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HALULMWOHANBbHBLBINK CTAHOAPT POCCUNCKOMN GELEPALUMN

OLIEHKA MEAMLMHCKNX TEXHONOMNIA
O6Lime NosoxeHns

Evaluation of medical technologies. General regulations

fata BBegeHna — 2015—06—01

1 O6nacTb NpUMeHeHus

HaCTOHIJ.WIVI CTaHAapT yCTaHaBnBaeT 06LIJ,VIe NONOXEHNA OUEHKU MeaNLNHCKNX TEXHOOTUNIA 1 npean-
Ha3HayeH Ansa npuMmeHeHus B CUCTeMe 34paBooOXpaHeHNA Poccuiickoii depnepauumu.

2 HopMaTuBHbIE CCbINKN

B HacTosWwem cTaHgapTe UCMnosib30BaHbl HOPMaTUBHbLIE CChIJIKM Ha creayloline cTaHaapThl:
FOCT P 52379—2005 Hapnexaliaa KnuHUYyeckas npaktuka
FOCT P 52623.0—2006 TexHON0rnun BbINOSHEHNUS NPOCTbIX MeAULUHCKNX yCnyr. ObLne NonoxeHus

NMpumevyaHune — MNpy NONL30BAHNM HACTOSILMM CTAHAAPTOM LEIeCO06pasHoO NPOBEPUTL AEWCTBUE CChINOY-
HbIX CTAHAApPTOB B MH(POPMALMOHHOIW cMCTEMe O6GLLEr0 MONbL30BAHUS — Ha OULMaNbHOM caiiTe ®efepanbHOro areHT-
CTBA N0 TEXHWYECKOMY PerysiupoBaHuio n MeTposioruy B ceT VIHTEPHET UK N0 eXEerogHoMy NH(POPMaLMOHHOMY yKa3aTe-
N0 «HauuoHanbHble CTaHAAPTbI», KOTOPbI OMY6/MKOBAH MO COCTOSHWIO Ha 1 siHBaps TeKylero roga, U no Bbinyckam
€XeMeCsiUHOro MHOPMAaLMOHHOTO yKasaTenss «HaunoHa bHble CTaHAApPTbl» 3a TekylWwnit rog. ECNu 3aMeHeH CCbINIoYHbI
CTaHAapT, Ha KOTOPbIi faHa HeAaTUpPOBaHHAs CCbika, TO PEKOMEHAYEeTCs UCMNONb30BaTh 4eiCTBYIOLYI0 BEPCUIO 3TOMO
cTaHfapTa c y4eToM BCEX BHECEHHbIX B aHHYI0 BEPCUI0 M3MEHEHWA. ECNU 3aMeHeH CCbI/IoUHbI cTaHaapT, Ha KOTOpbIi ga-
Ha gaTupoBaHHas CCbiika, TO PEKOMEHAYETCS UCNO/b30BaTh BEPCUIO 3TOTO CTAHAAPTa C yKasaHHbIM Bbllie ro4oM yTBep-
XaeHus (NpuHATHA). ECNn nocne yTBEPXAEHNS HACTOSILLErO CTaH4apTa B CCbIIOYHbIN CTAHAAPT, HA KOTOPbIA faHa faTtupo-
BaHHas CCbi/ika, BHECEHO W3MEHeHue, 3aTparuBalnliee MNOJIOXEeHWEe, Ha KOTOPOe JaHa CCbifika, TO 3TO MOJSIOXKEeHue
pekoMeHAyeTCA NPUMeHATb 6e3 yyeTa JaHHOro MU3MEHEHNs. ECAN CCbINOYHbIN CTaHAAPT OTMEHEH 6€3 3aMeHbl, TO NOJIoXe-
HUe. B KOTOPOM AaHa CChl/ika HA HEro, PEKOMEHAYETCs NPUMEHSTb B 4acTU, He 3aTparnsaleil 3Ty CCbIKy.

3 O6uwme nonoxeHus

OueHKa MeJULMHCKIUX TEXHOMOTHI 1 OCHOBaHHbIE Ha Heli pekoMeHZauun UCNosb3ylTcs Cieayowumm
rpynnamu fiul. NPUHUMAaKLWNX PeLLEHNS:

- nnatenbliukamy (CTpaxoBble MeAWLMHCKME OpraHm3auuu U oHAbl MeAULMHCKOrO CTpaxoBaHus,
nauueHTbl) B OTHOLIEHUM KOMMeHcauun 3aTpat Ha MeAULMHCKUe TeXHOOTNY;

- KJIMHULMCTaMU 1 NauveHTaMn OTHOCUTENbHO LLes1lecoo6pasHoCTV NPUMEHEHNS MEANLUHCKOW TEXHO-
noruu;

- MeHeXepamn MeAnLUHCKNX OpraHn3aLnii OTHOCUTENIbHO BHEAPEHUS HOBLIX MEANLMHCKUX TEXHOO-
TniA UK 3aMeHbl CYLLLeCTBYIOLLUX:

- npeacTaBuTeNsAMU hapMaLeBTUYECcKOl U MeANLMHCKON MPOMBILIIEHHOCTH NpW paspaboTke HOBbIX
MELMNLMHCKUX TEXHOIOTNI N MapKETUHTE:

- opraHamy 3aKoHOZATesNbHOWM U UCNONMHUTENBHO BNacTy;

- VHBECTOpamMu Npu PMHAHCUPOBAHUK HOBbIX MPOEKTOB B 06/1aCTU 34PaBOOXPAHEHUSI.

Mo3numsa OLEHKN MEeANLMHCKOW TEXHOMOTMN — YTo 3PEHUs, MO KOTOPLIM OLEHUBAKT MEAULMHCKYHO
TEXHO/I0MMI0, MOXET 6biTh TPEX OCHOBHbIX BUAOB: PerynunpytoLliMe opraHbl, OTBETCTBEHHbIE 332 PErNCTPaLMIO

N3paHne opuymnanbHoe
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HOBOW MeAULUUHCKON TEXHOMOMMN 1 ee JasibHelwnii MOHUTOPUHT (4eACTBEHHOCTb U 6e3omacHoCTb), naa-
Tenblwmkn (3hEKTNBHOCTb, 3KOHOMUYHOCTbL), MpoBalifepbl W NOTpebUTenn MegULMHCKONW TeXHOMorum
(3dhchekTmBHOCTL, 6€30MacHOCTb, 3aKOHHOCTb U 3TUYHOCTb).

MpuHATUE pelleHnii 6asnpyeTcst Ha Hay4YHbIX MaTEMaTUYECKUNX, TOTUYECKNX U IKOHOMUYECKNX MOLENsIX
(Teopus urp. ApeBo pelleHunid, mogens Mapkosa v gp.). O6LWyM 418 NCNONb30BaHUS BCEX MOAENe Nnpu npu-
HATWUN peLleHnin ABNSeTCA NPUMEHEHNe Npasuia Keagpara NPYHATAA peweHnii (CM. npunoxexne A).

MpaBwno kBagpaTa NPUHATAA PeLleHnss — Lo, NPUHMMAaloLLEee peLleHne, oka3biBaeTCcs Kak Obl B TyH-
Hene KBaApaTHOrO CeYeHus, rae Ha Hero BO34eliCTBYeT HecKonbko hakTopoB — rpaHeil. Mepsas
rpaHb — MHOPMaUNOHHAsA — NoJlyyeHne pefieBaHTHOW MHGopmauni M3 obuero obbema MHopmauum.
[Janee ata nHdopmaLmsi noABepraeTCcs OCMbIC/IEHUIO, U HA 3TOW OCHOBE CTPOUTCS NEepBUYHAsA MOAENb peLle-
HUA (rpaHb aHanusa u MofenuposaHus). Ha aTy mofenb CylieCTBEHHOE B/IMSHUE OKa3biBaloT Hecneundu-
yeckne pakTopbl, 06pasys rpaHb Hecneunduyecknx BO3AENCTBUIA. Bcsikas 3koHOMMYeckas cuctema
NbiITAeTCA OCTaTbCA B CTAOWUILHOM COCTOSHUM U CONPOTUBANSAETCHA NOObIM M3MEHEHUAM U BO3AENCTBUAM,
obpasys rpaHb COMNPOTUBMIEHUS Ha YPOBHE CYO6BLEKTHO-OOBEKTHbIX OTHOLWeEHWA. [lpouenypa OLeHKM
MeANLMHCKNX TEXHOMOTNI ABNSETCA 3/1EMEHTOM [BYX MEPBbIX rpaHei kBagpara NPUHATAS peLIeHns.

OueHka MeaWLMHCKOW TEXHONOMMU — BCECTOPOHHMWI npoLecc 0606LeHns nHpopMauum o MeguLUnH-
CKOI TEXHONOTUW, HanpaBfeHHbIA Ha ONTUMU3ALMI0 NPUHATUA PELLUEHWiA, NPY KOTOPOM U3Y4aroTCa KpaTKoc-
pOYHble 1 OTCPOYEHHbIE MeAMLMHCKME, couManbHble, 3KOHOMUYECKNe WU 3TUYeckue acnekTbl paspaboTku,
pacnpocTpaHeHus n NPUMEHEHUs MeAULMHCKOA TeXHONOornu, NPOBOAMMbIN C UCNO/Ib30BaHNEM OTKPbITbIX,
HenpeaB3siTbIX, CUCTEMATUYECKNX U YCTORYMBBIX NpoLeayp.

MeguurHcKne TeXHONOrMM — MeTOAbl ANArHOCTUKM, NTeKapCTBEHHOTO U HesleKapCTBEHHOrO leveHus,
nponNakTukM n peabunmTayumn, CUCTEMbI OXpaHbl 1 YKPenaeHns 340p0Bbs, UCNOMb3YIOWMecs B 34paBooX-
paHeHun. K MeauLUUHCKMM TEXHOOTUSIM OTHOCAT:

- NMpUMeHeHVe NnekapcTs, BKAYasa 6Guonornyeckme npenapatbl (BakUuHbI, CbIBOPOTKW, NpenapaTbl 61o-
TEeXHO/I0rMYeCcKoro Npon3BoOACTBa) NpW onpejAesieHHoOM 3a601eBaHnn, CUHAPOME AW KNVHUYECKOR cuTyauuu;

- NMPUMEHEHME KPOBW U €e KOMMOHEHTOB Npu onpeAesieHHOM 3a60/1eBaHNM, CUHAPOME WW KNNHUYec-
Kol cutyaumu;

- NPVMMEHeHVe cneuvann3mpoBaHHOro 1e4e6HOro NUTaHus.

- Ncnonb3oBaHve NpubOpPOB (KOMMNbIOTEPHbI TOMOrpady), annapaTt 418 M3MepeHuss apTepuasibHoro
[JaBfieHns), pacxogHblx martepvanos, (nepyaTkn, GUHTbI), TEXHUYECKNX YCTPONCTB 1 NPUIOXEHWUI K MOBW/Ib-
HbIM TenedoHam M MUHU-KOMMbOTEepam (hoTodurKcaLms, OLEeHKa 3HepreTUyeckoi LeHHOCTU NPOAYKTOB
nUTaHnsa No cnewuuanbHOMY Koay, Wwaromep u ap.);

- TepaneBTUYECKME W XMpypruyeckue npoueaypbl (akynyHkTypa, nnasmadepes, aHAockonuuyeckas
LIVCTIKTOMUSA, METO/bl NCUXONOTMYECKOro BO3LENCTBNA);

- WHble MeponpuATuS W npoueaypbl (WKofa nauvMeHTa € OnpefAesieHHON nartonorveid, obyveHue
POLCTBEHHWKOB W HEMeAWLMHCKMX paboTHMKOB npoueAypaM yxoAa, AUCTaHLMOHHbIE KOHCynbTauuu ¢
UCMNO/b30BaHNEM TEIEKOMMYHMKATUBHbBIX CUCTEM W MPUCNOCOGNEHNIA);

- BCMOMOraTesibHble ynpaB/ieH4yeckne cucteMbl U npouesypbl (Mcnonb3oBaHue chopmynsipa 60bHN-
Lbl. ayTCOPCUHI N1abopaTopHbIX MCCNefoBaHWUiA, NMLEeH3MpoBaHne esATeNbHOCTW opraHusauuii, cuctema
3M1EKTPOHHOIN MK TenedoHHON 3anncn Ha npueme K Bpady, NpYMeHeHNe 3/1eKTPOHHON NCTopumn 60ne3Hn);

- CUCTeMbl opraHusauuu, npegocTaBneHns u ynpasaeHns MeguLMHCKON nomoLlblo (MporpamMma guc-
naHcepusauuu. nporpamma MMMyHW3auuu, cuctema onnatbl U3 cpeAcTB 06A3aTeNlbHOro MeAuLMHCKOro
CTpaxoBaHusa 3a NPoseYeHHOro 60/1bHOr0, cuctema (OHAOAEPXKAHUSA BPAYOM 06LL el NpakTuku).

OOBEKT OLEHKN MeAULMHCKON TEXHONOTMN — MEANLMHCKUE TEXHOMOMMKW, paspelleHHble K NprMeHe-
HUI0 B CUCTEMeE 3[paBooxpaHeHns Poccuiickoin defepauuy B ycTaHOBIEHHOM MOPAAKE, HAX0A4AWMecs B Npo-
Lecce ohmumanbHON perncrTpaummn, NPUMeHseMble B MEXAYHAPOAHOW NPaKTUKe Un NPakTuKe APYrux CTpaH.

MpefMeT OLEHKN MeAULMHCKON TEXHONOMMN — AaHHble 0 AeiCTBEHHOCTH, adhheKTNBHOCTH, Gesonac-
HOCTU 1 3KOHOMMWYECKOM LiesiecoobpasHoCcTn (NMpMemMaeMocT), STUYHOCTU U 3aKOHHOCTU MeULMUHCKON Tex-
HOMOMMN B KOHKPETHOM cutyauun (NPUMEHEHMe TEXHOMOMMW B KOHKPETHON rpynne 60/bHbIX UK HaceneHus
MO KOHKPETHbIM MoKa3aHUsIM KOHKPETHbIM cnoco6om). MoryT 6biTb OLeHeHbl Apyrue AaHHble, Hanpumep, o
610/10TNYEeCcKoli NN TepaneBTUYECKON 3KBUBASIEHTHOCTU BOCMPOU3BELEHHOTO W OPUTMHA/ILHOTO flekap-
CTBEHHbIX CPeACTB UM O TepaneBTUYECKOW 3IKBUBANIEHTHOCTW GMONOrMYecKn NPOU3BEAEHHbIX NeKapcTB
nT. 4.

LelicTBEHHOCTb MEAMNLMHCKOW TeXHOMorMn — acpdekTbl 0T NPUMEHEHNA MELULMHCKON TeXHONMoruu,
Nony4yeHHble B YCNOBUAX KOHTPOMPYEMbIX KTUHUYECKUX UCCeA0BaHuUIA.

OhheKTUBHOCTL MEANLMNHCKON TEXHONOrMN — 3pdEKTbI OT MPUMEHEHUSA MEAULMHCKON TEXHOMOMMK,
nony4yeHHble B YCNIOBUSAX TUMNYHON KIMHUYECKOW NPaKTUKK (peanbHoro Mupay).
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Be3onacHOCTb MeAUUMHCKON TEeXHOMO0rMn — CTeNeHb PpUCKa PasBUTUS HexenaTeslbHbIX MOB6O0YHbIX
peakumii 1 No6oYHbIX 3DEKTOB.

OKOHOMWYHOCTb MeANLMHCKOW TeXHOMorm — npuemseMoe Ana nnaTesnbliuka COOTHOWeEHWe 3aTpar
Ha MeAWLMHCKYI0 TEXHOIOTUIO N pe3y/ibTaToB ee NPUMEHEHUS.

3TUYHOCTb U 3aKOHHOCTb MeAMLMHCKOW TEXHOMOMMM — HENpoOTUBOPEUYMB NPUMEHEHNSA MeAVLMUHCKOM
TEXHOIOTMN 3TUYECKUM HOpMaM, C/IOXMBLUMMCS B 06LLecTBe (BK1HOYAA PeIMIMo3Hble acnekTbl) N AeidCcTBY10-
LiemMy 3aKoHoaTesibCTBY.

4 Llenu v 3aga4n OUEHKN MeANLUUHCKUX TeXHOMOrunii

OueHKY MeAMULMHCKUX TEXHONOTMIA NPOBOAAT B LieNIAX NOBbILEHNS KavecTBa M fOCTYNHOCT MeaULMH-
CKoVi nomoLm nytem obecneyeHunsi HeonpeaeeHHOT0 Kpyra L, v npeactaBuTenei Lenesoi rpynnsl (nn,
NPUHUMAIOLLMX pPeLleHne, MeANLUHCKMX paboTHNKOB, NaLMEHTOB UK COOTBETCTBYIOLLMX OpraHm3auuii) 06b-
€KTVMBHOI. 0606LEeHHO, CUCTEMaTM3MPOBaHHON MHAOpMaLmein o 4elicTBEHHOCTU, adpeKTMBHOCTH, 6e3o-
NacHOCTW. 3KOHOMWYHOCTW, 3TUYHOCTU WM 3aKOHHOCTW METOAOB AWArHOCTUKW, NleYeHus, NpouNakTukm 1
peabunuTauun ¢ y4eTom AokasaTesibHOl 6asbl, 3TUYECKUX, HPUANYECKMX, COLMaNbHBIX Y 3KOHOMUYECKNX
acrnekToB NPUMEHEHUSI MeLULUHCKON TEXHONOTNN.

OCHOBHOW Lief1bi0 HACTOALLErO CTaHAapTa siIBAAETCs YHUdMKaumsa TpeboBaHunii K NpoBeSEHNI0 OLLEHKM
MeLMULMNHCKUX TeXHONOTHIA.

3afavyamu HacTosLLero cTaHAapTa SABAsTCA:

- ONTUMU3ALMSI 1 HOPMATMBHOE 06ecrneyeHmne NpoLecca OLEHKN MESULMHCKUX TEXHOMOTNIA;

- co3jaHue ycnoBuii ANs BbIpaboTky NpaBUsIbHbIX, HAYYHO 060CHOBAHHbIX, ONTUMasIbHbLIX NOANTUYEC-
KMX. OpraHn3aunoHHbIX ¥ 3KOHOMUYECKMUX PeELUeHWt 0 BHEAPEHWUN OTAENbHbIX MEeAULMHCKAX TEXHOMOMMIA B
NpakTUKy Ha dhefepasibHOM, PETMOHANIbHOM M NTOKa/IbHOM YPOBHSIX CUCTEMbI 34paBOOXPaHeHNs, paspaboTku
[LOKYMEHTOB, perynvpyrLwmnx 06bembl U KAYECTBO MeLULMHCKOM nomoLy (KNMHUYeckue pekomeHgauum (npo-
TOKO/Ibl JIEYEHUA), CTaHAaPTbl MEAMLUMHCKOM NOMOLLM, NepeyHn U opMynsapbl 1eKapCTBEHHbIX CPeaCcTB
nap.l;

- 060CHOBaHMe pelueHnit 0 PMHAHCUPOBaHNMN MeAMLMHCKUX TEXHOMOIMIA 3a cHeT 0606LLeCTBNEHHbIX
NCTOYHMKOB (06si3aTesibHOe MefULMHCKOe cTpaxoBaHue, dhedepanbHblii GloaxeT, 6laXKeTbl Cy6beKToB
dhenepauun, fO6POBONLHOE MEANLMHCKOE CTPAXOBaHME U T. A.) WU NINYHBIX CPEACTB rpaxaaH;

- NAaHMpOBaHWE Hay4HbIX UCC/lefoBaHuil B chepe 34paBOOXPAHEHNS;

- BbIGOP ONTUMANbHOTO METOAA ANArHOCTUKM, IeYeHns, NPOUIaKTUKA 1 peabunuTaumm Npyu BegeHnun
onpeAenieHHbIX rPynn nauneHToB ¥ KOHKPETHbIX GOJbHbIX.

5 OpraHusaumnsa oueHkn MeauLMHCKUX TEXHOMOT Wi

5.1 OpraH No oueHke MeAULMUHCKUX TEXHONOTUIA

[ns npoBefeHNst OLEHKN MeAULMHCKUX TEXHOOMNIA co3aeTcsa opraH no oueHke MeauLMHCKUX TEXHO-
noruii. OpraH No oueHKe MeAMLMHCKAX TEXHOSIOTUA MOXeT 6biTb CO34aH Ha BPEMEHHOIN MM MOCTOSHHOM
OCHOBE:

- opraHamu 3aKkoHoAaTeslbHON 1 UCNOMIHUTENbLHO B/1acTU, BKIKOYas OpraHbl ynpasfieHns 34paBooxpa-
HeHnsA 160ro ypoBHs:

- (hOHAOM MeANLMHCKOTO CTPaxoBaHus;

- CTpaxoBOW MeAWLMHCKOW opraHu3aunen;

- MeAMLVHCKOW opraHusauvei;

- Hay4HO-MccnenoBaTeNbCKON MefULMHCKOM opraHn3auueis;

- obpasoBaTeNbHOWN MeAULMHCKON opraHusauunei;

- npodeccuoHanbHO MeAULMHCKOW 06LLECTBEHHOI OpraHusauueii;

- 06LecTBEHHOl opraHu3almei nayMeHToB.

Mpu co3gaHumn opraHa no oueHke MeAMLMHCKOM TEXHOMOMMM M3[aeTcs COOTBETCTBYIOWMIA pacnopsaam-
TeNbHbIA [OKYMEHT, COfepXalluii OCHOBHbIE MOJIOXEHWUA 06 OopraHe: Lenu u 3afayn ero AesTeslbHOCTH,
NO/IHOMOYKS, OCHOBHbIE MpaBuia U pernameHT AesiTeNbHOCTW, Npasuia Aenonpou3BOACTBA U XpaHEeHUs
MHOopMaLMKN, UCTOYHWNKN (DMHAHCUPOBAHWA U T. 4.

PekomeHayeTCst MeEXANCUUN/IMHAPHBIA COCTaB OpraHa no oueHke MeAULMHCKUX TEXHOOrMA (BKIoYe-
HVe B MPOLECC OLLEHKU CNeLuannucToB pas/iMyHbIX HarnpasieHuit), obecneunBaroLnii 06 bEKTUBHOCTb OLEHKMU,
yYeT MHEHWUIA pa3/InyHbIX 3aMHTEPECOBAHHbIX 1 NPOECCHOHA/bHbLIX CTOPOH U LLeNeBbIX rpynmn.
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BoarnaBnseT opraH Mo OueHKe MeAMLMHCKUX TeXHONOorunii pykoBoAUTENb, Ha3HavaeMblli pacnopsau-
TeNbHbIM [OKYMEHTOM OpraHu3auun, cosfaslleil opraH. PykoBoauTesib opraHa Ao/KeH o6n1afatb OnbITOM
ynpaBfieHusi paboToil KOMaHAbl, 3HAHWEM aHI/IMIACKOrO A3blka, YMEHUSIMU MOUCKA U KPUTUYECKOW OLeHKM
MeANLMHCKOW nHhopmaLum, 6biTb 3HAKOMbIM C OCHOBHBLIMW NOJIOXEHUAMU MeANLMHBI foKa3aTeNbCTB (KIu-
HMYECKOI aNUAEMMNOIOTUN), KITMHUKO-3KOHOMUYECKOTO aHan3a, OLEeHKN MeANLMUHCKUX TEXHOMOMMIA, cTaHAap-
TM3auMn  MeaMUMHCKUX TEXHOMOrMA, UMeTb OnbiIT PaboThl MO OUEHKe MEeAULUHCKUX TEXHOMOMMn
COOTBETCTBYOLWME Ny6GAMKaLUN.

DYHKUMAMU opraHa no oueHKe MeAULUHCKUX TEXHOMOINIA SBNSOTCS:

- NnaHvpoBaHWe paboT Mo OLEeHKe MeULUHCKUX TEXHOMOMMIA (CO0p 1 aHann3 NnpeasnioxXeHunii no npoee-
[EHUIO OLEHKN KOHKPETHbIX MEeAULMHCKUX TEXHOOMMiA, BbIGOP NPUOPUTETHBLIX TEXHOIOTUIA ANS OLEHKK);

- co3gaHne paboyumx rpynmn rno oueHke oTAeNbHbIX MegULUHCKUX TEXHOIOMMIA, KoopAnHaums nx paboT n
obecneyeHne nx geATenbHOCTU (KaHLenspckme NpuHaAIexHoCTH, OPrTeXHNKA, CBA3b);

- 3ac/lylwmMBaHue 1 NpUHSATUE O0TYETOB pabounx rpynm;

- HanpaB/fieHne 0TYETOB pabouux rpynn Ha ny6aukauuio, onpegeneHune calita VIHTEpHeET 1 neyaTHoro
opraHa (nepuogmnyeckoe nsgaHue), rae 6ygeT ocBewaTbCs 4eaTe/IbHOCTL paboyeli rpynnbl, U BbIGOP MHOM
MEeTOAMKMA NYGMNYHOTO pacnpocTpaHeHus MHopMaLuum o pesynbTaTtax OUeHKU MeAUUMHCKOR TeXHOMoruu,
Hanpumep, AN OrpaHNYEeHHOro Kpyra finy, — COTPYAHUKOB MeAMLMHCKON opraHm3auum, ecnv oleHka Meau-
LIMHCKOM TEXHOMOrMN NPOBOAMTCS ANS HYXA MEAVNLMHCKOV opraHusauuu;

- opraHusauusi 06y4eHusl IKCNepToB, YYacTBYOLMX B OLeHKE MeAULMHCKMX TEXHOMNOTUNIA, KOHCYNbTUPO-
BaHve No BoMpocaM MeTOA0/10TMN OLEHKN MeAULMHCKUX TEXHOOMNIA;

- aHanu3 pesynbTaTtoB paboT No OLEHKe MEeAWLMHCKUX TEXHOMOMMIA, pa3paboTka U BHeApeHne peko-
MeHAauwuii No Ux CoBEPLIEHCTBOBAHMIO.

5.2 Pa6ouas rpynna no oueHke MeguLUHCKOW TEXHONOTUK

[ina npoeefieHns OLeHKN OTAeNbHOM MeANLMHCKON TEXHOMIOrMN OPraHoM Mo OLeHKe MeANLMHCKNX Tex-
Honoruii hopmupyetcs paboyas rpynna. Lienu, 3agaun, nopaaok geaTenbHOCTN paboyeli rpynnbl QopMynu-
pyloTCS B yCTAHOBOYHOM [OKYMEHTe (MOMOXEeHUN O AeATeNbHOCTN paboyeit rpynnbl).

UneHamn paboyeit rpynnbl MO OLEHKe MeANLMHCKUX TEXHONOMMI MOTYT 6bITh (B 3aBMCUMOCTM OT 3aj4ad
OLIeHKN MeANLMHCKMX TEXHOIOTUIA) Bpayn pas/iMyHbIX cneumansHOCTel, cneumannctbl B o6n1act opraHmsa-
LVKn 34paBOOXpaHeHNs 1 OOLLECTBEHHOIO 34,0POBbS, CPEAHUA MEAULMHCKMIA NepcoHasn, NpoBM30pbl, Npes-
CTaBUTENUN 06LLECTBEHHbIX OpraH13aLmii naLMeHToB, 3KOHOMUCTbI, CoLManbHble paboTHYKW, NpeacTaBuTeENmn
npov3BoauTeneli nekapcTBeHHbIX CPEACTB U U3gennii MefULMHCKOr0 Ha3HaYeHNs, PUCTbI, CNeLManncTbl no
MeAMLMHCKON 3TUKe 1 npasy, B OTAENbHbIX Cydyasax — npefcTaBuTeny pesirmosHbiX KoHdeccuii.

Mprmep — BO3MOXHO yyacTHe IOPUCT OB B NPOLECCE OLEHKN MEANLUHCKOW TexHonorun (OMT) Ha cTa-
AWV peLeH3NpoBaHUsa oTUYeTaHa NpeAMeT 3KCNepTU3bl COOTBETCTBUS PEKOMEHAALUA MO MPUMEHEHNIO T eX-
HONMOTWM NpaBaM NayveHT OB, UMW NPUBMEYEHNE IKOHOMUCTOB K pacyeTy 3aTpaT Ha NMPUMEHEHUE MEeULUH-
CKOW TexHOoNoruu, uaum npurnaweHve npeacTaBuTesnell 06WECTBEHHbIX 06bEAUMHEHUA NauMeHTOB AN
06CYX/AEHNS NPOEKTa PEKOMEHAAaLNi N0 NPUMEHEHUID TEXHONOTrMN, NpejHa3HAYEHHbIX AN NaLMEeHT 0B.

B cocTaB pa6oueii rpynnbl MOryT 6biTb BK/IIOUYEHBI Kak Y/ieHbl OpraHa no oLeHKe MeAnLUHCKUX TEXHOMO-
TWIA. TaK W UHbIE 3KCMEPTbI, PEKOMEHYyeMble YieHamy opraHa uam YieHamu padoueii rpynnsl. HUKTO He Bnpa-
BE OTKasaTb BO BK/HOYEHWM B COCTaB pabouyeit rpynrnbl HOBOMY 4/fieHy, PEKOMEHAOBaHHOMY B MNopsigke,
YCTaHOB/IEHHOM pErNaMeHTOM AeATeIbHOCTY opraHa.

PykoBoguTenb opraHa no oueHke MeAMLMHCKMX TEXHOMOMMI Ha3HavaeT PYyKOBOAWUTENS W cekpeTaps
pa6oueli rpynnbl. PykoBogutens pabouei rpynnbl Ao/HKeH 06nafaTb HaBblkamy rpynnoBOro ynpasneHus
(ynpaBneHus paboToii KOMaHAbl), MOMCKa Y KPUTUYECKOW OLLeHKN MeAWLMHCKOW UHopmaunu, 6biTb 3HaKO-
MbIM C OCHOBHbIMW MOJIOXEHUAMN MeLULMHbI A0KA3aTENbCTB (KTMHUYECKOW 3NMAEMUON0rMN), KITMHNKO-3KO-
HOMWYECKOr0 aHasn3a, OLEHKU MeAULMHCKAX TEXHOMOIWMA, XenaTesibHO MMETb OMNbIT PaGoTbl N0 OLEHKe
MeULMHCKNX TEXHOMOTWIA.

PykoBogutens pa6oyeit rpynnbl oCcyLecTBASET KOOpAMHaL M0 paboT Mo OLeHKke MeAULIMHCKON TeXHO-
normn. obecneumBaeT CO6MOAEHNE METOA0I0TMYECKUX MPUHLMMOB OLLEHKU MEAULIMHCKUX TEXHONOTWIA, BeeT
3acefaHusa paboueii rpynnbl, €C/IM OHW NPefyCMOTPEHbl pernamMmeHToMm.

CekpeTapb paboueii rpynnbl OCyliecTBASeT 4efonpon3BOACTBO M obecneunBaeT B3avMoelicTBune
4neHoB paboyeii rpynnbl, B TOM YiC/ie NOCPEACTBOM VIHTEpHeT.

YneHbl paboyeii rpynnbl 4O/KHbI 6bITb 3HAKOMbI C MPUHLMNAMY MEAWLMHBI f0Ka3aTeNbCTB (KIMHUYecC-
KOV 3aNUAEMMNOIOTUK), KNMHUKO-3KOHOMUYECKOTO aHanunsa, xenaresibHo 061afatb HaBblkamy MOUCKA U KPUTU-
YeCKOW OLEeHKN MeANUMHCKOR nHpopmaumm. MNpu He06X0AMMOCTU YeHbl paboyeil rpynnbl AO/KHbI NPOATH
COOTBETCTBYIOLLEE 0byYeHue.

4
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B0O3MOXHO NpvB/IeYEHUNE K YHACTUIO B NMPOLLECCE OLEHKM MeAULMHCKON TEXHOIOTMN 3KCNEPTOB, He BXO-
AAlWmX B cocTas paboyeit rpynnbl. @yHKLUM NPUBAEYEHHbIX K MPOLLECCY OLEHKV NNL, ONpeAensatoTcs B yCcTaHo-
BOYHOM [JOKYMeHTe (MOMIOXEHUN O AEesATeNbHOCTM paboyeit rpynnbl). TakumMu (QYHKLUSMU MOTYT OblTb
npefocTasseHne fONONHUTENbHOM MHhopMaLUn O MeAULIMHCKON TEXHOMOMI, PAaCCMOTPEHME NPOeKTa oTye-
Ta. OUeHKa MpaBU/IHOCTU pPacyeToB W NOCTPOEHUsI Mogeneid, (hopMUPOBaHUE 3/IEKTPOHHbLIX Tabnuy, 6a3
[AaHHbIX UM MaTeMaTUYeCcKUx Mogenei.

Ha nepsom 3acepaHun paboyeii rpynnbl oopmupyeTcs nnaH paboTbl, pacnpefensaTcs 0693aHHOCTH
Mexay YneHamu paboueii rpynnbi.

5.3 [eknapaunsa KOHMKTA NHTEPECOB

UneHbl opraHa no oueHke MeguLMHCKUX TEXHONOrM 1 paboyeli rpynnbl N0 OLEeHKe MeAULMHCKO TEXHO-
norvn. npuenekaemble kK paboTe rpynnbl aKCNepTbl AO/MKHbI M3beratb KOH(/IMKTAa MHTEPECOB — Hannuus
WHTepecoB, NpoTMBOpeYalunx ob6LWeCcTBEHHbIM MHTEpecamM, KOTOpble MOTyT MPUBECTU K 3aK/THYEHUAM, He
oTBeYalLUM nHTepecamM nauneHToB, rpynn nauneHToB, CUCTEMbI 34paBOOXPaHeHNs, o6LiecTBa B Lie/IOM.

OCHOBHble NOJIOXEHNA U TpeboBaHUA MO YYeTy KOHIMKTA UHTEePecoB Npu hopMnpoBaHUn padoyerli
rpynnel (KomMmuccum) AN NOArOTOBKM OKYMEHTOB B paccMaTpuBaemoi 061actn npveefeHbl B NpuioxeHun b.

6 MopsAAOK OLEHKN MEAUNLUHCKON TEXHONOTMN

6.1 WHuuManmsauna oueHkn MeauLUHCKOW TeXHONornn

NHULMATOPOM OLEHKM MEAULMHCKIX TEXHOSOMNIA MOXET 6bIThb:

- opraH 3aKoHOAATe/bHON| U UCMOMHNTENLHOM BNACTM, BKIOYAs OpraHbl ynpas/eHus 34paBooxpaHe-
HUS1 NG00 YPOBHS;

- (POHA MEAULMHCKOrO CTpaxoBaHus:

- CTpaxoBasi MeAULMHCKas opraHm3auus;

- MeAuuUMHCcKas opraHusauus:

- Hay4HO-vcCiefoBaTe bCkasi OpraHu3aLus;

- obpasoBaTesibHas opraHu3aLus;

- npodpeccuoHanbHas MeAMUMHCKan 06LecTBeHHas opraHu3auus:

- 06LecTBeHHas opraHu3aumnsi NauMeHToB;

- OpraH ro OueHKe MegULMHCKUX TEXHOOTNIA;

- OTAesbHbI MEAULUHCKUI paGOTHUK UM NaLuUeHT.

JKCNepTHbI opraH MOXeT BbINOHATL PaboThl N0 OLEHKE MEAULMHCKON TEXHOMOIMM KaK Mo COGCTBEH-
HOW MHMLMATKBE, TaK 1 MO 3aKasy.

6.2 OTanbl OLEHKN MOANLMUHCKOM TEXHOOTUN

OueHka MeAULMHCKON TEXHONOTMN BKNOYAET cregytoLlme aTtansbl:

- BbIOGOP TeMbl 4/15 OLLEHKU;

- thopmupoBaHue nnaHa (NPOTOKO1A) OLLEHKN MEAULUHCKO TEXHOMNOMNK,

- (hOpMy/IMPOBKa BONPOCOB /151 OLEHKU;

- MoucKk nHdopMaLun 0 MegMUUHCKON TexHonorum [3dphekTMBHOCTM, 6€30MacHOCTM, 3KOHOMUYECKOA
LenecoobpasHocTu (MpUemMNEMoCTI), APYrUX XxapakrepucTunkax];

- (hbopMUpOBaHNE NepeyHss MefULMHCKAX TEXHOMOMWIA, anbTepHaTUBHBIX OLeHNBAEMON MeaULMHCKOW
TEXHOMOTUN, NMPUMEHSAEMbIX 418 [OCTUXKEHUA aHa/IOTUYHbIX Lefeid, n 060CHOBaHWe Bblibopa asbTepHaTuB-
HbIX TEXHOJOTWNA;

- CBefileHVe NOoMyYeHHbIX faHHbIX B CTPYKTYpPUpPOBaHHY0 hopmMy, NpoBeAeHNe pacyeTos, nNpyu Heobxo-
anmocTu;

- KpUTUYeCKuUidi aHann3 MHopMauMM 0 MeAULMHCKON TexHonormn: adgekTMBHOCTM, 6e3onacHoCTy,
9KOHOMMWYECKOl L,enecoobpasHoCTN (MPMEMIEMOCTH), APYTNX XapakTepucTuk, pe3ynbTaToB NPUMEHEHNS B
npakTuke (TMNUYHasA NpakTrka), 4OCTYMHOCTU, coUManbHOl 3HaUMMOCTH U Np. (NepBasi Bepcusi oT4eTa), aHa-
N3 anbTepHaTUBHbIX MeAULIMHCKNX TEXHONOINIA (eCn UMetoTCA);

- pacnpocTpaHeHue NepBoil Bepcumn oTyeTa cpeam YneHoB paboyeii rpynnbl, UK. NpM HEO6XOANMOCTH,
cpeau NpurnalleHHbIX 3KCNepToB UM BHELIHUX PeLeH3EHTOB;

- 06CcyXxaeHne n Banugaumnsa noayvyeHHbIX matepvanos paboyein rpynnoii, opmynmpoBaHue 3aknyu-
TeflbHbIX PEKOMEHAALMNIA, NPeaNoXeHNs No co3faHNo OKOHYaTe IbHO Bepcun otyeTa,

- NOAroTOBKa OT4eTa (OKOHYaTeNbHasA BEPCUS);
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- BbIHECEHMWe OKOHYaTe/IbHOW Bepcun oTyeTa Ha 3acefjaHne opraHa no oueHKe MeanLMHCKUX TeXHOSO0-
Wi, BHECEHWE NOMPaBOK B OKOHYATE/IbHYI0 BEPCUI0 OTYeTa (Npu HeobXoanMOoCTw);

- ny6nvkauna okoH4YaTenbHON Bepcun oTyeTa.

3aknounTesnbHbIli OTYET A0/MKEH cofepXaTb crefylowme XxapakTepucTukn oueHMBaeMolr MeguuuH-
CKOIN TEXHONOTNK:

- onucaHne npobnemsbl: 3abonesaHvie, rpynna 3abonesaHWil, CUHAPOM WAW CUMMATOM, Ha KOTOPbIV
HanpaBs/fieHa oLeHMBaeMas TEXHOJ0rMsA, annAemMuonornyeckne aaHHble, 6pems 60ne3Hu, TpaguLMOoHHOEe
npUMeHeHe MeANLNHCKUX TEXHOMOTUIA, albTePHATUBHbIX OLLeHNBAEMO TEXHOorMK;

- OonucaHwe n xapakTepucTukn oLeHVBaeMoi MefMLMHCKON TeXHONOMMK, NpermMyLLecTsa 1 HegocTaT-
K1, MeToAvKa NPUMEHEHUs TEXHONOMUW, KPUTEPUMN OLEeHKN 3PdEKTUBHOCTM 1 6€30MacHOCTU; pasaen MoxeT
cogepxaTb UNNOCTPATUBHBIA MaTepuasn, opMy/ibl, MOAENU;

- 3PPEKTUBHOCTb B YC/IOBUSX IKCNIEPUMEHTASTbHBIX UCCNEA0BaHUA N KITMHUYECKON (TUNUYHOM) NPaKTyKK;

- 6e30nacHOCTb — XapakTepucTuka 1 yactoTa No60oYHbIX 3P EKTOB U HeXenaTebHbIX pe3ybTaTos
npyv NPYUMEHeHNN MeANLMHCKON TEXHONOMMIN, BO3MOXHbIE NYTU NpeaynpexAeHns nav yMeHblIeHNs CTenexHn
BblpaXEHHOCTN NOBOYHBIX 3P HEKTOB;

- 9KOHOMMYecKasn (KNMHUKO-IKOHOMMYecKas) OLeHka C pacyeToM COOTHOLLEHWA 3aTpaT v addekTnB-
HOCTU (MOMIE3HOCTK), BANSHNA Ha GIOAXET;

- 9TMYeckas xapakTepucTvka c y4eTOM HOPM MOpasnu, BONpockl o6ecneyveHns cnpaseaIMBoCTU B fOC-
TYNHOCTU TEXHO/IOTUW, BO3MOXHOCTb YLeM/IEHUS NOTPEBHOCTEN MHbIX, HE CBA3aHHbIX C OLLleHMBAEMOMN TEXHO-
norueii coumanbHblX rPyNn WM HaHeceHue BpeAa [Hanpumep, TECTUPOBAHUE LIKO/IbHUKOB Ha NpUMEeHeHue
HapKOTNKOB MOXET MMeTb OTpuLaTesIbHOE 3HAYEHNe faxe B Clyyae, ecnv WKOAbHUK (WU ero poguTenu) He
4aloT cornacue Ha TectmpoBaHue];

- OpraHu3auuvoHHble NOAXOAbl N0 NPUMEHEHWIO TEXHONOTUK, BKIOYast HEOBX0AUMOCTb 00yUYeHuns nep-
coHana, co3faHus cneymann3npoBaHHbIX OTAENEeHN nan KabnHeToB U T. 4..

- couunanbHble acnekTbl MPUMEHEHUs TEXHOMOMUM C MO3NLUUIA pas3NyHbIX COLMasbHbIX Tpynn, BbIGop
KOTOpbIX onpeAenseTcs 0CO6eHHOCTAMUN OLeHNBAEMON TEXHOMOTNK;

- MpaBOBble acnekTbl, COOTBETCTBME HOPMaMm npasa, B TOM Yucsie obecrneyeHne npas YenosBeka 1 KOH-
draeHLMaNbHOCTN NPY NPUMEHEHNN TEXHOMNOTUN;

- KpaTtkve XapakTepuUCTUKN MeAULMHCKNX TEXHOMOMMiA, anbTepHATUBHbIX OLLEHNBAEMON MeLMLVHCKON
TEXHOMOrUN:

- HepeLlleHHble B X0Ae OLEeHKN TEXHO0rMN BONPOCHI.

MoBTOpHOE paccmMoTpeHne BHOBb NOSBMBLUENCS MHhopMaLuy, akTyanusaumio otyeta v HoByto nyonau-
Kauuio NPoBOAAT C COBMOAEHNEM U3MTOXEHHbIX Bbllle 3TanoB padoTbl. MpUYNHO ANS NOBTOPHOW OLLEHKU
MeANLMHCKON TEXHOMOTMN MOXET ObITb pe3ynbTaT MOHUTOPUHTA ee BHeAPEHUS, NOAB/IeHVE HOBbIX CBeLeHWi
06 ahheKTUBHOCTN MEAULMNHCKNX TEXHOMOTUIA, anbTePHATUBHbIX OLLleHNBAEMOW MeANLMHCKON TEXHOMOTUN.

6.3 Bbl6Op TEMbI OL,EHKM MEAMLMHCKON TeXHONOTUN

Mpu BbiGOpe TEM AN OLEHKM MeAMLUMHCKON TeXHONorMU peKoMeHAyeTcs yuuTbiBaTb crnegyloline
XapakTepucTukn MeAnLMHCKNX TEXHOOTUIA:

- coumanbHas, MejuLmMHCKas 1 aKOHOMUYeckass 3Ha4MmMoCTb 3a60n1eBaHuss, CUHAPOMa UK KNnHUYec-
KOW cuTyauun, Npu KOTOPbIX NPpUMeEHSAeTCs obcyxjaemMas MeguuMHckas TeXHoMorma (nepsuyHasn 3abonesae-
MOCTb, PacnpoCTPaHEeHHOCTb, TAXeCTb 3abosieBaHus, Temn pocTa 3abosieBaemMocTu, WHBaMAU3auus,
B/IMSHME Ha KauyeCTBO XMW3HW, BIMAHUE HA NPOAO/MKUTENBHOCTb XWU3HW, PECYPCOEMKOCTb. Gpems 60n1e3Hu,
3aTpaTHOCTb TEXHOIOMN U ee BNSHWE Ha 6loKeT, obecneyeHne npuHumMna cnpasefsMBoCcT! B JOCTYNHOC-
TV OLLeHMBAEMOW M albTepPHATUBHbIX MEAWNLMHCKNX TEXHONOTUIA 1 np.);

- npegnonaraeMoe B/IUSHWE TEXHOMOTMN Ha TeyeHne n ncxodbl 3abonesaHns, CUHAPOMA UIN KIUHU-
YecKoW cuTyauuu, Npyu KOTOPbIX OHa NPUMEHSETCS:

- Hanuume pasHornacuii Mexay cneuuanuctamu, agMUHUCTpaTopamu, 3akoHoAaTenamu, nnatenbLmka-
MW. NOTPebUTeNAMM 1 Ap. LieNeBbIMK rpynnamy B OTHOLIEHUN LieN1lecoobpas3HOCTM NPUMEHEHNUS TEXHOMOINK;

- Hannyme anbTepHaTUBHbIX TeXHOJ'IOWII\/'I, KOTOpble MOryT ObITb MCNO/Ib30BaHbI npu AaHHOM 3abonesa-
HUW. CUHAPOME UAW KNVMHUYECKOW CUTyaLuu;

- BO3MOXHOCTb B/IUAHUA Ha NCMNOSIb30BaHNE TEXHOIOTMN ynpaB/ieHY4eCKUMN MeToAaMu;

- Ha/Myme pecypcHoil 6asbl 415 NCNOIb30BaHWUA MeANLMHCKOM TEXHONOMMN — 3[4aHNS U COOPYXEHUS,
pa3pelleHHble K NMPUMEHEeHWI0 06opyAoBaHue, cpefAcTBa MeAWLMHCKOrO NPUYMEHEHWs, peakTuBbl, nekap-
CTBEHHblE CPeACTBa, NePCOoHas, MMeILLMI COOTBETCTBYHOLLYIO KBanndukaumio (Npu Heo6XxoammocTr);

- 9TMYeckue v lopuagnyeckme acnekTbl (NpyM HEO6Xo0AMMOCTHN):

- 3aMHTepecOoBaHHOCTb /UL, NPUHUMAIOLLNX PELUEeHNs B OLleHKe KOHKPETHOV MeAWLMHCKON TEXHONOMY;

- BbINO/IHUMOCTb OLLE€HKMN MeANLMHCKOWN TEXHOMOMMNMW, Hannuyme Heob6XxoAMMON AokasaTelbHol 6a3bl.
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MpefnoxeHne o BbIGOpe TeMbl AN NPOBEAEHUS OLEHKA MeULMHCKOW TexXHOo/oruu, copepxallee
060CHOBaHUSI C YYETOM MPUBEAEHHbIX BbILLE XapakTePUCTUK, NPeAcTaBnsoT B OpraH no oueHke MeauLmH-
CKUX TEXHO/IOMMiA. OpraH no oueHke MeAnLMHCKUX TEXHONOTUIA paccMaTpuBaeT Bce NpeasioxXeHns nu opmu-
pYeT. Npu HEO6GXOAMMOCTU, MPUOPUTETHbLIV NepeyeHb MeAULMHCKUX TEXHONOTMWIA, Nogexalnx oLeHKe.

6.4 MnaH (MPOTOKO/) OLEHKN MEAULMHCKON TEXHONOIMN

[0 Hayana paboTbl paboyas rpynna hopmupyeT naaH (MPoTOoKO1) N0 OLeHKe MeAULIMHCKNX TEXHONOTUIA.

B nnaHe (NpoToKose) AO/MKHbI OblTh OTPAXEHbI CRefyloLie Bonpochl:

- HaMMeHoBaHWe TEXHONOrMK, KoTopasa byaeT oueHuBaTbCs;

- 060CHOBaHMe Bbl6Opa TeMbl N0 OLLEHKe AaHHOW TEXHONOTUY;

- uenu v 3agayn oueHkr MefULUHCKOW TeXHONOIMN:

- 3Tanbl paboTbl Y CPOKM 3aBEPLUEHUA KaXJOro atana:

- XapakTepucTukM MeAULMHCKON TeXHOOrMK, KoTopble noanexar oueHke [achdekTMBHOCTb, 6esonac-
HOCTb, 3KOHOMMYECKas L,enecoobpasHoCTb (MPUeMNEeMOoCTh), ApYyroe);

- cTpaTerusi noucka AaHHbIX 0 TEXHOMOMUK, Npeanonaraemble NCTOYHNKM peneBaHTHO nHdopmauum o
MeAVNLMHCKOW TEeXHOMIOTMK, K/l4YeBble C/10Ba, MO KOTOpbIM OyAeT OCyLecTBAATLCA MOWCK pefieBaHTHOM
MHopmaLuuu;

- KpUTEpPUM OLLEHKN AoKa3aTeNbCTB 3PP eKTUBHOCTM, 6€30MacHOCTU, 3KOHOMUYECKON Lenecoobpas-
HOCTU (NpVMemnemMocT) MeAnLIMHCKON TEXHONOTUN;

- MPUHLMNbI 0606LLEHNSA AaHHBbIX;

- cocTaBs paboueli rpynmol;

- Jeknapauus KOHPIMKTa UHTepecos;

- MOYTOBbIA U 31EKTPOHHBIA agpec ANS Nepenmucku:

- WCTOYHWK (hHaHCHpoBaHusa paborT.

6.5 NcTouHnkn nHpopmauunm

NCTOUYHMKN MHpopMaL MM 0 MeAWLMHCKOW TEeXHOMOrMN NoApasfensitoT Ha NepBUYHble N BTOPUYHbIE.
MepBUYHbIM UCTOYHWKOM SBNSETCS Ny6svkaumsa pesynbTaToB KAWHWYECKUX WCCef0BaHWuii, B TOM 4uc-
e — perncTpoB nauueHToB. BTOPNYHBIMU UCTOYHMKAMM MHCDOPMALMM O MEAVNLMHCKON TEXHOIOTUN SBNSAIOT-
cA o6o6LiallWme WCTOYHMKN: WMHCTPYKUUM NO MNPUMEHEHWUI0 NeKapCTBEHHbIX CPeACTB W M3fenui
MeMLMHCKOro Ha3HavyeHus, hopMynsipHble cTaTby Ha JieKapCTBEHHble CpeAcTBa, 0630p IMTepaTypbl, cucTe-
MaTnyeckuin 063op, meTa-aHasiM3, NPOTOKO/bl BeAeHUs1 60/bHbIX, KIMHMYeckne pekomeHgaumm (MpoTOKO/bI
neyeHuns) n ap.

Mouck peneBaHTHOW MHpopMaUun NPOBOAAT B ceTW VIHTEpPHET, B 3/IEKTPOHHbIX 6a3ax AaHHbIX, 6a3ax
[aHHbIX CMCTEMATUYECKMX 0630POB 1 OTYETOB MO OLEHKE MEeAWLUHCKUX TEXHOMOTUA, MOUCK BPYUYHY — B
neprvoAmnYecknx M3gaHusax, matepuanax KoHgepeHuuin. O6s3aTeNnbHbIM ABNSETCA MpPoBeAeHne noucka B
6as3e JaHHbIX KOHTPOMMPYEMbIX WCMblTaHUi KOKpaHOBCKOro coTpyAHuuecTBa, 6a3e faHHbIX «Poccuiickas
MeaMuMHa» LleHTpanbHOW Hay4yHOW MeanumnHCKo 6mnbnmotekn Mepsoro MIMY nm. N.M.CeueHoBa. Kokpa-
HOBCKOW 6ubnunoteke n 6ase gaHHbix MEDLINE. [pyrve 6a3bl faHHbIX AN Novcka onpegensoTca paboyei
rpynnoi ncxona U3 MeauLMHCKON TEXHOMOMMK, ABNSIOLWENCs NpeiMeTOM OLEeHKM.

B kauyecTBe AOMNOMHUTE/IbHLIX WUCTOYHUKOB [@HHbIX MOTYT BbICTynaTb flaHHble perucrpa nalveHToB,
0606L,eHre hopMann3oBaHHbIX HAONIOAEHUA N3 MELULMHCKON NPaKTUKKU, COOBLLEHNA 1 OTYETbl 0 YacToTe
No60UHbIX 3PPEKTOB, AAHHbIE O MEAULMUHCKON TEXHOMOMMW, KOTOPbIE MOTYT GbITh NPEAOCTaB/IEHbI U3TOTOBU-
TenAMUN NeKapCTBEHHbIX CPEACTB, U3LEeNU MeQULMHCKOTO Ha3HavYeHus, NpoBaaepoM MeauLMHCKON TEXHO-
norun, MeULMHCKAMU  paboTHMKaMK, OO6BbEJUHEHUAMU MEeAULMHCKMX PabOTHUKOB, O06bEAMHEHUSIMU
nauvMeHToB, JApyrve matepuasbl, B KOTOPbIX COAEPXUTCS UWHopmaums o pesysbTatax NpYMeHeHUus
MeAULMHCKON TEXHOOTMKN, B TOM YMc/ie Heony6/IMKoBaHHbIE.

Jkcneptam pabouyeli rpynnbl cnegyeT NpeAnpuHUMaTh crneuuanbHble YCUIns U CTPeMUTbCS HaliTh
pes3ynbTaTbl HEOMYO/IMKOBAHHbIX UCCNeAoBaHui, Tak Kak CylecTByeT TEHAEHUNS NperMyLLecTBEHHOR ny6-
IMKaL N NONOXUTENbHbIX pe3ynbTaToB. MHopMaLums 0 Hanmumm Heony6MKOBaHHbIX UCCNIef0BaHNn MOXET
6bITb MOJTyYEeHa, B YACTHOCTW, NPW aHasIn3e COOTBETCTBUSA MEPEYHS HayaTbiX KIMHUYECKUX UCC/Ief0BaHUi,
3aperncTpMpoBaHHbIX B CNeunanvM3MpoBaHHON 6a3e AaHHbIX, MepeyvHlo ny6nukauuil, 06Hapy>XeHHbIX B
pesynbTaTte noucka.

MepeyeHb BCex HalfEHHbIX UCTOYHWKOB pesieBaHTHOW MHopMauMn Ao/MKeH 6biTb NpefcTaBfieH B
oTyeTe C yKkazaHWEM BbIXOAHbIX JaHHbIX B COOTBETCTBUM C NpaBuiamu nybavkauum HayyHol nHopmaumm.

Mpu oueHKe anlbTEPHATUBHbIX MEAULMHCKUX TEXHOMNOMMIA CriefyeT yunTbiBaTb BO3MOXHOE UCNO0/b30Ba-
HVe TeXHOOorniA He B COOTBETCTBUM C 3aperncTpMpoBaHHbIMY NokasaHusaMy (B MepBYIo o4epeb 3TO KacaeTcs
NeKapCTBEHHbIX CPEACTB), HA/IMYMe pasMunii B nokasaHusx, NPOTUBOMOKa3aHNAX, NpeaynpexaeHusax y pas-
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JINYHBIX N3rOTOBUTESE aHAOTUYHbIX JIEKAPCTBEHHbLIX CPEACTB (reHepuyeckux hopm). Heo6XoANMbI BbisiB-
NIeHUEe 3TUX AaHHbIX B UCTOUHMKAX U UX chrKcaLyus.

6.6 TpeboBaHWS K MOUCKY peneBaHTHOIW MHhopmayun

Mownck peneBaHTHOI MHGOPMaL MK cneayeT NPoBOAUTL TakMM 06pa3om, YTo6bl 6bIN0 06ecneyeHo Mak-
CMMasibHO NOJSIHOEe O6HapyXeHwe MaTepuasnoB, MOCBALEHHbIX MeAMLMHCKON TexHonoruu, senstoLeincs
npeAMeTOM OLEHKM.

Mouck peneBaHTHOW UHOpPMaLUnM NPOBOAAT B ABa Tana.

Ha nepBom aTane ycTaHaBnMBaloT K/l0UEBble C/I0BA U BpEeMEHHbIE paMkn NpoBeAeHns noncka. Knwoye-
BbIMW CNOBamu A/19 NPOBeAEHNS NoucKa ABAATCS:

- HavMeHOBaHVe MeAULMHCKON TeXHOMornu;

- HaumeHoBaHue 3aboneBaHNs, CMHAPOMA, KMHUYECKOW CUTyauuun, OCHOBHbIX CUMMTOMOB, Ha KOTO-
pble HanpaBfeHa MeauLMHCKas TEXHONOIUS;

- COOTBETCTBYOLME PYOPUKN MOUCKOBOW CUCTEMBI MCNOMb3yeMol 6a3bl fJaHHbIX;

- HaMMeHOBaHWA TEeXHONOTUIi CpaBHEHNUS.

- HaVMEeHOBaHWA MeTOL0B NOJSTYYEHUS AaHHbIX;

- CTpyKTypa (gu3aliH) uccnefoBaHus;

- Apyrue TepMUHbI U MOHATUSA NO peLleHnto paboueii rpynnbl.

[ina obecneyeHunss NONHOTbI BbIGOPKM MHhOPMALMM MOTYT UCNONb30BATLCA KIOYEBLIE CNOBA B KOMOU-
Hauuy 1 pas3nnyHble NocnefoBaTe/IbHOCTY B K/IOYEBbIX CI0BAaX (Hanpumep, «KIMHWYECKWUA aHanns KpoBu»,
«aHaNn3 KPOBW KMHUYECKWI», «OO6LMIA aHanu3 KpPOBW»), UMEILMEe OAMHAKOBbLIA cMbici. O653aTenbHO
MCMONb30BaHNE KIHOYEBbIX C/IOB Ha PYCCKOM W aHINACKOM Si3blKax, XenaTeslbHO — Ha ApYruX A3blkax, Ha
KOTOPbIX YaCcTO NPOBOAATCA Ny6Aukauuy (MCnaHckuii, HeMeLKuid, opaHLy3CKNA, NTanbSHCKNIA).

BpemeHHble pamku npoBefeHus noucka (rnybuHa noucka — Aarta, ¢ KOTOPOM HayuHalT u3yyeHue
NCTOYHMKOB MHOpMaLMK) onpeaenseT paboyas rpynna, UCXOAA U3 CBEAEHW 0 BPEMEHW MOSB/EHNSA Meaun-
LUMHCKOM TEXHOMOrMM UNW  anbTEePHATUBHOW MEAWLMHCKOW TEeXHOMOorMmn, sBAsiolelica TexHosoruei
CpaBHEeHWS.

OrpaHuyeHune noncka Ha NepBoM aTane no Kakum-1m6o KpUTEPUSM L01KHO GbITb 060CHOBAHO B OTYETE.

Mpumep — FNybunHe noucka c 2001 e.cBA3aHaCc TeM. YTo npenapaT MMaTWUHNG GblN BNepBble pa3pelleH K
npumeHeHuto B CLLUA B 2001 a.

He cnepyeT orpaHumyvBaTb NOUCK MO TakMM KPUTEPUSIM, Kak CTpaHa NpPOBEeAEeHMs UCCnefoBaHus
(HabnwaeHns) nam oTcyTcTBME Ny6GAMKaLMK.

BTopoit aTan noucka HauMHalOT C OLeHKW penieBaHTHOCTY NOMYYEHHON MHpopmaummn. V3 nepenyHOro
MHOXeCTBa UCTOYHWKOB MHOpPMaL MK BbIGUpPaOT cofepxaline HenocpeacTBEHHOE OTHOLWEHWE K BblGpaH-
HOIl TeMe OLLeHKM MeAMNLMHCKOWN TexHonorun. PeneBaHTHOCTb, B YACTHOCTHW, onpegenseTcs nosuuuenn (yrnom
3peHuns) opraHa (pabouei rpynnbl) WAK 3aKasyuka OLEHKU MeAULMHCKON MHopmauun. Yron 3peHus npu
OLleHKe MeJULMHCKON TeXHOMOMMM MOXEeT CYLLeCTBEHHO B/MATL Ha BbIOGOP peneBaHTHOM MHdopmauun ans
npoBeAeHNs OLEHKN.

Mpumep — OueHKa MeAULMNHCKON TEeXHONOrMy MoXeT 6blTh NpoBejeHa c No3WuUM NnaTenblnka 3a Me-
OVLVHCKYI T EeXHONOTrNi — CTpPaxoBoii MeAULUHCKOV opraHu3aunu, 6logxeTa, a MOXeT — CNOo3uLKUM nonyya-
Tensa MEeAWLUHCKOW TEeXHONornu.

Mo pesynbTatam aHanu3a peneBaHTHOCTU MHOPMauuMM COCTaBNAT Tabnuly, B KOTOPYHO AO/MKHbI
6bITb CBEAEHbI BCE HallAeHHble MaTtepuasnbl 06 oLeHNBaeMOi MeANLMHCKOW TexHonormn. B Ta6nuuy o6sa3a-
TENbHO A0/KHbI 6bITh BK/IOUYEHbI CeayoLine faHHble:

- nonHasa 6ubnmorpadpuuyeckas ccblsika Ha ICTOYHUK MHCPOPMALLMM COTMIACHO NpaBuiam, NPUHATLIM NpK
ny6mMKaLuy Hay4YHbIX NCCNefoBaHWA;

- cnoco6 NocTpoeHus (gu3aiiH) uccnegoBaHus (cornacHo 7.2);

- 06beM BbIGOPKM B UCCIef0BaHNUN (YNCO BKOYEHHbIX 60MbHBIX);

- YPOBEHb METOAMYECKOrO KauecTBa UCC/e0BaHUs;

- CpaBHUBaeMble MeAULMHCKUE TeXHOMNOTUN;

- OuEeHMBaeMble pe3ynbTaTbl — KPUTEPUU: CypporaTHble, MSIrkve U TBEpAble KOHeYHble TOYkW, npej-
NMOYTEHUSI MaLUEHTOB;

- BenununHa adhhekTa u ero ctaTucTmyeckas 3HauMMocCTb;

- KOMMeHTapun (0CO6EeHHOCTY UCCeAoBaHMS], BAMSIOLME HA JOCTOBEPHOCTL Pe3ynbTaTos).

3KcnepTamy MoryT 6blTb BHECEHbI B TaGNULY AONONHUTENbHbIE pa3Aesibl.

Mpu paccMoTpeHun Tabnnubl cnegyet aHaIM3NpoBaTh CTEMEHb COBNAaAEHUs pe3ysibTaToB, NOyYeH-
HbIX B Pa3/IMyHbIX UCCef0BaHMAX. Ec/im MMenTca NpoTMBOpeYns B pesyibTaTtax pas/inyHbIX UCCeA0BaHWA,
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aKcnepTam crnefyeT NPOBECTM aHann3 UX NPUYMH U 3aPNKCMPOBATb Pa3INYUSA U UX BO3MOXHbIE NPUYNHBI B
oTueTe.

[ns ypo6cTBa fanbHelilwei paboTbl MO OLEHKE MEANLMHCKO TEXHOMOMMM BCE UCTOUYHWKN pefieBaHTHOM
MHOpMAaLU KOMMOHYIOT MO 6/10KaM OLLEHKM:

- anuaemMuonorus;

- [eliCTBEHHOCTb;

- 9phEKTMBHOCTD;
6e30nacHoCTb;
39KOHOMWYHOCTb;

- 3aKOHHOCTb M 3TUYHOCTb;
coumnanbHas 3Ha4MMOCTb:

- bpemsa gnsa 6ogkeTta n ap.

Mpu 3TOM B pa3HbIX 6/10Kax UCTOYHWMKN UHGDOPMALMM MOTYT NOBTOPSTLCS.

B cnyyae oTcyTCcTBUSA MHpOpMaLMn B OTAENbHbIX G/10Kax cnefyeT NpoBECTU MOBTOPHbBIA NOUCK pene-
BAHTHOM MWHpopmMauun nyTem npuLesbHOro o6WweHns C NOoTeHUuasibHbIMW  HOCUTENAMU UHdopma-
LU — opraHusauusaMun-u3roToBUTENSIMA.  OpraHusauusmu-nposaingepamy, o6buwecTsamMu  NaLMeHTOB,
OTAENbHLIMU HAYYHbIMU U NPaKTUYECKUMWN MEeULUHCKMMMN 3KcnepTaMu U T. 4.

7 OueHkKa Hay4HOli 060CHOBAHHOCTM pe3ynbTaToB UccnefoBaHuii
[EeACTBEHHOCTN, 3PP EKTUBHOCTM M 6€30NaCHOCTN MEAULNHCKON TEXHONOTUN

Bce HailfieHHble B pe3ynbTate ABYX 3TarnoB MOUCKa pesieBaHTHOW WHGOpMauun uccieoBaHus
felicTBeHHOCTH, 3p(heKTMBHOCTU 1 6830MaCHOCTV MEAULMHCKON TEXHOMOMMI NOANEXAT OLLEHKE C TOUKM 3pe-
HUS1 HAY4YHOI 060CHOBAHHOCTY Pe3y/bTaToB, MOJTYYEHHbIX B MPOLECCE NCCEf0BaHWIA.

HayuHast 060CHOBAHHOCTb pe3y/bTaTOB WCC/ef0BaHUS MEAMUMHCKON TexXHOM0Tu onpeaensiercs
HafleXHOCTbI0 UCCNe0BaHuUs, ero Ba/IMAHOCTbI0 — HACKO/IbKO XOPOLUO MHCTPYMEHT U3MepeHus pesynbTa-
TOB B UCCNEA0BaHUN MO3BOJISIET BbIHECTY 3aK/OUEHNE O LLEHHOCTU MEULMHCKON TEXHOMOIU, HACKObKO
NpW NOBTOPHbIX UCCNEA0BaHUAX BYAYT NOJyYeHbl aHaorMUHbIEe pe3ybTaTbl.

7.1 BHewHAd Ba/IMAHOCTb UccnenoBaHus

BHewHAs (HarnsgHas) BanngHocTb (0606WaemMocTb) AEMOHCTPUPYET, YTO B UccnefoBaHnn 6ol npu-
MEHEH UHCTPYMEHT N3MEePEHWiA, afleKBaTHbI n3yyaemMoli NaToornn 1 oTpaxarLnii peasnbHble M3MEHEHUS B
COCTOSIHUM 6ObHBIX fJ@aHHOW TPynMbl, B TOM YAC/E U B TUMUYHON NpakTuke (peasnbHblii MUp), NOKa3biBaOLL WA
CTeneHb NPUMEHUMOCTW pe3ynbTaToB WccnefoBaHWA K Tem rpynnaM 60/bHbIX, B KOTOPbIX TEXHOMOMMA
ncnonb3yeTca unv npegnonaraeTcs K NCNosib30BaHuUIo.

[N oueHKN BHelHel BanMaHocTn (0606LLaeMocTn) pesyibTaToB UCC/e0BaHnin akcnepTam Heo6xo-
AVMMO onpeaenuTb, CyLLEeCcTBYIOT /I 0COOEHHOCTY TeueHnsa 3a601eBaHNa Un NPUMEHEHUS MeANLNHCKON TexX-
HOMOTNN. KOTOpble He OblNN YyYTeHbl B aHanM3MpyemMoM WccnefoBaHuM, HO KOTOPble MOTyT CYLLEeCTBEHHO
NOBANATb Ha UCXOAbl MPUMEHEHUS TEXHONOINIA B NpakTnke. Takumy 0CO6EHHOCTAMU MOTYT ObITb:

- pasnuuusa mexgy gemorpaduyeckumm, CoLmnanbHbIMN U KIMHUYECKUMU XapakTepucTukamu nauymeH-
TOB. BK/IIOYEHHBIX B UCC/Ie0BaHWe, 1 NaUMeHTOB B TUMMYHON NpakTuke (peasbHOM MUpe).

Mpumep — M3 uccnepaoBaHuili 4acTo UCKIK YA TCA AeTHW, NOXUble, 6EPEMEHHbIE N KOPMSALLNE XKEHLL M-
Hbl. 60/IbHbI€ C CONY T CTBYLWEA OHKONOTMYECKO NaToNormei, c NOYeUYHON NAN NeYeHOUHOl He40CTaT OuYHOC-
Thi0. B TOXE BPEMS B K/IMHNYECKON NPpakTUKE NCNONb30BaHME TEXHONOTUNY 3TUX NaLNeHT 0B MOXeT ocyle-
CTBAATHLCA UIN NNAHUPOBAT bCA;

- pasnnyna Mmexay xapaktepuctmkamm npuMeHeHusa TexXHONOorMn B KJIMHUYECKOM (3KCI'IepVIMeHT8J'Ib-
HOM) nccnenosaHMM U B ycnoBuax TUNUYHOW NPaKTUKK.

Mpumep — B nccnefosaHnn moxeT MCNONb30BaTbCA Ha3HayeHWe NeKkapcTBEHHOro cpejacTBa B 6onee
BblCOKMX fil0o3ax, 60nee yacToe npuMmeHeHUe MeTO[0B KOHT POA 3a XOA0M J/ie4eHNsA, NCKNKIDYeHne onpepesieH-
HblIX METOAOB CONYyTCTBYHUWEro ne4yeHna m T. n.;

* pasnnyua B nosegeHUN nauneHToB B KIMHNYECKOM UccnegoBaHUn U B yCroBUAX TUNUYHOA NPaKTUKK.

Mpumep — 6 uccnefoBaHny NayMeHT bl CO6M0AA0T peKoMeHaaunm Bpayeil T aTeNbHEE, YeM B T UNNY-
HOW NpakTWKe, a yMEHbLUEHNE NPUBEPXEHHOCT U peKoOMeHaumnam 6yaeT NPUBOAUT b K CHUXEHNIO 3 PEKT UB-
HOCTMU fIeYeHUss B NPpakTNKe NO CPABHEHUID C UCCIEA0BAHUEM;
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- OTCYTCTBME WUCCeA0BaHWiA, B KOTOPbIX 3PheKTUBHOCTbL 1 6€30NaCHOCTb TEXHOIOTMMN U3yyanuch 6bl B
HenocpeACcTBEHHOM CPaBHEHUW C a/lbTEPHATUBHON TexHonornen (Henpsimble CpaBHEHUS):

- oLeHKa 3(hheKTUBHOCTN TEXHOJIOTMU HA OCHOBAHUW NMPOMEXYTOUHbIX, «CYPPOraTHbIX» KIUHUYECKNX
pe3ynbTaToB (CHWXEHWe apTepuasibHOro AaBfeHWs Npy TMNEePTOHUKM WU YPOBHSA caxapa npu caxapHoM
AvabeTte) Npy OTCYTCTBMUN AAHHbIX O BAVAHUUN Ha «MSATKMe» (MH(APKT, MHCY/bT, aMnyTaLus KOHEYHOCTM, XPO-
HUUYeckasl noyeyHas HeAoCTaTOUHOCTb) UM «TBep/ble» KOHEUHble TOUKM UCXOA0B (BCe NokasaTesn, CBsi3aH-
Hble C MPOAO/IKUTENBHOCTBIO XU3HW):

- [N AMarHoCTUYECKUX TEXHOMOrMi — OTCYTCTBME AaHHbIX 06 Y/yULEHUN WUCXOA0B NleYeHus npu
MCNO/b30BaHUM UccedyemMoli TeXHONOMMK No CPABHEHWIO C UMEIOLMMUCS anlbTepHaTNBaMu:

- AN OMarHoCTUYEeCKWX TEeXHOMoruniA, KoTopble npeAnosiaraeTcs WCMob3oBaTb AN CKPUHMH-
ra, — OTCYTCTBME [JaHHbIX O TOM. YTO paHHee Hayaso fievyeHns NPUBOAUT K YNIYyULLEHUIO UCXOA0B MO CpaBHe-
HUIO C SIe4YeHMeM, HavaTbiM NPU NOSIBIEHUN CUMNTOMOB 60N1E3HN.

MoBbIlWeHNe BHeLIHel BanWAHOCTU pe3ynbTaToB UCC/IeA0BaHWSA MEeAULMHCKOW TexHonoruu ans ee
OLleHKMN obecneymBaeTcs 0606LeHNEM AaHHbIX HECKONbKUX NCCNef0BaHWil pasiiHoro agusaiiHa. rNpu oueH-
Ke BHELIHell BanuAHOCTU pe3y/nbTaToB WCCNef0oBaHW MeAWLMHCKOW TEeXHOMOTMM 3KCMePTbl yUYUTbIBaOT
pe3ynbTaTthbl KNMUMHUYECKUX I/ICC]'Ie,EI,OBaHI/IVI, onncbiBarLWKMX CNOXUBLLUYHOCA TUNUYHYH NPAaKTUKY BeAeHUA 60/1b-
HbIX, PErUcTpbl NALUEeHTOB, OMPOCbl MNAaLMEHTOB W MEAMLMHCKUX PaBGOTHUKOB, COGCTBEHHbLIA OMbIT
npakTnyeckoli paboTbl.

Lna aHanmsa Hay4HbIX UCCNefoBaHUA akcnepTaM pekoMeHAyeTcs UCMNo/b30BaTh NepeyHn BONpOCos.,
npvBeAEHHbIe B NPUMOXEHNN B.

7.2 BHYTpEHHAS BaIMAHOCTb MCCeA0BaHNSA

BHYTpEHHAs1 Ba/IMAHOCTb WM [JOCTOBEPHOCTL Pe3y/bTaToB AEMOHCTPUPYET TOYHOCTb MOJYyUYEHHbIX
XapakTepUCTUK TEXHOOMN B OTHOLIEHNI BbIGOPKU GOJIbHBIX, BK/IIOUEHHBIX B UCCleoBaHue. [JOCTOBEPHOCTb
(BHYTpEHHSAS BaNNAHOCTL) pesy/bTaToB onpeAenseTcs MeTOAUKONM UccnefoBaHusi, B KOTOPOM OHa nosyye-
Ha: cnoco6oM MOCTPOEHUs — AN3aiiHOM, CTPYKTYpOii MCCNefoBaHns U MUHUMU3aLMei oWnGoK.

BblgensioT ABa BAA OWMGOK B UCCNEA0BaHUAX: ClydaiiHas u cucteMatuyeckas.

CnyyaiiHasi owmnbka — OTK/IOHEHWE pe3y/nbTaTa B BbIGOPKE OT UCTUHHOTO 3HAYeHWs B NONynsAuMU B
pesynbTate cnydaiiHocTu. CriyyaiiHas owubka 06yc/oB/ieHa OCO6EeHHOCTAMU MeTofAa MCCNefoBaHuit:
pe3ynbTaThl UCCIef0BaHWl B BbIOGOPKE BCcerga OT/nyalTcsi OT TaKOBbIX B reHepasibHol coBoKynHocTu. Cny-
yaitHyto own6Ky NMOMHOCTLIO YCTPAHUTb HEBO3MOXHO, HO MOXHO YMEHbLINTL 3a CYET NpaBUIbHO CNIAHWUPO-
BaAHHOIO Ucc/iefoBaHNA W 3apaHee paccyMTaHHOro Heo6XoAMMOro yncna HabnwaeHuin. Mpu yBenmuyeHun
yncna HabAEHNIA UK NPY NOBTOPHbIX NCCNeA0BaHMAX Ha BbIBOpKax NoslyyeHHble pe3ynbTaThl 6yayT Kone-
6aTbCsi BOKPYr UCTUHHOTO 3Ha4YeHns. OTKNOHEHNUS pe3ynbTaToB NOBTOPHbLIX UCC/IeA0BaHNI OT UCTUHHOIO 3Ha-
YeHVUs B CpefHEeM CTPeMATCS K HY/l0 M He W3MEHSIOT 3HauyeHusi u3MepsieMoro napametpa. BnusiHne
C/yyaiHoi oWwmn6bKN onpefensieTcs Yyepes pacyeT LOBEPUTENbHbIX UHTEPBAIOB.

Cuctematuyeckas owmbka (CMeleHne) — oco3HaHHas WU He OCO3HaHHas OLMGKa, 3a/l0KeHHas B
Av3aiiHe uccnefoBaHWs UM BO3HUKAlOLWAA B €ro xo4e, NpUBOASLLAA K O4HOHANPaB/IEHHOMY WCKaXEHWIO
pe3ynbTaToB BAUSHUSA MEAULMHCKOW TEXHOMOMMN Ha NaTo/I0rMYeckunii NpoLecc; oHa NPoUCXoauT n3-3a Hefo-
yyeTa Hecneunguyeckoro 4 faHHol TeXHONOMK No6oro gaktopa, CUCTEMHO B/IUSIOLLETNO HA UCXOA,.

CuctemaTuyeckas olwm6ka MOXET OblTb CBA3aHa C pas/InyHbIMU 0COGEHHOCTAMY NPOBEAEHNS UCChe-
[OBaHUIA:

1) Owwu6kn B oT60pe 06yCNOB/EHbI BK/TOYEHNEM B NCC/Ie0BaHNE YYaCTHWUKOB, CYLECTBEHHO OT/IMYa-
IOLLIMXCA OT SIL,. HE BK/IIOUYEHHBIX B HEro.

Mpumep — BkNoyeHne B uccnepoBaHne TONbKO 60NbHbIX, FOCNUT aNN3NpPOBaHHbIX B CNEeLMann3npoBaH-
Hbl/i CTaunoHap, B TO BpeMs Kak 60/blWwasn 4yacThb NOAO6GHbIX 6GONbHbIX N1€YNTCSA HA YPOBHE NEPBUYHOIW NOMO-
Wu. NN BKOYEHUE B UCCNEeAOBaHME NUL. AaOWKNX cornacme, Torga kak 60NbWNHCTBO TexX. KOMYy npegnarawn T
yyacTue 0T Ka3blBalOTCA OT HEFr0O MO PENUTUO3HbIM COOBPaXeHUAM, NI HEBKIOYEHWE B uccnepgoBaHume 60Mb-
HblX. KOT OPblIX Bpay-uccnefoBaTeNlb NOCYNT aN «HEe NepPCNeKTUBHbIMU» AN NPUMEHEHUA AaHHOW T eXHONOorun.

Pa3HOBVI,EI|HOCTbr0 OLUNGKK B 0T60pe ABMSIETCA ONOKa B oTBeTax, Korga ucnbiTyemMmble He 0OTBe4alT Ha
BCE WM YacTb BOMPOCOB aHKEThI, MPUYEM U3 aHaNIM3a B KOHTPOJILHOW MAN. HAO6OPOT, UCMLITYEMOl rpynne
BblObIBAET HE OMHAKOBOE YMC/O BK/THOYEHHbIX /ML, (Yalle 3TO CBA3aHO C OWwmnbkaMmy B OOPMY/IMpOBKax BOM-
pPOCOB aHKeTbl).

2) Owunbkm B QOpPMUPOBAHMM Tpynn HabnwAeHUs 06YC/OBMEHbl HEc/yyYaiHbIM pacnpenenieHnem
YYaCTHMKOB Ha rpynnbl. Pasnuuna B xapakTeprcTrkax 60/bHbIX B Fpynnax He No3BONSAOT NCKTHOYNTb BIMSHUSA
3TUX pPas3/iMymii Ha UCXOL,.
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Mpumep — Ecnn 60NbHbIE B OAHOV Fpynne MONoXe WA cTpajal T MeHee Tsxenoih dpopmoit sabonesa-
HUA. 6onblWwan yacToTa AOCTUXEHNA 6GNnaronpMaTHOrNo ucxoaa B AaHHOW rpynne moxeT 6blTb o6ycnosneHa
UMEHHO 3T UMW pas3nnynamMmn, a He NPUMEHeHnemM nccnesyemMoil TexXHONorum.

3) Owwubkn B M3MepeHnn nokasaTesneii 06ycnoBeHbI:
- pasIMuMsaMu B MeTOAax U KpUTeprax M3MepeHus nokasarenei B rpynnax (MHopMauoHHbIe OWn6Ku
UK OWNGKKM Knaccudukaumm).

Mpumep — Mpy OTCYTCTBUN CTAHAAP T U3NPOBAHHbBIX KPUT EPUEB OCNOXHEHU nccnefoBaTenn MoryT
OflHU U Te Xe Co6bl TUA PerncTpupoBaThb XaX OCNOXHEHUA B KOHT PONbHON rpynne v He yynTbhiBaThb B OCHOB-
HOW. MW CHMXXEeHHAs NPUBEPXEHHOCT b KT€YeHU0 B O4HON N3 rpynn Bbi3biBaeT CMeLeHUe pe3yNbTaToB:

* OTCYTCTBMEM «OC/ENEHNSA» — MeTOAa, NPN NPUMEHEHUN KOTOPOrO OAHOM UK HECKO/TbKMM y4acTBy-
IOLLMM B KTMHUYECKOM MCCnefoBaH CTopoHaM (nauveHTaMm, Bpayam, ucciegoBartensiv) HeN3BeCcTHO, Kakas
NneyebHaa mMeanLUMHCKasa TEXHOMNOMMS — TecTupyemas Winm KOHTPOSbHas — MpuMeHeHa K CybbekTy nccne-
[oBaHus (NpocToli cnenovi MeToA npegycMmaTpuBaeT HeOCBELOM/IEHHOCTb O HA3HAYEHHOM UM BUAE NeYeHns
nauueHToB, [BOWHON cnenoii MeToA nogpasyMmeBaeT HEOCBEOM/IEHHOCTb NaLMEHTOB U Bpayeli-uccnenoBa-
Tene, TPOHOW cnenoi meTog nogpasymeBaeT ele U HeoCBe4OMIEHHOCTb MOHUTOPOB U. B HEKOTOPbIX CAY-
Yyaax, /UL, BbIMOMHAKOWMX CTaTUCTUYECKYl0 06paboTKy [AaHHbIX); NpW  OTCYTCTBUM  «OCNEMEHUS»
noBbILLaeTCA BANAHNE 0COBEHHOCTE YeN0BEeYeCKOro BOCNPUATHSA Ha OLeHKY pe3yibTaToB, BCIeACTBME YEro
OfIHM 1 Te Xe COobObITUA TPaKTYTCSA uccnegoBaTeniem no-pasHomy B pasHblx rpynnax;

- OTCYTCTBMEM COKPbITUS Ha3HauYeHns — obecneyeHns HeoCBeAOMIEHHOCTN O Ha3HA4YaeMOM JleYeHum
[10 1 BO BpeMms pacnpefeneHuns y4acTHMKOB UcCnefoBaHWA B rpynnbl, HanpaBieHHOro Ha npegoTepalleHne
cucTeMatmyeckon ownobkn otéopa. CokpbITUE HA3HAYEHUSA OT/INYAETCSH OT «OC/ENIEHUs», KOTOpOe AeilcTBY-
eT yXe nocne pacnpegeneHns yHacTHUKOB Ha rpynnbl Ha NPOTSXEHUW BCEro NCcneoBaHns U HanpaB/eHo Ha
npegoTBpalleHve cucTteMaTuyeckol OwWnbKM, CBA3AHHON C HabnwaeHvem 3a NauueHTOM W OLEHKOM
adphekTa OT IeYeHUs.

Mpumep — MeTOAOM COKPbITUSA HAa3HAYEHWUs ABNSETCHA MCNONb30BaHWe 3aneyaTaHHbIX KOHBEPTOB C
WHCT PYKLUAMMN ANA paHLoMU3aLnu.

4) Owunbkn, 06yCNoBMEHHbIE UCCNeAOBaTEeNsIMA U UCCNEAO0BaTe/IbCKUMU LieHTpamMu, B TOM uuche,
OLLNGKN MHTEepPBblOEpa, CBA3aHHbIE C €ro JIMYHOCTbLIO.

Mprmep — NHTepBbloep No-pa3HoOMY 3ajaeT BOMPOCHl Pa3HbIM NauyMeHTam WK B HEKOT OPbIX Caydyasx
nyckaeTcsa B pacCyX/[eHua, unu 3anonHaeT 3a 60/1IbHOr0 BONPOCHWK, KOT OPbI A0MKeH 6bITb 3aN0NHEeH 60Nb-
HbIM JIMYHO, NN OfVH UHT epBbloep onpalmnBalw T rPynny NPpMMeHeHUs TEeXHONOrMN, a BTOPON — rpynny KOH-
Tponsa.

5) OwmnbkK, cBA3aHHbIE C HENPaBUbHLIM BbIGOPOM LIEHTPOB: BblGpaHHbIe A1 NPOBeAeHUsA nccneno-
BaHW nccnenoBaTesibCKUE LEHTPLI HE OTpaXKalT BO3MOXHOCTM APYIUX LEHTPOB BbINOMHATL MEANLUHCKYIO
TEXHONOTNI0 (JaHHas cucTemaTnyeckas ownbka 60Mblle BAMSET HA BHELLHIO Ba/IMAHOCTL).

6) Owunbkn BCNeacTeme Murpaluy 06ycioBieHbl YaCTbIM BblObITUEM YYACTHUKOB U3-M0L HAGMIOAEHNS.
Bonbluoe yncnio BbiGbIBLUNX 3aCTaBNseT COMHEBATLCS B JOCTOBEPHOCTH pe3ynbTaToB, 0CO6GEHHO ecnv npu-
UMHbI BbIGbLITUA BbIIN CBA3AHbI C OLLEHKOW pPe3y/ibTaToB..

Mpumep — Bbi6GbITHe NauMeHTOB W3 UCCNejO0BaHUA, NPOBOAMMOro Ha amb6ynaToOpHOW rpynne, Bcie-
ACTBME rocnMTannsaunii nam cmepTeil B OCHOBHON rpynne MoXeT 6bl Thb pe3ybTaTOM OCNOXHEHUA TecTu-
PyeEMON MeaULUHCKON T eXHONOTUN.

7) BmelwwmBarwLymecs BHeLWHME hakTopbl (Hecneundguyeckue Bo3aeiicTBusl) — owmnbkn, 06yCcroBneH-
Hble Ha/sMumem PakTopoB, OJHOBPEMEHHO CBA3@HHbLIX W C UCCNefyemoli TeXHOMOornel, n ¢ UCX040M, HO
Hey4YTeHHble Npu cocTaBeHUN NPOTOKONA (AuU3aiiHa) uccneoBaHusa. Bmelmsatowmecs akTopsl ABASIOTCA
MCTOYHMKOM CUCTeEMaTUYecKol OWnbKN B TEX Cayyasx, Korga Asa akropa B3avMOCBA3aHbl, MPY 3TOM OAWH
M3 HUX UCKaxaeT adhhekT gpyroro.

Mpumep — Mpwu oueHke ah PeKTMBHOCT U eYeHNss B UCCNeJ0BaHUN-HAGNIOAeHNN MeHbllas yacToTa ne-
Ta/lbHbIX UCXOL0B B OCHOBHOM rpynne MoxeT 6blThb CBA3aHa HE COGCTBEHHO C /IeYeHWeM, a C TeM. 4TO0 A40cC-
TYyn KNEYEHU UAN LONONHUT ENbHOMY Ha6MIOJEHUIO Y Bpaya UMeNn naumeH T bl ¢ 60/€e BbICOKAM YPOBHEM [0-
X04a M NYyYW UMW YCAOBUAMU XU3HN, UCXOAHO XapaKT epu3ylLnecs MEHbIWI UM PUCKOM cMepTu. CoynanbHblii
cTaTyc B AAHHOM c/lyyae BbicTynaeT Kak Hecneuugnueckuini BHelW HNIF BMewnBatwmniica akTop.

8) OWmBKN «NamsTu» 06YCNOBEHLI TEM. UYTO GOJbHbIE, GO/lee YeM 340POBbIE, CKAIOHHbLI BCMOMUHATb
(hakTbl BO3LEWCTBNA HA HMX NATOTEHHbIX (DAKTOPOB, UK. GOJbLIE «MPUCYLUUBASICL» K CBOEMY COCTOSIHUIO,
oTMeuaTb Masieiilune N3MeHeHUs!, CBA3aHHbIe C MPUMEHEHUEM TeXHOOIMU; Takue OLWUGKM XapakTepHbl Ans
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nccneAoBaHuii, B KOTOPbIX akT BO3AEWCTBUSI MPUUYMHHOTO (hakTopa BbISIBASIETCA HA OCHOBaHMK ompoca
nayMeHToB — Y4YaCTHUKOB UCCNeA0BaHUA (Hanpumep, B UCCNEA0BaHUSAX «C/lydai — KOHTPO/Ib»).

[ONnsi BbISIBNIeHUs cMcTEMATUYECKOl OWMGKM 3KCNepThl AO/MKHbI NpoaHanM3MpoBaTh cregyolie ane-
MEeHTbI 0TYeTa, onpeaensiowme MeToANYecKoe KauecTBO NCC/Eef0BaHWIA:

1) Hannuue 4eTko chOpMyIMPOBAHHOTO K/IMHUYECKOro BONpoca, NOMCKy OTBeTa Ha KOTopbIii NocBsLe-
HO MccnefoBaHue. YeTKo chopMynMpoBaHHbIA KNMHWYECKWH BONPOC BKIOYAET YeThbipe afeMeHTa:

- onucaHue rpynnsl NaUMeHToB, YYacTBYOLWMUX B UCC/EA0BaHMUN;

- HaMMeHoBaHWe TeXHOMorMK, KoTopas ABsSeTc 06 bEKTOM UCCNeA0BaHUS;

- HaMMeHOBaHWe TEXHOMOMUK CPaBHEHUS (a/lbTEPHATUBLI A71F CPAaBHEHUS);

- HaMMeHOBaHMe MCXofa, KOTOpbli paccMaTpuBaeTcsi Kak pe3ynbTaT NprMeHeHust TexHonoruu. Mog
UCXOA0M MOHUMAETCS KPUTEPUI OLEHKN U3MEHEHUSI COCTOSIHUSA 3[4,0POBbs NaLMeHTa noj Bo3AeicTBUEM Tex-
HOJ/IOrUN. T. €. CO6bITME, N0 KOTOPOMY WCC/eA0BaTENb CYAUT O pe3y/bTarte NPUMEHEHNS TEXHOMOTUN.

Mpumep — YeTKO CHpOPMYNUPOBAHHBIM KINHUYECKUM BOMNPOCOM SiBiSe T CA OLEHKa BAUSAHWS npodnnak-
TUWYECKOTO NMPUMEHEeHUs aHTu6GakTepuanbHOro nekapcTBEHHOro CpeAcTBa Ha YacTOTY pasBUTUS THOW-
HO-CENTUYECKNX OCMIOXHEHNI y 60MbHbIX B NOC/MEONEepaLnoHHOM Nepuoje No CpaBHEHWIO COTCYTCTBUEM aH-
TubakTepuanbHoii Tepanuu.

2) Hanuume fACHbIX KpUTEpreB BKIOYEHNA NaLMeHTOB B UCCMeA0BaHNEe W UCK/TIOYEHNS NauVeHToB 13
nccnegosaHuns. [lomxkHbl BblITb ONUCaHbl KpUTEpPUW, B COOTBETCTBMM C KOTOPbIMU 60/bHbIE BKIHOYAKOTCHA B
nccnegosaHve. OAHOPOAHOCTL rPynnbl obecneynBaeT [OCTOBEPHOCTb pe3ynbTartoB uccnefosaHuns. Coor-
BETCTBME KPpUTEPMEB BKIIOYEHWNA N UCKTIOYEHUST XapakTepucTukam 60/1bHbIX, KOTOpble Habnlo4arTCa B Npak-
TUKe. obecneynBaeT 0606LLaeMOCTb pe3ybTaToOB UCC/IEeA0BaHMS.

3) O60cHOBaHHOCTL BblbOpa TEXHO/IOIMU CpaBHEHUS (anbTepHaTuBbl AN cpaBHeHUs). Bbibop TeXHO-
NOrUN 4NA CpaBHEHUS 3aBUCUT OT Lieneld 1 3aAay nccnefoBaHna n JomkeH ObiTb 060CHOBaAH UccnegoBaTe-
nem. MNnaueb0o-KOHTPOb ABNSAETCH PACNPOCTPAHEHHOV TEXHOOTMeNR AN CpaBHEHUSA B PaHAOMU3NPOBaHHbIX
nccnefoBaHnAxX, OAHaKO JaHHbIX O MPenMyLLecTBax n3y4yaeMon TEXHOI0ry No CpaBHEHMIO ¢ Nnate6o 06bIy-
HO HeJoCTaToO4YHO, YTO6bI cAenaTthb 3ak/1loYeHne 0 MecTe TEXHOMOMMM B MPaKTUKe, OLEHUTb ee NpenmMyLlecTsa
No CPaBHEHWIO C aNlbTEPHATUBHLIMU TEXHOMIOTUAMU, MPUMEHSIEMbIMU B aHA/TOTUYHbIX cUTyauuax. Bo MHorux
cnyvasx nnaye60-KoOHTPOs/Ib HEBO3MOXEH.

Mpumep — Mo 3TNYECKUM COO6pPaXeHUsM UCCAef0BaHMe HOBOTO NMPOTWBOONYXONEBOro CpeacTBa Npu
HaNUuYUM TPaANLMOHHO UCMONb3YEMON Tepanum BO3SMOXHO TOJ/IbKO NMPU CPABHEHUN C UMeloWeiics sTpagnum-
OHHOW» TexHoNnoruei.

4) BblIObITVE YHYACTHUKOB M3 UCCNEAO0BAHNS. YUACTHUKN NCCNe0BaHNSA MOTyT GbiTb NOTEPSIHbI B XO4€
HabnlogeHna UM OCPOYHO UCK/TIYEHbl U3 UCCNefoBaHNs, BCNeCTBME YEro YNCN0 BKIIOYEHHbIX B OKOHYa-
TeNbHbIVi aHaNM3 NauMeHToOB OT/IMYAETCA OT YMc/a YYacTHWKOB B Havane uccrnegoBaHus. Bonbluoe ynicno
BbIObIBLUMX M3 MCCNeAO0BaHUs (OPMEHTUPOBOYHO 6onee 20 %) NoBbillaeT BEPOATHOCTb CUCTEMAaTUYecKoi
ownbkn. B nccnegosanumn fomkHa 6biTb NpeacTaBneHa MHGopMaLms 0 Yncie y4acTHUKOB, BblObIBLINX U3
nccnenoBaHns, MPUYMHLE BbIOLITUS W XapaKTePUCTUKN BbIOLIBLUMX W3 WCCNEA0BAHUS YYaCTHWKOB B
CpaBHEHNN C OCTaBLUUMWCA B UCC/Ie0BaHUN.

5) KnuHuueckasi 3HaUMMOCTb KPUTEPUEB, MO KOTOPLIM OLEHWBANINCL Pe3y/ibTaTbl NPUMEHEHUSI TEXHO-
Nornn. 3KCnepTbl aHaNN3MPYIOT, Kaknue Ncxoabl (KpUTepun pesynbTaTUBHOCTU) GblM NCNOb30BaHbI B CCe-
[0BaHUN AN OUEHKN ahheKTUBHOCTU 1 6€30NaCHOCTU TEXHONOTUN:

- 0ObEeKTMBHbIE KpUTEPUM — MOKa3aTenn MeguUUHCKON 3dPeKTUBHOCTY TEXHOMOTNN,

- CyObEKTUBHbIE KPUTEPUM — OTpaxalolime OLEeHKY pe3y/nbTaToB NPUMEHEeHWs TeXHONMorMW caMumm
nauveHTamm.

B kayecTBe 06bEKTUBHbIX KPUTEPUEB MOTYT GbITh MCNO/Ib30BAHbI NOKa3aTenu, oTpaxarwLme:

a) AUHaMUKY PM3N0Nornyecknx n BMoXMMmNYeckux napaMmeTpoB, Ha U3MEHeHUe KOTOPbIX HanpaBieHo
fJeicTBMe MeAWLMHCKON TEeXHOMOTUWU, — CHUXEHUEe apTepuanbHOro Aas/ieHus, NpupocT remornobuHa,
YMeHbLUEHNe pa3mepa Onyxoau U T. N. — Tak Ha3blBaeMble «CypporaTHble» TOUYKU OLLEHKN 3hHEKTUBHOCTMY;

6) BaxHble AN NaUWeHTOB N3MEHEHUS B UX XWU3HU M COCTOSHUM 3[40pOBbA — Heobpatumas noteps
hyHKL M (XpOHMYECKas HeJ0CTaTOYHOCTb) UM OTAE/bHbBIX OPraHoB (3KCcTMpnauus), unu vactel Tena (amny-
Tauusa), HeobpaTVMble U3MEHEHWS CTPYKTYP OpraHoB (MH(APKT, WHCYNbT) — Tak Ha3biBaeMble «MSArkMe»
KOHEeYHble TOYKMN OLeHKN 3P(PEKTUBHOCTU, UIN «TBEPLble» KOHEYHble TOUKM, CBA3aHHbIe CO CMepTbio: cMep-
THOCTb. BbIXMBAEMOCTb, MPOAO/IKNTENBHOCTb XU3HWU U T. M.

MpefnoyTUTENbHBIM ABNSETCS OLeHKa C MCNOo/b30BaHMEM nokasateneli rpynnbl 6) (OKOHYaTeNbHbIX
KpuTepues), Npn OTCYTCTBUM NOJOOHBIX AaHHbIX [OMNyCKaeTCs UCNob30BaHWe nokasartenei rpynnel a) (Npo-
MeXyTOUHbIX «CypporaTHbIX» KpuTepues).
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Mpun MCNob30BaHNM MPOMEXYTOUHbIX «CYpPPOraTHbIX» KpUTEPUEB AO0/MKHbI CyLLECTBOBATbL NOyYEHHbIE
B Hay4HbIX UCCNEefOBaHMNAX BbICOKOTO METOAMYECKOro KayecTBa [oKa3aTesbCTBa TOro, YTO CypporaTHbIl
nokasaTtesib C BbICOKOW CTeNneHbi0 BEPOSITHOCTU CBA3AH C OKOHYATE/IbHbIM UCXOA0M U MOXET pacLeHnBaTbCs
Kak ero npegukrop.

Mpumep — CHUXEHWE YPOBHS apTepuanbHoro gasneHus (Al) MoxeT paccMaTpuBaThbCs Kak cypporaT -
Hbl/i KOMTEpPUn UCXOAA AN AHTUTNNEPTEH3UBHOTO CPEACT BA, NOCKO/IbKY CyL, eCTBYIOT UCCNeL0BaHuUs, AoKa-
3aBlINE. YTO CyuwecTBYeT nNpsMas CBA3b MexXAy ypoBHeM AJ[L v noBbiweHneM 3a601eBaeMOCT U 60NE3HAMMU
CUCTEeMbl KPOBOOGPALLEHUS, U CMEPTHOCTMU OT HUX. BMecTe ¢ TeM crnefjyeT yuuTbhiBATb pe3yibTaThbl UC-
cnefjoBaHUn. CBUAET eNbCTBYLW WX, YTO NpenapaThbl, 04eHb 6bICT PO CHUXatowme AL B oCTPpbiX CAydYasnx (ru-
NepTOHNYECKNA KpN3), YBEIMUMBAK T YaCTOTY MHCY/IbTOB, YT O HE NO3BO/IAET CUNTATb KPUT €PNl CHUXEHNS
ALl onTuUManbHbIM U LOCTATOYHbBIM AN UCCNEAOBAHNS TUNOT €H3UBHbIX NpenapaToB.

B kayecTBe Cy6BbEKTUBHBIX KpUTEpUeB MOryT 6biTb MCMONb30BaHbI NOKa3aTe i, oTpaxarLme camouy-
BCTBME. (PYHKLMOHANIbHOE COCTOSHNE, KAYEeCTBO XMN3HW 1 OTHOLLEHNE NaLyeHTOB K MPOLLeCcCy NeyYeHus.

6) ApekBaTHOCTb CTaTUCTUYECKOW 06paboTKM AaHHbIX, NOYYEHHbIX B UCCefoBaHun. MeToAbl cTatmc-
TUyeckoil 06paboTkM AaHHbIX AO/MKHbI 6bITb ONUCAHbI B MUCCNefOBaHWM. KCMepTbl, NPOBOASALME OLEHKY
MeAVNLMHCKOV TEXHOMNOMNN, OLLEHNBAIOT, NPaBUIbHO N BbiOpaHbl U NPUMEHEHbI CTaTuCTUYeckne MeTofbl €
y4yeToM Xapakrtepa nsyyaembix NPU3HaKoB (KayeCTBEHHbIE, KOSIMYECTBEHHbIE, NOPAAKOBbLIE), UX pacnpejene-
HWA. Ycna cpaBHMBAEMbIX rPYNn y4acTHWKOB UcciefoBanHus (ase nnn 6onee) n Toro, OTHOCATCA 1N U3yvae-
Mble NMPU3HaKM K pasHbiM rpynnam uan K 04HO rpynne 40 1 nocse kakoro-n1bo Bosgeiictens. Mpu BkIYeHNN
nccnefoBaHnsa B OLEHKY MeANLMHCKOW TEXHONOIN 3KCNePTbl TakxXe OLeHNBatoT, 6b110 M paccynTaHo Heob-
XOA4MMOe YMCNo HabNAeHNl 40 Havana uccneoBanus, NnpeAcTaB/ieHbl M fOBEPUTENbHbIE MHTEPBasIbI A1
nokasaTtesnei NcxonoB.

7.3 [Awn3aiiH KNMHUYECKNX UCCNef0BaHUN MeANLMHCKUX TEXHOOTn

[wnsaiH (CcTpykTypa) uccnefoBaHusa — NOCTPOEHWe uccnefoBaHus, BKloYalliee cnocobbl Bbibopa
Y4aCTHUKOB MccnefoBaHus, nx pasaesieHns Ha noAarpynnbl, NPUMEHeHNsa ncciesyembix TeEXHOMOMMN, KOHTPO-
N5 1 yyeTa BMelLMBawLWmxca hakTopos, cbopa AaHHbIX 1 COBM0AEHNA 3TUYECKUX HOPM.

Mo aunsaiiHy nccnefoBaHWsa fenaTca Ha cnegylowme rpynnbi:

a) MccneposaHus-HabnwogeHNs — UccnefoBaHns, B KOTOPbIX uUccnedoBaTtefb HabnofaeT TeyeHue
13y4yaemoro npouecca, He BMeLIMBAsACb B HEro crneunasibHbIMU, 3apaHee onpejesieHHbIMU Kak uccregosa-
TefbCKMe. cXxemaMmn ANarHoCTUKN WA NTeYeHUs:

1) onucaTtesnbHble UCCNeAoBaHUA-HAbN0LeHN — onucaHne OTAesIbHbIX CllyYaeB Uan cepun ciyyaes
6e3 rpynnbl KOHTPONS;

- BapuaHTOM onucaTeslbHOro UccnefoBaHnA-HabMloAeHUs ABASETCA PEerucTp naunueHToB — MIOHTUTY-
AVHanbHOe nccnefoBaHmne, cBA3aHHoe ¢ (hopMMpoBaHUEM v BefeHneM 6a3bl AaHHbIX NauveHToB No yHugum-
LMPOBaHHbIM KPUTEPMAM OTOOPA rPYNMbl U OLLEHKN MeAMNLIMHCKON TeXHONOrM:

2) aHanuMTU4Yeckue nccnefoBaHnA-HabNOAEHNS:

- OAHOMOMEHTHOE nccnefoBaHe — UccnefoBaHne, B KOTOPOM B NOMYASLMM MW BbIGOPKE U3 nonyns-
LM O4HOBPEMEHHO M3y4yatloT pacnpocTpaHeHHOCTb MPUYMHHOrO hakTopa M npegnonaraemoro cneacTBus
ero BO34elcTBuA, efnHNLen HabngeHna Npu aTOM ABAETCA UHAUBUAYYM,;

- KOrOpTHble NccnefoBaHns: onpegeseHHble KOropTbl eAVHWL, HabnoaeHnsa (rpynna avy,. nsHavanbHo
06beAUHEHHBIX KaKUM-N1M60 06LMM NPU3HAKOM) NPOCNEXMNBAOTCS B TeUYEHWE HEKOTOPOro nepuoaa Bpeme-
HW. [iBe cpaBHVBaeMble KOropTbl POPMUPYIOT MO HANIMYMIO NN OTCYTCTBUIO TMNOTETUYECKUX MPUYNHHBIX thak-
TOPOB 1 NMYTEM CPaBHEHWS YacTOTbl Pa3BUTUSA UCXOA0B 3a BPeMsS HabMOAEHUSA OLEeHNBAETCS BEPOSATHOCTb
HanMunst NPUYNHHO-CNEACTBEHHON CBA3MW;

- nccnefoBaHue «Ciyvyain — KOHTPOJIb»: PeTPOCNeKTUBHOE UCCNefoBaHue, B KOTOPOM CpasHMBAIOT
[iBe rpynnbl, B O4HY 13 KOTOPbIX 0T6GMPAKT MHEhOPMALMI0 O NhLax C HaNnYneM NccnesyemMoro Ncxoaa, Hanpu-
mep. 6071e3HM UM OCNOXHEHWSA, a B Apyrytlo — 6e3 Hero. CHauana hopMupyoT OCHOBHYIO rpynny (ciyyawv) v
CXOJHYI0 C Hell M0 OCHOBHbIM MCXOAHbIM AeMorpadMyeckum npusHakaMm n KNNHUYECKUM XapaKTepucTukam
(non. BospacT, AnarHos, 4MTeNbHOCTb 3ab0n1eBaHns, CONyTCTBYIOLWAA NaToN0r1a) KOHTPO/bHYIO, 3aTeM peT-
POCMEKTUBHO — MO apXMBHbLIM AaHHbIM UM BOCMOMUHAHNAM, CY)XXAEHUSAM NauWeHTOB — OLieHNBAIOT 4acToTy
BCTPEYaeMoCTV npegnonaraeMoro NpMYMHHOro haktopa B 06eux rpynnax. Ecnm uccnegyemeiii napameTp
Yalle BCTpeyasicsl B OCHOBHOW rpynne, Y4em B KOHTPO/IbHOW, eCTb OCHOBaHUA npegnonaraTb, YTO OH CBA3aH C
NCXO[0M.

6) 3KcneprMeHTanbHble UCCeAoBaHUs — NCCNefoBaHns, B KOTOPbIX UCCefoBaTeslb CoO3HaTeIbHO
BMelLUMBaeTCa B HabogaeMblii NpoLecc, MaHnnyiMpys OAHOV UM HECKONBKMMUN TEXHOMOTMAMK (M3yyaeMbl-
MW NepeMeHHbIMI) U OCTaBNAS HEU3MEHHBIMU Apyrue:
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1) paHAOMW3MPOBAaHHbIE UCC/IEL0BAHNSI — 3KCMEPUMEHTAIbHOE KOHTPOMMPYEMOe (CpaBHWUTESIbHOE)
uccneaoBaHue ANs U3yueHnst AeiCTBEHHOCTU MEAULMHCKON TEXHOMOTMI, B KOTOPOM OTOGPAHHbLIX As ydyac-
TUSA B UCCNE0BAHUM NALMEHTOB c/yyaliHbiM 06pa3om (HanpumMep, Npu UCMo/b30BaHUM reHepaTopa ciydaii-
HbIX YMCeN WM MeTO40M KOHBEPTOB) pacnpeensitoT B OCHOBHYIO U KOHTPOJ/IbHYHO rpynnbl. OCHOBHasA rpynna
nosiyyaeT WUcCneAyemMylo TEXHOMOMMI0, KOHTPOSIbHAs MOXET He MoABepratbCsi BO3AEelCTBUIO TEXHOMOrUK
BOO6LLE, NosyYaTb nnaue6o (nnaue6o-KOHTPOMpyemMoe UCCNeAoBaHne) UK ApYryio TEXHOJIOMUI0 SleYeHus
WK NPOCOUNaKTUKL (Hanpumep, TPagULMOHHOe NevyeHue). MeramccnefjoBaHie — MHOTOLEHTPOBOE, valle
MeXZyHapoHOe KVHUYecKoe UccneaoBaHue, Bkavatwllee 60/bluoe Yucno naumeHTos (10 Teic. u 6onee)
ONs1 0GHAPYXEHNUs Peiko BCTPeYalowerocsi, Ho CyLeCTBEHHOIO C TOYKU 3PEeHUs MPUMEHEHUsI TEXHOM0IMK
co6bITUA. KnacTepHble paHLoMU3MPOBaHHbIE UCC/IeloBaHNS NPEANo/araloT OLeHKY KOMMNIEKCHbIX MeULH-
CKUX TEXHOJOTUA, Hanpumep, NporpaMmM MeAWLMHCKOW NMOMOLLM, B KOTOPO/ paHA4OMU3NPYIOTCS B KnacTepbl
K/IMHUKW, & He OTAe/NbHble GOJbHbIE.

Mpumep — Mporpammsbl, CBSi3aHHble C 3KCT PEHHOCT b JOCTAaBKW W CBOEBPEMEHHOCT b NMPUMEHEHUs

TEexXHONOrun Npn y3koM BpeMeHHOM TepaneBTWYEeCKOM OKHe — TpomMbGonmTnyeckaa Tepanus npum nwemmnyec-
KOM UHCYNnbTe, Tpebylowan 0693aTeNbHOro HelipoBU3NANU3NPYOLWEro KOHT pons);

2) KOHTpoNupyemble uccnefoBaHua 6e3 paHaoMu3auun (KBasmakcnepuMeHTaslbHble uccriefoBa-
HWSA) — 3KCMeprMeHTalbHoe KOHTPoupyemoe (CpaBHWUTENbHOE) nccnefoBaHne AeiCTBEHHOCTU MeanLNH-
CKOI TeXHONOrMN, B KOTOPOM OTOOPAHHBIX /15 y4acTus B UCCNef0BaHNN NauMeHToB HecnyyaiHbiM 06pa3om
pacnpefensitoT B OCHOBHYIO W KOHTPOJIbHYHO Tpynnbl:

- uccnefoBaHNs ¢ UCTOPUYECKMM KOHTPO/IEM: MaLUMeHTbl, paHee Mnony4yasluMe fiedeHne B YC0BUAX
TUMUYHOI NPaKTUKN 6e3 NPUMEHeHNs nccreayemon TEXHONOMUH;

- MccnefoBaHNs C KOHTPOMEM MO MECTY OKa3aHWsA NOMOLLM: NauMeHTbl, NoyyaBLUne TevyeHne B TUMmy-
HOIN npakTvke 6e3 NpMMeHeHus uccnegyemoli TEXHONOrMK B APYTroi MeauLMHCKOM opraHm3auny (BHeLHW
KOHTPO/b);

- ncesgopaHgomusauna (pacnpegeneHne 60/bHbIX B OCHOBHYIO ¥ KOHTPOJIbHYIO FPynMbl MO AHO (YMcC-
0. feHb Hegenn) obpalleHns 3a NoMoLbIo, NepBoit bykse hamunnm, YeTHOMy/MedeTHOMY HOMepy NCTOpUn
60nes3Hn 1 np.);

3) uccnefoBaHWA AMarHOCTMYECKOro MeToAa C UCNo/b30BaHMEM pedhepeHTHOro TecTa B napasniesb-
HbIX TPyNnNax — BapuaHT M3y4YyeHUs1 AUarHOCTUYECKOW MeAMLMHCKOW TeXHONI0rMn, B KOTOPOM WCMbITYeMbIX
JensaT Ha ABe rpynnbl (C BbIABAEHHbIM ANArHOCTUYECKMM KPUTEPUEM W He BbISB/IEHHLIM) MO pe3y/bTatam
ob6cnefoBaHus C UCMOMb30BaHNEM CYLLECTBYIOLLLErO0 CTaHAAPTHOMO AMArHoCTUYecKoro Metoga («30/10TOr0
cTaHfapTa», pedhepeHTHOro Tecta), nocsne yero obe rpynnsl NOBTOPHO 06CNeaytoT C NpUMEHeHem ncenemy-
emoro TecTa, u pe3ynbTatbl 06C/1eA0BaHNSA CONOCTABAAT C pe3ynbTaTaMn peddepeHTHOro TecTa.

OueHKa pasNyHbIX XapakTepUCTUK MeAULIMHCKUX TEXHOMOTNA NPY OCHOBHbIX AW3aiHax KIMHUYECKNX
nccnefosaHuii npueefeHa B Tabnvue 1.

Ta6nuuya 1— OueHka pasnMyHbIX XapakTepPUCTUK MeAULNHCKON TEXHONOTUN NPWN OCHOBHbIX An3aliHaXx KIUHUYECKUX
nccnepoBaHuin

BapuaHT gusaiiHa [LleiicTBeHHOCTb  DhHEKTUBHOCTL Be3onacHocTb

OnucaTtenbHble NccnefoBaHnsa — Haﬁmo,quvm

OnucaHue cnyvyaes - + +
OnucaHue cepuun cnyvyaes - +
AHanuTU4Yeckue uccnepoBaHua — HabnwgeHus
OAHOMOMEHTHOE uccnefosaHne - + +
KoroptHoe uccnegosaHue - + +
WccnepoBaHne «cnydyaidl —KOHTPO/b» - . +
JKcnepuMeHTaNbHble NCCne0BaHNs
PaHfomMn3npoBaHHOe KNUHUYECKOoe uccnepoBaHune + - +

MeraunccnegosaHue +
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OkoHuyaHue Tabnmybl 1

BapvaHT agusaiina [elicTBeHHOCTb  SchpekTnBHOCTL — Be3onacHoCTb
KBasuakcnepumeHTanbHoe KAUHUYECKOE UccnefoBaHmne . - *
WccneposaHne 3dpheKTUBHOCTM AWArHOCTMYECKOrO MeToja C wuc- . . *

nonb3osaHnem pedepeHTHOro TecTa B napanfiefnbHbiX rpynnax

MpumeyaHune — (¢) — MOXeT 6bITb U3YHEHO NPU AAHHOM TuUNe nccnepoBaHns; (-} — He MOXeT 6bITb U3y-
4YeHO Mpu JaHHOM TUNe UccrnepoBaHus; (r) — 4acTUYHO MOXeT 6bITb U3yYEHO NpU AAHHOM Tune nccnefoBaHuUs.

Mpw oueHKe An3aiiHa nccnefoBaHUs aKcnepTam cnefyeT yunTbiBaTb, YUTO paHAOMU3MPOBaHHbIE KINHK-
yeckue nccnefoBaHnsa MOryT 6biTb MCMNOIb30BaHbI TO/IbKO ANS OLEHKW AeiCTBEHHOCTU nevebHbIX 1 npodin-
NaKTUYeCKNX TEXHOMOMMIA 1 NULb YaCTUYHO — AN OUEeHKN ux 6e3onacHocTu. OueHka BAMAHUA (hakTopoB
pvcka Ha pa3BuTMe 3ab0seBaHuii UM NPOrHOCTUYECKNX (DAKTOPOB Ha UCXObl 3a60/1eBaHNii He MOXeT ObITb
nposejeHa B PaHAOMU3NPOBAHHbIX KTMHUYECKNX NCCef0BaHUsX, T. K. HeMPUeMsIeMo yMbILWIEHHO noaBep-
ratb nofeln He6naronpuaTHOMY 3KCNEepPUMEeHTarlbHOMY BO3AeNCTBUIO.

[ns oueHkn adhPekTUBHOCTH ANArHOCTUHYECKUX METOA0B PaHAOMN3MPOBaHHbIE KMHUYECKMe nccnemo-
BaHWA He UCMOMNb3YIOTCA, MOCKO/bKY 3afaveli Takoro uccnefoBaHuns ABAseTca onpefeseHne cTeneHn cosna-
[JeHVa pesynbTaTtoB MCCNefyeMoro MeTofa C pesynbTatamu peepeHTHOro TecTa, KOTopble W cayxaT
060CHOBaHVEM A5 pa3fesieHns y4acTHUKOB 1ccnefoBaHnsa Ha rpynnbl 60/IbHbIX U 34,0POBbIX (T. €. cny4ai-
Hoe pasfenieHne Ha rpynnbl — paHfoMu3aumns — HEBO3MOXHA B MPUHLMNE).

Ona oueHkn 6e30MacHOCTM MeAUUMHCKMX TEXHOMOMMIA AaHHbIX PaHAOMU3NPOBAHHBLIX KAMHUYECKUX
nccnefoBaHuii Hef0CTaTOUHO, Tak Kak ANs BbIABNEHUSA PeAKUX HexenatenbHblX peakuuii (MHorga — Tsxe-
NbIX. HEMPUEM/IEMbIX, 3HAYNTEbHO OrPaHNYMBalOLLMX MPUMEHEHNE MEANLNHCKOM TEXHOIOrMN) HE06X0ANMO
AnvTenbHoe HabnwogeHve 60/bLWOro Yncna 60MbHbIX (MHOrAa AECATKOB U COTEH ThICAY), YTO C/I0XHO OCY-
LLLeCTBUTb NPV 06bIYHOM PaHAOMU3NPOBAHHOM KIIMHUYECKOM 1ccneaoBaHny. 1058 3Toro UCNoNb3yT Meramnc-
cnepfoBaHve.

[Jun3aiiHbl nccnefosaHnii, COOTBETCTBYIOLLME PELUEHNIO Pa3/INYHbIX UCCe0BaTebCKUX 3a4ad, npuse-
AeHbl B Tabnuue 2.

Ta6nuya 2— [usaiiHbl UCCNeA0BAHUN 4151 OLEHKN PA3INYHBIX MEAULUHCKUX TEXHOMOTNIA
Bua MeAULMHCKON TEXHOMOTUM ONTUMaIbHBINA BUA UCC/Ef0BaHMSA

OueHka 3hheKTMBHOCTM NeyebHbIX M npodunakTuyec- PaHAoMuM3MpoBaHHbIe KOHTPOIMPYEMblE UCC/Ie0BaHUsS
KNX TEXHONOTWU, TeXHONOTNA opraHusaymm MepuLUHCKO
nomMouyu
OueHka ahhpeKTMBHOCTU AMATHOCTUYECKNX METOA0B WccnepoBaHne ¢ napannenbHbiM UCNONb30BaHWEM WC-
crnefyemoro n ctaHgapTHoOro (pedepeHTHOro) AnarHocTu-
YeCKUX TeCTOB & OCHOBHOW M KOHTPONbLHOW rpynnax.
PaHAoMn3npoBaHHble KIMHUYECKe uccneoBaHnsa
OueHka 6e30nacHOCTW Ne4vyebHbIX, ANArHOCTUYECKUX W PaHaoMu3npoBaHHble KIWHWYEecKne uccnefoBaHns, a
npocnnakTU4ecknx MeToaoB TakKxke AaHHble NPOCNeKTUBHbIX HAGN 4eHNI, perucTpsl na-
LUEHTOB
BbisBneHve (akToOpoB pucka pa3BuTus 3abonieBaHwuii, KoropTHble MccnepoBaHusi; UccnefoBaHna «cnyvyain —
NPOrHOCTUYECKUX (DaKTOPOB, BAMSAIOLWMNX HA NCXOAbl 3a60- KOHTPONbI*
nesaHuin

7.4 KNWHWUKO-3KOHOMMUYECKUE nccnepoBaHnsd, aHaini n MmogesimposaHune

OKOHOMWYHOCTb MPUMEHEHNSA MeAULNHCKNX TEXHONOTNM oueHMBarT C UCNOJIb30BaHNEM pPe3y/bTaToB
KNMNHUKO-3KOHOMNYECKUX MCCI'Ie,CI.OBaHI/IVI N KNIMHUKO-3KOHOMMNYECKOro aHannsa.

KNnHUKo-3KoHOMMYecKoe nccnegosaHve — 0co6bIii BUA nccnenoBaHma € Lenbto KOMM/IEKCHOM OLEHKHN
COOTHOWEHUA pe3ynbTatoB NpUMeHeHna MmeguunHCKuUX TexXHoNoruni n 3aTpaTt Ha HuX.

KNUHMKO-3KOHOMUYECKNI aHann3 — mMeToaonorua CpaBHMTeﬂbHOM OLUEeHKN ABYX N 6onee MeaANLNHCKUX
TEXHOJ/IOTUI Ha OCHOBE KOMIM/IEKCHOT0 B3avMOCBSI3aHHOr0 y4yeTa pe3ynibTatoB NPpUMEHeHNAa MeaAUUNHCKNX
TeXHONOTniA n 3aTpaTt Ha uX BbiNnonHeHWe. lpu nNpoBefeHUn KNMHUKO-3KOHOMWYECKOro aHasm3a Hepepako
NCNoNb3yKT MoAennMpoBaHMe.
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7.4.1 KNWHWKO-3KOHOMUYECKNE NccnenoBaHuns

KNnHMKo-3koHOMUYeckre uccnefoBaHna MeANLUHCKOM TEXHOMNOMUKU MOTYT GbiTb NPOBEAEHbI:

a) B pamMKax KNUHWYECKUX UCC/IeJoBaHN MeANLMHCKUX TEXHOIOTWIA, OAHOBPEMEHHO C U3YyYEeHNEM KX
AelicTBeHHOCTH, 3hDEeKTUBHOCTM U 6e30MacHOCTH:

6) B CAMOCTOSITE/IbHOM K/IMHWUKO-3KOHOMUYECKOM UCCNefo0BaHUN:

- peTpocneKkTUBHOE UccrefoBaHue-HablaeHne — usyyeHne pesynbTatoB NPUMEHEHNS TEXHOMOMMN
1 CBSA3aHHbIX C Hell 3aTparT B YCNOBUAX TUNUYHON NPakTUKK (peasibHoro Mupa) — nocse 3aBepLUeHns criyvyaes
3a60/1€BaHNS WM 3Tana OKasaHUsi MeAULMHCKOA NOMOLLM, HA OCHOBaHUM MeANLMHCKOW U NHOW AOKYyMeHTa-
LUn. ONMPOCOB NauneHTOoB, UX 6BAN3KNX N MeANLMHCKUX pabOTHMKOB, B TOM YuC/lie NONepeyHoe uccnefoBaHve
KayecTBa XWU3HW;

- NPOCMNEeKTUBHOE MccnefoBaHue-HabnwaeHne — n3yyeHne pesynbTatoB NPUMeHEHUs MeanLMHCKOM
TEXHOMOMMIN 1 CBA3AHHbIX C Heli 3aTpaTt 6e3 BAUAHNA Ha TakTUKy BeAeHWs 601bHOro neyallum Bpavyom co CTo-
POHbI UcciefoBaTeNsA, B TOM YMC/IE OLEHKA KaYecTBa XU3HW B AMHAMUKE;

- MPOCNEKTUBHOE 3KCMEPUMEHTa/IbHOE UCCNef0BaHne — OLUeHKa pe3ynbTaToB NPUMeEHEHNS TeXHOJI0-
TN 1 CBA3AHHBIX C HEl 3aTparT, B KOTOPOM UccnefoBaTe/lb akTUBHO BMELLMBAETCA B TAKTUKY BeAeHNs 60/b-
HbIX. UCNOJIb3YS 3KCNEPUMEHTAIbHOE NIeYEHNE UM NPUMEHSIS HOBbIV NPOTOKO/ SIeYEHUS.

B matepuanax, npeAcTaBnsioWmx pesyibTaTbl KINMHUKO-3KOHOMUYECKOro nccnefoBaHus, OMKeH 6bIiTb
onucaH fm3aiiH U 06CyXAeHbl OrpaHNyYeHusi, CBA3aHHbIe C AaHHbIM An3aiitHoM. Kaxablil 13 BapuaHToB fu3ali-
Ha K/TMHUKO-3KOHOMUYECKOro 1ccrefoBaHns UMeeT CBOM AOCTOMHCTBA U HegocTatku (cMm. Tabnuuy 3).

Ta6nuya 33— CunbHble n cnabble CTOPOHbI KANHUKO-3KOHOMUYECKUX NCCNeA0BaHNA

CunbHble CTOPOHbI Cnabble CTOPOHbI

PaHaoMuU3nMpoBaHHble KNMHUYECKMe uccnefoBaHns

Bbicokas ,OCTOBEPHOCTb pe3y/ibTaToB MNCcKyCCTBEHHO CO3faHHble YCNOBUSA.
Hwn3kas o606uiaeMocTb pe3ynbTaToB.
HeTouyHoOCTb yyeTa (M36bITOYHOCTH) 3aTpar.
HepocTaTtouHoe yncno HabnwaeHui

MpocnekTnBHbIE HaGNOLEHNA

LeMOoHCTpUpYT 3P PEeKTUBHOCTb M 3aTpaTbl B Cuctemartmnyeckas ownbka M3-3a BMeLIWBAKOLWMXCA (DaAKTOPOB:
YCNOBUAX TUNUYHOW NpakTUKN (peanbHblii MUp) npu manoii BbIGOPKe NCKaXXEHUA MOTYT GblTb 3HAYNTENbHbLIMU.
BO3MOXHbI CMeLLeHUs, CBA3aHHbIe C cucTemaTmyeckoil ownbkomn
BblGOpa MccnefoBaTebCKOro LeHTpa

PeTpocnekTuBHble HabnwAeHUs

OueHka athheKTUBHOCTM U 3aTpaThl B TUAUYHON CuctemaTtuyeckan ownbka hopMnpoBaHnNa rpynn HabnoAeHus:
MeAULMNHCKOW npakTuke (peanbHblii Mup). 4yacTb MefUUUHCKON [OKYMeHTaLun UcknyaeTca u3-3a HekavyecT-
Pecypcoc6eperatouwunii gusainH BEHHOTO 3aMo/IHEHUS.

CucTtemaTtuyeckan owmnbka 13-3a BMeLWMBALWUXCA (PaKTOPOB.
CuctemaTuyeckan owunbka n3-3a Bbibopa mccnepoBaTenbCKoro
LueHTpa

7.4.2 KNWHWKO-3KOHOMWYECKUI aHann3

KNNHMKO-3KOHOMUYECKNIl aHaNn3 cknagblBaeTca U3 aHannsa aeKTUBHOCTU MeAULVHCKNX TEXHOSO0-
rMil. aHanusa 3aTpaT Npu NCNosb30BaHNM MeAULMHCKUX TEXHOMOTNI N OLEHKM 3KOHOMUYHOCTY (3KOHOMUYec-
KOV NpremMsiemMocT) MegULMHCKUX TEXHONOTWIA.

OueHka pe3ynbTaToB MPUMEHEHUS MeAWMLMHCKUX TEXHONOMMA B KINHUKO-3KOHOMUYECKOM aHanuse
OCHOBbIBAETCA KakK Ha OLeHKe MPOMEXYTOUHbIX (CypporaTHbIX, KIVMHUYECKUX) KPUTEPUEB, Tak W Ha OLEHKe
KMSATKNX» U «TBEPAbIX» KOHEYHbIX Kputepues. MNpu NpoBeAeHUV KIMHWKO-3KOHOMUYECKUX WCCeA0BaHui
pekomeHAyeTCs UCNOMNb30BaTbh OKOHYATE bHbIE KPUTEPUMN OLLEHKWN PEe3yNbTaToB («MArKMe» U «TBEpAbIe» Kpu-
Tepun). Ana aHanusa «3aTpartbl — 3PPEKTUBHOCTb» ONTUMASIbHBIM KPUTEPUEM OLIEHKN ABISIETCA YMC/IO0 NeT
COXPaHEHHON XW3HW, AN aHanuM3a «3aTpaTbl — MNOMIE3HOCTb» — YUCIO0 JIeT COXPaHEeHHOW XMW3HWM C
nonpaBKoi Ha kayecTBO XMU3HKU (NokasaTenb QALY).

3KcnepTamu, NPOBOAALMMMN OLEHKY MeANLIMHCKAX TEXHOOTNA, AO/MKHO ObITb NPOAaHAIN3MPOBAHO Halu-
yve CBA3WN MeXAy MPOMEXYTOUHbIMU (CYppOoraTHbIMM) N OKOHYATE TbHbIMU KPUTEPUSAMU OLEHKN Pe3y/bTaToB.

B nybnvkauuu pesynbTaTtoB KAMHUKO-3KOHOMWYECKOro WcCnefoBaHus AO/DKHbI OblTb 0603HaYEHbI
NCTOYHVKN AaHHbIX O AeACTBEHHOCTH, athheKTUBHOCTM 1 6€30MacHOCTU N3yvyaeMoi TEXHONOMMN U anbTepHa-
TUBbI A1 CPaBHEHUSA (€CNK AeliCTBEHHOCTb, 3(PheKTUBHOCTbL M 6€30NacHOCTbL He CPaBHUBA/INCH HEMOCPes-
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CTBEMHO B aHanM3Mpyemom wuccregosaHun). [Mpyu NOMYyYEHUW CPABHUTESbHbLIX [aHHbIX B  K/IWHUKO-
9KOHOMMYECKOM WCCMeAoBaHUM NOJlyYyeHHble pe3ynbTaThl criefyeT COMocTaBuTb C pesynbTaTaMu Apyrux
nccnefosaHuit. MNpw cyLecTBEHHbIX Pa3iMunax JO/MKeH 6blTb NPOBEEH aHanu3 YyBCTBUTENIbHOCTU K Bapua-
6eNbHOCTY KpUTEPMEB 3P NEKTUBHOCTU TEXHOOTUIA.

YueT 3aTpaT ABnseTcsA 0653aTeNbHON YacTbio K/TIMHUKO-3KOHOMUYeCKoro aHanmsa. OCHOBHble Npasuna
yyeTa n aHasm3sa 3artpar:

- [OJIXHbI O6bITb YUTEHbI BCE NpsAMble MeAWLMHCKUE 3aTpaThl, He fonyckaeTcs He060CHOBAHHOE UCK/0-
YyeHue oTAesNbHbIX BUAOB 3aTpaT U3 aHanm3a,;

- ANS pa3fINyHbIX YCNIOBUIA BbINOSTHEHUS MEAMULMHCKUX TEXHOMOTMIA NepeyHn aHanm3npyembix 3aTpat
MOryT 6bITb Pa3NUYHbLIMK;

- He fonycKkaeTcs NepeHoC OLEeHKN 3aTpaT U3 OAHOW CTpaHbl B APYryto 6e3 nepepacyeta CTOMMOCTHbIX
nokasaresnei.

Mpwv oueHke pe3ynbTaToB K/IMHWKO-3KOHOMUYECKOro nccnefoBaHnsa (aHanmsa) akcnepTbl AO/KHbI ybe-
AMTbCA. 4TO BbIGOP 3aTpaT A5 yyeTa 6bl1 060CHOBaH MccnefoBaTesieM, a MeToAMKa pacyeTa 3aTpart nog-
po6HO onucaHa.

BbigensioT cnegytowine Bugbl 3aTpaT Ha NPUMEHEHNe MeANLNHCKUX TEXHOMNOTUIA:

a) npsMble MeAuUVHCKMe 3aTpaThl (BK/OYAKOT B CBOI COCTaB BCE U3AEPXKW, HENOCPEACTBEHHO CBSi-
3aHHble C OKasaHWeM MeAULIMHCKOW NOMOLLM), Hanpumep:

1) nepemeHHble 3aTparthl:

- 3aTpartbl Ha AmarHocTuyeckue, neyebHble, peabunnTauroHHbie U npounakTuieckne MeguLmHckue
yCyru, MaHunynsauum u npoueaypsl, B TOM YnC/ie oka3biBaeMble Ha AoMy (Bktovas onnaty paboyero speme-
HW MeAMLMHCKMX PaboTHUKOB, HEMOCPEACTBEHHO 0Ka3blBAKLLMX MEANLMHCKYO NOMOLLb);

- 3aTpartbl Ha SlekapCTBEHHbIE NMpenaparbl;

- 3aTpartbl Ha KPOBb 1 €€ KOMMNOHEHTbI:

- 3aTpartbl Ha fMeTnyeckoe NUTaHve (ecnu 3aTo NnaHupyeTcs);

- 3aTpartbl HA UMAaHTUpyeMmble YenoBeKy Npubopbl 1 NpMcNocobneHns;

- 3aTpartbl NpU BbINOHEHUN OTAE/bHbIX YCYT, BbINO/HAEMbIX CTOPOHHUMUW UCNONHUTENAMK (ayTcop-
CUHT);

- 3aTpartbl Ha coAepXaHue nauveHTa B 1e4ebHOM yupexeHnn («roCTUHUYHBIE YCYTrn»);

- 3aTpartbl Ha TpPaHCNOPTUPOBaHWe 60/IbHOr0 CaHUTapPHbLIM TPAHCNOPTOM, BK/OYasA CaHUTapHY aBua-
uno;

2) nocTOsiHHblE 3aTpaThbl:

- onnara noKynku AOpPOrocTosiLero MeanLMHCKOro 060pyaoBaHus;

- nnarta 3a Mcnosb3oBaHue MeguLMHCKOro obopyaoBaHuns, naowagei n cpegcTts (amoptusauns);

- onnarta KOMMYHasbHbIX YCAyT;

- onnata paboTbl aAMUHNCTPATMBHO-X03ANCTBEHHOrO annapara;

- onfara pemoHTa 3[4aHUii, COOPYXEHUI N TEXHUKK;

- onnara oby4yeHus nepcoHana u gap.;

6) NpAMble HeMeANLMHCKMe 3aTpaThl:

- Ha/MyHble (KapMaHHble) pacxobl NaLMeHTOB Ha ONIaTy CePBUCHBIX YCNYT B MEMULMHCKOM yupexae-
HWWY;

- 3aTpaTtbl Ha HEMeAULIMHCKMe YCNyru, oka3blBaemble nauveHTam Ha [oMy (Hanpvmep, ycnyru couu-
asnbHbIX CNyxo6);

- 3aTpartbl Ha nepemeLlleHne naumeHToB (IMYHbIM, 06LEeCTBEHHbIM TPAHCNOPTOM) U T. M.;

B) KOCBEHHble (HenpsiMble) 3aTpaTbl — 3KOHOMUYECKME NOTEPU OT CHUXKEHNA NPOU3BOAUTENILHOCTY Ha
mMecTe paboTbl NauveHTa 3a cYeT BPEMEHHOW WU MOCTOSAHHOW HETPYA0CNOCOOGHOCTH, NPEeXAeBPEMEHHOIO
HacTynieHus cMmepTn (C yyeTom KoapduumeHTa pUKLMOHHOCTM 3aTpar), OTCYyTCTBMA Ha paboTe uneHoB
cemMbu UAW apyseii nauveHTa, OCYLEeCcTBASALWMX YX04 3a HUM. B 6OMbLUMHCTBE K/IMHUKO-3KOHOMUYECKUX
nuccnefoBaHuii aTM 3aTpaTbl He yunuTbiBalOTCA. B HekoTopbix cnydyasx, 6e3 npumeHeHus koadhduuymeHTa
PPMKLMOHHOCTY KOCBEHHbIE 3aTpaThbl CTAHOBSTCS HEMOMEPHO BbICOKUMMU.

HemartepuanbHble (Heocsi3aeMble) 3aTpaTbl — 3aTparthl, CBA3aHHble ¢ 60/blo, CTPajaHUAMK, AUCKOM-
dhopTOM. KOTOpbIe UCNbITbIBAET NaUMEHT BC/IEACTBME NPOXOAMMOr0 UM Kypca SIeHeHns U N3MeHeHuns Teve-
HMA 60Ne3HN. — U3-3a TPYAHOCTEN C TOYHbIM KOMIMUYECTBEHHLIM U3MEPEHVNEM B AEHEXHOM BbIpaXKeHUW Ha
CerofHAWHNA AeHb 06bIYHO OCTAKTCA 3a pamMmkamy BbINOSIHAEMOrO aHasimsa.

CnepyeT yunTbiBaTh, Y4TO B Tapudax Ha MegULMHCKY0 NOMOLLb B KOMMEPYECKUX OpraHm3aumsax 06bIYHO
3a/10KeHbl Kak NepeMeHHble, Tak U NOCTOSIHHbIE 3aTpaThl, TOrAa Kak B paMkax cuctembl 0653ateibHoro meau-
LIMHCKOTO CTpaxoBaHWA OMaunBaloTCA /b NepeMeHHble 3aTpaThl, a MOCTOSAHHbIe YaCTUYHO OTHECEHbI Ha
COOTBETCTBYIOLUNIA BrOAXET.

17



FOCT P 56044—2014

Ecnun yunTbiBannce obmne — npsimblie U HenpsiMble 3aTtpaTtbl. — PeKOMeHAyeTCcs OTAe/IbHO npefcTas-
NATb pe3ynbTaTthbl UCCNEA0BAHUA C YH4ETOM OBOLUX U C y4eTOM TOJIbKO MPAMbIX 3aTpar.

B nccnepoBaHuy gomkHbl 6bITh YKasaHbl UCTOYHWKM AaHHbIX O 3aTpaTax. [pu pacyeTe npambix 3aTpat
Ha MefWLMHCKME YCNYTN B AEHEXHOM BblPa@XXEHUN UCMOMb3YIOT:

- Tapudbl Ha MeANLMHCKNE YCyTI, AeliCTBYIOLLME B PEFMOHEe B paMKax CUCTEMbI 06A3aTe/IbHOro Meau-
LIHCKOrO CTpaxoBaHus:

- 6lOKeTHble PacLLEeHKN Ha MefuLHCKME YCNyrn, AeliCTBYOLME B KOHKPETHOM YUpexaeHuu;

- LeHbl Ha nnaTHble MeguLMHCKMe YCyrn, B TOM Ynce B paMkax oO6poBObHOIO MeANLMHCKOTO cTpa-
XOBaHWA WIN MHON KOMMEPYECKON AesTeNbHOCTY;

- ycpefHeHHble Tapudbl HECKObKNX MeAULMHCKNX YUPeXAEeHWUA (He MeHee Tpex—nATh C 060CHOBaHN-
eM ux Bblbopa, Hanpumep, penpeseHTaTVBHO NPeACcTaBNALWMX MeAULVHCKYI0 CETb PEroHa);

- pe3ynbTaTbl COGCTBEHHbLIX 3KOHOMWYECKUX pacyeToB LEH Ha meauuuucxue ycnyru (C onucaHuem
MeTOAMKM pacyeTa, Hanpumep, C y4eTOM YC/IOBHbIX eAuHUL, TpygosaTpar, cornacHo HomeHknatype meau-
LIMHCKNX YCNYT B 34paBOOXPaHeHN, 1 CpefHe ueHbl YCN0BHOW eAnHNLbI, COrTacHO CpeaHVM cTaBkaM 3apa-
60THOI NNaTbl COOTBETCTBYIOLLErO NEPCOHaNa).

[naypo6cTBa pacyeToB LeH Ha MeAULIMHCKME YCNYr peKOMeHAyeTCA CNoNb30BaTh Tapudbl CUCTEMBI
0653aTeIbHOr0 MeAULIMHCKOro CTpaxoBaHUs, YMHOXEHHbIe Ha KO3 ULNEHT, paccUnTaHHbI! Kak COOTHOLLe-
HVe onnatbl NepeMeHHbIX 3aTpaT (cuctema MeAmMLMHCKOrO CTpaxoBaHWs) N NOCTOSAHHbIX 3aTpaT (6logxeTa)
Ha NPOTSXKEHUW ABYX NOCNEeAHUX NeT.

Mpy pacyeTe NpsMbIX 3aTpaT Ha flekapCTBEHHbIE CPeACcTBa B IEHEXHOM BblpaXXEHUN UCMOMNb3YIOT:

- PO3HWYHbIE LieHbl Ha NekapCcTBEHHblE CpeAcTBa B anTeyHol ceTn (Mpu aHanuse 3aTpaT Ha ambyna-
TOPHOE /leveHne, a Takke B Criyyasx, Korga fekapcTBeHHble cpeacTsa npuobpeTaoTcs HenocpencTBEHHO
nauveHTom);

- ONTOBblE LieHbl (hMPM-AMCTPMOBLIOTOPOB — NPU aHanuse 3aTpar Ha fievyeHne B cTaumoHape.

PekomeHayeTca ucnonb3oBaTb YCpefHEHHble nokasaTenu LeH. pacCYuTaHHble Ha OCHOBaHUu
npac-nnMcToB HECKONIbKMX OpraHn3aunii PO3HUYHON W ONTOBOW TOProB/W, U NPOBOAUTL aHann3 YyBCTBU-
TeNbHOCTU K BapuabenbHOCTY 3aTpart.

HenpsiMble 3aTpartbl paccynTbiBalOT C UCNO/b30BaHWEM METOL0B Ye/10BEeYeCKoro kanutana nnn qpuk-
LIMOHHBIX 3aTpar.

Heo6xoauMo NpuHMMaTh BO BHMMaHWe, YTo B TeX cay4yasx, korga acpg ekt MeanLMHCKO/ TeXHOMormmn
pacTarmeaeTca BO BpEMEHU, MepuoA yueTa 3aTpaT MOXeT B HECKO/IbKO pa3 NpeBbillaTh NPOA0/MKUTENBHOCTD
HenocpeACcTBEHHOTO NMPUMEHEHUS TEXHOMOrMN. Bbli6op BpeMeHHOro nepvoja Ansa aHanusa 3atpart JOJDKeH
6bITb 060CHOBAH.

3aTpartbl Ha fiMTenbHOe NpMMeHeHWe TexHonorun (B TedeHne 6onee yem OAHOro roga) Heo6xoA4nMo
OVCKOHTMPOBATb.

[ncKoHTMpoBaHWe — onpejeneHne TeKyLlero 3KBMBaneHTa AEHEeXHbIX CPefCcTB, KOTOpble NpeacTouT
nony4nTb WK NOTPaTUTL B ByAyLLeMm, C YHeTOM TOro, YTO 3aTparthl, MOHECEHHbIE B HACTOsLLee BpemMs, Bcerga
60/1e€ LieHHbI, YeM 3aTparThbl, MOHECEHHbIE B ByAyLieM. JUCKOHTUPYOLLNIA KO3(D(ULNEHT AO/IKEH ObITb 060CHO-
BaH uccnegosaresnieM. O6bIYHO OH COOTBETCTBYET CpefiHeli CTaBke Mo rofoBoMy 6aHKOBCKOMY KpeauTy.

7.4.2.1 Buabl aHanusa satpar

Pa3nunyHble meToAbl aHanm3a 3aTpaT MOryT ObiTb UCMOMNb30BaHbI 4715 OLLEeHKN MeAWNLMHCKON TeXHOoMo-
TMW. B TOM YUC/I€ OL,EHKM 3KOHOMNYECKOTO 6pemMeHn TeEXHONOrMN Ans 6logxeTa opraHusauumn, permoHa, rocy-
[apcTBa, CMCTeMbl MEANLUHCKOrO CTpaxoBaHusa 1 ap.

[BC-aHanu3 — meTof ynpas/eHYecKoro yyeta, KOTOPbI/i NO3BONSAET MpoaHann3npoBaTb CTPYKTYpY
NMOHECEeHHbIX 3aTparT v BblenTb Hanbosee 3aTpaTHble Hanpas/ieHUs pacxofoB (onpeaesnnTb, Ha uTo yXoanuT
OCHOBHas Aonsa 6iomxeta). Mpu npoefeHun JIBC-aHannsa CTPYKTypbl 3aTpaTt Ha MeAULMHCKUE TEXHONOTN
onpefenseTcsa [0NS 3aTpaT Ha Kaxayl MCMO/b30BaHHY TEXHOMOMNIO, BCE MUCMNO/Mb30BaHHbIEe TEXHOMOMMNN
paHXupyloTca B nopsigke y6biBaHMS 3aTpaTt Ha HUX WU AeNATCA Ha Tpy rpynnbl: A — Hanbonee 3aTpaTtHble, Ha
KoTopble B cymme ywsno 80 % 3atpar. B — meHee 3aTpartHble, Ha KOTopble B cymme ywno 15 % 3atpar,
n C— HauMMmeHee 3aTpaTHble, Ha KOTopble yLWwau ocTtaswwmnecs 5 %.

VEW-aHann3 nosBosseT OUeHUTb LenecoobpasHoCTb pacxofoBaHWA pecypcoB NyTeM pasfeneHus
BCEX WCMOMIb30BAHHbIX TEXHOMOMMA Ha Tpu kaTeropuu: V (0T aHra, vital) — XU3HEHHO BaXHbIe,
E (essential) — Heobxoaumble, N (non-essential) — BTopocTeneHHbIe, HE BaXHblE€. — U OLLEHUTb, TEXHOJI0-
TMW Kakoli kaTeropuy npeobnagaor.

CnepyeT yunTbiBaTb, YTO B OAHOM C/lyyae TEXHOO0TUS NPUMEHeHns (Hanprumep, NekapcTBeHHoe cpea-
CTBO) NPV 0AHMX 3a60N1eBaHNAX MOXET OTHOCUTLCA K KaTteropun V. a npu gpyrom — K kateropum N.

Mpumep — MpenapaThbl Xxenesa npu xenesogedynTHON aHemMun, 6€3yCcNOBHO, UMEIT cTaTyc V. Torga
Kak npu 6epemMeHHoCcTU (6€3 AOKA3AHHOIO Xene3ofed@UUMTHOro cocTosHnsa) — craTyc N.
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WToroBblii aHanu3 npegnonaraet coBmelleHme ABC- n VEW-aHanun3os. [115 3T0ro B kaxaon rpynne A,
B C npoBogAT fieneHune TexHonornii Ha kateropum V.Eh N. OnTumManbHbIM cYMTaeTCs OTCYTCTBME TEXHO/O-
rvin kateropunm N cpefu TexHonoruii rpynnsl A. PaccuntaHHas [0NSA 3atpar Ha TexHonoruu kateropum N
no3BoMIsieT OLEeHUTb noTepu OlofxeTa, CBSI3aHHbIE C MPUMEHEHUMEM MasIOLEHHbIX TexHonoruii 6e3
[OKa3aHHO ahheKTUBHOCTML.

YacToTHbI aHann3 NO3BOMSET OLEHUTb, HACKO/IbKO 4acTO MPUMEHSAKTCA Te UMW UHble TeXHO0run
(kakas fonsa 60/bHbIX X NOAYYaeT), ¥ BbISBUTb MCNO/b3YloLWMecs Hanbonee 4acTo U. HaNpoTuB, peako. Yac-
TOTHbIV aHannM3 NPoOBOAAT TO/ILKO NO NEPBUYHON MeAULMHCKON AoKyMeHTauun. B cnyyae ecnu goporocTosi-
was TexHonorna 6bina UCnonb3oBaHa MUWb 1—2 pasa 3a rof, HO OHa BblTECHWIA BCe OCTasibHble W3
rpynnel A npy ASC-aHanuse, Ans ygo6cTsa ee MOXHO UCKIOUYNTL U3 Tabnuubl A6C-aHanusa.

DDD-aHanu3 — meTtos (hapmMakoanuaeMnosiornyeckoro aHanmsa, no3BoNSWUiA OLEHUTb YPOBEHb
noTpe6aeHns nekapcTBEHHbIX CpeAcTB. MeTo/ OCHOBaH Ha pacyeTe KONMYecTsa MCNO/1b30BaHHbIX CPeAHUX
CYTOYHbIX [03 nekapcTBeHHoro cpeactBa (DDDs) 3a aHanu3vpyemblii nepvos BPeMEeHU OTHOCUMTEsIbHO
100 ko ko-fHel B CTauMoHape Win yncna nauveHToB B fleHb B ambynaTopHOW ceTu.

Pesynbtat DDD-aHanu3a no3BOMSET OLEHUTb YpOBEHb MOTPebsieHus NeKkapcTBEHHOrO cpeAacTBa B
AVHamuKe (Hanpumep, A0 W Nocne BHeAPEeHNA HOBOW TEXHOMOMUN NeYeHns), CpaBHUTb YPOBHU NOTpe6ieHns
pa3NNyHbIX NeKkapCcTBEHHbIX MpenapaToB 3a OAWH Mepuoj BPeMEHW UM CPaBHUTb YPOBEHb NOTpebieHns
NekapcTB B pas3/INyHbIX Ie4ebHO-NPohnaKkTUYECKUX YUPEXAEHNAX.

DDD-aHann3 MoXeT 6bITb MPOBEAEH HA YPOBHE MEULMHCKONM OpraHn3aumun, ropoaa, permoHa, CTpaHsbl.

MeTtoauka nposegeHus ABC. VEN. DDD 1 4acTOTHOro aHasim30B M3/10XxeHa B NpunioxeHun I.

AHanuns ctoumocTtun (bpemeHn) 601e3HM — OLeHKa BCeX 3aTpaT, CBA3aHHbIX C onpeaeseHHbIM 3abone-
BaHVeM. AHann3 He yuuTbiBaeT 3(O(PEKTUBHOCTb OKa3aHHOW MeAULIMHCKON NOMOLLM, HO MOXET BbITb NpuMe-
HeH AN5 N3yyeHnss TUNYHON NPakKTVKN BefeHnsa 60/bHbIX C onpegeneHHbiM 3ab6onesaHnem, Heobxoanm Ans
BblSIB/IeHNS 3aboneBaHunil, HecyLmx HanbonbLlnNii IKOHOMUYECKUI ywepb, 1 Ncnonb3yeTca ANa pelleHus
Takux 3afiayd, Kak nnaHupoBaHue pacxoos, onpefeneHne Tapudos 415 pacyeToB Mexay cy6bekTramu cucTe-
Mbl 3[4paBOOXPAHEHUSA W MeAULMHCKOro cTpaxoBaHus u T.n. MNogBuAoM aHanv3a «CTOMMOCTU 60ne3Hu»
ABNSAETCA aHanu3 6pemeHn 60M1e3HN — OLleHKa BCcex 3aTpart 6roaxeTta (rocyfapCTBEHHOIO, CUCTEMbI WK
opraHusaunnm MefuUMHCKOrO cTpaxoBaHus v Ap.) BcnegcTene 3a60/1eBaeMoCcT U CMEPTHOCTU BOMbHbIX C
onpefeneHHoi naTonorueli Uan rpynnoi natonoruii (Hanpumep, ¢ OHKO0rMyeckMMu 3aboneBaHusMu).

7.4.2.2 OueHka 3KOHOMWUYHOCTW MeLULMHCKAX TEXHONOTUIA

OCHOBHbIMW MeTOAaMM OLeHKV 3KOHOMUYHOCTN MeLULMHCKAX TEXHOMOTNIA ABNAITCS:

- aHanus «3aTpaTbl—3a(EKTUBHOCTb» — BU KIMHUKO-3KOHOMUYECKOr0 aHann3a, npu KOTOpoM Mnpo-
BOAAT CPABHUTE/IbHYIO OLEHKY COOTHOLLEHUS 3aTpaT M 3hheKTUBHOCTU MpU ABYX W 6osiee TEXHOMOIUAX,
3 heKTUBHOCTb KOTOPBIX Pa3fiMiHa, HO pe3yNbTaTbl U3MEPSIIOTCS B OAHUX U TEX Xe eanHuLax.

Mpumep — AMHaMunKa KIMHNYECKOTO CUHAPOMA UNM CMMIITOMA 60ne3Hu, yacToTa Bbl3aOpOBE€HNA Unn
peMuccumn, 4yncno npefoTBpal,eHHbIX OCNOXHEHWA, FOAbl COXPAHEHHOW XU3HN U T. n.;

- aHanM3 MUHUMMK3aLuUK 3aTpaT — YacTHbI ciyvall aHanmnsa «3aTpaTbl—3thEKTUBHOCTbL», NPU KOTO-
pOM MPOBOAAT CPABHUTE/bHYIO OLLEHKY ABYX 1 6011€ee TeXHOMOMMiA, XxapakTepusyoLmxca naeHTUYHon adhdek-
TUBHOCTbIO. HO pasHbiMM 3atpatamu. [lpefHasHayeH ANA ONpefefieHns HavMeHbluMX 3aTpaTr Ha
paBHO3(h(heKTUBHbIE MeANLMHCKME TEXHOOTMN. PekoMeHayeTcs NpUMEeHATb aHann3 MMHUMK3aumMmn 3aTpar
npu CPaBHUTENILHOM NCCNEef0BaHNN PasHbiX (HOPM WU PasHbIX YC/I0BUI NPUMEHEHWS OAHOTO /IeKapCTBEHHO-
ro cpefAcTBa Uam oAHON MeAULMHCKON TEXHONOMMN. NAEHTUYHOCTL 3h(heKTOB Masio AOCTUXKMMA, Tako BUA,
aHanusa siBNAeTcA onpefesieHHol cTeneHbio AoNyLeHnss 06 aHanorMYHOCTM NoyYaeMblX pe3ynbTaTos;

-aHann3 «3atpatbl—n0Me3HOCTb» (YTUINTAPHOCTb) — BapuaHT aHanusa «3aTpaTbl—addekTnB-
HOCTb». MPW KOTOPOM 3(hDEKTUBHOCTb NPUMEHEHWSA TEXHOMNOMMMN OLEHNBAETCA B €MHULaX NOME3HOCTH C TOY-
KN 3peHns noTpebutens MeAnLMHCKOR NOMOLLM, Hanpumep, Ka4ecTBO X13HU. Hanbonee yacto ncnonb3yeTcs
MHTerpasbHbllii MoKasaTeslb «COXPaHEHHbIE roAbl KA4eCTBEHHOM XUn3HN» (QALY);

- aHa/n3 «3aTpaTbl—Bbirofa» — BUJ KIMHUKO-3KOHOMWYECKOro aHasin3a, npu KOTOPOM Kak 3atparthbl,
Tak 1 pesynbTarbl NPUMEHEHUs TEXHONOTWNIA NpeAcTaB/eHbl B AEHEXHOM BblpaXeHWW; 06bI4YHO OTpaxaeT
pes3ynbTaTMBHOCTb BMOXEHWSA CPeACTB B Te WM MHble NporpaMmbl (OpraHu3aLoHHblIE TEXHO0MMN) Meau-
LIMHCKOI NOMOLLM, Hanpumep, CKpUHUTa Uav nporpaMmbl BakUuHaumy;

- aHanv3 BAMAHUA Ha 6I0XeT — YacTHbI Criyyall aHannsa «3aTpaTbl—Bbiroga», npyv KOTOPOM YUUTbI-
BalTCA (DUHAHCOBblE MOCMEACTBMA NPUMEHEHUS MeAMLMHCKOM TEeXHOMOorMn € yyeToM o6Liei nonynsuuu
60/1bHbIX WW 3[0POBbLIX N1, K KOTOPbIM 6yAeT NpUMeHeHa TEXHOOrMS, BO3HMKalOLWero nepepacnpejene-
HMSA pecypcoB B CUCTEME UK OpraHu3auuv, M3MeHeHu coctasa 3atpar (Npsmble MeAUNLUHCKNE, KOCBEHHbIe
3aTpaTbl).
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PesynbTatbl aHann30B «3aTpatbl—ahdEeKTUBHOCTb» U «3aTpaTbl—MNOME3HOCTb» A0/IKHbI ObiTb Npes-
CTaBfeHbl B popMe nokasareneii COOTHOLIEHWS 3aTpaT 1 4OCTUTHYTOro adhekTa 1 UHKPEMEHTAIbLHOTO Noka-
3atens (nokasarens npupawieHns aeKTBHOCTH 3aTpaT): COOTHOLIEHNA pa3HuLbl B 3aTpaTax u pasHuLbl B
pesynbTaTtax NPUMeHeHUst ABYyX TEXHOMOrMA (06bIYHO 6onee foporoit u 6onee ahhekTUBHONM NO CpaBHEHUIO
C MeHee [0poroil n meHee 3ahHEKTUBHON); pe3yNbTaToM ABNSETCS OTBET Ha BOMPOC, CKO/IbKO TpebyeTcs
JONOSTHUTE NbHBIX 3aTpaTt Ha [ONOSTHUTE/bHYI0 eAnHULY 3ekTUBHOCTM (NONE3HOCTU) — MapXuHasibHble
3aTparTbl.

Pe3ynbTaTbl aHann3a MMHUMM3aLUuK 3aTpaTt A0/DKHbI O6bITb NpeAcTasBieHbl B (hopme abCoNoTHONW pas-
HWLbI B 3aTpaTax (B AEHEXHbIX efnHMLax) Npy NPUMEHEHUN nccnesyemoii TEXHOMNOrMK No CPaBHEHWUIO C alb-
TepHaTUBHOW.

PesynbTathl aHann3a «3atpaTbl—BbIrofa» A0/KHbI ObITb NpeAcTaBieHbl B hopMe abCoNOTHON pasHu-
bl Mexay 3aTpaTamu v BbIroA0l B LeHEXHOM BbipaxkeHnn Nnbo B hopme nokasaTesis COOTHOLLIEHNS 3aTpaT u
[OCTUTHYTOrO adhpeKTa B [LEHEXHOM BbIPaXKEHUN.

B oTyeTe 0O K/IMHUKO-IKOHOMMWYECKOM MCCAefOoBaHUW LO/MKHbI ObiTb ykasaHbl OTAENbHO 3aTpaTbl U
pe3ynbTaTbl NPYMEHEHUs BCEX UCC/IeAyeMbIX TEXHOMOTWIA.

7.4.2.3 Yron 3peHus nccrefoBaHns

B nccnepoBaHnn fOMXKHO 6biThb YETKO CROPMY/IMPOBAHO, YbW Pacxofbl, CBA3aHHbIe C NPYMEHEHNEM
MeANLMHCKOR TEXHONOrNK, BblN yYTeHbl B UCCIeA0BaHMN (3KOHOMUYECKas NO3MLMNS aHann3a).

KNUHMKO-3KOHOMUYECKMIT aHaM3 MOXeT OblTb NPOBEAEH C NO3NLMK:

- o6uecTBa B LenoM (B aHann3 BKIOYAKOTCA BCe 3aTpaTbl, CBA3AHHbIE C NPUMEHEHNEM MEMULMHCKOW
TEXHOMOrMN, HEe3aBUCUMO OT TOrO, KTO X HeceT);

- cucTeMmbl 34paBooxXpaHeHuns Ha hefepanbHOM YpoOBHE, YPOBHe cy6bekTa degepauny nam MmyHuUm-
nanbHOro o6pasoBaHus, CUCTEMbI 0683aTe/TbHOT0 MEANLMHCKOrO CTPaxoBaHNna (B aHaIn3 BKIIOYATCA TOb-
KO 3aTpaTbl CUCTEeMbl 34pPaBOOXPAHEHUA WM CUCTeMbl 06A3aTesIbHOr0 MeAMLMHCKOro CTpaxoBaHus
COOTBETCTBYIOLLENO YPOBHS);

- OTAEeNbHOI opraHn3auuy, okasblBaloLlwen MeanLMHCKYI0 NOMOLLb UV OTBETCTBEHHON 3a ee opraHu-
3auuio n chuHaHcpoBaHue (B aHa/IM3 BKIOYAOTCS 3aTpaThbl TONbKO MEAMLMHCKOM OpraHn3anum nam cTpaxo-
BOW MeAMLMHCKON opraHnsauuv, Wim 4acTHONPaKTUKYLWero MeguUmnHcKoro paboTHuka n T. n.);

- OTAEeNIbHOro nauueHTa Uamn ero ceMbu (B aHasim3 BKIOYAIOTCA TOIbKO Te 3aTpaTthl, KOTOpbIe NauneHT n
ero ceMbsl onsaynBatoT N3 COBCTBEHHBIX CPEACTB).

7.4.2.4 AnbTepHatvBa 4151 CpaBHEHUSA

Bbi60op MeauLMHCKOV TEXHOMOTUW A5 CPAaBHEHUSA NMPU NPOBEAEHNN KITMHUKO-9KOHOMUYECKOro aHanusa
3aBMCUT OT NO3MLMKN UCCNeA0BaHUsA, Lieneli n 3agay uccnefoBaHna U fomkeH 6biTb 060CHOBaH UccnefoBa-
Tenem.

Mpy NpoBefeHNN KIMHUKO-3KOHOMWYECKOTO aHasm3a CpaBHeHWe WCCneAyemMoil TEeXHOOTUM MOXHO
NPOBOANTL:!

- C TEXHOMoruen, yallie BCEro UCNosib3yeMoii No aHanorMyHbIM nokasaHusaM (kak BapuaHT C «TUMNNYHOW
NpakTuKoii» BeAeHNs 60MbHbIX C AaHHbIM 3a60n1eBaHveM, 63 ykazaHUs KOHKPETHOW TEXHONOMMK CPaBHEHWS);

- C TexHonoruen, apnswweica Hanbonee ahPeKTMBHON HA COBPEMEHHOM YPOBHE pasBnTUa Meauuu-
Hbl Cpefn MCnosfib3yeMbIX MO aHaNIOrMYHbIM MNoKasaHnaM (3¢heKTUBHOCTL [O/MKHA ObiTb NMOATBEPXAEHA B
KTMHUYECKUX UCCNefoBaHNAX BbICOKOTO MeTO4MYeCcKOro kavyecTBa);

- € Haubonee feLleBO TEXHONOIVEN Cpefn NCNO/b3YeMblX MO aHaNOMMYHbLIM NOKa3aHUAM;

- C TexHosorneli, pekoMmeHayemoli CTaHAapToOM, KIMHUYECKMU pekoMeHaaumamu (MpoToKOIoM fiede-
HWSA) UV MHBIM HOPMATUBHBLIM JOKYMEHTOM.

- C BefeHneM naumeHta 6e3 NMPUMEHEHUs Kakmx-mbo crneuuasnbHbliX TEXHONOrMn (HabnogeHve 3a
eCTeCTBEeHHbIM TeyeHnem 3aboneBaHuns); cpaBHeHNe C OTCYTCTBMEM SIeHEHUSI UCMOMb3yeTCs B Tex cryyasx,
Korja OHO MMeeT MeCcTO B NpakTuKe 3[4paBOOXPaHEHUS N HE NPOTUBOPEYUT 3TUUECKMM HOpPMaM.

Hepepko ncnonb3yeTtca HeENPsSIMOe CpaBHEHUE MeAMNLUHCKUX TEXHOMNOTUIA, NO pe3ynbTaTaM HECKObKMX
KIMHUYECKUX UccnefoBaHWil, Tak kak B ONy6AMKOBaHHbIX WCCMe0BaHNAX Hepeako OTCyTCTBYyeT npsmoe
CpaBHEHWe TEXHOMOTUIA.

7.4.2.5 TNonpaBka Ha HeonpeaeneHHoCTb (YyBCTBUTENbLHOCTD)

MpakTnueckn Bce nokasarenu 3aTpaT 1 pe3ybTaToB NPYMEHeHNS MeANLIMHCKNX TEXHOTOMMI ABNSATCA
He oMKCUPOBaHHbLIMU, a NepeMEHHbIMU BEIMYMHAMU, cnefoBaTe/IbHo, He06X0ANMO OLEeHMNBATb S3KOHOMUYEC-
Kyl0 L,eNnecoo6pasHoCTb NPUMEHEHUS MEAVNLMHCKOW TEXHOMOMMK NPU pasHbIX 3HAYEHUSAX UCXOAHBIX NapameT-
poB. OueHKa HeonpegeneHHoOCTN npeAnonaraeT, Kak MUHUMYM, NPOBeAEHNe aHanm3a YyBCTBUTENbHOCTN
pe3ynbTaToB K KonebaHnaM UCXOAHbIX NapaMeTpoB. Hanprumep, NOBTOPSAIOT BbIYMCAEHNUA NPY MUHUMAbHO
LileHe nekapcTB ¥ NPy MakCMMasibHOM M3 BO3MOXHbIX LieH fiekapcTB. Mpy aHannse 4yBCTBUTE/IbHOCTU OLEHN-
BalOT. HACKO/IbKO MEHSATCA NOJyYeHHblE 3aKOHOMEPHOCTU NPU U3MEHEHUN BXOAHBIX NapaMeTpoB.
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MepeyeHb BOMPOCOB A1 aHa/M3a METOANYECKOrO KavyecTBa K/TMHUKO-9KOHOMUYECKUX UCCnef0BaHuii
npuBeAeH B NpUIoXeHun B.

7.4.3 MopenvpoBaHue

MopenvpoBaHue 06bIYHO NMPOBOASAT NPY HEBO3MOXHOCTU NOYYUTb peasibHble AaHHble, HE06X04UMblE
ANA NpOBeAeHUs KTMHMKO-3KOHOMUYECKNX pacyeToB B UCCNeA0BaHUN UK HabnoaeHnn.

MogenvpoBaHue (fonyLeHne) MoXeT NCNOob30BaTbCS:

- B C/lyyae, Korga B K/IMHUYECKMX UCCNEefOBaHMAX He U3yyasiucb ONoCpPefoBaHHble W OTAANIEHHble
pe3ynbTaTbl Ie4YeHNs — pe3ynbTaTbl KTMHUYECKUX UCCNef0BaHNi AONOMHATCA AaHHbIMU U3 [PYTMX NCTOY-
HMKOB (He paHAOMU3NpPOBaHHbIE NCCNEA0BaHNA, UCC/e0BaHUSA-HAOMOAEHNS, SKCNEePTHOe MHEHWE 1 ap.);

- Mp¥ MCNONb30BaHUW pe3ynbTaToB UccNefoBaHWii, NPOBEAEHHbIX B APYINX CTpaHax, ANA NPUHATMA
KTMHUYECKNX 1 YNpaB/ieHYeCKNX peLleHunin B Poccuu;

- NpW HeobXoAMMOCTY cAenaThb 3ak/iUYeHne o LesecoobpasHoCT NPUMEHEHNSA MEANLMUHCKOW TeXHOo-
noruu B rpynne nauveHToB, He BKNIOYABLUMXCS paHee B UccnefoBaHusa (Hanpumep, nauneHTbl C OC/TOXHEH-
HbIM TeYeHnem 3abonesaHus);

- Npu HeobX0AMMOCTN YBENNYEHNSA KOropTbl NaLMEeHTOB NPU UCXOAHO HEBGOMLLLIOM WX YACAE B KIUHU-
yeckom nccnegosaHumn (metos MoHTe-Kapno):

- MpW OTCYTCTBMM WUCCNEeA0BaHWUA, B KOTOPbIX MeAWLMHCKaA TEXHOIOTNA cpaBHWBanNach 6bl C ApYroi
TEXHOMOTWA, ABNAOLENCA ONTUMaNbHOW anbTePHATUBON ANA CPABHEHWS;

- NPV HEO6XOANMOCTY yYeCTb pas/iina B NOTpe61eHNN PeCypcoB Npu UCCeA0BaHUN U HA NPaKTUKE;

- NPV OLEHKe 3aTpaTr Ha NPUMEHEHMEe TEeXHOJOoTUW [HanpyMep, UCMOoNb3ysA CTaHAapTbl MeAULMHCKOW
NMOMOLUM WM KVHUYECKne pekoMeHAauny (MPoToKONbI NeveHuns)].

MopenvpoBaHme BO3MOXHO B OTHOLIEHWUW KakK pe3y/ibTaToB MeAULIMHCKON TEXHONOMK, Tak 1 3aTpar Ha
ee npuMeHeHue. B npouecce NPUHATAA peLleHnii Yallle CNob3yT ABa BUAA MOAEMPOBaHNSA:

1) nocTpoeHue ApeBa peLleHunii;

2) mopenb Mapkosa.

Mpy NpoBeAeHUN OLEHKN MeAULMHCKON TEXHOMOMMN 3KCnepThl obpalaloT BHUMaHue Ha 060CHOBaH-
HOCTb MCNO/Ib30BaHUSI MOAENNPOBAHUS, HA/IMYME ONUCAHUS BCEX YCI0BUI NOCTPOEHUS Mogesnn (S0NycKoB,
rmnotes), o60cHOBaHMeE ¥ NOMHOTY BbIGOPA M OLEHKM UCTOYHMKOB MHhopMaLun, pesynbTaTbl KOTOPbIX 6bln
MONOXeHbl B OCHOBY uccnefoBaHns. [lo/mkHo 6biTb NpeAcTaB/eHo NoApo6Hoe onvcaHne MeToANKA Mogenu-
pPOBaHUS NCXOAHBIX AAaHHbIX Y CNOCO60B MaTtemMaTnyeckoin o6paboTkn AaHHbIX.

MopgenvpoBaHue ABnseTca pecypcocbeperatowyMm MeTO40M, MO3BO/MAIOLWMM BOCMNOMHUTL Npo6ensbl,
CBsi3aHHble C OTCYTCTBMEM [JOCTOBEPHbIX AAHHbIX, YCKOPUTbL MPOLLECC NMPUHATUS PeLUeHUi, OHO flaeT BO3MOX-
HOCTb NPOBEPUTL BNUSIHE BapnabenbHOCTY KIOYEBbIX NapamMeTpoB Ha ncxoabl. OAHOBPEMEHHO MOLeNunpo-
BaHVe 6a3npyeTcs Ha NpeAnonoXeHNaX, fOoNyLWeHNAX, B HEM YacTO UCMOMNb3YIOT pe3ybTaTbl UCCNef0BaHN
C pasHoil mMeTofonorMel NonyvyeHus AaHHbIX. VICKYCCTBEHHO CMPOEKTUPOBaHHbIE YNPOLLEHHbIE YCNOBUSA
MOZENMPOBaHNA CHUXAIOT HafeXHOCTb (BaMAHOCTL) pe3ynbTaTos.

7.4.4 OueHka nauyveHTaMy NPUMeEHEHNS MeAULUHCKAX TEXHOMOrNi

OueHka MeMUNHCKUX TEXHOMOrMiA nauneHTamm — MHgopMaLmus 0 NPUMEHEHNN TEXHONOTUN, NOYYEH-
Has OT nayMeHToB, 6€3 NPOMEXYTOYHOWN ee 06paboTKM TPETbUM NIMLOM (UHTEPBbIOEPOM, 3KcnepToMm). Kpute-
pvmlvu/l OLLEHKM NauMeHTaMmy LeHHOCTU NPUMEHEHNA MeAMNLIMHCKMX TEXHOMOTNIA CnyxarT:

N3MEHEeHNs BbIPAXEHHOCTW CMMNTOMOB 3a60n1eBaHUs:

- NepeHOCHMOCTb IeYeHus;

- (PyHKLMOHANbHBINA CTaTYC;

- Ka4yecTBO XW3HW, CBA3aHHOE CO 3[J0POBbLEM,;

- YA0BETBOPEHHOCTb OXWUAAHWIA;

- 9KOHOMUYeckas v husnyeckas JOCTYMHOCTb MEANLUHCKUX TEXHOMOTUIA;

- NPUBEPXEHHOCTb PeKoMeHAauusam spavei.

Ona usMepeHns naymeHTaMu LLeHHOCTU MeANLMHCKUX TEXHOMOrMiA NCnonb3ytoT obLive ncneunduyec-
Kne MHCTPYMeHTbl. O6Lme MHCTPYMEHTbI MO3BOMIAIOT CpaBHUBATbL NapameTpbl BHE 3aBMCUMOCTM OT COCTOS-
HMA UnKn 3aboneBaHusi, cneunduyeckme — CTporo Npu onpeseneHHoM COCTOSAHUM unn 3a6oneBanHun, Unm B
onpejeneHHo rpynne nayMeHToB.

K MHCTpyMeHTaMm OLeHKN pe3y/bTaToB /leveHns naymeHTaMmm OTHOCATCA:

- OMPOCHVKX: cneunanbHO pa3paboTaHHbIi yNopsLoYeHHbI nepeyeHb 3aKpbiTbiX BOMPOCOB, Kacato-
LMXCsA onpefesieHHON cdepbl UM HECKOSbKUX cdiep XU3HeAeATeNbHOCTWN NauueHToB, C BO3MOXHOCTbIO
Bbl6Opa OTBETA U3 NPEANIOXEHHbIX BAPUAHTOB, 3aMo/IHAEMbI HENOCPEeACTBEHHO NaLMEHTOM (Kak BapuaHT —
fonyckaeTcsl 3ano/IHeHVe Y1IeHOM CeMbM, Hanpumep, y MaseHbkux aeTein);

- VHTEpBbIO: ONPOCHI B OTKPLITOW MW 3aKPbITON hopme 3afarTca MHTEPBLIOEPOM PECMOHAEHTY, OTBe-
Tbl 3aHOCATCA B CNeLuanbHO NOArOTOBEHHYIO AN 3TOT0 MaTpuLy:
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- LUKaNbl: MHCTPYMEHT B BUAE NINHEVKNA, BU3YyaslbHO-aHa/I0rOBOWA LKasbl NN «TPpafyCHVKa», C HaHeCeH-
HOI1 Ha HEM rpafyupOBKOI, HOMOTPaMMbl, KasibKy1ATOPa U UHbIX MPUCMOCO6EHWIA, HA KOTOPbIX PECNOHAEHTY
npepnaraeTcs OTMETUTb BbIPaXEHHOCTb Kakoro-nn6o ssneHnsa (6011, COCTOSHUS, Ka4ecTBa XU3HWU, YPOBHS
TPYAO0CNOCO6HOCTUN 1 Np.);

- OHEBHWKMN NauMeHTOB, perynsapHbie 3anucu HabnwgeHui naumeHTa 3a TeyeHvem cBoero 3abonesa-
HUS1, KOTOPble NPOBOAAT NO hOpPMaNIN30BaHHOW CTPYKTYpe 1 MeTofuke (Hanpyumep, ukKcaums apTepuanbHo-
ro AaBfEHUS UM YPOBHS [/1H0KO3bl KPOBU C MUCMOJIb30BaHWEM YCTPOWCTB — MPUIOXKEHUIA ANA MOOW/IbHbBIX
TeNedoHOB ¥ M/IaHLETHbIX KOMMbIOTEPOB):

- y4eT noTpebnsemMbiX MegULMHCKUX PeCypCcoB: NauneHTbl 0OTMeYalT KOSIMYeCTBO ocTaBLumnxcsa Tabne-
TOK WIN YUC/I0 BU3UTOB K Bpady 3a onpefesieHHoe Bpems:

- MeToj a3apTHON Urpbl — MeTOJ OLEHKU NOMe3HOCTV OnpefesieHHOro COCTOSIHUA 3[0POBbsA, MNpu
KOTOPOM NauueHTy npegnaraloT BblopaTb Mexay ABYMS afibTepHaTusamMmu: npebbiBaTb HeOrpaHUYeHHoe Ync-
N0 neT B onpeAesieHHoOM COCTOAHMN 3[40P0BbsA B (He onTUManbHOM) AU NONTU Ha PUCK (Hanpumep, NpUMeHe-
HVe MeAVLMHCKOW TEXHOMNOorMM), NP KOTOPOM eCTb BEPOATHOCTb P — OKa3aTbCHA B COCTOSAHUW abCONOTHOMO
3[10pOBbS, HO U BEPOATHOCTL (1-p) — yMepeTb. 3HayeHne p MeHsieTcsa [0 Tex nop. noka nauymeHTty obe asb-
TepHaTuBbl (OTCYTCTBME pUCKa U PUCK) NPeACTaBAAITCA OANHAKOBLIMU NO 3HAYUMOCTU. 0/1e3HOCTb COCTOSA-
HUA B paBHa p, NMpu KOTOPOM nNauMeHTy o06e anbTepHaTUBbl KaXyTCA paBHOLLEHHbIMWU. MeTof 06blYHO
UCNOJIb3yeTCca ANS aHann3a «r0TOBHOCTM NAaTUTb» 3a NPUMEHEHUEe MeAULUHCKON TeXHOMOTNN;

- MeTo/, BPEMEHHOIO KOMMNPOMUCCa — OLEHKa NOIe3HOCTY ONpeAeIeHHOr0 COCTOSHMS 340P0BbS, Npu
KOTOPOM NauueHTy npegnaralT BbI6Op Mexay ABYMS abTepHaTnBaMu C pa3Holi BEPOSITHOCTbLIO X BO3HUK-
HoBeHus (npebbiBaHne X /1eT B 340POBOM COCTOSHUM WK NpebbiBaHMe B COCTOAHUM 6OME3HV B TeyeHue
6onee ANNTENbLHOTO t BpeMeHn). 3HaveHne t MeHsieTca [0 Tex Nop. noka naymeHTy obe anbTepHaTuBbI Npej-
CTaB/IATCA O4WHAKOBLIMU MO 3HAYMMOCTU. [Ipn 3TOM NONE3HOCTL COCTOSAAHMA B paBHa X/?, npu KoTopom
anbTepHaTMBbl KaXyTCSA MauMeHTy paBHOLEHHbIMU.

MoryT 6bITb UCMO/L30BaHbI U NHbIE METO/AbI MOSTyYEHNA UHOPMaLUK 06 OLLEHKE MeAULIMHCKUX TEXHO-
NOrnii naumeHTamm.

JKCNepTbl aHaNM3NPYIOT, KaKoi MeToz, OLEeHKM MeAULMHCKON TEXHONOMMN NauneHTammn ncnonb3oBascs
B UCCNefoBaHun.

KauyecTBO XW3HW, CBA3aHHOE CO 3[0pOBbeM, — CyObEeKTUBHOE BOCMPUATME WHAWBUAYYMOM CBOEro
hu3nyecKoro, NCMUXoN0rMyecKoro, IMOLMOHaILHOIO U COLMaNbHOro MYHKLMOHMPOBAHUA. [115 OLLEHKM KavecT-
Ba XM3HW MOTYyT UCNO/Ib30BaTbCA 0bLWMe n cneymduryeckne onpocHukn (Hanpumep. EuroQol 5D) unm Busy-
anbHO-aHanorosas Lukana.

OueHka naymeHTamu pesysibTaToB /lIevYeHNs MOXeT ObITb NPOBEeEHa Kak Npu KIMHUYECKOM uccnenosa-
HUN BMeCTe C OL,eHKON 06 bEKTUBHBIX Pe3yNbTaToB, Tak 1 B CNeunasbHO OpraHn30BaHHOM WCC/1e0BaHUN.

K meTofuke nccnefoBaHusi, B KOTOPOM OLEHUBAIOTCA pe3y/nbTaTbl IeYeHUs naymeHTamu, npegbasns-
10T Te Xe TpeboBaHus, 4To 1 K N060MY ApYromy nccrefoBaHunto. TOYHOCTb (CTeneHb, C KOTOPOi MeTog usme-
peHns oTpaxaeT TO, YTO OH AO/DKEH U3MepUTb), HAAEXHOCTb (NoNyyYeHne OAMHAKOBOro pesynbTaTta npu
NMOBTOPHbIX U3MEPEHUAX B TEX e YCNOBUAX) U YYBCTBUTE/IbHOCTL (CMNOCOBHOCTL METOAA OTpaXaTb MPOUCXO-
JAlne N3MEHEeHVs) MeTOAOB OLEHKN pe3yfbTaToB MPUMEHEHUS TEXHOMOTUM nauveHTamu A0KHbI ObiTb
NOATBEPXAEHbI HAYYHbIMU UCCNEfOBAHNAMN.

[na aHann3a MeToAMYECKOro KavyecTsa UccnefoBaHns, B KOTOPOM MaLMeHTbl OLeHNBasIu pesynbTarhl
NPUMEHEHNS MeANLUMHCKUX TEXHOMOrUi, aKcnepTam peKkoMeHAyeTCs UCMNO/b30BaTb MepeyvyeHb BOMPOCOB,
npuBeAEHHbIV B NpUIoxeHun B.

7.4.5 OueHKa TUMNYHOWN NPaKTUKN BeAeHUS 6OTbHbIX

NHopmaumsa o BeAeHUN 60MbHbIX B TUMWYHON NMPaKTUKe MOXET OblTb NOJSyYeHa C MOMOLLbI peTpo-
CNEeKTUBHOIO aHaM3a MeuLMHCKON JOKyMeHTaL 1, onpoca aKCnepToB, NauueHToB U Ux 6In3KuX.

AHann3 TUNMYHOI NPakTUKN BeAeHNS 60bHbIX AaeT BO3MOXHOCTb OLEHUTb YacToTy M TakTUKy npume-
HeHVA MeAVLMHCKUX TEXHOOINIA (NoKa3aHus, No KOTOPbIM TEXHOMOTMA NMPUMEHAETCS, BKIYas NpYMeHeHve
BHE 3aperncTpupoBaHHbIX NOKa3aHWii; cnocobbl NPYMEHEHNA, PeXUM A03MPOBAHNA U ANNTENBHOCTb NpUMe-
HEeHWsA NeKapCTBEHHbIX CPELCTB), BbIABUTb HOBbIE NOKA3aHMS K NPUMEHEHMNIO MEAWLMHCKOW TEXHOIOTMM, oLe-
HUTb 06BbEMbI U CTPYKTYpY 3aTtpart, onpefenuTb NpeanoyTeHns MegULUHCKMX paboTHUKOB U MauueHToB B
OTHOLUEHUN OTAENbHbIX MEAULMHCKMX TEXHOMOIWIA, cTeneHb cobniogerHnsa TpebosaHuii cTaHfapToB mMeau-
LIMHCKO NOMOLUM, KTMHUYECKNX pekoMeHgaLnii (TPOTOKONO0B NeYEHNS) U NHbIX HOPMATUBHbIX OKYMEHTOB.

AHanNn3 TUNMYHON NPaKTVKN BefeHns 60/IbHbIX He laeT BO3MOXHOCTU ieNaThb 3aKN0YeHNs 0 AeliCTBEH-
HOCTW. 3DPEeKTUBHOCTY 1 6E30MAaCHOCTN MEANLUHCKUX TEXHOMOTUIA.

7.4.6 Peructpbl nauveHTOB

MoA perncTpom nauMeHToB B HACTOALLEM CTaHAapTe NOHMMaeTcsA 0cobbIi BUA nccnefoBaHna-Habto-
AeHusa B Buae 6asbl faHHbIX, B KOTOPYIO B TeYEHMEe OnpefeneHHOro BpeMeHn BHOCATCS YHUMULMPOBaHHbIE
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JaHHble 0 naymeHTax, 06beANHEHHbIX KakMM-1M60 U3BECTHbIM MPU3HAKOM WAV NPU3HaKamu: Hamume KoH-
KpeTHOro 3abofieBaHUsi WM COCTOSHWA, BO34eicTBMe pakTopa pucka, MNpUMEHeHMe MeAWLUHCKOM
TEXHOMNOTUN.

Pernctpbl nauneHToB NpeAcTaBNAlT co60li BaXHbI, a HEpeAKO eANHCTBEHHbIN NCTOYHMK MHgOpMa-
Lumn 06 adhhekTMBHOCTM U 6€30NaCHOCTUN MEeULMHCKUX TEXHONOTMIA N 0COBEHHOCTAX UX NpuMeHeHus. OHn
He3amMeHVMbl NpW OLEeHKe NMPUMEHEHUA MeAUUMHCKAX TeXHOMOrui npu pefknx (OpthaHHbIX, «CUPOTCKNX»)
60ne3HAX U Npu ANNTENbHOM (MHOrON1IeTHEM) HA6NOAEHUN 3a OTAENbHBIMY rpynnamMmu 601bHbLIX AN 300PO-
BbIX /L. BeposATHOCTb CUCTEMATUMYecKOon OWWnbKM B perucrpax Bbile, Yem B 3IKCMepuMeHTasbHbIX
nccnefoBaHusX.

MpaBuna OpMMPOBAHUS PErncTpa AO0/MKHbI ObiTb U3N0XEHbI B OKYMEHTE — MNiaHe uau NpoTokone
co3fganus peructpa. MnaH (NpoTOKO/) BKAOYAET Lenu 1 3ajaun pernctpa, ero gusait (CTPYKTypy), MeToabl
cbopa 1 aHanM3a AaHHbIX, (hopMMpoBaHUs oTyeTa U BHeApeHUs (MCNonb30BaHus) pe3ybTaTos.

MpaBuna BeAeHUA perncTpa A0/MKHbI COOTBETCTBOBATbL TpeboBaHNAM drefepasibHbIX 3aKOHOB, perysm-
PYIOLLMX 3aLMTy NepCcoHasIbHbIX AaHHbIX U MHhopMaumu.

Mpu aHanu3e perncTpoB NauneHTos cregyeT 06pallaTb BHUMaHWEe Ha cnefytoLine nonoxeHus.

B chopmynupoBke uenein n 3agay peructpa Ao/HKeH ObiTb onpegeneH TN UccreAyeMon nonynaumm
(npn3Hak, No KOTOPOMY NauMeHTbl BKOYEHbI B PErMCcTp). B 3aBMCUMOCTU OT 3a4a4 UccnefoBaHnsa pernctpsl
KnaccuumumpyloTcs cnegyoumm o6pasom:

1) PerncTpbl 60/bHbIX C ONpeAeneHHbIM 3a601eBaHnemM Unn cocTosHuem (Hanpumep, pernctp 60sb-
HbIX caxapHbiM AnabeTom, 60ne3Hb0 [oLe):

2) Peructpbl 60/1bHbIX C OnpeAeneHHbIM 3ab0oneBaHNeM WAN COCTOAHUEM, 00bEeAUHEHHbIX NO eLlle
KakoMy-nn6o fONONHUTENbHOMY NPU3HAaKy UK NpusHakam (Hanpumep, pernctp 60/bHbIX MHDAPKTOM MUO-
Kapfa ¢ pasBuTMEM MepuaTesibHOW apuTMmnm);

3) Peructp 60/bHbIX, NOAYyYatoLLNX ONpeAe/eHHY0 MeANLMHCKYI0 NOMOLLb (Hanpumep, pernctp 60nb-
HbIX, UMEKLWMUX NpaBo Ha NnosiydeHne Habopa counasnbHbIX YCyr);

4) Pernctpbl 60MbHbIX, K KOTOPbIM Obl1a NpUMeHeHa onpegeneHHas MeguumnHcKas TeXHoNormsa (Hanpu-
Mep. perncTp 60/bHbIX MHOXECTBEHHON MWenoMOiA, KOTOpPbIM NPOBOAMMIOCH /Ie4eHre C UCNOo/Ib30BaHeMm
neHonugomunga).

Pernctpbl MOryT peluatb OAHY WU HECKOIbKO 3ajad, Takux Kak:
oLeHKa BNMAHMA hakTopoB pucka Ha pa3BuTue 1 TeyeHne 3aboneBaHus;
oueHka athheKTMBHOCTU AN 6€30NacHOCTU O4HOWN UM HECKOSTbKUX MEAULIMHCKUX TEXHOMOIA;
oueHka (hakTopoB, BAUAIOLNX HA TeYEeHNe 1 Ucxodbl 3aboeBaHnsa (COCTOAHUSA);

- OLleHKa NpMMEeHeHNs MeAULMHCKOW TEXHOIOTMN B peasibHON NpakTuke;
OLleHKa KauyecTBa XW3HW NauneHTOoB;

- OlleHKa KayecTBa MeAMUMHCKON nomowwm {B pe3ynbTaTe CpaBHEHUS peasibHON NpakTuku Bege-
HMA 60NbHBIX, CTaHAApPTa OKa3aHUs MeAULMHCKOM MOMOLM WU KIMHUYECKUX PeKoMeHAauuin (NpoToKonoB
neyenwus)):

- OLUeHKa 06bEMOB OKa3aHWA MeAWLMHCKOV NOMOLLM ¥ 3aTpaT PecypcoB 34paBoOOXPaHEHUS.

Mpn aHann3e peructpa Heo6xo4MMO 3HaTb NO3ULMIO UcCnefoBanus. Llenn v 3agaun pernctpa yacto
onpegenseT 3akasuvk. [MoTeHUManbHbIMU 3aka3ymkaMu co3aHnsa 1 BeAeHUs perucTpoB NaynMeHToB, a Takke
UX hHaHCUPOBAaHWSA MOTYT SBMATLCA:
opraHbl rocyjapCTBeHHON BNacT 1 MECTHOTO caMoynpaB/eHus;

- AUPEKUMMN LienieBblX NporpaMM 1 NPOeKToB:

- NPOM3BOAWNTENVN MEAULIMHCKNX TEXHONOMWIA;

CTpaxoBble KOMMaHuu;

- Hayu4Ho-uccnepfoBaresibCckue opraHusaLum:

06LecTBEHHbIE 06beANHEHNA MeANLMHCKMX Pa6OTHUKOB 1 NaLUEHTOB.

Pernctpom ynpasnseT cneuvanuct, MMetoLmin obpasosaHune, npoeccnoHanbHyo NoAroToBKY M OnbIT,
no3BosoLNe eMy NPUHATb HA Ce6a OTBETCTBEHHOCTbL 3a Hagnexallee BefeHne peructpa. Keanndukaumns
yrnpasnsoLLErO PETMCTPOM A0/MKHA ObITb NOATBEPXAEHA €ro Hay4Holi 6uorpadueii. Bce cneumanncTbl, BBO-
ASuime gaHHble B PerncTp, A0/MKHbI MPOATM COOTBETCTBYOLEE 0byUYeHme.

B nnaHe (npoTokone) peructpa ykasblBalT KpUTEPUU BKIOYEHUSA NaLUEHTOB B PErNCTP U KpUtTepuu
UCK/TIOYEHMA 13 pernctpa. Kputepum BKIIOYEHUSA 1 UCKI0UYEHUS [O/MKHbI 06ecneynBaTb MakcMMaibHOe CXof-
CTBO MaLMeHTOB, BK/IIOYEHHbIX B PETUCTP, C NONyNsAuMen nauneHToB, COOTBETCTBYIOLEN Lensm perucrpa.

B nnaHe (npoTokone) peructpa yctaHaBnMBalOT KpUTEpUU onpegeneHns Toro npusHaka, no KoTopomy
nayMeHToB BKOYAIOT B perncTp. Tak. eCv B PErMcTp BKIHOYAOT NauyeHTOB C KOHKPETHbIM 3ab0ieBaHneM,
TO A0/MKHbI ObITb OMMCaHbI KPUTEPUU MOCTAHOBKM AMAarHo3a AaHHOro 3abonesaHus.
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AHa/IOTVYHO yCTaHaBNMBAIOT KPUTEPUW ONpefefieHnst Bcex PUKCUPYEMbIX B PErNCTpe Mpr3HAaKoB (3a
UCK/IOUYEHUEM TeX, KOTOpble MMEKT O6LLEeNnpuHATLIe KpUTepun onpeneneHns, Takue kak non). Hanpumep,
€C/N B PErncTpe PUKCUPYIOT OC/TOXHEHUS NIEUEHNS, KPUTEPUW BbISIB/IEHWS] OC/TOXXHEHUS AO/KHbI GbITb OMNK-
caHbl B niaHe (NpOTOKone) pervcTpa. [he BO3MOXHO, C/ieflyeT NCMO/Ib30BaTh CYLLECTBYIOLLME CUCTEMbI KOAN-
pOBaHMA U Knaccupukauum Ans yHUUKaLmum BHECEHUS AaHHBbIX.

Mpumep — B nnaHe (NMpoTOKONe) perncTpa MoxXeT 6bl Th ONpefeneHo, HTOHaUMEHOBaHUA 3ab6oneBaHnii
BHOCATCA B COOTBETCTBUN C MeXxayHapoaHOW knaccudukaymnein 6onesHeit 10-eo nepecmoTpa, HanMeHoBaHUA
NnekapcTBEHHbIX CpejCTB — B COOTBETCTBUN C FOCyAapCTBEHHbIM peecTpPOM /SleKapCTBEHHbIX CPeAcTB,
MeAULUHCKMNE YCNYBU — B COOTBETCTBNM C HOMEHKNAaTYypoih MeAULMHCKNX YyCNYT B 34paBOOXPaHEeHNN n T. .

B nnaHe (MpoTokone) perncrpa, Kak npaBuio, AO/MKHO ObiTb 0603HAYEHO Hanuune uauM OTCyTCTBME
rpynnbl cpaBHeHus. Lienb co3gaHus rpynnbl cpaBHEHUs [O/MKHA ObITh ONpeAeneHa B Lensx n 3agadax peruc-
Tpa (HanpuMmep, OueHKa pe3y/bTaToB fIeYeHUS C NPUMEHEHNEM KOHKPETHOI TEXHO/IOTUWN MO CPaBHEHMIO C
Apyroi TexHonoruein). MNpu OTCYTCTBUM TPYyNMbl CPaBHEHWS AaHHble PEerucTpoB He MO3BOMAKT cAenatb
3aK/Il0YEHNE O HAIMUYNY MPUYNHHO-C/IEACTBEHHbIX CBS3EW MeX/y UCNO/b30BaHHON TEXHOOTNE 1 pe3ynbTa-
ToM. KpuTepun Bbibopa anbTepHaTVBbl ANA CpaBHEHUS Npy (hOpMUPOBaHUY perncTpa CooTBEeTCTBYIOT KpuTe-
pvsm BblbOpa anbTepHaTMBbl MPU NPOBEAEHUN K/IMHUKO-3KOHOMMUYECKOro uccrnefosaHus. Mpu mdyveHun
HEKOTOpbIX TeXHoNOruiA (HanpuMmep, HOBOrO hepMeHTa Npu OAHON U3 PeAKUX HacNeACTBEHHbIX NaTosOruii)
KOHTPOJIbHYIO TPynny He cobuparoT: B TakMxX Cyvyasx AOMYCTUMO UCMOMb30BaTh MCTOPUYECKNIA KOHTPOSb.

B nnaHe (npoTokone) pernctpa 0603HaYalT oXugaemblli 06beM HabAAEHUS (YUCNO BKIKOYEHHbIX
nauvMeHTOB UK YesI0BEKO-NET HabMAeHNS), ANUTENBHOCTL HAbNOAEHNSA NaUUeHTOB, BCE NPU3HaKW, KOTO-
pble perucTpupyroT B perucTpe, UICTOYHUKM 1 MeToAbl cbopa AaHHbIX.

Xenaewmblii 06bem nccnegoBaHns (YMCNO NaUMEHTOB WY Ye/I0BEKO-1eT HablogeHns) onpeaenseTcs
3HaYeHNEM OXMAAEMOro KAMHMYECKW 3HAuYMMOoro adhdekTa UnM Xenaemol TOYHOCTbIO OLEeHKM addhekTa.
Ecnu B perncTp BK/OYEHbI HE BCE /IMLA, COOTBETCTBYHOLLNE KPUTEPUAM BK/TIOUYEHUSA B PETUCTP, T. €. PperucTp
cchopMMpoBaH C MCNOMb30BaHUWEM BbIGOPOYHOr0 MeTofa, AO/MKHbI ObiTb MpeAcTaBrieHbl Aoka3aTesbcTBa
KONIMYeCTBEHHOW penpe3eHTaTVBHOCTA 06bemMa BblGOPKU.

Mpu oTCyTCTBMM flOKa3aTebCTB KOMIMYECTBEHHOM pPEnNpe3eHTaTUBHOCTM rpynMbl NaLMeHTOB, BKHOYEH-
HbIX B PErucTp, noslydyeHHas uHpopmaums He MOXeT 6biTb pacCMOTPEHa Kak PerncTp U He NOAEeXUT nocne-
aywoueli 06paboTke, 3a UCK/TIUYEHMEM C/lyYaeB peaKoli NnaTonornu.

MpofoMmKUTENbHOCTL HABMAEHUS NPU BEAEHUN PErMCTpa 3aBUCUT OT Leneli uccnegoBanus. Anutens-
HOCTb Ha6AEHMA 3a NaLMeHTaMm, BKIIOYEHHbIMW B PETNCTP, A0/DKHA ObITh 4OCTATOYHA, YTOObI BbISSBUTH T
pe3ynbTaThbl, perncTpauusi KOTopbix NPeAycMOoTpeHa naaHoM (MPOTOKO/IOM) peructpa. B 60nblUMHCTBE Chy-
YyaeB perMcTpbl CO34alTCS C Lesbio A/INTEeNIbHOr0 MHOTO/IETHErO HablAeHNS 3a 60IbHLIMU.

[aHHble, BHOCUMblE B PErNCTpP, AO/MKHbI NPeAoCTaBAATb MHhOpMaLMI0 0O XapakTepucTukax nonynsauum
nauveHToB, BO3AENCTBMAX, KOTOPbIM OHW NOABEPranvch, U pesynbTarax. MepeyeHb AaHHbIX hopmupyeTcs
Ha cTaguu naaHMpoBaHWA perucTpa u ukcupyeTtcs B nnaHe (npotokosne). Bece dhukcupyemblie B peructpe
AaHHble AO/MKHbI COOTBETCTBOBATL LENSIM U 3ajayam perucrpa: A0/HKHO ObiTb SCHO, A1 OTBETa Ha Kakoi
BOMPOC NpeAHasHavyeH Kaxablii U3 perucTpupyemMbix NpU3HaKkoB.

MnaH (NpOTOKON) perucTpa BKAYaEeT OnncaHne KpUTepreB OLEHKN pe3ynbTaToB (06EeKTUBHBIX N CyOb-
€KTUBHbIX). (DUKCUPYEMBIX B PETNCTPE, U METOAOB VX BbISBMEHUS.

Bce ucnonb3yemblo MCTOYHUKM AaHHbIX AO/MKHbI ObITh YKasaHbl B niaHe (MpoTokone) perucrpa. Ans
dopmupoBaHua perncTpa MoryT 6biTb UICNOMb30BaHbI Kak MepBUYHbIE, Tak U BTOPUYHbIE AaHHble. [epBUYHbI-
MW Ha3blBalOT AaHHble, KOTOPble COGUPATCS HENOCPEACTBEHHO AN peructpa. BropuuHbie AaHHble — faH-
Hble. cobpaHHble paHee € ApYrMMuK LensMu 1 NpurofgHble ANS ueneli HacTosAwero perucrpa.

VICTOYHUKOM MEepPBUYHBIX AaHHbIX B/SeTCA HeNnocpeACcTBEHHOE HabnAeHne 3a nayveHTamm (pesysb-
TaTbl MEANLMHCKOrO 06CNef0BaHUs 1 OLeHKa pe3ynbTaToB NPUMEHEHUS MEAULNHCKMX TEXHOMNOIMMIA NnauneH-
Tamu).

McTOUHMKaMy BTOPUYHBIX AAHHBIX MOTYT 6bITb MeguLMHCKas AoKyMeHTauus, 6asbl AaHHbIX MeauLMH-
CKUX OpraHm3auuii, CTpaxoBblX MeAULMUHCKAX opraHusauuii u hoHA0B MeAULMHCKOTO CTpaxoBaHusi, 6asbl
[aHHbIX OTAENOB 3anuceli akToB rpaXxAaHCKoro COCTOSAHWSA, ApYyrue CyecTByowmMe permcTpbl v np.

B pervctpe cnegyeT npegycMoTpeTb ouKcaLMio CBEAEHWI O MPUYMHAX OTCYTCTBUS B PErncTpe AaHHbIX
0 KOHKPETHOM naumeHTe, c60p KOTOPbIX NPefyCMOTPEH NiaHoM (MPOTOKO/IOM) perucTpa.

MeToabl c6opa AaHHbIX YHUDMLMPYIOT 1 ONMUCLIBAKOT B NnaHe (NpoToKose) peructpa. Tak. ecnu B peruc-
Tpe hrkcmpyeTcs Ka4eCTBO XMU3HN NMaLMeHTOB, Y BCEX NaLMEHTOB JO/MKEH ObiTb NCNO/Ib30BaH OANH U TOT Xe
METO/, OLEHKW KayecTBa XU3HU.
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B nnaHe (NpoTokosie) onucbiBalT METOAbl aHann3a faHHbIX, BKNIOYEHHbIX B PervcTp, BKIYas MeToabl
CTaTUCTUYECKON 06paboTKN AaHHbIX U CTPYKTYpY oTyeTa. OTYeTbl perucTpoB ny6nKytoTCs NOBTOPHO (pas3 B
rog. kaxgoe nonyrogue), no mepe cbopa nHdopmauuu.

Pernctpbl nauveHToB Npu NPOBEeAEHUN OLEHKN MeLULMHCKAX TEXHOMOMMIA MOryT 6bITb UCNOJIb30BaHbI
ANS nofyyeHus MHpopMaLm 0 ecTeCTBEHHOM TeyeHun 3aboneBaHuii, cnocobax NpuMmeHeHus, acheKTns-
HOCTU 1 6€30NacHOCTN MeANLIMHCKON TEXHOI0TNY B PeasibHOM NpakTukKe, KauecTBe XU3HU 60/1bHbIX, 06bemMax
oKa3aHusi MefMLMHCKOM NOMOLLM U pacXof0BaHUM pPecypcoB 34paBoOXpaHeHus.

747 MHopmaumnsa o yactoTe HexenaTenbHbIX ABNEHWUA NPY NPUMEHEHUN MeLULLUMHCKON TEXHO-
norum

C6op v ob606LLeHe nHhopMauun 0 HexenaTebHbIX NO604YHbIX peakuuax (HIMP). cBA3aHHbIX ¢ NpumMe-
HeHVeMm nlekapcTBEHHbIX CPeACTB, NPOBOAAT B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoli ®epepauum
nyTeM 0606LeHNA NHULNATUBHBIX COOBLLEHWNI Bpayell, HanpaBieHHbIX B YNO/THOMOYEHHbIA opraH.

B Poccumn 1 mupe cosfaHbl HauvoHanbHble Cnyxobl thapmakoHaa3opa, KoTopble oLeHnBaloT 6esonac-
HOCTb /IeKapCTBEHHbIX CPeACTB U U3fennii MefuUMHCKOro HasHayeHns Ha atane permcrpauum n nocTpornc-
TpaunoHHoW cTagun. CyLlecTBYOT pasninyHble cnyxbbl hapMakoHaz3opa, pacnonarawwme AaHHbIMU Mo
6€30MacHOCTN MeANLMHCKNX TEXHOMOTUIA:

- AAMUHUCTpaUMA NO HaA30py 3a MNULEeBbIMW MPOAyKTaMu W fekapcTBeHHbIMu cpegcteamu CLUA
(FDA) (http://www.fda.gov/medwatch/elisLhtrn);

- LleHTp no 6e3onacHocTu nekapcts BO3 (http://www.who-umc.org);

- Kanapgckas cnyx6a BbISIB/IEHVSA HexenaTtenbHbIX NO60YHbIX peakuui MedEffect
(http:/Avww.hc-sc.gc.ca/dhp-mps/medeff/subscribe-abonnement/index-eng.php);

- Cnyxb6a aBCTPa/IMACKOro MYHUCTEPCTBA 34 paBOOXPaHeHns
(http://www.tga.gov.au/adr/adrac-bulletin-subscribe.asp);

- AreHTCTBO, perynvpytolee obpalyeHve nekapcTBeHHbIX CPeAcTB U MeAULMHCKOro 060pyA0BaHUs B
BenukobputaHuum (http://www.mhra.gov.uk/index.htm):

- B Poccuiickoit  ®epepauum — LieHTp akcnepTudbl 6e30MacHOCTM  NEKAPCTBEHHbLIX  CPEeACTB
(http://lwww.regmed.ru).

OueHka 6e30nacHOCTV NPUMEHEHNSA HeNeKkapCTBEHHbIX TEXHOIOMMI MOXeT 6bITb MPOBEAEHa C UCMOSb-
30BaHMEM MHOPMaLMKU U3 Pa3/IMYHbIX UCCeA0BaHUiA, BKIOUYAA OLLeHKY TUMMYHON NPaKTUKK, MHhOpMaL o
OT NayMeHTOB 1 PerncTpoB 60MbHBbIX.

8 0606w eEHME N OUEHKA NH(bopMaLUM O MEANUNHCKOW TEXHOMOTUN

8.1 O606weHne nHhopmayum o MegULUHCKON TEXHOMOTNNY

Mo pesynbTaTtam aHanusa Hayu4HbIX WCCeAoBaHUi AeiCTBEHHOCTH, 3ath(PEKTUBHOCTHN, 6e30nacHoCTH
3KOHOMUYECKO Lien1ecoobpasHoCTM MeAULMHCKON TEXHOMOIMW COCTaBSAT CBOAHYI Tabnuuy, B KOTOPYIO
BHOCAIT pesy/ibTaTbl aHann3a BCex NpoaHaM3MpoBaHHbIX UCCNefoBaHuiA.

B Tabnuuy BkAYalOT crefylowmne aHHble:
6ubnunorpadguyeckas ccblika,
aHanusmpyemMble MeULNHCKME TEXHONOTUN N TEXHONOTNN CPaBHEHWS;

- €noco6 NocTpoeHus (CTPYKTypa, AN3aiH) nccrefoBaHus;

- 06beM uccnenoBaHus (YUC0 BKIIOYEHHBIX 60/bHbIX);

- YpOBEHb METOANYECKOrO KayecTBa WUCCef0BaHus;

oueHuBaeMble pe3ynbTathbl;

BennumHa adpprokTa.

OC/IOXXHEHUSI NPY NPUMEHEHUN MEANLUHCKOW TEXHONOTUW;

MeToA K/IMHMKO-3KOHOMUYECKOro aHanunsa,;

BWAbI YUTEHHbIX 3aTpaT, pa3Mmep 3aTpaT, aHanu3 3atpar (Npu Heo6XoANMOCTH);
3HayeHve nokasaTesieil COOTHOLIEHNA 3aTpaT 1 adhdekTa, npyupateHns apdeKTMBHOCTM 3aTpar;
cTatucTmyeckas 3HaYMMOCTb NMOTyYEHHOTro addhekTa;

3aK0YeHNe 1 BbIBOAblI aBTOPOB UCCNEA0BaHNS;

- KOMMeHTapun akcnepToB pabouei rpynnbl (0CO6EHHOCTN UCCef0BaHNs, BUSIOWME Ha AOCTOBEp-
HOCTb pe3ynbTatos).

3kcneptamy MOryT 6bITb BHECEHbI B Tabnuubl AONOMHUTENbHbIE pa3fesnbl. Bo3MOXHO cocTaBneHve
HeCKoNbkMX Tabnuu, cofepxalymx pasninyHble fjaHHble 06 nccnefoBaHusaX pasHoro Tuna. Hanpumep, npu
Ha/IMYNN HECKOSIbKMUX K/TMHUKO-3KOHOMUYECKUX UCCNEefO0BaHUNA, B O4HUX U3 KOTOPbIX MCNO/b30BaNN aHanuns
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cToMMOCTM 60Nne3Hn, a B ApYrnx — «3atpatbl — 3PPEKTUBHOCTb» N «3aTPaTbl—0/1€3HOCTb», Le/1ecoob-
pasHO CBOAWUTbL UCC/ef0BaHUSA pa3HblX TUMNOB B pasHble TabnuLbl.

Mpu paccMOTpeHnn CBOAHbIX Tabnuy, cnegyeT uccnefosaTb CTENEHb COBNaAEeHNA pe3ynbTaTtos, Noay-
YeHHbIX NpW pasfIMYHbIX NccnefoBaHnax. Ecnu nvetoTcs npotusopeumns B pesynbtaTax pasfinyHbIX nccnepo-
BaHWi1, akcnepTam — yneHam paboueii rpynnbl cnegyeT NnpoaHann3nupoBaTh UX NPUYUHBI.

Mpy pacxoxgeHun AaHHbIX, NOSyYeHHbIX B UCCMeA0BaHUAX Pa3HblX TUMOB, NpeanoyteHve cnepyet
0oTAaBaThb AaHHbIM C HU3KO BEPOSITHOCTBLIO CUCTEMATUUYECKOW OLINGKN.

Ha 3acegaHvun pa6oueil rpynnbl 06CYXAaloTca pesynbTaTbl 0606LWEHNS Hay4HbIX WCCef0BaHui
ahheKTNBHOCTN, 6E30MacHOCTM M 3IKOHOMWUYECKON NPUemMNIeMOCTV MEeULMHCKONM TEeXHOMNOorUW, a Takke
[ONONHUTE NbHbIE AaHHble, NpeAcTaB/ieHHble paboyeii rpynne Ha paccMOTpeHne U 06HapyXXeHHbIe B Xoae
noucka (0T4eTbl O HeXenaTesbHbIX ABEHUAX NMPY NPUMEHEHUN MEeANLMHCKAX TEXHOMOTMIA, ONPOChl NauueH-
TOB. 3KCNEPTHbIE 3aK/0YEHNA MeAULMHCKMX paboTHMKOB, 3TUYECKME WU cOoLMasibHble acnekTbl NPYMeHeHUs
TEXHOOorn 1 np.).

8.2 OcCo06eHHOCTM aHanusa pes3y/bTaToB KANHUYECKNX UccnepoBaHunii

8.2.1 AHanus3 onucaHus cryvyaes U Cepumn cnyvyaes

OnucaHne cnyyaes NO3BOMAET NONYUYNTb MHAOPMALMIO O pedkux cobbITUAX (Peakux 3aboneBaHusXx,
HexenaTtenbHbIX ABNEHUAX, CBA3aHHbIX C NPYMEHeHeM MeANLMHCKNX TEXHOMNOTNIT), HEO6bIYHBLIX NPOABAEHN-
Ax 6onesHei, cchopmynnposaTh rMNoTesbl 0 NaToreHese 3a60s1eBaHU 1 BOSMOXHbIX CNOCO6aX UX TIeYeHUs.

Cepuu cnyvyaes faloT BO3MOXHOCTb ONMncaTth KIMHUYECKYI0 KapTUHY 3ab60/1eBaHNs, OLEeHUTb pesybTa-
Tbl OKa3aHWs NOMOLLM B YCNOBUAX TUMMYHOW NPaKTUKN (peanbHOro Mupa).

OpHako OTCYTCTBME TPYMMbl CPABHEHNA B UCC/Ief0BaHNAX NOAOOHOr0 An3ainHa 1 Hanmyme MHoXecTsa
BMeLLMBaOLWNXCSA DaKTOPOB, Kak NPaBW/io, He NO3BOMAIT AeNaTb 3aK/UYEeHNA 0 HAIMYUKM NPUYNHHO-CNes-
CTBEHHbIX CBAA3EW Mexay NMPUMEHEHNEM KOHKPETHbIX MeANLMHCKNX TEXHOOINIA 1 pedynbTatamu. B cBssu ¢
3TUM UCCNef0BaHUA C/y4yaeB U cepuu cryvyaeB MOTyT 6biTb MCMNOMNb30BaHbl AN OLEHKN 3D EKTUBHOCTH
MeANLMHCKOW  TexXHONormM TOMbKO NPU  OTCYTCTBUM  MCCNeAOBaHUiA  6o/ee  BbICOKOTO  YPOBHS
[loKasaTenlbHOCTU.

McknoueHnem aBnseTcs cutyaums, Korga B CEpUN criyvyaeB BbisiBNEH aPEKT NPUMEHEHUS MeanLnH-
CKOI TEXHO/IOTUW HACTO/IbKO 3HAYUTENbHbIN, YTO UCKaXKEHWe pe3ynbTaToB Noj, BAUSAHWEM CNy4vaiHOW u cuc-
TemaTnyeckoli OWNOKN NPaKTUYECKN UCKTHOYEHO.

Mpumep — JleTanNbHOCT b NPU XPOHUYECKOM MUENOEKO3e 40 MOABNEHNA HOBOW MeJULNHCKOW T exXHoNo-
rmn (AHTUTUPO3UHKNHA3HON Tepanuun) 6bia BbICOKOW, 6113koii k 100 %. a nocne BHeAPEeHUS TexHonoruu 6o-
nee 50 % nayMeHT OB BbIXUBAT.

8.2.2 AHanus nccnepoBaHuin «cnyvyan—kKoHTPObI»

B nccnepoBaHun AOMKHO 6bITb 0603HAYEHO, Kak NPOBOAMICA OTOOP Y4YaCTHWKOB MCCNefoBaHNA B
OCHOBHYIO U KOHTPOJ/IbHYIO TpynMbl. KpuTepumn BKAHOYEHNS U UCKNIOYEHUS AO/DKHbI ObiTb OANHAKOBbI B OCHOB-
HOI 1 KOHTPONBHOI rpynnax, 3a UCKIIYEHNEM HaNNynMa uccnesyemoro ucxoga.

MeTofbl ¥ KpuTepun hopmMupoBaHUA FPynn cryvyaesB U KOHTPOASA AO/KHbI O6bITb MOAPO6GHO ONMUCaHbI.
MeTopa oT60pa y4aCTHUKOB B rpynmny ciyyaes AO/HKEH 6biTb HAAEXHbLIM [/19 BbISB/IEHWUA UCCeLyemMoro Ncxo-
fa. 3kcnepTbl, NPoBOAALLME OLEHKY MEeULMHCKON TEeXHOMOMMMN, AO/MKHbI ObliTb YBEPEHblI B TOM. YTO Yy BCEX
Yy4YaCTHUKOB B rpynne cryyaes AeiiCTBUTENIbHO MMENCA NccnedyeMblil pe3ynbtar. BmecTe ¢ Tem rpynna foJx-
Ha ObITb penpes3eHTaTUBHON (CouManbHO-femMorpaduyeckme N KIMHNYeCcKne XapakTepUCTUKN YHaCTHWUKOB
[OJDKHbI 6bITb aHANIOMMYHBIMU XapakTepucTukam nonynauuy, Ha KoTopyto 6yayT aKCTpanosiMpoBaHbl pesysb-
TaTbl UccnefoBaHuit).

OpHOBpeMeHHO HeobxoAMMO ybeanTbCs, YTO B NCC/Iej0BaHNN Bbl/IN MCNONb30BaHbl HAAEXHble MeTo-
[bl. NO3BONAOLLME UCK/TIOUYNTL Ha/IMYME Uccneyemoro pesynbrartay y4acTHUKOB B rpynne KoHTposs. pynna
KOHTPONA Takxe A0/HKHA 6biTb penpe3eHTaTUBHOIA.

Jo/mKHbI 6bITb ONMCaHbl METOAbI BbISAB/IEHNA MPUYUHHOTO hakTopa. [ns nccnefoBaHnii «Cnyyai—KoH-
TPO/ib» XapakTepHa OlmnbKa «namsATu», B CBA3WN C YeM MeTOAbl BbISBNEHUSA MPUYMHHOTO hakTopa AO0/KHbI
6bITb OCTATOYHO HAAEXHBIMU, YTOObLI MUHUMU3NPOBATL 3TY OLLUOKY.

Mpy BbIABNEHUW HAIUUYUA UM OTCYTCTBUA UCCNedyemMoro pesysbTara onTumMasibHO NpefycMOoTpeTh B
nccnefoBaHm COKpbITUE MHpOpMaLUY OT ccrefoBaTens O HaMumMmn Ui OTCYTCTBUU BO3AENCTBUA NMPUUNH-
Horo chakTopa B NpoLioM. B npoTMBHOM cnyyae Bo3pacTaeT BEPOATHOCTb CUCTEMATUUYECKOW OLWNGKM.

Heobxoaumo yunTbiBaTb BEpPOATHOE BO3AENCTBME BMeLLUMBAOLWMXCA Hecneunduyecknx akTopos,
Hasmume KOTOPbIX MOXEeT UCKa3WUTb faHHble O CBA3N MeXAy TexHonornel n pesynbtatoMm. B nccnegosaHmu
[O/MKHbI 6bITb 0603HAYEHbI KOHTPOIMPYEMbIE BMELLMBAIOLMECA (DAKTOPbI Y METOAbl UX BbISIBNIEHUSA.
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8.2.3 AHanu3 KOTOPTHbIX UCCnenoBaHuii

OCHOBHbIM YC/IOBYEM BbICOKOrO KauyecTBa KOFOPTHOrO MccriefoBaHUs ABASETCS OAHOPOAHOCTb rpynn
Ha MOMEHT Hauvasia HabnwaeHus. [pynnbl CPpaBHEHUA HE [O/MKHbI CYLLECTBEHHO pa3/imyaTbCs MO CBOUM
XapakTepucTukam, 3a UCK/IYeHneM uccregyemMmoro dakropa (paktopa pvcka, MpOrHocTUYeckoro dakropa,
13y4yaemMoi MeaULMHCKON TEXHOMOMNN).

L omkHbI 6bITb ONMCaHbl METO/ OLEHKMN BAIMSHUA UCCeAyeMOro chakTopa 1 cuna ero Bo3geincTeusi. 3tot
MeToA A0/KEH MO3BOMAATb HAAEXHO onpeAennTb, 6bI/10 AN HEeT BO3AelCTBNe, MPUCYTCTBOBaN N hakTop
puUcka WM NPorHocTUYeckuii hakTop 1 KakoBa MHTEHCUBHOCTb 3TOr0 BO3AENCTBUS.

B KOropTHbIX MCCNEeAOBaHWUSIX BbICOKOrO METOAMYECKOrO KayecTBa aBTOpbl CTPEMSITCA onpeaenuTtb
BEPOSATHOCTb HAIMYMSA N3yHaeMOro MCX04a B rpynne CpaBHeHMsS HA MOMEHT Havasna nuccrefoBaHus u y4yecTb
BO3MOXHOCTb BANSIHUA NOAOGHOro doakTopa Ha pesynbTaTbl (HanpumMep, ¢ NOMOLLbI0 aHamM3a YyBCTBUTE/Ib-
HOCTW).

B KOropTHbIX MCCNeAOoBaHWAX Y4aCTHUKM Habnw[alTcsa OO0 HaCTyn/ieHUs OonpefesieHHoro mcxoga
(cobbITHs, cnyxalero KOHe4YHol TOUKo HabnaeHns). iccneayemeolii pesynbTaTt f0/KeH 6blTb YETKO onpe-
[eneH, onncaHbl MeToAbl N KpUTEPUUN €r0 BbISBMIEHUS.

MpumeHeHne cnenoro MeToAa npu BbISIBIEHUN Pe3yNbTaToB YMeHbLIAeT BEPOATHOCTb cucTemaTunyec-
Koli owmn6kn. Ecnv cnenoit MeTos He UCNO/Ib30BasICS, B UCC/IeA0BaHUN [O/KEH OblTb 06ecneyeH ofMHaKko-
BbIil NOAXO[ K BbISIBMIEHUIO pe3yNbTaToB B rpynnax cCpaBHEHUS.

Heo6xo4uMO yuuTbiBaTb BEPOATHOE BO34ENCTBME BMELUMBAKOLWMXCA (DaKTOpOB, Hanuume KOTOpbIX
MOXET WCKa3WUTb fJaHHble O CBA3WM MeXAy BO3AeliCTBUEM U pe3ysibTaToM. B nccnepoBaHuM f0MXHbI GbITh
0603Ha4YeHbl KOHTPONIMPYEMbIE BMeLLMBaLMecs PakTopbl U METOAbI UX BbISIBNIEHUS.

8.2.4 AHanus akcnepumeHTa/bHbIX UccnenoBaHuii 3 EeKTUBHOCTN MeLULMHCKOW TEXHONOrNN

[onxeH ObITb ONMcaH Npouecc NpoBeAeHns paHgommsauun. Mpu OTCYTCTBUM paHAOMMU3aLUN LOSKHO
6bITb OMMCAHO, KakMM 06pa3oM hopmMupoBasiacb KOHTPObHasA rpynna. OTCyTCTBME paHAoOMU3aLUn Unu ee
HN3KOE Ka4yecTBO He NO3BOMAET UCKNIOYNTL B/IMSHWA pas/inynii B XapakTepucTukax nauneHToB Ha pesynbTart
1 CYWEeCTBEHHO MOBbILWAET BEPOATHOCTb CUCTEMATUYECKOWN OLUINGKM.

MpuMeHeHMe cNenoro MeTofa NoBbILLAET 06 EKTUBHOCTbL OLEHKN Pe3y/IbTaTOB NPUMEHEHUS TEXHOJIO0-
rMn. Yem nosnHee «ocrensieHne», TeM MeHee BEPOATHOCTb CUCTEMATUYECKON OLLIMGKN.

Mpn OTCYTCTBMM paH4OMM3aL MM AO/KHBI ObiTb ONMCaHbl BCE CTATUCTUYECKN 3HAYMMbIE Pa3nNymsa Mex-
Ay rpynnamMmum B Hauyasne HabnwaeHns (Kak MUHUMYM, MO MoJy, BO3pacTy, CTafuu, TSXeCTU 1 JaBHOCTM 3aborie-
BaHuS).

YyacTHUKM B rpynnax AO/MKHbI NoNyyYaTb O4MHAKOBOE fievyeHne, 3a UCKIKYEHNEM UCCNeAyeMON TeXHO-
NOT1K, MOCKO/IbKY MPUMEHEHMe N60oi AONONMHUTENbHOW TEXHOMOMMW SBASIETCA BMELUUBAOLWMMCA hakTo-
pom. Ecnn vmenu mecto pa3nuuus B BefeHuu 60/bHbIX B pasHbIX rpynnax, 3TU pas/ivyns LOSKHbI ObiTb
onuncaHbl N 06CyXAEHbI.

PesynbTaThbl, KOTOpbIE OLLEHMBA/N aBTOPbI, AO/KHbI ObITb KTMHUYECKU 3HAYMMbIMU, & METOAbI UX OLLEH-
KN — W3BECTHbIMW U A0CTATOYHO HaAEXHbIMU, YTOObI MOATBEPAUTbL HaMumMe UM OTCYTCTBUE pesyrbraTa.
KnuHnyeckn 3HauMMbiMy Ha3bIBAKT pe3y/ibTaThbl, OTpaXatLe NpoA0/KUTENIbHOCTb XXU3HWN, pa3BuUTUe TsSXe-
NbIX OC/TOXHEHUI («MSTKME» U «TBEP/AbIE» KOHEYHbIE TOYKM). MOMUMO K/TIMHUYECKM 3HAYNMbIX Pe3y/IbTaToB B
pPaHAOMU3MPOBAHHbIX KTMHUYECKNX NCCNEA0BaHNAX N3YHaloTCA N3MEHEHUS OTAENbHbIX KIMHUYECKMNX Xapak-
TEPUCTUK OpraHM3Ma (TO/IWUHbI MHTUMbI COCYAOB, KOHLEHTpauuu OTAENbHbIX KNEeTOK, KOHLEeHTpauuu
BELLECTB U T. M.) — CypporaTHble KpUTEpPUM OLLEHKM, KOTOPble MOTYT GbITh /IOTMYECK 060CHOBaAHHLIMMW NpU-
3HaKamMu MporpeccupoBaHna WAM perpecca naTtoaorMyeckoro npouecca, HO 06bIYHO HE MOryT 3aMeHUTb
KMMHWUYECKN BaXXHbIX PE3YNbTAaTOB — «MSTKUX» WU «TBEPAbIX» KOHEYHbIX TOYEK.

8.2.5 AHanus3 nccnepoBaHnii AMarHOCTUUYECKUX TEXHOMOTUNA

OueHky adhhekTBHOCTY HOBOW AMarHOCTUYECKOl TEXHOMOMMK criefyeT NPOBOANTL NMyTeM CpaBHEHUS
ee pe3ynbLTaToB C pe3y/bTaTaMn U3BECTHOrO CTaHAapTHOro MeToaa, NPUMEHAEMOro AN AUarHoCTUKA usyya-
emMoii naTtosiorum — pedepeHTHOro Tecta. B nccnegoBaHm ANarHOCTMHECKON TEXHOMOMMIN JO/THKHO ObITh YKa-
3aHO, Kakoli pediepeHTHbI TecT 6bla1 MCNosb30BaH. MccnepoBaTenb, NPOBOAALWMIA uccnegoBaHue, He
[OJIKEH 3HaTb pe3y/ibTaTbl NPUMEHEHUS MeToAa CPaBHEHUS (4O/IKHO UCNOb30BaTLCA «OC/ENNEHNEY).

PedepeHTHbIM METOLOM MOTYT C/TYXXWUTb pe3ybTaTbl HECKOMIbKUX TECTOB W pe3y/ibTaTbl NPOCNEKTUB-
HOro HabnwaeHus.

Mpumep — Ecnn uccnefyemsblii HOBbIA TECT BbiABNSET 60/1€3Hb HA paHHell CTaguu, ero pesynbTaTsbl
MOryT He coBnajaThb C TeM TeCTOM, KOTOpPbIii UCNONb3yeTCsA AN UATHOCT MKW B HAcToswee Bpems. Mpu
3TOM B NPOCNEKTUBHOM HabnlOgeHUN pa3BuT e 60/1€3HU y UL, KNACCU(P NLMPOBAHHBIX KAK 60/bHbIE HOBbIM
TecTOoM, NOATBEPANT NPaBU/IbHOCTb €ro pe3ybTaToB.
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B nccnepoBaHuy [oMKHBI BbITb ICHO OonucaHbl Npoueaypa opMupoBaHns rpynnbl y4acTHUKOB U ee
XapaKkTepucTukn, MeToauka NpMMEHEHUs1 NccnenyemMoro U pe)epeHTHOro MeTo0B.

CpaBHeHWe ABYX MeToAoB (M3yyaemMoro u pedepeHTHOro) NpoBoAAT NyTeM pacuyeTta [AByX MnokasaTte-
neii:

- YyBCTBUTENbLHOCTU — A0MM GOJIbHBLIX, KOTOPble ONpeAenstoTcs AWArHOCTUYECKUM MeTOoAOoM  Kak
60/1bHbIE;

- cneungUYHOCTU — [,0/M 3[40POBbIX, KOTOPbIE ONPEAEnaTCs ANarHOCTUYECKMM METOLO0M Kak 34,0pPO0-
Bble.

B nccnepoBaHmmn foskHa 6bITb NpuBeAeHa MHGOPMaLLMs 0 TOM. Kak Oblia onpegeneHa rpaHuua Mmexay
HOpMasibHbIMU ¥ NATOMIOTMYECKUMIN pe3dy/ibTaTamMu pedyepeHTHOro 1 UCCeayeMoOro MeTo40B N Kak U3MeHe-
HVe rpaHunLbl HOPMbI U NATONIOTUW BANUAET HA YYBCTBUTE/ILHOCTL U CNEUN(PUYHOCTb MEeToAA.

Lo/mMKHO 6bITb ONMCAHO, KaKk MHTEPNPETUPOBA/IUCH NPOMEXYTOUYHbIE U HESICHbIE Pe3yNbTaTbl AUArHOCTU-
yeckoro Tecta (Hanpumep, kak oueHnBanach rony6oartas okpacka KneToK, eC/n NoMIoXUTENbHbIM pe3y/bTa-
TOM CUMTAEeTCA CUHWIA LBET).

B nccnepoBaHnsx BbICOKOrO METOANYECKOTO KaYecTBa OL,EHMBAKT HALEXHOCTb 1 BOCNPOM3BOAMMOCTb
nccnenyemoro MeToga, 06CyXaatoT BEPOSATHYIO MPOrHOCTUYECKYHO LLlEHHOCTb MOMOXUTENbHbIX M OTpULaTeNb-
HbIX pe3ynbTaToB MeToAa (BEPOSITHOCTL GOMIE3HM Y NINL, C NOIOXUTENbHBIM U OTPULATENIbHBIM Pe3ybTaToM
TecTa) 1 ero nosie3HOCTb C TOUKN 3pEHUs YyULLEHUs MPOrHo3a fieueHus.

8.3 Cuctemartnyeckmii 0630p 1 MeTa-aHanu3

CuctemaTnyecknii 0630p — MeTo[, Hay4yHOro MCCnefoBaHus, No3BOAAIOWMA 0606WNTL pesynbTaTbl
HECKOJIbKNUX KNUHNYECKUX MCCﬂe,D,OBaHVII7I Ha OCHOBaHMKM 3apaHee CnaaHUpPOBaHHbIX MeTOo40B. Cucrtematu-
yecknii 0630p MOXeT SABNATLCA pPe3yNbTaToOM OLEeHKU MeANLMHCKOW TEXHOMNOTUN.

MeToguueckoe kauyecTBo 0630pa onpepenseTcs cnefyowmmMm OCHOBHbIMU NOSIOXEHUAMN.

Bonpoc, kKoTopoMy nocesiLeH 0630p, A0/KEH ObITb YETKO CHOPMY/IMPOBAH. [JO/KHO ObITb OAHO3HAYHO
0603Ha4YeHo, NccnefoBaHNA Kakol MefWULMHCKOM TeXHOI0TMU U B KakoW rpynne nauuveHToB n3yvanunchb, 1
KakoBbl OblIN aHanu3Mpyemble pesyibTaTbl.

O630p A0/MKEH BKOYaTb B cebs Nnoapo6HOe onucaHme MeTof0B Nomcka U OLLEHKM KayecTBa MeToAMKM
KIVHUYECKUX nccnefoBaHuin. MeTofguka noucka fAo/kHa obecneynBaTb BO3MOXHO MOSHOE BbISIB/IEHWE
paboT, MOCBSALEHHbIX MCCnegyeMoMy BOMPOCY, BKAOYAs MOUCK BPYYHYIO B NMEPUOANYECKUX MeEAULMHCKUX
N3aaHNSAX.

Mpu cuctemaTnyeckom 0630pe AO/MKHA OblTb NPOBEEHA OLeHKa kayecTBa MeTOAUKN NpoaHanm3npo-
BaHHbIX UCCNef0BaHuii M onncaHo, kakum 06pa3om OLeHNBaIoCh KauecTBO (kakne KpuTepum 66111 MCNob30-
BaHbl). M3 TekcTa 0630pa AO/MKHO ObITb ACHO, ObIAV NN Pa3NNYMA B UCCeA0BaHNAX PA3HOT0 METOANYECKOro
KauyecTBa, YUYTEHbI /N pe3y/ibTaTbl UCC/IEA0BaHMI Pa3IMYHOr0 METOANYECKOTO KayecTBa Npy OpPMUPOBaHNM
3aKN0YeHNS.

B 0630pe f0/MkHbI ObITb MpMBEAEHbI AaHHble N0 3G EKTUBHOCT 1 6e30macHOCTU TexHonornm (o ee
npemmyLlecTsax v HefocTaTkax).

B03MOXHO 1 MHOe 0606LLeHne pe3yNbTaToB HECKOMbKNX UCCNEeA0BaHNi C MOMOLLbIO CTATUCTUYECKOrO
MeToga — MeTa-aHanm3a. B meTa-aHanus, B OT/In4ME OT CMCTEMATMYECKOro 0630pa, MOryT ObiTb BK/HOUEHDI
TO/IbKO UCCMeA0BaHNsA, COMOCTaBMMble MO XapakTepuCTWKaM YYaCTHWKOB, MWCMOMb3YIOWMUMCA MeToAam,
An3aliHy, oueHVBaeMbIM pesysibTartam.

CucteMmaTmnyeckui 063op n MeTa-aHam3 npu BbICOKOM MeTOoAMYeCKOM KayecCTBe ABMAKTCA UCTOYHU-
KOM Hanbonee 4OCTOBEPHbIX AAHHbIX.

8.4 NHTepnpeTaumna pes3ynbTaToB K/IMHMKO-3KOHOMMWYECKOT0 aHanunsa

OKOHOMWYHOCTb (3KOHOMMYECKas MPMeMIEMOCTb) MEAULMHCKON TEXHONOIMMK f0/MKHA 6bITb 060CHOBA-
Ha C MOMOLLbIO OCHOBHbIX METOA0B K/TMHUKO-3KOHOMWYECKOro aHanu3a.

OueHka 3KOHOMMWYECKO Lenecoobpa3HoCT NPUMEHEHUS MeVULMHCKOM TeXHOorum paboyeii rpynnoi
3KCNEepPTOB MOXET BK/IKYaTb B CE0S1 Kak aHa/im3 K/IMHUKO-3KOHOMUYECKUX UCCeaoBaHnii, 06HapyXeHHbIX B
Xo[e noucka AaHHbIX 0 MeAVNLMHCKOV TEXHONOMMN AW AONONHWUTENBHO NpefocTaBeHHbIX paboyeii rpynne,
Tak 1 COB6CTBEHHOE K/IMHUKO-9KOHOMUYECKOE UccefoBaHne, B TOM Ynce C NPUMEHEeHNEM MOAE/TMPOBaHNS.

PesynbTatbl 3apy6exHbIX KNUHWKO-3KOHOMWUYECKUX UCCNEefoBaHW He MOTyT CNYXUTb [OCTaTOYHbIM
060CHOBaHMEM Lienecoobpa3HoOCTV NPYMEHeHNs MegULMHCKON TexHonorum B Poccuiickoin ®epepauum.

Mpwv BbIGOpE U3 He CBA3AHHbLIX MeXAY COO0 1 He NCK/TYaKLWNX 4PYT ApYyra TEXHOIOIA (T. €. TeXHON0-
TMA. HanpaBfieHHbIX Ha pa3Hble rPynMbl HACENEHNA WU HA KOPPEKLMI0 Pa3HbiX NaToN0rMyecknx COCTOAHNIA)
pe3ynbTaTbl KMHUKO-9KOHOMWYECKOTr0 aHam3a NpeAcTaBisioTcA B BUAE COOTHOLEHUA «3aTpaTbl/adydhekT»
ONS Kax[oWh u3 uccnepyembix anbTepHatuB. Bonee uenecoobpasHoil ABNAETCA TEXHOMOMMA C MEHbLUMM
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COOTHOLWEHNEM «3aTpaTtbl/adhekTUBHOCTb». [pn 3TOM BbIGOp 60oMee LenecoobpasHoii TEXHOIOMMIN JO/TKEH
OCYLLEeCTBNATLCA B paMKax M3BECTHOTO (PMKCHPOBAHHOTO GloKeTa, a MeToAamuKa KITMHUKO-3KOHOMMWYECKOro
aHanMsa Bcex paccMaTpuBaeMblX TEXHOMOrui Jo/KHA OblTb WAEHTWUYHON (B YacTHOCTW, aHanus3 3aTpart
[O/MKeH 6bITb NPOBESEH C OAHOI 1 TOW Xe No3uuun nccnepoBaHus).

Mpu BbIGOPE MEXAY HECKOSIbKUMU afibTePHATUBHBLIMU TEXHOMOTMAMM, UCMO/Mb3YIOLMMUCA B OLHON U
Tolh e cuTyaumu (Um ofgHa, wan Apyras), Heo6Xo4MMO OPWEHTUPOBATLCA Ha MokasaTeslb MpupaLLeHus
3h(heKTUBHOCTMN 3aTpaT, paccunTaHHbIli MO CPABHEHUIO C aNlbTEPHATUBHOW TEXHOOTWEN.

OpraHoMm Mo oLeHKe MeANLMHCKMX TEXHOMOMMIA MOXEeT GbITb yCTaHOB/IEHO MOPOrOBOE 3HAYEHNE Npupa-
LweHnsa achhekTUBHOCTH 3aTpart. MNpu 3TOM BCe TEXHOOMMU, UMEIOLLME MEHbLLYH, YEM MOPOroBoe 3HayYeHne
npupaLieHns ahekTUBHOCTM 3aTpaT, BE/IMUMHY, CUMTAIOTCSH SKOHOMUYECKN NpueMaemMbiMu. [na ciyyaes,
Korga BefMunHa npupatieHns adhekTMBHOCTM 3aTpaT Bbille MOPOroBOro 3HaYeHns, MOryT 6biTb MCMNOJL30-
BaHbl MHble NOAXOAbl ANA MPUHATUS pELleHns O LenecoobpasHOCTN NPUMEHEHNS TEXHOMOTMN: TYMaHUCTH-
yeckune. npogheccroHasnbHble U MHbIe COOBPaXEHNS.

B HEKOTOpbIX CAy4Yasx 419 NPUHATUA peLueHnst 06 3KOHOMWUYECKOV NPUEeMIEMOCTU MeANLMHCKOW Tex-
HO/I0TMM UCNONb3YIT 3HAYEHNE 3aTpaT Ha rof, COXPaHEHHOW XM3HW, oAbl XW3HWU C NONPaBKOl Ha KayecTBo
Xn3Hum (QALY), roabl Xn3HU C MONPaBKO Ha TpyAocnocobHocTb (DALY).

Mpun 0TCYTCTBMM COrNacoOBaHHOIO NOPOroBOro COOTHOLEHMS 3aTpaT 1 addekTa nokasare b npupatle-
HUst 3hDEKTUBHOCTU 3aTpart 41 uccnefyemoli TEXHONOTMU MOXET GblTb CONOCTAB/IEH C aHAIOTUYHBIM MOKa-
3aTenem A1s ApYrovi TeXHONOMUW, YO NPUMEHAEMOI B 34paBOOXpPaHeHUN.

8.5 KpaTkas oueHKa MeaULUHCKOW TeXHONOrnn

B mMeauLMHCKOW opraHm3aumm mMoxeT 6biTb NpoBefeHa KkpaTkas OueHKa MeAULMHCKON TexXHONormu.
Llenbto npoBefeHna KpaTkoi OLEeHKV ABNSeTCA NOAroToBka 060CHOBaHNA 4718 (hOPMUPOBAHNA CTaH4apTOB
MEeAVNLMHCKOV NOMOLLM B MeAMLMHCKOM opraHusauumn, opmynsipHOro nepeyHs /iekapcTBEHHbIX CPeAcTs,
OCBOEHMWS HOBbIX HeneKapCTBEHHbIX TEXHOMOTMWIA, 3akynkv o6opyAoBaHus, pa3paboTky MeponpusaTuii no
YNyULIEHWI0 KayecTBa MeANLMHCKOW NMOMOLLM, NOBbILEHWNIO KBaIMdVKaLMM MeANLMHCKOrO nepcoHana.

Mpy NpoBeAeHNN KPaTKO OLLEHKN MeAWNLMHCKON TeXHOMOrNN AeiiCTBEHHOCTb, 3D(hEeKTUBHOCTL, 6e30-
NacHOCTb U 3KOHOMUYECKYI NMPUEMIEMOCTb MEeAULIMHCKON TEXHONOTMN OLeHNBAOT Ha OCHOBaHWUM Npenmy-
LLeCTBEHHO BTOPWYHbIX WCTOYHWKOB WHhopmaumm: cucTemMaTmyecknx 0630pOB, OTYETOB MO OLEHKe
MeAVNLMHCKUX TEXHONOMWIA, NOATOTOB/IEHHbIX APYTMMUN OpraHn3aumsaMu, KNMHM4Yecknx pekomeHgaunii (npoTo-
KOI0B fleyeHuns), cTaHAapToOB MeANLMHCKON NOMOLLM, POPMY/IAPHLIX CNPaBOYHWKOB U Np.

MpoBefeHve KpaTkoli OLEHKM OCYLLeCTBSAIOT B HECKO/IbKO 3Tarnos.

Ha nepsom atane hopmumpyeTcs nepeyeHb MeANLUHCKUX TEXHOMOMMI AN NPOBeAeHNs oLeHkn. B gaH-
Hbll NepeyYeHb PeKOMEeHAYeTCs BKYATb:

- TexHonoruu, sowwegwme B rpynny A uam B npu ABC-aHanuse CTPyKTypbl pacxofjoB — W B KaTero-
puio N — npu YEA/-aHanuse (cm. npunoxenue IN);

- TEXHOMOrnK, LenecoobpasHoCTb NMPUMEHEHUS KOTOPbIX OLEHWBAETCA HEOAHO3HAYHO pasfINyHbIMM
COTpYyAHMKaMM.

Mpumep — TexHoNorum, No NOBOAY KOTOPbLIX UMEK T CS pa3Horiacus npu paboTe Haj cTaHgapTamMu Me-
OVLWMHCKOA MOMOLM UMW (DOPMYNSAPHBIM NEPEYHEM, NPOBELEHUN IKCNEPT N3bl KAYECTBA MEAULMHCKOVW NOMOLLN.

Mpu KPUTMYECKOM aHanM3e UHopMaLUM O MefULMHCKOM TEXHONOMUW, NPEACTABNEHHON B KNUHNYEC-
KNX pekoMeHgaunsx (npoTokonax neveHuns), obpaliaeTcs BHUMaHVe Ha cneaytoliie OCHOBHbIE MOIOXKEHUS:

- Bce N1 0CHOBHble BapuaHTbl feACTBUIA N0 BeAEHNIO 60MbHbIX U BaXHble pe3ynbTaTbl Oblin paccmoT-
peHbI?

- Kakne anbTepHaTUBHble MeAULMHCKNE TEXHOIOTUN NpoaHaim3npoBaHbI?

- Bbln N Npo3payHblii, NOHATHLIA M 060CHOBaHHLIV NpoLecc noucka, oTéopa 1 0606LeHNA AoKa3a-
TenbCTB (Kak U rae nNpoBOAUCS MOUCK, KOrga NpoBOAMCA NocnefHuii Nouck, Kak 6bl/10 OLEeHEHO KavyecTBO
I/ICCI'IG,EI,OB&HVIVI, Kakue nccneanoBaHus 6b1n YUTEeHbl, Y4NTbIBa/INCb /1N NOC/IeAHNE BaXHble AOCTMKEHNA HAaYyKn
1 NPaKTUKX, BKIOYEHbI /I B 6161Morpadpuyeckuii cnucok BaxHble UccnenoBaHuns)?

- Bbin v BHeApeH Mpo3payHbIii, MOHATHLIA M 060CHOBaHHLIV NpOLEecC AN OLEHKA 3HAYMMOCTU pas-
NNYHbIX pe3y/bTaToB NPUMEHEHNA TEXHON0IMN (KTO 3KCNepThbl, KaK AOCTUTasICA KOHCEHCYC, Y4YNTbIBasl0Cb NN
MHEHMVe nauneHToB)?

- Ypganocb M chOpMynnpoBaTh BbINOSHUMbIE KTMHUYECKM 3HAUYMMbIE peKkoMeHaaunn?

- Hackonbko 060CHOBaHHbI pekomeHgauuy (YpoBeHb yoeanTenbHOCTU foKa3aTebCeTB)?

- Kak Benvka HeonpefesieHHOCTb, CBA3aHHAasA C OLLeHKOM f0Ka3aTebCTB U BIHECEHUEM CYXAEHWA?

- Kto dmHaHcupoBan paboty?

CTpyKTypa oT4yeTa O KpaTKOW oueHKe MeJMLMHCKON TeXHONOrMN NpuBeaeHa B NnpuioxeHun [,
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8.6 CouuanbHble, npaBoOBbl€ N 3TUYHECKME aCNEeKTbl NPUMEHEHNA Me,CI,VILWIHCKOVI TeXHOos10rnn

Bce KMHUYeckre uccnefoBaHus (MccnefoBaHus, NPOBOAVMBIE C y4acTMeM YesloBeka B KauecTBe Cy6b-
€KTa /11 BbISIBNIEHWSI W NOATBEPXKAEHNST KTMHUYECKUX U hapMakKoniornieckux adhhekToB ucciemyembix
NPOAYKTOB, BbISIB/IEHUSI HeXefaTe/bHbIX peakuunii Ha uccriegyemble NMPOAYKThl, U3YYeHUs! X BCAChIBAHWS,
pacnpegeneHusi, MeTabonm3ma U BbIBeIeHNs C Lie/Iblo OLLeHUTb UX 6€30MacHOCTb U 3 heKTUBHOCTL) LOXK-
Hbl ObITb MPOBEAEHbI B COOTBETCTBMM C MOMIOXEHUSAMU XeNbCUHKCKONM Aeknapauun v npaBuiaMu Hagnexa-
el KAMHUYECKO npakTuku. ViccnefoBaHusl, Hapylwalowme 3T MNPUHUMNLI U NpaBuia, He AOSKHbI
paccMaTpuBaThbCs MPU OLeHKe MeAULMHCKAX TEXHOOTHIA.

Mpv NpoBeAEeHUN OLEHKN MEAULMHCKUX TEXHOMOMMIA HEOGXOAMMO YUMTbIBATb COLMAsbHbIE 1 3TUYECKNE
acnekTbl NPUMEHEHUST MeANLMHCKNX TEXHOMOMMIA, K KOTOPbIM OTHOCATCS:

- NpUememMocTb TEXHOJIOTUN — ee COOTBEeTCTBUE MPUHATLIM B 06LLECTBE MOPa/IbHbIM, KY/IbTYPHbLIM 1
PENIMIMO3HLIM LEHHOCTAM (MpUMepamMy MegULUHCKUX TEXHOOMMA, MPUeMIEMOCTb KOTOPbIX pasfinyHa B pas-
HbIX 06LECTBaX, SBASIOTCA KOHTpaUEenuus, UCKYyCCTBEHHOE npepbiBaHne 6epeMeHHOCT MO0 XEeNaHUIo XKeH-
LWMHBI. NepenMBaH1e KPoBW, UCMOJIb30BaHMe CTBOIOBLIX KNETOK B NIeUe6HbIX Lensx):

- cobnogeHne Npas rpaxaaH nNpy NPUMEHEHUU TeXHONorMK [aTuyeckme npo6emMbl MOryT 6biTb CBA3a-
Hbl C MacCOBbIM MPUMEHEHMEeM TEXHO/OMMii B MHTepecax o6LWecTBa, eciv npyu 3TOM CTpajaloT UHTepechl
OTAeNbHbIX rpaxaaH (MPUMEPOM TaKoi TEXHOIOTMN MOXET CNYXWTb BaKLMHALWS)):

- cobnofeHne NpuHLUMNAa paBeHCTBa U CNPaBeAIMBOCTU B OKa3aHUU MEULMHCKON NMOMOLLM.

Mpumep — BHegpeHue HOBOW AOPOrocToOsiL el TEexXHONOrny MOXeT MPUBECTU X nepepacnpepeneHuio
pecypcoB 34paBOOXpPaHeHNs N K COKPaLLeHnto (hMHAHCUPOBAHMNSA, @ 3HAUYNT — K YMEHbLW EeHU 4OCTYNHOCTMW 4pY-
rMX TEeXHONOrnii, 4TO MOXeT paccMaTpuBaTbCA KaK HAPYLWEHNe NPUHLUNOB PaBeHCTBA W CNPaBefnBoCT n);

- BO3MOXHOCTb NpUYNHEHNA Bpeja KOMy-/'IVI60 B pe3ynibTate NpuMeHeHns TeXHO/T0rnn.

Mpumep — Pe3ynbTaTbl FTeHe TUYECKOTo 06CNe0BaHNSA MOTYT OTpPULATENIbHO MOBANAT b HA CeMeliHyto
XW3Hb He TONbKO CaMoOro nauueHTa, Ho U ero 61n3Kunx).

Mpu NpoBefeHUN OLLEHKN MeAMLIMHCKMX TEXHONMOruiA akcnepTaMm crnepyeTt onpefenuTb, UMeTCs Nn B
HaCTOSALLEM 1 He MOTYT /I BO3HUKHYTb B GyAyLLEM CEpbe3Hble CoLMabHbIe 1 3aThdeckne npobiemsl, CBA3aH-
Hble C MPUMEHEHNEM MeLMLMHCKON TeXHONOMMW. [N BbISBIEHUSI COLMAJIbHBIX U 3TUYECKUX Npo6emM mMoryT
6bITb UCMO/Ib30BaHbI Pe3ynbTaThl HAYUYHbIX UCCNEA0BaHNI B 06/1aCTW NCUXONOTUM, COLMOMOTUM U NP., ONUCHI-
BaKOLWMX LLEHHOCTU 06LLecTBa; NccneoBaHuns, Hanpas/eHHbIe Ha BblisiBIeHWe Npo6aeM NPUMeHEeHUst TEXHO-
NOTUiA; oNpockbl MeAWLMHCKUX CMeuuanucToB 1 nauveHToB; aHanu3 ny6nuvkauuii B cpeAcTBax MaccoBOM
MHhopMaLUn; INYHBIA OMNbIT.

Mpy HEO6XOAMMOCTM IKCNepTaM creayeT 0TPasuTb B pEKOMEHAALMAX 3TUYECKNE OCOBEHHOCTU NprMe-
HEHWA TEXHOJIOTVMN C LeNblo NpefoTBpaLLeHUs, YCTPAHEHU UM MUHUMU3ALUN BO3MOXHbIX COLMAbHbIX U
3TUYECKNX nNpobnem.

MpaBoBble acnekTbl OLEeHKN MeAULMHCKON TEXHOMNOMMIN CBSA3aHbl C 3aKOHOA4ATE TbHbIMU MW HOPMATUB-
HbIMW OrpaHUYeHNAMU NPUMEHEHUS TexHoNoruniA. Mpumepamy MOTyT CAYXUTb NPUMEHeHWe iekapcTB BHe
3aperncTpupoBaHHbIX NOKa3aHWii, NCMONb30BaHME KTETOUYHbIX TEXHOMOMIA BHE 3KCNEpUMEHTA/IbHbIX Ucce-
[oBaHuWii NT. 4.

9 ®opmMupoBaHue oTyeTa

Pe3ynbTaThl OLEeHKA MeANLMHCKO TEXHOMOTMM 0QOPMAISIOT B BUAE OTYeTa. PekoMeHayemas CTpYKTy-
pa oTueta 06 OuEeHKe MEAULMHCKON TEXHOMOMUN NpuBeaeHa B NpuioxeHun E.

MepBylo pefakyuio oTyeTa NPeACcTaBsoT B BUAe A0k1aAa Ha 3aceaHum OpraHa no oueHke MeauLuH-
CKMX TexHonoruii. Mocne goknaga OpraH Mo oueHKe MeAMLMHCKUX TeXHOMOrMiA ocyLecTBASeT Ny6ankauuo
nepeoit pefakuumn otyeTa B ceTU «/IHTEPHET» C yKa3aHMeM MOYTOBOIO M 3/IEKTPOHHOIO aApecoB Afis nepe-
MUCKW. Kyfa cnefyeT HanpaenATb 3aMevyaHus U NpefioxeHus. LomxkeH 6biTb NpefycMOTPeH nepuog Ans
OTKPbITOro 06CYXAeHUsi (He MeHee 0IHOr0 Mecsilia), B TeUeHNe KOTOPOro MeAULUMHCKIE CNeLuaniucTsl U NHble
3aMHTepecoBaHHbIE iMLA MOTYT 03HAKOMUTLCS C NMEPBOI peAakLueli oTueTa 1 BHECTW CBOU NPea/IoKeHus no
M3MEHeHUI0 oTyeTa, a Takke MNPeacTaBUTb [OMOSHUTE/NbHbIE AaHHble 06 uccnefyemoill MeauLUHCKOW
TEXHO/MOTUN.

OpraH Mo oueHke MeAULMHCKMX TeXHOMOornii onpeaensieT 3KCnepToB, KOTOPLIM HaNPaB/sOT NepByio
pefakuuio oTYeTa ¢ NpeasiokeHnem NpeicTaBuTh 3ak/oueHre no oTyeTy.
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Mo 3aBepLUEHUM Neproga, OTBEAEHHOTO Ha OTKPbLITOE 06CYXAEHWE, BCEe 3aMeyvaHust U NpeioxeHus
CBOAATCS 3KCnepTaMu paGoueit rpynnbl B TaGAMLY COrMacoBaHusi, BLIHOCATCA NpefBapuTe/bHble pelueHus
Mo y4yeTy NpeasioxXeHnin U ux 060CHOBaHWS (CM. PUCYHOK 1).

®opma Tabnuubl cornacoBaHusa 3ameyaHuii n npesnoxeHuni
no NpoekTy oTyeTa 06 OLEeHKe MEAULMHCKUX TEXHONMOTUI

®amMnnns, UMA. 0TYECTBO peleH3eHTa um 3ameyaHue uUnm npegnoxexue, PeweHne pa6oueii rpynnbl u ero
akcnepra, mecTo paboTbl, 4OMKHOCTb o6ocHOBaHne o6ocHoBaHue
PucyHok 1

Ha ocHOBaHUW NpeanoXeHnii rOTOBAT OKOHYATE/IbHY pefakumio oTyeTa. OKoHYaTesIbHY pefakumio
oTyeTa U TabnuLy cornacoBaHus NpescTaBNAloT B BUAE A0K1aAa Ha 3acegaHn OpraHa no oueHke MeuumH-
CKUX TEXHONOINiA. PelleHne 06 yTBEPXAEHUN OKOHYaTe/NbHOW Bepcun oTyeTa MPUHUMAETCs Ha OCHOBaHUU
KOHCeHcyca uneHoB OpraHa no oueHKe MegULMHCKUX TEXHOMOTWA.

OkoHuYaTenbHas Bepcusi oTyeTa Ny6/MKyeTcs B NEPUOAUYECKOi nevaTn U B ceTn VIHTepHeT.

PacnpocTpaHeHue oTyeTa OCYLLEeCTBAAIOT NyTEM Lie/IeBOI pacchiiku ero 6YMaxHoR 1 (Man) aneKTpoH-
Hoi Bepcuu.

Bce otyeTsl o OMT pekomMeHayeTcsl [OBOAMTbL 0 CBEAEHNS OPraHOB rocyAapCTBEHHOM BNacTu U MecT-
HOro camoynpas/ieHVsl B 06/1acTh 0XpaHbl 3[0pPOBbS, CTPaXOBbIX MeANLMHCKUX OpraHn3auuii, hoHaoB 0653a-
TENbHOTO  MeJMUMHCKOTO  CTpaxoBaHusi, pykoBoAMTENei  MeAUUMHCKMX — OpraHusauuii,  BegyLiux
cneunanncTos.

9.1 TpeboBaHuWa K pekoMeHAauusam

Mo pesynbTatam OLEHKN MeANLMHCKNX TEXHONOMNA hopMynpYOT pekoMeHaauny, senawumnecs obs-
3aTefIbHON YacTblo oTyeTa:

- N0 NPUMEHEHNI0 MeANLMHCKOW TeXHOMoruu;

- MO janbHeiweMy N3y4yeHno MeguULMHCKON TEXHONOTMN.

PekomeHgauuv No NPUMEHEHNI0 MEAVNLMHCKOM TEXHONOMUW AOKHBI BKOYATL yKasaHue Ha nonyns-
Luuio nofei, B KOTOPOI pekomeHayeTcst (He pekoMeHAyeTcsl) MPUMEHEHNE TEXHOMOMMKU, U NoKasaHusa K ee
npuMeHeHuo (340p0Bble LA onpeaenieHHoro Bo3pacTa, 3abonesaHune, CUHAPOM, CUMNTOM WU KIUHUYeC-
Kas cutyauus).

Mpu HeobxoANMOCTY B peKOMeHAALMN MOTYT 6bITb yKa3aHbl CMOCO6 U Le/lb UK OXMAaeMblil pesynbTart
NPUMEHEHNA MELVNLMHCKOM TEXHONMOTNK.

[ns pekomeHgaunii N0 NPUMEHEHUI0 MeANLMHCKOW TEXHOMOMMM YKa3biBaloT YPOBEHb yoeauTenbHOCTH
[oKa3aTtenbCTB, NOATBEPXKAAIOLUNX faHHYI0 peKOMeHAaLM0, B COOTBETCTBUM CO CreAyHoLL et WKaioii:

- ypoBeHb y6eauTenbHOCTU Aokas3aTenbCcTB A. AokasaTenbcTBa yoeamTenbHbl — CYLLECTBYIOT BECKME
[okasaTenbCcTBa B NO/Mb3Y TOr0, YTO6bI PeKOMeH0BaTb NPUMEHEHWNE TEXHOMOMNY;

- ypoBeHb ybefuTenbHOCTM fAokasaTenbCcTB B:  oTHocuTenbHasa yb6eauTenbHOCTb — Aokasa-
TeNbCTB — CYLLeCTBYeT 40CTaTOYHO f0Ka3aTe1bCTB B MO/1b3Y TOr0, UTOObI pEKOMEHA0BATb NPUMEHEHNE Tex-
Honoruu,

- ypoBeHb yb6eanTenbHoCcTn gokasatenbcTs C: gocTaTouHble foKa3aTenbCTBa OTCYTCTBYIOT — VMEo-
LMXCS AoKa3aTeNbCTB HEAOCTATOUYHO AN POPMYNNPOBAHNA PEKOMEHAAUNN, HO peKoOMeHAauMn mMoryT BbiTb
[aHbl C Y4eTOM VHbIX 06CTOATENLCTB;

- ypoBeHb y6eanTenbHOCTM foka3aTtenscTs D: focTaTouHO oTpULaTebHbIX oKa3aTeNbCTB — UMeeT-
CS [OCTaTOYHO A0Ka3aTesibCTB f/1A TOro, 4TO6bl peKOMeHA0BaTb 0TKa3aTbCs OT NPUMEHEHNA AaHHON TeXHO-
noruu;

- ypoBeHb yb6eauTenbHOCTU AokasaTenbcTsB E: Beckme oTpuuatesibHble foKasaTesibcTBa — VMEeKTCs
Beckue fokasaTenibcTBa 418 TOro, YToObl peKOMeH0BaTb 0TKa3aTbCA OT NPUMEHEHNSA AaHHON TEXHONOTUN.

Mpy ykasaHun ypoBHA ybe[nTeNlbHOCTU [oKa3aTeNbCTs, NMOATBEPXAAIOLNX PeKoMeHAauuto, aKkenep-
TaMm crnefyeT pyKOBOLCTBOBaTLCA CBEAEHUAMU, NPUBEEHHbIMN B Tabnuue 4.
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Ta6nuuya 4— COOTHOWEHNE MEXAY YPOBHEM y6E4UTENbHOCTM [0KA3ATENbCTB U 0COGEHHOCTSIMU UCCNe0BaHuii, e
KOTOPbIX U3yyanacb TEXHONOrMs

YpoBeHb y6eauTensHocTv

AOKA3ATENLCTE OC06EHHOCTU 1CCeA0BaHNIi

A unn E CunctemaTnyecknit 0630p, HECKONIbKO PaHAOMU3NPOBAHHbIX KIMHUYECKUX UCCnefoBaHunil ¢
O[JHO3HAYHbIMU pe3ynbTaTaMn U HU3KON BEPOATHOCTbIO CUCTEMATUYECKON OWNGKN.
[na anarHoCcTUYeckux TEXHONOTUIA — HEeCKONbKO MUCCefoBaHWii cpaBHEHUs C pedepeHT-
HbIM TECTOM B nNapasifie/lbHblX rpynnax ¢ 0fHO3HaYHbIMU pe3ybTaTaMu U HN3KO BEPOATHOCTLIO
cucTtemaTUyeckoil oWmnBKM M cucTemMaTnyeckuii 0630p Takux uccaepoBaHmnii.
A6coNTHaRA, He Bbl3blBatoLWas HUKAKUX COMHEHWI Y 3KCNepToB, 04HO3HAYHOCTb 3D D EeKTUB-
HOCTU MeJNLWUHCKOW TeXHONOrnK, NoslyyeHHas B N1060M Tune nccaefoBaHms

8(0) EAvHCTBEHHOE paHAOMU3NPOBAHHOE K/IMHWYECKOEe WCCNefoBaHUe UAN HECKOJIbKO paHpao-

MW3UPOBAHHbIX UCCMefOBaHUA C HU3KOW BEPOSITHOCTbIO CUCTEMATUYECKON OWMNGKU, HO He-
O0fHO3HAYHbIMU pe3y/ibTaTaMu.

KoropTHble nccnenoBaHus UM uccnefoBaHus «cnyyah — KOHTPOIb* C OJHO3HAYHbIMU pe-
3ynbTaTaMy 1 HU3KOW BEPOATHOCTbLIO CMCTEMATUYECKOW OWNGKN.

[Ans AnarHoCTUYeCKNX TEXHONOrnii — HeCcKoNbKO MCCNefOoBaHWUi cpaBHeHUs C pedepeHT-
HbIM TECTOM B napasnsefibHbiX rpynnax ¢ HU3K0i BEPOSATHOCTbIO CUCTEMATUYECKOW OWNGKMN, HO
HEOAHO3HAUYHbIMU pe3ynbTaTaMyu UM e AUHCTBEHHOE UCCNefoBaHne ¢ ped)epeHTHbLIM TECTOM B
napannenbHbiX TPynnax ¢ HU3KoW BEPOATHOCTbI CUCTEMATUYECKOW OWNGKM

C OnucaHue cnyyaes, Cepuil cnyyaeB: MHEHWE 3KCNEPTOB.
NccneposaHua no6oro gnsaliHa HU3KOrO MeTOAMYECKOTO KayecTBa C BbICOKON BEpOSATHOC-
Tbl0 CMCTEMATUYECKON OWMNGKM

M3 TekcTa oTyeTa JO/MKHO 6bITh ACHO, YTO MOC/TYXXM10 OCHOBOW ANA hOPMUPOBAHUSA TON UAW NHOW PeKo-
MeHAaLuun.

PekomeHgauun no gancHeweMy nsyyeHnto MegULUHCKON TEXHONOMMN JOMKHbI ONpeAenaTh Hanpas-
NIeHNA Hay4HbIX nccnefoBaHunii AN BOCMONHEHNA UMEIOLLMXCA NPO6esioB B 3HAHUSAX O MEANLMHCKOW TeXHO-
noruu.

Bce pekomeHgaumn hopMmpytoTcs ¢ y4eTom npasuna «Ksagpata NPUHATUS peLueHns» (CM. npunoxe-
Hue A).

9.2 AKTyanusauus otyeta

B oTyeTe 06 oueHKke MEAWMLMNHCKON TEXHOMNOrMU [O/MKEH ObiTb yKasaH OPUEHTUPOBOYHBIA CPOK ero
o6HoBNEeHNS. Mepunog [0 06HOBMEHMA onpefensieTcs paboyen rpynnoi u cornacyetcsa OpraHoM Mo oueHke
MeANLMHCKNX TEXHOMNOTNIA, NCXOAA U3 0COBEHHOCTEl MefULMHCKON TEXHOMNOMMN (4aBHOCTL ee NMPUMeHeHus,
Hasmume HesaBepLUEeHHbIX UCCeA0BaHnli 1 np.). MakcuManbHbI CPOK, MO UCTEYEHUWN KOTOPOro OTYeT A0/-
XeH B6bITb akTyann3mpoBaH. — NSATb fIET CO AHA ny6aukaumun. AKTyanusauus otyeTa MoxXeT 6biTb NpoBeaeHa
B Nto60e Bpems, No pelieHnto OpraHa no oueHke MeANLUHCKUX TEXHONOTWIA, NPU NOSIBAIEHNN HOBbIX AaHHbIX
no gencTtBeHHoCcTH, 3aPPEKTUBHOCTU, 6E30MaCHOCTU Y IKOHOMUYHOCTU MeAULMHCKOW TexHonormn. OTBeT-
CTBEHHbIM 3a MogjepXaHue oTyeTa B akTya/lbHOM COCTOSAHWW ABAAETCA 3KCMEPTHbI OpraH No oueHke
MeNLNHCXNX TEXHOOTUA.
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MpunoxexHne A
(pekomeHagyemoe)

MpuUHATME pelleHmnii o BbiGope MeAULUHCKUX TEXHONOMMIA Ha OCHOBAHMM NpaBuna «Keagpara»

MpaBuno nogpasymeBaeT, 4TO /IMLO, NPUHUMAIOLLEE PeLleHne, NCMbiTbiBaeT BO3eCTBNE HECKONBbKMX Pa3INYHO
HanpaBfeHHbIX, NHOTA4A B3aMMOWCKIOYaAWKNX PakTOpPOB, YCIOBHO Haxof4siCb BHYTPU reomeTpuyeckoit durypbl. 3Tta
urypa coctouT U3 yeTblpex rpaHeii, o6pasylolmnx B Npoekynn KkBagpart NPUHATAS pelweHus, MHPopMaLMoHHas rpaHb
(rpaHb peneBaHTHOW MHOPMaLMK), rpaHb aHanMsa u MoAennupoBaHus, rpaHb HecneunUUYecknx BO3[ENCTBUIA, rpaHb
Cy6beKTHO-06bEKTHbIX B3aUMOOTHOLWEeHWIA (CM. pUCyHok A.1).

MpaBuno nogpasymeBaeT HECKO/IbKO MOC/efoBaTeNbHbIX 3TanoB, MO3BONAKWMUX NMPUHUMATb ynpasB/eH4Yeckne
pelweHns:

- nepBblii 3Tan BKAOYaAEeT NOUCK peneBaHTHON nHdopmauum (relevant — oTHocAwuMiica K aeny), OCHOBa NPUHATUSA
pelweHnss — nHoOpMaLMOHHAasA rpaHb;

- BTOPOW 3Tan npepactaBnseT co60li Hay4Hbli aHann3 nHopmaynmn, NocTpoeHne Moaenein — rpaHb aHanusa u
MOAennpoBaHus.

- TpeTuili atan — aHanu3 cpefbl NPUHATUA PeLlleHnii — rpaHb Hecneunduyecknx Bo3aeicTBNin (coumanbHoe Npo-
CTPaHCTBO). YCNOBUS MPUHATUS pelleHus — onpefefieHHoCcTU (nuua, NpUHUMalLWmue pelweHns, B TOYHOCTU 3HAKT
pe3ynbTaTt KaX/0oro n3 anbTepHaTUBHbIX BAPUAHTOB Bbli6opa), pucka (pelweHns, pe3ynbTaTbl KOTOPbIX HE ABNSAIOTCA onpe-
[leNIeHHbIMU. HO BEPOATHOCTb KaXA0ro pe3ynbTata n3BecTHa) u HeonpeeeHHOCTHN (HEBO3MOXHO OLeHUTb BEPOATHOCTb
noTeHLUMaNbHbIX Pe3ynbLTaTos).

- 4yeTBepTblii aTan 3akn4yaeTcs B YCTAHOBNEHUN 06PaTHOW CBA3N — rpaHb Cy6beKTHO-06bEKTHbIX B3aUMOOTHO-
WweHnA. NMporHosmposaHne, N3MepPeHNe 1 oL eHka NoCNeACTBUI peLeHnsa UM conocTaBneHne pakTnyecknx pesynbraTos
C TeMu, KOTopble nuua, NpUHUMaK LW e pelwerHne, HagesaIMCb NoNYYUTb. Y CTaHaBIMBAIOTCA BO3MOXHbIe OTpaHnyYeHns gns
NPUHATUA peLueHuni.

MHdhopuraynoxas rpaHb
(fpaHb poneBNMNHOWA

MuchapamLyv)
paHb
["pMbLULWIBOA HBCMBLUM TKKKX
1 ncaanpceaHns BosigsAionuin
(coumanbHoe
MPOCTPaHCTBO)

N

"paHb CyCbJITHO-06beNTHBA
— WDomouju ai

PucyHok A.1 — TpaBuio NPUHATASA PeWweHns no BbI6OPY MeANLUHCKNX TEXHOMOTUN
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MpunoxeHue b
(pekomeHnpgyemoe)

KOHM NUKT nHTepecoB

MpodtheccnoHanbHan akTUBHOCTb YieHa OpraHa no oL eHke MeANLUHCKUX TEXHONOrnUiA 1 paboyeid rpynnbl No oLeHke
MeAULUHCKOA TeXHONormmn, NnpusiekaemMoro kK paboTte rpynnbl 3KCNepToB, CBSAI3aHHAA C €ro COTPYAHWYECTBOM C rocyaap-
CTBEHHbLIMUN CTPYKTYpPaMm, HaCTHbIMMN N 06, ECTBEHHbIMY OPraHn3aLuamMm, ConpsXeHHasn ¢ BO3MOXHOCTbIO BO3HUKHOBEHUSA
KOHM TINKTA UHTEPECOB, He J0/KHAa B/INSATb HA 06 BEKTUBHOCTb 3aK/04eHU 06 adhhekTUBHOCTN, 6€30NacHOCTH, 3KOHOMU-
yeckoli uenecoo6pasHocTu (NpUemMaemMocT) MeAULUHCKON TEXHOOTUN.

B uenax npegoTepalleHna (orpaHnyeHns) BO3HUKHOBEHUSA KOH(NUKTA NHTEepecoB, CBA3AHHOTO C NpodyeccuoHanb-
HOI. rocyapCTBEHHON, KOMMepUYeCcKoil, 06LWEeCTBEHHOW U MHOW AeATEeNbHOCTbLIO, & TaKXe C POACTBEHHbIMU, APYXECKUMU
CBA3SIMU C 3aMHTEPECOBAHHON CTOPOHOA, YNeHbl OpraHa no oueHke MeAULMHCKUX TEXHONOTUI 1 paboyeil rpynnbl No OLeH-
Ke MegULMNHCKON TEXHONOTUK, NpUBAEKaeMble K paboTe rpynnbl 3KCNepThl 3apaHee B NMCbMEHHOW hopMe f0MXKHbl 06b-
ABUTb 06 MMeloWeMCsl Y HUX NOTEeHUNanbHOM KOHMINKTe UHTepecoB Uan 06 OTCYTCTBMUM TakoBOTO.

Hannunem KOoHMNUKTA MHTEPECOB NPU3HAETCHA B TOM YUC/IE, HO HE TONbKO:

- MOJly4eHue NMLOoM A0X0oAa OT Npojaxn ToBapoB MeAULUHCKOro HasHavyeHus (nekapcTsBo, MeAULUHCKOe Un He
MeAuuuHcKoe o60pyaoBaHue) nayMeHTam c paccmatpuBaemblM 3a6onesaHmem (COCTOAHUEM), MPU KOTOPOM NMPUMEHSET-
cA MeULUHCKasA TEXHOMOTUA, NN N0OLIM OpraHn3aunamM, okasbiBaloUuMM NOMOLLbL TAKUM NaLeHTaMm; Hanpumep, B Buje
BNlafleHNsA NPON3BOACTBOM 1eKapPCTB UM aKLUMAMMN 3aBOAa — WU3rOTOBUTENA MEANLMNHCKUX U34eNnil, NI NHOTO CBA3AHHO-
ro C3TUMU TOBapamu unv ycayramu 6nsHeca (ontosas TOprosasA fiekapcTsamu, anTekn U T. n.). naTteHTamu, No3BoNA0 W M-
MU nonyuyaTtb [0XO0[ OT NPoAax AaHHbIX TOBApOB; paBHbIM 06pa3oM — 3aWHTepecoBAHHOCTb NuLa B NPON3BOACTBE 1
npojaxe KOHKYPUPYLMX TOBAPOB NN MEANLUHCKNX TEXHONOTUIA:

- oKasaHue NMLOM NNaTHbIX YCAYr NPON3BOANTENISIM TOBAPOB U YCYT, KOTOPble paccmMaTpuBalTCca uau npeanona-
ralTcsa K paccMoTpeHunto, paboTa, B TOM HUC/IE U HA YC/TOBUSAX HEMOJTHOW 3aHATOCTH, y Takux npoussoutenei (Hanpumep,
YTeHne nekuuin Ans Bpaveil Ha BO3Me3/HO OCHOBEe 3a CueT NpPoOu3BOANTENS);

- 6anxaliwmne poACTBEHHUKN NnLa BNaAEoT NPON3BOACTBOM, Kak yKa3aHo Bbllle, UK OKa3biBAKT YCAYyrM NPOnN3BO-
avtento (paboTtaloT HAa NPOU3BOAUTENA), TN 3AHUMAIOTCA UHBIM CBA3AHHBIM C 3TUMKU TOBapaMu unu ycnyramu 6nsHecom
(onToBas TOProBnsA nekapcTeamu, anTekn v 1. n.).

- MoJlydyeHue NULOM MHbIX MPenMyL ecTB, HaNnpumMep B BuAe NogapkoB oT NPpoM3BOAUTeNell TOBapoB v ycayr, nn6o
noslydyeHue BbiNaaTbl 3a CYET rPaHTOB, NPEAOCTaBAAEMbIX TAKUMU NPOU3BOAUTENSAMMU, NN UHOTO CBSA3AHHOTO C 3TUMN
ToBapamu unan ycnyramu 6usHeca (ontosas TOProB/asA fiekapcTBamu, anTekun u T. M.).

KOHMANKT nHTEpecoB MOXeT 6biTb MPU3HAH HE3HAYUTE/IbHLIM, ECIN OH CylW,ecTBOBaN NATbL NeT Ha3aj u 6onee.

B cnyuyae, ecnu KoMneTeHUWs cneyvanuncta ¢ HaaMynem NoTeHUMasnbHOTo KOH(NKTa MHTepecoB TakoBa, YTO B
npouecce OUEHKN MeULUHCKON TeXHONOrnn He MOXeT 6GbiTb YAO0BNETBOPUTENbHO 3aMeHeHa KOMNeTeHuueid Apyroro
cneynanucTa, Takomy cneynannucty ¢ NoTeHUNasbHbIM KOH(IMKTOM WHTEPECOB [0/IKHO 6blTh NMPefoCTaB/1€HO OrpaHu-
YeHHOe NpaBo y4acTus B OLEHKEe; OH He [0J/IKeH y4acTBOBaTb B HANMCaHWW U peAakTupoBaHUM pa3fenos [JOKYyMeHTa, B
OTHOLWEHUN KOTOPbIX Y HETO UMEETCA NOTEeHUNa N bHbIA KOHMIUKT UHTEPECOB, U He [JOJ/KeH NPUCYTCTBOBATbL Ha 3acejaHu-
Ax pa6oyeil rpynnbl MM 3KCMEPTHOrO OpraHa, korga paccmaTtpuBaeTcsi BONPOC O MPUMEHEHUN MeAULMHCKUX TEXHONOTnit
(nekapCTBEHHbIX CPEACTB, MEANLNHCKUX U3[eNnii, YCNYr), B OTHOWEHUWN KOTOPbLIX Y HETO UMEEeTCS NOTEeHLNabHbIA KOH-
NNKT MHTEepecos.

Nnua, cKpbiBlWIKE HanWynMe NOTEHLMaNbHOro KOHMINKTA WHTEepPecoB, AO/KHbI 6biTb UCKIKOUYEHbI M3 NPOLECCOB
OLEHKM MEANLNHCKUX TEXHONOINA B 6yayuem. Pe3ynbTaTbl OLEHKU TEXHOIOTUN, B NPOLLECCE KOTOPOI OHM yyacTBOBanu,
CKPbIB Hasnune NoTeHUNaNbHOr0O KOH(PINKTA WHTEpPecoB, A0/XHbl 6biTb NepecMoTpeHbl paboueii rpynnoii Ha npegmeT
BO3MOXHbIX MCKAXXEHWUI B YyTBEPX/AEHUAX OL,EHKN B NONIb3Y NPOAYKTOB UMW YCNYT, B OTHOLWEHUN KOTOPbIX Y NCK/TIOYEHHOTO
yyacTHUMKa TPynnbl UMeeTCs KOH(INKT MHTepecoB.

NHdopmauma 0 NnoTeHLManbHOM KOH(PNKTE UHTEPECOB WAKM OTCYTCTBUM KOH(NMKTA MHTEpecoB YneHoB OpraHa
no oueHKe MeJNLMHCKNX TeXHONOrMin unu paboyeii rpynnbl, a Takke NpusBiekaeMbix K pa6oTe akcnepTos ny6aunkyeTcs
BMecTe C NJaHOM (MPOTOKOIOM) OLEHKM MEeAULUHCKUX TEXHONOTUI N OTHETOM.

PykoBoauTens OpraHa no oueHKe MeAULUHCKUX TEXHONOTUA nnn paboyeil rpynnbl, NP BOSHUKHOBEHUMN NOTEHL -
aNnbHO CYWECTBEHHbIX A5 AeATe/IbHOCTU FPynnbl B LL€/IOM WIW NpW PacCMOTPEHUN OTAEeNbHbIX BONPOCOB KOHM/INKTOB
WHTEPEecoB, NPUHUMAaET Mepbl K NPeAoTBPaLLEHNIO X BIMAHUA Ha 3aknoUYeHns paboueli rpynnbl. Jinua ¢ Cyu,eCTBEHHbIM
KOH( IMKTOM MHTepecoB (NpefcTaBUTeNN UAN COTPYAHWUKN N3TOTOBUTENS TeKapCTBEHHOTO CpeAcTBa WK N3enna Meaun-
LMHCKOro Ha3Ha4YeHuns), aTakke UHble n1ua, cBA3aHHble (caMn uaun ux 6113Kue) c N3roToBUTENEM IEKAPCTBEHHOTO Cpea-
cTBa WAW  U3[ENnA  MEAULUHCKOr0O Has3HayeHUs WU  UHbIM 3aMHTEPECOBaHHbLIM /INLOM BAajeHUeM [0NAMU
COGCTBEHHOCTN (akKuuil) M NosyyeHnem cucTeMaTnyeckoro Aoxofa UANM 3Ha4YUTeNnbHOro goxoga (cymmel, 6onee yeT-
BEPTU rO/10BOr0 A0X0/a 3Kcnepra), MOryT y4acTBOBaTh B aHasim3e UCXOAHbIX AaHHbIX A1 OLEeHKN MEeAULUHCKON TEXHO-
NOTUN. HO HE MOTYT NMPUHUMATb y4yacTus B (DOPMUPOBAHUMN BbIBOAOB W PeLUEHUA.
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MpunoxeHne B
(pekomeHagyemoe)

MepeyeHb BOMNPOCOB A1 OLEHK/ METOANYECKOTO KauyecTBa UCCeA0BaHN pasinyHoro Tuna

B.1 WccnepoBaHue «cnyyaih — KOHTPONb»

FACHO Nn chopmMynunpoBaHbl Lenb 1 3agadyn uccnefoBaHuna?

OnucaHbl N MeToAbl oT6opa efuHUL HAGNOAEHNUS 4NA TPYNNbl CAy4YaeB U KOHTponein?

OT6Mpannchb N y4acTHUKN B TPYNNy CAy4YaeB ¥ B KOHTPOJIbHYO TPynny M3 OAHOW nonynaumm?

Bce nu naymeHTbl 6bi1M BKAOYEHbI B TPYNny cyyaeB B Havyane 3a6oneBaHus?

Bbliv N1 conocTaBUMbl OCHOBHAA U KOHTPOJIbHAS TPYNnbl NO BCEM Npu3Hakam, KpoMe u3yyaemoro?

ABNsAnach N1 KOHTPONbHAS rPpynna penpe3eHTaTUBHOI (AHANOTMYHOW NO CBOMM xapakTepucTukam Toi nonynsuuu,
Ha KoTopytl GyAyT aKCTpanonupoBaHbl pe3ynbTaTbl UCCNEA0BAHUNA)?

MpUMEHANUCH NN B OCHOBHOW U KOHTPONIbHOI rpynne ofMHAKOBble METOAbl BbisiB/IeHUA BO3A4eCTBUA N3yyaeMoro
npuYnHHOro ¢haktopa?

Mcnonb3oBanoch /i1 COKPbITUE MH(DOPMALUU O HAMUYUKM UM OTCYTCTBUU BO3AEHCTBUS NPUYMHHOTO dhakTopa oT
nccnefoBaTens, BbIAB/ASBLIETO UCXOAbI?

CyuiecTByeT N MHPOPMALMSA O YUC/e YYACTHUKOB UCCNe0BaHuUs, BK/IIOYEHHbIX a OKOHYaTe ibHbIi aHanm3?

KoHTponupoBanuch N1 B UCCnefoBaHUy BO3MOXHble BMelluBatoLWwmecs akropbl?

MpaBuIbHO M UCNONb30BAINCHL CTATUCTUYECKNE METOAbl 06paboTKN AaHHbIX?

MpuBoaATCS N1 B UCCNEA0BaHUN AOBEPUTENbHbIE NHTEPBabl AN NoKasaTenein ucxonos?

COOTBETCTBYIOT /I BbIBOAbLI MOSIYYEHHbIM pe3ynbTaTam?

B.2 KoroptHoe nccneposaHue

FICHO N1 cchopMynMpoBaHbl Lienb 1 3ajayn uccnefoBaHns?

ficHo nu onucaH cnoco6 hopMupoBaHNA KOTopT?

BblAn N cpaBHUBaeMble KOropTbl COMOCTaBUMbl Mexay co60ii?

Bce nu yyacTHUKN 3aBepLlInIin nccnegoBaHme?

CyujecTByeT M MUHDOPMALMA O NPUYUHAX BbIObITUS YYACTHUKOB U3 NCCE[0BAHNA N PaA3TNUYNAX B COCTaBE YHaCTHU-
KOB. BblGbIBLIMX U OCTABLUNXCS B UCC/IEe[0BaHNN?

TwaTeNbHO N NPOBOAUNOCH BbisIB/IEHWE BO3/elCTBUS NPUUYNHHOTO (hakTopa?

TwareNbHO N NPOBOAUNOCH BbIIBIEHNE NCXOA0B?

Mcnonb3oBanunchb Nn y BCeX y4acTHUKOB OfMHAKOBble MeTO/bl BbISIBIEHUA UCXOL0B?

KoHTponupoBanuch N1 B uccaiefoBaHn BO3MOXHbIe BMellMBaLWmecs aktopbl?

Mcnonb3oBanoch N COKPbITUE UHGOPMALUU O HAMNYUM UM OTCYTCTBUM BO3AENCTBMSA NPUUMHHOTO hakTopa oT
nuccnepfoBaTens, BbIABIABLWIEr0 NCX0Abl?

MpaBWIbHO 1M UCNOB30BANINCHL CTATUCTUYECKME METObl 06pabOoTKM AaHHbIX?

MpuBOAATCA NN B UCCNe0BaHNN JOBEPUTE/IbHbIE UHTEPBAaNbl A48 nokasaTeneil MCxo[0B?

C0OTBETCTBYIOT /1M BbIBOAbl MOSYYEHHbIM pe3ynbTatam?

B.3 JkcnepumeHTanbHOe uUccnefoBaHne appekTUBHOCTM MELULNHCKOTO BMewaTenbCcTea

FACHO Nn cchopmMynupoBaHbl Leb W 3afayn uccnefoBaHna?

FCHO 1N ONnCcCaHbl KPUTEPUN BKIOUEHNA N NCKIOYEHUA 60MbHbIX?

Bbina nn chopmupoBaHa KOHTpPONbHaA rpynna?

Vcnone3osanach nn paHgomusaynsa?

Ecnu paHpomu3auusa He ncnonb3oBanach, CyuwecTByeT M MHopMaunsa o pasinynax B xapakTepuctmkax yyacT-
HWKOB MCCNeA0BaHNA a OCHOBHOW W KOHTPOMbHOW rpynnax?

Mcnonb3oBanocb Nn «ocnenneHne»?

CyuiecTByeT 1 MHOPMaLNA O HexXenaTebHbIX ABEHUAX U UX TAXECTN?

CyuwecTtsyeT N1 MHpOPMaLMUA O Yucne JOCPOYHO BbIOLIBLINX U3 UCCNeoBaHnsa?

CyuwecTByeT 1M MHOpPMaLMa 0 NPUYNHaX JOCPOYHOTO BbiXOA4a U3 UCCNefoBaHns BO BCex rpynnax?

CyuwectByeT v UHpOPMaLMA O TOM. HACKO/IbKO NOSTHO U NpaBU/IbHO 60NbHbIE NONYyYann Uccnepyemoe neyeHne?

Bbinn nu pasnuyuma B CONyTCTBYKOLWEM /IeYEeHUN B OCHOBHOM U KOHTPONbHOI rpynnax?

Mcnonb3oBanucb NN KAUHUYECKN 3HAYMMbIE — OKOHYaTesIbHble KPUTEPUU OLEHKN MCXO[0B?

ABNAKTCA NU pas3nnuna B pesynbrartax CTaTUCTUHYECKU U KTUHNUYECKN 3HAYUMbIMN?

MpaBuNbHO NN MCNONb30BANIUCL CTATUCTUYECKNE MeToabl 06paboTKn AaHHbIX?

MpusoaAaTCca N1 B UccnefoBaHUn 4OoBepPUTENIbHbIE UHTEepBabl ANA NnokasaTteneli Ncxo[os?

COOTBETCTBYIOT /I BbIBOAbl MOMYYEHHbIM pe3ynbTaTtam?
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B.4 OkcnepuvmeHTanbHOe nccaegoBaHne AMarHoCcTUYECKOro TecTa

FACHO N1 chopMyNMpoBaHbl Lenb U 3ajayn nccnegoBaHnsa?

Mcnonb3oBanoch N1 conocTaBneHne UCCnefyemMoro Tecta ¢ pedepeHTHbIM TecToM?

Mcnonb3oBanca M AnA CpaBHeEHUS C pedepeHTHbIM TecTOM cnenoii meToj (MccnejosaTenb, OLEHUBALW NI
pe3ynbTaTtbl pehepeHTHOro Tecta, He 3Han pe3ynbTaToB UCCNefyemMoro Tecta u Hao6opoT)?

BblN 1 yeTKo onucaH cnoco6 hopMnpoBaHUS UccneyeMblX rpynn 601bHbIX U 3[0P0OBbIX?

MpepfcTaBieHbl v Brpynne 60/bHbIX ML CPA3HOI CTeNneHblo TAXecTn 3a6oneBaHns, pasHbiMU chopmamu 6os1e3HN?

fBnaeTca nurpynna 60/bHbIX penpe3eHTaTUBHON N0 OTHOLEHWIO KTO NONYNALUK, B KOTOPOIi NnaHupyeTca npume-
HSATb UCCNeAyeMblil TeCT Ha npakTuke?

CyuecTByeT 1M MHPOPMALKUA O YAC/Ee JOCPOYHO UCKIOUYEHHbIX U3 UCCNef0BaHUSA U NPUUYUHAX UCKTIOUYEHUN?

OnucaHa N1 J0CTaTOYHO NOAPOGHO TakTUka NPUMEHeHNA uccneayemoro n pedepeHTHOro TecToB?

PaccunTbiBannch i YyBCTBUTENbHOCTb M CNeLUupUYHOCTb Nccnepyemoro Tecta?

OueHuBanncb NN HafeXHoOCTb U BOCNPOU3BOAUMOCTb TecTa?

PaunoHanbHO Nn onpejeneHa rpaHula Mexay Hopmoil u natonornein?

CyujecTByeT M MHPOPMaLKUA O TOM. KaK MHTEPNPETUPOBASNCL NPOMEXYTOUHbIE U HEACHbIe pe3ynbTaThl TecTa?

OnucaHo Nn, Kak BAUAET U3MEHeHUe rpaHullbl Mexy HOPMOii 1 natonorneil Ha YyBCTBUTENbHOCTb W cneLuduy-
HOCTb nccnegyemoro Tecta?

OueHuBanach /M NPOrHOCTUYECKas LLEHHOCTb TecTa?

OueHuBanacb 1 o6wan NONE3HOCTb TecTa ANA YNyYlWeHNa NPOrHo3a neyeHns?

Ecnu TecT npegnaraeTca ANA CKPUHUHTA, CYLW eCTBYIOT /1M JOCTOBEPHbIE fJaHHbIe O TOM. YTO paHHee Hayano neve-
HWS NPUBOAUT K yNyUlleHUI0 MCX0/0B 3a60/1€BaHNs N0 CPaBHEHUIO C 1eYeHneM, HayaTbiM NPy Han4uM CMMNTOMOB 3a60-
nesaHna?

COOTBETCTBYIOT /11 BbIBO/AbI MNOSyYEHHbIM pe3ynbTatam?

B.5 Cuctemartunyecknin o630p, meta-aHanuns

ACcHO N1 chopmynmpoBaH BONPOC, OTBET Ha KOTOPLIV faeT cuctematnyecknii 063o0p unu meta-aHanus?

OnucaHa nu cTpaTerna noucka uccriefoBaHnii 4na NOArOTOBKN cucTemMaTnyeckoro o63opa?

Bce nu nccnepoBaHna no usyyaeMomMy BONpocy Gbisin BbiSIBAEHbI?

MpoBoAUACA NX aHaNN3 MeTOANYECKOro KayecTBa NccnefoBaHuii?

OnucaHbl M KPUTEPUU BKIOYEHUS UCCefoBaHnii B 0630p U MeTa-aHanns?

Bblnn Nn BKIOYEHbI B 0630p NN MeTa-aHann3 TONbKO UCCNe0BaHUSA C HU3KOW BEPOATHOCTLIO cUCTeMaTuyecKoi
ownbkn?

Bce N BbISIBNIEHHbIE B X0/ NOUCKA UCCNeA0BaHUS BbIABUAN OAHY U Ty )€ 3aKOHOMEPHOCTb?

CyuiecTBYOT N1 CyW ECTBEHHbIE pPa3nynsa B pe3ynbTatax UCCAef0BaHUl BbICOKOTO U HW3KOTO MeTO4WYeCKOro
Kayecrtea?

OAHOPOAHbLI NN BK/IIOYEHHble B MeTa-aHann3 uccnepoBaHna?

B3BelleHbl /M BK/IOYEHHbIe B 0630p UCCNef0BaHUs No pasmepy BblGOPkU?

CoOOTBETCTBYIOT /1M BbIBOAbI MOJSIyYEHHbIM pe3ynbTatam?

B.6 KnnHuMKO-3aKoOHOMUYECKOe uccnepoBaHune

FACHO M chopmMyNUpoBaHbl Lelb U 3ajaduun nccnefoBaHuna?

YkaszaHa nu nosmuma uccneposaHua? CooTBeTCTBYeT /i OHa 3ajadve, [/19 pelWleHna KOTOpoil npegnonaraertcs
Mcnonb3oBaTb pesysbTaTthbl?

ABNsieTcs N1 faHHOe UcCnefoBaHue CpaBHUTENbHbIM?

JlocTaTo4yHO N1 NONHO NpeAcTaBaeHa nHopMaumnsa 06 nccnegyeMom BMellaTenbCTBe U BMelwaTeNbCcTBe, MCNOJb-
30BaHHOM B KauyecTBe a/lbTepHaTWUBbl A5 CPaBHEHUA?

CyuwectByeT 1M 060CHOBaHMNe BblGopa TEXHONOMMKN, C KOTOPO NPOBOANAOCH CPaBHEHNE 3P PEKTUBHOCTN U IKOHO-
MUYeCcKoii LilenecoobpasHoCcTy UCC/IeJyeMoro 1ekapCcTBEHHOTO cpefcTBa (Kpome Tex cyyaes, Korja NpoBOAN/ICS aHanus
cToMMOoCTun 6onesnn)?

CooTBeTCTBYEeT /i1 BbiGpaHHOe ANA CpaBHEHUS BMellaTe/ibCTBO 3ajaye, 419 pelleHns KoTopoil npegnonaraeTcs
1MCNonb3oBaTh pe3ynbTaTbl NCCNE[0BAHNA?

MpeacTasB/ieHo M NOAPOGHOE U MOHATHOE ONUCaHMe MeTOAUKN NPOBEAEeHNSA KNTNHUKO-3KOHOMUYECKOTo uccneaosa-
HUA?

MpeacTasfieHbl N1 AaHHble 06 3hPEeKTUBHOCTU KaXA0i U3 nccnefyemblX TEXHONOMNIA? [JLoCTATOYHO 1N OHU Ha-
LEXHbI?

Ecnu athhekTBHOCTL OLEeHMBANACch NO pe3yfbTataM CO6CTBEHHOroO UCCnej0BaHnA, TO COBNaaalT in ero pesysnb-
TaTbl C pe3ynbTaraMu 4pyrux aHanormyHblX nccnenoBaHunin?

COOTBETCTBYIOT /1N BbIGpPaHHbIE KPUTEPUMN OLLEHKN 3D EKTUBHOCTN UCCNeAyeMOoli TEXHONOrMN 3ajade, ANa pewe-
HUA KOTOPOW NpeAnosaraeTca UCNONb30BaTh pe3ynbTaTbl?

MpepacTtaBneHa nu MHpopmauns 06 OKOHYATENbHBIX (KMSATKUX» U «XKEeCTKUX») NnokasaTensax ahhekTMBHOCTN nccne-
AYEeMblX TEXHONOTUNIA?
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YuTeHbl N BCe CYyLW,ECTBEHHble 3aTpaTbl, CBA3aHHble C NPUMEHEHWEeM wuccnefyemblX TEXHOMOTU (C y4yeTom
BblGPaHHON No3nyumn nccnepoBaHna)?

YKasaHbl 11 UCTOYHUKN MHPOpMAaLMK O LieHax, UCNOb3yeMblX NpK pacyeTax 3aTpar?

Ecnu nepuop HabnwoAeHus coctaBnsn 6osiee 0fHOTO rofa, NPOBOAUIOCH N UCKOHTUPOBaHWe 3aTpaT?

MpaBuAbLHO NN UCNONb30BANNCHL CTaTUCTUYECKME MeTOoAbl 06paboTKN JaHHbIX?

MpoBoaunncs N aHann3 4yBCTBUTENBHOCTU AN GblN NPUMEHEH APYroil MeToj OLeHKN HeonpegeneHHocTun?

COOTBETCTBYIOT /I BbIBOAbI MOSyYEHHbIM pe3ynbTatam?

B.7 WccnepoBaHne OueHKN pe3ynbTaToB NPUMEHEHUA MEAULUHCKONW TEXHONOIMN naymeHTamu

FCHO Nn chopmMynupoBaHbl Lenb WU 3ajadn uccnefoBaHna?

YyacTBOBanu nn nauuneHTbl B ONpeAeneHnun Tex pe3ynbTaToB NPUMEHEHUS MeAULWNHCKOW TeXHONoruu, KoTopble
cnepyeT oueHuBaTb?

Bblnn nn Kakne-nnb6o BaxHble, C TOYKM 3pEHUSA NaLUEHTOB, pe3y/ibTaTbl NPUMEHEHUA MeNLUHCKOW TEXHON0rm
ynyulieHbl?

Camu nn nayneHTbl 3aN0NHANN ONPOCHUKKN (3aNONHANN AHEBHUK, OTBEYANN HA BONPOCHI)?

Bbinu nn BannAn3npoBaHbl (paHee Wau B AaHHOM UCCeA0BaHNN) METO/bl, UCNO/Ib30BaHHbIE /19 OLEHKN nauneH-
TaMu pe3ynbTaTtoB NPUMEHEHUSA TEXHONOrnnN?

OueHuBanacb v (paHee WA B aHHOM UcCCnef0BaHNN) BOCNPON3BOANMOCTb METO40B?

[locTaToO4YHO N UCNONIb30BaHHbIE METO/bl HYyBCTBUTE/IbHbI, 4YTO6bI YNOBUTb He6onblNe N3MeHeHns?
COOTBETCTBYIOT /1IN BbIBOAbI NONIYyYEHHbIM pe3ynbTatam?

B.8 Perncrtpbl nauueHToB

CyujectByeT fim nnaH (NMpoTokon) peructpa?

FCHO N1 chopmMynIMpoBaHbl Lenu u 3agadn perucrpa?

OnucaHbl NN KPUTEPUMN BKIIOYEHUA NaLNEHTOB B PErMCTP W UCKIIOYEHUA U3 perncrpa?

OnucaHbl 1 MeToAbl oT6opa NaunMeHToB ANA BKAOYEHNA B pernctp?

O6ecneunBatoT N KPUTEPUMN BKTIOUYEHUSA UM UCKTIOYEHNA U MeTOobl 0T60Pa KaYeCTBEHHYI0 penpe3eHTaTUBHOCTb
BbIGOPKN BK/IIOUYEHHbIX B PErMcTp nauMeHToB?

[,0CTaTOYHO /1M YNCNO NALMEHTOB, BKIOYEHHbIX B PErMCTp, A1 TOro, 4ToGbl 06eCcneynTb KOIMYeCTBEHHYI0 penpe-
3eHTATUBHOCTbL BbIGOPKM BK/IIOUYEHHbIX B PErUCTp NauneHToB?

[locTaTtouyHa 1 4NAUTENIbHOCTb HAGMI0AEeHNS NALUEHTOB a perncTpe s Toro, YTo6bl BbISSBUTb 3HAUNMbIE NCXOAbI?

ABNATCA NN faHHble, BHOCUMble B PETUCTP, BaXHbIMU 4NN NNL,. MPUHUMAIOLWNX PelleHns?

OnucaHbl 1 MeToAbl c6opa feHHbIX, BHOCUMbIX B peructp?

OnucaHbl i1 NCTOUYHUKN [aHHbIX, BHOCUMbIX B perncTp?

MmMeeTcs nu B pernctpe rpynna cpaBHeHNa?

CooTBeTCTBYeT /N rpynna cpaBHeHNs 3ajade, A1 pelleHns KOTOpoii npegnonaraeTca NCNonb3oBaTb pe3ynbTaThbl
perucTtpa?

CyLecTBYIOT /N SAICHbIe ONpeAeieHns NPU3HAKOB, KOTOpPble PUKCUPYIOTCS B perncrpe?

Bce nin BaxHble flaHHble, COOTBETCTBYOW ME 3a4a4ye peructpa, UKCUPYOTCA B HEM?

OnucaHbl 1 MeTOAbl aHann3a faHHbIX, BK/TIOYEHHbIX B peructp?

MpaBuUibHO NN UCNONb30BANNCHL & aHanunse cTaTucTuyeckne MeTo/bl 06paboTkn AaHHbIX?
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MpunoxeHue I
(pekomeHnpgyemoe)

Metoaukn nposegeHunsa ABC-, VEN-, yactoTHoro n DDD-aHann3os

1 NeC-aHanu3 CTPYyKTypbl 3atpart

ABC-aHann3 — MeToj ynpaB/eHYeckoro yyeta, HanpaBJ/ieHHblli Ha BblAeneHne Hanbonee 3Ha4YMMbIX NS ynpas-
NeHYecKoro BO3AeiNCTBUSA KOMMOHEHTOB.

B ocHoBe meTopa ABC-aHanunsa nexuT npuHuun Mapeto: 3a 60NbWUHCTBO BO3MOXHbLIX pe3ynbTaToB oTBevaeT
OTHOCUTENbHO He6oNbWwOoe YNCA0 NPUYNH. COOTBETCTBEHHO, KOHTPO/Nb OTHOCUTENbHO HEGONbLLWOro Ynucna 3NeMeHTOB
No3BONIAET KOHTPONNPOBATL CUTYaLUUto B LenoM. MpuHuun MapeTo M3BECTEH Takxe Kak npasuno «20 Ha 80*: 20 % chakTo-
poB onpegenstoT 80 % ycnexa. [Mockonbky He6onbwas 408 31eMeHTOB onpeaensieT CyWeCcTBEHHYI0 00 pe3ynbTaTta,
3TOT NPUHLWN Ha3blBAKT Takxe NPUHLUNOM Auc6anaHca.

B 3apaBooxpaHeHun JIBC-aHannM3 ncnonb3yeTca AN U3YYEHWS CTPYKTYpbl 3aTpatT Ha MeAWLWMHCKYI0 NMOMOLWb U
BblJeneHns Hanbonee 3aTpaTHbIX KOMNOHEHTOB («CbefaloWwmnx» cyuecTBeHHY0 aonto 6oaxeTa). MpeanonaraeTcs, 4to
ynpaBneHne Han6onee 3aTpaTHbIMW KOMMNOHEHTAMW A0/HXHO NPUHECTN HanbGONbLWINIA BkNaA B ynpaBieHne pacxogamu B
Lenom.

1.1 NMocnepgoBaTenibHOCTb BbiNONHeHUss ABC-aHanusa

1) CocTaBnsAlOT NepeyeHb TEXHOMOIUIA, CTPYKTYPY Pacxof0B Ha KOTOpble npeAnosiaraeTcs U3yunThb.

2) OnpepensaT BEANYMHY 3aTpaT Ha KaXAyl TEXHOMOTMI0, YACO BbIMO/THEHHbLIX TEXHOMOTUIA N0 KaX/A0MYy Haume-
HOBaHWIO 3a aHanusupyemsblii nepunog (Mecsu, kBapTan, rog).

3) YuCNo BbINOJIHEHHbIX TEXHOMOTUI YMHOXAIOT Ha LLeHY Kax/oi TexHonorum, B pesynbtaTe Noay4yaloT COBOKYM-
Hble 3aTpaTbl Ha OTAE/bHYI TEeXHOMOTUI0.

4) TexHONOrnn paHxXupyoT No y6biBaHNIO BENUYMHBI 3aTpaT. Ha nepsoe MecTo B cnucke npu [1sC-aHanunse cTaBsaT
TeXHO/OIUI0, Ha KOTOPYIO 3aTpayeHo 6o/iblle BCEro CPefCTB, He NocneHee — TEXHOI0MMI0, KoTopas noTpeboBana MeHb-
we BCero sarvpar.

5) WToroByl CymMMy 3aTpaTt Mo BCeM TEXHONOrnsm npuHumarT 3a 100 %.

6) Mo kax/Aoii OTAEeNbHOW TEXHOMOrMU PacCcYnThIBAOT NPOLEHT 3aTpaT OT UTOTOBOW CYyMMbI.

7) Ona pasgeneHna TexHonoruii Ha rpynnel /1, B 1 C HE06X04MMO paccunTaTb KyMyIATUBHbIA NPOLEHT. Ana 3TOoro
nNpoBOAAT NocnejoBaTenbHOe CyYMMPOBaHMe NPOLLEHTa 3aTpaT Mo KaxX/A0W TEXHONOTUKN U CyMMbl MPOLLEHTOB BCEX Bbille-
nexauwux cTpok. KyMynsiTUBHbI NPOLLEHT NepBOi Me4NLMHCKO TEXHONOMNM paBeH NPOLEeHTY 3aTpaT OT UTOrOBOI CyMMBbl,
KYMYNSITUBHbIN NPOLEHT NocnefHen TexHonornun paseH 100 %.

8) TexHonornu, KyMynsTUBHbIA NPOLEHT KOTOPbIX HAXOAMUTCA B UHTepBane meHee 80 %, cocTaBnsT rpynny /1. oT
80 % po 95 % — rpynny 8. ot 95 % go 100 % — rpynny C.

9) 3aBepuwaert /IBC-aHanM3 noAcuyeT yucna TEXHONOINIA B Kaxaoi rpynne.

Mpu noBTOpPHOM NpoBeAeHUn J1I8C-aHanmnsa 419 OLeHKM pauMoHanbHOCTW 3aTpaT Ha leKkapCTBEeHHble cpecTBa nnu
n3genns MeAULMHCKOro Ha3HauYeHUs B AMHAMUKE UK NPU NPOBEAEHNN aHann3a B pasiMyHbiX 1e4e6Ho-npodunakTnyec-
KNX yUpexaeHnax BaxHo cobnogaTb OANH U TOT Xe nopsaAok pa6oTel. Heo6xoaumo onpeaennTs:

1) npuxop 1 pacxof NeKapCTBEHHbIX CPEACTB WU N3AENNi MeJNLUHCKOTO HasHaYeHns:

2) BXOAAT NNB CMUCOK IeKAPCTBEHHbIX CPeACTB 3TUIOBLIV CAUPT (HOPMUPYEMOE 3HaYeHUe) n jesnHdrnuympyouue
cpeacTBa (MPefnoYTUTENIbHO aHaNIM3NPOBaTh OTAE/NbHO);

3) 3aTpaTbl HalekapcTBa, aHa/iM3 KOTOPbIX NPOBOAST N0 TOPTOBbLIM UM MEX/AYHAPOAHbIM HENaTEHTOBAHHbLIM Hau-
MeHoBaHuaAM (MHH).

Mpumep — Mpeanonoxum, 3agaveii aBnseT ca n3yyeHne CTPYKTYpPbl PACXOL0B HaleKapCTBeHHble Cpea-
CTBa B HEBPONOTMYECKOM OT feneHnn 60NbHULBI 3a rof, npejllecTBYLWNWA MOMEHTY NCCEe[0BaHUSA.

CocTaBnsem nepevyeHb BCEX 3aKYyNNEHHbIX 4NA OTA€NEeHUA NeKapCTBEHHbIX NpenapaToOB U onpejensaem
3aTpaThbl Ha KaxAablii npenapaT (cMm. Ta6bnuyy r.1).

Ta6nuua T§.1—TlepeyeHb NeKkapCTBEHHbIX NpenapaToB, UCNONb30BaHHbIX B OT ie/1IeHNn 3a rog, 1 cymma
3aTpaT Ha HUX

JlekapcTBeHHbI NpenapaT NekapcTBeHHbI NpenapaT

(ace popmbl BbINyCKa) 3aTpate., pys. (8Ce (hopmbl BbINYCK) 3aTpaTsl, py6.

AKTOBEruH 350000 ranuunH 13000
AuyeTuncanuuynnosas KucnorTa 16500 NHcynuH 180000
FenapuH 18000 KaBUHTOH 8000
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OkoHYyaHue Tabnuuybl .1

NlekapcTBeHHbI NpenapaT
(ace chopmMbl BbINycka)

Masunke

MarHus cynbdaT
Mekcupgon
HaTpwua xnopug
fmnoTwnasug
MupaueTam

PeononurnoknH

3aTpaThl, py6.

FOCT P 56044—2014

NekapcTBeHHbIN npenapaT

(ace hopMmbl BbINycka) sarpatel, py6.

TpeHnTan 11000
deHasenam 19000
Llepe6ponmn3unH 160000
LnHHapus3nH 6000
QHan 20000
NTOro 1056400

ONs3anofiHEHUS Tabnuubl, NPUHANUYUYN PA3IUYHBLIX (DOPM BbINyCKa OAHOTO TeKapcTBEHHOAO CPeACTBa,

cymmupyem 3aTpaThbl Ha HUX (CM. Tabauuy .2).

Tab6nunya [.2— PacyeT 3aTpaT HapacTBOp HATPWUA xaopujga Bo Bcex popmax Bbimycka

JlekapcTBEeHHbI NnpenapaT

PacTBop HaTpusa xnopuga 0,9 %, amnyna 10 mn N9 10
PacTBop HaTpua xnopuga 0,9 %. pnakoH 200 mn N9 1

PacTBop HaTpusa xnopuga 0.9 %. pnakoH 400 mn N91

MNToro:3aTpaTbl HA HAT PUA XJO0PUA

LleHa ynakoBku, 4ucno ynakosok,

py6. wT. Cymma
40 1000 40000
20 3000 60000
25 2000 50000
- - 150000

AHanornyHbli pacyeT NPOBOAST B crnyyae npoBepeHuns ABC-aHanusa no MHH.

PaHxvnpyem nekapcTBeHHble NnpenapaThbl NOY6bIBAHNIO BEIMUYUHBI 3aTpaT.PaccunThbiBaem J0/0 BNPO-
LeHTax, KOTOpPYl KaxXAblii M3 uccnefyemMblx npenapaToB 3aHUMaeT B CTPYKType o6uux saTpaT, 1 400 C
HakoNMTenbHbIM MTOrom (KYMynsiTUBHbIN npoueHT) (cM. Tabnuyy .3). Onpegensem rpynnsl A, B n C (cm.

Tabnuuyy .3).

Ta6nuua [.3— PesynbTaTh ABC-aHannsa nekapcTBEHHbIX nNpenapaToB, UCMONb30BaHHbLIX B OT gene-

HUW 3a rog

JNlekapcTBEeHHbI NnpenapaT

AKTOBEruH
WHCcynuH
Llepe6ponunsnu
HaTpwua xnopupg
Peononurnokux
SHan
deHasenam
FenapuH
MupaueTam
AueTuncanuyunosas kucnorTa
FanyunH

Mekcupgon

3aTpaTsl
pynna
py6. % KYMYNaTUBHbIN %
350000 33.10 33,1
180000 17,10 50,2
160000 15,10 65,3 A
150000 14,20 79.5
50000 4,70 84.2
20000 2.00 86,2
19000 1,80 88,0
18000 1.70 89.7
17000 1,60 91,3 8
16500 1,60 92,9
13000 1,20 94,1
12500 1,20 95,3
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OkoHuyaHune Tabnuuybl .3

3aTpaTsl
NokapcTaeHHbI NnpenapaT pynna
py6. % KYMYNATUBHbI %
TpeHnTan 11000 1.00 96.3
Ma3uke 9400 0.90 97.2
MarHuus cynbaT 9000 0.90 98.1
KaBuHT OH 8000 0.80 98.9 c
rmnoTwnasug 7000 0.60 99.5
LUnHHapusnH 6000 0.50 100
MNToro 1056400 100 — —

KakBugHo n3 Tabnuybl .3, Ha YeThbipe npenapaTa ns3 18yxoauT okono 80 %3aTpaT.anee cnoMol,bio
VEN-aHannsa MOXHO OLEeHWTb Lenecoo6pa3HoCTb UCMONb30BAHUSA faHHbIX N1eKapCTBEHHbIX NpenapaToB.

Takum o6pasom, 4ns npoBegeHna A8C-aHann3a Heo6X04MMO 3HATb YNC0 YCNYT, KOMNOHEHTOB KPOBU, UMNIaHTa-
TOB. CPEACTB /1Ie4e6GHOTo NUTaHNA, NPUMEHEHHbIX 3a aHaNN3MpyeMmblit nepuo/ BpeMeHun (06bemM NCMOMb30BAHHOTO flekap-
cTBa MOXeT 6blTb NpeAcTaB/ieH B ynakoBKax, Mr UM MJ) U CTOUMOCTb KaxAoi ycnyru (LeHy nekapcTBEHHOro cpeacTsa,
KOMMOHEHTa KPOBU, UMNaHTaTa, cCpeAcTBa 1e4e6HOro NuTaHus).

B kayecTBe nokasaTtesnsa UeHbl YCAyrn MOryT 6bITb MCNOIb30BaHbl CYLLeCTBYOLWWe pacyeTHble AaHHble, Tapudbl Ha
ycnyrum B cucteme 06s3aTeNIbHOro MenLMHckoro ctpaxosanus (OMC) nnu 4o6poBONbHOIO MeNLMHCKOTO CTPaxoBaHus
(AMC). CTONMOCTb NeKapCTBEHHbIX CPeACTB, KOMMNOHEHTOB KPOBU, UMNAAHTATOB, CPeACTB le4e6HOro NnuTaHus, pac-
CUMTBLIBAIOT. UCXOAA U3 CpefiHell LieHbl, N0 KOTOPOi OHK GblNM NpUo6GpeTeHbl B NpeAllecTBYOW NI aHann3y kaneHaapHsblii
nepvoj, no npaic-nuctam M3roToBUTENER AN NOCTABLLUKOB MPOAYKLNN.

.2 VEW-aHanus

VEW-aHanus3 npegnonaraeTt pacnpejesieHne nccaefyemMbiXx TEXHONOTWNIA No kateropuam: V — XU3HEHHO Heo6Xxo-
AVMble. £ — BaXHble. N — BTOpOCTeneHHble. 3ak/loyeHne 0 NPUHAANEXHOCTU TEXHONOTNN K OAHON N3 3TUX KaTeropwuii
fenaeTcs Ha OCHOBaHUKU chopmanbHOro 6o akcneptHoro VEN-ananusa.

Mpu npoBegeHnn hopmanbHoro VEN-aHanusa kaxaoii uccnefyeMoii TeXHOMNOrMU, PeKOMEH0BAHHOM K NCNOb30-
BaHWI0 HOPMATUBHbLIMU JOKYMeHTaMu (cTaHaapTamu, hopmynapamu), npuceansaeTcs kateropna V, octanbHbIM (He BXO-
AAWMUM a cTaHfapThl uan opmynsapsl) — kateropmsa N.

Mpn npoBefeHnn akcnepTHoro VEN-aHannsa npnHaanexHocTb TEXHONOTUM K O HOI 13 Tpex kaTteropuii onpegens-
10T HA OCHOBAHWMN 3KCMEPTHOT0 MHEHWA O Lenecoobpa3HoCcT NPUMEHEHUS AaHHON TEXHOMOTMN a faHHO opraHunsauumn
(pernoHe). kcnepTbl JO/MKHbI NPUHUMATbL BO BHUMaHWE HE TOMIbKO SIMYHbI/ ONbIT, HO U laHHble Hay4HbIX UCCNef0BaHU,
noATBepxXjatuiMe Noae3HoCTb NPUMEHEHNSA TEXHOOTUIA.

B pesynbTate onpefensioT fOSIN TEXHOMNOTMI XU3HEHHO HEOGXOANMBIX, BaXHbIX 1 BTOPOCTENEHHbIX CPeamn BCex
TEXHOMOrNA, UICNONb3yeMblX B OpraHusaLuu (permoxe).

MpoBeAEHHbIi 3KCNEPTHbIA Nnn chopManbHblii VEN-aHannms cBOAST B efuHYl0 Tabauly, B Cy4yae HecoBnajeHus
MHEHUS 3KCMEePTOB U AaHHbIX HOPMATUBHbLIX [JOKYMEHTOB (Hanpumep, ycnyra unm nekapcTso oTCYTCTBYeT B cTaHAapTe,
HO OLleHEeHbl 3KCNEPTOM KakK XXM3HEHHO Heobxonmas) NpoBOAAT aHaN3 3TUX HECOBMNAAEHU 1. C y4eTOM Joka3aTeNbCTB
3P eKTUBHOCTN, IKOHOMUYHOCTUN, pe3yNbTaTOB YacTOTHOro n /LU C-aHann3oB. NPUHUMAIKOT peLleHne 0 Heo6xoAnMOoCTun
npUMeHeHus (UMW WUCKNIOYEHUS U3 NPakTUKW) YCNYr, 1eKapCTBEHHbIX CPeACTB, KOMMNOHEHTOB KPOBW, MMMNAAHTaTOB,
CpeAcTB ne4ye6HOro nNuTaHus. 3aknoueHne foHKHO GblTb 0ODOPMIEHO JOKYMEHTaNbHO.

A8C- 1 VEN-aHanu3bl He NPUMEHAT ANS OLEHKN paLMOHaNbHOCTN NPUMEHEHUA MeANLUHCKUX TEXHOMOTUIA.

[ONONHUTENBHOMY U3YYEHUIO A0/KHA GbiTh MOABEPTrHYTA NPAKTWKA NPUMEHEHNS TeX YCAYyr, 1ekapcTB, KOMMOHEH-
TOB KPOBW, UMNNAHTATOB, CPeACTB Ne4ebHOro NUTaHUA, KOTOpPble OXxapakTepu3oBaHbl Kak OTHECEHHble K kaTeropun N
(BTOpOCTEMEHHbIE, HE BaXHbI€), PN 3TOM WCMOJb3YTCA YacTo (B 60/1bWIOM 06beMe) UK Ha HUX YXoAUT 6onbwas 4ons
cpencTe (Hanpumep, BXOAAT B rpynny A npu ABC-aHanuse).

Ycnyru, nekapctBa, KOMMOHEHTbl KPOBW, UMNIAHTaThl, CpeAcTBa 1e4e6HOro NUTaHusA, KOTOpble OKa3biBalTCA U
HasHayalTCsA pefKo, HO ABNSAIOTCHA KU3HEHHO Heo6XoAUMbIMU (Y) UK JOPOTOCTOALWMMK, LenecoobpasHo KOHLEHTPUPO-
BaTb B KPYMHbIX OpraHu3aLmnsx.

Mpumep — ABC-u VEN-aHanu3bl 3aTpaT Ha NeKkapCTBEeHHble CpeCTBa OT Ae/IeHNA HEBPONOTUnN, B NpPO-
LONXXeHUe Nnpumepa, U3I0XEHHOT O Bbile, NpeAcTaBneHbl B Tabnuye M.4.
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Tabnwnuye

BaHHble B OT A€/IeHMN HEBPO/IOrnn 3aroj

NlekapcTBeHHbI NpenapaT

AKTOBETrUH
WHCcynuH
LlepebponnsnH
HaTpusa xnopug
Peononurnwoknx
SHan

deHaszenam
FenapuH
MupaueTam
AuyeTwuncanuumnnosas KucnoTa
ranymuH
Mekcugon
TpeHTan

Masuke

Maruua cyneaT
KaBUHT OH
rmnoTwunasung
LimHHapun3unH

nToro

py6.

350000
180000
160000
150000
50000
20000
19000
18000
17000
16500
13000
12500
11000
9400
9000
8000
7000
6000
1056400

3aTpaThl
%
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4 — PesynbTaTbl ABC-n VEN-aHanu3os 3aTpaT Ha flekapCTBEHHble nNpenapaThbl, UCNOMb30-

KaTeropusa

Z < 2 < mMmmMm 2 Z2 < Z2 < M < MmmzZ< 2

Ans pacuyeTa okoH4YaTenbHoro pesynbTaTta ABC- n VEN-aHanu3os Heo6xoAanMO B Kaxpaol rpynne A. B
n C cymmupoBaThb NMpoOUEeHT 3aTpaT Ha NlekapCTBEHHble CpefjCcTBa OAMHAKOBOW KaTeropum BaxXHOCTWU.
Takoli aHann3 No3BONAEeT OUEHUTb paunoHanbHOCT b 3aTpaT HanekapcTBeHHble cpegcTBa (cM. Tabnuyy .5).

Tabnwnuya

BaHHble B OT AE€/IeHUN HeBpoaornm sarop

Mpynna

A
B
C

NToro

\Y

17.1
5.3
15

23.9

Aona 3aTpaT. %

E

14.2
6.5
1.9

22.6

.5— PesynbTaTb ABC-u VEN-aHann3oBs 3aTpaT Ha NeKapCTBEHHble npenapaThbl, NCNONb30-

N

48.2
4.0
1,3

53.5

B HalweMm npuMmepe NonyyeHHblil pe3ynbTaT cBUAe TeNbCTBYeT O HEpaLWOHaNbHOCT W 3aTpaT Hanekap-
CTBEHHble cpeAcTBa, TakkakocHoOBHafA fond 3aTpaT (53.5%) npuxoguTcaHaBTOpPOCTEeNeHHble npenapaTbl
6e3 foKka3aHHOW adhdeKkTUBHOCTMU. [pU 3TOM 3aTpaThbl HA XU3HEHHO HEOGXO4UMbIE NeKapCTBEHHbIE Cpea-

cTBa COCTaBnAw T MeHee 25 % leHEeXHbIX CPeCTB.

YNpocTuTb U yckopuTb npoBegerHne ABC- n YEM-aHanvM3o0B a OTHOLWEHUN NeKapCTBEHHbIX CPEACTB BO3MOXHO Ha
OCHOBE MCNO/b30BaHUA NpakTUyecku 60 anTeyHoli MHPOPMALNOHHOW CUCTEMBI.

.3 YacToTHbI aHanus

YacToTHbIi aHann3 no3sonseT OUEeHUTb, HACKOJIbKO YaCTO NPUMEHSAKTCA Te WU UHble YCNyTru, nekapcTtea, KOMno-
HEHTbl KPOBMW, UMNNAHTaThl, cpeAcTBa Nev4ebHOro NMTaHnsa (kakas fons 60NbHbIX OT 06WeEero yncna Mx NnonyyaeT) U Bbl-

ABUTb UCNO/Ib3yeMble Hau6osee 4acTo u. HanpoTue, peko.
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Pe3ynbTaTbl HaCTOTHOIO aHann3a A0J/KHbl 6bITb COOTHECEHBI C pe3ynbTatamun ABC- n Y£/1/-aHann3os.

BHegpeHne e neyeGHO-NPOdMNAKTUUYECKUX YUPEXAeHUSAX NepCOHNMULUPOBAHHOIO y4yeTa No3BonseT nosyyartb
pes3ynbTaT 4aCTOTHOTO aHasin3a B pexumMe peasibHOro BpemeHn. OLeHka 4YaCTOTHOTO aHanM3a 3a onpeAeneHHblii nepuog
BpeMeHV No3BoISeT NPOBECTN aHa/IM3 COOTBETCTBUA YacTOTbl MPUMEHEHUSA MeNLNHCKO TEXHONOMNM CTaHAapTy okasa-
HUA MeANLWUHCKOW nomoLyu.

ABC-. VEN- 1 4acCTOTHbI1 aHann3bl He06X0AMMO NPOBOAUTL PErY/IAPHO C LieNiblo CUCTEMATUYECKOW OLLeHKN paLmno-
HaNbHOCTW MCNOMb30BaHNA PeCcypcoB.

.4 O00O-aHanuns

Hanbonee WMpPOKO NPUHATLIM METOAOM OLEHKM noTpebneHus nekapcts sensetcs OO00O-aHanu3 (ODD — Defined
Dally Dose, ycTaHOBNneHHas cyTouyHaa go3a). 9ToT MeTo 6bin1 npuHAT BO3 60onee 20 neT Ha3aj Kak BapuaHT cTaHgapTusa-
U1 nccnepoBaHuii No NPUMEHEHUI0 NekapcTB B passinyHbix cTpaHax. OO0 TeopeTuyeckn COOTBETCTBYET CpeiHeil noa-
AepXxuBaloleii fo3e NeKkapCTBEHHOro NnpenapaTa npu ero UCNoNb30BaHNN N0 OCHOBHOMY MokasaHuio. [na nepopasibHbiX U
napeHTepanbHbIX QOPM (418 NeKapCcTB C HU3KOW 6MOJ0CTYNHOCTLIO NPW NpUemMe BHYTPb) yCTaHOBMNEHbI pasHbie O00. Ean-
Huuei nsmepeHna OOO cNyXUT KONMYECTBO (. MI U ApP.) aKTUBHOTO BeljecTBa B CYTKM B CBA3M C OTCYTCTBMEM [ETCKNX
00O ans 60NbWKHCTBA IEKAPCTB, OLeHKa NoTpebneHna nekapcTs y AeTeil 3aTpyAHeHa. [na KOMOGUHUPOBaHHbIX ekap-
CTBEHHbIX cpeacTB OOO pa3paboTaHbl ANS WMPOKO M3BECTHLIX NpenapaTtoB. B atom cnyyae OOO He npeBbiwaet OO0
aKTUBHbIX KOMMOHEHTOB, eiUHNL e U3MEPEHUSA CYXNT YNC/I0 Pa3oBbIX 403 (YNCN0 TabneTok, Kancyn uT. A.) NeKapCTBEH-
HbIX CPefCTB B CYTKHU.

WHdopmayns o 3HaveHnax OO0 npuBegeHa Ha calite BO3 http://www.whocc.no/atcddd. B cnpaBouHuke dopmynap-
Horo komuteta PAMH {http://www.rspor.ru).

NHble cnocobbl OLEHKN He Hal N WNPOKOTo NPUMEHEHUS BCIEACTBUE UCKAXEHNA peabHOl KapTuHbI NoTpebneHns
nekapcTB.

Tak. OLeHKa Yncna M3pacxofoBaHHbIX ynakoBokK, h/1aKOHOB, Ta61€TOK HE MOXeT 6bITb UCNOMIb30BaHa 419 OLEHKM
notpe6neHua nekapcTs, T. K. COAepXaHne AeACTBYOLWEro BewecTsa B pa3/IMyHbiX ynakoBkax MOXeT pasfinyarbcs.

YueT 3aKynok fiekapcTs npejcrasnsetcs Hanbonee oNTUMasibHbIM CNOCO60OM OUEHKM NoTpebneHnsa nekapcrs.
O[fHAKO 3TOT MeTO/ B 3HAUYNTE/IbHON CTeNEeHN 3aBUCUT OT CTABUIbHOCTMN 3aKyNOK yUpexXAeHNs, LLleH N3roToOBUTeN S, CKNA0K
nocrtasuuka. Takas oueHka HeJoCTaTOYHO NHC(hOPMATNBHA /19 CPABHEHUA NOTPEBNEHUA NTEKAPCTB BHYTPU AN MEXAY
yuypexgeHnsamu n ownbouyHa — AN NpenapatoB C CyW eCTBEHHOR pasHuuell B LLleHe CYyTOUYHOW [03bl.

Mpumep 1— CneAyeT OLEHWTb ypoBeHb NoTpebneHns npenapaToB Led TpuakcoHa U aMoOKCULNANN-
Ha/knaBynaHaT B OT JeNeHUN NYyNbMOHONOTUN.

N3BeCcTHO, 4TO 3a aHaNnM3npyemblii nepnoj B 0T JeeHNN NCnonb3oBaHo 560 dhnakoHOB Led T puakcoHa
no 1.0 a: 30 ynakoBok npenapaTa Amokcuknas 1000 mr. Ta6bneTku Ne 14; 100 ynakoBOK npenapaTa
AmMokcuknas. pnakoH 1.2 He 5.

3aaHanu3snpyemblii nepuoaBOT geneHnnnponeyeHo 124601bHbIX. CPeAHNI KOWKO-A4eHb cOoCcT aBun 15.6.

PacyeT noTpebneHus nekapcTB B cTauunoHape (cm. Tabnunyy .6) nposoaaT no dopmyne:

(DDDs/o6uwunit koiiko-geHb) 100.

rge DDDs— KONMYeCTBO MCNOMIb30BaHHbLIX CPEAHUX CY T OUYHbIX 403 NpenapaTa:

06WNiA KONKO-AEHb * CpeAHNI KOWKO-AeHb o6liee KOIMYEeCTBO NPONEYEeHHbIX 60bHbIX.

Ta6bnuya .6 — PacueT DDDs

3BecTHbIe faHHble PacueTHble faHHbIe

HanmeHoBaHue leKapCTBEHHOIo cpeacTBa Yueno KonuuyecTBoO
oDD. r DDDs
ynakoaok. wT.

Llech T puakcoH. donakon 1.0r 560 1.0 1 560
Amokcuknas 1,0r, TabneTku Ne 14 30 2.0 7 210
AMOKCUKNAB. NOPOLWOK ANA NPUTOTOBNEHUSs pacTBO- 100 3.6 1.67 238.9

pa ans uudysnii 1.2r N9 5

PacyeT 06w ero KoOko-aHs
O6wunit kKoliko-geHb * 124 15.6 *1934,4.

PacueT noTpebneHusa yed TpuakcoHa
(560/1934.4) 100« 28.95 DDDs/HOO Koliko-gHel.

PacyeT noTpe6neHns Tab6neTNPOBAHHOIO aMOKCMKIaBa
(210/1934.4) 100 * 10.86 DDDs/HOO KoWiKo-AHeji.
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PacueT noTpebneHns amoKcuknasa AN BHYTPUBEHHOIO BBeeHUA
(238.9/1934.4) 100 « 12.35 DDDs/tOO Koiiko-AHelA.

O6wunii ypoBeHb NoTpeb6neHns npenapaTa anokCcuknas
10.86 + 12.35 m 23.21 DDDs/KOO KOKO-fHEN.

BbiBoa: noTpebneHne yed TpmakcoHa B OTAENEHUN NyNbMOHONOrnyu cocTasnaeT 28,95 DDDs/KOO Koii-
KO-AHel. 4T O Bbile YypOBHA NoTpebneHns npenapaTa amMoKcuknas, noTpebieHne KOTOPOro cocTasnseT
23.21 DDDs/HOO KoiiKo-AHel.

AHanornyHbiM 06pa3oM BO3MOXHO paccuuTatb NoTpe6aeHne NekapcTB Ha YPOBHE NOMYNSLMA U PErMOHOB.

PacueT nposoguTca no hopmyne:

DID - DDDs m1000/(4ncneHHocTb nonynauum 365).

MonyyeHHbIt pe3ynbTaT faeT npeAcTaBneHne 0 40NN HaCe/leHUs, KoTopas nonyvaeT aHHblii BUj nevenna. Hanpu-
Mep, noTpe6neHne neHnymnnuHa, pasHoe 20 DID. — B cpegHeM 2% HaceneHusa exefHEeBHO NoNyvaeT evyeHne JaHHbIM
npenapaTomM.

BO3MOXHbIMU UCTOYHMKAMMW MHCDOPMALMUN O KOSIMYECTBE UCMNOMb30BAHHbIX NeKapCTBEHHbIX CPEACTB Ha ypPOBHE
pernoHa MoryT 6bITb MapKeTUHTOBbIE KOMNaHUN. MuH3apas P®. Poccuiickne hapmaueBTnyeckne komnanuu. Poccuiickue
npefcTaBUTENbCTBA MHOCTPAHHbIX (hapMaLeBTUuYeckux komnaHnii. Ha ypoBHe MeAULMHCKOW opraHusaymm — perucrpa-
uMa Nnpuxofa 1 pacxoja fiekapcTs B anTeke opraHunsauunm.
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MpunoxeHue [
(pekomeHnpgyemoe)

CTpyKTypa oTyeTa 0 KpaTKoil OLeHKe MeULNHCKOW TEXHOMOorMK

1) HaumeHoBaHWe TEXHONOTMMM (419 NeKapCTBEHHbIX CPeACTB HEMaTeHTOBAHHOE HaMMeHOBaHWe, TOProBble Hanme-
HOBaHWs B COOTBETCTBUYM C [OCY[apCTBEHHBIM PEECTPOM /lekapCTBEHHbIX CPeACTB, (hapMakoTepaneBTuyeckas rpynna).

2) MNokasaHusa gna NnpUMeHeHnsa (AN NekapCTBEHHbIX CPeACTB — cOrnacHo FocygapcTBeHHOMY peecTpy nekap-
CTBEHHbIX CPefCTB).

3) Hanuune mMeauUWNHCKOW TEXHONOrMM B HOPMATUBHbLIX JOKYMEHTax, perynupylowmnx o6bembl 1 Ka4ecTBO MeAu-
LMHCKOW noMoLmM B CUTyauusix, COOTBETCTBYIOLIMX NOKa3aHUSIM K NMPpUMeEHeHWto (cTaHgapTax MeAULUHCKON nmomoLiu.
MepeyHe XMU3HEHHO HEOGXOAUMbIX U BaXHelLWwmnx nekapcTBeHHbIX cpelcTB Poccuu, yTBepxaaemoro MpaBuTenbCTBOM
Poccwuiickoii Pepgepaumnmn. NMepeyHe XN3HEHHO HEOOGXOAUMBIX J1IeKAPCTBEHHbIX CpeAcTB ®opmynsapHoro komuteta PAMH
W APYTUX JOKYMEHTax, B 3aBUCUMOCTH OT 3agay pabdoThbl).

4) Hanunuyne TEXHONOTUU B KIMHNYECKUX PeKOMEeHAaLMNAX BbICOKOr0O MeTO4NYeCKOro kayecTaa.

5) Pe3ynbTaTbl OLEHKN MeULMHCKOW TEXHONOIMU, NPOBEAEHHOW APYTUMY OpraHn3aunuamm.

6) Pe3synbTaTbl cucTematuyecknx o630poB, MeTa-aHaIM30B.

7) PesynbTaTbl paHAOMU3NPOBAHHbLIX KAWHUYECKUX WCCNefoOBaHWil, npefcTaBieHHbIX B 6Gubnuorpaduyeckoi
6a3e gaHHbIXx MEDLINE (npu oTCyTCTBMM cucTemMaTuyecknx 0630poB, OTYETOB MO OL,EHKE MEeAULUHCKUX TEXHOMOTNA nn
3aBepLlUIEeHHbIX Noc/e Bbixo4a cCUucTeMaTMYECcKknX 0630p0OB, OTYHETOB 06 OLEHKE MEAULUHCKUX TEeXHONMOTniA).

8) [ononHutenbHas nHopMauus.

9) BuiBOAHI.

10) MpakTuyeckne pekoMeHpauuu.
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MpunoxexHue E
(pekomeHagyemoe)

CTpyKTypa oT4eTa 06 OLEeHKe MeAMULMHCKON TeXHoNornn

HanmeHoBaHue TexHonoruu, ﬂBﬂﬂlOU.l'eVICﬂ 06BbEKTOM OLeHKM (ANA NekapCTBEHHOro cpeAcTBa NPUBOAAT HEMaTeH-
TOBaHHOE HanMeHOBaHMe B COOTBETCTBUM C FOCyapCTBEHHbIM PEECTPOM 1IeKapCTBEHHbIX CPeACTB, TOProBble HaMMeEHO-

BaHuA).

OnucaHune cutyauuu, B KOT0p0I7I oueHuBaeTCA NPUMEHEHNEe TEXHOOornun:

nokasaHus K NpUMeHeHuto (Te. KOTopble ABNSIOTCA NPEeAMETOM OLEHKN);
uenesas rpynna nayneHToB (HaceseHus), B KOTOPO NPUMEHSAETCS TEXHOMOTUS;
Cnoco6 NPpUMEHEHNS TEXHOMOTUN.

CTtpaTterua noucka nHcopmauyum o Me,quMHCKOVI TeXHONormn:

nepeyeHb UCTOYHUKOB MH(hOPMaLLMK, B KOTOPbIX NPOBOAUICSA NOUCK:
nepeyeHb K/IlO4YEBbIX C/I0OB, NO KOTOPbLIM NMPOBOAUNMACA NOUCK]

BPEMEHHbIE paMKu NpoBefeHNA noucka,

nepeyeHb BCeX HaVIAeHHbIX MaTepuanoB C ykasaHnemM BbIXOAHbIX faHHbIX.

[lokaszaTtenbcTBa 3pPpekTMBHOCTM N 6€30MNaCHOCTU MEAULUHCKON TEXHONOMUN.

4YNCNO U KAYeCTBO UCCMIe0BaHNii, B KOTOPbIX U3y4yanocb NPUMeHEeHNe TEeXHOMOTNN;
3P P eKTUBHOCTb MPUMEHEHUA TEXHOOTUMN (KPUTEPUMN OLEeHKM adhdhekTa, pasmep 3 ekTa) No cpaBHEHUIO C alb-

TEPHATUBHbLIMWN TEXHONMNOTNAMMN.

HeXenaTe/ibHble ABNEeHUA NPpu NPUMEHEHUN TEeXHONOTUN.

[lokaszaTenbcTBa 3KOHOMWYECKON Lenecoobpa3HOCTU (NPUEeMNEeMOCTN) MeANLUHCKON TEXHONOTUN.

ueHa TexHonorun:

4YUCNO U KauyecTBO UCCNefoBaHuiA, B KOTOpPbIX n3yyanacb 3KoOHOMMN4Yeckas u,enecoo6pa3H00Tb TEeXHO/10rnu;
3aTpaTtbl Ha NPpUMEHEeHNe TEXHO/I0TUU NO CPaBHEHUD C aNbTEPHATUBHBIMU TEXHONTOTUAMN,

3q)q]eKTVIBHOCTb NPUMEeHEHNA TEXHOIOTUN NO CPAaBHEHUID C afibTEPHATUBHbIMU TEXHONOTUAMMU;
AONONHUTENbHASA CTOMMOCTb F0ia COXPaHEHHOMN XWU3HU NN rofa Ka4eCTBEHHOW XU3HN NPU NPUMEHEHUN nccne-

,qyeM0|7| TEXHO/0TMN NO CpaBHEHUK C aﬂbTepHaTMBHOVI TexHonoruei;

BNNAHWE Ha GloaxeT.

[ononHntenbHas uHopmMmaLma 06 0COGEHHOCTSAX U pe3ynbTaTax NPUMEHEHNS TEXHOOTUN.
BbiBOAbI.
PekomeHpgauunu:

no NPpUMeHeHN MeAUNLUHCKOW TexHonornu;
no Hanpas/ieHNAM fanbHeliwero nccnefoBaHna MeAULUHCKOW TEXHONOTUN.
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