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3apeructpupoBano B Muntocre Poccun 13 nrons 2023 r. N 73826

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NPUKA3
ot 19 maa 2023 r. N 245H

OB YTBEPXIOEHUU NOJIOXXEHUA
Ob OPTAHU3ALUUN KITUHNYECKOU ANPOBALIUU METOAOB NMPO®UIIAKTUKHN,
AWATHOCTUKW, NEHEHUA U PEABUITUTALUMU U OKA3AHUA MEOULIMHCKOU
nomoLwin B PAMKAX KMMHUYECKOU ANPOBALIMN METOOOB MNPOPUITAKTUKM,
AWATHOCTUKW, NNEHEHUA U PEABUITUTALIMK (B TOM YUCIIE NMOPAOKA
HANPABJIEHUA NALUMEHTOB AJ1A OKA3AHUA TAKOU MEOULUMHCKOM
nomoLlun), TMNOBOU ®OPMbI NMPOTOKOJIA KITIMHUWYECKOU ANPOBALIUA
METOAOB NPOPUNAKTUKN, OAWATHOCTUKWN, NEYHEHUA U PEABUJTUTALIUU

B cootBeTcTBUU ¢ yacThio 5 crathu 36.1 denepanbHoro 3akona oT 21 HosOpst 2011 r. N 323-03
"O6 ocHOBax OXpaHbl 310pOBbs IpaxkjaH B Poccuiickoit @enepanuu” nprukasbiBato:

1. YTBepauTs:

[Tonoxenne 00 OpraHM3alUU KIMHHUYECKOW ampoOalii METOA0B NMPO(UIAKTHKH, AUATHOCTHUKH,
JedeHus] W peadWIuTalii M OKa3aHWs MEJIWIUHCKOW TOMOUIM B paMKaxX KIMHUYECKOH ampoOanuu
METOI0B MPO(MMITAKTUKH, THATHOCTHKH, JICYCHUS U PEaOdMIUTAINH (B TOM YHCIIE TIOPSIOK HAIpaBICHUS
MAMEHTOB U1 OKa3aHHUS TaKOH MEAUIIMHCKOW MOMOIIIN) COTJIACHO NMpHiIokeHuio N 1;

THUIIOBYIO (I)OpMy IMPOTOKOJIA KJIIMHUYECKOU anpo6auHH MCTOA0OB HpO(i)I/IJ'IaKTI/IKI/I, JUardioCTHuKH,
JICYCHHUA U pea6I/IJ'II/ITaI_[I/II/I COTJIaCHO IPHUIIOKCHUTO N 2.

2. Hacrosimuii npuka3 Bcrynaet B cuity | centsiOpst 2023 . u neiictByer a0 1 centsops 2029 r.

Munuctp
M.A.MVYPAIIIKO

[Tpunoxenue N 1

K MIpUKa3y MHUHHUCTEPCTBA 31PaBOOXPAHEHUS
Poccuiickoit ®enepanuun

ot 19 mas 2023 r. N 2451

NOJNIOXEHUE
OB OPTAHU3ALUUN KITMHWYECKOU ANPOBALIUN METOOOB NMPO®UITAKTUKHN,
AWATHOCTUKU, NEHEHUA U PEABUITUTALUMN U OKA3AHUA MEOULIUHCKOU
NOMOLLU B PAMKAX KITMHUYECKOWU ATNMPOBALIM METOOOB NMPOPUITAKTUKMN,
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AUWATHOCTUKW, NEHEHUA U PEABUITUTALIMM (B TOM HUCTIE MOPAOOK
HANPABJIEHUA NAUMEHTOB ANA OKA3AHUA TAKOU MEOULIMHCKOU NMOMOLLIN)

1. Knuandeckass ampoOarusi MeToI0B MPO(UIAKTHKH, AUATHOCTHKH, JEUEHHS W PeaOdMIUTalnu
(manee - KJIMHUYEcKas arpoOaius) mpeacTaBisieT co0oil MmpakTHUYecKoe MpuMeHeHHe pa3padOTaHHbIX U
paHee HE TNPHMEHSBIIUXCS METOAOB NPOQMIAKTHKH, JUArHOCTHKH, JICYCHHS U pEaOMIUTAllH TPU
OKa3aHUH MEIUIIMHCKON TIOMOIIM JUTS IOATBEPKICHHS OKA3aTeIbCTB X dPPEKTUBHOCTH <1>.

<I> Yactp | cratpu 36.1 denepanpHoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 3710poBbs rpakaad B Poccuiickoit denepanun" (nanee - @enepanbHbiii 3akoH N 323-03).

2. B mensax ucnoiHeHusl (QYHKIHMM 1O OpraHu3ali KIMHUYECKOH ampoOaluu U OKa3aHus
MEIUIIMHCKOW TOMOIIM B paMKaxX KIMHUYECKOW ampodanuu MMHHUCTEPCTBO 3ApPaBOOXPAaHEHUS
Poccuiickoit deneparuu co3naer:

a) DkcnepTHbI coBeT MunucrepcTBa 3apaBooxpanenus: Poccuiickoit denepanuu no Bompocam
OpraHM3aliy KIMHUYECKON anpodanuu <2> (nanee - DKCHEepTHBINA COBET);

<2> llpuka3z MunucrepctBa 3apaBooxpanenus Poccuiickoir @enepanun ot 10 utona 2015 r. N
434 "OO6 DkxcmepTHOM coBeTe MuHHCTepcTBa 37ApaBooxpaHeHus Poccuiickoit ®enepauuu 10
BOMNPOCAaM OpPraHM3aLUU KIMHUYECKON ampoOaluy MEeTOA0B MPOQMIAKTUKY, JUATHOCTHKH, JICUEHUS U
peabmutanuun"” (3apeructpupoBad MunucrepctBoM toctuiiuu Poccuiickoit @enepanuu 27 urons 2015
r., peructpaimoHueii N 38197) ¢ wu3MeHeHUsSIMH, BHECEHHBIMH TpUKa30M MUHUCTEPCTBA
3npaBooxpaHeHus: Poccuiickoit ®enepauuu ot 25 asrycra 2017 r. N 562H (3aperucrpupoBaH
MunucrepctBoM roctuiuu Poccuiickoit @enepanuu 11 centsdps 2017 r., peructpanuonssii N 48138)
(manee - mpuka3z MunucTepcTBa 3apaBooxpanenus Poccuiickoii @eneparu N 434H).

0) Otuyeckuil komurer MuHHcTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu <3> (nanee -
DTUYECKUI KOMUTET).

<3> Ilpuka3z MunucrepctBa 3apaBooxpanenus Poccuiickoir @enepanun ot 10 urona 2015 r. N
4351 "OO6 OtuueckoM KomuTeTe MuHHMcTepcTBa 3ApaBooxpaHeHus Poccuiickoit denepauun”
(3apeructpupoBan MuHucTepcTBOM tocTuiMH  Poccuiickont ®epeparmun 27 wnrons 2015 1.,
peructpauronnbii - N 38196) ¢  u3MeHeHMSIMH, BHECEHHBIMH TpHKa3oM MUHHCTEPCTBA
3npaBooxpaHeHust Poccuiickoit ®enepaumu ot 31 mapra 2017 r. N 139 (3aperucrpupoBan
MunuctepctBoM roctuiuu Poccuiickoit deaepammu 20 anpens 2017 ., peructpanuonasii N 46451)
(manee - mpukaz MunuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu N 435H).

3. MemuuMHCKas OpraHu3alisl WM WHAs OpraHu3alys, OCYIIECTBIISAIONIAast Hapsy ¢ OCHOBHOMN
(yCTaBHOﬁ) ACATCIIBHOCTBIO MCAUIMHCKYIO ACATCIIBHOCTD, IMOABECAOMCTBCHHAA (bellepaHLHBIM opranam
WCTIOJTHUTENIBHOW BiacTH  (manmee - (QenepanbHas MEAWIUHCKAs OpTaHU3aIWs), SBISFOINASCS
pa3paboTYUKOM MPOTOKOJIa KIMHUYECKOM ampobauuu (manee - Paspabotuumk), B cpok no 1 mapra
TEKYIIEro rojia HarpasisieT B MUHUCTEpCTBO 3apaBooxpaHenus Poccuiickoit @enepanuu 3asBieHue B
NUCEMEHHOM BHJE Ha OyMa)XHOM HOCHUTENE M B JJIEKTPOHHOM BHIE O PACCMOTPEHUH IPOTOKOJA
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KIIMHUYECKOU anpobanuu (aanee - 3asBlIeHUE), COAepKaIlee CIEAYIONINE CBEACHUS:

a) HaMeHOBaHue U ajpec Pazpaborunka, KOHTakTHas uHpopmalus o Pazpaborunke (TeaedoHBI,
aJpec ICKTPOHHOU MOYTHI);

0) Ha3BaHHME METOAA MPOQPWIAKTUKH, JAUArHOCTUKHU, JEUEHUS W peaduIuTaluy, MperIaraéMoro
JUIS. KIIMHUYECKOW anpobaluy;

B) YHUCJIO MallMCHTOB, HGOGXOI[I/IMOC IJIA IIPOBEACHUA KJIMHUYECKOM anpo6au1/m.
4. K 3asgBieHHIo puiIararoTcs CICAYOINE JOKYMCHTBI:

a) TPOTOKOJI KJIMHUYECKOH ampoOaruu METOAOB NPO(UIAKTHKH, JAUATHOCTUKH, JICUEHUS U
peabmuTanyu, TUIIOBast popMa KOTOPOTo yCTaHOBIIEHA MpHiIokeHHeM N 2 K HaCTOSIIEeMYy PUKa3zy;

0) MHAMBHUAYyaJlbHas PETUCTpALlMOHHAs KapTa HAONIO/IEHUs MAlUEeHTa B paMKax KIMHUYECKOMN
anpobanuu (nanee - UPK);

B) coIJlac€ Ha OIyOJMKOBAaHHME IPOTOKOJIA KIMHMYECKOW ampodanuu Ha oQUIMAIBHOM caiire
MunucrepcTBa 3paBOOXPAHECHUS Poccuiickoit denepaunn B
MH(POPMALMOHHO-TEIEKOMMYHUKAIIMOHHOU ceTn "VHTepHet" (nanee - ceth "UnTepHeT").

5. OTBeTCTBEHHBIM 3a O0ECIEUYEHHUE PACCMOTPEHHUS OKCIEPTHBIM COBETOM M OTHUYECKUM
KOMHUTETOM TPOTOKOJIOB KJIMHUYECKON ampoOaluu W PacCMOTPEHUS OTUYETOB 00 WCIOITHEHUH
MPOTOKOJIOB ~ KJIMHUYECKOW  ampoOamuu  DKCIEPTHBIM ~ COBETOM  OMNpPEACNSIeTCS  JenapTaMeHT
MunuctepctBa 31paBooxpaHeHuss Poccuiickoit ®enepauui B COOTBETCTBUU C €r0 KOMIIETECHIIMEH
(manee - OTBETCTBEHHBIN AemapTameHT). OTBETCTBEHHBIN AemMapTaMeHT B TeueHue 5 pabodux JHEH co
JHSl TIOCTYIUICHHMSI 3asBICHHWS M TMpUIaraéMblXx K HEMY JIOKYMEHTOB MpPOBEpsSET HMX Ha MpeaMeT
COOTBETCTBUSI TpeOoBaHUAM Hactosmiero [lomoxenuss kK oQOpPMIICHUIO 3asBICHUS M KOMIUIEKTHOCTH
MpUJIaraeMbIx K HEMY JIOKYMEHTOB U B CTydae:

a) COOTBETCTBHS 3asBJIICHUS U KOMIUIEKTHOCTH MPUJIaraeMblX K HEMY JIOKyMEHTOB TpeOOBaHUSAM
Hacrosero Ilonoxenus HampasiseT B TeueHHe 2 pabodMX JIHEH NMPOTOKOJ KIMHUYECKOH armpodanuu
Ha PacCMOTpEHUE B DTUYECKUNA KOMUTET U B (esiepaabHOe TOCyJapCTBEHHOE OI0/KETHOE YUpEKICHNUE,
Haxojsuleecs B BeleHMM MuHMcTepcTBa 3ApaBooxpaHeHus Poccuiickoil ®enepanuum (nanee -
SKCHepTHAsi OPraHu3alus), A IPOBEJCHUS YKCIIEPTHON OIICHKH MPOTOKOJIa KIMHUYECKOH anpodanuu
Y TIOJITOTOBKH 3aKJIFOUEHUS 10 pe3yJibTaTaM 3KCIIEPTHON OLIEHKH MPOTOKOJIA KIMHUYECKON anpobanuy;

0) HECOOTBETCTBHUS 3asBIEHUS M (WJIM) KOMIUJIEKTHOCTH MpPHJIAraéMbIX K HEMY JOKYMEHTOB
TpeboBaHusAM Hacrosdwmero IlosoxxeHuss u (WIKM) HENPEICTABICHUS OJHOTO MM HECKOJIBKHX
JOKYMEHTOB, yKa3aHHbIX B MyHKTe 4 Hactosmero Ilonoxenus, yBemomisier Pa3paboTumka B
MUCHbMEHHOM BHJE Ha OyMa)XHOM HOCHTEJE M B 3JEKTPOHHOM BHUAEC 00 OTKJIOHEHHM 3asBICHUA U
IIpUJIaraéMbIX K HEMY JOKYMEHTOB OT JJaJbHEMILEro pacCMOTPEHUSI C YKa3aHUEM CPOKA MPECTABICHUS
B MunucrtepctBo 3apaBooxpaHeHus Poccuiickoit ®enepauuu  10paOOTaHHBIX —3asiBICHUS U
MpUJIaraéMbIX K HEMY JIOKYMEHTOB.

6. MakcuManbpHBIN CpoK TpeacTaBieHus Pa3paboTtyrkoM B MUHHCTEPCTBO 3paBOOXpaHEHUS
Poccuiickoit @enepannu 10pabOTaHHBIX 3asBICHUS U MPUIATaeMbIX K HEMY JOKYMEHTOB - 10 pabounx
IHEeW co aHs monydeHus: Pa3paboTumkoM yBeAOMJICHHS, YKa3aHHOTO B MOAMyHKTe "O" myHKTa 5
Hacrosuiero Ionoxenus.
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7. B cnydae HenpenacraBinenus PazpaborunkoM B MUHHCTEPCTBO 3/paBooxpaHeHust Poccuiickoit
denepani HEAOCTAOIUX JOKYMEHTOB (OHOTO MJIM HECKOJIBKHX ), YKa3aHHbBIX B ITyHKTE 4 HACTOAIIETO
[Tonoxenus, uau nopabOTaHHBIX 3asBICHHUS W IMPHIAraeMblX K HEMY JTOKYMEHTOB, OTBETCTBEHHBIN
JenapTaMeHT B T€UEHME JIByX paOouyux JHEH CO JHS MCTEYEHHs CPOKa, YKa3aHHOIO B MOJMyHKTE "0"
nyHkra S5 Hactosmiero Ilomoskenus, HampaBiser PaspaGoTumky yBemomiieHHMe 00 OTKase B
PacCMOTPEHHH 3asIBJICHUS.

8. DKcmepTHas OLEHKa IPOTOKONAa KIMHUYECKOM ampoOaluy, MOArOTOBKA 3aKIIOYEHHUS 10
pe3yibTaTaM SKCHEPTHOM OLIEHKHM MPOTOKOJNA KIMHUYECKOM ampobaluy W HamnpaBieHUE €ro B
MunucrepctBo  3apaBooxpaHeHuss  Poccmiickon  denepanuu  OCYLIECTBISIIOTCA — DKCIIEPTHOM
opraHMsanel B CpoK, He IMpeBblarouii 15 pabounx nHel co [HSA MOCTYIUIEHHS HPOTOKOJA
KJIIMHUYECKOW anpobaiuy B SKCIIEPTHYIO0 OpraHU3aIuIo.

[Tpu npoBeaeHUH 3KCIIEPTHOM OLIEHKU MPOTOKOJA KIMHUYECKOH alpoOaluy OCYIIECTBIIAETCS €ro
MIPOBEpPKA Ha MpeMeT:

a) HaJIM4Ms JIAaHHBIX O HAay4YHOW OOOCHOBAaHHOCTM W JOCTOBEPHOCTH MOJYYEHHBIX Ha CTaJUU
pa3paboTKu MeToja NPOPHIAKTHKH, JWATHOCTUKH, JCUYCHHS M peabWiIMTaluH JaHHBIX, BKIIOYAs
JI0Ka3aTeNbCTBA KIMHUIECKON dPPEKTUBHOCTH U O€301MacCHOCTH METoja MPO(PMIAKTUKH, THATHOCTUKH,
JIeYCHUS ¥ peaOuIUTaINH;

0) HANMMYUS PETUCTPALUU JIEKAPCTBEHHBIX MpenaparoB i MEIUIIMHCKOTO NMPUMEHEeHHUs (aee -
JIEKapCTBEHHbIE Tperaparbl), MEIUIMHCKUX W3AENui, NPUMEHEHHE KOTOPHIX MPEAyCMOTPEHO
MIPOTOKOJIOM KJIMHUYECKOU arpoOaruu;

B) COOTBETCTBHMS HAWMEHOBAHHS JIEKAPCTBEHHOrO IIpenapara, YKa3aHHOTO B MPOTOKOJIE
KIIMHUYECKOW anpoOaiuu, MEXIyHapOJHOMY HEMAaTeHTOBAHHOMY WM TPYNIUPOBOYHOMY, WIH
XUMUYECKOMY HaMMEHOBAHHIO JICKAPCTBEHHOTO MpernapaTa, a B CIydasX UX OTCYTCTBHS - TOPTOBOMY
HAaMMEHOBAHMIO JIEKAPCTBEHHOTO Mpernapara;

I') COOTBETCTBHS MMOKa3aHUM K MPUMEHEHUIO U MPOTUBONOKA3aHUM, cIOCOOOB MPUMEHEHUS U /103
JIEKAPCTBEHHBIX IIPENApPaTOB, IPUMEHEHUE KOTOPBIX IPELYCMOTPEHO IPOTOKOJIOM KIMHUYECKOU
anpoOaIy, HTHCTPYKLUH 110 IPUMEHEHUIO JIEKapCTBEHHOTO Tpenapara;

) COOTBETCTBUS TIOKa3aHWM K MPUMEHEHHIO U MPOTHUBOINOKA3aHUM, (YHKIIMOHAIHHOIO
Ha3HAYeHUs] W  XapaKTepUCTHK (CBOMCTB) MEOUIMHCKUX M3AENUN, NPUMEHEHHE KOTOPBIX
IIPEJYCMOTPEHO IPOTOKOJIIOM KIMHMYECKOW anpoOanuu, TEXHUYECKOM M (MIM) 3KCILTyaTallMOHHOMN
JOKYMEHTAIUH [TPOU3BOANTENS (M3TOTOBUTEIS);

€) KOPpPEKTHOCTH ONHUCAHHs  HCIOJB3yeMBIX B  paMKax KJIMHUYECKOW  ampobanuu
COOTBETCTBYIOIIUX TMOKa3aTened 3PQPEKTUBHOCTH MeToAa MPOMUIAKTUKU, JUATHOCTUKH, JCUCHUS U
peaduuTaImy;

K) Hamuuus UHQOpPMAIMK O METO/€ NPOQPHUIAKTUKH, JTUArHOCTUKHU, JEUEHUS W peaOuIuTaluu,
IPUMEHSIOIIEMCS. B KJIMHUYECKON MpakTHKe, MPEUIOKEHHOM JJIsi CpPaBHUTEIbHOIO aHajau3a B
IIPOTOKOJIE KIIMHUYECKOH arpobanuu;

3) HAJIWYMsI ONMCAHUS CTATUCTUYECKMX METOJOB, UCIIOJIB3YEMBIX C LIEJIBIO aHAJIM3a PE3yJIbTaTOB
KIMHUYECKOW ampobanuu, a Takke OOOCHOBAaHHOCTH pacyera 4Yucia MalMeHTOB, YYaCTBYIOIIUX B
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KIIMHUYECKOM anp06auHH;

1) 000CHOBAaHHOCTH OMMCaHUs 0ObeMa (PMHAHCOBBIX 3aTPaT Ha OKa3aHUE MEAMIIMHCKOW MOMOIIHU B
paMKax KIMHUYECKOH arpodanuu.

9. IlpoTokonsl KIMHUYECKOH anpobanny B TeueHue 10 pabounx qHEH co AHS UX MOCTYIUIEHUS U3
MununcrepctBa 31paBooxpaHeHus Poccuiickor  @enepanyu  pacCMaTpUBAKOTCS  HA  3aceAaHUM
OTHUYECKOT0O KOMHUTETa M B COOTBETCTBUM C [lOpAIKOM BBIHECEHHS OTHYECKUM KOMHMTETOM
MunuctepctBa  3apaBooxpaHenuss — Poccuiickoit  @epepanuu  3akiIiOdeHHsT 00  ATHYECKOU
00OCHOBaHHOCTU JIMOO 00 ATHYECKOW HEOOOCHOBAHHOCTH BO3MOYKHOCTH TIPHUMEHEHHs METOJIOB
NpoWIAKTUKY, JAUATHOCTUKH, JCUCHHS WU peadWINTallMyd MpPH OKa3aHUM METUIIMHCKON MOMOLIM B
pamMKax KIMHMYECKOM ampoOaunuu, yTBEPXKACHHBIM NpHUKa3oM MHHHCTEpPCTBA 3paBOOXPaHEHUS
Poccniickoit ®enepanmu N 435H, OTHYECKMH KOMMTET MO Ka)XJIOMYy IIPOTOKOIY KIMHUYECKON
anpoOanuu:

a) BBIHOCHT 3aK/II0ueHHe 00 3TUYECKOM 000CHOBAHHOCTH BO3MOXKHOCTU NPUMEHEHUS YKa3aHHOTO
B IPOTOKOJE KIMHUYECKOM ampobauuu MeToAa MNpo(UIAKTHKH, JUArHOCTHUKH, JICYEHUS U
peabmInTalMy Py OKa3aHUM MEAMLIMHCKOW TOMOIIM B paMKax KIMHMYECKOW anpoOamuy U COryiacyer
MIPOTOKOJI KIMHUYECKOHN anpo0auu;

0) BBIHOCHUT 3aKJIfOU€HHE OO0 JTHYECKON HEOOOCHOBAaHHOCTH BO3MOXKHOCTH NPUMEHEHUS
YKa3aHHOTO B MPOTOKOJIE KIMHUYECKOW ampoOanuy MeToja MpOQMIaKTHKH, AUATHOCTHKH, JEYCHUS U
peabuiuTanMyu TpU OKa3aHUM METUIMHCKOM IIOMOIIM B paMKax KIMHHYECKOH ampoOamuu U He
COIJIaCyeT MPOTOKOJ KIIMHUYECKOH anpoOaru.

Komuss mporokona 3acemaHusi DTHYECKOTO KOMHTETa B TedyeHHe 3 paboumx AHEH co JHSA
MOJANUCAHUS TPOTOKOJA 3aceJaHusi OTUYECKOr0 KOMMTETa HAaIpaBlseTCs B  OTBETCTBEHHBIN
JenapTaMeHT.

10. B cinyyae BbIHECEHHMS DTUYECKMM KOMHUTETOM 3aKJIIOYCHMS, YKa3aHHOTO B MOANyHKTe "a"
nyHkta 9 Hacrosimero llomoskenusi, DThueckuid KOMHTET B TeueHHe 3 paboumx JHEH co IHS
MOJANNCAHUS TPOTOKOJA 3acCENaHHsd OTHUUECKOTO KOMMTETa HAaIpaBIsE€T COIVIACOBAHHBIA ITPOTOKOJI
KIMHUYECKOW ampobanuu B DKcrepTHBId coBeT. OJHOBPEMEHHO BBINKMCKA M3 MPOTOKOJA 3aceIaHus
DTUYECKOr0 KOMHUTETA HampaBisgeTcs B aapec Pa3spaboTunka.

11. DkcnepTHbIi coBeT B TedueHHe 15 pabouymx [HEH CcO JHS MOJIyYEeHHS COTJIACOBAHHOTO
DTHYECKMM KOMHUTETOM IIPOTOKOJA KIMHUYECKOW ampoOamuy W 3aKiIYEHUs 10 pe3ysbTaTam
OKCIIEPTHON OIIEHKU MPOTOKOJA KIMHUYECKOW ampoOaluu B COOTBETCTBUU C [lOpSAKOM BBIHECEHUS
DKcnepTHbIM coBeTOM MuHucTepcTBa 3ApaBooxpanenust Poccuiickoit denepanuu 3aKIIOUEHHN 1O
BOIIPOCaM OpPTaHHU3aINN OKa3aHUsI MEIUITMHCKOW MTOMOIIY B paMKaX KIMHUYECKOW ampoOaluyu MeTOI0B
MpO(HUIAKTHKH, TUATHOCTHKH, JICUCHUS W peaOHMIUTAIMH, YTBEPKICHHBIM MPUKa30M MUHHUCTEPCTBA
3npaBooxpaHeHus Poccuiickont ®enepammu N 434H, paccMaTpuBaeT MNPOTOKOJ KIMHUYECKOHN
anmpoOany W TpuaraeMble JTOKYMEHTBI, OIpeAesieHHble MyHKTOM 4 Hactosmero I[lomoxxeHus, u
BBEIHOCHT 3aKIIIOUEHUE:

a) 0 BbIIaue pa3pelieHus Ha OKa3aHHe MEIUIIMHCKOM MOMOIIM B paMKax KIMHHYECKOH anmpobdanuu
0 MPOTOKOJTY KJIMHHYECKOH anmpodanuu;

0) 00 oTKa3e B BbIJIaue pa3pellIeHUs Ha OKa3aHUE MEIUIIMHCKOW TOMOIIY B paMKaX KIMHUYECKOU
ampoOaIyu Mo MPOTOKOJTY KIMHUYECKON anpoOaIuu.
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12. B cimydae BbIHECEHHUs 3aKIIIOUYEHMS, YKa3aHHOro B noAmyHkTe "a" myHkra 11 Hacrosiero
[TonoxkeHus, DKCIEPTHBINA COBET IO MPOTOKOTY KIMHHYECKOH anmpobanuu:

a) OIpeJeIsIeT:

YUCJIO0 MAaUCHTOB, KOTOPbBIM 6YIIGT OKazaHa MCAWIIMHCKAasg IIOMOIIb B paMKax KJIIMHAYECKOU
ampoOanuu;

CPOKH ITPOBEACHUA KIMHUYECKOMN aHpO6aHI/II/I;

0) maeT oneHKy (PMHAHCOBBIX 3aTpaT Ha OKa3aHHE MEAMIIMHCKOW MOMOIIY B paMKaX KIMHUYECKOU
anpoOaruu.

OKCIIEPTHBIA COBET OPraHU3yeT pa3MEIIeHHWE TMPOTOKOJa KIMHUYECKOW ampolamuu Ha
ounmansHOM caifte MuHHCTEpCTBa 31paBooxpaneHus Poccuiickoit denepanuu B cetu "MHTEpHET".

DK3eMIUISIpbI MPOTOKOJIA 3aceaHusi DKCIEPTHOTO COBETa B TeUeHHE 2 paboumX JHEW C JIaThl €ro
MOJIMCAHUSL HAMPABJISIOTCS B DTUYECKUNA KOMUTET U MUHHUCTEPCTBO 3/ipaBooxpaHeHusi Poccuiickoi
denepauuu.

13. ®enepanbHas MEIUIIMHCKAs OpraHU3allysl, JKeJIarollas y4acTBOBAaTh B OKa3aHUM MEINLINHCKON
IIOMOLIM B paMKax KIMHUYECKOW ampoOanuu, B TeueHue 10 paboumx OHEH co AHS pa3sMeElleHUus
MIPOTOKOJIa KIMHUYECKOM ampobanuu Ha oQuIUaIbHOM caiite MuHHCTEpCTBAa 3ApaBOOXpPAaHEHUs
Poccniickoit ®enepanum B cetn "MHTepHer" HampaBisieT B MHUHUCTEPCTBO 3paBOOXPAHECHMS
Poccuiickoit @enepanuu 3asBKy B IUCbMEHHOM BHJE Ha OyMa)KHOM HOCHUTEJE U B 3JIEKTPOHHOM BHJIE
00 ydacTMM B OKa3aHMHM MEIUIMHCKON IOMOIIM B paMKaX KIMHUYECKOM ampobauuu, KoTopas
MOJINHUCHIBACTC  pyKOBoAWUTeNeM  (elepalibHOM  METUIMHCKOM — opraHu3anmuu  (JIUIOM,  €ro
3aMEIIAloONNM) U 3aBepseTcs MedaThio (eepalbHON MEIUIMHCKONW OpraHu3aunuu (Jajnee - 3asBKa 00
Y4acTUU B KJIMHUYECKON anpo0Oanun).

14. 3asaBka 00 y4yaCTHW B KIMHHYECKOW ampoOalid COJEPKHUT CICAYIOMNUE CBEJICHUS O
(dhenepalbHONM METUITMHCKOW OpraHU3alIvu:

a) HauMeHOBaHUe (enepabHON METUITMHCKOM OpraHu3alnu;

0) HaMEHOBaHKE METO/a MPO(PUIAKTUKY, JUATHOCTUKH, JICUCHHU U peadMInTalluY, YKa3aHHOTO B
MIPOTOKOJIE KIMHUYECKOH arpodanuu;

B) HaJUM4YM€ B COOTBETCTBUM C YUYPEIUTEIbHbBIMH JOKYMEHTaMU IpaBa Ha OCYIIECTBICHUE
MEJUIMHCKOW JESTeNbHOCTH, Hay4yHOW (HAy4YHO-HCCIIEAOBATEIbCKOM) MJESITeNbHOCTH, a TakKke
IIPOBEJICHUE KIMHMYECKUX MCCIEAOBAHUN JIEKapCTBEHHBIX IIPENApaTOB M KIMHUYECKUX HCIBITAHUN
MEIULMHCKUX U3IEINH;

') HATHYUE CTPYKTYPHBIX MOApA3EICHUN, KoeuHOro (hoHAa, BKIIOUYas OTACICHUS peaHuMAaIH 1
WHTCHCUBHOW Tepanuu, OOSCICUMBAIOIINX OKA3aHHE MEIUITMHCKOW IMOMOIMU IO COOTBETCTBYIOIIUM
POdUIISAM C yIETOM BUIOB, YCIOBUH B (DOPM OKa3aHHUS METUITTHCKOW ITOMOIITH;

1) YKOMIUIEKTOBAaHHOCTh CTPYKTYPHBIX TTO/Ipa3iesieHnii henepanbHOM METUIIMHCKON OpraHUu3aiuu
MEIUIIMHCKUMH paOOTHUKAaMU, 00ECIIeUNBAIOIIMMHU OKa3aHUE MEIULIUHCKON TOMOIIIH;
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€) J1oJi Bpavel-CreaiicTOB, UMEIOIUX KBATH(DHUKAIIMOHHBIE KATETOPUH, B O0IIEH YHCIEHHOCTH
Bpaueii (henepaabHON MEAUIIMHCKOW OpraHU3aIlHH;

) JOJST METUITMHCKUX PAOOTHHUKOB C BBICIIMM MEIMIIMHCKAM 00pa3oBaHUEM, UMEIOIINX YICHYIO
CTCTICHh KaHIMIATOB W (WJIM) JOKTOPOB HAyK, B OOIIEH YUCICHHOCTH MEIHUIMHCKHX PaOOTHUKOB C
BBICIITUM MEIUITMHCKUM 00pa30BaHUEM;

3) mMoKa3areiab HMHJEeKca Xupiia (enepanbHOM MEIUIIMHCKOW OpTraHW3allud JIM0O CyMMapHBIHA
MoKa3aTtenb HHJIeKca XUpIlla COTPYAHUKOB BHOBb CO3JJaHHOU (DeepanbHOi METUITMHCKON OpraHu3aiun
(B TeueHue 5 JeT mocIe ee CO3/IaHus);

M) CyMMapHBIH TOKa3aTeslb UMIAKT-(hakTopa peleH3upyeMbIX HAyYHBIX KYpPHAJIOB U W3JaHHMN, B
TOM YHCJE 3apyOEKHBIX, B KOTOPBIX 3a MPEOBIAYIIMHA TOJA OIyOJIMKOBAaHBI PE3yJIbTAaThl HAYYHBIX
nccaeaoBaHuil GpeaeparTbHON MEIUITMHCKONW OpraHnu3aIlig;

K) HAJIMYUE OIbITa B peau3aliy JTOMOJHUTEIbHBIX MPO(EeCCHOHATBHBIX MPOorpamMM (IporpamMmbl
MOBBIIIEHUS KBATU(PHUKAIIUHU, POTPaMMbI TIPOGECCHOHATBHON MEPETIOATOTOBKH);

J) HaIUM4YMe OIbITa B3aUMOJEHCTBUS C HWHOCTPAaHHBIMH HAyYHbBIMM M MEIULUHCKUMU
OpraHM3alMsIMM B pPaMKaxX MEXKIAYHAapOJHOIO COTPYAHMYECTBA WJIM YYacTHE B MEKIYHApPOIHBIX
KJIIMHUYECKUX UCCIIENOBaHMIX (MCTIBITAaHUAX) U (MJIM) HAyYHBIX IpOrpaMMmax;

M) ydacTHe B peaiM3alliy MPOrpaMM OJTHOM WIJIM HECKOJBbKUX HAYYHBIX ITUIATGOPM METUITHMHCKOU
HayKH, YTBEPKICHHBIX BO UCIOJIHEHUE pacniopsbkenus [IpaButensctBa Poccuiickoit depeparuu ot 28
nexadbps 2012 r. N 2580-p.

15. K 3asBke 00 yd4acTuM B KIMHUYECKOM ampoOaluy MNPUIAraloTCs KOMMU  CIETYIOLINX
JIOKYMEHTOB:

a) ycTaB ¢eiepaTbHON MEIUIIMHCKON OpraHu3allny;

0) nureH3us(M) Ha OCYIICCTBJICHHE MEAMIIMHCKON ACATENHHOCTH (eaepaqbHON MEIUITUMHCKON
OpraHu3aIuen;

B) CTPYKTypa M LITaTHOE pacnucanue (GenepaibHOl MEIUIMHCKON OpraHnu3alum.

16. OTBeTCTBEHHBIN JAemMapTaMeHT B TeueHHe 5 pabouumx AHEW CcO JHA TMOCTYIUICHHS W3
denepanbHOW MEAMIIMHCKOW OpraHM3alK 3asBKH 00 ydYacTUU B KIMHHYECKON ampobanuud u
MpUJIaraéMblX K HEH JOKYMEHTOB NPOBEPSAET HMX HAa MNPEAMET KOMIUIEKTHOCTH M COOTBETCTBHS
TpeboBaHMAM HacTosIero [lomokeHus U B Cirydasx:

a) COOTBETCTBUS 3asIBKH 00 y4aCTun B KJIWMHAYECKOMN anpo6au1zm U IIpHJIaracMbixX K Hel
AOKYMCHTOB Tpe6OBaHI/I5{M Hactosmero IlonoxxeHus HAIIpaBJIICT 3asBKY 00 y4aCcTum B KJIMHUYECKOU
anp06au1/n/1 U IIpUjiaracMabIC K Hel JAOKYMCHTHBI Ha paCCMOTPCHUC B 9KCH€pTHBIﬁ COBCT,

0) HECOOTBETCTBUS 3asBKM 00 y4aCTHUU B KIIMHMYECKOW anpoOanuu v (WId) MpUiiaraéMbix K Hel
JTOKyMEHTOB TpeOoBaHusiM HacTosimero I[lomoxeHnuss u (MIM) HENPENCTABICHUS OJHOTO WJIH
HECKOJIbKMX JIOKYMEHTOB, VyKa3aHHbIX B TIyHKTe 15 Hacrosmiero IlonoxkeHus, yBemomisieT
denepanbHyl0 MEIUIMHCKYI0 OpraHM3allMi0 B IHUCBMEHHOM BHJE€ Ha OyMaXHOM HOCHTENE U
ANEKTPOHHOM BUJE 00 OTKIOHEHHMH 3asiBKA 00 y4acTUH B KIMHMYECKOH ampoOalliu U MpuiaraeMbix K
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Hel JAOKYMCHTOB OT JanbHEHIero paccMOTPCHUA C YKA3aHUCM CPOKa MPCACTABIICHUS ,ZLOpa6OTaHHBIX
3asBKH 00 y4aCTuu B KJIMHUYECKOM anp06au1/11/1 n (I/IJ'II/I) mpuiIaracMaIx K Hel JAOKYMCHTOB.

17. MaxkcumanpHBIi CpPOK TMpeJcTaBieHHs (eaepasbHO MEIUIUHCKOW OpraHu3alueid B
MunuctepctBo 3apaBooxpaHeHust Poccuiickoit ®enepanuu 1opaboTaHHON 3asiBKMU 00 y4yacTHH B
KJIMHUYECKOW ampoOanuu W (WiKM) NpujiaraeéMblXx K Hed JOoKyMeHTOB - 10 paGoumx gHeil co nHs
noydyeHus: penepaabHON MEIUITMHCKOW OpraHM3aliuell yBEeIOMIICHHS, YKa3aHHOTO B IMOAMyHKTe "0
nyHkTa 16 Hactosimero [lomoxeHus.

18. B ciyuae HempesctaBieHus ¢enepaabHON MEIUIIMHCKOM opraHuzanuei B MHUHUCTEPCTBO
3npaBooxpaHeHust Poccuiickoii @enepanuy HEIOCTAOIIUX JOKYMEHTOB (OJHOTO WJIM HECKOJIBbKHUX),
yKazaHHBIX B TyHKTe 15 Hacrosimero IlomoskeHusi, wim H0paOOTaHHBIX 3asBKA 00 ydYacTHH B
KJIIMHUYECKOW arpoOaiuu 1 (UIx) NpuiiaraéMblx K Hel TOKYMEHTOB B MaKCHUMAaJIbHBIN CPOK, YKa3aHHBIN
B nyHkre 17 Hactosimero IlosokeHMs, OTBETCTBEHHBIM JenapTaMeHT YyBeIOMISEeT (eaepaibHyto
MEIMLMHCKYIO OpPraHU3allMi0 B MUCbMEHHOM BHJE€ Ha OyMa)KHOM HOCHUTEJE U 3JEKTPOHHOM BHUAE 00
OTKa3€ B PACCMOTPEHUH 3asIBKU 00 Y4aCTHH B KIIMHUYECKON anpoOaliyu.

19. 3asBKa 00 y4yacTu¥ B KIMHUYECKON anmpoOauy paccMaTpUBACTCs HA 3aCETaHUN DKCIIEPTHOTO
coBeta B TeueHue 10 pabouux nHEW CO AHS €€ TMOCTYIUIEHHs W3 MUHHUCTEpPCTBa 3paBOOXPAHCHHS
Poccuiickoit deneparum.

20. DKCnepTHBIA COBET Ha OCHOBAaHMHM KDHUTEPHUEB OTOOpa MEAMIIMHCKUX OpraHU3allHi,
ycraHoBieHHbIX [IpaButensctBoM Poccuiickoit ®epepanuun <4> (mamee - KpUTepuu oOTOOpa), B
COOTBETCTBUM C I[OPSAJKOM BBIHECEHUS OKCIEPTHBIM COBETOM MUHUCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit @enepanuy 3aKI0YEHUAN IO BOIIPOCAM OpraHM3alyy OKa3aHUs MEAULUMUHCKON IMOMOIIU B
pamMKax KJIMHUYECKOW ampoOalnuy METOJ0B NMPO(UIAKTUKU, TUArHOCTUKHU, JIEUYEHHUS U peadbuIuTalui,
YTBEpXKACHHBIM IpUKa3oM MuHucTepctBa 3apaBooxpaHeHuss Poccuiickont @enepaunn N 434H,
onpenenser ¢enepaabHble MEIUIUHCKHE OpraHM3allid, YYacTBYIOIIME B OKa3aHUMM MEIUIIMHCKOM
MIOMOIIIM B paMKaxX KJIMHUYECKON anpoOaiyy, 1 MpUHUMAET OJIHO U3 PELICHUH:

<4> IlocranoBnenue IIpaBurensctBa Poccuiickoit @enepaunu ot 9 utons 2015 r. N 691 "O06
YTBEpKIICHHH KpPUTEPUEB OTOOpa MEIWIMHCKUX OpTraHW3allii, YYacTBYIOIIMX B OKa3aHWUHU
MEJHUIIMHCKOW MOMOIIA B paMKaxX KIMHUYECKOH ampoOamyy METO0B MPO(UIAKTHKH, TUATHOCTUKH,
JIieYeHUs U peadumuranuu'.

a) 0 COOTBETCTBUH (peiepabHON METUITMHCKON OpraHU3alluu KPUTEPUsM 0TOopa;
0) 0 HeCOOTBETCTBUU (eepaATbHON MEIUIIMHCKON OpraHnu3aluy KpUTepusM oToopa.

21. DkcniepTHBIN COBET B TE€YEHHE 5 pabouyuX JHEM cOo JHSA NPUHATHS pPElIeHUH, YKa3aHHBIX B
nyHkte 20 Hacrosmero Ilomokenus, HampaBisger B MHUHUCTEPCTBO 37paBoOXpaHeHus Poccuiickoin
@enepanyun ©HGOpMALMIO O (QelepaabHbIX MEIULIUHCKUX OpPraHU3alMsIX, YYaCTBYIOIIUX B OKa3aHUU
MEIMLMHCKOW MOMOILIM B paMKax KIMHUYECKOH ampoOaluy Mo KaXKAoMY MPOTOKONIY KIMHUYECKOH
anpoOaruy.

22. Cpok mpoBeJeHHs KIMHUYECKOH ampoOaiyu, a TakKe YHCIO IMalMeHTOB, KOTOPbIM Oyjaer
OKa3aHa MEJWIMHCKAas TOMOIIb B paMKax KIMHUYECKOH ampodanuu, MOTYT OBITh H3MEHEHBI
(YBEMYEHbl WJIM YMEHBIIECHbI) IO pEIIEHUI0 OKCIEPTHOTO COBETa, MPUHATOMY Ha OCHOBAaHUU
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3ad4BJICHUA PYKOBOIAUTEIIA (bez[epanLHoﬁ MEIUITUHCKOM oprann3anuu B I[IMCBMCHHOM BHUAC Ha
6y'Ma)KHOM HOCHUTCJIC U B 3JICKTPOHHOM BUJC, COACPIKAICTO 000CHOBaHUE HGO6XO,[[I/IMOCTI/I HU3MCHCHMUA.

23. PykoBomutenbs (¢enepaqbHOW MEAWIMHCKOW OpraHu3aliil Ha3HA4aeT OTBETCTBEHHBIX
WCTIOJTHUTENIEH TIPOTOKOJIAa KIIMHUYECKOH arnpodanuy u3 yncia paboTHUKOB (enepaabHON MEeTUIITHCKON
OpraHU3alMH.

24. B ciyyae BO3HHMKHOBEHUS IPH OKa3aHUM MEAMIIMHCKOM MOMOILIM B paMKaxX KIMHHYECKOU
anpoOaly Mo MPOTOKOIY KIMHUYECKOH anpobanuy MpOTHO3HPYEMBIX OCIO0KHEHUH, yKa3aHHBIX B
NPOTOKOJIE KIMHUYECKOW ampobauuu, eciu ux vactota Ha 30% mpeBblIaeT TaKOBYIO IpHU
WCTIOJIB30BAHUU METOJIa POPMIAKTUKY, TUATHOCTHKY, JICYCHHUS M PeadMINTaluH, TPUMEHSIONIETOCs B
KJIIMHUYECKOW NPaKTHKE, a TaKKE€ MPU BO3HUKHOBEHUU HENPOTHO3ZUPYEMBIX TSDKEJIBIX OCIIOKHEHUH,
YIpOKAIOIIUX JKU3HW M 370POBbIO MAlIMEHTOB, (enepajbHas MEAMIMHCKAs opraHu3anus oO0s3aHa
IIPUOCTAHOBUTH IPOBEJICHHE KIMHUYECKON anpodaluyd M He3aMeIIMTEIbHO NPOMH(GOPMHPOBATH 00
3TOM DKCHepTHBIN coBeT, Pazpabotunka u MunuctepcTBo 3apaBooxpanenus Poccuiickoii deneparum.

MunucTepcTBO 37paBooxpaHeHuss Poccuiickoit dexepanuu He3aMeUIUTEIBHO HHPOPMHUPYET
pykoBoauTeneil (eaepanbHbIX MEIUIIMHCKUX OpPraHM3aluil, YJacTBYIOIIUX B OKa3aHUHM MEIUIIMHCKON
MOMOLIM B paMKax KJIMHUYECKOM ampobamuu 10 MPOTOKONY KIMHUYECKOM ampoOanuu, o
BO3HMKHOBEHUHU HENPEIBUICHHBIX M (MJIM) HEXENaTeIbHBIX SBJICHUM NPU OKa3aHUU MEAMIIMHCKON
[IOMOIIM B paMKaxX KJIMHUYECKOM ampoOanuu. PykoBoauTtenn QenepanbHbIX MEIULMHCKUX
OpraHu3alyii, y4acTBYIOIIMX B OKAa3aHUU MEAMLIMHCKOW MOMOIIM B paMKax KIMHUYECKOH ampoOaruu
[0 TPOTOKOJIy KIMHMYECKOW ampoOanuu, MpH MOCTYIJICHHH OT MUHHCTEpCTBA 3/ApaBOOXPAaHEHUS
Poccuiickoit ®enepanmu ykazaHHOW uWHpopManuu OOs3aHBI TaK)KE NPUOCTAHOBHUTH IPOBEACHUE
KJIIMHUYECKOU arpobarum.

25. DKCHmepTHBI COBET B TedyeHWE 3 pabouymx MHEH co JHS TOJNy4YeHHs OT (denepanbHOM
MEIUIIMHCKONW OpraHu3aluuu WHGOpMalud O IPUOCTAHOBICHUH MPOBEACHUS KIMHUYECKOM ampodanuu
M0 MPOTOKONY KIMHUYECKOW arnpoOali B CBSI3M C BOZHUKHOBEHHEM MPOTHO3UPYEMBIX OCIOXHEHUH,
yKa3aHHBIX B IPOTOKOJIE KIMHUYECKOH anmpodaruu, eciu ux yactora Ha 30% mpeBbIlIaeT TaKOBYIO MPU
WCIOJIb30BAaHUU METOAa MPO(UIAKTUKY, TUATHOCTUKH, JICUCHHUS U peabMIUTAINK, TPUMCHSIOIIETOCs B
KJIMHUYECKOW TMPAKTUKE, a TaK)K€ MPU BO3HUKHOBEHUM HEMPOTHO3ZUPYEMBIX TSKENBIX OCJIOKHEHUH,
YIPOKAKOMIUX >KU3HU M 3J0POBBIO0 MAIIMEHTOB, MPUHUMAET PEIICHUE O JIOCPOYHOM MPEKpalICHUH
KIIMHUYECKOW anpoOaiuy mo npoToKoIy KIMHUYECKOH anpobaruu.

Beinucka u3 npoTokosia 3acefiaHusi DKCIEpTHOrO COBeTa B TedeHue 3 pabouyux AHEW co JHS ero
noJnucanus Hanpasisercs Pa3paboTuuky, B (heaepalibHble MEIUIIMHCKUE OPraHU3aIluH, YIaCTBYIOIINE
B KJIIMHUYECKOW anpoOaiui 1o npoToKoily KIMHUYECKOH anpoOaluu, 1 B OTBETCTBEHHBIHN JI€TIapTAMEHT.

26. PykoBogurens (enepanbHON MEAMIMHCKOW OPTaHU3AIlUH IMOCE JOCPOYHOTO MPEKPAIICHUS
KJIMHUYECKOW ampodaluu 10 TMPOTOKOIY KIMHUYECKOW ampobaruu obecrneyuBaeT AajibHeilliee
OKa3aHHe HEoOXOIMMOW MEIMIMHCKON IOMOIIY MalMeHTaM B COOTBETCTBUHU C 4acTbio 1 crathu 37
®epnepanbHoro 3akoHa N 323-D3.

27. Tlocnme 3aBeplICHUs NPOBEJEHHs KIMHHYECKOW ampoOainuu (deaepaibHas METUIMHCKas
OpraHu3anys COCTaBJsET W HalpasisieT B MuHHCTEPCTBO 3apaBooxpaHeHus Poccuiickoit denepanuun
OoTYeT 00 HCIOJIHEHMH IPOTOKOJIAa KIMHUYECKOW ampobanuu (fajnee - OT4eT) C MPUIIOKEHUEM
QJIrOpUTMa OLEHKU KIMHUKO-3KOHOMHUYECKON 3(PPEKTUBHOCTH MPOUIEANINX KIMHUYECKYIO alpoOaIfio
METOJI0B IPOGMIAKTUKH, TUATHOCTUKH, JICUEHUS U peabuiuTanuu (peKOMEeHlyeMblil oOpasel npuBeieH
B IPUJIOKEHUH K HacTosueMy IlonoxeHuto) (ganee - anropuTM OLEHKH).
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OnHOBpEMEHHO KOIUs OTYeTa HampasiseTcs (enepaibHON MEAMLIMHCKOW opraHu3alen B agpec
PazpaboTtumnka.

28. OueHka KIMHUKO-3KOHOMHUYECKOH 3((HEKTUBHOCTH MPUMEHEHHSI MPOMICIIIEr0 KIMHUIECKYIO
anpoOanuio MeTojna NPO(PHUIAKTHKH, IHATHOCTHKH, JICUCHHs W pPEadMIUTAlMU TPOBOIAMTCS Ha
OCHOBAHHUU:

a) o0mmMX IoKa3aTeie KIMHUKO-YKOHOMHUYECKOW A(()EKTUBHOCTH MeTona MPOQPHIAKTUKH,
JMAaTHOCTHKH, JICYCHUS W peaOWInTallMM, yKa3aHHBIX B TyHKTe 29 Hactosmiero [lomoxkeHus, u
MoKa3arene KIMHUKO-DKOHOMHUYECKOH J(PGEKTUBHOCTH MeTola NPOMUIAKTHUKH, JUATHOCTUKH,
JICYCHUS U peaOMIINTAIlNY, YKa3aHHBIX B POTOKOJIC KIIMHUYECKON anpodanuu;

0) CpaBHUTENHLHOTO aHAM3a MEXAY METOJIOM TNPOPWIAKTHKY, IUATHOCTUKH, JICUYCHUS U
peadHITUTAIINH, TTPOIICIITNM KIMHIYECKYIO arpo0aInio, U MPUMEHSIOMUMCS B KIIMHHYECKOH MPaKTHKE,
MPE/UIOKEHHBIM U CPAaBHHUTEIBHOTO aHAJM3a B MNPOTOKOJIE KIMHUYECKOW ampoOarnmu (nanee -
CpaBHUTEILHBIN aHAIH3).

29. OOmUMH MOKa3aTeNIMU KIMHUKO-IKOHOMUUYECKOH 3((EKTUBHOCTH MeToJa MPO(UIAKTUKH,
JMAarHOCTHKH, JICUYCHHUS U peabuINTAIlH, TPOIIEANIETO KIMHUYECKYIO alpoOaluio, sIBJISIOTCS:

a) BO3MOXXHOCTb MPUMCHCHUA MECTOAAa MCAUITMHCKUMH OPraHu3alusaMu;

0) MOBBILICHHE KAaYeCTBAa OKa3aHUS METUIIMHCKONW MOMOIIM (CHU)KEHUE YPOBHS TOCHHUTAIN3ALUMH,
CHWKCHUE BHYTPHUOOJHHUYHOW JICTATbHOCTH, YBCIUYCHHE JUIMTEIBHOCTH PEMHUCCHH, COKpAIlCHHE
Mepuoaa BPEMEHHON HETPYAO0CIOCOOHOCTH, CHIDKCHHE YPOBHS WHBAJIHMIM3AINH, CHU)KEHHE CTCICHH
WHBAJIMM3AIMN, CHIXKCHUE PUCKA Pa3BUTHS 3a00JICBaHNM, YCTAHOBJICHUE IMArHO3a HA PAHHUX CTaJIUAX
pa3BUTHS 3a00JIEBaHU).

30. ITpu mpoBeneHNN CPAaBHUTEIHLHOTO aHAIN3a YUUTHIBAOTCS:

a) KOJIMYeCTBO JHEH (KOWKO-JHEH), 3aTpauyeHHbIX Ha OKa3aHWE MEIUIMHCKOW TOMOIIH
MalMeHTaM;

6) CpeI[HI/Iﬁ 00BeM (I)I/IHaHCOBBIX 3aTpaT Ha OKa3aHUEC MEIUIIMHCKOM ITOMOILIM C MMPUMCHCHUCM
COOTBCTCTBYIOIICTO MECTOJa OAHOMY ITAIIUCHTY,

B) 4aCTOTa OCJIOKHEHUI;

I) pe3yJbTaTHBHOCTh MeToAa (BBI3AOPOBIEHUE, YIydIICHHWE, YXyIIICHHe, O0e3 IepeMeH):
YKa3bIBAETCS OJIMH WM HECKOJIBKO U3 MEPEUNCIICHHBIX TIOKa3aTeel C YKa3aHUeM MX 3HAUYCHUM.

31. OTBETCTBEHHBIN JAenapTaMeHT B TE€UeHHWE 2 pabouyux JHEH CO JHS TOCTYIUICHHsI OT4YeTa
HaMpPaBIIAET €ro B SKCIEPTHYIO OPTaHU3AIINIO.

32. DkcnepTHas OpraHu3alus B CPOK, HE MpeBbIIAONiA 15 pabounx nHel co AHSA MOCTYIUICHUS
OTYETOB OT BCEX YYACTBYIOUIMX B KIIMHUYECKON arpoOani MEIUIMHCKUX OPraHnu3alui, OCYIIECTBIISAET
9KCIIEPTHYIO OLIEHKY OTUYETOB, IMOATOTOBKY 3aKJIIOUEHUS MO pe3yJibTaTaM dKCIIEPTHOW OLIEHKH OTYETOB
U HalpaBJeHue ero B MUHHCTEpPCTBO 3apaBooxpaHeHus Poccuiickoit @enepannu.

HpI/I IMPOBCACHUU 3KCHCpTHOI71 OLCHKK OTYETOB OCYHICCTBJIACTCA HX IPOBEpKa Ha HIpEAMET
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00OCHOBAaHHOCTH PE3yJIbTATOB OICHKH KIMHHKO-3KOHOMUYECKOH dS(()EKTUBHOCTH MPUMEHEHHS
MPOUISANIETO KIMHUYECKYIO ampoOaiuio MeToJa NpPOPWIAKTHKH, JUATHOCTUKH, JICYCHHUS U
peaduUTaIuu.

33. OTBETCTBEHHBIN JenapTaMeHT B Te4eHHe 2 pabouux JHEH CO JHS MOJIyYEeHHS OT HKCIEPTHOMN
OpraHW3alMM 3aKJIIOUYEHUs IO pe3ysibTaTaM SKCIEPTHOW OLEHKH OTYETOB HAIpaBiseT B DKCIIEPTHBIN
COBET OTUYETHI U 3aKJIFOUEHUE 10 PE3YJIbTaTaM YKCIIEPTHON OLIEHKH OTYETOB.

34, 9KCH€pTHLIfI COBET B TeUeHUE 3 pa60‘II/IX JHEHN co JHsA MOJIYUCHHUA OTUCTOB U 3aKIFOYCHHSA I10
pe3yiibTaTaM 3KCH€pTHOI>i OLICHKHU OTYCTOB NPUHUMACT PCILICHUC:

a) 0 HAIMYMH KIMHUKO-9KOHOMHUYECKOW 3()(hEeKTUBHOCTH MPOIIEAMIET0 KIMHUYECKYIO alpoOaInio
MeTo/1a TPOo(UITAKTUKH, TUAarHOCTUKH, JICYEHUS U peaOuIuTaluu;

0) 00 OTCYTCTBHUM KIMHHUKO-3KOHOMHUYECKON 3((EKTUBHOCTH MPOLIEANIET0 KINHUYECKYIO
anpoOaruio MeToa Npo(UIAKTUKH, TUATHOCTUKH, JIEYEHUS U peaOMInTaluH.

35. DpdexTUBHBIM NMpHU3HAETCA METOA NMPO(UIAKTUKY, AUATHOCTUKH, JEUEHHUS U peadHIuTaluy,
HaOpaBIIKMi B cymMmMe He MeHee | Oamna mo KakIoMy MOKaszaremto 3(pQeKTHBHOCTH, yKa3aHHOMY B
QITOPUTME OLEHKH, KOTOPBIN:

a) TpeOyeT MeHbIe (PMHAHCOBBIX 3aTPaT, HO MPHU ITOM SBJISETCS He MeHee d(h(DEeKTHBHBIM s
MpOQHUIAKTHKHA, JUATHOCTHUKH, JICUCHUS H pealdWINTAllMd 10 CPaBHCHHIO C METOJIOM, YkKe
MPUMEHSIOIIAMCS B KIIMHUYECKOH MPAKTUKE;

0) TpeOyet Oosblle (PMHAHCOBBIX 3aTPAT, HO MPU 3TOM €r0 JONOJHUTEIbHbBIE TPEUMYIECTBA IS
npoUIAKTUKHY, TUATHOCTUKY, JICUEHUS U PeaOMIUTALINU ONIPAB/IBIBAIOT JOMOIHUTEIbHBIEC 3aTPATHI.

36. Meton npoQUIaKTHKH, TUATHOCTUKH, JICYCHUS U PEaOMIUTALNHU, TPU3HAHHBIN DKCIEPTHBIM
coBeToM 3((eKTUBHBIM, peKOMEHIyeTcs: MUHHUCTEPCTBOM 31paBooxpaHeHust Poccuiickoit deneparym
MEIUIMHCKUM TPO(EeCCHOHATPHBIM HEKOMMEPUYECKHM OpPTaHU3alMsIM JJIsl BKIIOUEHUS B KIMHUYECKUE
PEKOMEHIALINN.

37. OT6op nmanMeHTOoB I OKa3aHMUs MEIUIMHCKON MOMOIIM B paMKax KIMHUYECKOH ampobanuu
OCYILECTBIISICTCSI U3 YMCIIAa MAllMEHTOB, HAINPABICHHBIX B (ellepalbHyl0 MEIUIMHCKYI OpraHU3alluio
JUI OKa3aHUSI MEAMLMHCKOW MOMOIIM B COOTBETCTBUHU C MPHKA30M MUHHUCTEPCTBA 3/1paBOOXPAHEHUS
Poccuiickoit ®enepanun ot 2 gexabps 2014 r. N 796n "OO yrtBepxnenueM Ilomoxxenus o0
OpTaHU3aIli OKa3aHUs CIICIHATU3UPOBAHHON, B TOM YHCJE BBICOKOTEXHOJIOTMYHOW, MEIUIIMHCKON
oMo <5>.

<5> BapeructpupoBad MuHuctepcTBoM roctunuu Poccuiickoit denepanuu 2 despans 2015 r.,
peructpaumonHelidi N 35821, ¢  u3MeHEHUsMH, BHECEHHbIMM IIpHKa3oM MuHucTepcTBa
3npaBooxpaHeHust Poccuiickoit ®enepauuu ot 27 asrycra 2015 r. N 598H (3aperucrpupoBan
MunuctepctBoM roctuninu Poccniickoit deneparuu 9 centsiops 2015 r., peructparmonssiii N 38847).

38. Pemenue o mnenecooOpa3HOCTH OKa3aHUs NAalMEHTY MEJHIMHCKOH NOMOIIM B paMKax
KJIMHUYECKON ampoOariiy MpUHUMaeT BpaueOHas KoMHuccUs (elepaibHOl MEIUIIMHCKON OpraHu3aluu
IpU HATUYUH UHGOOPMHUPOBAHHOTO JOOPOBOJIILHOTO COTJACHs, JAHHOTO B COOTBETCTBHM C YacThio 6
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crateu 36.1 denepanbHoro 3akona N 323-03.

39. Pemenne BpaueOHOW KOMHUCCHM (enepaabHOM MEAMIMHCKOW OpraHu3aluu ohopMIIseTcs
IPOTOKOJIOM, COAEPIKAIUM CIIEAYIOIUE JaHHbIE:

a) OCHOBaHHME CO3JaHHUs BpadyeOHONH KoMHUCCHH (efepaTbHOW MEIUIIMHCKONH OpraHu3aluu
(peKBU3UTHI HOPMATUBHOTO MPABOBOTO AKTA);

0) Aata NpUHATUA pellleHus: BpaueOHOW KOMUCCHH (pellepaibHOM METUIIMHCKON OpraHu3aluy;
B) COCTaB BpaueOHOM KOMUCCUH (eiepallbHON MEeTUIIMHCKOM OpraHu3aluu;

1") MaCIIOPTHBIC JAaHHBIC IMAIIMCHTA ((I)aMI/I.HI/IH, HMs, OTYECCTBO (HpI/I HaJ'II/I‘-II/II/I), JAaTta pOKACHUA,
CBCIACHUA O MECTC )KI/ITGJIBCTBa);

) AuarHo3 3a0osieBaHus (COCTOSIHUA) UM KOA 1O MEXIyHapOOHOM CTaTHCTHYECKOM
kjaccudukanyy 6oe3Heil u nmpobiem, CBA3aHHbBIX co 310poBbeM (aanee - MKB);

€) CBeJIeHUs O HAJTMYMU NHPOPMUPOBAHHOTO 100POBOJIBLHOTO COTJIACHS;

) 3aKIYeHue BpaueOHOM KomuccuH — (elnepaidbHONM  MEAMLIMHCKOW  OpraHu3aluu o
11€J1eCO00pa3HOCTH OKa3aHMs MAIMEHTY MEIUIIMHCKON MOMOIIM B paMKax KIMHMYECKOW ampobanuu C
yKa3zaHHeM JrarHosa 3aboneBaHus (coctosHusi), koga no MKDB, mianupyemoil AaTel Havajga OKa3aHUs
MAUEeHTY MEIUIIMHCKON MTOMOIIM B paMKaxX KIIMHMYECKOU arpoOaIium.

40. ITporokon BpaueOHOM KoMuUccHU deaepalbHOW MEIUIIMHCKON OpraHu3aiuu oGopmisieTcss u
XpaHuTcs B (hOpMe SJIEKTPOHHOTO JTOKYMEHTa WM Ha OyMa)kHOM HOCHUTENE B OJHOM SK3EMIUIApE B
benepanbHONH MEAUIIMHCKOW OpraHU3aIlIH.

41. depepanpHas MEIUIMHCKAs OpPraHU3alMs C HUCIOJIB30BAHUEM JOCTYIHBIX CPEJICTB CBSI3H
(moura, TtenedoH, Tenedon/pakc, SIEKTPOHHAS TOYTA) YBEAOMIISIET HAMNPABUBIIYIO MaIlMEHTa
MEJIHUIUHCKYI0 OpPTaHU3aIHI0 O MPHHATOM PEIIeHUH BpadyeOHOW KOMUCCHH (eepatbHON MEeIUITMHCKON
OpraHu3alvi B TeYeHHE 3 pabouMx JHEW CO JHS TOJMUCAHMS TMPOTOKOJA BPaueOHON KOMHCCHH
(benepaabHON MEIUIIMHCKON OpraHU3aluH.

ITo TpC6OBaHI/IIO ManueHTa Wik €ro 3aKOHHOI'0 IMPEACTABUTEIIA BBIIIMCKA U3 IMMPOTOKOJIA PCIICHUA
Bpa‘-le6HOI7I KOMHUCCHUHU (beﬂepanLHoﬁ MEIUIIUHCKON OpraHu3al BbIAACTCA HA PYKHU NAUCHTY WA CTrO
3aKOHHOMY IPCACTABUTCIIIO.

42. MeaunuHCKas TIOMOIIP B pPaMKaxX KIMHUYECKOW ampoOalid MOXKET OKa3bIBaThCS B
aMOyJIaTOPHBIX YCIIOBUSX, B YCJIOBHUSAX JTHEBHOTO CTAI[MOHAPA U B CTAIIMOHAPHBIX YCIOBHUSX.

43. MenuuuHCKas  MOMOIIb B paMKax  KIMHMYECKOW  ampoOamu  OKa3bIBaeTCs
BpayaMHU-CIEIMAIMCTAMU COOTBETCTBYIOMIETO Mpoduis, padoTaromumu B GeaepanbHbIX MEAUIIMHCKIX
OpraHMU3aIMIX U UMEIOIIMMH CTaX pabOTHI MO CIIENUATHHOCTH HE MEHEee S5 JIeT.

44. MeauuMHCKas TOMOIIb B paMKax KIMHUYECKOW ampoOaluy OKa3blBAe€TCs MalMEHTaM,
HY)KJAIOUIMMCSI B OKa3aHUU MEIUIMHCKOM NOMOIIM C MPUMEHEHHEM METOJO0B MpPO(UIAKTUKH,
JUArHOCTHKH, JICYEHUS U peadMIMTaluH, yKa3aHHBIX B IPOTOKOJAX KIMHUYECKOM arpolanuu, 3a
HCKJIFOUEHHEM I'pak[iaH, yKa3aHHbIX B IIyHKTe 45 HacTosuero [lonoxenus.
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45. Oxa3zaHue MEIUIIMHCKOM MOMOIIM B paMKaX KIMHMYECKOH ampoOaluu 3amperiaercs ¢
y4acTHEM B KaueCTBE MAllUEHTOB:

a) IeTel, JKEHIIUH B MEPHOJ OEPEMEHHOCTH, POJIOB, KEHIIUH B IIEPUOJI TPYTHOTO BCKAPMIIMBAHHUSA,
3a UCKJIFOYEHHUEM CIIy4YaeB, €CJIM COOTBETCTBYIOIIME METO/IbI IIPEeIHA3HAYEHBI ISl ATUX MallUE€HTOB, pU
YCIIOBUU TPUHATHUS BCEX HEOOXOIMMBIX MEp MO HMCKIIOUEHHUIO PUCKA NMPUYMHEHHs Bpeaa >KCHIUHE B
nepuoj; 0epeMEeHHOCTH, POJIOB, KEHIIIMHE B IEPUOJ IPYJHOIO BCKApMIIMBAHUS, IJIOTy WU PEOCHKY;

0) BOGHHOCTYXKAIllUX, 32 MCKIIOYEHHEM BOECHHOCIYXAIUX, MPOXOAALIMX BOCHHYIO CIIYXO0y IO
KOHTPAKTy, B Ciyd4ae, €ClIi COOTBETCTBYIOIIME METO/bI CIELHUAIBHO pa3padoTaHbl /Uil MPUMEHEHHS B
YCIOBHUAX BOCHHBIX JCHCTBUH, Ype3BBIYAHHBIX CUTYAIlMi, TPOQUIAKTUKA U JeueHHs 3a00JeBaHUNA U
MOpaKEHUH, IMOTyYeHHBIX B PE3yJIbTaTe BO3IEHCTBHS HEOIArONPUATHBIX XUMHUECKUX, OMOTOTHYECKHX,
paauanvoHHbIX (PaKTOPOB;

B) JuI, CTpagarinuX IICUXUYCCKUMU paCCTpOﬁCTBaMH, 3a HCKIYCHHUEM ClIy4dYacB, C€CJII
COOTBETCTBYIOIIHUEC METOAbI ITPEAHA3ZHAYCHDBI IJI JICUCHUS IICUXUYICCKUX 3a00JI€BaHUI <6>;

<6> Yacts 7 crateu 36.1 denepanbHoro 3akona N 323-03.

T) JIUII, 3aJIepKaHHBIX, 3aKITIOUEHHBIX TIOJI CTPaXKy, OTOBIBAIOIINX HAKa3aHUE B BUJE OTPAHUYCHUS
CBO0OO/IBI, apecTa, JIMIISHUS CBOOOIbI JTMO0 aIMUHUCTPATUBHOTO apecTta <7>.

<7> Yacts 5 crateu 26 PeaepanbHoro 3akona N 323-D3.

46. Ilpu oka3aHMM MEAMIMHCKOW MOMOIIM B paMKax KIMHUYECKOW ampoOaluy NpUMEHSIOTCS
JIEKapCTBEHHbIE Tpernaparbl W (WIM) MEAMLIMHCKHE HW3JeNHs, 3aperucTpupoBaHHble B Poccuiickoii
®enepanv, B COOTBETCTBUM C MHCTPYKLUMSIMH IO INPHUMEHEHHMIO JIEKapCTBEHHBIX IIPENapaTos,
MHCTPYKLHUSMHU MO IPUMEHEHHIO U (WJIH) PYKOBOJACTBOM IO AKCIUTyaTaIllMl METUITUTHCKUX U3/IETIHI.

47. B paMKax KIMHHUYECKOM anp06auHH HC TMPOBOAATCA KIMHHUYCCKHUC HUCCIICAOBAHUA
JICKApCTBCHHBIX NPCIAPaTOB U KIIMHUYCCKUC UCTIBITAHUSA MCAUIUHCKHUX I/I3I[GJII/II7L

48. Ilpu oxazaHMM MEIUIIMHCKOW MOMOIIM B paMKaX KIMHUYECKOW ampoOanuu NpUMEHEHUE
COOTBETCTBYIOIIUX METOJIOB NMPO(PUIAKTUKH, JUATHOCTUKHU, JICUCHUS U peabUIUTAIlMU OCYIIECTBISETCS
B COOTBETCTBUU C IPOTOKOJIOM KIIMHUYECKON anpoOariyy.

49. Ilpu oka3aHMM MEIUIMHCKOM NIOMOIIM B paMKax KIMHUYECKOM ampobauuu Benercs
MeJMIMHCKas AoKyMeHTalus, a Takke PK Ha xaxmgoro manuenrta, opopMiIeHHas B COOTBETCTBUH C
TpeOOBaHUSAMH, YCTAHOBJICHHBIMH MTPOTOKOJIOM KIIMHUYECKOW arpoOaIi.

NPK BHOCUTCS B MEIMIIMHCKYIO JOKYMEHTALUIO MTALUEHTA.

B mpaBoMm BepxHEM yIUIy THUTYJBHOTO JINCTa MEIUIIMHCKOW JOKYMEHTAIIMH TAI[UEHTA CTaBUTCS
MapkupoBka "KA".

50. ITarueHT WM ero 3aKOHHLIN MNpEACTAaBUTCIIb HUMECT IPaBO OTKA3aTbCA OT MEIUITUHCKOM
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Mpuka3 MuH3gpasa Poccun o1 19.05.2023 N 245H
"O6 yTBepxaeHun MonoxeHns 06 opraHn3aLnm KNMHUYECKOM
anpobaummn metoaos nNpod...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 28.08.2024

MOMOIIIM B paMKaX KJIMHUYECKOH ampoOaIriiu Ha JIF0OOM dTare ee OKa3aHUsl B COOTBETCTBHU CO CTAThe
20 ®enepanbHoro 3akoHa N 323-D3.

[Ipunoxenue

K [lonoxxennto 00 opraHu3aui KIMHUYECKON
anpodanuyu MeTo10B NPOPUIAKTHKHY,
JIMAaTHOCTHKH, JICUCHUS U PeabMIINTAINN

Y OKa3aHMsI MEIUIIMHCKOW MOMOIIY B paMKax
KIIMHUYECKOW anpoOai MeTo10B
po(UTaKTUKH, AUATHOCTUKH, JICUCHUS

1 peadmmTanuu (B TOM YHCIIE MTOPSIIKY
HAaIpAaBJICHUS MMALIMEHTOB JJIs1 OKA3aHUS
TaKOW MEIUIIMHCKOMN TTOMOIIIH ),
YTBEPKJICHHOMY MPUKa30M MUHHUCTEPCTBA
3apaBooxpanenus Poccuiickon denepannun
ot 19 masg 2023 r. N 2451

Pexomenyemsrii o0pasern

AJroput™m
OLICHKH KJIIMHUKO-3KOHOMUYECKOU 3((HEeKTUBHOCTH MPOILIEIIINX
KIIMHUYECKYIO arpoOaIfio METOA0B MPOGUIaKTHKH,
JMArHOCTHKH, JICYCHUS U peadMINTAIIUU

I. Pe3ynpTaThl KOTUYECTBEHHOM OLIEHKH 3((HEKTUBHOCTH METO/1a
MpoUIaAKTUKY, AUATHOCTUKH, JICUECHUS ¥ peaduIuTaIiu

HanmenoBanus OrneHka CTeneH! JOCTUKEHUS Hoctnxenue Onenka B
nokasaress LIEJIEBOTO pe3yJibTaTa LIEJIEBOTO Oamiax
OLIEHKHU pe3yibTara (B
3¢ (HeKTUBHOCTH MPOLIEHTaX)
<1>
Bricokas IleneBoy pe3ysbTaT MOJIHOCTHIO 75 - 100% 2
JIOCTUTHYT
Cpennsia IleneBon pe3ysbTaT YaCTUYHO 65 - 74% 1
JIOCTUTHYT
Huzkas LleneBoii pe3ynbTar HE <65% 0
JIOCTUTHYT
Wroro: cpeansst oneHka 3pPeKTUBHOCTH (COOTHOLIEHHE CYMMBI OaJJIOB MO KaXKI0MY
nokasaresto 3 (peKTHBHOCTH K KOJTMYECTBY KPUTEPHUEB)
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MNpukas MuH3gpasa Poccum ot 19.05.2023 N 245H

" 9 [JokyMeHT npepoctasneH KoHcynbTaHTAOC
aggogaBL?ﬁ:(ﬂE:gzogoﬁnggHm 06 opraHu3aumm KIMHUYeCKowu [laTa coxparems:: 28.08.2024

II. KonnuecTBeHHAs OLIEHKA TOMOIHUTEIHHON [IEHHOCTH
MPOMIEAIIETO KIMHUYECKYIO alpoOaInio MeTo1a MpoQUIaKkTUKH,
JMArHOCTHKH, JICYCHUS U peadMIUTAIIUU

HaumenoBanus Pe3ynbrar KOMTMYECTBEHHOH OLICHKU Orenka B 6amnax
KpUTepus KpUTEpUs JOTOTHUTEIBHOU LIEHHOCTH
JIOTIOJIHUTEIbHON
LEHHOCTH <]>
Bricokas Nmeer cyniecTBEHHbIE KITMHUYECKUE +2
IIPEUMYILECTBA HA/l METOJOM CPAaBHEHMS
Cpenusis NmeeT He3HAUMTENBHBIE KIMHUYECKUE +1
IIPEUMYILECTBA HA/I METOJOM CPAaBHEHMS
Huskas

He nmeeT kImHIYECKUX NpeuMynieCTB HAQ 0
MCTOJO0M CpaBHCHUSA

WToro: cpeanss oueHKa JONOTHUTEIBHON EHHOCTH (COOTHOIIEHHE CYMMBI OalIOB 110
KaKJOMY KPUTEPUIO JOMOJHUTEIBHON [IEHHOCTH K KOJINYECTBY KPUTEPUEB)

II1. Pe3ynbTaThl KOJIMYECTBEHHOM OLIEHKH 0€301acCHOCTH
MPUMEHEHHS METOAa MPOPUIAKTUKHU, TUATHOCTUKH, JICUCHUS
Y peaduInTanuu

Onenka ypoBHs 6e3omacHocTd | Yucio ciydaeB OClOKHEHUs (B

Orenka B 0ajax
METOJ1a MPOLICHTAX)

IIporno3upyemsie 0
OCJIOXKHEHUS OTCYTCTBYIOT

HesnauurenapHoe 4ucio <15%
MIPOTHO3UPYEMBIX
OCJIOKHEHUH

3HAYUTETBHOE YHCIIO >=15%
IIPOTHO3UPYEMBIX
OCJIOKHEHUU

Henporuo3upyemsie TspKeNnbIe Hannune
OCJIOXKHEHUS, YTPOKAIOIIHE
YKU3HU U 310POBBIO
MalKUEeHTOB

IV. Pe3ynbTaThl KITMHUKO-2KOHOMHUYECKON OIIEHKH METOAa
NPOPUITAKTUKH, THATHOCTHKH, JICUCHUS U PEaOMIINTAIINH
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MNpukas MuH3gpasa Poccum ot 19.05.2023 N 245H [lokyMeHT npefocTasnes KocynbtanTilntoc
n v KOHCYJ/IbTaHTI UTHOC
06 yTBepxaeHuu MNonoxeHns 06 opraHM3aLUnmn KIMHUYECKOW [laTa coxparerms: 28.08.2024

anpobaummn metoaos nNpod...

Kpurepuu onenku Pesyinbrar onieHkH B npone Onenka B
HTHOM Oaiax
COOTHOIIIE
HHUH
CpaBHeHME CpeTHUX [IpuMeHeHne MeToa MPUBOIUT K <=40% 3
00BEMOB CYIIIECTBEHHOMY CHHKEHHUIO 00bheMa
(UHAHCOBBIX 3aTpaT (hMHAHCOBBIX 3aTpaT HAa OKa3aHUE
Ha | ciydait MEJMLMHCKON MOMOIIM 1 manueHTy
OKa3aHHs
Me TAITHHCKOM [Ipumenenne meTona NpUBOIUT K <=15% - 2
TIOMOIIIH C CpeIHEMY CHUKECHHIO 00beMa <=39%
IpUMEHEHNEM (hMHAHCOBBIX 3aTpaT HA OKA3aHUE
METO/A H YKe MEIMIMHCKON MOMOIIHM | MmarueHTy
MIPUMEHSIOIINMCS B
KIMHHYECKOL [IpuMenenue MeToj1a MPUBOJIUT K =1% - 1

HE3HAYUTEJIbHOMY CHIDKEHHUIO o0beMa | <= 14%
(hMHAHCOBBIX 3aTpaT Ha OKa3aHUE
MEIMIIMHCKON MOMOIIM | marueHTy

MPaKTUKE METOJIOM
MIPU OKa3aHUH
MEIULIMHCKOMN

IIOMOILIA

[Ipumenenne metoaa He TpeOyeT 0% 0

yBeIu4YeHUs1 00beMa (PMHAHCOBBIX

3aTpar Ha OKa3aHUE MEAMIIMHCKOM
nomoty | manueHty

IIpuMeHeHne MeToa MPUBOIUT K <=1%-< -1

YBEJIMYEHUIO 00beMa (PMHAHCOBBIX 10%

3aTpaT Ha OKa3aHUE MEAULMHCKON
oMoy | nanueHTty

[IpuMeneHnue MeToj1a MPUBOJIUT K >=10% u 2

CYIIECTBEHHOMY YBEIUYCHHUIO 00beMa BBIIIIE
(hMHAHCOBBIX 3aTpaT HAa OKa3aHUE

MEIMIIMHCKON MOMOIIM | marueHTy

<1> Brpicokast 3 PpeKTUBHOCTD - KIMHUYECKask anpodalys peKOMEeH/1I0BaHa K THPAKUPOBAHUIO;

Cpennsist 3¢ beKTUBHOCTD - KIMHUUYECKas anpoOaius HyXJ1aeTcsl B TopabOTKe, He pEeKOMEH/I0BaHa
K THPaKUPOBAHUIO;

Huzkas B(I)(I)GKTI/IBHOCTB - KIIMHUYCCKas anp06au1/1;1 HC PCKOMCHAOBAaHAa K THPAKUPOBAHUIO.

ITpunoxenne N 2
K IIpHKa3y MuHHCTEpCTBA 3paBOOXPAaHEHUS
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Mpuka3 MuH3gpasa Poccun o1 19.05.2023 N 245H
"O6 yTBepxaeHun MonoxeHns 06 opraHn3aLnm KNMHUYECKOM
anpobaummn metoaos nNpod...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 28.08.2024

Poccuiickoit deneparuu
ot 19 mag 2023 r. N 245u

Tunosast popma
[IpoTokon
KIMHUYECKON anmpoOainyu MeTo10B MPOPUIAKTHKH, TUATHOCTHKH,

JICUYCHUA 1 pea6I/IJII/ITaI_II/II/I

Nnenrudukanuonnsiii N

[ara

I. ITaciopTHas yacts

1. Ha3Banme mpemiaraeMoro K HpOBEACHUIO KIMHUYECKOH ampobamuu MeToAa MpOo(UIaKTHUKH,
TMAarHOCTHKH, JICUYCHHUS U peabuinTain (1ajgee COOTBETCTBEHHO - KIIMHMYECKast arpoOanus, METox).

2. HauMmeHoBaHume W ajpec MEOUIMHCKOM OpraHM3alMd WIM HWHOW  OpraHu3alluu,
OCYIIECTBIISIOMICH HApsIy C OCHOBHOW (YCTaBHOW) JIEATEIbHOCTHIO MEIUIIMHCKYIO JEATEIbHOCTD,
MOJIBEIOMCTBEHHON (peepalbHBIM OpraHaM HCIOJTHUTEIbHOW BiacTH (manee - (QenepanbHas
MEJUIIMHCKAs OpraHu3alys), pa3paboTaBIIeil MPOTOKON KIMHMYECKOH ampobamuu mMeroaa (naiee
COOTBETCTBEHHO - IPOTOKOJI KIIMHUYECKOH arpodanuu, pa3padoTyHK).

3. ®@amunus, UMs, OTYECTBO (IIPH HATWYUHU) U JOJHKHOCTH JIUI, YIOJHOMOYEHHBIX OT UMEHU
pa3paboTurKa MOMUCHIBATH MMPOTOKOJ KIMHUYECKON anmpodaIuu.

II. O6ocHOBaHME KIMHUYECKOM arpodaIiu MeTo1a

4. AHHOTAIINA METO/IA.

5. AKTyaJ'II)HOCTL METOHa I 3APAaBOOXPAHCHHA, BKIIIOYad OPraHM3allMOHHBIC, KIMHUYCCKHUEC U
O9KOHOMMUYCCKHEC aCIICKTHI.

6. Hosu3na MCTOJa U (I/IJ'II/I) OTJIMYHEC €TI0 OT U3BCCTHBIX aHAJIOTMYHbIX MECTOI0B.

7. KpaTxoe OIMMMCAHUC U YaCTOTAa U3BCCTHLIX W MOTCHUUAJIBHBIX PUCKOB IIPUMCHCHHUA MCTOAA IJIA
ManuCHTOB, €CJIN TaKOBBIC UMCHOTCA, U IIPOTHO3UPYCMBIX OCJIO)KHCHUH.

8. CchUIKM Ha JUTEpaTypHbIE HMCTOYHHKH ITyOJNUKAIMA pE3yIbTaTOB HAYYHBIX HCCIICIOBAHHMA
METOJla WM OTHEJIbHbIX €ro COCTAaBJIAIOIIMX (B TOM 4YHCIEe COOCTBEHHBIX IyOIuKauui) B

PEICH3UPYEMBIX HAYYHBIX KYpHAJIaX W M3JAAHHUSX, B TOM YHCIE B 3apyOeKHBIX XypHaIax (Ha3BaHHS
YKYPHAJIOB/U3IaHHUM, UX UMIIAKT-(PaKTOP).

9. Nubie cBeneHMs, CBsI3aHHBIE C pa3pabOTKON MeToa.
II1. Lenu u 3aga4n KITMHUYECKOH ampodanuu

10. JleTanibHOE OmMCaHUE TIEJIEH U 3a/1a4 KIMHUYECKOW arpoOaIium.
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Mpuka3 MuH3gpasa Poccun o1 19.05.2023 N 245H
"O6 yTBepxaeHun MonoxeHns 06 opraHn3aLnm KNMHUYECKOM
anpobaummn metoaos nNpod...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 28.08.2024

IV. Qu3aiin KTMHIYECKOH anpobdanuu

11. Hayuynas 000CHOBAaHHOCTb W JIOCTOBEPHOCTH IMOJYYEHHBIX Ha CTaJUHM pa3pabOTKU METojia
JAaHHBIX, BKJIOYas JOKa3aTeNIbCTBA €ro 0€30MaCHOCTH.

12. Onucanue qu3aifHa KIIMHUYECKOW ampoOariu T0KHO BKITFOYATh:

12.1. VYka3aHue OCHOBHBIX M JOMOJHHUTENIbHBIX (MPU HAIUYUHU) HUCCIETYEMbIX IapaMeTpoB,
KOTOpBIe OyIyT OIICHUBATHCS B X0J1€ KIMHMYECKOH anpo0aiuu;

12.2. Onucanue nu3aifHa KIMHUYECKOH anpoOaiyu ¢ rpaduieckoil cxemMoi (3Tanbl U MpoIelyphl,
a TaK)Ke CPOKU U yCIIOBUS UX IPOBEJECHUS, HHOE);

12.3. Onrcanue MeTo1a, MHCTPYKITUH TI0 €r0 MPOBEJACHUIO;

12.4. Oxupgaemasi TPOJOKUTEIHHOCTh YyYacTHUsl TAIMEHTOB B KJIMHUYECKOW ampolanuw,
OTHMCAaHUE TOCIEAOBATSIIBHOCTH W TPOAOIKUTEIHPHOCTH BCEX INEPHOJOB KIMHUYECKON ampoOariu,
BKJIIOUAsl IEPUOJ MOCIETYIOIIET0 HAOIIOIEHHs, €CITU TAKOBOU MPEyCMOTPEH;

12.5. IlepeyeHb  MJAaHHBIX, PETHUCTPUPYEMBIX  HENOCPEACTBEHHO B  WHAMBHUAYaJIbHON
PETUCTPAIIMOHHON KapTe KIMHUYECKO anpolaruu MeToa (0e3 3anicu B MEJUIIMHCKON TOKYMEHTALUU
ManueHTa) U paccMaTpUBaeMbIX B KadyeCcTBE MapaMEeTpOB, yKa3aHHbIX B INyHKTe 12.1 HacTosiero
MIPOTOKOJIa KIIMHUUECKOH anpobaiuu.

V. O160p ¥ UCKIIOYEHHE MAlMEHTOB, KOTOPHIM OKa3bIBAETCS MEAUIIMHCKAs MOMOIIL B paMKax
KIIMHUYECKOW anpooaruu

13. Kputepuu BKIIOUEHHSI MAIIIEHTOB.
14. Kputepun HEBKIIFOUECHHSI TAITUEHTOB.

15. Kpurepuu UCKIIOYEHHs MAalMEHTOB M3 KIMHUYECKOW ampoOanuu (OCHOBAHMS MPEKpaIeHUs
MIPUMEHEHHUS alpoOHpPyeMOro MeTo 1a).

VI. MenunuHckas noMOIIb B paMKax KIMHUYECKOH arpolanuu
16. Bua, dopma 1 ycnoBus Oka3aHHUsI MEIUIIUHCKOM TOMOIIIH.
17. IlepeueHb MEAULMHCKUX YCIyT (MEAUIUHCKUX BMEIIATEIbCTB).

18. JlekapcTBeHHBIE Mpenaparhbl AIs MEIUIIMHCKOTO MPUMEHEHHs, J03UPOBKA, 4acToTa MpUEMa,
Croco0 BBEJACHUS, a TakKXKe MPOJODKUTEIILHOCT TpUeMa, BKIIOYAs TEPHOMABI TOCIEAYIOIIETO
HaOJIIOIEHNS,

HAaWMEHOBAHMS CICIHAIM3UPOBAHHBIX MPOIYKTOB JICUEOHOTO MHUTAHMS, YacTOTa MpueMa, o0beM
HCIIOJIH3YEMOTO TIPOIYKTA JICUeOHOTO TUTAHUS;

MEPCUCHb UCIIOJIb3YEMBIX OMOJOrHYECKUX MaTCpHraoB,

HanMCHOBaHUA MCAUIIMHCKHNX HSHCHHﬁ, B TOM YHUCJIC UMIUVIAHTUPYCMbIX B OpTaHNU3M YCIIOBCKA,
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[aTta coxpaHeHus: 28.08.2024

WHOE.

VII. Ouenka 3¢ GeKTHBHOCTH METOa

19. Ilepeuens nokasareneil 3pPexKTUBHOCTH.

20. IlepedyeHn KpUTEpUEB JOMOJHUTEIBHON IIEHHOCTH.

21. MeTtoabl ¥ CPOKH OLIEHKH, PETUCTPALINH, YUeTa U aHaIIU3a Mokaszaresneit 3 pexTHBHOCTH.

VIIIL. CraTuctuka

22. OnucaHue CTAaTUCTUYECKUMX METOJIOB, KOTOpBIE MPEANOJIaraercsi HKCHOoJb30BaTh Ha
MIPOMEXYTOUHBIX JTalax aHaliu3a pe3yJbTaTOB KIMHUYECKOW ampoOanuud U NpU €€ OKOHYAHHH.
YpoBEeHb 3HAYUMOCTH MIPUMEHSEMBIX CTATUCTHYECKUX METOOB.

23. [InaaupyemMoe 4uCiIO MAIMEeHTOB, KOTOPhIM Oy/JeT OKa3aHa MEIUIIMHCKas MOMOIIb B paMKax
KIIMHUYECKOW ampofaluu ¢ IeNbl0  JIoKa3aTtenbHOoW A()(QEeKTUBHOCTH ampoOUpyeMoro MeToja.
ObocHOBaHME YHCIIa MAMEHTOB, BKIIOYast pacyeThl it 000CHOBaHMS.

IX. O6bem puHAHCOBBIX 3aTpaT

24. Onucanue MMPUMCHACMOI'0 MCTOAAa pacyeTa o0Bema (I)I/IHaHCOBLIX 3aTrpar.

25. IlpenBaputenbHBIA pacdeT o0beMa (PMHAHCOBBIX 3aTpaT Ha OKa3aHHE METUITMHCKOM TOMOIIHU B
pamMKax KIMHHYECKOU arpodaruu 1 marueHTy, KOTOpbIi BKITIOYACT:

nepeyeHb MeIUIUHCKUX YCIyT (HAMMEHOBAHMS U KPaTHOCTh IPUMEHEHUS );

IepeYeHb JIEKAPCTBEHHBIX IpEenapaToB A MEIULMHCKOIO NPUMEHEHUs (HAaUMEHOBaHWs U
KpaTHOCTb IPUMEHEHHs ), 3aperucTpupoBaHHbIX B Poccuiickoit deneparuu;

[IEPEUYEHb HUCIIOIb3YEMBIX MEAULMHCKUAX HU3IEIUN, B TOM YHUCJIE UMIUIAHTUPYEMBIX B OpPraHU3M
YeJI0BEKa, 3aperucTpupoBaHHbIX B Pocculickoit @enepanuu;

NepeyeHb  HUCIHOJB3YEMBIX  OHMOJOTMYECKMX  MarepuajoB  (KpoBb, IpemapaTbl  KpOBH,
reMOIIO3TUYECKUE KIETKH, TOHOPCKUE OPTaHbl U TKaHH);

BU/IbI JIEUEOHOTO MUTAHUS, BKIIIOYAs CIICUAIU3UPOBAHHBIC TPOAYKTHI JICHEOHOTO MUTAHUS;
HHOE.

[Toamucek pykoBoauTeNs GeaepaTbHON MEIUIIMHCKON OpraHnu3aluu

Jarta

M.IL

www.consultant.ru CrpaHvua 19 u3 19
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

	Приказ
	Приложение N 1. Положение об организации клинической апробации методов профилактики, диагностики, лечения и реабилитации и оказания медицинской помощи в рамках клинической апробации методов профилактики, диагностики, лечения и реабилитации (в том числе порядок направления пациентов для оказания такой медицинской помощи)
	Приложение. Алгоритм оценки клинико-экономической эффективности прошедших клиническую апробацию методов профилактики, диагностики, лечения и реабилитации (Рекомендуемый образец)
	I. Результаты количественной оценки эффективности метода профилактики, диагностики, лечения и реабилитации
	II. Количественная оценка дополнительной ценности прошедшего клиническую апробацию метода профилактики, диагностики, лечения и реабилитации
	III. Результаты количественной оценки безопасности применения метода профилактики, диагностики, лечения и реабилитации
	IV. Результаты клинико-экономической оценки метода профилактики, диагностики, лечения и реабилитации


	Приложение N 2. Протокол клинической апробации методов профилактики, диагностики, лечения и реабилитации (Типовая форма)
	I. Паспортная часть
	II. Обоснование клинической апробации метода
	III. Цели и задачи клинической апробации
	IV. Дизайн клинической апробации
	V. Отбор и исключение пациентов, которым оказывается медицинская помощь в рамках клинической апробации
	VI. Медицинская помощь в рамках клинической апробации
	VII. Оценка эффективности метода
	VIII. Статистика
	IX. Объем финансовых затрат


