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Mpuka3 MuH3apasa Poccum ot 19.05.2023 N 245H

"06 yTBepxaeH1 MonoxeHNs 06 OpraHn3aLmMmn KIMHUYECKON anpobaumm HokymMeHT npeaocTaeieH KOHCY”_bTaHTrU"OC
MeTom0B npod... [aTta coxpaHeHus: 23.10.2024

3apeructpupoBano B Muntocte Poccuu 13 urons 2023 r. N 73826

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EQEPALINU

MPUKA3
ot 19 masa 2023 r. N 245H

Ob YTBEPXAEHWUU NMONOXEHUA
OB OPIFAHU3ALIUN KITMHWYECKOWU ANPOBALIMM METOAOB NMPO®UITAKTUKN,
OUATHOCTUKWU, NEYEHUA U PEABUNTUTALIMN U OKA3AHUA MEOULIMHCKOW
NMOMOLLM B PAMKAX KITMHUYECKOW ANMPOBALIMM METOAOB MPO®UITAKTUKM,
AONATHOCTUKWN, NEYEHUA U PEABUNTUTALIMA (B TOM YUCTIE NOPAOKA
HAMPABNEHUA NALUMEHTOB NS OKA3AHUA TAKOA MEQULIMHCKOW
MOMOLLM), TUMOBON ®OPMbI MPOTOKOJIA KIIMHUYECKOW ANMPOBALINA
METOAOB NPOPUNAKTUKU, OAWATHOCTUKW, NEYEHUA U PEABUTNTUTALIUU

B cootBercTBHU ¢ yacThio 5 cTathu 36.1 @PenepanbHoro 3akoHa ot 21 HosiOps 2011 r. N 323-®3
"O06 ocHOBaX OXpaHbI 3JI0POBbsI rpakaaH B Poccuiickoit denepanuu’ nprka3pBaro:

1. YTBepauTh:

[Tonoxenue 06 opraHuzanuy KIMHUYECKOH anpoOaluu MeTOJ0B MPO(PUIAKTHKH, AUArHOCTHUKH,
JIeYeHUs U peadWINTaluu W OKa3aHWsS MEIMIUHCKON NOMOIIM B paMKax KIMHMYECKOH ampobaunuu
METO0B NPOPHUIAKTUKH, TUATHOCTUKY, JIEUEHHUsI U peaduIuTaluu (B TOM YMCIIE HOPSA0K HalpaBiIeHUsS
MAIUEHTOB JUIsl OKa3aHUs TaKOH MEIULMHCKOMN MOMOIIM) COIJIAaCHO MpHIIoKeHHo N 1;

TUIOBYIO (OpMY HPOTOKOJIA KIMHUYECKOW ampoOalii METOJ0B MPO(UIAKTUKH, AMATHOCTHKH,
JICYEHUS U peadWINTALUU COIIACHO MPUIoKeHHIo N 2.

2. Hacrosimuit npuka3 Bctynaet B cuity 1 centsiOpst 2023 1. u neiictByer a0 1 centadps 2029 r.

Munuctp
M.AMYPAIIKO

[Tpunoxenne N 1

K NprKa3zy MUHHUCTEPCTBA 3PABOOXPAHECHUS
Poccuiickoit @enepanuu

ot 19 masg 2023 r. N 245n

MONOXEHWE
OB OPTAHU3ALIMU KITUHNYECKOW ANPOBALIMU METO1OB NMPO®UITAKTUKM,
ANATHOCTUKWN, NEYEHUA U PEABUNTUTALUUA U OKASAHUA MEAWLIMHCKOU
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NMOMOLLM B PAMKAX KITMHNYECKOW ANMPOBALIMM METOAOB MPO®UITAKTUKM,
ANATHOCTWKW, JIEYEHUA N PEABUITUTALIMU (B TOM HYUCIIE NOPAOOK
HAMPABJIEHUA NAULMEHTOB AJ14 OKASAHUA TAKOU MEOAULUMHCKOWU NMOMOLLIA)

1. Knuandeckast ampoOarusi MeToA0B NMPOMUIAKTUKH, JUATHOCTUKH, JICUCHHS U PEaOWIHTAINN
(manee - KIMHUYECKas anpoOaius) IpeaCcTaBiIsieT cOOON MPAaKTUYECKOe MPUMEHEHHE Pa3paOOTaHHBIX U
paHee HE TPUMEHSBIIUXCS METOJOB NPOGWIAKTHKH, TUATHOCTHKH, JICUCHUS W peabWIUTAINH IIPH
OKa3aHUU MEIULIMHCKON MTOMOIIHU I MOATBEPKICHUS J0Ka3aTeNbCTB uX 3 pexTuBHOCTH <1>.

<1> Yacte 1 crateu 36.1 denepanpHoro 3akona ot 21 HosiOps 2011 1. N 323-®3 "O6 ocHoBax
OXpaHbl 3710poBbs rpakjian B Poccuiickoit enepanun" (nanee - @enepanbusiii 3akoH N 323-D3).

2. B nensx wucnonHeHus (yHKUUN MO OpraHuM3aldy KIMHUYECKOW amnpodaluyd M OKa3aHUs
MEIUIIMHCKOW TOMOIIM B paMKax KIMHUYECKOW ampoOanmuu MUHHCTEPCTBO 3ApPaBOOXPAHEHUS
Poccuiickoit deneparum co3aer:

a) OkcnepTHbI coBeT MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoit denepanuu no Bompocam
OpraHM3aliy KIMHUYECKON anpobaruu <2> (nanee - DKCIEPTHBIN COBET);

<2> [lpuxa3z MunucrepctBa 3apaBooxpanenusi Poccuiickoit ®eneparym ot 10 urons 2015 r. N
4341 "O06 DkcnepTHOM coBeTe MuHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoii denepanuu mo Bompocam
OpraHu3alliil  KJIMHUYECKOW ampoOaluy METONOB MNPO(HUIAKTHKH, JHATHOCTHUKH, JICYCHUS H
peabmmmTanuu” (3aperucTpupoBadn MuHHUCTEpCTBOM focTulinK Poccuiickoit @eneparuu 27 uronst 2015 r.,
peructpaunoHHblii N 38197) ¢ u3MeHeHus MU, BHECEHHBIMU MPUKAa30M MUHHCTEPCTBA 3paBOOXPAHEHHUS
Poccuiickoit ®eneparu ot 25 aBrycta 2017 r. N 5621 (3apeructpupoBad MUHHCTEPCTBOM HOCTHLIUU
Poccuiickoit ®enepaunu 11 cenrsiOps 2017 r., peructpanuonnbii N 48138) (manee - mnpukas
Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®denepanuu N 434H).

0) Dtuyeckuit koMmuteT MuHUCTEpcTBa 37paBooxpaneHus Poccuiickoit denepanuu <3> (manee -
DTUYECKUI KOMUTET).

<3> Ilpuka3z MwunuctepcTBa 3apaBooxpaneHus Poccuiickoit ®@eneparum ot 10 wrons 2015 r. N
4351 "OO6 DOtuyeckoM KoMuTere MuHHUCTEpCTBa 3apaBooxpaHeHus Poccuiickoir deneparyn”
(3apeructpupoBan MunucrepctBoM toctuiiun  Poccmiickoit  ®enepammu 27  wuwrons 2015 T,
peructpanoHHbiit N 38196) ¢ n3MeHeHUsIMU, BHECEHHBIMU NMPUKAa30M MUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit denepanun or 31 mapra 2017 r. N 1391 (3apeructpupoBaH MUHHCTEPCTBOM HOCTHIIMH
Poccuiickoit ®enepauuu 20 ampens 2017 1., peructpaumonHslidi N 46451) (nmamee - mnpuka3s
MunuctepctBa 31paBooxpanenust Poccuiickoit ®enepanuu N 4351H).

3. MeaunuHckas OpraHu3alids WM WHAs OpPTaHM3allvs, OCYIIECTBISAIONMAs Hapsay C OCHOBHOMU
(ycTaBHOI) JEATENBHOCTHIO MEAUIIMHCKYIO NIEeATeIbHOCTh, MOJIBEOMCTBEHHAs (enepalbHbIM OpraHam
WCTIONHUTENIbHOW BiacTh (mamee -  (enepayibHass MEIWIIMHCKAsT OpTaHM3aIus), SBISFOIIASCS
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pa3paboTYMKOM TPOTOKOJA KIMHUYECKOW ampobanuu (nmamnee - Paspaborumk), B cpok g0 1 mapra
TEKYILEro Toja HampaslisieT B MUHUCTEPCTBO 3/paBooxpaHeHusi Poccuiickoli Denepanuu 3asBiIcHUAEC B
MMMCbMEHHOM BHJIE Ha OyMa)XHOM HOCHUTENIE M B D3JEKTPOHHOM BHJE O PACCMOTPEHHH IPOTOKOJIA
KIIMHUYECKOU armpoOaluu (J1anee - 3asBICHHE), COJIEpIKaIlee CISAYIONINE CBEICHUS:

a) HauMeHoBaHue U ajapec Pa3paborumka, koHTakTHas uHpopMmaims o Pa3paboTtunke (TenedoHsl,
azipec JIEKTPOHHOM MOYTHI);

0) Ha3BaHWE METO/Ma MPOPUITAKTHKY, TUATHOCTHKH, JICUCHUS U peaOIINTAIIUH, TIPEIaracMoro s
KIIMHUYECKOW anpoodaluu;

B) YKCJIO MAIIUEHTOB, HEOOXOMMOE JJIsl TPOBECHUS KIMHHUYECKOM anpobaruu.
4. K 3asBJI€HUIO IPUIIArat0TCs CIEAYIOIINE TOKYMEHTHI:

a) TPOTOKOJ KIMHWYECKOW ampoOamud METOA0B NPOPUIAKTHKH, IUATHOCTHKH, JICUCHUS U
peabunuTanyu, THIoBast popmMa KOTOPOro yCTaHOBIJIEHA MpHiokeHneM N 2 K HacTOsIIIeMy MPUKa3y;

0) WHAWBHUAyaJbHAS PETUCTPALMOHHAS KapTa HAONIOACHHUS IMallMeHTAa B paMKaxX KIMHUYECKOU
anpobanuu (nanee - PK);

B) coryiache Ha OIyOJMKOBaHUE TMPOTOKOIA KIMHUYECKOW arpoOanuy Ha OQUITMAIBEHOM CaiTe
MunuctepcTBa 31paBooxpanenusi Poccuiickoit denepanuu B ”HGOPMAITMOHHO-TEIEKOMMYHUKAITHOHHOM
cetu "Untepuer" (nanee - cets "UnTepuer").

5. OTBeTCTBEHHBIM 3a OO0ECleYeHHe pacCMOTPEHUs OKCHEPTHBIM COBETOM M OTHYECKUM
KOMHUTETOM MPOTOKOJIOB KJIMHUYECKOH ampoOalid HM PAacCMOTPEHHST OTYETOB 00 HWCIOJIHEHUH
IPOTOKOJIOB  KJIMHUYECKOM  ampoOanuu  OKCHEPTHBIM  COBETOM  ONpejessercs  JernapTaMeHT
MunuctepcTBa 3apaBooxpanenus Poccuiickoit denepanuy B COOTBETCTBUU C €r0 KOMIIETEHIIMEN (z1anee
- OTBETCTBEHHBIM JemnapraMeHT). OTBETCTBEHHBIM JAemapTaMeHT B TeYeHHe 5 pabouMx JHEH co AHA
IIOCTYIJICHUS 3asBJICHUS U IPUWIAraeMbIX K HEMY JTOKYMEHTOB IIPOBEPSET UX Ha IPEIMET COOTBETCTBHS
TpeboBaHusAM Hactosuiero IlomoxeHus k opOpMIEHHIO 3asBICHUS U KOMIUIEKTHOCTH NPHJIATaeMbIX K
HEMY JJOKYMEHTOB U B CIIy4ae:

a) COOTBETCTBUS 3asBJICHHS M KOMIUJIEKTHOCTU MPHUIJIAraeMbIX K HEMY JOKYMEHTOB TpeOOBaHUSM
HacTosuero [lonoxxenus HanpasiseT B TeueHHue 2 pabounx JHEH MPOTOKOJ KIMHUYECKON arpoOanuu Ha
paccMOTpeHHe B DTHYECKH KOMUTET U B (helepaibHOE TOCYJapCTBEHHOE OIOHKETHOE YUpeXIeHHE,
HaxojsIeecs B BeAeHNM MUHUCTEpCTBA 3paBooxpaHeHus: Poccuiickoit @enepanmu (nanee - SKCrnepTHas
OpraHuzalys), Jisi IPOBEACHUS SKCIIEPTHOM OLIEHKH MPOTOKOJIA KIMHUYECKOW anpoOaIuu U MOATOTOBKU
3aKJTIOUYEHUS TI0 pe3ybTaTaM IKCIIEPTHOM OIIEHKU MPOTOKOIa KIMHUYECKOU anmpodaIuy;

0) HECOOTBETCTBUS 3asBIEHUS U (WIM) KOMIUIEKTHOCTH TpPHJIAraeMblX K HEMY JOKYMEHTOB
Tpe6OBaHI/I$IM HaCTOAIIIECTO ITomoxxenns n (I/I.]'II/I) HEMPEACTABJICHUA OJHOI'0 UKW HECKOJIBKHUX TOKYMCHTOB,
yKa3aHHbIX B NyHKTe 4 Hacrosmero [lomoxxenus, yBenomisier PazpaboTurka B MUCBMEHHOM BHJE Ha
6YMZDKHOM HOCHUTCJIE U B DJJICKTPOHHOM BHJC 00 OTKIOHEHHUH 3asBICHUS H npujiara€MbeiX K HEMY
JOKYMEHTOB OT JajJbHEHMIIEro pacCMOTPEHMsI C yKa3aHHMEM CpOKa IMPEACTaBlIeHUs B MUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit ®exepanuu A0paOOTAHHBIX 3asBICHHUS M TPWIAraeMbIX K HEMY
JIOKYMEHTOB.

www.consultant.ru CrpaHuua 4 u3 21
HafeXXHaa npaBoBad noaaep)xka


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

Mpuka3 MuH3apasa Poccum ot 19.05.2023 N 245H
"O6 yTBEpXAEHUM MoMoXEHUS 06 OpraHM3aLMK KIMHUYECKoN anpobaumm
meToaoBs npod...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

6. MakcuManbHbBII CpoK mpencTaBieHuss Pa3paboTunkoM B MUHHCTEPCTBO 3ApPaBOOXPAHEHUS
Poccutiickoit denepanun 1opabOTaHHBIX 3asBICHUS W MPHJIAraéMbIX K HEMY JOKYMEHTOB - 10 pabouunx
aHEeW co AHA monydeHus Pa3paboTumkoM yBenOMIICHHs, YKa3aHHOTO B TOAMyHKTe "O" myHKTa 5
HacToswero Ilonoxenus.

7. B cnyuyae HenpexacraBieHus Pa3zpaborunkoM B MUHHCTEPCTBO 3apaBooXpaHeHus Poccuiickoit
denepanyy HEIOCTAIOLINX JOKYMEHTOB (OJHOIO MJIM HECKOJBbKHX), YKa3aHHbBIX B IIYHKTE 4 HAcCTOSILEro
HOJIO)KGHI/ISI, HIJIN I[Opa6OTaHHBIX 3ad4BJICHUA W IpujiaraCMblIX K HEMY HOOKYMCHTOB, OTBETCTBECHHBIN
JernapTaMeHT B TEUCHME JBYX pabo4MX JHEHl CO AHS MUCTEUEHMs CPOKa, YKa3aHHOIo B MOJANyHKTe "0"
nyHkTa 5 Hacrosmero [lonoxxenus, HanpasiseT PazpaboTunky yBegoMiaeHHe 00 0TKa3e B paCCMOTPEHUHU
3asIBJICHUS.

8. DkcrmepTHas OILIEHKa MPOTOKOJA KIWHUYECKOW ampoOaluu, MOATOTOBKA 3aKIIOUEHUS 10
pe3ynbTaTaM JKCHEPTHON OLIEHKH TMPOTOKOJNA KIMHUYECKOW ampoOalmuu ¥ HampaBieHHE €ro B
MunucTepcTBO 3apaBooxpanenus Poccuiickon denepainl OCYIIECTBISIOTCSA SKCIIEPTHOW OpraHru3aluei
B CPOK, HE MpeBbImaomil 15 pabouux AHEH cO IHSA MOCTYIJICHUS MPOTOKOJIa KIMHUYECKOW anpodanuu
B 9KCIIEPTHYIO OPTraHU3aIUIO.

[Tpu nmpoBeneHUN SKCHEPTHON OLIEHKHM MPOTOKOJAa KIMHUYECKOH anmpoOaliy OCYLIECTBISETCS €ro
IIPOBEPKA Ha MPEIMET:

a) HaJlW4yus JAHHBIX O HAyYHOM OOOCHOBAHHOCTH U JOCTOBEPHOCTH MOJIYYEHHBIX Ha CTaJuU
pa3paboTku Merona NPODHUIAKTUKH, TUATHOCTHKH, JICUCHUS W pPeaOWINTAMK JaHHBIX, BKIIOYAs
JI0Ka3aTeNIbCTBAa KIMHUYECKOH 3((ekTUBHOCTH U 0GE30MacCHOCTH METOoJa MPO(HUIAKTUKH, AUATHOCTUKH,
JIeYCHUS U peaOuTUTaINN;

0) HaIMuYus PEruCTPALlMM JIEKAPCTBEHHBIX IPENapaToB Ul MEIUIMHCKOIO NMpUMEHEHUs (najiee -
JIEKapCTBEHHbIE IIpenaparbl), MEIULUUHCKUX M3JENIUN, NPUMEHEHHE KOTOPBIX MPETyCMOTPEHO
IIPOTOKOJIOM KJIIMHUYECKOM anpobarum;

B) COOTBETCTBUSI HAaMMEHOBAHMs JIEKAPCTBEHHOrO Iperapara, yKa3aHHOTO B IPOTOKOJIE
KJIMHUYECKON —anpoOaluy, MeXIyHapOJHOMY HEMaTeHTOBAaHHOMY WJIM TIPYNIHPOBOYHOMY, WIIU
XMMHUYECKOMY HAaWMEHOBAHUIO JIEKAPCTBEHHOI'O IperapaTa, a B ClydasX UX OTCYTCTBUSL - TOPrOBOMY
HAaMMEHOBAHMIO JIEKAPCTBEHHOTO MIpeNnapara;

I') COOTBETCTBHS MOKa3aHUW K NMPUMEHEHHMIO U MPOTHBOIOKA3aHUM, CIOCOOOB MPUMEHEHUS U /103
JIEKAPCTBEHHBIX IIPENApaToB, IIPUMEHEHUE KOTOPBIX IPEAYCMOTPEHO MPOTOKOJIOM KIMHUYECKON
anpo6anuy, THCTPYKIUH 110 TPUMEHEHUIO JIEKapCTBEHHOI'O IIperapara;

J1) COOTBETCTBHSI MIOKA3aHUN K MPUMEHEHUIO U MPOTUBOINOKA3aHUH, (PYHKIIMOHAIBHOTO Ha3HAYESHUS
U XapaKTEPUCTUK (CBOMCTB) MEIULIMHCKUX U3JEIUNA, TPUMEHEHNE KOTOPBIX MPEAYCMOTPEHO MTPOTOKOJIOM
KJIMHUYECKON ampoOaiuy, TEXHUYEeCKOHM M (WJIM) SKCIUTyaTallMOHHOM OKYMEHTAllMU MPOU3BOJUTEINS
(M3roTOBUTENS);

€) KOPPEKTHOCTH OIHCAHUs MCIIOJIb3yEeMbIX B paMKaxX KIMHUYECKOW anmpoOaIiuu COOTBETCTBYIOIINX
nokazateneit 3ppekTUBHOCTH MeTO1a TPODUIAKTHKH, TUATHOCTUKH, JICUCHUS U PeabuINTallnu;

)K) HaJIn4uA I/IH(I)OpMaLII/II/I 0 MCTOJIC HpO(I)I/IJ'IaKTI/IKI/I, JUAarHoCTUKH, JCUYCHHUA U pea6I/IJ'II/ITaI_II/II/I,

www.consultant.ru CrpaHuua 5 13 21
HafeXXHaa npaBoBad noaaep)xka


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

Mpuka3 MuH3apasa Poccum ot 19.05.2023 N 245H
"O6 yTBEpXAEHUM MoMoXEHUS 06 OpraHM3aLMK KIMHUYECKoN anpobaumm
meToaoBs npod...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

IMPUMCHAIOIMICMCS B KJINHUYECKOM MPaKTUKEC, MPCATOKCHHOM JJIsI CPAaBHUTCIIbHOI'O aHAJIM3a B IIPOTOKOJIC
KJIMHAYECKOM anpo6au1/m;

3) HAINYMS OMHMCAHUS CTATUCTHUYECKUX METOIOB, MCIIOJIb3YEMBIX C IENbI0 aHAIM3a Pe3yIbTaToB
KJIMHUYECKOW ampobanuu, a Takke OOOCHOBAaHHOCTH pacueTa 4YWciia IAlUeHTOB, YYaCTBYIOIIUX B
KJIIMHUYECKOW anpobdanuy;

1) 000CHOBAHHOCTHU OIMCaHUsl 00beMa (PMHAHCOBBIX 3aTPAT HAa OKAa3aHHWE MEAMLMHCKOW MOMOIIH B
paMKax KJIMHUYECKOH arpodanuu.

9. IIpoToKOJIbI KIMHUYECKOHN ampoOaruu B TeueHue 10 pabounx JHEH co JHS UX MOCTYIUICHHS U3
MunuctepcTBa 31paBooxpaHeHus Poccuiickoit @enepanyiy paccMaTpUBalOTCs Ha 3aCEJaHUU JTUYECKOIO
KOMHUTETa M B COOTBeTCTBUU C llopsdnkoMm BbIHECEHHMS] OTHYECKMM KOMHUTETOM MUHHCTEpPCTBA
3npaBooxpaneHus Poccuiickoit denmepanmu 3akiarodeHHs] 00 STUYECKOW OOOCHOBaHHOCTH JHOO 00
ATHUYECKOH HEOOOCHOBAaHHOCTHM BO3MOXKHOCTH TMPUMEHEHHUS METOAOB NPOMUIAKTHUKH, TUATHOCTHKH,
JeUeHHs] U peabWiIuTaluy MPH OKa3aHWHM METUIIMHCKON MOMOIIM B paMKax KIMHWYECKOW arpodanuu,
YTBEPKJICHHBIM TpuKa3oM MuHucrepcTBa 3apaBooxpaHeHuss Poccuiickoit ®eneparuu N 435H,
OTHUYEeCKUI KOMUTET IO KaXKJIOMY MPOTOKOJIY KIMHUYECKON anpodaiuu:

a) BBIHOCHT 3aKJIFOUCHHE 00 ITHYECKOW 000CHOBAaHHOCTH BO3MOXXHOCTH IIPUMEHEHHSI YKa3aHHOTO B
MPOTOKOJIC KIMHUYECKOHW ampoOaiuyu MeTona Mpo(UIaKTUKH, TUArHOCTUKH, JCUCHHUS M PEeaOdMINTaluu
IpU OKa3aHWM MEJUIMHCKOH TMOMOIIM B paMKax KIMHHYECKOW ampoOalMyd W COTJIacyeT MPOTOKOI
KJIIMHUYECKOW anpodanuy;

0) BBIHOCHT 3aKIIFOYCHUE 00 3TUYECKOIl HEOOOCHOBAaHHOCTH BO3MOYKHOCTH IMPUMEHEHHS YKa3aHHOT'O
B MPOTOKOJIE KIMHUYECKON anpoOanuy MeToaa Npo(uIakTHKH, TMarHOCTUKH, JICUSHHUS M PeaOMIUTaluu
IpU OKa3aHWHM MEIMIMHCKOW MOMOIIM B paMKaxX KIMHHYECKOW ampoOalMi U HE COIIACyeT MPOTOKOI
KJIIMHUYECKOU arpoOaImu.

Komms IMPOTOKOJIa 3aCCHAaHUsA OTHYECKOr0 KOMHTETa B TCUCHHE 3 pa60‘{I/IX JHEH cO JHSA
nmoamrucCaHus MOpPOTOKOJIa 3aCCaAaHUsa OTHUYECKOr0 KOMMTETA HaIlpaBJIICTCA B OTBETCTBCHHBIN
ACAPTAMCHT.

10. B cimyuyae BbIHECEHUS DTHYECKMM KOMHUTETOM 3aKJIIOYCHHS, YKAa3aHHOTO B TOMAMYyHKTEe "a"

nyHkTa 9 Hacrosmero [lonoxxeHusi, ITHYECKUl KOMUTET B TeueHUE 3 pabouux AHEH CO JHS MOIIMHCAHUS
MPOTOKOJIA 3acelaHusi DTUYECKOrO0 KOMHUTETA HaIpaBJseT COTJIACOBAHHBINM MPOTOKOJ KIMHUYECKOU
anpobanuu B OKcrepTHbIH coBeT. OMHOBPEMEHHO BBIMTUCKA M3 MPOTOKOJNA 3aceqaHus DTHUYECKOTO
KOMUTETa Harpasisiercs B aapec Pazpaboruunka.

11. OkcnepTHblif coBeT B TeueHue 15 paGoumx AHEH €O JHS MOJYYEHHS COIJIACOBAaHHOTO
OTUYECKUM KOMMTETOM TMPOTOKOJIAa KIMHUYECKONW amnpoOaluyd M 3aKI04YeHHs] 10 pe3ysibTaraM
HKCHEPTHON OLEHKH MPOTOKOJA KIMHUYECKOW ampoOaruu B COOTBETCTBUU C llopsiikoM BBIHECEHUS
OKCnepTHbIM COBETOM MuHucTepcrBa 3apaBooxpaHeHust Poccuiickoit denepanuu 3akiIrOYEHUN 110
BONPOCAaM OpraHU3alMK OKa3aHUs MEIUIIMHCKOM MOMOIIM B paMKax KIMHUYECKOHW ampoOaluud METOJI0B
NpoUIAKTUKY, TUATHOCTHKH, JICYEHHs] M peadWIWTallid, YTBEPXKAECHHBIM NpHKazoM MHHHCTEpCTBa
3npaBooxpanenus Poccuiickoit @enepannu N 434H, paccMaTpuBaeT MPOTOKOJ KIMHUYECKON arpodanuu
U TpWIaraeMbele JOKYMEHTBI, ONpeJeieHHble NyHKTOM 4 Hacrosmero IlomoxeHus, W BBIHOCUT
3aKJIIOYEHUE:
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a) 0 BbIJaue pa3peuieHus Ha OKa3aHHe METUIIMHCKOM MOMOINM B PaMKax KIMHHYECKOW ampoOaruu
10 IPOTOKOJTY KIIMHUYECKOM anpobanuy;

0) 00 oTKa3ze B BblJaue pa3pelieHus Ha OKa3aHWE MEIUIIMHCKON MOMOIIY B paMKaxX KIMHUYECKOMN
arpoOaIiy Mo MPOTOKOTY KIMHUYECKOM anpoOaIi.

nan

12. B ciyuyae BbIHECEHMS 3aKJIIOUEHMs, YKa3aHHOrO B moAmnyHkre "a" myHkrta 11 Hacrosiero
[Tonosxenus, DKCIIEPTHBIA COBET IO MPOTOKOIY KIMHUYECKON anpoOaIiyu:

a) OIpeeIsieT:

YHCJIO TMAIMEHTOB, KOTOPHIM OyJdeT OKa3aHa MEIHMIIMHCKAas IOMOIb B paMKax KIMHHYECKOM
anpobanuu;

CPOKHU ITPOBCACHU KJIMHUYECKOM anp06aum/1;

0) maer oreHKY (PMHAHCOBBIX 3aTpaT Ha OKa3aHWE METUIIMHCKOM MOMOIIM B paMKaxX KIMHUYECKOUN
anpoOaruu.

OKCIEPTHBIM COBET OPraHW3yeT pa3MelieHHue MPOTOKOJa KIMHUYECKOM ampobanuu Ha
oduimaaIsHOM caiite MUHHCTEpCTBa 31paBooxpaneHus Poccuiickoit denepanuu B cetn "MHTEepHET".

OK3eMIUISIpbl IPOTOKOJIA 3aceaHusl DKCIIEPTHOIO COBETa B TeUEHHE 2 pabouyuXx JHEH ¢ JaThl €ro
IIOANMCAHUS HANPABJIAIOTCS B OTHUYECKUH KOMUTET U MMHHCTEPCTBO 31paBooxpaHeHMst Poccuiickoi
denepanuu.

13. ®enepanbHasi MEAULIMHCKAs OpraHU3alys, JKeIarolas y4acTBOBaTh B OKa3aHUM MEIUIIMHCKOM
[IOMOLIM B paMKax KIMHUYECKOM ampoOauuu, B TeueHue 10 paboumx 1HEH co 1HA pa3MelieHus
IPOTOKOJNIa KJIMHUYECKOM ampobanuu Ha oQHUUANbHOM caiite MuHHCTEpCTBa 3/1paBOOXPAaHEHUS
Poccuiickoit ®enepanun B cetu "MHTepHer" HampasiseT B MMHHCTEPCTBO 3paBOOXPaHEHUS
Poccuiickoit ®denepannu 3as1BKy B MMCbMEHHOM BHJI€ Ha OYMa)KHOM HOCHTEJIE U B 2JIEKTPOHHOM BHJIE 00
y4acTUM B OKa3aHMM MEAMIMHCKOM TIOMOIIM B paMKax KIMHUYECKOW ampodanuu, KoTopas
MIOJITMCHIBAECTCS PYKOBOAUTENEM (ellepalbHON MEAMIMHCKOW OpraHU3aluy (JIUIOM, €ro 3aMeLIaroIiM)
U 3aBepsieTcsl meuyaThio (enepaabHOW MEIUIIMHCKOW opraHu3aluu (Jajee - 3asBka 00 y4yacTHHM B
KIIMHUYECKOU arpodarun).

14. 3asBka 00 yd4YacTMM B KJIMHUYECKOM ampoOaIruu COACPKUT CIECAYIOIUE CBEACHHUS O
benepanbHONH MEAUIIMHCKON OPraHU3AIINN:

a) HauMeHoBaHue (eepaTbHOM METUIIMHCKON OpraHU3allnu;

0) HaMMEeHOBaHUE MeToJla NMPO(UIAKTUKH, AUATHOCTUKH, JICUEHUS M peadMInTalluy, YKa3aHHOTO B
MIPOTOKOJIE KIMHUYECKOH arnpolaiuu;

B) HaJM4uM€ B COOTBETCTBUM C YUYPEAWUTEIbHBIMU JIOKYMEHTaMU IIpaBa Ha OCYLIECTBIICHUE
MEIUIMHCKOW  JeSATeNIbHOCTH, Hay4HOW (HAyYHO-MCCIIEOBATENbCKON) NEeATENIbHOCTH, a TaKxke
IIPOBEJICHUE KIMHUYECKUX MCCIENOBAHUMN JIEKAPCTBEHHBIX IPENaparoB U KIMHUYECKHUX HCIBITAHUN
MEIUIMHCKUX U3/IETHH;
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I') HaJM4YUE CTPYKTYPHBIX MOJpPAa3/eleHUi, KOeYHOro (hoHMIa, BKIIIOYAs OTAEICHUS PEaHUMAIH U
MHTEHCUBHOW Tepanuy, 00ECHeuMBAIONIMX OKa3aHUE MEAMLMHCKOM IOMOLIM IO COOTBETCTBYIOLIUM
npoUISAM C YI€TOM BUIOB, YCIOBHH U ()OPM OKa3aHUSI METUIIMHCKOMN TOMOIIIH;

1) YKOMIUIEKTOBAHHOCTh CTPYKTYPHBIX MOJpa3AeieHuil peaepalbHON MEAUIIMHCKON OpraHu3aliu
MEIUIIMHCKUMU pa0OTHUKAMHU, 00ECTICUNBAIOIIIMMH OKa3aHUE MEAUIIMHCKON TTOMOIIIH;

€) J1oJIsl Bpaueh-CreuaaIucToOB, UMCIONTUX KBATHU(UKAIIMOHHBIC KaTeropyuu, B OOIIEH YUCIEHHOCTH
Bpauell enepaabHON MEAUIIMHCKONW OpraHU3allii;

) J10JISI MEIMLIMUHCKUX PAaOOTHHUKOB C BBICHIMM MEAMIIMHCKUM OOpa30BaHHUEM, UMEIOIIUX YUYECHYIO
CTCTICHh KaHIWUIATOB U (WJIM) JOKTOPOB HAyK, B OOIIEH YHCICHHOCTH MEIUIMHCKHX PaOOTHUKOB C
BBICIIIUM MEAUIIMHCKUM 00pa30BaHUEM;

3) MoKaszarenb HWHAeKca Xwupmia (enepalbHONM MEIUIIMHCKON OpraHu3aluyd JTUOO0 CyMMapHBIN
MoKa3areib UHJeKca Xuplla COTPYAHUKOB BHOBb CO3JaHHOU (hefepanbHON MEAMIIMHCKOM OpraHU3alun
(B TeueHue 5 JeT mocie ee co3qaHus);

M) CyMMapHbIi IOKa3aTeiab MUMIAKT-QAaKTOpa PEeLEeH3UPYEMbIX HAYUHBIX JKypHAJIOB U HM3JaHUH, B
TOM 4HcCle 3apyOeXHBIX, B KOTOPBIX 3a MNPEAbLAYUIMI TI0J] OMYyOJMKOBAHBI PE3YJbTaThl HAYYHBIX
ucciieloBaHui (heaepaibHOM MEIUIMHCKONW OpraHu3aliiy;

K) HaJM4YUE OMbBITA B PEANM3ALUHU JIOTIOJHUTEIBHBIX MPOPECCHOHATBHBIX MPOTpaMM (TIPOrpaMMbl
MOBBILICHUS KBaTU(UKAIIUU, IPOTPaMMbI TPOGECCHOHATBHON EPETIOATOTOBKH );

J) HaJUM4Me OMNblTa B3aUMOJEWUCTBUS C HWHOCTPAaHHBIMU HAyYHBIMU W MEAMLIMHCKUMHU
OpraHu3alsIMM B paMKax MEXIYHapOAHOIO COTPYIHUYECTBA WJIM Yy4YacTHE B MEXAYHAPOIHBIX
KJIIMHUYECKUX MCCIIEOBAaHMIX (UCTIBITAaHUSIX) U (WIM) HAyYHBIX Iporpammax;

M) ydacTue B peaqu3alii IpOorpaMM OJHOM MM HECKOJbKUX HAay4YHBIX IUIATGOPM MEITUIIUHCKON
HayKH, YTBEpPXKJIECHHBIX BO UCHOJHEHHE pacnopsbkeHus IIpaBurensctBa Poccuiickoit ®denepaunu ot 28
nexabpst 2012 r. N 2580-p.

15. K 3asBke 00 ywacTMM B KIMHUYECKOM anpoOaluy MpUiaraloTcs KOMHHM CIEIYIOIINX
JOKYMEHTOB:

a) ycraB (peiepaabHON MEAUITUHCKON OpraHu3allig;

0) nuneH3usi(M) Ha OCYIIECTBICHHE MEAMIIMHCKOW esTenbHOCTH (eaepaibHOl MEAUIIMHCKON
OpraHH3alMei;

B) CTPYKTypa U IITaTHOE pacnucaHue (eaepanbHON MEAUIIMHCKON OpraHu3aIum.

16. OTBeTCTBEHHBIM JemapTaMeHT B TeueHue S5 pabouux JHEH co AHS TMOCTYIUIGHHUS U3
benepanbHOH MEIMIIMHCKOM OpraHu3aly 3asBKM 00 y4YacTUM B KJIMHUYECKOH ampolanuu Hu
MpUIaraéMblXx K HEW JOKYMEHTOB IIPOBEPAET HMX Ha NpPEeIMET KOMIUIEKTHOCTH M COOTBETCTBUSA
TpeGoBaHusAM HacTosmero [lonoxxeHus u B ciryyasx:

a) COOTBETCTBHUS 3asiBKU 00 y4acTHH B KIMHUYECKOH anpoOaiuu U npuiaraeMbix K Heil TOKyMEHTOB
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TpeboBanusM Hactosamero IlomoxkeHus HampamiseT 3asgBKYy 00 y4acTUM B KJIMHHUYECKOW ampoOanuu U
MpujaraeMble K Hel JOKyMEHThI Ha PACCMOTPEHHE B DKCIEPTHBIN COBET;

0) HECOOTBETCTBUS 3asiBKM 00 Y4acTHH B KIMHUYECKOW ampoOamuu U (WiIHM) MPHIAaraeMblX K HEl
JOKYMEHTOB TpeOoBaHUAM HacTtosiero [lonoxxenus u (wim) HeNpeACTaBIEHUs OAHOTO WM HECKOJIIBKUX
JOKYMEHTOB, yKa3aHHbIX B TMyHKTe 15 Hacrosmero [lomoxxenus, ysegomiseT QenepaibHyrO
MEIMLUHCKYI0 OpraHM3alldi0 B MHCbMEHHOM BHUJE€ Ha OyMa)KHOM HOCHUTENE U 3JIEKTPOHHOM BHJE 00
OTKJIOHEHUH 3asBKA 00 y4acTHH B KIMHMYECKOW ampoOaluy M NpUIaraeéMblX K Hel TOKyMEHTOB OT
JabHEUIIEro pacCMOTPEHUs C yKa3aHMEM CpOKa IMpe/CTaBlICHUs AOPA0OTaHHBIX 3asBKU 00 ydacTHM B
KJIMHUYECKON anpodauuy 1 (WIn) NpuiIaraéMblx K HEM TOKyMEHTOB.

17. MakcuManbHBIi CpPOK TIpeACTaBICHHUS (deaepaJbHOM MEIUIIMHCKOW OpraHu3alueld B
MunucrepcTBO 31paBooxpaHeHust Poccuiickoit ®enepauuu aopaboTaHHOW 3asBKM 00 y4yacTuu B
KIIMHUYECKOW ampobauuy W (WiIM) IpujaraeMbelX K Hell TokymMeHTOB - 10 pabGouux nHed co AHA
nojydeHus: (eaepaTbHOd METUIIMHCKON OpraHu3anueil yBEJIOMIICHUS, YKa3aHHOTO B MoAnmyHKTe "O"
nyHkTa 16 Hactosiiero [losoxenus.

18. B cinyuae HemnpeznctaBieHusi ¢eaepaqbHON MEAMIIMHCKON opraHu3anueid B MUHUCTEPCTBO
3npaBooxpaHeHuss Poccuiickoit denepanuu HEJOCTAOIIUX JOKYMEHTOB (OJHOTO WM HECKOJBKHUX),
yKa3aHHbIX B MyHKTe 15 Hacrosmero Ilonmokenus, unu gopaOOTaHHBIX 3asiBKM 00 YydacTUu B
KIIMHUYECKOW anpoOanuu v (M) IpuiaracMbIX K Heil IOKyMEHTOB B MAKCUMAaJIbHBIN CPOK, YKa3aHHBIH B
nynkre 17 Hacrosmero IlomokeHusi, OTBETCTBEHHBIM JEMapTaMEHT YBEIOMIISIET (eAepabHyIO
MEIUIMHCKYI0 OPTaHHM3allii0 B MHCbMEHHOM BHUJIC HA OYMa)KHOM HOCHTENC W DJICKTPOHHOM BHIE 00
OTKa3e B paCCMOTPEHUH 3asBKH 00 y4acTUU B KJIMHUYECKOH anpoOauuu.

19. 3asBKa 00 y4acTuM B KJIIMHUYECKOM anmpoOaluy paccMaTpUBAETCs HA 3aCeaHuU DKCHEPTHOIO
coBera B TedeHue 10 paboumx JHEH co AHS €e NOCTYIUIeHUs W3 MUHHCTEpCTBA 3/1paBOOXpPaHEHUS
Poccutickoii denepanumu.

20. DKCHepTHbII COBET Ha OCHOBAaHUU KpUTEpHEB OTOOpa MEIUIMHCKUX OpraHU3aluii,
ycraHoBieHHbIX [IpaBurensctBom Poccuiickoit @enepauuu <4> (nanee - KpuTepuu otTOOpa), B
COOTBETCTBUM C TIOPSIAKOM BBIHECEHHMS] OKCIEPTHBIM COBETOM MMUHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoii denepanuu 3aKJIFOYEHHUN 110 BOIIPOCAM OPTraHMU3alMU OKa3aHUs MEAULUHCKON IOMOIIU B
pamMKax KJIMHUYECKOW arnpoOanuu METOJI0B NMPO(UIAKTUKH, JTUArHOCTUKH, JICUEHUS M peadMIHuTaluuy,
YIBEPXKICHHBIM IIpuKa3oM MuHHcTepcTBa 31apaBooxpaHeHus Poccuiickonn ®enepanun N 434n,
onpezaensier ¢enepaibHble MEIUIIMHCKUE OpraHM3alliM, YYacTBYIOIIME B OKa3aHUM MEIUIMHCKOU
MOMOIIM B paMKaxX KJIMHUYECKON anpoOaliy, ¥ MPUHUMAET OJIHO U3 PELICHUH:

<4> Tlocranosnenue [IpaBurensctBa Poccuiickoit @enepauuu ot 9 mronsa 2015 r. N 691 "O06
YTBEPKACHUHM KPUTEPUEB 0TOOpA MEAUIIMHCKUX OpraHU3alii, yJacTBYIOIIUX B OKa3aHUU MEIUIIMHCKON
MOMOIIM B pPaMKax KIMHUYECKOH ampoOaluud MeETOJO0B NPO(UIAKTHKH, AWATHOCTUKH, JICUEHHUS U
peadbmuTauu'.

a) 0 COOTBETCTBHHU (pe/iepaibHOM METUIIMHCKON OpraHu3aluu KpuTepusM oToopa;

0) 0 HECOOTBETCTBHH (heiepalibHOM MEAULIMHCKON OpraHU3allK KpUTepusiM oToopa.
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21. DKcnepTHBIA COBET B TeUeHHE S5 pabouyux MHEH CO THS NPUHSATHS pEIICHUl, YKa3aHHBIX B
nynkte 20 nHactosiiero Ilosnokenus, HampabisieT B MUHUCTEPCTBO 31paBooXpaHeHus Poccuiickoit
@enepanuu nHGOpMaNKIO O (eaepaTbHbIX MEAULIMWHCKUX OPTraHU3aIMsIX, YYAaCTBYIOUIMX B OKa3aHUH
MEAUIIMHCKOW MOMOIIM B paMKaxX KIMHMYECKOM ampobaluy Mo KaXIOMY MPOTOKOJIY KIMHUYECKON
anpooanuu.

22. Cpok mpoBeleHHs KIMHMYECKON ampoOaluy, a TakXKe YKCIO MalUMeHTOB, KOTOPbIM Oyjaer
OKa3aHa MEIHMIIMHCKAs MOMOIIb B paMKaX KIMHUYECKOW arpodanuu, MOTyT OBITh U3MEHEHBI (YBEINYEHBI
WIM YMEHBIIEHbI) MO PEIICHUI0 OKCIEPTHOrO0 COBETa, MNPHUHITOMY HA OCHOBAaHUM 3asBJICHUS
pykoBouTeNs denepaabHON METUIIMHCKONW OpraHU3aliy B MMCbMEHHOM BHJIE HA OYMa)KHOM HOCHUTEINIE U
B AJIEKTPOHHOM BHU/IE, COJIEPHKAILET0 000CHOBaHNE HEOOXOIMMOCTH N3MEHEHUSI.

23. PyxoBomuTenb QeneparbHON MEIUIIMHCKOW OpTaHW3allid Ha3HAYaeT OTBETCTBEHHBIX
UCIIOJHUTENIEH TPOTOKOJIAa KIMHUYECKOW anmpodaiuu U3 4yucia paboTHUKOB (henepanbHO MEIUITMHCKOM
OpraHu3alMH.

24. B ciyuyae BO3HMKHOBEHHS NpU OKa3aHMM MEAMLMHCKONW IMOMOIIM B paMKaxX KIMHUYECKOH
anmpoOan MO TPOTOKONY KIMHHYECKOW ampoOamuy MPOTHO3HPYEMBIX OCIIOKHEHHH, YKa3aHHBIX B
IPOTOKOJIE KJIMHUYECKOM ampobaumu, ecaum wux vactota Ha 30% mpeBblIaeT TaKOBYK IIpU
WCTIOJIB30BAaHUU METOAA MPO(UIAKTHKH, TUATHOCTUKH, JICUCHUS U peabWIMTaliH, IPUMEHSIONIETOCs B
KJIMHUYECKON MpaKTHKe, a TaKKe IPU BO3HUKHOBEHMM HENPOTHO3ZUPYEMBIX TSXKENBbIX OCIOXKHEHHUH,
YIPOXKAOMIUX JKA3HW M 3I0POBBIO TAIMEHTOB, (eaepaibHas MEAWIWHCKAs OpraHu3anus o0s3aHa
IIPUOCTAHOBUTH IIPOBEICHUE KIMHUYECKOH arnpodaunu U He3aMeUINTENIbHO TPOMH(GOPMHUPOBATE 00 3TOM
DKcrnepTHBIN coBeT, PazpaboTunka 1 MunucTepCcTBO 31paBooxpanenus Poccuiickoit dexepanun.

MunucrepcTBo 31paBooxpaHeHus Poccuiickoit ®enepanuu He3aMeUIMTENbHO HH(OPMUPYET
pYKOBOIUTENEH (enepaabHbIX MEIUIIMHCKAX OpraHW3alMid, yJacTBYIONIMX B OKa3aHUH METUIIMHCKOMN
MOMOIIIM B paMKax KJIMHUYECKOH anmpoOaIyy 1o NpoTOKONy KIMHHUYECKON anpobalui, 0 BOSHUKHOBEHUH
HENpPEIBUJCHHBIX U (WUJIM) HEXeJaTeNbHbIX SIBICHUN NPU OKa3aHUM MEIUIMHCKOM MOMOIIM B paMKax
KJIMHUYeCcKoU ampoOainuu. PykoBoautenu (enepanbHbIX METUIMHCKUX OpraHM3alui, y4acTBYIOLIMX B
OKa3aHUU MEAMIIMHCKOW IOMOIIM B paMKax KIMHUYECKOW arpoOaluu MO MPOTOKONY KIMHHUYECKON
anpoOanuu, Ipy MOCTyIJICHMH OT MUHHUCTEpCTBa 3/1paBooxpaHenus Poccuiickoit denepannu ykazaHHON
nH(popmManuu o0s3aHbI TAKXKE IPUOCTAHOBUTH MPOBE/IEHUE KIMHUUECKOH anpolanuu.

25. DKchepTHbIM coBeT B TeueHHe 3 paboyux JHEH co JAHA TMOolydeHus OoT (eaepalbHOU
MEAUIMHCKONW OpraHu3aluy HHPOPMAIUU O IPUOCTAHOBIEHUH IPOBEACHUS KIMHUYECKOH anpobdanuu mno
IPOTOKOJIY KJIMHUYECKOH ampoOalMu B CBS3M C BO3HUKHOBEHMEM MPOTHO3UPYEMBIX OCIOXKHEHHUH,
YKa3aHHbBIX B MPOTOKOJIE KIMHUYECKOM arpobaruu, ecinu ux yactora Ha 30% MpeBbIIaeT TAaKOBYIO IIPU
HCMOJIb30BAHUU METOAA NMPO(UIAKTUKH, TUATHOCTUKH, JEUSHUS] U PeadMIUTALNHU, TPUMEHSIOIErocs B
KJIMHUYECKOW MpaKTUKe, a TakKe IMPU BO3HUKHOBEHUU HENPOTHO3HPYEMBIX TSKENbIX OCIOXKHEHHH,
YIPOXKAIOUIMX JKU3HU M 370POBBI0 MALMEHTOB, NPUHUMAET PEUICHHE O JOCPOYHOM IIPEKpPALICHUH
KJIMHUYECKOW anpobaiuy mo nNpoToKoIy KIMHUYECKOH arpolanuu.

Brimucka u3 mpoTokona 3acefaHus DKCHEpTHOTO COBEeTa B TeueHHe 3 pabouux JHEH co JHS ero
noAnvcaHus Hanpasisiercss PazpaboTuriky, B GpenepalibHble MEIULIMHCKUE OpraHU3alluy, y4acTBYIOIIUE B
KJIMHUYECKON arnpoOaiy no NpoTOKOJy KIMHHYECKON anmpoOaliy, 1 B OTBETCTBEHHBIH JIenapTaMeHT.

26. PykoBoautens ¢enepasbHON MEIUUIMHCKON OpraHu3alyy TOCJe JOCPOYHOTO IMpeKpalleHus
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KIIMHUYECKOU armpoOaiuu 1mo mpoTOKONy KIMHHYECKOH anmpodaruu o0ecredrnBaeT JaibHeHIee OKa3aHue
HEO0OXO0IUMOM MEIUIIMHCKOMN MTOMOIIM MAIllHeHTaM B COOTBETCTBUH C 4acThio 1 ctaThu 37 denepanbHOro
3akona N 323-D3.

27. Tlocne 3aBeplieHUs] IPOBEACHUS KIMHUYECKOH ampobOauuu QenepanbHas MeIULIMHCKAs
OpraHu3anys COCTABJISIET W HampasisieT B MuHHCTEpCTBO 3apaBooxpaHeHust Poccuiickonn denepanuu
OT4eT 00 MCIOJIHEHUH NPOTOKOJIa KIMHUYECKOH anpolaruu (Jajiee - OTYeT) ¢ MPHIIOKEHUEM aJIropuTMa
OLIEHKN KIIMHUKO-?KOHOMHYECKOW 3()(PEeKTUBHOCTH MPOMIETIINX KIMHUYECKYIO anmpoOaluio METOJIOB
npoGWIAKTUKY, IUArHOCTUKHU, JIeYeHUs M peadwinTauuu (peKoMeHAyeMblii oOpasel] NpuBEAEH B
IIPWIOKEHNH K HacTosweMy [lonoxennro) (aanee - aaroputM OLIEHKH).

OIHOBpEMEHHO KOIHs OT4YeTa Harpabisiercs (eaepalbHOil MEAMIMHCKON OpraHu3aluell B ajapec
Pazpabotunka.

28. OreHka KIMHUKO-3KOHOMHUYECKON 3(PPEKTUBHOCTH MPUMEHEHUS MPOLISAIIETO KIMHHUYECKYIO
anpoOanuio MeTroja MNpPO(HUIAKTHKH, JAWATHOCTUKH, JICUCHUS W peadWiIUTAIllMK IMPOBOTUTCS HA
OCHOBaHMHU:

a) oO0muX ToKa3areje KIMHUKO-3KOHOMUYECKOH A(PGEKTUBHOCTH MeEToAa MNPO(UIaKTHKH,
IMarHOCTUKY, JIEYCHUS W peaOWInTaluy, yKa3aHHBIX B NyHKTe 29 Hactosmero [lomoxenus, u
noKaszareseil KIMHUKO-2KOHOMHUYEeCcKO 3(dekTuBHOCTH MeTo1a MPO(UIAKTHKH, TUATHOCTUKH, JICYCHUS
U peadMINTAINH, YKa3aHHBIX B IPOTOKOJIE KIMHUYECKON arpoOarum;

0) CpaBHHUTEIIBHOIO aHalM3a MEXKAY METOJAOM MNpPOPUIAKTUKH, JIUATHOCTHUKU, JICUCHHUS U
peabunuTayu, IPOIISIIINM KIMHUYECKYIO0 anpo0alyio, U MPUMEHSIOMUMCS B KIMHUYECKON MPaKTHKE,
IIPEJIOKEHHBIM JUUISl CPAaBHUTEIBHOIO aHalu3a B IIPOTOKOJE KIMHUYECKOW ampobanuu (naiee -
CpaBHUTEJIbHBIN aHAIIN3).

29. OO0umuMHu TOKa3aTeNsIMU KJIMHUKO-DKOHOMUYECKONH 3((EKTUBHOCTH MeToAa NPOPUIAKTHKHY,
JMAarHOCTHKH, JTEUYSHHSI U peaObUIUTallUH, IPOIIE/IIEro KIMHUYECKYIO alpo0alnio, BISIFOTCA:

a) BO3MOXHOCTb IPUMEHCHUA MECTOAAa MCAUITUHCKUMHU OPraHu3aluiaMu,

0) MOBBIILICHHE KAaYeCTBA OKa3aHUS MEIUIIMHCKON MOMOIIM (CHM)KEHUE YPOBHS TOCHHUTAIM3ALMM,
CHIDKEHHE BHYTPHUOOJBHUYHOM JIETaJbHOCTH, YBEIMYEHUE MJIUTEIbHOCTH PEMHCCUHU, COKpalleHHE
NepruoJia BPEMEHHOW HETPYIOCIIOCOOHOCTH, CHM)KEHHE YPOBHS HMHBAIMIU3AIMM, CHIDKEHUE CTENEHH
WMHBaJINIU3alM1, CHIDKEHHE pUCKa pa3BUTHUS 3a00JI€BaHMi, yCTaHOBJICHHUE AMArHO3a Ha PaHHUX CTausIX
pa3BUTH 3a00J1€BaHU ).

30. ITpu mpoBeeHUN CPAaBHUTEIHLHOTO aHAIN3a YUUTHIBAOTCS:
a) KOJTMYeCTBO JHEeH (KOMKOo-THEl), 3aTpaueHHbIX Ha OKa3aHHe MEIUITMTHCKOM MOMOIITH MallueHTaM;

0) cpemnuii 06beM (PUHAHCOBBIX 3aTpaT Ha OKa3aHUE MEAUITMHCKOW TMOMOINU C MPUMEHEHUEM
COOTBETCTBYIOIIETO METO/Ia OJTHOMY TAIHEHTY;

B) 4aCTOTa OCJIOKHEHUH;

I') pe3ylbTaTUBHOCTh MeToJa (BBI3JOPOBICHME, YIy4IIEHHE, YXYALIEHHE, 0e3 MepeMeH):
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YKa3bIBACTCA OAWH WM HECKOJILKO M3 ICPCUUCIICHHBIX MoKa3aTelei ¢ YKa3aHHueM Uux 3HAYCHUI.

31. OTBeTcTBEHHBI JeNapTaMEHT B TeueHHe 2 paboumx JHEHW CO JHSA TMOCTYIUICHUS OTYeTa
HaIPaBJISIET €r0 B SKCIEPTHYIO OPraHU3aIHIo.

32. DKcnepTHasi OopraHu3amys B CPOK, HE MpEBBIIAONUN 15 pabounx qHEH CO JHS MOCTYIUICHUS
OTYETOB OT BCEX YYACTBYIOIIMX B KIMHUYECKOH anmpoOaluy MEAMIMHCKUX OpPTaHU3alHid, OCYIIECTBISET
AKCIIEPTHYIO OLIEHKY OTYETOB, MOATOTOBKY 3aKJIIOYEHHS [0 pe3yabTaTaM HKCIEPTHON OIEHKU OTYETOB U
HarpasjieHue ero B MuHucTepcTBo 31paBooxpanenus Pocculiickont denepanuu.

[lpu mpoBeneHUH SKCIEPTHOW OICHKA OTYETOB OCYIIECTBIISACTCS HMX MPOBEPKAa HA MMPEAMET
00OCHOBAaHHOCTH  PE3YJIbTATOB  OILCHKH KJIMHUKO-3KOHOMHUYECKOH 3(()EKTUBHOCTH TMPUMECHEHUS
OpPOIICIIIEr0 KJIMHUYSCKYIO —ampoOanuio MeTofa NpOoQHIaKTHKH, JHACHOCTUKH, JICUCHUS |
peaduIuTAIIH.

33. OTBeTCTBEHHBIN JenapTaMeHT B Te4eHHe 2 paboumx THEH CO JIHS MOIY4YeHHs OT SKCIIEPTHOU
OpraHu3alfy 3aKIIOYEHUS 1O pe3ysbTaTaM SKCIEPTHOW OLIEHKH OTYETOB HANpPaBJSIET B DKCHEPTHHIN
COBET OTUETHI U 3aKIIFOUEHUE 110 Pe3yIbTaTaM HKCIIEPTHON OLIEHKH OTYETOB.

34. DKCnepTHBIA COBET B T€YCHHE 3 pabouyux JHEU CO JHS MOJYYECHHs] OTYETOB M 3aKJIIOUEHUS T10
pe3ylbTaTaM 3KCIEePTHOM OIEHKH OTYETOB MPUHUMAET PELICHUE:

a) 0 HAIMYHUU KIMHUKO-DPKOHOMHYECKON 3((PEKTUBHOCTH MPOLIEIIIETO KIMHHYECKYIO arpoOanunio
MeTo/1a MPOPMIAKTHKH, THArHOCTHKH, JICUCHHS M PeaOUINTAINY;

0) 00 OTCYTCTBHM KIMHHUKO-9KOHOMHYECKOW 3()(PEKTHBHOCTH MPOMICAIIEro KIMHHYECKYIO
anpoOaluio MeTo1a Npo(UIAKTUKY, JUArHOCTUKH, JICYEHUS U peaOuIUTaIUH.

35. DddexkTuBHBIM NpU3HAETCA METOJ NPOQUIAKTHKH, TUArHOCTHKH, JICUEHUS] U peaduIUTaluu,
HaOpaBIIMi B cymMMe He MeHee | Oamja mo KakaoMmMy mokaszarento 3((eKTHBHOCTH, YKa3aHHOMY B
QITOPUTME OLIEHKH, KOTOPBII:

a) Tpe6yeT MCHBIIIC (bHHaHCOBLIX 3aTpar, HO IIpU 3TOM SABJILACTCA HE MCHEC B(I)q)eKTI/IBHHM JJIA
HpO(i)I/IJ'IaKTI/IKI/I, JUArHoCTUKH, JICHCHHUA H pea6I/IJ'II/ITaHI/II/I o CpaBHCHHUIO C MCTOAOM, YK€
MPUMCHAIOMNMCH B KJIMHHUYECKOM IMPAKTHUKE;

0) TpeOyeT Gombliie (GUHAHCOBBIX 3aTPaT, HO MPHU ITOM €ro JIOMOJTHUTEIbHBIE MPEUMYIIECTBA ISt
npoUIaKTUKU, AMATHOCTUKH, JICUCHUS ¥ peaOMIUTAIIH ONPABABIBAIOT JOMOJHUTENbHbIE 3aTPATHL.

36. Meroa npo@uIaKTUKK, TUATHOCTHKH, JIEYEHHUs] U peaOuIuTalluy, MPU3HAHHBIA DKCIEPTHBIM
coBeTOM 3¢ (EKTUBHBIM, peKOMEHIyeTcs: MHUHUCTEpCTBOM 31paBooxpaHeHust Poccuiickoit deneparuu
MEAUIMHCKUM TpOo(eCCHOHATbHBIM HEKOMMEPUECKUM OpraHU3alusiM Ul BKIIOYEHMS] B KIMHUYECKHE
PEKOMEHIALINH.

37. OT6op ManMeHTOB I OKa3aHUS MEIUIIMHCKON IMOMOIIM B pamMKax KIMHHUYECKOW arpolarmu
OCYILECTBIISICTCS U3 YMCIIa NAIIMEHTOB, HAIIPABJICHHBIX B (eiepaibHYI0 MEAUIIMHCKYIO OpraHU3aIMIo JUIs
OKa3aHUsl MEAMIIMHCKONW TIOMOIIM B COOTBETCTBUH C TMpUKa3oM MUHHCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepannu ot 2 nexadbps 2014 r. N 7961 "OO6 yrBepkaenueM Ilonoxenus o0 opranuzanuu
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OKa3aHus CHEUAIM3UPOBAHHOM, B TOM YHCJIE BHICOKOTEXHOJOTMYHOM, MEIUIIMHCKOM oMo' <5>.

<5> 3BapeructpupoBan MunHucTepcTBOM focTuIMK Poccuiickoit ®enepanuu 2 despans 2015 r.,
peructpauronubii N 35821, ¢ u3MEHEHHSIMU, BHECEHHBIMU MTPUKa30M MUHHUCTEPCTBA 3pPaBOOXPaHEHUS
Poccuiickoit @enepauun ot 27 aBrycra 2015 r. N 598H (3apeructpupoBaH MHUHHCTEPCTBOM HOCTHIMH
Poccutickoit ®eneparuu 9 centsaops 2015 r., peructparmonasiii N 38847).

38. Pemenne o mnenecooOpa3sHOCTH OKa3aHHWs MAIMEHTY MEIUIMHCKOH IIOMOIIM B paMKax
KIMHUYECKOU anpolanuy MpUHUMAeT BpaueOHast KoMHcCUs (enepaabHONH MEIUIIMHCKON OpraHu3aluu
IpU HaIWYUU WHGOPMUPOBAHHOTO JTOOPOBOJBHOTO COTJIACHS, JaHHOTO B COOTBETCTBUH C YAacThIO 6
crarbu 36.1 denepanpHoro 3akona N 323-D3.

39. Pemenne BpaueOHOW Komuccud (QenepalbHON MEIUIIMHCKOW opraHu3anuu odopmisercs
IIPOTOKOJIOM, CO/IEPKALLUM CIIEYIOIIUE JaHHbIE:

a) OCHOBAaHHME CO3JaHHMS BpayeOHOH KOMHCCHHM (eaepaabHON MEAUIIMHCKOW OpraHu3aIuu
(pEeKBU3UTHI HOPMATUBHOTO TPABOBOTO aKTa);

0) mara MpUHSATHS PEUICHUs BpaueOHOM KOMUCCUU (eiepaIbHON METUIIMHCKON OpraHu3allny;
B) COCTaB BpaueOHOM KOMHUCCHUH (PeiepaTbHON MEAUIIMHCKON OpraHu3allNyg;

I') MacmopTHBIC JaHHbIE ManueHTa (pamuiaus, UMs, OTUYECTBO (IIPU HAJIMYMHU), JaTa POKICHHUS,
CBEJICHUS O MECTE JKUTEIIbCTBA);

1) TMarHo3 3a0osieBaHus (COCTOSHUS) U KO 0 MeKAyHapOAHOW CTaTUCTUYECKON KilacCu(UKAIUN
0ose3Hel u npolieM, CBA3aHHbBIX O 370poBbeM (fanee - MKbB);

e) CBCACHHA O HAJTMYHUHU I/IHq)OpMI/IpOBaHHOFO I[O6pOBOJ'H>HOI‘O corjiacusd,

) 3aKio4YeHHe BpaueOHOW KomuccuM  (eepa’lbHOW  MEAMIIMHCKOW  OpraHu3alud o
11€J1eCO00Pa3HOCTH OKa3aHUsS MAlMEHTY MEIUIMHCKON MOMOIIM B paMKax KJIMHUYECKOH ampobauuu c
yKa3aHUEM JuarHosa 3abosneBanus (coctosuwus), koga no MKb, mianupyeMoit natel Havyajia OKa3aHUs
NaMEeHTy MeIUIIMHCKON TTOMOIIM B paMKax KJIMHUYECKOH arpobanuu.

40. Ilporokon BpaueOHOM KoMHCCHH (enepabHOW MEAMIIMHCKON OpraHu3aiuu ohopmIIseTcs U
XpaHuTcs B (hopMe DIEKTPOHHOTO JIOKYMEHTa WM Ha OyMa)XHOM HOCHUTEJE B OJHOM JK3EMILISpE B
denepanbHON MEIUIIMHCKON OpTaHU3AIIHH.

41. ®epepanbHas MEIUIMHCKAas OPTraHU3allMsA C HCIOJB30BAHUEM JOCTYIHBIX CpPEICTB CBS3H
(mouta, TenedoH, Tenedon/pakc, OSIESKTPOHHAS TII0YTA) YBEIAOMJISET HAMPABHBIIYIO TaI[MEHTa
MEAHUIIMHCKYI0 OPTaHU3alMI0 O MPUHATOM PElIeHUU BpaueOHOUW KOMHUCCHU (eAepalbHON MeIUIIUHCKON
opraHu3anuy B TedeHHe 3 padoumx JOHEW CO JHSA TOANMHCAHUS MPOTOKOJA BpadyeOHOW KOMHCCHHU
benepanbHON MEAUIIMHCKOW OpTaHU3aIIH.

ITo Tpe6OBaHI/IIO ManucHTa WX €ro 3aKOHHOT'O MPEACTABHUTEIIA BBIIHMCKA W3 IMPOTOKOJA PCHICHUS
Bpaqe6H0171 KOMUCCHH (I)C,Z[epaJIBHOﬁ MEIUIIMHCKOMN opraHu3anu BbIAACTCSA HA PYKU MAIMUCHTY HJIU €ro
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3aKOHHOMY NPCACTABUTCIIIO.

42. MCI[I/II_[I/IHCKaH nmoMomib B paMKax KJINHUYECKOMN anpo6auHH MOXXCET OKa3bIBaTbCA B
aM6yJIaT0pHBIX YCJI0BUAX, B YCIIOBUAX JHCBHOI'O CTallMOHAPAa U B CTALITMOHAPHBIX YCIIOBUAX.

43.  MeaunuHCcKas ~ TOMOIIb B paMKax  KIMHMYECKOM  anmpoOamuu — OKa3bIBaeTCs
BpayaMH-CIEIMAINCTaMH COOTBETCTBYIOIIETO MPOGMIsL, paboTaloOIUMH B (elepatbHbIX METUIIMHCKUX
OpraHM3aLMsIX ¥ UMEIOIINMH CTaXXK pabOTHI MO CIIEUATbHOCTH HE MEHee 5 JIeT.

44. MeauuuHCKasi TMOMOIIb B paMKax KIMHUYECKOM ampoOanmuy OKa3bIBACTCS MAllUCHTaM,
HYXKJAIOLMMCS B OKa3aHUUM MEAMLUUHCKOW IIOMOIIM C IPUMEHEHHEM METOA0B NpOQHIAKTUKY,
IMAarHOCTHKH, JICUCHUs M peaOWIMTallMM, YKAa3aHHbIX B MPOTOKOJIAX KIMHUYECKOW ampobanuu, 3a
UCKIIIOYEHUEM I'PAXKIAH, YKa3aHHBIX B ITyHKTE 45 Hacrosero Ilonoxenns.

45. Oka3zaHue MEIUIIMHCKOM MOMOIIM B paMKaxX KIMHUYECKOM arpoOanuy 3anpeiaeTcs ¢ yuacTueM
B Ka4eCTBE MMALUEHTOB:

a) JIeTeH, )KEHIIMH B TIeproJ] OEPEMEHHOCTH, POAOB, KEHIIUH B MIEPUOJ TPYIHOTO BCKAPMIIMBAHHUSA,
3a UCKJIIOYEHUEM CIIy4aeB, €CIU COOTBETCTBYIOIIME METOABI IIPEIHA3HAYCHBI U1 3TUX MallMEHTOB, IIPU
YCIIOBHH TIPHHATHUS BCEX HEOOXOIUMBIX MEp IO HMCKIIOYCHHIO PHCKAa MPUYUHEHHS BpEAa KCHIIHMHE B
nepuoJi 6epeMEeHHOCTH, POJIOB, KEHIIKUHE B IEPUO/1 I'PYTHOIO BCKapMIIMBAHUS, IOy WIIK PEOCHKY;

0) BOCHHOCIYXAIllUX, 32 UCK/IIOUYEHHEM BOCHHOCIYKAIUX, HMPOXOASIIMX BOCHHYIO CIyXkOy IO
KOHTPakTy, B Cilydae, €ClIM COOTBETCTBYIOILME METOJbl CHELHAIbHO pa3paboTaHbl Il NPUMEHEHHUs B
YCIIOBHSIX BOCHHBIX JEHCTBHIA, YPE3BBIYAWHBIX CHUTYalMid, MPO(UIAKTUKH M JIe4eHHs 3a00JIeBaHUI U
MOPa)KEHUH, MMOJyYEeHHBIX B pe3yJbTaTe BO3ACUCTBUS HEOIAroNnpHUATHBIX XUMHUYECKUX, OMOJOIMYECKHX,
paanalnvoHHBIX (PaKTOPOB;

B) JMI, CTpPaJalOUIMX IICUXMYECKUMH pPACCTPOICTBaMHU, 3a HCKJIIOUEHHEM CIIy4yaeB, €ClU
COOTBETCTBYIOIIME METO/IbI ITPEIHAa3HAUEHBI JUIs JIeUEHUs ICUXUYECKUX 3a00sIeBaHNN <6>;

<6> Yacts 7 crareu 36.1 @eaepanpHoro 3akona N 323-D3.

F) JIiL, 3aJICPKaHHbIX, 3aKIIOYCHHBIX IOJ CTpaxy, 0T6BIBaI-OHII/IX HakKa3aHMEC B BUAC OIrpaHUYCHUA
CBO60,Z[BI, apecTa, JIMIICHUA CBOGO,Z[BI 0o AIMUHHUCTPATUBHOTO apeCTa <7>.

<7>Yacts 5 cratbu 26 @enepanbHoro 3akona N 323-03.

46. Ilpu oxa3aHMM MEIUIIMHCKOM MOMOIIM B paMKaxX KIMHHUYECKOW ampoOaluu MPUMEHSIOTCS
JIEKapCTBEHHbIE Tpernaparbl W (WIM) MEAUIMHCKHE W3JeHs, 3aperucTpupoBaHHble B Poccuiickoit
@®enepauuy, B COOTBETCTBUU C MHCTPYKLMAMH [0 IPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENApaToB,
MHCTPYKUHUSMHU MO MPUMEHEHUIO U (WJIM) PYKOBOJICTBOM I10 SKCIUTyaTallud MEIUIIMHCKUX WU3/IETHH.

47. B paMKax KJINHAYECKOI anpo6au1/m HC TMPOBOIATCA KIMHUYCCKHUEC HUCCIICAOBAHUA
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JICKAPCTBCHHBIX MPCIAPATOB U KIIMHUYCCKUC UCTIBITAHUA MCAULIUHCKHUX I/I3Z[GJII/H>'I.

48. Tlpu oka3aHWKM MEIUIIMHCKOW TOMOIIM B paMKax KIMHHYECKOW ampoOamuu NpUMEHEHHE
COOTBETCTBYIOIINX METOJ0B MPODUIAKTUKH, JUATHOCTUKH, JICUCHUS M PEaOMIIMTAIIUU OCYIIECTBIISICTCS B
COOTBETCTBHUH C MPOTOKOJIOM KIIMHUYECKOU arpoOaIium.

49. Tlpu oxa3aHMM MEIUIIMHCKON TIOMOIIM B paMKax KIMHAYECKOH ampoOaluu BeIeTCs
MeIMLUHCKas JokyMeHTauus, a takxke MPK Ha kaxnoro mamuenra, odpopmileHHas B COOTBETCTBUU C
TpeOOBAHUSAMH, YCTAHOBIEHHBIMHU IPOTOKOJIOM KIMHUYECKOH arpodanuu.

NPK BHOCHTCS B METUIIMHCKYIO JIOKYMEHTAIIMIO TTAI[UEHTA.

B npaBoM BepxHEM Yrily TUTYJIBHOIO JUCTAa MEAMIIMHCKOM JOKYMEHTALIMM IMAllMeHTa CTaBUTCS
MapkupoBka "KA".

50. TTauuMeHT WM €ero 3aKOHHBIM IPEeICTAaBUTENb HMMEET IMPaBO OTKAa3aTbCsl OT MEAUIIMHCKOU
HOMOIIY B paMKax KIMHHYECKOW anpoOaiiu Ha JF0O0OM dTarie ee OKa3aHHs B COOTBETCTBUHU CO CTaThei
20 ®epepanpHOro 3aKk0Ha N 323-D3.

[Ipunoxxenne

K [lonoxxeHnro 00 opraHu3ary KIMHUIECKON
anpo6anuyu MeTo10B POPUITAKTHKH,
JIMarHOCTHKH, JICUCHUS U PEaOMIIUTAIINH

Y OKa3aHUS MEJIUIIMHCKOM MOMOIIM B paMKax
KIMHUYECKON anpoOaiuy METo10B
POPUIAKTUKH, THATHOCTUKH, JICUCHUS

U peaOduInTaIuu (B TOM YUCIE MTOPAIKY
HAaIMpaBJICHUS MMAIUEHTOB JIJIs1 OKA3aHUS
TaKoOW METUIIMHCKOW MMOMOIIIH ),
YTBEPKIECHHOMY MPUKa30M MUHHCTEPCTBA
3apaBooxpanenus Poccuiickon denepannun
ot 19 masg 2023 r. N 245n

Pexomenyemslil oOpasernn

Anroput™m
OLIEHKU KJIMHUKO-3KOHOMUYECKOH 3(h(heKTHBHOCTH MPOLIEAITNX
KIIMHUYECKYIO anpoOaIiiio METO0B MPO(PUIAKTUKH,
JMAarHOCTHKH, JICUCHHSI U peaOUINTaluu

L Pe3yHLTaTBI KOJINYECTBEHHOM OIICHKHN B(I)(I)GKTI/IBHOCTI/I METOJa
HpOCbI/IJ'IaKTI/IKI/I, JUArHOCTUKH, JICUHCHUA 1 pea6I/IJ'H/ITaI_II/II/I
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Mpuka3 MuH3apasa Poccum ot 19.05.2023 N 245H
"O6 yTBEpXAEHUM MoMoXEHUS 06 OpraHM3aLMK KIMHUYECKoN anpobaumm
meToaoBs npod...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

HaumenoBanus OlnieHKa CTeNeHn JOCTHUKEHUS HocTtuxxenne Ouenka B
MOKa3aTeJst LIETIEBOTO Pe3yJibTaTa LIETIEBOTO Oammax
OLICHKHU pe3ynbrara (B
3P PEKTUBHOCTH IIPOLIEHTAX )
<1>
Bricokas [leneBoii pe3yabTar MOJTHOCTHIO 75 - 100% 2
JIOCTUTHYT
Cpenuss LleneBoit pe3ynbTaT YaCTUYHO 65 - 74% 1
JIOCTUTHYT
Huzkas LleneBoii pe3ynabTar He <65% 0
JIOCTUTHYT
Utoro: cpeansist ouenka 3¢(HeKTUBHOCTH (COOTHOIIEHHUE CYMMBI OAJIOB MO KaXKIOMY
noKa3arento 3PPEKTUBHOCTH K KOJMYECTBY KPUTEPHEB)

[I. KonuuecTBeHHAs OLIEHKA JOMOJHUTEIbHON LIEHHOCTH
MPOLIEAIIETO KIMHUYECKYIO anpo0aluio MeTo1a MpohunakTuku,
JTUArHOCTUKH, JICUEHUS U peabuiinTaiuu

HanmenoBanus Pe3ynpraT KOITUYECTBEHHON OLICHKU Ouenka B 6amiax
KpUTEpUs KpUTEpUs JONOJHUTEIBHOW LIEHHOCTH
JIOTIOJIHATEIbHON

HeHHocTu <1>

Belicokas Nmeer cymiecTBEHHbIE KITMHUYECKUE +2
IIPEUMYILECTBA HAJl METOJOM CPaBHEHHUS
Cpennss MMeeTr He3HAUUTENIBHBIE KIIMHUYECKHE +1
IIPEUMYILECTBA HAJl METOJOM CPAaBHEHHUS
Huskas He nMeer KiIMHMYECKUX MPEUMYILECTB HaJl 0

MCTOAOM CpaBHCHUA

HToro: cpeaHss olleHKa JONOIHUTENbHON IEHHOCTH (COOTHOILIEHHE CYMMBI OAJLIOB 110
KaKJIOMY KPUTEPHIO JONOJHUTEIBHOMN IIEHHOCTH K KOJIMYECTBY KPUTEPUEB)

II1. Pe3ynbTaThl KOMMYECTBEHHOM OLIEHKH 0€301MacHOCTH
MIPUMEHEHUS MeTO0/1a TPO(GUIAKTUKHU, TUarHOCTUKH, JIEUYECHUS
U peaduIuTauu

Onenka ypoBHs 6e3omacHOCTH | Yucio ciaydaeB 0CiI0KHEHHUs (B Orenka B 6ammax

METOJa HpOHCHTaX)

ITporunosupyemsie 0 2
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

OCJIO)KHCHHA OTCYTCTBYIOT

HesnauurensHOE YncCiio
MIPOTHO3UPYEMBIX
OCJIOKHEHUH

<15%

3HAYUTEIHLHOE YUCIIO
MIPOTHO3UPYEMBIX
OCJIOKHEHUH

>=15%

Henporuo3upyemsble Tsokembie

Hannune

OCJIOXKHEHHS, YIPOXKAIOIINE
’KM3HU U 3J0POBBIO

INHannueHTOB

IV. Pe3ynbTaThl KIMHUKO-I)KOHOMUUYECKON OLIEHKU METO/a
poUIAKTUKH, TUATHOCTUKH, JICUCHUS ¥ peaO ITUTAIIH

Kputepuu onenku Pesynbrar onieHku B Onenka B
IPOIICHTH Oamax
oM
COOTHOIIIE
HUU
CpaBHEHHE CpeTHUX [IpuMeHeHne MeTo1a MPUBOIUT K <=40% 3
00BEMOB CYIIECTBEHHOMY CHIDKEHUIO 00BbeMa
(bUHAHCOBBIX 3aTpaT (UHAHCOBBIX 3aTpaT HAa OKa3aHUE
Ha | ciydail okasaHus| MEJUIMHCKOW ITOMOIIM 1 manueHTy
MEIUITMHCKON
TOMOIIIH € [IpumeneHnne meToaa NPUBOIUT K <=15% - 2
IPUMEHEHHEM CpeTHEMY CHIKEHUIO 00beMa <=39%
METOJIa U YIKe (pMHAHCOBBIX 3aTPAT HA OKA3aHUE
PHMEHSIOLIIMCS B MEAUIIMHCKON TOMOIIH | ManuenTy
KJIINHAYECKOU — 10
IPAKTHKE METOIOM [IpuMeHeHne MeToa NPUBOIUT K <=1% - 1
IIpH OKA3AHHI HE3HAYUTEIIbHOMY CHIDKEHHIO o0beMa | <= 14%
R —— (1)I/IHaHCOBBI§ 3aTpaT Ha OKa3aHue
OMOIIH MEIMIIMHCKON TTOMOIIH | manuenTy
[Tpumenenne MeTo1a He TpeOyeT 0% 0
yBeJIUYEHHUS 00beMa (PUHAHCOBBIX
3aTpaT Ha OKa3aHWE MEIUIIUHCKOMN
oMoy 1 maruenty
[IpuMeneHnne MeToa NPUBOIUT K <=1%-< -1
yBEJIMUYEHUIO0 00beMa (PUHAHCOBBIX 10%
3aTpaT Ha OKa3aHHe MEAUIIMHCKON
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

oMOIIH | marueHTy

[Ipumenenne meToaa NPUBOJIUT K >=10%u -2

CYIIIECTBEHHOMY YBEITHYCHUIO 00beMa BBIIIIE
(MHAHCOBBIX 3aTpaT Ha OKa3aHUE

MEUIIMHCKON MOMOIIHM | marueHTy

<1> Bricokast 3()()eKTUBHOCTD - KIMHUYECKAs anpodanus peKOMEH/I0BaHa K TUPAKHUPOBAHUIO;

Cpennsist 5ppeKTUBHOCTD - KIIMHUYECKas anpoOaius HyKJaeTcs B 10paboTKe, He pEKOMEH/I0BaHa K
TUPAXKUPOBAHUIO;

Huskas 3(1)(1)CKTI/IBHOCTB - KIMHU4YCCKas1 anpo6au1/1;1 HC pCKOMCHAOBAHA K TUPAXKHUPOBAHUIO.

[Tpunoxenue N 2

K IpUKa3y MUHHCTEPCTBA 3/IpaBOOXPAHEHHUS
Poccuiickoit @enepanuu

ot 19 masg 2023 r. N 245n

Tunosas popma
IIpoTokon
KJIMHUYECKOH anpoOaiyy MeTo10B MPO(PHUIAKTUKHU, TUAarHOCTUKH,

JICYCHHS ¥ peabuIuTaIlun

Nnentuduranronusiii N

ara

I. ITacnopTHas yacTh

1. Ha3Banue npezayaraeMoro K HpPOBEIEHUIO KIMHUYECKOM ampobanuu MeToja MpOo(pUIaKTUKH,
JMarHOCTHUKH, JICYEHUS U peadMINTaluy (Jlajee COOTBETCTBEHHO - KIIMHUYECKasl arpo0ausi, METox).

2. HanmeHoBaHME U apec MEIUIIMHCKON OpPraHU3aluy WA UHOM OpraHu3alyuy, OCYIIECTBIISIOMIEH
Hapsily C OCHOBHOW (yCTaBHOH) JAESATENbHOCTbIO MEIUUMHCKYIO AESTENbHOCTb, MOJIBEIOMCTBEHHOM
(dbenepalbHBIM OpraHaM HMCIOJHUTEIBLHON BIacTu (mayee - ¢eaepaibHas MEAWIIMHCKAs OpraHU3aIus),
pa3paboTaBiieli MPOTOKON KIMHUYECKOW ampobanuu MeToja (Jajnee COOTBETCTBEHHO - MPOTOKOI
KIIMHAYECKOU arpobamu, pa3padoTuuK).

3. q)aMI/IJ'II/ISI, nMs, OT4YECTBO (HpI/I HaJ'II/ILII/II/I) n JOJIKHOCTH JIMIL, YIIOJIHOMOYCHHBIX OT HMCHU
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

pa3paboTdrKa MOAMUCHIBATH POTOKOJ KIIMHUYECKOH anpobanuu.
II. OGocHOBaHUE KITMHUYECKON anpoOaluu MeToaa

4. AHHOTAIUA METO/IA.

5. AKTyaJ'IBHOCTI) METOdAa JIA 3APAaBOOXpPaHCHHA, BKIIOYas OpraHU3allMOHHBIC, KIMHHYCCKHUEC U
OKOHOMMUYCCKHEC aCIICKTHI.

6. Hosu3na MCTOAAa U (I/IJ'II/I) OTJIMYHUEC €TI0 OT U3BCCTHBIX aHAJIOTMYHBIX MCTOI0B.

1. KpaTKOC OIMMMCAHUC MU YaCTOTAa U3BCCTHLIX W MOTCHUUAJIBHBIX PUCKOB IMPUMCHCHHUA MCTOMAA JIA
IManKUEHTOB, €CJIKM TaKOBBIC UMCHOTCA, U IIPOTHO3UPYEMBIX OCJIOJKHCHUH.

8. CchUIKM Ha JUTEpaTypHbIC WCTOYHWUKH ITyOJUKAIMKA PE3yabTaTOB HAYYHBIX HCCIICIOBAHUI
METO/Ia WK OTJEIBHBIX €r0 COCTABIIIONIMX (B TOM YMCIIe COOCTBEHHBIX MyOJIMKAILINI) B PEIICH3UPYEMBIX
HAyYHBIX JKypHaJaX M U3IaHUSAX, B TOM YHCJIC B 3apYOCIKHBIX )KypHANaX (Ha3BaHUs >KYPHAJIOB/M3IaHHM,
UX UMIAKT-(PaKTop).

9. Unble cBenenus, CBA3aHHbIE C pa3pabOTKOI METOIa.

III. enum u 3ama4un KIMHUYECKOM anpobanuu

10. JleranbHOE omMcaHue 1eJIeH U 3a/1a4 KIMHUYECKON arpoOaliuu.
IV. In3aiin kIuHU4YECKOoM anpodanun

11. Hayuynass 000CHOBaHHOCTh W JIOCTOBEPHOCTH TOJIYUCHHBIX Ha CTaJUHM DPa3pabOTKH MeETo/aa
JAHHBIX, BKJIFOYas JOKa3aTeNIbCTBA €ro 0€30MacHOCTH.

12. Onucanue qu3aitHa KITMHUYECKOH anmpoOaIuu J0HKHO BKIIOYATh!

12.1. Yka3aHue OCHOBHBIX U AOTMOJHUTENBHBIX (IPU HAJIHYWHU) UCCIEAYEMBIX TApaMeTPOB, KOTOPHIE
OyIyT OIIEHUBATHCS B XOJI€ KIIMHUYECKON arpoOaluu;

12.2. Onucanue qu3aiiHa KIMHUYECKON anpoOarun ¢ rpaduieckoil cxemMol (3Tamnsl U IpoLeaypsl, a
TaK)X€ CPOKHU U YCJIOBHSI UX TPOBEACHHUSI, HHOE);

12.3. Onucanne MeTosa, THCTPYKIMH 10 €70 MPOBEIECHUIO;

12.4. Oxunaemasi MpOJAOKUTEIHFHOCTh YUaCTUS TTAIIMEHTOB B KIIMHUYECKOW arpoOaliuu, OrnucaHme
MOCIIE0BATEIHHOCTH U MPOJIODKUTEIILHOCTH BCEX MEPUOI0B KIMHUYECKOW anpoOalny, BKII0Yas IEPUo.
MOCIIEAYIOLIEro HaOII0eHHS, €CIM TaKOBOM MPEIyCMOTPEH;

12.5. IlepeueHb  HaHHBIX, PETUCTPUPYEMBIX  HENOCPEACTBEHHO B  HMHIUBUAYaIbHOU
PETUCTPAIMOHHON KapTe KJIMHUYECKOW ampobanuu Metona (0e3 3amucu B MEIUIIMHCKON JTOKYMEHTAlUU
MalMeHTa) U paccMaTpUBaeMbIX B KadyecTBE IapaMeTpoB, yKa3aHHbIX B MyHKTe 12.1 Hacrosiero
MIPOTOKOJIa KIIMHUYECKON anpoOalinu.
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

V. O100p M HCKIIOYCHHE MAIMEHTOB, KOTOPBHIM OKAa3bIBACTCS MEIMLMHCKAs IOMOINb B paMKax
KJIIMHUYECKON anpodanuu

13. Kpurepuu BKIIOUECHHS TAIIIEHTOB.
14. Kputepuu HEBKIIOUEHUS MAILIUEHTOB.

15. Kpurepun MCKIIOYEHUS MAIMEHTOB M3 KIMHHYECKOW arnpodanuu (OCHOBAHHUS TPEKPAIICHUS
MIPUMEHEHHUS alpoOUPYyEeMOro METO1a).

VI. MeauiuHckasi ToOMOIIs B paMKax KIMHWYECKON anpoOaruu

16. Bun, popma 1 ycroBust OKa3aHUsI MEJULIMHCKOM TOMOIIIH.
17. IlepeueHb MEAUIIMHCKUX YCIYT (MEAULIMHCKUX BMELIATEIbCTB).

18. JlekapcTBEHHBIC IpermapaThl JJIsi MEIUIMHCKOTO NMPHUMEHEHHS, JO3MPOBKa, 4acTOTa IpPHEMa,
crocod BBEICHHUS, a TaKKE MPOJOJDKUTECIBHOCTh IPUEMa, BKIIOYAs IEPHOIBI  MOCIEAYIOMIETO
HaOJIIOIEHNUS;

HAaMMCHOBAHUA CIICHUAIM3NPOBAHHBLIX ITPOAYKTOB J1Ie4eOHOT0 I[MUTaHuA, 4aCToTa IpHucMa, 00beM
HCIOJIb3YCMOI'O TPOAYKTa J1e4eOHOTrO IIMTaHUA,

nepeveHb UCIOIb3YEMbIX OMOIOTHYECKIX MaTepPHaIoB;

HaMMEHOBAaHUS MEIMIUHCKUX U3/EIHH, B TOM YUCIIe UMIIAHTUPYEMbIX B OPIaHU3M YEJI0OBEKa;
WHOE.

VII. Ouenka 3¢ (heKTUBHOCTH METOAA

19. Ilepeuens nokasareneit 3pPeKTUBHOCTH.

20. IlepeueHb KpUTEPUEB JOMOJIHUTENHHON IIEHHOCTH.

21. MeTozpl ¥ CPOKH OLIEHKH, PETUCTPAINH, yIeTa ¥ aHAIN3a MToKa3aTese 3PPEeKTHBHOCTH.
VIII. Cratucruka

22. OmnucaHue CTAaTUCTUYECKHX METOJIOB, KOTOpBhIE TPEANojaraercs UCIOJb30BaTh Ha
MPOMEXKYTOUHBIX dTanax aHalu3a pe3ylbTaToOB KIMHUYECKON anmpoOalyy 1 Mpu ee OKOHYaHUHU. Y POBEHb
3HAYMMOCTHU MMPUMEHSEMBIX CTATHCTHYECKUX METOIOB.

23. TlnanupyeMoe 4YHUCIIO TMAIMEHTOB, KOTOPHIM OYyIeT OKa3aHa MEIHWIIMHCKAas MOMOINb B paMKax
KIIMHAYECKOW ampoOaiuu ¢ [eIbl0  JIoKa3aTenbHOW 3((EKTUBHOCTH ampoOMpyeMoro MeEToja.
O6ocHOBaHMe YHUCIia TAIIUEHTOB, BKIIIOYasi pacyeThl it 000CHOBAHUSI.
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

IX. O6bpem (prHAHCOBBIX 3aTpaT

24. Onucanue NpUMEHIEMOro MeTo/ja pacueTa 00bemMa (PUHAHCOBBIX 3aTparT.

25. IlpenBapuTenbHblil pacueT 00beMa (PMHAHCOBBIX 3aTPAT HAa OKAa3aHHWE MEAMLIMHCKONW MOMOIIH B
paMKax KJIMHAYECKOH arnpobanuu 1 manueHTy, KOTOPBIA BKIIIOYALT:

nepeyeHb MEIUIMHCKUX YCIYT (HAaMMEHOBAHUS U KPATHOCTh IPUMEHEHU );

NepeUeHb JICKAPCTBEHHBIX TMpEernapaToB I MEIUIMHCKOTO MpUMEHEHUs (HAaUMEHOBAHHUS U
KpaTHOCTh IPUMEHEHUS ), 3aperucTpupoBaHHbIX B Poccuiickoit deneparuu;

MEepPEUYCHb MCMOJIb3YyEMbIX MEAMIMHCKUX H3JIeJIUi, B TOM YHUCJI€ UMIUIAHTUPYEMBIX B OpPraHU3M
4eNoBeKa, 3aperucTpupoBaHHbix B Poccuiickoit denepanuu;

NepevyeHb  HUCMOJIB3YyeMbIX  OHMOJIOTHUECKMX  MaTepuasioB  (KpOBb,  Ipemaparbl  KpPOBH,
IeMOINOATUYECKHE KIETKH, JOHOPCKUE OPTaHbl U TKAHH);

BU/IbI JIEUEOHOTO MUTAHUS, BKIIIOYAs CIICIHMAIM3UPOBAHHBIC TPOIYKTHI JIEUEOHOTO MUTAHUS;
HHOE.
[Toanucek pykoBoauTens genepanbHON MEIUITUHCKON OpraHnu3aluu

JlaTa

M.IL
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