX NMPEAYCMOTPEHHbIX 3aKOHOAATE/IbCTBOM) OTMYCKOB PaBGOTHUKaM.
OCHOBHY0 3apaboTHYt0 nnaty 3gch OCHOBHOTO (MEAULMHCKOI0) NepcoHana paccunTbiBaoT no gopmyne

oOaN“ ~"00L.OP + "OCHCP (A.2)

rae 3 * Ne— ocHOBHas 3apaboTHas nnarta Bpaueil;
30CKcp — ocHOBHas 3apaboTHasn nnata cpegHero MeguuMHCKOro M BCnoMoraTenbHOro nepcoHana.
KoadhdunumneHT gononHUTeNbHOM 3apaboTHol nnatkl Ka paccumTbiBaloT no hopmyne

A9 = 39/3 0N (A.3)

roe 34— AononHUTenbHasa 3apaboTHas nnata;

301 — ocHoBHas 3apaboTHas nnara.
Pacxogpbl Ha 3apaboTHY0 niaTy OCHOBHOrO fMepcoHasna ¢ y4eToM AOMOJSIHUTENbHON 3apaboTHo nnaTbl 3pg pac-
cunTbIBaIOT NO hopmysne

304 =30«<1 +*p>. (A.4)

rae 3,%,, — OCHOBHas 3apaboTHas niara:
Ka — ko3athpuumeHT AonoNHUTENbHOW 3apaboTHOl nnaTtsl.
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HauucneHnsa Ha choHf 3apaGoTHO nnaTbl H3 ycTaHaBnuBalTCA 3aKkoHofaTenbCTBOM Poccuiickoli ®efepauun B
npoueHTax ot choHAa 3apaboTHOI nnaTbl.

Mpu pacueTe pacxofoB Ha MaTepuasibHble Pecypcbl, MOMHOCTbIO NOTpebaseMble B NpoLecce OKasaHUs yCnyru:
nekapcTBeHHble CpefCcTBa, peakTuBbl, NepeBsA30YHble CpeAcTBa, OAHOPa30Bble WNPULbl Y MIHCTPYMEHTapuii, cocyancTble
W WHble NPOTE3bl, LWYHTbI, BXXUBNSAEMble B OPraHu3M 60/1bHOr0 NPUCNOCO61eHUs, LWOBHbIA MaTepuan, NPoAYKTbl NMMTaHWA 1
[P.. yYMTbIBAIOT 3aTpartbl HA MEAVKAMEHTbI, MepeBA30YHbIe CPeACTBa, XMMUYECKNE PeakTUBbl, OHOPa30Bble NpUHaaIex-
HOCTKW, NpuobpeTeHne MYHepasbHbIX BOA. CbIBOPOTOK, BakKLWH, BUTAMWUHOB U T. N, M/IEHOK ANA PEHTTEHOBCKUX CHUMKOB.
O6beM 1 HOMeHkNaTypa MaTepuasibHbIX pecypcoB A0/MKHbI obecneunsBaTb KaueCTBEHHOE BbINO/IHEHWE NPOCTON Meau-
LMHCKOM yCnyrn n MoryT KOppekTpoBaTbCa NyTEM BHECEHUS HEOCTAlOLMNX 3/1IEMEHTOB B COOTBETCTBUM C TpEGOBAHUSIMU
cTaHjapTa TeXHO0TMN BbINOSIHEHUA YCNYTW. YYeT pacxo0B NPOBOAMTCA COMMAacHo NopsagKy, yCTaHOBIEHHOMY B HaCTOS-
el MmeToavke.

PacueT 3aTpaT Ha NleKkapCTBEHHbIE CPeACTBa U NepeBsA30YHble MaTepuasibl MPOBOAUTCA HA OCHOBaHWUW [aHHbIX O
hakTuuecknx pacxogax no opraHunsalum 3apaBoOXpaHeHns B Le/IoOM 1 No ero CTPYKTYPHbIM noApasfiesieHnsam B COOTBeT-
CTBUM C AeNCTBYIOWNMN HOPMATUBHLIMWN AOKYMEHTaMMU.

PacueT noTpe6a1semoii B npoLecce okasaHus yCayru Ao/ N3Hoca MArkoro MHBEHTapsi NPOBOAAT MO HOPMAaTUBY ero
n3Hoca B COOTBETCTBMM C [leiiCTBYIOLMMU HOPMATMBHbLIMU AOKYMEHTaMMN B 3TOI 061acTW 1 LleHaMun Ha nepuog pacuyeta.

PacueT noTpe6nsemoii B npoLecce oCyLecTBEHNSA YCyrn A4oNn U3Hoca MeULMHCKOTo 060pya0BaHUst NpoBOAST
nyTem pacyeTa n3Hoca 060pyfoBaHUs, YNCNALLErOCsH B COCTaBe OCHOBHbIX CPeACTB. M3HOC yuuTbiBaeTCA Nponopuuo-
Ha/IbHO NPOAO/KUTENBHOCTY BbINOSIHEHUS yCNyrn. [040BY0 CyMMy n3Hoca v Kaxaoro suga ob6opyfoBaHuUs, UCnosb3ye-
MOrO B NpoLecce BbINOHEHNA MeAULIMHCKOW YCNyrn, paccuntbiBatloT no cdopmyne

'n.eocHr.r <A5>

rae Boc— 6anaHcoBas CTOMMOCTb OCHOBHbIX CPeACTB:
H, n— HopMaTuB rofloBOro 13HoCA.

A.3 HaknapgHble 3aTpatbl

HaknagHble 3aTpatbl Hp He MOryT 6bITb NMPSIMO OTHECEHbI Ha 3aTpaTbl HA YCAYry, UX paccyMTbiBalOT CAeayoWwmnmMm
cnocobamu:

KoadhchuymeHT 3apaboTHOl nnathl 06LeyupexaeHyeckoro (HeMeauLMHCKOro) nepcoHana paccuuTbiBaloT no
thopmyne

Yoy =/ . (A.6)

rae 34y — 3apa6oTHas nnarta o6LieyupexaeHueckoro (HeMeanLMHCKOro) nepcoHana:
37— ocHoBHas 3apaboTHas niara MejuLMHCKOro nepcoHana.
3apaboTHylo nnaTy oblieyupexaeHyeckoro (HEMeanULMHCKOro) nepcoHana 30y paccunTbiBaOT Mo hopmyne

3y =3ocu-(1 +Ky). (A.7)

Hauncnenusi Ha 3apaboTHyt0 nnaTy HEMeAWLMHCKOTO NepcoHasa paccunTbIBAKOTCS aHANIOTMYHO HAUUCIIEHUAM Ha
3apaboTHYI0 NaaTy OCHOBHOMO nepcoHasna.

Mpouve HaknafHble pacxofbl B pacyeTe Ha ycnyry (NpMoGpeTeHmne NpeAMETOB CHAGKEHUS U PACXOAHbIX MaTepua-
NI0B: ONsiata roploye-cMas3ouHbIX MaTepuanos, NPOYNX PACXOAHbIX MaTeEPUanoB 1 NPeAMETOB CHAGXEHUS; KOMaHAVPOBKM
1 cnyxebHble pa3besabl: TPAHCNOPTHbIE YCYTK: ONaTa yCayr CBsA3W; onnata KOMMYHasbHbIX YCYr; onjata cCogepxaHus
nomeLLeHuii; onnara noTpe6eHns TennoBO 3HEPrumn; onaaTta OTONMEHNS U TEXHOMIOTMYECKNX HYXJ; onnarta notpebne-
HWA rasa; onnarta NnoTpe6eHns KOTeIbHO-NEYHOro TONMBA; onsiaTta NoTpe6IeHNs 31EKTPUYECKO 3Heprumn; onnaTa Bogo-
CHaBXeHUs NOMeLLEeHNiA; onnaTa apeHbl NOMELLEHUI, 3eMAN 1 AP. UMYLLECTBA; NPOYMe KOMMYHasbHbIe YCyru; npoyve
TeKyLiMEe pacxofbl Ha 3aKymnku TOBApOB M ONMATY YC/yr; Onsara Hay4yHO-UCCNeA0BaTENbCKUX, OMbITHO-KOHCTPYKTOPCKMX U
TEXHONOrMYecKX paboT; onnarta TeKyLero peMoHTa 060pyA0BaHUst U UHBEHTAPS; onsarta TEeKyLWero peMoHTa 3gaHuii un
COOPYXXeHWii; Npoune TeKyLMe PacXoAbl; MPoYne crneymanbHble pacxoipl; NPOUYMB HENPEABUAEHHbIE PACXOAbl; U3HOC HE
MeJMLMHCKOr0 060pYyj0BaHNSA U MATKOTO MHBEHTAPS, 3aTpaThbl, CBA3aHHbIe C INLEH3UPOBAHNEM, akkpeauTaumei, ceptu-
thukaumeii. TEKYLLMM PEMOHTOM, 06€CNEYEHNEM CAHUTAPHBIX Y MPOTMBONOXAPHbLIX HOPM, 06yYeHMEM NepcoHana; Hanoru,
He OTHOCKMbIe K HAUYUC/NEeHUsIM Ha 3apaboTHY0 NAaTy), PacCcuuTbIBAOT UCXOASA U3 DAKTUUECKUX 3aTpaT Mo YUYpexAeHuo
B Lie/IOM 3a Ka/eHAapHbIi rof, ¢ NonpaBkoii Ha Mepuos BPEMEHH, 3a KOTOpPbIN yunTbIBAIOT 3aTpaTthl (KBapTas, nosyrogue).
KoadhpuumeHT HaknaaHbIX pacxoaos K,, p. CBA3aHHbIX C BbINOIHEHUEM YC/YTU, PacCcYUTbIBAKOT NO hopmye

(A8)

rae XWp — CyMMbl HakfagHbIX Pacxofos;

1 3 ~ — cymma OCHOBHO## 3apabOoTHOI# NaTbl OCHOBHOTO NepcoHasna no opraHM3alumny 3[4paBooXpaHeHuns 3a aHanm-
3upyeMmblii nepuog,.
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CyMMy HaknafHbIX pacxof0B B COCTaBe 3aTpaTt Ha MeAWLMHCKYH0 ycnyry [T Hp paccuuTbiBatoT no dhopmyne

Il v 2a »-v A9>

A.4 YuyeT npnbbinn B 3aTparax Ha MeAULUHCKYI yCayry

B pacuerT 3aTpaTt Ha MegULMHCKYH YCNyry AONOMHUTENbHO BKAKOYAETCS NPUGLIIL OpraHn3auuy 34paBoOXpaHeHus.
3aTpartbl Ha MEULMHCKYIO YCYTy ¢ y4eToM peHTabensHocTn Cp paccunTbiBalOT No gopmyne

CP=C-(1+P). (A.10)

rae C — cymma 3aTpart Ha okasaHue MeVLMHCKON MOMOLLK;
P — peHTabenbHoCTb (B BennynmHax ot 0 go 1).
MokasaTenb ypOBHA peHTabenbHOCTM onpeaensieTcss Ha OCHOBaHWM HOPMAaTWBHbIX JOKYMEHTOB.

A.5 YueT nupnauum npu pacyeTe 3aTpart Ha MeANLUHCKYO YCNyry

Mpwn pacueTe 3aTpaT Ha MEAULMHCKYI YCYTy PEKOMEHAYETCS NPOBOAUTL KOPPEKTUPOBKY Ha MHpAALMIO. Ans 3TOro
MCNONb3YHT NokasaTeslb «MHAEKC LEH BasoBOr0 HaLMOHAaNbHOTO NpoAykTa» MO, n3a aHanu3upyeMblii Nepuos BpEMEHH,
KOTOpbIA paccunTbIBAIOT MO hopmyne

Cu=C (1+WBun). (A.11)

rae Cu— 3atpaTbl Ha MeAULMHCKYI0 YCayry ¢ y4eToM UHdnsauum:
C — cymMma 3aTtpar Ha okasaHue MeAWnLMHCKON MOMOLLM;
MB MN— MHAEKC LieH BasoBOr0 HaLMOHa/IbHOTO NPoAyKTa.

A.6 TpyJoEMKOCTb YCAyru

Moka3aTe/lb BpEMEHK, 3aTpaynBaeMoro Bpadamm, CpeHM MeAnLMHCKUM 1 BCNOMOTraTe/ibHbIM NMepcoHasiom B nNpo-
Lecce okasaHua ycnyru, yctaHaBnMBaeTCcs nyTem n3MepeHus He meHee yem B 10 ciyyasx BbIMOSIHEHUA OAHOMMEHHbIX
YCNYT C BbIYNCNEHNEM CPEIHETO 3HAYEHNSA U NyTEeM 3KCNEPTHOI OLLeHKN — ONpoca HeCKO/IbKUX CNeLanncToB, BbINon-
HAOLWNUX OAHOTUNHBIE YCayrn. pn 3TOM cuMTaeTcs, YTO BECb NEPCOHasI, yHacTBYIOLWMIA B OKa3aHWW ycnyru, 3aTpaunsaet
ofiHaKkoBoe Bpems. PacueT TpyaoemKocTu (TpyAosaTpaT, 3aTpaT BpeMeHW) NMpPoBOAAT Ha OCHOBaHMK hoHAa paboyero
BPEeMeHN MeANLMHCKOro nepcoHana.

TPYAOEMKOCTb YCNyri M3MepsAoT B YC/IOBHbLIX eAuHuuax Tpyaa. OfHa ycnoBHasa eAvHuLa TpyAa npupasHuBaeTcs K
10 MuH pabouero BpeMeHw.

Mpu onpegeneHnn TpyA0eMKOCTU YCIyrn yUUTbIBalOT BpeMs, 3aTpainBaemMoe Ha HenocpeAcTBEHHOE oKkasaHue yc-
nyrn. Mpu pacueTe onpejeneHHol YCN0BHON eAVHULbI TpyAa BpeMs, 3aTpauMBaemMoe cneyuanncTaMu Ha BbiMOSIHEHNE
YC/IYyTn, YMHOXaeTCsi Ha HOPMaTUBHbIE KO3 MULMEHTLI NCNONb30BaHUA paboyero Bpemenn K3d. npejcrasneHHble B Ta-
6nnue A.1.

Ta6nunya Al — HopmaTuBHble KO3(PULMEHTbI NCNONb30BaHNS paboyero BpeMeHu

HavmMeHoBaHWe A0/MKHOCTY (CneupasnibHOCTL) KO;‘(;’J%T::::'Z 3
Bpau TepaneBTMYeCKOro uam XxmupypTyeckoro npodunsa 0.923
Bpay knuHnyeckoit nabopaTopHO ANArHOCTUKN 0.750
MepauumHcKan cecTpa no cneunanbHoOCT «J/labopaTopHas gnarHocTuka» 0.800
Bpay-peHTreHosnor, MeguuHcKkas cecTpa no cneunanbHoCT «PeHTreHonorusam 0.900
Bpau-paguonor 1.000
Bpay pyHKUMOHANbHOW ANArHOCTHKN 0.840
Bpay ynbTpa3BykoBOWi AnarHOCTUKN 0.850
Bpay-aHgockonuct 0.850
Bpau no neye6Hoii ouskynbType, Bpay-pusmorepanesT 0.923
MeguumuHckas cectpa no cneymanbHOCTU «MeauUUHCKUA Maccax» 0.770
MeguuunHckas cectpa no cneynanbHoOCTN «dusnotepanuns» 1.120
Bpau-ncuxmartp, Bpay ncuxuarp-Hapkosior 0.923
Bpau-cyne6HO-MeaULMHCKNIA aKenepT 0.900
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[ins BpauyebHbIX cneunanbHOCTeR, He ykazaHHbIX B Tabnuue A.1, koadpuuneHT ncnonb3oBaHns paboyero speme-
HU MPUHMMAaEeTCA paBHbIM KO3MMULMEHTY, paccuuTaHHOMY A4S Bpaya TepaneBTUYECKOro M XUpypruyeckoro npoduns,
ANS MeAULMHCKUX cecTep, paboTalowmux ¢ Bpayamu, Ucnonb3yeTcst koaULMEHT, paccunTaHHblii Ana Bpayei cooTBeT-
CTBYylOLLEN cneunanbHOCTH.

A.7 3anaTbI Ha C/I0XHble U KOMN/1eKCHble MeaANLUUHCKe yCcnyru

3aTtpatbl Ha OKa3aHue CMOXHbIX W KOMMAEKCHbIX MeAULMHCKUX YCNyr onpeaensioTcs CyMMUpOBaHWeM 3atpat Ha
NPOCTLIB YCNYrN U KPATHOCTHLI0 NPOBEAEHNUS NPOCTHIX MEAULMHCKNX YCYT, BXOASLMX B COCTAB C/IOXKHON U KOMMNIEKCHOM
MeULMHCKOW ycnyru.

Mpu pacuyeTe 3aTpaT Ha CMOXHbIE W KOMMIEKCHbIe MeANLUHCKAE YCYTN YUUTbIBAIOT MapXuHasbHble COCTaB/sA0-
Lme 3aTpat, XxapakTepusylwmecs BeNUUYNHOW [ONOMHATENbHbIX 3aTpaT, He06X0ANMbIX A4N1S OAHOBPEMEHHOIO BbINOSHE-
HUS1 O4HOV [,ONONHUTENBLHOW NPOCTOM MeANLMHCKOI YC/Yrn COrNacHO COCTaBy C/IOXHOW UM KOMMNIEKCHOW yCnyru.

Mpu pacyeTe 3aTpaT Ha CMOXHbIE U KOMMNEKCHbIE YCNYTN YYUTLIBAIOT PacxXofbl No oniaTe ycnyr, BbINOAHAEMbIX B
APYrnx opraHusaumsax 3apaBooxpaHeHmns (ayTCOPCUHT, NPU OTCYTCTBUM BO3MOXHOCTM X BbINOJIHEHUSI B ;AHHOI opraHusa-
LuKn 34paBOOXpaHEHNs); oniaTe JOHOPOB, BKIOYas NuTaHue.

A.8 MonpaBoYHble KO3 ULNEHTbI

MonpaBoyHble KO3 (PULNEHTbI HEOOXOAWMbI B CryvasXx, KOraa MMelWwuecs YCNOBHble efuHuLbl TpygosaTpar
(YET) He KoppenupyTcsi CO 3Ha4YEHMEM HOPMAaTUBOB BbIMOJIHEHWUSA TO WAN UHOW yCnyrn. 3TO MOXeT 6biTb CBA3AHO C W3-
MEeHeHneM yCn0oBUii NnpefocTaBnerHns ycayr (Hanpumep, BbINONHEHWE YCAYTN «Ha AOMY» MO OTHOLIEHWUIO K BbIMO/HEHNIO
TOVi e yCnyru B NOMVKANHUKE), YCNIOXHEHNEM UMW YNPOLLEHNEM TEXHONOMMW NpeAoCcTaBneHns ycnyrn (Hanpumep, uc-
cnefoBaHne aHanuTa pyyHbiM CNOCOGOM MO OTHOLUEHUIO K UCCIe0BaHMI0 C MOMOLLbIO aHanusaropa Wam aHanusaropa,
ynpoLiaoLwero BoINMOSHEHWE YCYTU), NpUMeHeHneM Ans opmupoBaHns YET CNOXHOW U KOMNIEKCHOW ycnyru cyMmmaumm
YET npocTbIx ycnyr ee cocTaBnawwmnx. OCHOBHas 3ajaya NonpaBoYHbIX KO3 (ULNEHTOB — HMBENNPOBATL Takue Mno-
rpewHocTn. BoigensaoT cnepyowme Buabl NONPaBoOYHbIX KOIPMULNEHTOB:

- KO3 MPULMEHT CMIOXHOCTM NOBbILIAIOLWNIA U NOHWXKALWWUIA (TPUMEHAETCS B C/lyYaB YCMOXHEHWUA WU YyNpOLLeHus
METOAMKN BbINOJIHEHWUA YCAYTW, BbINO/IHEHNSA YCYTN BbICOKOKBANNMULMPOBAHHLIM CNELNanmcTom u ap.):

- k0ahpULUMeHT cybcneLnanbHOCTN (MPUMEHSIETCA B C/lyyae BbIMOSIHEHUS YCAYTU CNeuManncToM, UMeLWum go-
NOSIHUTENbHYIO CNeuann3anmnio, Hanpumep, Bpay rMMHeKoNor-aHA0KPUHONOT):

- K0O3(hPULMEHT YCNOBUIA BbINOTHEHNA yCAyrn (NPUMEHSIeTCSA B Cy4Yas, eCaK YCA0BUA BbINOMIHEHUA yCnyru Tpeby-
10T AONO/THUTE/bHBIX 3aTpart, Hanpumep, BbINOSIHEHNE YCNYTU «Ha AOMY»);

- K0O3(hPULMEHT MapXUHaNbHOCTK (NpUMeHsAeTca B cnyyvae pacyeta YET Ana CNOXHON ycnyru, cocToswein us npo-
CTbIX YC/IyT, BbIMO/IHAEMbIX OJHOBPEMEHHO).

3HaveHna nonpasoYHbIX KO3 (PULMEHTOB NpeAcTaBeHbl B Tabnuue A.2.

Tabnunuya A.2— 3HavyeHMs NONpPaBOYHbIX KO3 MLMEeHTOB

3HaueH1e NonpasoyHoro
HavmeHoBaHVie NONPaBOYHOTO Ko3ghdULeHTa p

KoadpchmumeHTa

KoathdmumeHT cnoxHocTu:

- NOBbILIAKLLMNIA 2.0

- NoHWXawLWwuni 0.1
KoathdmumeHT cybecneymanbHoCTH 2,0
KoadhhMUMEHT yCNOBUiA BLINONMHEHUS YCIYTU:

- Ha gomy 3,0

- cKopas 1 HeOoT/IoXHAast MefnLMHCKas NOMOLLb B YC/TOBUSIX CE/bCKO MECTHOCTU 2.0

- cKopas 1 HeOT/I0XHAas MenLMHCKas NOMOLLb B YC/IOBUSIX ropoja 15

3HauYeHns KoadhuuMeHTa MapXUHanIbHOCTU B 3aBUCMMOCTY OT KOIMYECTBA CYMMUPYEMbIX YCNYT NpeAcTaB/eHbl B
Tabnuue A.3.

Ta6nuuya A.3 — 3HayeHUs KOIPPULNEHTOB MAPXKUHANBLHOCTM B 3aBUCUMOCTU OT KOSIMYECTBA BbIMOMHAEMbIX Napasi-
nenbHO paboT M ycnyr B 34paBooOXpaHeHun

Konuuectso ycnyr 3HaueHve koadhprLmeHTa MapXVHaIbHOCTU
15
1.2
4 1.0
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OKoH4aHve TabnunublA.3

Konuuectso ycnyr 3HaueHne ko3t ULUNeHTa MapXNUHANbLHOCTH
5 0.8
6 0.6
7 0.5
8 0.42
9 0.38
10 0.34
n 0.3
12 0.26
13 0.22
14 0.18
15 0,16
16 0.14
17 0.12
18 0.1
19 0.08
20 0.06
21 0.04
22 0.02
Bonee 22 0.01

B0O3MOXHO BBEfleHME [ONONHNUTENBHBIX KO ULNEHTOB, CBA3AHHbIX C KBanudukauuein cneymannctoB (MHTEPH —
0.8; kKaHAMAaT MegUUNHCKUX HayK — 1,5; AOKTOp MeAULMHCKNX Hayk — 2.0).
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MpunoxeHne b
(pekomeHpyemoe)

CprKTypa oTyeTa O KJINHUKO-3KOHOMMNYECKOM uccnegosaHmm

1 Tema vccnefoBaHnsa, opraHn3alms, BbINOHABLLASA UCCNeA0BaHne, gaTbl UCCNef0BaHNS.

2 PykoBoauTesnb uccnefoBaHuns: amuimnsi, UMsi. 0T4eCTBO, MECTO paboTbl, AO/MKHOCTb, y4eHas CTeneHb U 3BaHue.

3 KoopauHartbl nccnegosareneii: hamnamns, MMs. 0T4ECTBO, MeCTo paboTbl € yKasaHnem J0/HKHOCTM 1 agpeca Me-
cTa paboTbl, TenedoH, 31eKTPOHHAA noyTa.

4 MpeAnocbIIKM AN UCCNef0BaHUA, aKkTyasbHOCTb, KpaTkuii 0630p MTepaTtypbl No npobaeme ¢ anugemuonornye-
CKMM aHa/I30M.

5 Llenb 1 3agauun nccnepoBaHus.

6 Basa uccnegosanus.

7 Viccnepyemas meauLMHCKas TEXHOIOTUS C KPaTKMM onmcaHneM (CCbISIKU Ha pesynbTaTbl KIMHUYECKNX uccnepo-
BaHWiA. cBefieHns 06 adhheKTMBHOCTM NPU M3yHaeMblX HakasaHUsX, aHaNorMUYHbIX Uccneayemoi cuTyauun; cBefeHns o
6e3onacHocTn (N060YHbIX adhdhekTax), CBeAEHUS O pa3peleHnn Kk NpMMeHeHuto B Poccuiickoili ®egepaunmn, ecnm npu-
MEHVMO).

8 MepguunHckas TeEXHOOMMA, C KOTOPOI NPOBOANTCSA CpaBHeHne 3P HEKTUBHOCTH 1 IKOHOMUYECKOI Lienecoobpas-
HOCTU UccneAyeMoii TEXHONOrMN ¢ 060CHOBaHMEM BblGopa (eC/iM NPUMEHNMO):

9 Mosnuna uccneposaHnsa (MccnefoBanacb 3KOHOMUYECKAn LeiecoobpasHoOCTb C TOUKM 3peHus obuiectsa B Lie-
IOM. CUCTeMbI 3ApaBooxpaHeHns cybbekTa Poccuiickoli ®eaepauunn, oTaeNbHOVW MeAULMHCKOWM opraHusaunm, naymeHTa).

10 Kaknm obpa3om oueHuBanacb 3y heKTUBHOCTb NCCefyeMOoil MeAULMHCKO TEXHOMOTUN:

- N0 AaHHbIM nuTepaTypbl (OTMETUTb TUMN UCCNEef0BaHUSA U yKa3aTb BbIXOAHbIE faHHble paboTbl: MeTaaHanuns. cu-
cTemMaTnyeckunii 0630p, paHAOMU3NPOBAHHOE KOHTPOIMPYEMOe uccnefoBaHmne, NPoCNeKTUBHOe CpaBHUTENIbHOE Uccneao-
BaHWe. PeTPOCnekTNBHOE CPaBHWUTENIbHOE NCCefoBaHne, NPOCNeKTUBHOE HeCcpaBHUreIbHOB UccneAoBaHve, Apyroi Tin
ncecnefoBaHns);

- Mo pe3ynbTataM CO6CTBEHHOrO UCCNefoBaHNA (OTMETUTb TUN UCCNeA0BaHNA: MeTaaHann3. cuctemaTuyeckuii 06-
30p. paHAOMU3NPOBAHHOE KOHTPO/IMpPyeMoe ucciefoBaHne, nNpocnekTuBHOE CpaBHUTENIbHOE UcceoBaHne, peTpocnek-
TUBHOE CPaBHUTE/IbHOE UCC/efoBaHNe, NPOCNEKTVBHOE HECPABHUTEIbHOE UCCNe0BaHNe, APYroi TUN nccnefoBaHus).

11 KpaTkoe onucaHue nccnefoBaHus (YMCN0 HabNOAeHNA, xapakTepucTuki nayMeHToB, onvcaHue nccnefoBaH-
HbIX TEXHOMOTUIA, CPOKN HaBMOAEHNS, pe3ynbTaThl, CTaTUCTUYECKast AOCTOBEPHOCTb MO/YYEHHbIX pPe3yNbTaToB, NpUMeHe-
HUe MeTO[O0B, CHMXAaILW KX BEPOATHOCTb CUCTEMATMYECKON oWwWNbKN. — cnenoii MeTog, nnauebo-KkoHTPONb 1 4p.).

12 CoBnagatoT i1 pesynbTaTbl COBCTBEHHOIO UCCNeA0BaHUSA C pe3yibTaTamMu ApYrx aHanormyHbIX uccnefoBaHuni,
ec/nn HeT — fAaTb XapakTepucTuKy 1 060CHOBAHNA PACXOXAEHWIA.

13 Kakue Kputepun oueHkn adhhekTUBHOCTH Oblain BbIGpaHbl (Meanko-6uonornyeckne kputepun (Hanpumep, 6mo-
XUMUYecKkne napameTpbl KPOBU, YPOBEHb apTepManibHOro faBfeHuns 1 T. N1.), MeAuKo-coumanbHbie Kputepumn (Hanpumep,
4YUCNO NpeAoTBPALLEHHbIX OC/TIOXHEHWIA, MPOJO/MKUTENbHOCTb XU3HW, YMCO0 NET COXPaHEHHON XW3HM), Ka4YeCcTBO XMU3-
HU — yKka3aTb MeTOj OLeHKkU, Apyrue (ykasaTtb, Kakue).

14 Kakue Tunbl 3aTpaT yuuTbiBaJUCh B UCCNEL0BAHUN, UCTOYHUKM MHDOPMALMK O LieHax, UCNosb3yeMmblX Npu pac-
yeTax 3aTpar, aHa/nu3 3artpar.

15 Tun KIMHWKO-3KOHOMMYECKOro aHanusa c 060cHoBaHeM BbiGopa, cnocobbl pacyeTa.

16 Mpu NOCTPOEHMN MOAEIN — Kakne BUAbl MOAE/IMPOBaHNA MPUMEHANNCH, NMPEANOCHIIKM AN MOCTPOEHUSA Moje-
nv 1 gonyuieHns, hopmybl pacyeTos.

17 MonyyeHHble pesynbTarhl.

18 lMpoBOAMNOCE NN AUCKOHTUPOBaHMWE, yYeT WHMNALUMK, aHann3 4YyBCTBUTENbHOCTU (06S3aTeNbHbIii 3NEeMEHT),
ykasaTb MeTOAMKY N NOMyYeHHble pe3ynbTaThbl.

19 O6eyxaeHne pesynbTaToB.

20 BbiBOAbI.

21 Wcnonb3yemas nutepartypa.
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Mpunoxexne B
(pekomeHpyemoe)

PekomeHzyemMble BONPOCH! A4/1A7 OLLEeHKU pe3ynbTaToB KINHNUKO-3KOHOMWYECKOro nccnegosaHnsa

1 AAcHo nn cchopMyIMpOoBaHbI Lie/lb 1 3afa4n nccrefoBaHna?

2 YKa3aHa N1 nosvuua uccneposanns? CooTBeTCTBYET NU OHa 3afadye, /1A pelleHns KOTOpoi npegnonaraetcs
MCMO/b30BaTh pesybTaTthl?

3 fABnseTca i faHHoe nccnefoBaHne CpaBHUTE NbHbIM?

4 [locTaTO4YHO /1M NOJIHO NpejcTaB/ieHa MHopmMaunsa o6 nccnenyemoin MeAnLMHCKOM TEXHOMOTMN 1 TEXHOIOTMN
cpaBHeHus?

5 EcTb In 060CHOBaHNe BbiGOpa anbTepHATUBHOW MEANLMHCKON TeXHOMornn (Kpome CriyyaeB NpoBefeHns aHanm-
3a CTOMMOCTM 6OMIE3HN NN BAUSAHUA Ha 6toaxeT)? COOTBETCTBYET /in BblbpaHHas A8 CpaBHEHUSA TeXHOo/orus 3ajade,
ANSA peweHns KOTOPOW NpeAnosaraeTca MCNOb30BaTb pesybTaTbl MCCNeAoBaHNA?

6 MpepacTasneHo n NoApo6HOe 1 MOHATHOE OnucaHne MeTofuKN NPOBeeHNs KITMHUKO-3KOHOMUYECKOro nccneno-
BaHuna?

7 MpefcTaBneHbl N AaHHble 06 3 PeKTUBHOCTU KaxAol U3 uccnefyemblx TEXHONOIMIA? [OCTATOYHO /1M OHU Ha-
OEXHbI?

8 Ecnv adhhpeKTUBHOCTL OLeHNBanach no pesysibtataM CO6CTBEHHOr0 CC/iejoOBaHNs, TO COBMNajatoT /N ero pesysib-
TaTtbl C pe3ynbTaTaMu 4pyrux aHasormyHbIX NCCrefoBaHnin?

9 CoOTBETCTBYIOT /N BbiOPaHHbIe KpUTEPUM OLLeHKN 3D heKTUBHOCTM NCCneAyeMoii TeXHONorMn 3agade, ANs peLie-
HWS1 KOTOPOI NpegnonaraeTca UCNOb30BaTb pesy/bTaTthl?

10 MpepfcTaBneHa nu nHcopMaums 06 oOKOHYATENbHbIX («XECTKMX») nokasatensx apekTUBHOCTY UccnesyemMblx
TexXHO0runiA (MPOAOHKNTENBHOCTU U KaYeCTBE XN3HN NauneHToB)?

11 YuTeHbl NN BCe CyLeCTBEHHble 3aTpaTbl, CBA3aHHbIE C NPUMEHeHNeM nccnefyeMblx TEXHONOrui (C y4eToM Bbl-
6paHHO No3nummn nccnefoBaHns)?

12 YKa3saHbl I UICTOYHWUKN MHpOpMaLUK O LieHax, UCMob3yeMblX Npu pacyeTax 3arpar?

13 Ecnu nepviog HabnwogeHnsa cocTaBnsan rog u 6onee, npoBOAMIOCH N ANCKOHTMPOBaHMeE 3aTpar?

14 Mposoauncs N aHanns 4yBCTBUTE/IbHOCTN?

15 CoOTBETCTBYIOT /X BbIBObI NCMO/Ib30BAHHOW MEeTOA0M0rN?
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KntouyeBble crioBa: KIMHUKO-3KOHOMUYECKME UCCefoBaHus, KMHWKO-3KOHOMMWYECKUI aHanms, dpapmakoako—
HOMUKa
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