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3apeructpuposaHo B MuHtocte Poccum 27 maa 2022 r. N 68607

MWHUCTEPCTBO 34PABOOXPAHEHUA POCCUNCKOW GEAEPALIUM

MNPUKA3
ot 2 ¢peBpana 2022 r. N 46H

OB YTBEPXXEHUW NOJIOXKEHUA
OB OPTAHU3ALMU KNMHUYECKOM AMPOBALIMM METOA0B NPODUNAKTUKM,
AVUATHOCTUKW, NEYEHUA U PEABUIUTALIUM U OKA3AHUA MEAULUHCKOM
MOMOLLY B PAMKAX K/IMHUYECKOI ANPOBALIMW METOA,0B NMPODUNIAKTUKM,
AVUATHOCTUKM, NEYEHUA U PEABUIUTALIMM (B TOM YUCAE NOPAOKA
HAMPABJ/IEHWA NALMEHTOB A1 OKA3AHWUA TAKO MEAULIMHCKOM
NOMOLLM), TMMOBO ®OPMbl MPOTOKO/IA KNIMHUYECKOM ANPOBALIUM
METOZA0B NPO®PUNAKTUKM, ANATHOCTUKM, IEYEHUA U PEABUIUTALIUA

B cooTBeTCTBMM € YacTbio 5 ctatbu 36.1 PeaepanbHoOro 3akoHa ot 21 Hoabpsa 2011 r. N 323-P3 "06
OCHOBax OXpaHbl 340poBbA rpaxkgaH B Poccuiickont Pepepaumn"” (CobpaHue 3aKoHOAATENLCTBA
Poccuitckoit Pepgepauum, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159) npukasbiBato:

1. YTBEpPAUTD:

MNonoxkeHne 06 opraHn3auUMnM KAMHUYECKOW anpobauum metoaos nNpodUNakTUKKU, ANArHOCTUKK,
JIeYeHUA N peabunnTaunm M OKasaHMA MeAMUMHCKOM MOMOLLM B pPamMKax KAMHWUYECKOM anpobaumm
MeToA0B NPOPUNAKTUKN, ANATHOCTUKM, IEYEHUS U peabuantaumum (B TOM Yncie Nopsaaok HanpasaeHus
NauMeHTOB A1 OKa3aHMA TaKo MeANLMHCKOM NOMOLLLM) cOrnacHo npunoxenuto N 1;

TMNoBYIO GOPMY MPOTOKONA KAMHMYECKOM anpobauum meTonoB NPOOUNAKTUKK, AMArHOCTUKMU,
NevyeHma n peabunmTtaummn cornacHo npunoxenuto N 2.

2. MNpun3HaTb yTpaTUBLIMM cUNy NpuKas MUHUCTepPCTBA 34paBoOXpaHeHua Poccuitckon ®epepaumm
ot 10 mnona 2015 r. N 433H "O6 yTBepkaeHnn MNooxKeHna 06 opraHM3aLnmn KINHMYECKON anpobauum
MeToA0B NPODUNAKTUKM, ANATHOCTUKN, e4eHMA U peabuantaumm 1 oKasaHUa MeguUNUHCKOM MOMOLWM B
paMKax KAMHMYECKoN anpobauum metoLoB NPOPUNAKTUKM, AMATHOCTUKK, eyeHna n peabunutaumm (8
TOM yucne lMNopsaka HanpaBAeHUs NAUMEHTOB ANA OKa3aHMA TaKOW MeAMUMHCKON MOMOLLM), TUMOBOWM
$dopMbl MPOTOKONA KAMHUYECKOM anpobaumm meToaoB NPodUIaKTUKK, AUArHOCTUKK, NEYEHUA U
peabunutaummn” (3apernctpuposaH MuHuUcTepcTBom toctuummn Poccuinickoit ®egepaunm 30 nona 2015 .,
pernctpaunoHHbiii N 38264).

3. HactoAawmit npukas sctynaet B cuay ¢ 1 ceHTabpsa 2022 roga v aencreyet Ao 1 ceHtabpsa 2023
roga.

MuHucTp
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M.A.MYPALLKO

Mpunoxkenmne N 1

K npukasy MuHuctepcrsa
3/1paBOOXpaHeHnsA
Poccuiickoit depepauunm
ot 2 deBpansa 2022 r. N 46H

NOJIOXEHUE
OB OPTAHU3ALMU KNMHUYECKOM AMPOBALIMW METOA0B NPODUNAKTUKM,
AVUATHOCTUKW, NEYEHUA U PEABUIUTALIUM U OKA3AHWUA MEAOULUHCKOM
MOMOLLY B PAMKAX K/IMHUYECKOM ANPOBALIMW METOA,0B MPODUNIAKTUKM,
AVUATHOCTUKM, NEYEHUA U PEABUIUTALIMM (B TOM YUCAE NOPAOKA
HAMNPABJ/IEHWA NALMEHTOB /19 OKA3AHUA TAKOW MEAULIMHCKOM MOMOLLM)

1. Hactoswee [lono)eHue ycCTaHAaBAMBAET MNpaBMAa OPraHM3auuu KAMHUYECKOM anpobauuu
MeTOoA0B NPOPUNAKTUKN, AMATHOCTUKU, IEYEHUA N peabunmtaumm n okasaHua MeauLUnHCKOM NOMOLLN B
pamMKax KJIMHUYECKOM anpobaumm metogoB NPOoPUNAKTUKKU, ANArHOCTUKKU, NeYeHns n peabunmtaumm
(nanee - MNonoxeHue) B MEAULMHCKMX W WHbIX OPraHU3aLMsaX, OCYLLECTBAAIOWMUX MeAULMUHCKYIO
AeATeNbHOCTb, NOABEAOMCTBEHHbIX denepanbHbIM OpraHam MUCMONHUTENbHOM Bnactu (aanee -
depepanbHble MeAULNHCKUE OpraHu3aumnm).

2. KnnHnyeckaa anpobaums metoaoB NPoPUIaKTUKKU, AMATHOCTUKM, JIeYeHUAa U peabunutaumm
(manee - KNMHMYecKan anpobauus) npeacTaBaseT coboi NpakTMYeckoe NPpUMeHeHMe pa3paboTaHHbIX U
paHee He MPUMEHSBLUMXCA METOAO0B NPOPUNAKTUKKU, ANArHOCTUKWU, NEeYEHUs U peabuantaumm npwm
OKasaHUN MeAMLUMHCKOM MOMOLLM ANA NOATBEPKAEHMA A0KA3aTENbCTB UX 3PPEeKTUBHOCTM <1>,

<1> Yactb 1 ctatbu 36.1 PepepanbHoOro 3akoHa ot 21 Hoabpsa 2011 r. N 323-®3 "0O6 ocHoBax
OXpaHbl 340p0BbA rpaxaaH B Poccuiickont Pepepaunn” (CobpaHme 3akoHoAaTenbcTBa Poccuiickown
depepauum, 2011, N 48, cT. 6724) (nanee - PegepanbHblit 3aKoH N 323-03).

3. B uenax ucnonHeHunss GyHKUMIA MO OpraHU3auuMm KAMHWYECKOM anpobaumm u OKasaHuA
MEeAMLUMHCKOM MNOMOLWM B paMKax KAMHWYeckor anpobaumm MUHUCTEPCTBO 34pPaBOOXPAHEHUSA
Poccuitckon degepaumm co3gaer:

a) JKcnepTHbIN coBeT MUHUCTEPCTBA 34paBooOXpaHeHus Poccuitickoit degepaumm no Bonpocam
OpraHu3auum KAMHUYeCcKon anpobaunm <2> (aanee - JKCNEpPTHbIN COBET);
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<2> MNpukas MuHucTepcTBa 3apaBooxpaHeHns Poccninckon ®eaepaumm ot 10 nona 2015 r. N 434H
"O6 3kcnepTHom coBeTe MMUHUCTEpPCTBA 34paBoOXpaHeHUsas Poccuitckon degepaumm no Bonpocam
OpraHM3aumMmn KJAWMHUYECKOM anpobaumm MeToAoB MNPOPUNAKTUKK, AMATHOCTUKU, JIeYeHUA U
peabunutaumnmn” (3apernctpuposaH MuHUcTepcTBOM tocTuULMK Poccuiickolt ®epepaunm 27 uona 2015 .,
pernctpaumoHHbin N 38197) ¢ W3MEHEHMAMW, BHECEHHbIMM  MNpuKasom  MuHUCTepCTBa
3apaBooxpaHeHus Poccuiickon ®epepaummn ot 25 asrycta 2017 r. N 562H (3aperMctpmpoBaH
MuHucTepcTBoM tocTuumm Poccninickont ®eaepaumnn 11 ceHtabpa 2017 r., pernctpaumoHHbiin N 48138)
(nanee - npukas MuHsapasa Poccum N 434H).

6) ITnyecknini KomuteT MUHUCTEPCTBA 3A4pPaBoOOXpaHeHusa Poccuiickon deaepaumn <3> (panee -
ITUYECKUI KOMUTET).

<3> MNpukas MuHucTepcTBa 3apaBooxpaHeHns Poccninckon ®eaepaumm ot 10 nona 2015 r. N 435H
"O6 Idtmyeckom  KomuTeTe  MuHUCTEpPCTBA  34paBooxpaHeHusa  Poccuitckon  Pepepaumn’
(3apernctpupoBaH  MuHUcTepcTBOM  tOCcTUUMKM  Poccuiickon  Pepepauum 27 wwona 2015 .,
pernctpaumoHHbin N 38196) ¢ M3MEHEHMAMW, BHECEHHbIMM  MpuKasom  MuUHUCTEepCTBA
3apaBooxpaHeHus Poccuiickoit ®epgepauym ot 31 mapta 2017 r. N 1394 (3aperucTpmpoBaH
MuHucTepcTBOM tocTUUMmM Poccuinickon degepaunmn 20 anpena 2017 r., pernctpaumoHHbii N 46451)
(nanee - npukas MuHsapasa Poccum N 435H).

4. depepanbHaa MeAUMUMHCKAA OpraHM3aums, HaydyHaa uaM obpasoBaTesbHasa OpraHM3aums,
OCYLLECTB/AIOLWLANA AeATE/IbHOCTb B Chepe oXpaHbl 340P0BbA, ABAAOWAACA pa3paboTyMKOM NPOTOKONA
KAMHMYECKoM anpobauuun (ganee - Pa3paboTumk), B CPOK A0 1 mapTa TEKyLlero roga HanpasasfeT B
MuH3apaB Poccum nUcbMeHHOe 3asB/leHME Ha OyMa)KHOM HoOcCuTene U B 3/IEKTPOHHOM BUAE O
PacCMOTPEHMM NPOTOKOMA KAMHMYECKOW anpobauuun (oanee - 3asB/ieHMe), cogeprKallee cneayoume
cBeAeHus:

a) HaMmeHoBaHMe U agapec Pa3paboTunKa, KOHTaKTHaA MHbopmauusa o Paspabotunke (TenedoHsl,
afpec 3/IeKTPOHHOWM MoYTbI);

6) Ha3BaHWe NpeasaraemMoro AN KAMHMYECKOM anpobauum metoaa NPodUNaKTUKK, ANArHOCTUKN,
JleyeHuna n peabunuTtaumm;

B) UMCNO NAUMEHTOB, HEOBX0AMMOE ANA NPOBEAEHMA KNMHUYECKOW anpobauuu.
5. K 3aABneHMIO NpuaaraoTca cneayowme 4OKYMEHTbI:

a) NpPOTOKON KAMHUYECKOW anpobaumu mMeToaoB NPOPUNAKTUKM, ANATHOCTUKWU, NIeYEeHUs W
peabunuTtaumnm, TMnosas Gopma KOTOPOro ycTaHoBeHa NpuaokeHnem N 2 K HacToALLeMY NPUKa3sy;

6) MHAMBMAYyaNnbHas pernctpaumMoHHas KapTa HabnlogeHMA nauueHTa B pPamKax KAWMHWYECKOM
anpobauuu (aanee - UPK);

B) cornacve Ha onyb/MKOBaHME MPOTOKOJa KAMHMYECKOW anpobauuu Ha odpuumanbHOM caiTe
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MwuH3gpaBa Poccun B MHPOPMALMOHHO-TENEKOMMYHUKALUMOHHOW ceTn "WUHTepHeT" (manee - ceTb
"UnTepHeT").

6. OTBeTCTBEHHbIM 3a obecrneyeHWe pPACCMOTPEHUA IKCNEpPTHbIM COBETOM U  ITUYECKUM
KOMUTETOM MPOTOKO/IOB K/AMHMYECKON anpobauum M pPacCMOTPEHMs OT4YeTOoB 06 WCMONAHEHMM
MPOTOKONOB KAMHUYECKOM anpobaunm IKCnepTHbIM COBETOM Onpeaensercs genaptamMeHT MuH3apasa
Poccun B COOTBETCTBUM C €r0 KOMMEeTeHUMel (Aanee - OTBETCTBEHHbIN AenapTamMeHT). OTBETCTBEHHbIN
AenapTameHT B TeyeHue 5 paboumx AHEN CO AHA MNOCTYNNEHWUA 3aABNEHUA U NPUNAraembiXx K Hemy
[OKYMEHTOB NpoBepAeT WX Ha NpeameT COoOTBeTCTBMA TpeboBaHMAM HacToAwero [oNoXKeHMsa K
0bOPMNEHMIO 3aABNEHNA MU KOMMNNEKTHOCTU NPUIAraembix K HEeMy JOKYMEHTOB M B C/y4ae:

a) COOTBETCTBUA 3aABNEHUA M KOMMNEKTHOCTM NpUnaraeMbiX K HEMY [JOKYMEHTOB TpeboBaHMAM
HacToAwero MNonoxeHnsa HanpaBAseT B TeYeHne 2 paboumx AHelr NPOTOKON KAMHUYECKoM anpobaunm Ha
paccCMOTpeHME B DTUYECKUI KomuTeT M B dpeaepanbHOe rocyaapCTBEHHOe 6oaKeTHOe yyperkaeHue,
HaxoadAweeca B BegeHUMM MuH3gpasa Poccum (manee - sKcnepTHas opraHM3aums), ana nposeneHus
9KCNEepPTHOM OUEHKN NMPOTOKOMA KAMHUYECKOM anpobaunm 1 NoAroToBKU 3aKAOYEHMA MO pesy/bTaTam
3KCNEepPTHOM OLLEHKM MPOTOKO1a KAMHUYECKOM anpobauunu;

6) HecooTBeTCTBMA 3asBAEHUS U (MIM) KOMMNNEKTHOCTU MPUAAraembiX K HEMy [AOKYMEHTOB
TpeboBaHMAM HacToAwero [lonoxeHua wu (Man) HenpeacTaBNEHUA OAHOTO WAM  HECKONIbKUX
AOKYMEHTOB, YKas3aHHbIX B MNyHKTe 5 Hactoawero [onoxeHusa, ysegomnsetr PaspaboTtunka B
NMMCbMEHHOM U B 3/1EKTPOHHOM BUAE 06 OTKIOHEHUM 3aABNEHUS U NPUIAraemMbiX K HEMy AOKYMEHTOB OT
AanbHeMnWero pacCMOTPEeHMA C yKa3aHWMeM CPoKa npeacrasneHnsa B MuHsapas Poccumn gopaboTaHHbIX
3aABNEHMA U NPUNATaEMbIX K HEMY JOKYMEHTOB.

7. MakcumanbHbIM CPOK npeacTtaBneHua Paspabotunkom B MuH3gpas Poccum aopaboTaHHbIX
3asB/IEHMA U NpUAaraemMblx K Hemy AOKyMeHToB - 10 paboumnx gHel co AHA nosydeHns Paszpabotunkom
YBEOMNIEHMA, YKa3aHHOro B noAnyHKTe "6" nyHKTa 6 HacTtoawero MosnoxKeHus.

8. B cnyyae HenpeacTasieHusa Paspabotumkom B MuH3apas Poccun HeaooCTaloWmx AOKYMEHTOB
(oQHOrOo MAM HECKONbKMX), YKasaHHbIX B MyHKTe 5 HacToauwero MonosxKeHus, uam AopaboTaHHbIX
3as1B/IEHMA M NMPUNAraembiX K HEMY JOKYMEHTOB, OTBETCTBEHHbIN AeMNapTaMeHT B TeYeHNe ABYX paboumx
AHEeMN COo AHA UCTEYEHUA CPOKa, YKa3aHHOro B NyHKTe "6" nyHKTa 6 HacToAlero MNonoXKeHus, HanpaBaseT
Pa3paboTunKky yBegomneHue o6 oTKase B paCCMOTPEHNM 3asB/EHUA.

9. DKCnepTHaA oOUEHKa MPOTOKO/A KAMHMYECKOW anpobaumu, MNOArOTOBKA 3aK/IOYEHUA Mo
pe3ynbTaTaM 3KCMEPTHON OLEHKM MPOTOKONA KAMHWYECKoM anpobauuyM M HanpasBieHWe ero B
MwuH3gpas Poccum ocylecTBAAKOTCS 3KCMEPTHOM OpraHM3aLmel B CPOK, He npesbiwatowmii 15 pabounx
AHEelN Co AHSA NOCTYNJIEHUA NPOTOKOA KIMHNYECKOM anpobalummn B SKCNEPTHYHO OpraHU3aumio.

Mpu NpoBefeHUN IKCMEPTHOM OLLEHKU NPOTOKONA KAMHUYECKOM anpobauum ocyLecTBAAETCA ero
NPoBEpPKa Ha NpeaMerT:

a) HanMuuA [aHHbIX O Hay4yHOMW OBOCHOBAHHOCTM M AOCTOBEPHOCTU MOJIYYEHHbIX HA CTaauu
pa3paboTkn meToda NPOPUNAKTUKM, AMArHOCTUKM, NedYeHus U peabunutaumm AOaHHbIX, BKAKOYas
OKa3aTeIbCTBa KANHUYECKON 3DPEKTMBHOCTU M Be3onacHOCTM meToda NPOdUIaKTUKU, AMArHOCTUKM,
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JleyeHuna n peabunuTtaumm;

6) HanMuMA rocydapCTBEHHOM PEerncTpauum JIEKapCTBEHHbIX MNpenapatoB Ans MeAULUHCKOro
NPUMeHeHUs (Oanee - NeKapCcTBEHHble Npenapatbl), MeAULMHCKUX U3AENUA U CrneuMannu3vpoBaHHbIX
NPOAYKTOB Ne4ebHOro nUTaHusA, MPUMEHEHME KOTOPbIX NPeayCMOTPEHO MNPOTOKONOM KIMHUYECKOMW
anpobauunu;

B) COOTBETCTBMA HAMMEHOBAHMA JNEKAapCTBEHHOro npenapaTa, YKasaHHOroO B MPOTOKONe
KAMHUYECKOM anpobauuun, MexAyHapogHOMY HEMNaTeHTOBAaHHOMY MWAW  TPYNNUPOBOYHOMY, UM
XMMUYECKOMY HAaMMEHOBAHWIO NIEKAapCTBEHHOrO MpenapaTta, a B CAy4yasX MX OTCYTCTBMA - TOProBomMy
HaMMEHOBAHWIO NEKAPCTBEHHOTO NpPenapaTa;

) COOTBETCTBMA NOKa3aHUN K NPUMEHEHUIO U NPOTUBOMNOKa3aHUI, cnocoboB NPUMEHEHNA U 103
JIeKapCTBEHHbIX MPEnapaToB, MPUMEHEHME KOTOPbIX NPeayCMOTPEHO MPOTOKOIOM K/JANMHUYECKOM
anpobaunm, MHCTPYKLMK MO NPUMEHEHUIO NeKapPCTBEHHOMO Npenapara;

[) COOTBETCTBMA NOKa3aHUN K NPUMEHEHUIO M NPOTUBOMNOKA3aHUI, GYHKLMOHA/IbHOTO Ha3HaYeHUs
N XapaKTepPUCTUK (CBOWMCTB) MEAMUMHCKUX W3AeNUi, MNPUMEHEHUE KOTOPbIX MNPeAyCMOTPEHO
NPOTOKO/IOM K/AMHMYECKON anpobauun, TeXHUYECKONn W (MAM) 3KChAyaTauMOHHOM AOKyMeHTauuu
npoussoguTens (M3rotosutens);

€) OoueHKM SPPeKkTMBHOCTM UM  6e30MacHOCTM MPUMEHSIEMOro  peXuma  [A03MpPOoBaHMUA
NIeKapCTBEHHOro npenapata W (MauM) cnocoba nNPUMEHEHUA MEeAMUMHCKOTO  u3genva npwu
cooTBeTcTBYytOWEM 3aboseBaHMM B NpeACTaBAEHHbIX KAMHUYECKUX WMCCNeAO0BAHUAX JIEKAapPCTBEHHbIX
npenapaTtos v (M1M) MeANLUMHCKUX U3LAENNIA, @ TaKXKe CCbIZIOK B BeAYLLMX OTEYECTBEHHbIX U 3apyDesKHbIX
PeLeH3NpPYyEeMbIX Hay4YHbIX }KYPHanax U U3gaHuax Npyu NpUMMeHeHUM NeKapCTBEHHbIX NPEenapaTos U (uan)
MEANUMHCKUX W34EeNUNA, 3aperncTPUpoBaHHbIX B COOTBETCTBMM C [lpaBuMnamu perucrpauum U
9KCNEepTU3bl IEKAPCTBEHHbIX CPEACTB ANA MEAMUMHCKOTO NMPUMEHEHUs, YTBEPKAEHHbIMU PeleHvem
CoBeTa EBpa3suniickoli 3KOHOMMYECKOW Komuccum oT 3 Hosbpa 2016 r. N 78 <4> (panee - MNpasuna
PErucTpauum 1 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB A1 MEeAULMHCKOro NpumeHeHus) u Mpasunamu
rocy4apCTBEHHOW  PEerucTpauum  MeaMUMHCKUMX — U3L4eNWNiN,  YTBEPXKAEHHbIMM  MOCTAaHOBAEHUEM
MpasuTenbctea Poccuitickoi Pepepauum ot 27 pekabpsa 2012 r. N 1416 <5> (panee - Mpasuna
rocy4apcTBEHHON perucrpaumm MeauuMHCKUX msgenuin) B Poccuiickort depepaummn, no napameTtpam
NPUMEHEHWNS, HE YKa3aHHbIM B WHCTPYKUMAX MO MEAULMHCKOMY NPUMEHEHUS JIEKAPCTBEHHOro
npenaparta, MHCTPYKUMAX MO MPUMEHEHUIO U (MKM) PYKOBOACTBE MO 3KCM/yaTauuu MeAMUMHCKUX
nsaenni;

<4> OduumanbHbii  caT EBpPasMICKOro 3KOHOMUYECKOoro cotwsa (manee - EA3CQ)
http://www.eaeunion.org/, 21 Hosbpa 2016 r. ¢ U3MeHeHUAMM, BHeceHHbIMW PelweHmamun CoseTta
EBpa3sniickoli 3KOHOMMYECKOM Komuccuu oT 14 uwoHa 2018 r. N 55 (oduumanbHbi cant EAIC
http://www.eaeunion.org/, 20 niona 2018 r.), ot 30 axuBapsa 2020 r. N 9 (opuumanbHbii cant EAIC
http://www.eaeunion.org/, 21 ¢espana 2020 r.), oT 23 aekabpa 2020 r. N 128 (oduumanbHbIN canTt
EASC http://www.eaeunion.org/, 31 aekabpa 2020 r.), ot 5 mapta 2021 r. N 14 (oduMumManbHbIN canTt
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EASC http://www.eaeunion.org/, 6 anpena 2021 r.), ot 23 anpena 2021 r. N 34 (opuumanbHbiA canTt
EASC http://www.eaeunion.org/, 17 mas 2021 r.).

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickon degepaumm, 2013, N 1, ct. 14; 2020, N 49, cT. 7897.

) KOPPEKTHOCTU OMUCAHUA UCNONb3YEMbIX B PaMKax KIMHMYECKOM anpobauym COOTBETCTBYHOLMNX
nokasatenen apPeKTUBHOCTM MeToAa NPOPUNAKTUKM, UATHOCTUKM, NedeHna n peabunntauymm;

3) Haanuma uHdbopmauMm 0 MeToae NPOOUIAKTUKU, ANArHOCTUKK, NIeYeHMAa U peabunutaumm,
NPUMEHAIOWEMCA B K/JMHUYECKOW NPaKTUKe, NPeasoKEHHOM AN CPaBHUTE/IbHOrO aHanavM3a B
NPOTOKO/1e KNNHMYECKOWN anpobauuu;

1) HaZMUYMA OMUCAHMA CTAaTUCTUYECKUX METOL0B, UCNO/b3YEeMbIX C LLe/Ibi0 aHa/n3a pesynbTaToB
KAMHMYeckon anpobaumu, a TakKe OOOCHOBAHHOCTM pacyeTa 4YMcna NALMEHTOB, Y4YacTBYHOLMX B
KAWMHMYecKon anpobaumm;

K) 060CHOBaHHOCTK onucaHusA ob6bema GUHAHCOBBIX 3aTPaT Ha OKa3aHMe MeAULIMHCKOM NOMOLM B
pamKax KIMHUYeCcKoM anpobaumu.

10. MpoToKoNbl KANHMYECKOWN anpobaunmn B TeyeHne 15 paboumx gHeN co AHA MX MNOCTYNEHUA 13
MwuH3gpaBa Poccnmn paccmaTpuBatoTcs Ha 3acefaHnn ITUYECKOro KOMUTETA M MO KaXKAoMy NMPOTOKOY
KAWHMYEeCKoM anpobauum B COOTBETCTBMM C [lOpAAKOM BblHECEHMA ITUYECKMM KOMUTETOM
MuHUCcTepcTBa 3a4paBooxpaHeHnsa Poccuiickon ®epepaunn 3aknoveHma 06 aTmyecko 060CHOBAHHOCTH
nmbo o6 3TMyecko HeoHBOCHOBAHHOCTM BO3MOMKHOCTM MPUMEHEHMA MeTo40B NPOPUNAKTUKM,
ANArHOCTUKK, NeYeHna u peabunntaumm npm okasaHMM MeAULMHCKOM MOMOLLM B PAMKax KIMHUYECKOM
anpobaunu, yTBepKaeHHbIM npukazom MuHsgpasa Poccun N 435H, ITUYECKUIA KOMUTET BbIHOCUT OA4HO
N3 cneayoLnX 3aKIH0UYEHUN:

a) o6 3TMyecko OOOCHOBAHHOCTM BO3MOMKHOCTU MPUMEHEHUA, YKa3aHHOrO B MNPOTOKOJe
KNMHUYecko anpobauum metoaa npPoOUNAKTUKK, AMATHOCTUKM, JIeYEeHUA U peabuautaumm npwm
OKa3aHUM MeAMLMHCKOM NMOMOLLM B pamMKax KAMHMYECKOM anpobaumm u o corliacoBaHMM MPOTOKO/A
KAWMHMYecKon anpobaumm;

6) 06 3TMyecKol HEOHBOCHOBAHHOCTM BO3MOMKHOCTM MPUMEHEHMA, YKAa3aHHOrO B MNPOTOKOJe
KNMHUYeckoM anpobauum metoaa npPodUNAKTUKK, AMATHOCTUKM, JIeYEeHUA U peabuautaumm npwm
OKa3aHUW MeANLMHCKON NOMOLM B PaMKax KAMHMYECKoM anpobaummn n 0 HecornacoBaHMmM NPOTOKO/A
KAnMHMYeckor anpobaumnu.

3aKkNlo4YeHMn, yKasaHHble B noAnyHKTax "a" u "6" HacTtoswero nyHKTa, ITUYECKUIA KoMUTET
HanpaB/AEeT B OTBETCTBEHHbIN AeNapTaMeHT.

nn

11. B cnyyae BbIHECEHUA DTUHECKMM KOMUTETOM 3aKNHOUYEHMSA, YKAa3aHHOMO B NoAnyHKTe "a" nyHKTa
10 HacToAwero MNMonoxeHnsA, OTBETCTBEHHbIM AenapTaMeHT B TeyeHue AByx paboumx gHel Hanpasnset
COTNACOBAHHbLIA ITUYECKMM KOMWUTETOM MNPOTOKON KAMHMYECKOM anpobaumm u 3aka4veHue no
pe3ynbTaTaM 3KCNePTHOM OLEHKN NPOTOKOA KAMHUYeCcKon anpobaLmm B IKCNepTHbIN COBET.
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12. DKCNepTHbIM COBET B TedeHMe 15 paboumnx gHen co AHA NONYYEHMA COrNacoBaHHOIO ITUYECKMM
KOMUTETOM MPOTOKONA K/IMHUYECKOW anpobaumm M 3akUYEHUA NO pe3ynbTaTaM 3KCNepTHOM OUEHKM
NPOTOKOMA K/IMHMYECKOM anpobauum NpuHMMaeT 04HO U3 CeAyIoWMX PeLeHni:

a) AaeT paspelleHMe Ha OKasaHWe MeAMUMHCKON MOMOLLM B PamKax KIMHMYECKOW anpobauum,
BK/IlOYalOLLEE OMpeaeneHne Yncia naumMeHTOoB, KOTOpbiIM OyaeT OKasaHa MegMUMHCKas MoMollb B
paMKax KAMHMYECKOM anpobaumm no Kaxkaomy MeToay NPOPUNAKTUKKM, AMArHOCTUKMU, NIeYEeHUsa U
peabunutauuu;

6) OTKasbiBaeT B paspeleHMM Ha OKasaHWe MeOULMHCKOW MOMOLM B PaMKax KAMHUYECKOM
anpobaunu.

13. B cnyvyae nNpuHATUA pelleHUA, YKasaHHoro B noAnyHKTe "a" nyHKTa 12 HacrosAuwero
MonoxeHns, IKCNEepPTHLIN COBET:

a) onpeaenseT CPOKM NPOBEAEHUA KIMHUYECKOW anpobauuu;

6) npoBOAMT OLEHKY GMHAHCOBbIX 3aTpaT Ha OKasaHWe MeAMLMHCKOM MOMOLLM MO NPOTOKONY
KAWMHMYecKon anpobaumm;

B) OpraHuM3yeT pasmelleHMe MNPOTOKONA KAMHMYEecKon anpobaumm Ha oduumanbHOM calTe
MwuH3gpasa Poccum B cetn "UHTepHeT".

NHdopmaumna, ykasaHHaa B noanyHKTax "a" - "B" HacTosiwero nyHKTa, HanpaBaseTcs IKCNepTHbIM
COBETOM B OTBETCTBEHHbIN AeMNapTaMeHT.

14. depepanbHaa MeaANLMHCKAA OpraHn3aLma, }KenarLwan y4acTBoBaTb B OKa3aHUN MeANLMHCKOM
NMOMOLIM B PamMKax KAMHMYecKon anpobaumu, B TedeHue 10 paboumx AHeEl €O AHA pasMelleHuA
NPOTOKO/MAa KAMHUYECKOM anpobauum Ha oduumanbHom caiite MuHsgpasa Poccum B cetn "UHTepHeT"
HanpasnaeT B MuH3gpaB Poccun nucbMeHHoOe 3aABAeHME Ha BYMa)KHOM HOCUTEsle U B 3/IEKTPOHHOM
Buae 06 yyacTum B OKasaHUM MEAMLMHCKOM MOMOLLUM B paMKax KAMHMYECKOW anpobauuu, KoTopoe
nognucbiBaetTca  pykosBoauTenem  deaepanbHOM  MeAUUMHCKOW — opraHuMsaumm  (AnMuom,  ero
3ameLatoWwmm) 1 3aBepseTcs nevyaTbio dpeaepasbHON MeULMHCKOW opraHM3aumn (aanee - 3aaBneHue
06 yyacTumn B KNIMHUYECKoM anpobaumm).

15. 3asBneHue 06 y4acTUM B KAMHMYECKOM anpobauuu coaepXuT cneaylolme CBeAeHUs O
denepanbHON MeAULNHCKOM OpraHM3aLnm:

a) HaumeHoBaHWe desepanbHON MeAULNHCKOM OpraHM3aLUum;

6) HaMmeHoBaHWe MeToAa NPOPUNAKTUKM, ANATHOCTUKN, NEYEHUS U peabunmTaumnm, yKasaHHoro B
NPOTOKO/1e KNNHMYECKOWN anpobauuu;

B) Ha/iMuMe B COOTBETCTBMM C y4ypeauTe/NbHbIMW [AOKYMEHTaMW MpaBa Ha OCYLLECTB/EeHUe
MeAMULMHCKON [eATeNbHOCTU, Hay4dHOW (Hay4yHO-UcCNeAoBaTeNbCKOW) AeATeNbHOCTM WM MpaBa Ha
npoBeAeHNe KAUHUYECKUX WCCNeAO0BaHUIN NIeKapCTBEHHbIX MPEnapaTtos, KAWMHUYECKUX WCMbITaHUM

www.consultant.ru OO00O00O00O0000 8 OO 24

HafeXxHaa npaBoBas noaaep)XkKa



Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H
"06 yTBepKaeHUU MonoKeHUs 06 oOpraHN3aLUN KNMHUYECKOW anpobalmm metTon08s
npoowm...

JokymeHT npepocTtasneH KoHcynbTaHTIAOC
[Jata coxpaHeHua: 25.08.2022

MeANLMHCKUX U30EeNUN;

) HaAnuYMe CTPYKTYPHbIX NoapasaeneHunin, koedHoro GoHAa, BKAOYAA OTAENeHMA peaHMmauum 1
WHTEHCMBHOW Tepanuu, obecneymsBaloWMx OKasaHWe MeAULMHCKOM MOMOLLM MO COOTBETCTBYIOLINM
npodunam ¢ y4eTom BUA0B, YCI0BUIA 1 GOPM OKa3aHUA MEAULIMHCKOM NOMOLLM;

A)  YKOMMJIEKTOBAHHOCTb  MEAMLUMHCKMMM  pPabOTHMKAMM  CTPYKTYPHbIX  noapasaeneHuni
denepanbHON MeaMUNHCKOM opraHmnsauum, obecneymBaoLlMX OKazaHMe MeaNLMHCKON NOMOLLY;

€) [ona  Bpayen-cneumanncToB, MMERLWMX KBaAMPUKALUMOHHbIE KaTeropuu, oT obuwen
YMCNEeHHOCTU Bpayel deaepasbHON MeAULIMHCKOM OpraHn3aLum;

) O0NA COTPYAHMKOB C BbICLUMM MeAMLMHCKMM 06pa3oBaHMEM, MMELWMX YUYEHYH CTeneHb
KaHAMAATOB W/UNM  [AOKTOPOB HayK, M3 06Wwero 4ymcna MeAMLMHCKMX PaboTHUKOB C  BbICLLIMM
MeaNLMHCKMM 0bpa3oBaHMEM;

3) NoKasaTtenb UHAeKca Xuplua peaepanbHON MeANLMHCKON opraHu3aumm;

M) CyMMapHbIli NoKasaTe/lb UMNaKT-GaKkTopa PeLeH3MPYEMbIX HayYHbIX KYPHAN0B U U34aHUN, B
TOM 4uMc/ie 3apybexKHbIX, B KOTOPbIX onyb/IMKOBaHbI pe3y/bTaTbl HAaYYHbIX UCCAen0BaHM deaepasibHOM
MeAULMHCKOM OpraHu3auunu;

K) Ha/iMumMe onbiTa B peannsaummn AonoNAHUTENbHbIX NPOdPEeCcCMOHabHbIX Nporpamm (Nporpammel
NOBbILEHMA KBAaIMPUKaALMK, NPOrpamMmmbl NPOodeccMoHaNnbHOM NEPENOAroTOBKM), B TOM YMC/E B pamMKax
ceTeBoi GpopMmbl peanmsaumm obpasoBaTe/ibHbIX MPOrpamm;

N) Ha/AMyme onbiTa B3aMMOAEMNCTBMA C  WMHOCTPAHHBIMW  HAYYHbIMU U MEAULUHCKMMU
OpPraHM3auMsaMM B PaMKax MeXAYHapoAHOro COTPYAHWYECTBA WM yyacTMe B MeXAYHapOAOHbIX
KAMHUYECKUX NCCNea0BaHUAX (MCNbITaHMAX) U (MAK) HAYYHbIX NPOrPaMMaX;

M) yyacTve B peasiM3aummn nporpaMmm OAHON MM HECKOJIbKMX HAy4YHbIX NA1aTopM, onpeseneHHbIX
B COOTBETCTBUM C pacnopsakeHuem lMpasutenbctsa Poccuiickot ®eaepaummn ot 28 aekabpa 2012 r. N
2580-p <6>.

<6> CobpaHue 3aKoHoaaTenbcTBa Poccuiickon degepaumm, 2013, N 2, ct. 111.

16. K 3asaBneHnto o6 yyacTUM B KAMHMYECKOW anpobaumn npuaaratotca KOnuu caeayrouimx
AOKYMEHTOB:

a) yctaB ¢penepanbHOM MeAULIMHCKOM OpraHu3auuu;
6) NMueH3naA(1) Ha MeaUUNHCKYO AeaTeNbHOCTb deaepanbHON MeANLMHCKON opraHu3aumm;

B) CTPYKTypa M WITAaTHOE pacnucaHue deaepanbHON MeAULUHCKON opraHmu3aumu.
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17. OTBETCTBEHHbIM AenapTaMeHT B TeyeHMe 5 paboumx pgHel co AHS NOCTyn/ieHUs U3
denepanbHON MEANUMHCKON OpraHM3auuM 3adaB/IEHUA 00 y4acTUM B KJAMHMYECKOW anpobauumn u
npuaaraembix K HeEMy [OOKYMEHTOB MNpOBepsAeT MX Ha NpeamMeT KOMMIEKTHOCTM U COOTBETCTBUA
TpeboBaHMAM HacToALlero MNonoXKeHUs 1 B ciydasx:

a) COOTBETCTBMA 3anaBiAeHMA 06 ydyacTUM B KAMHMYECKOW anpobaumu M npuaaraembix K Hemy
[OKYMeHTOB TpeboBaHUAM HacToAwero MonoxeHna HanpasaseT 3aasiaeHne 06 y4acTUn B KIMHUYECKON
anpobauumm 1 npunaraemble K Hemy AOKYMEHTbI Ha PacCMOTPEHME B IKCNEPTHbIN COBET;

6) HecooTBeTCTBUA 3aABNEHUA 00 y4acTUW B KAMHMYECKOM anpobaumm u (Mam) npunaraembix K
HeMy [AOKyMeHTOB TpeboBaHMAM HacToAwero lMonoxKeHus u (MaM) HenpeacTaBieHUA OLHOro UM
HECKO/NIbKMX AOKYMEHTOB, YKa3aHHbIX B NyHKTe 16 HacTosAwero NonoxeHus, ysegomnseTt denepanbHyto
MeAMULMHCKYIO OpraHuM3aumio B MUCbMEHHOM U 3/IEKTPOHHOM BuAae 00 OTK/JIOHEeHUW 3anaBneHus ob
y4aCTUM B KAMHMYECKOW anpobaumm W npunaraembiXx K HemMy [OKYMEHTOB OT Ja/ibHenLwero
PAacCMOTPEHUA C YKa3aHWeM CpoKa MpeacTaBneHnAa p[opaboTaHHbIX 3asaBneHuMA o6 yyactum B
KAMHUYECKoM anpobaumm 1 (M1r) npunaraembixX K HEMY JOKYMEHTOB.

18. MaKcumanbHbIA CPOK npeacTaBneHua degepasbHOM MeAMUMHCKOM oOpraHusaumen B
Mwun3gpaB Poccun popaboTaHHOro 3asaBnieHMA 06 yyacTUM B KAMHMYEcKoW anpobauum u (nnu)
npuiaraembix K Hemy AOKymeHToB - 10 pabounx aHel co gHA noaydyeHunsa deaepasibHON MeANLMHCKON
opraHuMsauuen ysegomMaeHus, yKasaHHOro B nognyHkTte "6" nyHkTa 17 HacToswero MonoxeHus.

19. B cnyyae HenpeacrasaeHua dpegepanbHoOM MeaMuUMHCKOM opraHusauuvei B MunnHsapas Poccum
HeAOCTaloWUX AOKYMEHTOB (OAHOTO MM HECKOJIbKMX), YKa3aHHbIX B NyHKTe 16 HacToALwero MosoxKeHus,
nnn popaboTaHHbIX 3asBNeHMA 06 y4acTUM B KAMHUYECKOM anpobauuun u (Mam) npunaraembix K HEmy
AOKYMEHTOB B MaKCMMa/bHbIN CPOK, YKa3aHHbIM B NyHKTe 18 HacTosAwuero Mo/oKeHna, OTBETCTBEHHbIN
AenapTameHT yBegomaaeT dpeaepanbHyo MeAULMHCKYO OPraHn3aLmio B MTMCbMEHHOM U 31€KTPOHHOM
BMAe 06 0TKase B pacCMOTPEHUM 3asABNAEHUA 06 y4acTUmn B KAMHMYECKOM anpobaumu.

20. 3asBneHMe 06 y4yacTUM B KAMHMYECKOW anpobaumm paccmaTpuBaeTcs Ha 3acedaHum
dKcnepTHOro coeeTa B TeyeHume 10 paboumx gHel co AHA ero noctynaeHms us MuHsgpasa Poccun.

21. JKcnepTHbIX COBET Ha OCHOBAaHWM KpuTepueB oTbopa deaepanbHbiX MeAUUMHCKUX
OpraHM3aumii, ycTaHoBNeHHbIX MpaBuTenbcTBom Poccuiickoit deaepaumn (aanee - Kputepun otbopa)
<7>, B cooTBeTCTBUMU C [lopAaKOM BblHECEHUA DKCNepTHbIM coBeTOM MUHUCTEPCTBA 34PaBOOXPAHEHUA
Poccuiickon ®eaepaummn 3aKA04EHMIN NO BOMPOCAM OPraHn3auMm oKasaHua MeaULMHCKON NMoMOoLM B
pamMKax KJAMHWYECKOM anpobaumnm metoaos NPOOUNAKTUKU, ANATHOCTUKKU, NIeYeHUs U peabuamtaumm,
YTBEPXKAEHHbIM MpuKazom MwuHsgpasa Poccum N 434H, onpegensetr deaepasibHble MeANLUHCKUE
OpraHuM3auumn, y4acTBYHOLLME B OKa3aHUM MeAMLMHCKOM NMOMOLLM B PamMKax KJMHUYECKOW anpobauun, u
NPUHMMAET O4HO U3 pPeLleHWN:

<7> NMocTtaHoBneHue [lpasutenbctsa Poccuitickon Pepepaummn ot 9 uiona 2015 r. N 691 "O6
YTBEPKAEHUU KpUTEPUEB OTOOPA MEANLMHCKUX OPraHU3aLmnii, y4acTBYHOLMX B OKa3aHUN MeANLMHCKOM
NOMOLLM B pPaMKax KAMHUYECKOM anpobauum MeToAoB NPOOUNAKTUKWU, AMATHOCTUKMK, JIeYEHUS U
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peabunutaummn" (CobpaHue 3akoHogaTenbcTBa Poccuiickont ®epepaumm, 2015, N 29, c1. 4493; 2019, N
27, ct. 3575).

a) 0 cooTBeTCTBUN deaepanbHOM MeaULMHCKON OpraHM3aLmm Kputepmuam otbopa;
6) o HecooTBeTCTBMM deaepanbHOM MeANUMHCKOM OpraHM3aLmMmn Kputepmusam otbopa.

22. DKCMEpPTHbIA coBeT B TeyeHne 5 paboumx AHel co AHA NMPUHATUA PELLUEHUM, YKa3aHHbIX B
nyHkTe 21 HacTosiwero lMNosoxeHusa, HanpasaseT B MuHsapas Poccuun nHpopmaumo o deaepasibHbIX
MeANLMHCKMX OPraHn3aumax, y4acTBYOLWMX B OKa3aHUN MeANLMHCKON NOMOLLM B PaMKaxX KNTMHUYECKOM
anpobaunmn No KaxkAoMy NPOTOKONY KNIMHUYECKON anpobauyumu.

23. CpoK NpoBeAeHUA KANHMYECKOM anpobaunm MoKeT BbiTb USMEHEH (YBENUYEH NN YMEHbLLIEH)
No peLeHnto IKCNEePTHOro coBeTa, NMPUHATOMY Ha OCHOBAHWM NMUCbMEHHOTO 3asaBNEHUS PYKOBOAUTENS
denepanbHON MeAULMHCKOM OpraHM3aLunun, cofepKalero obocHoBaHNME HeobXO0AMMOCTU U3MEHEHUSA
CpOKa.

24. PykoBoguTtens ¢enepanbHON MeAMUMHCKOM OpraHM3auumM Ha3HayaeT OTBETCTBEHHbIX
NCNOJIHUTE/IEN NMPOTOKO/1a KNMHUYECKOM anpobaunm 13 yncaa paboTHMKOB dpeaepanbHOM MeaNLMHCKON
opraHusauuu.

25. B cnyyae BO3HMKHOBEHMA MPU OKasaHUM MEAMUMHCKOM MOMOLLM B pPaMKax KIMHUYECKOW
anpobauum HenpeaBUAEHHbIX W/UAM  HEKenaTeNbHbIX ABAEHWUWA pyKoBoauTenb depepanbHoi
MeANLMHCKON oOpraHMsaumm o06s3aH MNPUOCTaHOBUTb MNPOBEAEHUE K/IMHMYECKOM anpobauum wu
HesameaMTeNbHO npouHbopmMupoBaTb 06 3TOM IKcnepTHbIM coBeT, PaspabotuMka n MuH3apas
Poccun.

MwuH3gpaB Poccun HesamepanTenbHO MHGOPMUpPYET pykoBoauTenen deaepanbHbix MeAULMHCKMX
OpraHuM3auuii, y4acTBYHOLMX B OKa3aHUN MeANLMHCKON MOMOLLM B pamMKax K/IMHUYECKOM anpobaunu, o
BO3HWMKHOBEHUWN HENpPeaBUAEHHbIX U (MNK) HeKenaTeNbHbIX ABNAEHWUA MPU OKA3aHUU MEAMUMHCKOM
NMOMOLWM B pPaMKax KAWHUYECKOW anpobaumn. PykoBoguTenun denepanbHbiX MeLULMHCKUX
OpraHuM3auuii, y4acTBYHOLWMX B OKa3aHUN MEAULIMHCKOM MOMOLLM B PamMKax KAMHUYECKon anpobauuu,
npu noctynaeHnn ot MuH3gpaBa Poccmm ykasaHHOM mMHPopmaumm 06A3aHbl TaKkkKe NPUOCTAHOBUTL
nposegeHne KANHUYECKoN anpobaumu.

26. DKCMEpPTHbIA COBET B TeYyeHWe Tpex paboumx AHEN CO AHA noaydyeHus oT deaepasibHOM
MeANLMHCKOMN opraHusaumm nHdopmauym o NPUOCTaHOBIEHNM NPOBEAEHUA KAMHUYECKOM anpobaunu
B CBA3M C BO3HWKHOBEHMEM HenpeaBUAEHHbIX U (MAK) HeXKenaTenbHbIX SABNAEHUM MPU OKasaHuuU
MEAMLMHCKOA MOMOLM B pPaMKax KAWMHMYECKOW anpobaumm B deaepasibHON MeAULIMHCKOM
OpraHuM3auum NMPUHMMAET PELleHME O AOCPOYHOM MPEKPaLLeHUN KAMHUYECKoM anpobauuu B ciyyae,
€C/IM OKasaHue MeANLMHCKON NMOMOLLM B PaMKax KIMHMUYECKOMN anpobaumn npeactaBaseT yrposy KU3Hu
WKW 300POBbLIO NALMEHTOB.

BbInncka 13 NpoToKoaa 3aceaaHna DKCNEpPTHOro CoOBeTa B TeYeHue Tpex paboumx gHer co AHA ero
nognucaHuA Hanpasasetca PaspaboTumky, B desepasnbHble MegUUNHCKME OpraHU3aLmn, ydacTeytowme
B Jl@aHHOM K/IMHMYECKOM anpobauumn, 1 B OTBETCTBEHHbIN AenapTamMeHT.
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27. PykoBogutenb denepasbHON MEeAULMHCKON OpraHMsaummn nociae AOCPOYHOro npeKkpalleHus
KNIMHUYecKol anpobaummn obecneymBaeT AasibHelllee OKadaHMe HeobxoAMMon MeaANLMHCKON MOMOLLLN
nauMeHTam B COOTBETCTBMMU C YacTbto 1 ctatbm 37 PepepanbHoro 3akoHa N 323-P3 <8>.

<8> CobpaHue 3aKoHoaaTenbcTBa Poccuiickonn degepaummn, 2011, N 48, cT1. 6724; 2022, N 1, cT. 51.

28. Mocne 3aBeplieHMA NPOBeAEHUs KAMHUYECKoM anpobauum deaepanbHas MeAMUMHCKan
OpraHM3aums CcocTaBnsieT WM HanpasnseT B MwuH3apaB Poccum otyeT 06 MCMONHEHWW NPOTOKONA
KAMHMYECKOM anpobauuu (manee - OTYET) C NPUNOXKEHUEM aNiTOPUTMA  OLEHKM  KJAUHUKO-
9KOHOMUYECKON 3DPEKTUBHOCTU NpPOLIeANX KAMHUYECKYD anpobaunio metogoB nNpPodUNAKTUKK,
ANArHOCTMKK, NeYeHna U peabunmtauum (pekomeHayemblii obpasel, npuseaeH B npunoxenum N 1 K
HacToswemy Mo/IoXKeHUIo) (ganee - aNroOpUTM OLLEHKM).

29. OueHKa KANMHUKO-3KOHOMMYECKON 3PPEKTUBHOCTM NPUMEHEHUA NpoLlelero KAMHUYECKYHo
anpobaumnio meToga NPOOUNAKTUKM, LUATHOCTUKM, JSleYeHMAa U peabuavtaumm nNpoBOAMUTCA Ha
OCHOBAHUM:

a) ob6lWmMX nokasaTenen KAMHUKO-SKOHOMMUYECKOW 3PPEKTUBHOCTM MeToaa NPOodPUNAKTUKM,
AMArHOCTUMKKN, NeyveHuAa Wu peabunautaumm, ykasaHHbiXx B nyHKTe 30 HactoAwero [lonoxkeHua, u
noKasartenein KAMHUKO-IKOHOMUYECKOM 3PPEKTUBHOCTM METOAA NPODUNAKTUKM, AMATHOCTUKM, JIEYEHUA
N peabunurtaumm, yKasaHHbIX B MPOTOKO/IE KAMHUYECKON anpobauumu;

6) CpaBHUTENBHOrO aHaNM3a MeXay MEeToA0M NPOPUNAKTUKM, AMATHOCTUKWU, JNIeYeHUA W
peabunntaumnmn, Npolesm KAMHUYECKYIO anpobaumio U NPUMEHAIOLMMCA B KIMHWUYECKOM MPaKTUKeE,
npessIoXKeHHbIM ANA CPAaBHUTENbHOrO aHanM3a B MNPOTOKONE KAWHMYecKon anpobauuun (panee -
CPaBHUTE/IbHbIN aHaNu3).

30. O6WMMM NOKaszaTeNAMU KAMHUKO-IKOHOMMYECKON 3PPEKTUBHOCTM MeToda MPOdPUNAKTUKK,
ANArHOCTUKM, NIeYeHna 1 peabunmrtaumm, npoweaero KAMHUYeCcKyto anpobauuio, ABNAOTCA:

a) BO3MOXHOCTb NPUMEHEHUS METOAa MEeANLMHCKMMWN OpraHn3aLmamu;

6) NoBbilEHMEe KayecTBa OKa3aHWA MeANLMHCKOM MOMOLLM (CHUMKEHME YPOBHA rOCNMUTAIM3ALNM,
CHU}KEeHWe BHYTPUOONbHUYHON NETAaNbHOCTH, YBENUYEHWE [O/UTENbHOCTU PEMWUCCUMM, COKpaLleHue
nepvosa BPEeMEHHOW HeTpyA0CnoCOOHOCTU, CHUMKEHUE YPOBHA MHBANIWAM3ALMWU, CHUMKEHUE CTeMeHu
WMHBaNUAM3aL MK, CHUXKEHME PUCKA Pa3BUTUA 3aboneBaHuii, yCTaHOB/IEHME AMArHO3a HA PaHHUX CTagMAX
pa3BUTUA 3aboneBaHni) <9>.

<9>Yactb 1 ctatbm 36.1 PegepanbHoro 3akoHa N 323-P3,

31. Mpu NpoBeAeHNN CPAaBHUTENBHOIO aHaNMU3a YyYMTbIBAKOTCA:
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a) Ko/inyectBO pAHel (KOMKO-AHel), 3aTpavyeHHbIX Ha OKasaHWe MeAMLMHCKON MNOMOLLN
naumMeHTam;

6) cpeaHuit ob6bem GUHAHCOBLIX 3aTPaT Ha OKa3aHUE MeAULMHCKOM MOMOLWM C NPUMEHEHUEM
COOTBETCTBYIOLETO METOAA OAHOMY MaLMUEHTY;

B) YaCTOTa OC/IOXKHEHUN;

r) pesynbTaTUBHOCTb MeToAa (BbI3AOPOBAEHME, YAydlleHue, yxyaleHue, 6e3 nepemen):
YKa3blBaeTCA OAUH UNN HECKO/IbKO M3 NEePEeYMCIEHHbIX NOKa3aTe el C yKasaHMeM UX 3HaYEHUN.

32. OTBETCTBEHHbIN AenapTaMeHT B TeYeHne ABYX paboumx AHel co AHA NOCTYN/IeHMA OoT4YeTa OT
YYaCTBYIOLLLEN B KNIMHUYECKOM anpobaumn deaepasibHOM MeaMUMHCKOW OpraHM3aumnmn HanpasaseT ero B
3KCMEpPTHYHO OpraHn3aLmio.

33. 3KcnepTHan opraHM3aUunsa B CPOK, He npesblwarowmn 15 pabounx aHen co AHA NOCTynAeHun
OTYETOB OT BCEX YYaCTBYHOLWMX B KAMHMYECKON anpobaunm mMeanuMHCKMX OPraHn3auni, ocylectsaaeT
3KCMEePTHYHO OLLEHKY OTYETOB, MOArOTOBKY 3aK/IIOY4EHUA NO pe3y/ibTaTaM 3KCNEePTHOM OLLEHKM OT4eTOB 06
MCMOJIHEHUM NPOTOKOJIA KAMHUMYECKOM anpobauuu (ganee - 3akJ04eHWE MO pe3ybTaTaM 3KCNepTHOM
OLLEHKM OTYETOB) U HanpasaeHue ero 8 MuH3aapas Poccuu.

Mpu npoBegeHMM ISKCMEPTHOM OLEHKM OTYETOB OCYLLECTBAAETCA WX NPOBEpKa HA npegmet
060CHOBAHHOCTM pPEe3yNbTaTOB OLEHKU  KAMHUKO-IKOHOMWYECKOM 3PPEKTUBHOCTU NPUMEHEHUA
npoweawero KAMHUYECKyto anpobaunio metoga NPOOUNAKTUKM, OUATHOCTUKM, JNle4YeHuMAa U
peabunutauum.

34. OTBETCTBEHHbIM AenapTaMeHT B TedyeHue AByX paboumx AHEeNn co AHA NOAyyYeHua OT
3KCMEepPTHOM OpraHM3aLMM 3aKAOYEHMA MO pe3ynbTaTaM 3KCMEPTHOM OUEHKM OTYETOB HAMpaB/AeT B
DKCNEpPTHbIM COBET OTYETbI MEAULMHCKMX OpraHM3aLmnii U 3aK/I4YEHUE MO pe3y/ibTaTaM 3KCMNepTHOM
OLIEHKN OTYETOB.

35. JKCMepTHbIN COBET B TeYeHMe Tpex pabounx AHeW co AHA MOSYYEHUA OTYETOB MEAMULMHCKUX
OpraHM3aumii U 3aKIYEHMA MO pe3y/ibTaTamM 3KCNEPTHOW OLEHKM OTYETOB IKCMEPTHOM OpraHusauumu
NPUHMMAET peLleHne:

a) 0 HaMYUN KNUHUKO-3KOHOMMYECKOM 3D PEKTUBHOCTU NpoLLeALEero KAMHUYECKYO anpobauuio
MeToda NPodUAAKTUKM, ANATHOCTUKN, IEYEHUA N peabununtaumnu;

6) 06 OTCYTCTBUM KAMHUKO-IKOHOMUYECKON 3PPEKTUBHOCTM MNpOWEAWEro KAUHUYECKYIO
anpobaunto metosa NPOPUNAKTUKM, AUATHOCTUKM, NeYeHna u peabnantaymm.

36. 9 PeKTUBHbIM MPU3HAETCA METOA NPOPUIAKTUKKU, AUATHOCTUKMK, NeYEHUA U peabuantaumm,
HabpaBwKii B cymme He meHee 1 6anna no KarkAoMy Mokasatento 3PpPeKTUBHOCTM, yKa3aHHOMY B
aNIrOPUTME OLEHKU, KOTOPbIN:

a) TpebyeT meHble GUHAHCOBLIX 3aTpaT, HO MPU 3TOM SABAAETCA He MeHee 3PPeKTUBHbIM ANA
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NPodUNAKTUKN, AMArHOCTUKM, JIeYeHMA U peabuanTaumm MO CPaBHEHUIO C METOAOM, YXKe
NPUMEHAIOLWMMCS B KINHUYECKON NPAKTUKE;

6) TpebyeT 60nblle PUHAHCOBBIX 3aTPaT, HO NPWU 3TOM €ro AOMNO/IHUTENbHbIE MPEMMYLLECTBA A/1A
NPOGUNAKTUKM, AMATHOCTUKM, NeYeHUs U peabunntaumm onpasabiBatoT A0MNONHUTENbHbIE 3aTPaTbl.

37. MeTtoa, NpodUNAKTUKK, AMATHOCTUKMK, NeYeHUsa U peabunutaumm, NpuUsHaHHbIA IKCNEPTHbIM
coBeToM 30DEKTMBHbIM, pekomeHayeTca MuH3apaBom PoccunM mMeaAnUMHCKMM NpodeccUoHanbHbIM
HEKOMMEPYECKMM OpraHM3auMaM AN BKAKOYEHMA B KIMHUYECKME PEKOMEHAALINMN.

38. OTbop NauUMEHTOB AA OKa3aHUA MeAMLMHCKOM MOMOLLM B paMKax KIMHMYECKON anpobaumm
OCYLLECTB/IAGTCA M3 YMCAa NALMEHTOB, HanpaB/eHHbIX B deaepanbHyldo MeAULMHCKYID OpraHuM3auuto
ONA OKasaHMA MeAMLMHCKOM NMOMOLM B COOTBETCTBMWU C NMpUKazoM MUHUCTEPCTBA 34pPaBOOXPAHEHUA
Poccuiickoinn ®egepaumm ot 2 aekabps 2014 r. N 796H "0O6 ytBepkaeHnem MNonoxkeHns o6 opraHusaumm
OKasaHus cneumanmsnpoBaHHOMN, B TOM YNC/IE BbICOKOTEXHONOMMYHOM, MeANLMHCKON nomoum" <10>.

<10> 3apeructpuposaH MuHucTepcTBOM tocTuumm Poccuiickont depepaumn 2 dpespana 2015 r.,
pernctpaunoHHbii N 35821 ¢ nsmeHeHMAMM, BHECEHHBIMW NPUKa3oM MUHUCTEPCTBA 34PaBOOXPAHEHUSA
Poccuiickont ®epepaumnm ot 27 asrycta 2015 r. N 598H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULMUM
Poccuiickont ®epepaumnm 9 ceHtabpa 2015 r., pernctpaumoHHbiit N 38847).

39. PeweHne o uUenecoobpasHOCTM OKasaHWUs MNaUMEHTY MEAULIMHCKOM MOMOLWM B pamMKax
K/IMHUYEeCcKoM anpobaummn npuHMMmaeT BpayebHasa Komuccua degepanbHON MeAULMHCKON opraHu3aumm
npu HanMinm MHGOPMMUPOBAHHOIO A0OPOBONBHOIO COr/acuA, AAaHHOFO B COOTBETCTBMWM C YacTbio 6
ctatbk 36.1 PegepanbHoro 3akoHa N 323-93 <11>.

<11> CobpaHue 3akoHoaaTenbcTBa Poccuiickot Pepepaumm, 2011, N 48, ct. 6724; 2021, N 27, cT.
5159.

40. PeweHune BpayebHOM Komuccun deaepasibHON MeaULMHCKON opraHmsauum odopmaseTcs
NPOTOKO/IOM, COAEPKALLMM Caeayowme gaHHble:

a) OCHOBaHMe co3AaHus BpavyebHOM Komuccum deaepanbHOM MeAUUMHCKOM opraHusaumm
(peKkBM3UTbI HOPMATMBHOIO aKTa);

6) AaTa NPUHATMA pelleHns BpayebHon Komuccumn peaepasbHOM MeANLMHCKOM OpraHn3aLumu;
B) cocTaB BpayebHol Komuccum desepanbHON MeaULMHCKON OpraHM3anmm;

r) macnopTHble AaHHble nauueHTa (pammnma, Mms, OTYECTBO (MPU HaAAUYMKM), OATA PONKAEHWUSA,
CBEAEHMUA O MeCTe KUTe/bCTBA);
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A) AnarHo3 3abosieBaHMA (COCTOAHMA) U KoZa AMarHosa no MexKayHapoaHOW CTaTUCTUUYECKOM
KnaccuduKaumm bonesHen n npobaem, cBA3aHHbIX CO 340poBbem (aanee - MKB);

e) cBeeHMA 0 HaAMYNMKU MHGOPMMUPOBAHHOTO A0OPOBOILHOIO COrIacus;

X) 3aKnouYeHue BpadebHOM Komuccuu  deaepanbHOM  MEeAMLMHCKOWM  OpraHusaumm o
LenecoobpasHOCTM OKa3aHMA NauMeHTy MeAULMHCKOM NMOMOLLM B PamMKax KJMHUYECKOM anpobaumm c
YKasaHMeM puarHosa, Koga pguarHosa no MKB, nnaHuMpyemolr AaTtbl Havyana OKa3aHWMA MNauMeHTy
MeAULMHCKOM NOMOLLM B PaMKax KNMHUYECKON anpobauumu.

41. NpoTokon BpayebHoM Komuccum peaepanbHON MegULNHCKOM OopraHusaummn odopmaseTtcsa m
XpaHUTCA B pOpMe 3N1EeKTPOHHOro AOKYMEHTa MAM Ha OyMa)KHOM HocuTene B OAHOM 3K3emnaspe B
denepanbHON MeAMLMHCKOM OpraHn3auum.

42. ®epepanbHas MeAMUMHCKAA OPraHM3aumsa C MCMNOJIb30BAaHMEM AOCTYMHbIX CPeACTB CBA3M
(nouta, TenedoH, TenedpoH/daKc, 3SNEKTPOHHAA MoyTa) yBeAOMAAET HanpaBMBLLYIO NaLMEHTa
MeAMLMHCKYO0 OpraHM3aumio 0 NPUHATOM pelleHnn BpadebHo Komucenn depepanbHOM MegULMHCKOM
OopraHuM3auuM B TeYeHue Tpex paboumx AHel co AHA NoANMCaHUA NMPOTOKOoNA BpadyebHOM Kommccuum
denepanbHON MeAMLUHCKOM OpraHn3auum.

Mo TpeboBaHMIO MaLMeHTa AW ero 3aKOHHOro NPeACTaBUTENA BbIMUCKA M3 NMPOTOKONA pPeLueHUs
BpayebHo Komuccum deaepasbHON MeANLMHCKON OpraHn3aumm BblAaeTca Ha PYKM NALMEHTY UK ero
3aKOHHOMY NpeaCTaBUTENO.

43, MeauUMHCKAA MNOMOLWb B pPaMKaxX KAMHUYECKOW anpobaumm MOMKEeT OKasblBaThbCA B
ambynaTopHbIX YCNOBUSAX, B YCIOBUAX AHEBHOrO CTaLUMOHapa 1 B CTaLLMOHAPHbIX YCI0BUAX.

44. MeauuMHCKas TMOMOLLb B pPaMKax KJWMHMYECKOM anpobauum OKasbiBAeTcA Bpavyamu-
crneumanncTtamum  CcooTBeTcTByloWwero npodunsa, pabotaowmmm B  deaepasbHbIX  MeAULUHCKUX
OopraHM3aumMax 1 UMerLMMN CTaxK PaboTbl Mo cneuManbHOCTN He meHee 5 nerT.

45. MepguMuUMHCKas MOMOLWb B pPaMKax KAMHUYECKOM anpobauuym OKasbiBaeTca MauueHTam,
HYXXOQIOWUMCA B OKasaHUM MeAULMHCKON MOMOLWM C MNPUMEHEHMEM MeToA0B NPOdUIaKTUKN,
AMNarHOCTMKU, NeYeHUs N peabunmtaumm, yKasaHHbIX B MPOTOKO/Iax KJAMHMYECKOW anpobauun (ganee -
NaLUMEHT), 3a UCK/IIOYEHMEM FPaXKaaH, YKa3aHHbIX B NyHKTe 46 HacToswwero MosoxKeHus.

46. OkasaHWe MeAMUMHCKOM MOMOLLM B paMKax KAMHMYECKoM anpobauuum 3anpellaertcs ¢
y4yacTMem B KayecTse NauueHToB:

a) peTel, KeHWWMH B nepuos 6GepeMeHHOCTM, POAOB, MKEHWMH B Mepuon, rpyaHOro
BCKAPM/IMBAHUSA, 32 UCK/IIOYEHNEM C/Iy4YaeB, €C/IM COOTBETCTBYIOLLME METOAbI NPeAHa3HaYeHbl 418 3TUX
NauMeHTOB, MPU YC/IOBUM NPUHATUA BCEX HEOOXOANUMbIX MeP MO UCKAKYEHUIO PUCKA NPUYUHEHUA Bpeaa
YKeHLWMHe B nepnos 6epeMeHHOCTH, POAOB, KEHLUMHE B Nepuog, rpyAHOro BCKapMANBAHUSA, Nao4Y UK
pebeHKy;

6) BOEHHOCNY}KALLMX, 33 WCKAOYEHMEM BOEHHOC/TYXKALLMX, MPOXOAALLMX BOEHHYH CAYXKOYy no

www.consultant.ru OO0O00O0O0000 15 d0 24

HafeXxHaa npaBoBas noaaep)XkKa



Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H
"06 yTBepKaeHUU MonoKeHUs 06 oOpraHN3aLUN KNMHUYECKOW anpobalmm metTon08s
npoowm...

JokymeHT npepocTtasneH KoHcynbTaHTIAOC
[Jata coxpaHeHua: 25.08.2022

KOHTPAKTY, B C/lyyae, eCv COOTBETCTBYIOLME METOAbl CneuunanbHO pa3paboTaHbl ANA NPUMEHEHUA B
YC/IOBMAX BOEHHbIX AENCTBMM, Ype3BblYalHbIX CUTYaUMW, NPOOUNAKTUKM U fleyeHns 3aboneBaHui U
Nopa*keHUM, NONYYEeHHbIX B pe3y/ibTaTe BO34eNCTBMA HEONAronpuATHLIX XMMUYECKUX, BUMONOTUYECKHX,
paAnaLNOHHbIX GaKTOPOB;

B) MU, CTPadalowWmx MCUXUYECKMMU PacCTPOMCTBAMM, 3@ MCKAOYEHMEeM Cay4vyaeB, ecau
COOTBETCTBYIOLLME METOAbI NpeAHa3HauYeHbl AN 1eYeHMA NCUXMYEeCcKMX 3abonesaHunii <12>;

<12> Yactb 7 crtatbu 36.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAaTENbCTBA
Poccuitckoit Pepgepauum, 2011, N 48, cT. 6724).

r) Any, 3aepaHHbIX, 3aKAHYEHHbIX MO/ CTPaXKy, OTObIBAIOWMX HaKa3aHWe B BUAE OorpaHMYeHuA
csobogbl, apecTa, MuweHna ceoboapl AMB6O aAMUHUCTPATUBHOrO apecrta <13>;

<13> Yactb 5 cratbu 26 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAaTeNbCTBA
Poccuitckoit Pepepauum, 2011, N 48, cT. 6724; 2015, N 10, cT. 1425).

47. Tpyn OKasaHUM MEeAULIMHCKOM MOMOLLM B pPaMKax KJAMHUYECKOM anpobauum npumeHsrTcs
NNeKapCTBEHHbIe Mpenapatbl U (MIKM) MeaUUMHCKUE U3LEeNNA, 3aPEerMcTpMpPOBaHHble B COOTBETCTBMM C
MpaBnnamn perncTpaumm U 3KCNepTUsbl IEKAPCTBEHHbIX CPEACTB A/1A MEeAMLUUHCKOro NMPpUMEHEHUA U
MpaBnnamn rocygapCTBEHHOM perncrpaunum meguvumHckux usgenunin B Poccuiickoir depepaumn B
COOTBETCTBUN C WHCTPYKUMAMM MO TMNPUMEHEHUIO JIEKAPCTBEHHOrO Mpenapata, WHCTPYKUMEN MO
NPUMEHEHWIO UIN PYKOBOACTBOM MO 3KCNAyaTalMm MeauLUMHCKOro nusgenus.

MpYMeHeHWe NeKapCTBEHHbIX MPenapaTos U (MAK) MeAULUHCKUX U3LeNNN, 3apPerncTpMpoBaHHbIX
B COOTBETCTBUM C [TpaBMnamm perucTpauumn 1 aKCNepTUsbl IEKAPCTBEHHbIX CPEACTB A1 MeANLMHCKOrOo
npumeHeHuns u [paBunamu rocyfapcTBEHHOM pPerncTpauum MeavumMHCKMX usgenuit B Poccuitckon
depepauum no napameTpam MNPUMEHEHWA, He YKasaHHbIM B WHCTPYKUMAX NO MeAMLMHCKOMY
NPUMEHEHMIO JIEKAPCTBEHHOMO MpenapaTta, MHCTPYKUMAX MO NPUMEHEHUIO U (MNK) PyKOBOACTBE NO
3KCnAyaTaumMm MeAMUMHCKUX W34eNui, [OMNYyCKaeTcA B C/yyae, €CM B MNPOTOKONE KAMHUYECKOM
anpobauumn ykasaHbl CBeAEHMA NO MPUMEHEHMUIO JIEKAPCTBEHHOrO npenaparta U (ManM) NpUMeHeHuUto
MeAMUNHCKOTO M34enMA C YKa3aHMEeM CCbIJIOK Ha KAUMHMYEeCKMe wuccnefoBaHua 3GGeKTUBHOCTU U
6e30MacHOCTM NPUMEHAEMOro peXKMMa A03MPOBAHUA JIeKapCTBEHHOro npenapata U (uau) cnocoba
NPUMEHEHNA MEAUUMHCKOro u3aenua npu  gaHHom 3aboneBaHum nmMbo CCbINOK B BeayLimx
OTEeYECTBEHHbIX U (M) 3apybeEXKHbIX PeLEeH3UPYEMbIX HAYUYHbIX ¥KYPHaNax u nsgaHuax.

Mepen HaYyaNOM MPUMEHEHUS NIEeKAPCTBEHHbIX NMpenapaToB U (MAK) MeOULMHCKUX U34eNnui no
napameTpam NPUMEHEHMSA, He YKa3aHHbIM B MHCTPYKLMM NO NPUMEHEHMIO IEKAPCTBEHHOIO Npenapara,
NHCTPYKLMAX MO NPUMEHEHUIO U (MIN) PYKOBOACTBE MO SKCMAyaTaLUM MeAULMHCKUX U3LEeNNIN, NeYalmnia
Bpay [JO/KeH MpPOMHOOPMMPOBATL NaLMeHTa (B CAy4vasx, YCTAHOB/IEHHbIX 33aKOHOAATE/NIbCTBOM
Poccuiickont depepaumm, poautenein AN 3aKOHHbIX NPeAcTaBUTENe) O NeKapCTBEHHOM NpenapaTe U
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(nnn)  mepguumHckom wusgenuu, 06 oxupaemol 3PPEeKTUBHOCTM npednaraemMon Tepanuu, o
6e30MacHOCTM JIeKapCTBEHHOro npenapata M (MAn) MeauuMHCKOro M3aenus, CTeneHWM pPUCKa aas
NnauMeHTa, a TaKXe O AeNCTBUAX B C/ydyae HenpeaBuAeHHbIX 3PPeKToB BAUAHMA NIEKAPCTBEHHOrO
npenaparta UuanM MeAuLUMHCKOrO U34e/INs Ha COCTOsIHME ero 340PpO0BbA.

48. B pamKax KAWHMYECKOW anpobaumm He NpPoBOAATCA KAMHUYECKME UCCNeaoBaHuA
JIeKapPCTBEHHbIX NPenapaToB U KANHUYECKUE UCMbITaHUA MEANLUMHCKUX U34eNnA.

49. Mpu OKazaHMM MEeOULMHCKOM MOMOLLM B PaMKax KAMHWYECKOM anpobaumm npumeHeHue
COOTBETCTBYIOLLMX METOA0B NPOOUNAKTUKN, OUATHOCTUKM, NeYeHUA U peabunnTtaumm ocyLLecTBiAeTCs B
COOTBETCTBMW C MPOTOKOJIOM KJIMHMYECKOM anpobauuu.

50. Mpu OKasaHMW MeAMUMHCKOMW MNOMOLIM B pPaMKax KJIMHMYECKOM anpobauum Begertca
MeaNLUMHCKasa AOKYMeHTauus, a Takxke MPK Ha Kakpgoro naumeHTa, odopmaeHHas B COOTBETCTBMU C
TpeboBaHMAMM, YCTAHOBAEHHbIMU MPOTOKO/IOM KJIMHUYECKOM anpobaunu.

MPK BHOCUTCA B MEAMUMHCKYIO AOKYMEHTALNIO NaLMeHTa.

B npaBom BepxHem yrny TUTY/NIbHOMO /INCTa MEAMUMHCKOM AOKYMEHTAUMM NauueHTa CTaBuTCA
MapKunpoBska "KA".

51. MauMeHT uaM ero 3aKOoHHbIM MpeacTaBUTENlb MMEET MPaBO OTKA3aTbCA OT MeAMLMHCKOM
NOMOLLM B PaMKax KAMHMYECKoN anpobaumm Ha ntobom aTane ee oKasaHMA B COOTBETCTBUM CO CTaTbeM
20 depepanbHoro 3akoHa N 323-93 <14>,

<14> CobpaHue 3akoHoaatenbcTBa Poccuiickoit Pepepaumm, 2011, N 48, ct. 6724; 2021, N 27, cT.
5159.

MpunoxkeHne N 1

K MonoxeHnto 06 opraHmnsaumm
K/IMHUYeCcKol anpobaunm meToa0oB
NPOGUNAKTUKM, ANATHOCTUKM, NeYEHUsA
N peabunuTtaumnm 1 okasaHus
MeAULIMHCKOM NOMOLLM B paMKax
K/IMHUYeCcKoM anpobaunm meToa0oB
NPOGUNAKTUKM, ANATHOCTUKMU, NeYEeHUs
N peabunuraumm (B Tom Yncne nopsaaka
HanpaB/ieHMA NaLUMEHTOB /19 OKa3aHuA
TaKolM MeAULMHCKOM NOMOLLK),
YTBEPXKAEHHOMY MPUKA30M
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Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H

M o OKYMEHT N TaBneH KoHcynbtaHTtlAOC
06 yTBEPXKAEHUN MonokeHua o6 opraHM3auuun KIMHN4YecKkoun anpo6au,m4 MeToa08B D' y pep,oc a € y

[Jata coxpaHeHua: 25.08.2022

npoowm...
MuHUCTepcTBa 34pPaBOOXPaAHEHMUA
Poccuiickoit Pepepauunm
ot 2 deBpansa 2022 r. N 46H
PekomeHayemblit ob6pasel,
Anroputm
OLLeHKM KNMHUKO-3KOHOMUYECKOM 3PPEKTUBHOCTU NpoLLeaLLnX
K/IMHUYECKYI0 anpobauuio MeToaoB NPpoduIakTUKKU, ANArHOCTUKK,
JleyeHunna n peabunmrtaumm
|. Pe3yibTaTbl KONMYECTBEHHOM OLEHKN 3GPEKTUBHOCTN METOAA
NPodUNAKTUKN, ANATHOCTUKM, Ie4eHns U peabunmtaymm
N HanmeHoBaHuMA OueHKa cteneHun JoctnxkeHune OueHka B
n/n| nokasaTens oueHKM AOCTUMKEHMA LeNeBoro LueneBoro 6annax
adPpeKTUBHOCTU <*> pesynbTaTta pe3synbTaTa (B
npoueHTax)
1 2 3 4 5
BblCOKan Llenesoi pesynbrart 75 - 100% 2

NOZIHOCTbIO AOCTUTHYT

cpeaHsan Llenesoi pesynbrat 65 - 74% 1
YaCTUYHO AOCTUTHYT

HUM3Kan LleneBoi pesynbTtart He < 65% 0
DOCTUTHYT

UTtoro: cpepHan oueHka 3dEeKTUBHOCTM (COOTHOLLEHME CYMMbl 6aNI0B NO Kaxaomy
nokasaTesnto 3pPEKTUBHOCTU K KOIMYECTBY KpUTEPUEB)

Il. KonnyecTBeHHas OLEHKa AOMNOJIHUTENBHON LEeHHOCTM MPOLLELLEero
K/IMHUYeECKYIo anpobauuio metoaa npodUNakTUKN, AMarHOCTUKM,
JleyeHmna n peabunmrtaumm

N | HaumeHoBaHUA KpuTepus Pe3ynbTaT KOAMYECTBEHHOM OUeHKK | LLIKana oueHKu
n/n NONONHUTE/IbHOM KpUTepUs A0NOIHUTEIbHOW LLEHHOCTU (6annbi)
LeHHOCTH <*>

Bbicokas MmeeT cylectBeHHble KIMHUYECKme +2
npeMmyu,ecTsa HaJ, MeTo40M
CpaBHeHuA
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Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H
JokymeHT npepocTtasneH KoHcynbTaHTIAOC

:_'I(;gd\)/;Bepmp,eHMM MNMonoxeHna 06 opraHM3aLMm KAMHUYECKOM anpobaunn meToaos [laTa coxparenis: 25.08.2022
CpeaHan MUmeeT HE3HaYNTENbHbIE KIMHUYECKue +1
npemmyuwecrsa Haa MmeToaom
CpaBHeHUA
Hwnskas He nmeet KAMHUYECKMX NPeEUMYLLECTB 0
Had MeToA0M CpaBHEHUA

NToro: cpeaHAs oueHKa AONONHUTENbHOM LEHHOCTU (COOTHOLEHWE cyMmMbl 6an10B Mo
KaXkZAOMY KPUTEPUIO AOMNONHUTENbHOM LEHHOCTU K KOIMYECTBY KpUTEpUeEB)

[ll. Pe3ynbTaTbl KOAMYECTBEHHOM OLLEHKK He3onacHOCTH
NPUMeHeHUs meToaa NPodPUNAKTUKKN, ANATHOCTUKM,
JleyeHunna n peabunnmrtaumm

OueHKa ypoBHsi 6e3onacHOCTH Yncno cnyvyaes OCNONKHEHUSA (B OueHKa B
meToza npoueHTax) 6annax
MporHosnpyembie OCNOXKHEHUA 0 2
OTCYTCTBYIOT
He3HauuTenbHoe Yncao <15% 1

NPOrHO3UPYEMbIX OC/TOXKHEHWUI

3HaunTeNbHOE YNC/IO >=15% 0
NPOrHO3UPYEMbIX OC/TOXKHEHWUI

HenporHosmpyemble TaxKenble Hannuune -2
OC/IO}KHEHMUA, YTPOoXKaoLWMme XKN3HN U
34,0pPOBbIO NALMEHTOB

IV. Pe3ynbTaTbl KIMHUKO-3KOHOMUYECKOM OLLEHKN METOAa
NPodUNAKTUKN, ANATHOCTUKM, Ie4eHns U peabunmtaymm

Kputepumn oueHkun PesynbTaT oueHKM B npoueHTHOM | OLeHKa B
COOTHOLLEHUMU 6annax

CpaBHeHMe cpegHux MpumeHeHWe meToa4a NPMBOAMT K <=40% 3
06bemoB GMHaAHCOBbIX CYLLLECTBEHHOMY CHUMKEHUIO
3aTpaT Ha 1 cayyan obbema PMHAHCOBbIX 3aTPaT Ha
OKaszaHusa MeaULMHCKON | OKaszaHne MeANLMHCKON NOMOLLM
NMOMOLLM C NPUMEHEHNEM 1 nauueHTy

MEeToZa U yKe

APUMEHSIOLMMCA B MpumeHeHWe meToaa NpmMBOAUT K | <= 15% - <= 39% 2

cpeaHemy CHUXEeHUo 06bema
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Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H
"06 yTBepKaeHUU MonoKeHUs 06 oOpraHN3aLUN KNMHUYECKOW anpobalmm metTon08s

npoowm...

JokymeHT npepocTtasneH KoHcynbTaHTIAOC
[Jata coxpaHeHua: 25.08.2022

K/IMHUYECKOM MPaKTUKe
MEeTOA0M NMpPU OKaszaHUK
MeANLMHCKOMN MOMOLLIN

$MHaAHCOBbIX 3aTPAT HA OKa3aHue
MeaNLMHCKON nomMmolum 1
nauueHTy

MpumeHeHWe meToaa NPUBOAMUT K
He3HaYNTENIbHOMY CHUMKEHUIO
o6bema GMHaAHCOBbLIX 3aTpaT Ha
OKasaHue MeANLMHCKON NOMOLLM
1 nauuneHTty

<=1%-<=14% 1

MNpumeHeHWe meToaa He Tpebyer
yBennyeHma obrema
$MHAHCOBbIX 3aTpaT Ha OKa3aHue
MeaNLMHCKON nomMmolum 1
nauueHTy

0% 0

MpuMeHeHne meToaa NPMBOAUT K
yBE/INYEHNIO 06bema
$MHaAHCOBbIX 3aTPAT HA OKasaHue
MeaNLMHCKON nomMmolum 1
naumeHTy

<=1%-<10% -1

MpumeHeHWe meToaa NPUBOAMUT K
CyLLECTBEHHOMY YBENINYEHUIO
o6bema GMHaAHCOBbLIX 3aTpaT Ha
OKasaHue MeANLMHCKON NOMOLLM
1 nauuneHTty

>=10% v BbiWwe -2

<*> BblcoKan 3G HEKTUBHOCTb - KAIMHUYECKan anpobauna peKoMeHA0BaHa K TUPAXKMPOBaHMIO;

CpeaHAn 3GPeKTUBHOCTDb - KIMHMYECKas anpobauma Hy»KaaeTca B 40paboTKe, He peKoMeHA0BaHa

K TUPaXKMPOBaHMIO;

Hu3kana apPeKTUBHOCTD - KIMHMYECKas anpobaums He PEKOMEHA0BAHa K TUPaXKMPOBaHUIO.

Mpwunoxkenne N 2

K npukasy MuHuctepcrsa
3/1paBOOXpaHeHnsA
Poccuiickoit depepauunm

HafeXxHaa npaBoBas noaaep)XkKa
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Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H
"06 yTBepKaeHUU MonoKeHUs 06 oOpraHN3aLUN KNMHUYECKOW anpobalmm metTon08s
npoowm...

JokymeHT npepocTtasneH KoHcynbTaHTIAOC
[Jata coxpaHeHua: 25.08.2022

ot 2 deBpansa 2022 r. N 46H
Tunosasa ¢popma

MpoTokon
K/IMHUYeCcKoM anpobauunm metoaos NpodUNakTUKN, AUArHOCTUKM,
JleyeHunna n peabunmrtaumm

NaoeHTUdMKaunoHHbIM N

[aTta
I. MacnopTHaAa yacTb

1. HasBaHMe npegnaraemoro K NpoBefeHU0 KAMHUYECKOM anpobaumm metoda npodUNakTUKK,
ANArHOCTUKMK, IeYeHns u peabunutaunu (oanee - metoa).

2. HaumeHoBaHMe u agpec ¢peaepanbHON MeAULNHCKOM opraHM3aummn, paspaboTaBluen NPOTOKON
KAMHMYECKOM anpobauum metoaa NPoPUNAKTUKKU, AUATHOCTUKK, JIeYeHUs UM peabunutaummn (panee -
NPOTOKO/ KAMHUYECKoM anpobauum).

3. ®amuama, umsA, oTYecTBO (NPU HaAUYMKU) U OONXKHOCTb NUL, YNOAHOMOYEHHbIX OT MUMEHMU
pa3paboTymKa NoANUCbIBaTb MPOTOKOA KAMHUYECKOM anpobaunu.

Il. ObocHOBaHME KAMHUYECKOM anpobaumm MeToaa

4. AHHOTauMAa meToAaa.

5. AKTyanbHOCTb MeToAa ANA 34PaBOOXPAHEHUSA, BKAKOYAA OPraHM3auMOHHbIE, KNMHUYECKUE WU
3KOHOMMYECKME acMeKTbl.

6. HoBM3Ha meToza v (Mn) OTInYME ero OT U3BECTHbIX aHA/IOTMYHbIX METOZ0B.

7. KpaTKoe ONnCaHne U 4YaCTtoTa MU3BECTHbIX U NOTEeHLMaIbHbIX PUCKOB NpnMmMmeHeHnA MmeTtoda AnA
nauneHTos, eC/In TaKoBble UMEKOTCA, U NPOrHO3NpPyembIX OC/IOKHEHUN.

8. CCbINKM Ha uTepaTypHble MCTOYHWMKM NyBAMKauuiA pe3ynbTaTOB HayYHbIX MCCAeA0BaHWUM
MEeTOAa U OTAE/NbHbIX €ro COCTaBAALWMX (B TOM YMcae cO6CTBEHHbIX Ny6AMKaLMiA) B peLeH3MpyemMbix
Hay4YHbIX XypHanax 1 M3gaHuAxX, B TOM YMCNe B 3apyBeXKHbIX XKypHanax (Ha3BaHUA XypHanos/v3gaHui,
NX UMNaKT-GaKTOP).

9. UHble cBeaeHUA, cBA3aHHble ¢ pa3paboTkoi meToaa.
[ll. Uenwn v 3aga4m KNMHU4YeCKon anpobauum

10. [leTanbHoe onucaHue uenen u 3agay KAMHUYeckon anpobaunu.
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Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H [loKyMeHT npegoctasnen KoHcybtaHTioc
"06 yTBepxaeHUn MonoxkeHnsa ob opraHn3aLMmn KAMHUYECKON anpobaL M MeToa08 v peA 4
npodu [Jata coxpaHeHua: 25.08.2022

IV. An3anH KAnHMYeckor anpobaumm

11. HayyHaa 0b6OCHOBAHHOCTb M AOCTOBEPHOCTb MOJIYYEHHbIX Ha CTagun pa3paboTkM meTtona
AaHHbIX, BKNOYAs A0Ka3aTebCTBa ero 6e30nacHoCTy.

12. OnucaHne an3aiHa KAMHUYeCcKol anpobaumnmy A4oKHO BKAOYATL:

12.1. YKasaHMe OCHOBHbIX M [AOMNOJHUTENbHbIX (MPU HaAMUYMKM) UCCAedyeMblX MapameTpos,
KoTopble ByayT OLueHMBATLCA B XOA4€ KIMHUYECKOW anpobauunm;

12.2. OnucaHune amsaliHa KAMHMYECKoM anpobaumm ¢ rpaduyeckomn cxemoit (3Tanbl M Npoueaypsl,
a TaKMKe CPOKMU M YCNOBUSA UX NPOBEAEHUS, UHOE);

12.3. OnucaHue metoaa, MHCTPYKLMK NO ero NnpoBegeHuto;

12.4. Oxkmpaemas Npoao/IKUTEIbHOCTb Y4aCTUS NALMEHTOB B KAMHMYECKON anpobaumm, onucaHme
nocnefoBaTeNbHOCTM M NPOAO/IKUTENbHOCTM BCEX NEepUoAO0B KAMHMYEcKor anpobauun, BKAOYaA
nepuog, nocaeaytowero HabntoaeHUA, eCn TAaKOBOW NPeayCMOTPEH;

12.5. TepeyeHb [AaHHbIX, PErUCTPUPYEMbIX  HEMOCPEACTBEHHO B  MHAMBMAYA/IbHOMU
PEerncTpaunoHHOMN KapTe KAMHMYECKoM anpobaunn metoaa (6e3 3anMcu B MeANLUMHCKOM AOKYMEHTaL MK
naumMeHTa) M paccmMaTpMBAEMbIX B KayecTBe MapaMeTpoB, YKasaHHbIX B NyHKTe 12.1 HacToAulero
NPOTOKOMA K/IMHMYECKOM anpobauuu.

V. OT6op ¥ WUCKAOYEeHWEe MALMEHTOB, KOTOPbIM OKa3blBAETCA MeAWLMHCKAA MOMOLLb B pamMKax
KAnMHMYecKor anpobaumm

13. Kputepuu BKAKOYEHNA NALUEHTOB.
14. Kputepuun HeBKNOYEHMA NALUEHTOB.

15. Kputepuun UCKNOYEHMA MAUMEHTOB M3 KIMHMYECKOW anpobaumm (OCHOBaHMA MpeKpalLeHus
NPUMeHeHns anpobupyemoro meToaa).

VI. MegmumnHcKan NomoLlb B pamMKax KAMHUYECKoM anpobaumm

16. Bua, dopma n ycnoBuA OKasaHUA MeSULMHCKOM NOMOLLMN.

17. MepeyeHb MegULUHCKUX yenyr (MeaANUNHCKMX BMELIATENbCTB).

18. /lekapcTBeHHble npenapaTbl A8 MEeAULMHCKOro NPUMEHEHUs, [,03MPOBKA, YacToTa NPUEMa,
cnocob BBeAeHWs, a TaKXKe MNPOJO/MKMTENbHOCTb MNPMEMA, BKAKOYAA Mepuoabl Nocaeaytowero

HabnogeHus;

HanmeHOoBaHNA cneunain3npoBaHHbIX NMPOAYKTOB neyebHoro NMNTaHWA, 4aCTOTa Npunema, obbem
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Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H
"06 yTBepKaeHUU MonoKeHUs 06 oOpraHN3aLUN KNMHUYECKOW anpobalmm metTon08s
npoowm...

JokymeHT npepocTtasneH KoHcynbTaHTIAOC
[Jata coxpaHeHua: 25.08.2022

MCMO/Ib3YeMOro NPoAyKTa 1e4ebHoro NUTaHus;
nepeyeHb UCMOJIb3yeMbIX BUOOTMYECKMX MAaTEPUAOB;
HAaMMEHOBAHWUA MEAULIMHCKUX U3AE/UIA, B TOM YNCAE UMNNAHTUPYEMbIX B OPraHU3M YE/10BEKA;

nHoe.
VII. OueHka appeKkTMBHOCTM MeToa

19. MepeyeHb nokasaTtenen apGeKTUBHOCTU.
20. MNepeyeHb KpUTEPUEB AOMNONHUTENbHOM LLEHHOCTH.

21. MeToapl 1 CPOKM OLLEHKU, PEFUCTPALIUM, YYeTa U aHanM3a NnoKasartenei sdPeKTUBHOCTH.
VIII. Ctatnctunka

22. OnucaHuMe CTaTUCTMYECKMX METOAO0B, KOTOpble npeanosiaraeTca WUCNoaAb30BaTb Ha
NPOMEKYTOUYHbIX 3Tanax aHaAM3a pPe3y/IbTaToB KAMHUYECKOM anpobauum 1 npu ee OKOHYaHUU. YPOBEHb
3HAYNMMOCTU MPUMEHAEMbIX CTAaTUCTUYECKNX METOL,0B.

23. MnaHupyemoe YMcno naumMeHToB, KOTOpbIM ByAeT OKasaHa MeAMLUMHCKaa MOMOLLb B paMKax
KNMHUYecKoM anpobaumm C Uenbio  AokasaTenbHon 3¢ddeKTMBHOCTM anpobupyemoro meTtoga.
O60cHOBaHMe YnC/a NALMEHTOB, BK/HOYAsA pacyeTbl A1 060CHOBaHMA.

IX. 06bem dUHAHCOBDLIX 3aTpaT

24. OnucaHue NpUMeHAeMoro metoaa pacdyeta obbema pUHaHCOBbLIX 3aTpar.

25. NpeaBapuTensbHbln pacyeT ob6bema pUHaAHCOBbLIX 3aTPaT Ha OKasaHMe MeANLMHCKON NOMOLLM B
pamMKax KIMHUYeCcKom anpobaumm 1 naumeHTy, KOTOPbIN BKIKOYAET:

nepeyeHb meaNUNHCKUX YCNyr (HaMMEHOBaHMFI N KPaTHOCTb ﬂpMMEHEHMFI);

nepeyeHb WCMOb3YEMbIX NEKAPCTBEHHbIX MPENapaToB AAA MeAMUMHCKOro MpUMEHeHUA
(HaMMeHOBaHMA W KPATHOCTb MNPUMEHEHMA), 3aperncTpupoBaHHbIX B Poccuiickon degepaunn B
COOTBETCTBMMU C [1paBuUaaMmn pernctpaumm 1 3KCNepTU3bl NEKAPCTBEHHbIX CPEACTB ANA MeAULMHCKOro
NPUMeHeHus, yTBepKAeHHbIMKU PeweHnem CoBeTa EBpPa3sMIACKOM 3KOHOMMYECKOW KOmMUCCuM OT 3
HosbpAa 2016 . N 78 <1>;

nepeyeHb MUCMOJb3yeMbIX MEAULMHCKUX U3AENUNA, B TOM YUC/E MMMNNAHTUPYEMbIX B OPraHU3m
YyesoBeKa, 3aperucTpuMpoBaHHbIX B Poccuiickolrt depepaumm B cooTBeTcTBMM C  [paBuiamu
rocyaapCcTBEHHOM  perucTpaumm  MeAUUMHCKUX  U3AEeNUN, YTBEPMKAEHHbIMW  MOCTaHOBNEHUEM
MpasutenbcTBa Poccuiickon ®Pepepaumm ot 27 aekabpsa 2012 r. N 1416 <2>;
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Mpuka3s Munsapasa Poccumn ot 02.02.2022 N 46H
"06 yTBepKaeHUU MonoKeHUs 06 oOpraHN3aLUN KNMHUYECKOW anpobalmm metTon08s
npoowm...

JokymeHT npepocTtasneH KoHcynbTaHTIAOC
[Jata coxpaHeHua: 25.08.2022

nepeyeHb  WMCMOJIb3yEeMbIX  OMONOrMYECKMX  maTepuanoB  (KpoBb, Mpenapatbl  KpPOBW,
reMornoaTUYeCKMe KNETKU, LOHOPCKMNE OpraHbl U TKaHK);

BnAbl neyebHoro NMNTaHWA, BK/1IOYaA cneunain3npoBaHHblie NPOoAYyKTbl neyebHoOro NMNTaHUA,

NHoe.
Moanucb pykoBoauTens deaepasibHON MeANLMHCKON OpraHmM3aLmm

Jata

<1> OduumanbHbii calT EBpPasMICKOro 3KOHOMMYEcKoro cotwsa (manee - EA3CQ)
http://www.eaeunion.org/, 21 Hosbpa 2016 r. ¢ U3MeHeHUAMM, BHeceHHbIMW PelweHnamn CoseTta
EBpa3ninckolii 3KOHOMMYECKOM Komuccum oT 14 uwoHa 2018 r. N 55 (oduumanbHbit cant EAIC
http://www.eaeunion.org/, 20 niona 2018 r.), ot 30 axuBapsa 2020 r. N 9 (opuumanbHbii cat EAIC
http://www.eaeunion.org/, 21 ¢espana 2020 r.), oT 23 aekabpa 2020 r. N 128 (oduumanbHbIN canTt
EASC http://www.eaeunion.org/, 31 aekabpa 2020 r.), ot 5 mapta 2021 r. N 14 (oduMumManbHbIN canTt
EASC http://www.eaeunion.org/, 6 anpens 2021 r.), ot 23 anpena 2021 r. N 34 (oduMumManbHbIN canTt
EASC http://www.eaeunion.org/, 17 mas 2021 r.).

<2> CobpaHue 3aKkoHoaaTenbcTBa Poccuiickont degepaummn, 2013, N 1, ct. 14; 2020, N 49, cT. 7897.
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