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3apeructpupoaHo B MuHiocte Poccum 7 gekabpsi 2020 r. N 61286

MWHUCTEPCTBO 3[JPABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

MPUKA3
oT 19 okTA6psa 2020 r. N 1113H

OB YTBEPXAEHUM NOPAOKA
COOBLWEHNA CYBbEKTAMU OBPALLEHUSA MEOULIMHCKUX U3OENUA
OBO BCEX CNYYASAX BbIABIIEHUA NOBOYHbIX AEUCTBUN, HE YKA3AHHBIX
B MHCTPYKLUWX MO NPUMEHEHUIO UM PYKOBOACTBE MO 3KCMNYATALNU
MEOULIMHCKOI'O U3AENUA, O HEXENATENbHbLIX PEAKLUUAX NMPU EFO
NMPUMEHEHWX, O6 OCOBEHHOCTAX B3AMMOOENCTBUA MEAULIMHCKUX
WU3OENUA MEXAY COBON, O ®AKTAX U OB OBCTOATENLCTBAX,
CO3OAKOLLKUX YTPO3Y XXU3HU U 300POBbLIO IrPAXXOAH N MEOULIMHCKUX
PABOTHUKOB NP NPUMEHEHUU U SKCIMNITYATALIMA
MEOULMHCKUX U3OENUIA

B cooTtBeTcTBMM C YacTbio 3 cTaTbn 96 PepepanbHoro 3akoHa ot 21 Hosbps 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 300poBbst rpaxaaH B Poccunckon Pepepaummn” (CobpaHue 3akoHopaTensctsa Poccuiickon ®enepauum,
2011, N 48, ct. 6724) n nognyHktom 5.2.192 [MonoxeHnsa o MwuHucTepcTBe 3apaBooxpaHeHus Poccuickon
depepaumu, ytBEpXKAEHHOrO nocrtaHoeneHuem lMpasuTtensctBa Poccuickon depepauum ot 19 mioHsa 2012 r. N
608 (CobpaHue 3akoHogaTenscTBa Poccuiickon ®eagepaunn, 2012, N 20, c1. 2528), nprkasbiBato:

1. YTBepauTb Npunaraemsiii Mopsanok cooblieHns cybbektammu obpalleHns MeauUmMHCKMX u3aenuii o6o scex
Cryyasix BbISIBIIEHUs] NOGOYHbIX OEWCTBUNM, HE YKasaHHbIX B MHCTPYKUMWU MO MPUMEHEHUIO UMW PYKOBOACTBE MO
3KCMnyaTaumMm MeauUMHCKOro W3OEnusl, 0 HeXenaTeSbHbIX peakumsx npu ero npuMeHeHun, o6 ocoBGeHHOCTSX
B3aMMOAEWCTBUS MEOMLMHCKUX U3Oenuii Mexay coboi, o daktax u o6 obcTosTenbCcTBax, CO3daloWwmX Yrposy
KM3HU U 3[0POBbI TPaXdaH U MeOVMUMHCKMX pPaboTHWKOB MpU MPUMEHEHWM U 3KchnyaTauum MeOavLMHCKMX
n3genuvn.

2. Hactoqawmn npukas Bctynaet B cuny ¢ 1 aHBapsa 2021 r. u gencteyeT go 1 aHBapsa 2027 r.

MwuHuncTp
M.A.MYPALLKO

YTBepxaeH

npukasom MuHMcTepcTBa 34paBoOXpaHeHns
Poccuiickon ®epepauun

oT 19 okta6ps 2020 r. N 1113H

NoPAOOK
COOBLLEHUSA CYBbEKTAMU OBPALLEHUA MEOULIMHCKUX U3OENUN
OBO0 BCEX CNYYASX BbIABNEHUSA NOBOYHbIX AEMCTBUN, HE YKA3AHHbIX
B MUHCTPYKLUU MO NPUMEHEHUIO UM PYKOBOCTBE MO 3KCMNYATALIUU
MEOULMHCKOIO U3AENUS, O HEXENATENbHbIX PEAKLIMAX MPU EFrO
NPUMEHEHUMW, OB OCOBEHHOCTAX B3AUMOZAENCTBUSA MEAULIMHCKUX
W3OENUA MEXOY COBOW, O ®AKTAX U OB OGCTOATENbLCTBAX,
CO3[AIOLLMX YTPO3Y XXU3HU U 30OPOBbIO MPAXOAH U MEOULIMHCKUX
PABEOTHUKOB NPY MPUMEHEHMUMU U SKCMNYATALMM
MEOULMHCKUX U3OENUN
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1. Hactoswwun [Mopsigok ycTaHaBnvBaeT npaBurna cooblieHus cybObekTamu obpalleHus MeAULMHCKUX
nsgenun obo Bcex criyyasax BbisIBNEHUS MOOOYHbLIX AENCTBUMA, HE YKa3aHHbIX B UHCTPYKLUW MO MPUMEHEHUIO UIK
PYKOBOACTBE MO 3KCMnyaTaumm MeAULMHCKOro U3Jenusi, 0 HexenaTenbHbIX peakuusax npu ero npumeHeHun, ob
0COBEHHOCTAX B3aMMOOENCTBUS MEAUUMHCKUX u3genun mexagy cobon, o daktax u ob obcroarenbcrBax,
co3galoLmnx yrpo3y XM3HU 1M 340pPOBbI0 rpaxaaH U MeauUUHCKMX paboTHWKOB Npu NPUMEHEHUM U 3KChnyaTauum
MeanUMHCKUX nsgenun (ganee - Nopsgok).

2. OpraHusauun, co3fgaHHble B YCTaHOBMEHHOM nopsigke <1> Ha TeppuTtopun Poccuiickon ®eaepaumm, nmdo
npeacTaBuMTeNbCTBA WHOCTPaHHbLIX OpraHuW3auvin, akKpeauToOBaHHble B YCTAaHOBNEHHOM Mopsake <2> Ha
Tepputopun Poccuiickonn ®epepauun, nubo uHAMBMAyanbHble NpPeAnpuHMMAaTEnu, 3aperucTpyMpoBaHHble Ha
Tepputopun Poccunckon Pepepaummn, nubo duanyeckne nuua, OCYLLECTBAAIOWMNE TEXHUYECKUE WCMbITaHWs,
TOKCUKONOrMYECKMe UCCNedoBaHusl, KNMHUYECKUE UCNbITaHWs, 3KCNepTusy KadectBa, 9ddPEeKTUBHOCTM W
6e3onacHOCTN MeANLMHCKUX U3AENNIN, NX rOCy4apCTBEHHY0 perncTpaumio, npou3BoacTBO, U3roTOBINEHME, BBO3 Ha
Tepputopuio  Poccuinckon depepaumm, BbiBO3 € Tepputopum Poccuinckon dPepepaumuv, noaTBepxaeHue
COOTBETCTBMSA, FOCYAApPCTBEHHbI KOHTPOIMb, XpaHeHMe, TPaHCMOPTUPOBKY, peanusauuio, MOHTaX, Hanagky,
NpMMEHeHWe, 3JKchnyaTauulo, B TOM YMCRe TexHuyeckoe oOcnyxvBaHue, npegyCcMOTPEHHOEe HOpPMaTUBHOW,
TEXHUYECKOW W (MnM) 3KCNNyaTauMoHHON AOKyMEHTauuen npov3BOAMTENS, a TakKe PEeMOHT, yTUIM3auuo unm
YHUYTOXEHVe (Janee - cybbekTbl obpalleHns MeauUMHCKMX M3henun), 3a UCKNYeHneM cybbekToB obpallueHus
MEAMLUMHCKUX W3OENVIA, OCYLECTBASAIOWMX AEATENbHOCTb Ha TeppuTopuM MeXOyHapoAHOro MeOMLIMHCKOro
Knactepa WM Ha TeppuUTOPUSX MHHOBALMOHHBIX Hay4HO-TEXHOMOrMYECKMX LeHTPOB <3>, B TeyeHwe ABaguaTu
pabounx OHen CO AHA BbIABMAEHWUS MOOOYHbLIX AEWCTBWIN, HE YKa3aHHbIX B MHCTPYKUMM MO MPUMEHEHWI unu
PyKOBOACTBE MO 3KCNnyatauuv MeOMUMHCKOTO W3Oenus, HexenaTtenbHblX peakuuMn Mpu ero npuMeHeHuw,
0COBEHHOCTEN B3aMMOAENCTBMA MEAMUUHCKMX U3Aenun Mexay cobow, gaktoB M 0BCTOATENbCTB, CO3AaOLUMX
Yrpo3y XWU3HW 1 340POBbLI0 rPaxaaH Y MeQULMHCKUX pabOTHMKOB MpY MPUMEHEHUU U dKCnyaTauum MeanumHCKUX
nsgenun (panee - HebnaronpusiTHoe cobbiTMe), HanpaenawT B PegepanbHylo cnyxOy No Hag3opy B cdepe
3apaBooxpaHeHus (ganee - Cniyxba) coobuieHne o HebnaronpusTHOM CoBbITUM NPYU NPUMEHEHUN MEAMNLNHCKOrO
nsgenuvs (pekoMmeHgyembli obpasel, npueedeH B npunoxernun N 1 k HacTosawemy Mopagky).

<1> ®epgepanbHblvi 3akoH oT 8 asrycta 2001 r. N 129-®3 "O rocygapCTBEHHOW pernctpaumm ropuanyeckmx
iy 1 uHausmayanbHeix npegnpuHnmatenen” (CobpaHue 3akoHogaTenscTBa Poccuiickon ®epepauumm, 2001, N
33, c1. 3431; 2020, N 31, cT. 5048).

<2> Cratbs 21 PepepanbHoro 3akoHa oT 9 utona 1999 r. N 160-®3 "O6 MHOCTpaHHbLIX MHBECTULMSAX B
Poccuiickon ®egepaunn” (CobpaHne 3akoHopgaTensctBa Poccunckon ®egepauun, 1999, N 28, ct. 3493; 2014, N
19, cT. 2311).

<3> Yactb 5 cratbu 38 depepanbHoro 3akoHa oT 21 Hoabps 2011 r. N 323-®3 "O6 ocHoBax OXxpaHbl
300poBbs rpaxaaH B Poccuiickon ®epepauymmn” (CobpaHue 3akoHogaTensctea Poccunckon ®epepauum, 2011, N
48, cT. 6724; 2020, N 29, cT. 4516).

3. MNpounsBognTens MEOULNHCKMX U3OENUI (ero ynorHOMOYEHHbIV NpeacTaBuTenb) npeacrasnset B Criyx0y
OT4ET O HebnaronpuATHOM COObLITUM MpPU MPUMEHEHUN MELUUMHCKOrO u3genust (pekomeHngyembli obpasel
npvBeaeH B npunoxeHun N 2 k HacTosiwemy Mopsaky) (ganee - ot4eT 0 HeGNAroNnpUATHOM COOLITUM) N OTYET O
KOPPEKTUPYIOLLNX OENCTBUSIX No 6e30macHOCTM MeAMUMHCKOro nsgenus (pekoMeHayembli obpasey, npvBefeH B
npunoxerHnn N 3 Kk HacTosiwemy MNopsagky) (oanee - OT4ET O KOPPEKTUPYIOLLMX OENCTBUSX).

I'IepBOHaqaanbn?l OT4eT O H66ﬂaF0ﬂpI/IFITHOM cobbITnK npeacrtaBndaeTCcAa B criegyrowmne Cpoku:

a) B Ccryyae BO3HUKHOBEHUSI CEPLE3HON Yrpo3bl 300POBbI0 HE3aMeaNUTENbHO, HO HE Mo3aHee Yem yepes 2
KaneHgapHblX [OHS Mocfe TOro, Kak MPOM3BOAMTEN0 MEOWUMHCKUX u3genuin  (ero  ynorHOMOYEHHOMY
NPeACTaBUTenNto) CTarno 13BECTHO O HANMUYMK Yrposbl;

6) B Crny4yae CcMepTn unm HenpegBnaeHHoOro cepbe3Horo yxyauweHua COCTOAHUA 300pOBbA Nonb3oBaTtena -
He3amMeanuTernibHoO nocne TOoro, Kak npoussogutTeri  MeanunHCKUX nagenun (ero yﬂOJ'IHOMO‘-IeHHbIVI
I'IpeD,CTaBMTeﬂb) YCTaHOBUIT CBA3b MeXay NpuMeHeHnem MmeguunHCKoro nsaenua n npounsowleawnm cobbiTMeM, HO
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HEe no3gHee 4emM 4epes 10 KaneHaapHbIX OHen nocrne Toro, Kak npon3sogunTenito MeaguUMHCKNX n3genuin (ero
YNOJIHOMOYEHHOMY ﬂpe,D,CTaBVITeJ'II'O) cTarsno U3BECTHO O CODbITUM;

B) B MpOYUX Criyyasx - He3aMeanuTenbHO MOcne TOro, kKak Npou3BOAMTENb MEAWULMHCKUX u3genuin (ero
YNOMHOMOYEHHbIA NpeacTaBuTernb) YCTAHOBWM CBA3b  MeXay NpUMEHEHWEM MEeOULUHCKOro u3genuss U
npounsoLleawmnm codbbiTueM, HO He no3gHee Yem 4depes 30 KaneHOapHbIX OAHEW NOCre TOro, Kak Npoun3BOAUTENO
MeLMLMHCKUX 13aenui (ero ynorHOMOYEeHHOMY NpeacTaBUTENO) CTarno M3BECTHO O COObITMM.

MpousBoanTens MeOUMUMHCKMX u3genui (ero ynonHOMOYEHHbI MNpeAcTaBuUTENb) BrpaBe BbINOMHUTH
KoppekTupyoLwme aencTeums (0o HanpaesneHus B Cnyx0y nepBoHayanbHOro oT4eTa O KOPPEKTUPYIOLLMX AENCTBUSIX
B 9KCTPEHHbIX CNyYyasax 3aluTbl Nonb3oBaTenen unm TpeTbnx nNuL OT Yyrpo3bl CMEPTU UM CEPLE3HOIO YXyALEeHUs
COCTOSIHUSA 300poBbsA. B aTOM cnydae nepBOHayanbHbI OTYET O KOPPEKTUPYHOLLMX OENCTBUAX OOIKeH ObiTb
npeactasneH B Cnyxby He no3gHee yem yepe3 2 KaneHaapHbIX OHSA MOCNe BbIMOMHEHUS npousBoguTenem
MeOULMHCKUX U3AENWN (€ro ynoriHOMOYEHHbIM NPEeACTaBNTENEM) KOPPEKTUPYIOLLMX AENCTBUN.

B cnyyae oTcyTCTBUSI Y MPOVM3BOAUTENS MEOULMHCKUX W3Aenuii (ero YnorIHOMOYEHHOTO NpPeACcTaBUTENS)
BO3MOXHOCTW MpPOBEAEHUSI paccrefoBaHUst npousollealero HebnaronpusTHoro cobbliTs OH AorkeH 6e3
npomeaneHuns yseaommnte o6 aTtom Crnyxoy.

MpounssoanTenb MeAUUMHCKMX WM3Aenun (ero ynoriHOMOYEHHbIN MpeacTaBuTernb) BrnpaBe obpaTuTbCca B
Cnyxby 3a cogencTtBMEM B OCYLLECTBNEHWM [OCTyna K MeOUUMHCKOMY W3Aenuio Ans onpegeneHus CBA3n
NPUMEHEHNS MeAULIMHCKOro U34enus ¢ BblsiBNEHHbIM HebnaronpusaTHbIM cobbiTreMm.

4. MeguumHCKMe opraHu3auuun, OCYLIECTBAsSOWME AeATEeNbHOCTb B cdepe obpalleHnss MeguLMHCKUX
nsgenun (panee - MeOUUUWHCKME OpraHmsauuu), OOMKHbl B TOM 4ucre wHGOpMMpoBaTh MPOU3BOAUTENS
MEOMLMHCKMX Mn3genuin (ero ynoriHOMOYEHHOro npeacTaBuTeEnsi) O COObITMAX, KOTOpble WMEKT MNpPU3HaKKU
HebnaronpuaTHOro cobbITWs, a Takke MPedoCTaBnATb UM OOCTYN K MEOWLMHCKUM U3AenusiM, ¢ NpMMEHEHUeM
KOTOPbIX MOTYyT ObITb CBA3aHbl HEGNAronpuATHbIE COBLITUS.

5. CoobweHuss o0 HebnaronpuATHOM  COObLITUM  MPU  MPUMEHEHUU  MEAVMLMHCKUX  U3OEenun,
3aperncTpupoBaHHbIX B COOTBETCTBMM C 3akoHodaTenbcTBoM Poccuiickon ®egepaummn <4> 1 Haxogawmmcs B
obpaleHnn Ha TeppuTopum Poccuiicko Pefepaumn, 3a  UCKOYEHWEM TeppuTopuMn  MEXAyHapOAHOro
MeOMLMHCKOrO Knactepa unun Ha TeppuTopraX MHHOBALMOHHbBIX Hay4YHO-TEXHOMOMMYECKNX LLeHTPOB, HanpaBnsTCH
B Cnyx0y cybbektamu obpalleHUss MeauLMHCKUX U3Aenuin, B TOM YUCNe OCYLLECTBASAWNMA UX NPUMEHEHWEe
(nonb3oBaTensMu, opraHM3auMsaMmn 3gpaBoOXpaHeHns).

<4> T[loctaHoBneHus [lpaButensctBa Poccuickon Pepepauum ot 27 pekabpa 2012 r. N 1416 "O6
yTBepxaeHun [paBun rocyaapcTBeHHOW pernctpaumn meguumHckux unsgenuin” (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®egepaunn, 2013, N 1, c1. 14, 2020, N 12, c1. 1792), ot 3 anpensa 2020 r. N 430 "O6 ocobeHHOCTsIX
obpalleHns MeaMUUHCKMX U3Oenun, B TOM Yucrne rocygapCTBEHHON peructpauuny cepuun (naptum) MeamuuHCKOro
n3genusa" (CobpaHve 3akoHopaTenbctBa Poccunckon ®egepauun, 2020, N 15, ct. 2284, OdowmumanbHbIN
WHTEepPHeT-NopTan npasoBomn nHdopmaumm http://www.pravo.gov.ru, 4 noxs 2020 r.).

B coobueHmsax YKa3blBaeTCA AocToBepHasa aKktyalbHadA MH(bOpMaLI,VIﬂ, noareepXxgaemasn
COOTBETCTBYHOLWMMN OOKYMEHTaMU, KoM KOTOPbIX NpuniararTCA K COOOLLEeHNI0 0 HeGJ'IaFOFIpVIFITHOM cobbITnm.

Tvn 1 BMA HeBnaronpuATHOrO COObLITUSA, yKasblBaeMbIX B COOOLLEHMAX O HebnaronpusTHbIX COObITUSAX,
CTPYKTYpMpYyeTCcsl MO BuAaM HebnaronpuaTHbIX COObITUIR, HeXenaTeNbHbIX peakuui npu  NPUMEHEHUN
MEeLMLMHCKMX U3OEeNnni, akToB U OBCTOATENBLCTB, CO34aloLMX Yrpo3y MPUUMHEHMST Bpeda >XM3HU U 300POBbH
nogen npu obpaLeHunn 3aperucTpmpoBaHHbIX MeONLIMHCKNX n3genun. PekomeHayembli
CnpaBOYHUK-KOAMDUKATOP BMOOB HEONaronpusaTHbIX COOBLITUIA, HeXenaTemnbHbIX peakuuMi Mpu nNpUMeHeHUU
MEeOULMHCKUX M3Oennii, akToB M ODCTOATENLCTB, CO3OAIOLWMX Yrpo3y MPUYUHEHUS] Bpeda XM3HU U 300POBbLHO
nogen npu  obpalleHunm 3aperucTpupoBaHHbIX  MeOVUUHCKMX wu3genun (ganee - Kopgudvkatop BuaoB
HebnaronpusaTHbIX cobbITNIA), pa3smellaeTcs Ha odmumansHOM cante Cnyxo6bl B
WHPOPMaLIMOHHO-TENEKOMMYHUKaLUMOHHON ceTu "MHTepHeT" (ganee - ceTb "VIHTepHeT").
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6. Mo pesynbTatam KOPPEKTUPYHIOLLMX AEACTBUA No 6e30nacHOCTM MEeOULMHCKOrO M3enusa nponssBoanTerb
MEOUUMHCKUX M3genui  (ero  yrnoriIHOMOYEHHbI NpeacTaBuTenb) 00s3aH  BbIMYCTUTb  yBEAOMIIEHWE MO
6e3onacHOCTN MeOMLMHCKOrO M3genus (pekoMeHayembii obpasel npuBedeH B npunoxeHun N 4 K HacToswwemy
Mopsaaky) (nanee - ysegomneHve no 6e3onacHOCTW), 4OBECTU €ro A0 CBEAEHWsI Nonb3oBaTenen MenuLUHCKUX
n3genuin nocpeacTBOM pasMeLLeHnsa Ha cBoeM oduumansHoOM canTe B cetu "MIHTepHeT" 1 npeactaBute B Cnyxoy
AN nNpoBeAeHMs aHanu3a coaepXalluMxcs B yBeJOMMEHMM CBEeAEHUMW U pasMelleHust npu HeobGXOoaMMOCTU Ha
oduymnansHom cante Cnyxbebl B ceTn "UHTepHeT".

7. OTYyeTbl 0 HEGNAronNpPUATHLIX COOLITUSX He NpeacTaBnsaTcs B CnyxGy B Crieayrowyx criyvyasx:

a) No Kaxgomy oTaenbHOMy HebnaronpusaTHOMY COObITUIO M3 TeX, YTO OnucaHbl B YBEAOMIIEHUSAX MO
©e30nacHOCTU U NPOM3OLLNKN MOCNe paccrnefoBaHUs HebnaronpuaTHbIX COBbLITUA U PacCbifikKi NPOU3BOAUTENEM
MEOMLMHCKUX un3genuin  (ero  ynosiHOMOYEHHbIM NpeacTaBuTeneMm) Takux YBEOOMMEHWA W NpoBeAeHUs]
KOppEeKTUpyLwWmnx aencrtsnin. Bmecto aTtoro npousBoguTeNnb MEOUUUHCKUMX u3genuin (ero  ynosiIHOMOYEHHbIV
npeacTaBuTENb) MOXeT cornacoBaTb co Cnyx0oi BO3MOXHOCTb NEPUOANYECKOrO MNpeacTaBleHUa CBOAHbIX
OTYETOB MO YKa3aHHbIM HEGNAronpUSITHbIM COOLITUAM, a TaKKe UX COAEPXKaHME U CPOKU NpeacTaBneHus;

0) no kaxgomy oTaenbHOMy HebnaronpuaTHOMY COOBITUIO M3 4YMcna 4acTo MNPOUCXOASLUX U
3a0KyMEHTMPOBaHHbIX HebnaronpuATHbIX COObLITUI (ODO3HAYEHHbIX B KayeCTBE TaKOBbIX B aHanmM3e pPUCKOB,
CBSA3aHHbIX C MEOMLMHCKUM M3genvem, O KOTOpbIX Yyxe Obinv npeacTtaBneHbl OTYETbI, MpOaHanM3MpoBaHHbIE
npoussoguTeneM MeavUUHCKMX m3genui (ero ynornHOMOYeHHbIM npefdcTtasutenem) n Cnyxbon). Bmecto atoro
Jonyckaetca MpeacTaBnaTb nepuoguyveckme cBogHble oTyeTbl. CopepxaHue W CpoKM  npeacTaBneHust
NnepvoanYecknx CBOAHbIX OTHYETOB A0MKHbI OblTb cornacoBaHbl ¢ Criyxbon;

B) o He6J'IaFOFIpI/IFITHbIX COObITUSAX, CBA3AHHbIX C OYEBUOHBLIMU ,D,e(*)eKTaMI/I MEANLMHCKNX N30enun, KOTOpble
nonb3oBaTesib BCerga MOXeT BbIABUTb HEMOCPEACTBEHHO nepen ncnosfib3oBaHneEM MeaNLIMHCKOIo n3aenusa,;

r) o HebnaronpuATHbIX COObLITUSX, HE MPUBEALINX K CEPbE3HOMY YXYALUEHUIO COCTOSIHUS 340POBbS MU
CMepTUN M3-3a 0COBEHHOCTEN KOHCTPYKUMM, 3alLMLLaloLLER OT BO3HUKHOBEHUST YrpO3bl BCIIEACTBME HEMCNPABHOCTH
MeLULIMHCKOrO U3aenus;

4) 06 oXxnagaembix U NpeaBuaMMbIX HEGNAronpuUATHLIX COObLITUAX, YAOBNETBOPSIOWMX OOHOBPEMEHHO BCEM
NepeynCreHHbIM HUXE KpUTEPUsIM:

He6J'IaI'OI'IpI/IFITHbIe cobbiTMs 0603HaYeHbl B SKCﬂﬂyaTaLlMOHHOVI (COI'IpOBOﬂ,I/ITGJ'IbHOI?I) OOKyMeHTauunm Ha
MeanunHCKoe nsagenune;

He6J'IaFOI'IpI/IF|THbIe COObITUSA M3BECTHbI B KIMMHUYECKOMN npakTuKke, nx MOXXHO Ka4eCTBEHHO U KOJMM4YeCTBEHHO
npegyragatb B cliydae, ecnu MeauuuHCKoe usgenune npuMeHdaeTca U ¢)yH|<u,|/|0H|/|pyeT B COOTBETCTBMK CO CBOUM
Ha3Ha4yeHnewm;

He6J'IaI'OI'IpI/IFITHbIe cobbiTus 3a40KYMEHTUPOBaHbI B TEXHUYECKON OOKyMeHTauun Ha MmeauumnHckoe mnsgenue
Cc COOTBeTCTBYIOLU,eﬁ OLIEHKOM PUCKOB, I'IpOBe/J,eHHOIZ A0 TOro, Kak npousoLusio He6naroan9|THoe cobbiTue;

HeﬁﬂaFOI'IpI/IFlTHbIe CcOBbITUSA KITMHUYECKN OOoNyCTUMbI C TOYKU 3peHUnda noJib3bl MeANUMHCKOro unsgenuna ansa
KaXXgoro otaeribHoro nauneHTa,

e) €CIM PUCK CMEPTU U Cepbe3HOro yxyaleHna COCToAHUA 300Pp0BbA ObIn npoaHann3npoBaH " npu3HaH
HUYTOXHO MarlbiM, €CliM HU CMepTU, HU Cepbe3HOro yxygueHuda 300p0BbA HE Nnpou3owsio, U puUCK ObIn
OXapaktepunsoBaH U 3afjOKyMEHTUPOBaAH KakK D,OI'IyCTI/IMbII7I B paMKaxX OOKyMeHTauuwu, I'IpeD,CTaBJ'IﬂeMOVI B COCTaBe
perncTpaumMoHHOro gocbe npu perncTpaunn MeguumHCKoro nagenna.

8. lna MeguuMHCKMX M3gennin Krnacca noTeHUManbHOro pucka npumMeHeHnsa 3, a Takke MeOuUMHCKUX
n3genun, UMNIaHTUPYEeMbIX B OpraHMsM 4erfioBeka Krnacca MOTeHUManbHOro pucka npuMmeHeHnst 20,
npon3BoauTENb MEAULUMHCKUX MU3LEnuii (ero ynosHOMOYEHHbIV NpeacTtaBuTens) 00si3aH NMPOBOAUTE MOHUTOPUHT
6e30nacHOCT U KIIMHMYECKON 3d(PEeKTUBHOCTM NOCNe ero perncrtpauun (ganee - KMMHUYECKUA MOHUTOPMHT) U
eXerogHo, B TeveHue 3 net, npeactaBnsaTb B Cnyxby oT4yeTbl MO KIMHUYECKOMY MOHUTOPUHTY (PEKOMEHAYEMbIN
ob6paszel, npueeaeH B npunoxeHun N 5 k HacToswemy Mopsagky).
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OTYyeTbl O KIMHUYECKOM MOHWTOPWHIe MNPeAcTaBnsiloTCs MPOM3BOAUTENIEM MeOUUMHCKUX W3denui (ero
YNONHOMOYEHHbIM NpeacTaButenem) B Cnyx0by He nosgHee 1 deBpans, HauMHas ¢ roda, criedyoLlero 3a rofqom
NOJSyYEHUs1 PErMCTPALIMOHHOIO YAOCTOBEPEHUSI.

9. KnUHMYECKMn MOHUTOPUHI NPOBOAMTCA B COOTBETCTBMM C MflaHOM, KOTOPLIA AOIMKEH coaepXaTb
cnegywoLine cBeaeHus:

a) uenn n 3agadn KrnmHN4eCcKoro MOHMUTOpUHra ¢ y4etTomMm MMerLnxca KnmHN4eCKnx daHHbIX, cneu.mcbmqecmx
0ocobeHHOoCTEN 1 (baKTOpOB PUCKa, CBA3aHHbIX C MEONLIMHCKUM U3OeJimem;

0) cxemy KNMHUYECKOr0 MOHWTOPWHra, B TOM 4ucrne obocHoBaHWe MeTodoB (cnocoboB) MnonyyveHus wu
CTaTUCTMYECKOrO aHanu3a KIMHUYECKUX OaHHbIX, Bblbopa uccnegyemor nonynsaumn, KpUTEepUEB BKITHOYEHUS
(MCKMIOYeHNA) U MUHMMAanbHOrO KonMyecTBa CYOBEKTOB B Tpynne WCcCnegoBaHWs W, rae  MpUMEHUMO,
HeobX0AMMOCTb BKIMOYEHWS B UCCNeaoBaHne rpynn CpaBHEHMS.

10. CoobweHve o0 HebnaronpusaTHOM COOBbLITUM, OTYET O HebnaronpusTHOM CcOObITMKM, OT4YeT O
KOPPEKTUPYIOLLNX OENCTBUAX, yBeAoMIIeHne no 6e30nacHOCTU, OTYET O KMMHUYECKOM MOHUTOPWHIE HanpaensalTCs
B ONeKTpOHHOW dopMe 4Yepe3 pasMelleHHYyl Ha odwuumanbHoMm canTe Cnyxbbl B cetn "WHTepHet"
aBTOMaTU3MPOBAaHHYO MHAOPMALMOHHY0 cuctemy Cnyxbbl nnu yepes npunoxeHne Crnyx0bl Ansa mMobunbHbIX
YCTPOMCTB, WnM uYepe3 dedepanbHylo roCyAapCTBEHHY MHgopMauuoHHyto cuctemy “"EgmHbeii  noptan
rocygapCTBEHHbIX M MyHUUMNanbHbIX ycnyr (pyHkuuin)" mnm (B cnydYae HEBO3MOXHOCTU MCMONb30BaHUSA CeTu
"UHTepHeT") Ha BymMaxxHOM HocuTere.

11. B opraHmsauusx, ykasaHHbIX B MyHKTe 2 Hactoswero [lopsgka, HasHavaeTcs OTBETCTBEHHOE 3a
MOHUTOPWHI Be30MacHOCTU MEeAMUMHCKUX U3Aenui OOMKHOCTHOE Nnuuo (ganee - OTBETCTBEHHOE AOIMKHOCTHOE
nmuo).

B 06513aHHOCTM OTBETCTBEHHOIO AOMKHOCTHOIO nvua BXxoauT cbop n HanpasneHne B Criyx0y nHdopmaumm,
yka3aHHOW B nyHkTax 3 M 5 HacTosiwero lMopsigka, a Takke MOHUTOPUHI MHGOPMaUUOHHbLIX nucem CnyxObl,
pasMelleHHbIX Ha oduumanbsHOM cante B ceTu "VIHTepHeT", u npoBefeHue MeponpusTU, yKasaHHbIX B HUX B
YacT¥ MEOMUUHCKMX M3Oenui, Haxoasawmuxcsa B obpalleHm B opraHm3aumm.

Mopsiaok ocywecTBrneHnss paboTbl M 006A3aHHOCTU OTBETCTBEHHONOo [OIPKHOCTHOTO nuua cybbekTa
obpalleHnss MeguUMHCKUX W3Oenuii B 4YacTU  MOHWUTOpPUHra 6e30nmacHOCTM  MeAMUMHCKUX — U3genui
pernamMeHTUpYTCS NoKanbHbIMU HOPMATUBHLIMW akTaMu cyGbekTa obpaLLeHNst MegULNHCKUX U3OEeNni.

12. WHdopmauusa, ykaszaHHass B coobweHun o HebnaronpuaTHoOM cobbitun, obpabaTtbiBaeTca WU
peructpupyetca Cniyxboi B cooTBeTcTBUM C [lopsagkoMm  OCyLeCTBMEHUS MOHUTOpUHra 6e3onacHocTu
MeaULMHCKUX U3genun, yreepxxgaembeiM MuHuctepctsoM 3gpasooxpaHeHnss Poccunckon ®egepaumm <5>.

<5> TllognyHkt 5.2.191 T[lonoxeHua o MuHucTepcTBe 34paBooxpaHeHus Poccuiickon ®epepauuu,
yTBEPXXAEHHOrO noctaHoBneHvem MNpaeutensctea Poccuiickon ®epepauum ot 19 nioHsa 2012 r. N 608 (CobpaHue
3akoHogartenscTBa Poccuiickon ®epepauun, 2012, N 26, cT. 3526).

13. BawwTa gaHHbIX, NpeacTaBnseMbix cybbektamu obpalleHms meguunHckux nsgenui B Cnyxby B pamkax
HacTosiwero lMopsgka, OT HeCaHKUMOHMPOBAHHOIO AOCTyMa OCYLLECTBRSETCS B COOTBETCTBUM ¢ PenepanbHbIM
3akoHoMm "O6 mHdopmaummn, NHHOOPMALMOHHBIX TEXHOMOMNSX U O 3awuTe nHgopmaumm" ot 27 uong 2006 r. N
149-93 <6>.

<6> CobpaHune 3akoHogaTenscTBa Poccuiickon ®eaepaumm, 2006, N 31, cT. 3448; 2020, N 14, c1. 2035.
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Mpunoxexne N 1

Kk Mopsigky coobLeHnst cybbektamm
obpalleHns MeguULNHCKUX U3aenui

060 Bcex cry4asix BbISBIeHNs

NoBOYHbIX ENCTBUIA, HE YKa3aHHbIX

B MHCTPYKLMN NO NPUMEHEHUIO

WNN PYKOBOACTBE MO 3KCMyaTauum
MEeOULMHCKOTO U3Oenusi, o HexenaTernbHbIX
peakumsix Npu ero NpMMeHeHuun,

06 ocobeHHOCTSX B3auMoaencTBus
MeOMLMHCKUX M3aenuin mexay cobon,

0 akTax n ob obcTosATenbLCTBAX,
CO34al0LLMX Yrpo3y XN3HU 1 300POBbI0
rpakgaH N MeOULMHCKMX paboTHUKOB

Npv NPUMEHEHNM W 3KCMyaTauum
MeONLMHCKUX U3AEeNnI, yTBEPKOEHHOMY
npukasom MuHMCTepCTBa 34paBOOXpaHeHNs
Poccuiickon ®eaepaunn

ot 19 okTabps 2020 r. N 1113H

PekomeHayembln obpasel

CoobLeHne
0 HeBnaronpuUATHOM COGLITUKN MPU MPUMEHEHUU
MeaMULMHCKOro n3aenus

1. CBegeHuns o cybbekTe obpalleHns MeguuMHCKUX N3genun:

a) NnoJIHOE N COoKpalleHHOe HaumeHOoBaHue (I'Ipl/l HaJ'II/I‘-IMVI), B TOM 4ucne CbVIpMeHHOG HaunveHoBaHue,
OopraHn3aunoHHO-NpaBoBas cbopma ropungmn4eckoro Juvda, agpec Mecta ero HaxoxgeHuna wunn  and
nHaounBnayanbHOro npeanpuHuMartena - cbamvmm, nMa 1 OoT4eCTBO (I'Ipl/l HaJ'II/I‘-IMVI), PEeKBU3NTbl OOKYMEHTa,
yaoocTtoBepAwero NMYHOCTb, agpec MecCTa XUTeNbCTBa, a TakKke HOoMepa Teﬂe(bOHOB n apgpec SJ'IeKTpOHHOIZ
NoYTbl KPMANYECKOro nua nnn nHanenayaribHoro npegnpuHuMarTens (ﬂpl/l HaJ'Il/I‘-Il/II/I);

6) MOEeHTUDUKALMOHHBIA HOMEP HanoronnaTenbLNKa;

B) OCHOBHOWN Focyﬂ,apCTBeHHbIIZ perVICTpaLLMOHHbIVI HOMEp 3anmcm O Cco3gaHnn rpuagn4yeckoro numua wunm
OCHOBHOWN rocyﬂapCTBeHHbIVI peI'MCTpaLI,VIOHHbIIZ HOMep nHamsunayarnbHOro npegnpuHuMaTens;

r) Bug oOpraHuM3aumm (opraHusauuu, co3gaHHble Ha Tepputopum Poccunckon degepaumm, nmbo
npeacTaBMTENbCTBA WHOCTPAHHbLIX OpraHvM3auun, akkpeauToBaHHble Ha TeppuTopumn Poccuickon degepauun,
nmbo nHaMBMAyanbHble NpeanpuHMMaTenu, 3aperMcTpupoBaHHblie Ha Tepputopun Poccuiickon ®egepaunm).

2. CBegeHUs 0 MeAMUMHCKOM M3ennn, B OTHOLLIEHNM KOTOPOro BbIsiIBNIEHO HebnaronpuaTHoe cobbiTue:

a) HaumeHOoBaHMe MeaULMHCKOrO M3OeNnns B COOTBETCTBUM C PEMMCTPALIMOHHBIM YOOCTOBEPEHUEM;

6) HOMeEp U aata perncTtpauymMoHHOro ygqoctoeepeHmna Ha MeanunHCKoe naaenune;

B) HOMEp perucTpauMoHHOro YOOCTOBEPEHWss B  eOWHOM  pPeecTpe  MEAULMHCKUX  U3Oenuin,
3aperMcTpUpoBaHHbIX B pamkax EBpasuinckoro skoHOMMYeCKoro cotosa (Npu Hanuyum);

F) BapnaHT WUCNOJNIHEeHUA wunn Mmoaesrlb MeguuuMHCKOro wumsgesnima B COOTBEeTCTBUMU C pPErmcTpaunoOHHbIM
yAooCTOBEpPEHUNEM;

A) Knacc NoTeHUMarbHOro pucka NpUMeHeH!s;
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€) Kog Bua M HauMeEHOBaHME BuAa MEOMUMHCKOrO W3L4enus B COOTBETCTBUM C HOMEHKNaTypHOW
Knaccndukaumen MeOVMUMHCKMX —U3Oenui, YTBEPXOEHHOW npukasoM MwuHucTepcTBa  34paBOOXpaHeHus
Poccuiickon ®epepaumm ot 6 uioHa 2012 r. N 4H (3apeructpmpoBaH MuHUCTEPCTBOM tocTuLmumn Poccuiickon
®epepaumu 9 nona 2012 r., pernctpaunoHHbin N 24852) <1>;

<1> C M3MeHeHMsAMK, BHECEHHbIMKN Npukaszamu MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon depepaumm
oT 25 ceHTabpsa 2014 r. N 557H (3apernctpupoBaH Munnctepcteom toctuumumn Poccuiickon deaepaumm 17 gekabps
2014 r., peructpaumoHHbii N 35201), ot 7 nona 2020 r. N 686H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMK
Poccuiickon ®epepauum 10 asrycta 2020 r., peructpaumnoHHbin N 59225).

X) ko4 BMAA W HauUMEHOBaHWe BMAA MEOMUMHCKOrO u3genuss B COOTBETCTBMM C HOMEHKNaTypown
MeOUUMHCKUX W3Oenuin, npasuna BedeHUs KOTOpPOW yTBepxaeHbl PelieHnem EBpa3snnckon 3KOHOMWYECKOW
komucenm oT 29 gekabpsa 2015 r. N 177 <2> (npy Hanu4uwu);

<2> OdmumaneHbIn canT EBpasninckoro aKoOHOMmMYeckoro cotosa http://www.eaeunion.org/, 31 nekabpsa 2015

3) NO3uLMs KkaTarnora ToBapoB, paboT, ycnyr ans obecnedeHns rocyqapCTBEHHbIX U MyHUUUNANbHBIX HYX B
cooTBeTCTBMU C [paBunamn opMmnpoBaHMs 1 BeOEHUS B €4MHOM MHOPMAaLNOHHON cucteme B cdepe 3akymnok
KaTanora ToBapoB, paboT, ycnyr ans obecneyvyeHwWsi rocyAapCTBEHHbIX W MYHUUMMAMNbHbLIX HYXO WM NpaBun
MCMONb30BaHMSA yKa3aHHOro KaTanora, yTBEpPXOEHHbIMM nocTaHoBneHneMm [lpaButenbctBa Poccunckon
denepaumm ot 8 despans 2017 r. N 145 <3>;

<3> CobpaHune 3akoHogaTenscTBa Poccuiickon Pepgepauum, 2017, N 7, c1. 1084; 2020, N 28, cT. 4421.

M) HaMMeHoBaHWEe MpPOV3BOAMTENS MEAMLMHCKOrO W3deNnns B COOTBETCTBUM C  PErncTpauOHHbIM
yOOCTOBEpEeHUeM;

K) HanMmeHoBaHMe CTpaHbl npou3BoanTenAa MeauuunHCKOro un3gernima B COOTBETCTBUM C perncrtpaumMoHHbIM
YAOCTOBEpPEHUNEM;

n) agpec mecrta (agpeca MecT) NPOU3BOACTBA MEOULMHCKOrO U3genusa B COOTBETCTBMU C PEMMCTPALMOHHBIM
yAOCTOBEPEHNEM;

M) COCTaB W KoMMnnekrauna MmeguumHCKoro mnsgenusa (an HaJ'II/I‘-II/II/I) n nepevyeHb I'IpVIHaﬂ,J'Ie)KHOCTeIZ (I'Ipl/l
HaJ'Il/I‘-Il/Il/I) B COOTBETCTBUM C pErncTpaylMoOHHbIM yOOCTOBEPEHNEM;

H) HOMep cepum (NapTum), 3aBOACKON HOMEP (MO NMPUMEHNMOCTHN);

0) KONMUYECTBO HaXOAsALLMXCA B 0OpalleHnun MeanLMHCKMX U3nenuin (C ykasaHMeM HOMEpPOB CEpUit, NapTui,
3aBOJCKMX HOMEPOB), B OTHOLLEHUN KOTOPLIX BbISIBNEHO HEGnaronpuaTHoe CobbITUE, B LUTYKAX;

n) AaTa Npou3BoACTBa (M3roTOBMNEHUs1) MEOULIMHCKOrO U3aenus;
P) CPOK rogHOCTU (3KCnnyaTauumn) MeQULMHCKOro U3Lenus;

C) Aata OKOH4YaHWA FapaHTVIIZHOFO CpOKa, CpoOKa 3KcnnyaTtauun, CpokKa CJ'Iy)K6bI, YCTaHOBJIEHHOIO
npoun3soauTenem (I'IO NPUMEHNMOCTH, NpuU HaJ'II/I‘-II/Il/I);

T) MOMHOE M COKpalleHHOEe HauMeHoBaHue (NpV Hanuyuu), B TOM 4Yucrne (PUPMEHHOEe HauMeHoBaHue,
opraHu3auuoHHO-NpaBoBas (hopma opraHu3aumm, KoTopasi OcyLLeCcTBUIa peanvsauuio cepun (napTum, 3aBoOACKOro
HOMepa) MeaULIMHCKOro U3fenus, agpec ee Mecta HaxoXOeHUs, Unu Ans MHOWBUAYanbHOro npeanpuHumarens -
damunusa, nma 1 oT4eCTBO (MPU HanNMuMM), agpec MecTa XUTeNbCTBa, AaHHble AOKYMEHTa, YOOCTOBEPSIOLLEro
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MMYHOCTL (Oanee - MOCTaBLUMK), a Takke WAEHTUPMKALMOHHBIN HOMEp HanoronnaTenbLlynka, OCHOBHOM
rOCyAapCTBEHHbIN  PErucTpaumMoHHbI  HOMEp 3anMcuM O CO34aHWM  IPUMAMYECKOro nuvua WM OCHOBHOW
rOCyAapCTBEHHbIN PErMcTpaLvoHHbIN HOMEP WHAMBMAYaNbHOro NpearnpuHMMaTens, Homep TenedoHa u agpec
3NEKTPOHHOW NOYTLI (MPU HaNU4un);

y) cBegeHuMss O HOMepe peecTpoBOW 3anucyu nocTaBliMka cornacHo PeecTpy yBegomneHuii o6
OCyLLeCTBMNeHnn aeaTenbHOCTU B cdhepe obpalleHnss MeaMUUHCKUX u3aenuin (oanee - PeecTp yBeaoMneHuin) <4>;

<4> TMlyHkt 12 [lpaBun npeactaBneHNs yBeOOMMEHMM O Havane OCYLUEeCTBNEHWUs OTAENbHbIX BUAOB
npeanpuMHMMAaTENbCKON AEATEeNbHOCTU W yveTa YKa3aHHbIX YBEAOMMNEHWUW, YTBEPXAEHHbIX MOCTAHOBMEHMEM
MpaButenbctBa Poccunckon ®enepaunm ot 16 nronsa 2009 r. N 584 (CobpaHue 3akoHogaTtenbcTBa Poccuickon
depnepaumn, 2009, N 30, cT. 3823).

d) HaumeHoBaHME W ajpeca MOMELLEHUI, B KOTOPbIX OCYLLECTBMSANOCL XpaHeHWe cepum (napTuu,
3aBOACKOTO HOMepa, MOoAEnW, BapuaHTa MCMOSHEHUsI) MEAULMHCKOrO W3Qenusi cornacHo ceefeHusim PeecTtpa
yBEeOOMIEHWI (MPU HANU4nK);

X) MONIHOE W COKpalLleHHOe HauMeHOBaHwWe (NpyW HanmuMyuu), B TOM 4Yucne UPMEHHOe HaumeHOBaHue,
OopraHM3aunoHHo-NpaBoBasd opma opraHum3aumm, KoTopas OCYyLeCTBNAna mnpuMeHeHue cepun (naptum,
3aBOACKOrO HOMepa) MeAWLMHCKOro u3genusi, agpec ee MecTa HaxoXAaeHus (C ykasaHwem agpecoB MecCT
NpUMeHeHWs), UnNu Ans MHAMBKUAYanbHOro NpeanpuHumaTrens - damunus, UM 1 0T4eCTBO (MPW HanM4uun), agpec
MecCTa XWUTenbCTBa, AaHHble AOKYMEHTa, yAOCTOBEPSIOLWEro fIMYHOCTb, a Takke WAEHTUMMKALUOHHbBIN HOMep
HarnoronnaTenbLiMKa, OCHOBHOW rocyAapCTBEHHbIA PErMcCTPaLMOHHbIA HOMEP 3anucyu O CO3A4aHWUU FOPUANYECKOTO
fmua MM OCHOBHOW roCyapCTBEHHbIV PErMCTPALMOHHBIN HOMEP MHAMBWAYANbHOrO NpeArnpuHMMaTens, a Takke
HOMepa TenedOoHOB 1 agpec 3NEKTPOHHOW NOYTHI OPUANYECKOrO Nvua UM NHAMBMAYanNbHOro nNpeanpuHumaTens
(npw Hanu4uwu);

L) cTpaHa, HaMMeHoBaHue cybbekTa Poccuiickon Pepepaumm (B criydae, ecnv cobbiTve MpoU3OLWINo Ha
Tepputopumn Poccuiickon ®eaepauumn), HaceneHHbI NyHKT, agpec, rae NpousoLwno HebnaronpusitHoe cobbiTue;

4Y) MECTO HaxOXAeHWs MeOULMHCKOro M3Oenus B MOMEHT HanpasneHus cooblieHns o HebnaronpusaTHOM
COObLITUM (YTUNU3MPOBAHO, MEepeMELLEHO B KapaHTUHHYKO 30HY, NepefaHo MNOCTaBLUMKY WM NPOU3BOAUTENIO
MeOULMHCKOro n3genus (ero ynornHOMOYEHHOMY NpeacTaBuTenNio), NPOAOIPKAET NPUMEHATLCS, NHOE);

L) AaHHbIe U3 aKTOB, OTYETOB, XYPHAaNoB, TEXHUYECKOro 06CcnyXnsaHus (Mpun Hanuumm);

LL1) KONMYECTBO BOBMEYEHHbIX B HebnaronpmaTHoe cobbiTue MEeANLMHCKUX U3AENUI (€Cr N3BECTHO).

3. On1caHue HeGnaronpUsITHOro CoBbLITUNA:

a) JaTa HanpaBrieHusi cBedeHuii o HebnaronpuaTHoM cobbiTun B depgepanbHyto cnyx6y no Haasopy B
cdhepe 34paBOOXpaHEHMS;

©) T1n coolLeHuns (nepBrnYHOE, NocneayLee, 3aKOUYNTENBHOE);
B) AaTa noctynneHusi MHbopmMauum o HebnaronpusiTHOM cobbITuK;
r) Aata HebrnaronpusiTHOro cobbITHS;

A) Ans UMMNAaHTUPYEMbIX MEAULMHCKUX U3AENWiA;

Aarta umnnaHTaumm;

AaTa aKcrnnaHTauum;

ONNTernbHOCTb MMMNNaHTaunn (3aI'IOJ'IHF|eTCF| B Clnyyae, ecinim M3BeCTHa TOYHaA AdaTa umMmnnaHtTauun unm
Hayana akcnnyaTtauum);
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cBedeHVs M3 MNOACUCTEMbl BEAEHUS CMeunanuM3vMpoBaHHbIX PErMcTpoB MNAaUMEHTOB MO  OTAErNbHbIM
HO30JI0TNAM W KaTeropusaM rpaxgaH, MOHUTOPUHra opraHvM3auuy oka3aHus BbICOKOTEXHOMOMMYHON MEAMLMHCKOM
MOMOLUM N CaHATOPHO-KYpPOPTHOIO JleYEHUW €eOMHON FOoCyAapCTBEHHOW WHM(OPMAaLMOHHOW cucTembl B cdepe
34paBooOXpaHeHnst <5>, MHbIX UHPOPMALIMOHHBIX CUCTEM, NpefHa3HavYeHHbIX Ans cbopa, xpaHeHus, 06paboTkm u
npeaocTaBneHnsa uHpopmauum, kacaroLencs 0eaTensHOCTM MeANLMHCKUX OpraHm3aunin n NpeaocTaBnaeMbiX UMu
ycnyr, a Takke u3 denepanbHOM rocyaapcTBEHHON MHOPMaLMOHHON cuctembl "EgnHas aBTomaTtusmpoBaHHas
BepPTMKaNbHO-UHTErpMpoBaHHas MHOPMALNMOHHO-aHaNUTUYeCcKkas cuctema no NPOBEAEHUIO MeOUKO-COoLMansHON
akcnepTun3bl" (Npy HanM4YuK y cybbekTa obpalleHnsa MeguunHCKMX U34enui 40CTyna B yka3aHHble CUCTEMbI);

<5> lMoanyHkT "e" nyHkTa 4 [MonoxeHus o eauMHON rocyaapCTBEHHON MH(OPMAaLMNOHHOW cucteme B cdepe
34paBoOXpaHeHNsi, yTBEPXKAEHHOro noctaHoBneHnem MNpasutensctea Poccunckon ®epepauum ot 5 mag 2018 r. N
555 "O eaguHoM rocyoapCTBeHHONW WHopmMaunoHHoW cucteme B cdepe 3gpaBooxpaHeHus” (CobpaHue
3akoHogartenbcTBa Poccuinckon ®egepauun, 2018, N 20, cT. 2849).

€) perncTpaunoHHbI HoMep HeGnaronpUATHOroO CobbITUS, MPUCBOEHHLIN NpousBoauTeNem (MPU HaNUUUKY);

X) TMN 1 BWAg HebnaronpuaTHOro coObITUA B COOTBETCTBMM CO CMNPaBOYHUKOM-KOAMEMKATOPOM BUOOB
HebnaronpuaTHbIX COOBLITUIA, HeXenaTemnbHbIX peakuni Mpu NPUMEHEHUU MEAUUMHCKUX W3Oenun, gaktoB wu
0bCTOATENBCTB, CO3QAOWMX Yrpo3y MPUYMHEHMS Bpeda >XM3HM W 300pPOBbK  nogen npu  obpalleHun
3aperncTpUpOBaHHbIX MEAULIMHCKUX U3OENNIA;

3) onuncaHne NoBGoYHbIX AeNCTBUIN MEANLMHCKOTO U3OENUs, He YKa3aHHbIX B UHCTPYKLMW MO NPUMEHEHUIO Ui
PYKOBOACTBE MO 3KCMnyaTaumu, HexenaTtenbHblX peakuuii Npu ero NpUMeHeHnM, ocobeHHOCTel B3aumoaencTaus
MeOULMHCKUX U3Oenuii mexay cobol, (hakToB U 06CTOATENLCTB, CO3AatoLLMX YrPO3Yy XU3HWU U 3[0POBbLI0 rpaxaaH u
MEANLIMHCKUX PaBOTHUKOB NPU NPUMEHEHUN W SKCTMyaTaUmMm MeQULIMHCKUX U3AENWIA;

l/I) nonb3oBaTtesib MeauUumMHCKOro naaenma (Bpaq, MeanumnHCcKaa cectpa, nauneHT, I/IHOG);

K) npumMmeHeHne mMeaguumHCKoro wusgenua (FlepBI/I‘-IHoe, NOBTOPHOE MNpuMeHeHne MeguumnHCKOro wumsaenunda
OOHOKPATHOIro npuMMeHeHua, npnMmeHeHne mMeguumnHCKOro msgesnimd MHOrFokpaTtHOro npuMeHeHuda, mMmeaunuunHcKoe
n3genune nocrne TexHn4eckoro O6CJ'Iy)KI/IBaHI/IF| nnn pemMoHTa, npoGnema Obina BbisiBrieHa 4o NnpUMeHeHus, I/IHOG);

J'I) KaTteropus He6ﬂarOI'IpVIFITHOI'O cobbITHSs1, CBA3AHHOTO C npumMmeHeHnem MmegnumnHCKOro n3gernna:

cepbe3Hada un (I/IJ'WI) HenpeasnaeHHas noboyHas peakuud, He yka3aHHad B MHCTPYKUMKU MO NPUMEHEHUK Unn
pykoBoACTBE NO 3KkcnJiyataunm MeanunHCKOro n3aenund;

no6o4YHoe sABMNeHne Npu NPUMEHEHUN MEANLIMHCKOro 13aenus;
0COBGEHHOCTY B3aUMOAENCTBUSA MEeANUMHCKUX U3OenNuiA Mexay coGoil;
HeHagnexalllee KaueCcTBO MeAULIMHCKOro u3aenus;

obcTosATENBLCTBA, Cco3galoLune yrposy Xu3Hu 1 300pOBbH HaceneHuna un MeOuUUHCKUX pa6OTHMKOB npu
npuMeHeHnn n akcnnyatTaunm MmegnunHCKuX nagnenun;

WHblE criydam HebnaronpmaTHOro cobbiTus;

M) NPUHATbIE MOMb30BaTENEeM UNN MEAULMHCKOW opraHusauunein Mepbl Mo yCTpaHeHUo HeGraronpusiTHOro
cobbITUA.

4. [laHHbIEe O NnocTpajaBLUEM:

a) nocTpagaBwuii (NauMeHT Ha AOMy, aMOynaTopHbIN MAaUWEHT, CTaUMOHAPHLIA NaUWEHT, MEAULMHCKUA
nepcoHarn, NoceTUTENb, TEXHUYECKUIA NEPCOHAIT, CAMOCTOSITENIBHOE fIeYeEHNE, NHOE);

0) dbamunus, umMsa 1 0T4ECTBO (MPU HaNUYUN);
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B) NON 1 BO3pAcCT, BEC, POCT (MpU HANU4mMmM CBe4eHUN);

r) KpUTEPUIA CEPBE3HOCTU (MPUYMHEHHBIV Bpen);

R) UCXOA;

€) onucaHue npobnembl NoCTpaaaBLUErO;

X) KONM4YeCcTBO NOCTpagaBLUNX (ECNN U3BECTHO);

3) AENCTBMS 1 MOMOLLIb, OKa3aHHas MeAMLMHCKON opraHu3aumen noctTpagasLuemy.

5. JononHutensHas nHopmaums n JOKYMEHTbI.

Mpunoxexne N 2

K Mopsigky coobLleHnst cybbekTamm
obpalleHns MeguLNHCKUX U3genmn

060 Bcex cry4vasix BbiSBIeHNs

NoBOYHbIX ENCTBUN, HE YKa3aHHbIX

B MHCTPYKLMX NO NPUMEHEHUIO

WNN PYKOBOACTBE MO 3KCMyaTauum
MeOULMHCKOTO M3Oenus, o HexenaTerbHbIX
peakumsix Npu ero NpMMeHeHun,

06 0cobeHHOCTAX B3auMoaencTBus
MeOMLMHCKUX N34enun mexagy cobow,

0 pakTax n ob obcTosATenbLCTBAX,
CO30aM0LLMX Yrpo3y XN3HU N 300POBLI0
rpakgaH U MEOULMHCKMX paboTHUKOB

npv NPUMEHEHNUM W 3KCMyaTauum
MeOULMHCKUX U3Oenni, yTBEPKOEHHOMY
npukasom MuHMcTepCcTBa 34paBOOXpaHeHNs
Poccuiickon ®eaepauun

oT 19 okTabps 2020 r. N 1113H

PekomeHayemelin obpasel

OT1yet
0 HeGnaronpuUATHOM COOLITUM MPU NPUMEHEHNN
MeOULMHCKOro n3aenus

1. CBegeHuns o cybbekTe obpalleHns MeguuMHCKUX N3nenuin:

a) NnoJiIHoe N CoKpaleHHOe HaumeHOoBaHue (I'Ipl/l Haﬂl/l‘-ll/ll/l), B TOM 4ucne ¢>MpmeHHoe HaunveHoBaHue,
opraHn3aunoHHO-NpaBoBas (bopma ropungmnyeckoro Jnuda, agpec Mecta ero HaxoxgeHuma wnn  anda
nHaounBnayanbHOro npeanpuHuMartena - cbamvmvm, nMa 1 OoT4eCTBO (I'Ipl/l HaJ'II/I‘-IMVI), PEeKBU3NTblI OOKyMeHTa,
yaoocTtoBepAwero NMYHOCTb, agpec MecCTa XUTenbCTBa, a TakKke HOoMepa Teﬂe(bOHOB n apgpec SJ'IeKTpOHHOIZ
NoYTbl KPMOANYECKOro nua nnn nHameunayarnbHOro npegnpuHuMarTensa (I'IpI/I HaJ'IW-IMVI);

0) naeHTNUKaLMOHHBIN HOMEP HanoronnaTenbLUuKa;

B) OCHOBHOWN Focyﬂ,apCTBeHHbllz perMCTpaLI,MOHHbIVI HOMEp 3anmcm O Cco3gaHnn rpugn4yeckoro nuua wunum
OCHOBHOWN rocyﬂapCTBeHHbIVl peFMCTpaLI,VIOHHbIIZ HOMep nHamsuayarnbHOro npegnpuHumMaTens;

r) Bug oOpraHuM3aumm (opraHusauuu, co3gaHHble Ha Tepputopum Poccunckon degepaumn, nmbo
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NpeacTaBUTENbCTBA MHOCTPAHHbLIX OpraHv3auuid, akKkpeauToBaHHble Ha Tepputopun Poccuiickoin degepauuu,
nmbo vHOMBMAYanbHbIe NPeAnpUHUMAaTENW, 3aperncTpupoBaHHbIe Ha Tepputopun Poccuiickon ®epepaumn).

2. CBegeHnst 0 MeQMUMHCKOM M34EeNUKU, B OTHOLLEHUN KOTOPOro BbISIBIIEHO HebnaronpmusaTHoe cobbiTue:
a) HaMMeHOBaHNe MeaULVHCKOrO U3aennsi B COOTBETCTBMU C PErMCTPaLMOHHBIM YOOCTOBEPEHNEM;
©) Homep 1 faTa perncTpaLMoHHOro yaoOCTOBEPEHMS HA MeQULMHCKOE N3aenue;

B) HOMEp perucTpauvMoHHOro  YOOCTOBEPEeHVMsI B  €AMHOM  PEeecTpe  MEeAVMUMHCKUX  U3Oenuid,
3apErMCTpUpPOBaHHbIX B pamkax EBpasuniickoro SKoHOMUYECKOro cotosa (Mpv Hanuyum);

r) BapuaHT WCMOMHEHUs WUNU MoAeNb MEAMLMHCKOrO W3Oenust B COOTBETCTBUMU C PEerncTpauuOHHbIM
yOOCTOBEpEHUEeM;

,D,) Knacc noTeHumnarnbHOro pucka npuMeHeHu4;

€) Kog BMa M HauMeHOBaHMEe BWAA MEOULMHCKOTO W3denust B COOTBETCTBMM C HOMEHKNATYpPHOW
knaccudukaumen MeOUMUMHCKUX — U3genvi, YyTBepXKOEHHOM npuka3om MuHucTepcTBa  34paBOOXpPaHEHUs
Poccuickon ®egepauum ot 6 moHa 2012 r. N 4H (3apeructpmpoBaH MuHucTepcTBOM tocTUuMM Poccuinckon
®epepaumu 9 nionsa 2012 r., pernctpauunoHHbii N 24852) <1>;

<1> C naMeHeHnsiMn, BHECEHHbIMU npukadamn MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon degepaumm
oT 25 ceHTabpa 2014 r. N 557H (3apernctpupoBaH Munuctepcteom octuumumn Poccuickon depepaumm 17 gekabps
2014 r., peructpaumorHbin N 35201), ot 7 mona 2020 r. N 686H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTMLUK
Poccuinckon ®egepauun 10 asrycta 2020 r., peructpaumoHHbin N 59225).

X) kog BMAA W HaUMEHOBaHVME BMAA MEOMUMHCKOrO u3genuss B COOTBETCTBMM C HOMEHKNaTypown
MeOMLMHCKUX W3genuin, npasuna BedeHWs KOTOpoW YyTBepXaeHbl PelweHnem EBpasmnckon 3KOHOMWYECKOW
komuccum oT 29 gekabpsa 2015 1. N 177 <2> (npn Hanu4uun);

<2> OdmumanbHbIn cant EBpaswniickoro akoHomuyeckoro coto3a http://www.eaeunion.org/, 31 gekabps 2015

3) N03uLMs kaTanora ToBapoB, paboT, ycnyr Ana obecneyeHns rocygapCTBEHHbIX M MyHULMNANbHbIX HYX B
cooTtBeTCcTBUMU C lNMpaBunamu opmMmpoBaHnUs U BeJeHUA B €AMHON MHAOPMALNOHHOM cucTteme B cdepe 3akymnok
KaTanora ToBapoB, paboT, ycnyr ans obecneyvyeHwWsi roCcyAapCTBEHHBIX W MYHUUMMAMNbHbLIX HYXO WM NpaBun
UCMOMb30BaHMA yKas3aHHOro KaTanora, yTBepXAeHHbIMU nocTaHoBreHnem [lpaBuTtenbctBa Poccunckon
depepaumm ot 8 cbeBpana 2017 r. N 145 <3>;

<3> CobpaHune 3akoHogaTenscTBa Poccuiickon ®epepaumm, 2017, N 7, ct. 1084; 2020, N 28, cT. 4421.

1) HaMMeHoBaHWe MpPOU3BOAMTENs MEAMLMHCKOrO W3Oenuss B COOTBETCTBUM C  PEerMcTpaLoHHbIM
yAOCTOBEpeHuem;

K) HanMeHoBaHune CTpaHbl npoun3BoanTenAa MeauuunHCKoro un3gernima B COOTBETCTBUM C perncrtpauMoHHbIM
yAooCTOBEpPEHNEM;

n) agpec mecTta (agpeca MecT) NpoM3BOACTBa MEAULIMHCKOrO 3gennsi B COOTBETCTBUM C PErMCTPaLMOHHBIM
yAOCTOBEPEHVEM;

M) COCTaB W KoMMnnekrtauna MmeguumHCKoro mnsaenusa (an HaJ'II/ILII/II/I) n nepevyeHb I'IpI/IHaﬂ,J'Ie)KHOCTeIZ (I'Ipl/l
Haﬂl/l‘-ll/ll/l) B COOTBETCTBUM C perncTpaylMoOHHbIM yOOCTOBEPEHNEM;
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H) HOMep cepum (NapTuK), 3aBOACKON HOMep (N0 MPUMEHUMOCTHN);

0) KONMMYECTBO HaxoasLwmxcsa B obpalleHm MeanumMHCKUX u3genui (C ykasaHmem HOMeEpPOB Cepun, napTum,
3aBOCKMX HOMEPOB), B OTHOLLEHMM KOTOPbIX BbIABMEHO HEGnaronpusTHoe cobbITne, B LUTYKaX;

n) gata Npov3BOACTBa (M3rOTOBMNEHUSA) MEOULMHCKOTO M3OEenus;
P) CPOK roQHOCTU (3KCNnyaTauumn) MeanLMHCKOro u3genus;

C) [OaTa OKOHYaHWsi TrapaHTUAHOTO CpoKa, Cpoka 3KchyaTauuu, cpoka Ccrnyxbbl, yCTAHOBEHHOMO
npouseoauTenem (Mo NPUMEHUMOCTU, NMPU HaNMYun);

T) NOMHOE W COKpaLLlEeHHOEe HauMmeHoBaHue (Npu Hamuyuu), B TOM 4ucrne (UPMEHHOE HaMMeHOBaHue,
opraHu3auVoHHO-NpaBoBas hopma opraHunsaumm, KoTopas OcyLLecTBMNa peanusaumio cepum (NapTum, 3aBOACKOro
HOMepa) MeQULMHCKOro M3genvs, agpec ee Mecta HaxOXAeHVs, Unv Ang MHOuBMAyanbHOro npeanpuHuMaTens -
dhamunmsa, ms M oT4ecTBO (MPU Hanmuuuu), agpec MecTa XWUTenbCTBa, AaHHble AOKyMEHTa, YAOCTOBEpPSLWero
MMYHOCTL (Janee - MOCTaBLMK), a Takke WAEHTUMUKALMOHHBLIN HOMEp HanoronnartenbLlimka, OCHOBHON
rocygapCTBEHHbIN  PErMcTPauMOHHbIA  HOMEpP 3anMcu O CO3[aHWM  IOPUMAMYECKOrO Nunua WM OCHOBHOW
roCyAapCTBEHHbIN PErMcTpauvoHHbIN HOMEP WHAMBMAYanbHOro npeanpuHMMaTens, HoMmep TenedoHa u agpec
3MEeKTPOHHOW NOYThI (MPU Hanuuum);

y) cBegeHuMss O HOMeEpe peecTpoBOM 3anmucu nocTasBliMka cornacHo Peectpy yBegomneHun o6
OCYLLECTBMNEHMM AeATENbHOCTU B chepe obpalleHms MeguumMHCKuX u3genui (ganee - PeecTtp yBegomneHun) <4>;

<4> TMyHkT 12 [lpaBun npeactaBneHnsa yBeOOMIMEHWM O Hadane OCyLeCTBMEeHMSI OTAEfNbHbIX BUMAOB
npeanpuHUMaTenbCkol AEeATENbHOCTM W ydeTa YKa3aHHbIX YBEAOMIIEHUW, YTBEPXAEHHbIX MNOCTaHOBIEHUEM
MpasuTtensctBa Poccuiickon ®egepauun ot 16 uong 2009 r. N 584 (CobpaHue 3akoHogaTenbcTBa Poccuickon
®epnepaumu, 2009, N 30, ct. 3823).

@) HaumeHoBaHMe K agpeca MOMELEeHU, B KOTOPbIX OCYLLEeCTBAANOChL XpaHeHue cepun (napTuw,
3aBOJCKOrO HoMepa, Mogenu, BapuaHTa WCMONHEHWs!) MeAWLMHCKOro W3Oenus corflacHo ceefeHusm Peectpa
yBeoMNeHn (Npu Hanuuuu);

X) MOSIHOE W COKpalleHHOe HauvMeHOBaHwe (NpW HamuMuuu), B TOM 4ucre (PUPMEHHOE HauMeHOBaHue,
opraHu3aunoHHo-NpasoBasd ¢Qopma opraHuM3aumm, KoTOpas OCYyLeCTBNSAna mnpuMeHeHue cepun (naptum,
3aBOJCKOrO HOMepa) MeAWLMHCKOro u3fgenus, agpec ee MecTa HaxoxiaeHus (C ykasaHuem agpecoB MecCT
NPUMEHeHWs), N Ans MHAMBUAYaNbHOro npeanpuHumaTtens - amMunns, UM U 0TY4ECTBO (MpwU Hanu4uuu), agpec
MecTa XWUTenbCTBa, AaHHble AOKYMEHTa, yOOCTOBEPSALWEro fMYHOCTb, a Takke WAEHTU(MMKALUUOHHBIA HOMEpP
HanoronnaTtenbLiuka, OCHOBHOW rOCYAapCTBEHHbIN PErMCTPaunoHHbIN HOMEP 3anucu O CO34aHuM IPUANYECKOro
nmua MM OCHOBHOW roCyapCTBEHHbIV PErMCTPALMOHHBIN HOMEP MHAMBWAYANbHOrO NpeArnpuHMMaTens, a Takke
HoMepa TenedOoHOB U agpec INEKTPOHHOWM NOYTbl IOPUANYECKOro Nuua UM MHANBNAYanbLHOro nNpeanpuHumaTrens
(Mpn Hanu4uw);

L) cTpaHa, HaumeHoBaHue cybObekTta Poccuiickon depepaumm (B crnydae, ecrniv cobbiTMe MpPOM3OLLNO Ha
Tepputopun Poccunckon ®enepaunmn), HaceneHHbI NyHKT, agpec, rae npov3oLsno HebnaronpusaTHoe cobbiTue;

l-I) MeCTO HaxoXaeHunda MeaunuunHCKOro maaennda B MOMEHT HanpaBlieHUusA coobLLeHus o He6ﬂar0r|pl/IF|THOM
cobbITUN (yTI/IﬂM3I/|pOBaHO, nepemMeLlleHo B KapaHTUHHYKO 30HY, nepenaHo MnoCTaBLKMKY WA NPOM3BOAUTENHO
MeaNLMHCKOIro nsaenua (ero YNOJTHOMOY€HHOMY I'Ipeﬂ,CTaBMTenlO), npoaonKaeT NPUMMEHATLCA, I/IHoe);

L) AaHHbIE M3 aKTOB, OTYETOB, XXYPHAII0B, TEXHNYECKOro 06Cny>XMBaHUs (Npy HanNu4um);
LLI) KONIMYECTBO BOBMEYEHHbIX B HebGnaronpmatHoe cobblTve MeAMUMHCKUX U3Oenui (eCNn N3BECTHO).
3. OnucaHue HebnaronpuUATHOrO COBbITUSA:

a) haTta HanpaBlieHusa CBEOeHun o He6ﬂar0|’|pMﬂTHOM cobbiTun B d>e,u,epaanyro CJ'Iy)K6y no Hagsopy B
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cdhepe 34paBOOXpaHEHWS;

©) Tun cooblieHna o HebnaronpusaTHOM COObITUM NPU NPUMEHEHMM MEAULMHCKOro m3genuvs (nepeuyHoe,
nocneayowee, 3aKknoyYnTensHoOE);

B) TMN OoT4yeTa O HebnaronpuMaTHOM COOLITUM NPU NPUMEHEHUM MEOULMHCKOrO M3genus (nepBoHavanbHbIN,
nocnenyLwmi 3aKnio4mMTENbHbIN);

r) Aata nocTtynneHus nHgopmaumm o HebnaronpnsiTHoM cobbiTuu;
A) gata HebnaronpusaTHOro cobbITuS;

€) ANnst UMNNaHTUPYEMbIX MEANLMHCKMUX N3OENNIA;

Aarta MMmnnaHTauuu;

Aarta aKcnnaHtauumu;

ANUTENbHOCTb MMMMaHTauMm (3anonHseTca B Cryvyae, eCnu M3BecTHa TOovHas gata MMMNiaHTauuu unm
Havyana akcnnyaTtauum);

CBedeHVns Wn3 MnoAcuCTeMbl BeAEHMSA ChneuManusvpoBaHHbIX PErncTpoB MauWEeHTOB MO  OTAENbHbIM
HO30MOMMAM W KaTeropusiM rpaxaaH, MOHUTOPWHIA OpraHu3auuy okasaHus BbICOKOTEXHOMOMMYHON MeAULMHCKOW
MOMOLUY N CaHATOPHO-KYPOPTHOrO MeYeHWM eAuHOWN rocyaapCTBEHHOW WHEOPMAaUMOHHOW cCUCTeMbl B cdepe
34paBooOXpaHeHns <5>, NHbIX MHPOPMALIMOHHBIX CUCTEM, NpeaHasHavYeHHbIX Ans cbopa, xpaHeHus, obpaboTkm u
npegocTaBneHns MHpopmauun, kKacarwencs 4eaTenbHOCTM MeQULMHCKUX OpraHu3aumin n npegocTaBnsemMblX MMu
ycnyr, a takke u3 denepanbHOM rocygapcTBEHHOM UHOpMaUMOHHOM cuctembl "EguHas aBTomaTtusvMpoBaHHas
BEPTUKaNbHO-MHTErPMPOBaHHas UHMOPMALMOHHO-aHaNUTM4Yeckas cuctema no NPoBeAEeHMI0 MeaMKO-CoLMansHom
akcnepTm3bl" (Mpu Hanuymm y cybbekta obpalleHns MeanLMHCKUX U3AeNuin oCTyna B YyKka3aHHbIe CUCTEMBI);

<5> lMoanyHKT "e" nyHkTa 4 [onoxeHus o eAMHON rocyaapCTBEHHOW MH(OpMaLUMoHHON cucteme B cdepe
3[4paBOOXPaHEHNs], YTBEPXKAEHHOIO NocTaHoBneHnem MNpaeuTtensctea Poccunckon ®epepauum ot 5 masa 2018 r. N
555 "O eaguHoM rocygapCTBeHHONM WHopmMaunoHHoW cucteme B cdepe 3gpaBooxpaHeHus” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepauun, 2018, N 20, cT. 2849).

X) AaTa oTyeTa 0 HebnaronpMATHOM COObLITUM NPY NPUMEHEHUWN MEAULMHCKOrO U34enus;
3) perncTpaumnoHHbIV HOMep HeBaronpPUATHOrO COBLITUSA, MPUCBOEHHbIN NPOM3BoAMTENEeM (MPU HaNn4Yun);

VI) ™TnNn n BUA He6ﬂar0ﬂpMﬂTH0l’0 coObITUS B COOTBETCTBUM CO Cl'lpaBO‘-IHI/IKOM-KO,D,I/I(*)I/IKaTOPOM B1OOB
He6ﬂa|’0ﬂpMﬂTHle cobbITUIA, HexenaTenbHbIX peaKLl,VIVI npn npMMeHeHnn mMeguumnHCKUX nagenun, (*)aKTOB n
obCcTOATENLCTB, CO3QatOLLNX yrposy npuyvnHeHua Bpeda XuW3Hn W 300pPpOBbHO niogen npu o6pau.|,eva|
3aperncTpnpoBaHHbIX MeguLMHCKNX nagenun;

K) onmcaHune noboyHbIX AENCTBUIA MEOULIMHCKOIO U3OENNs, HE yKa3aHHbIX B MHCTPYKLUMU MO NPUMEHEHNIO NI
PYKOBOACTBE MO dKCMyaTauun, HexenaTenbHbIX peakumin npu ero npumMeHeHMn, 0COBEeHHOCTEN B3anMoaenCcTBUS
MeOULMHCKUX U3Aenun mexagy cobon, akToB M 06CTOSATENBCTB, CO3AaOLLMX YIPO3Y XKU3HM U 340POBbLIO rpaxkaaH 1
MeOULMHCKUX pabOTHUKOB NPV NPUMEHEHUN 1 AKCNyaTaumMm MegULMHCKUX U3aenun;

n) nonb3oBaTtenb MeAUUMHCKOro U3aenus (Bpad, MeauumMHCKas cecTpa, nauueHT, nHoe);
M) MPUMEHEHNe MEOMLMHCKOrO M3fenus (nepBuyHOE, NMOBTOPHOE MPUMEHEHWe MEAMLIMHCKOrO u3aenuvst
OOHOKPATHOIO MPUMEHEHUs!, NMPUMEHeHNe MeOULMHCKOTO W3OEenus MHOTOKPaTHOro MPUMEHEHUs, MeauLUHCKoe

n3agenune nocre TeXxHM4YeckKoro 06CJ'Iy>Kl/IBaHI/IF| Unn pemMoHTa, npo6nema Oblna BbisiBNeHa ao NpUMEeHeHN4, I/IHOS);

H) KaTteropusa HeﬁﬂaFOI'IpI/IFlTHOFO COBbITUSA, CBA3AHHOIO C npnmeHeHnem MmeguUumnMHCKOro n3genua:
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cepbe3Hada n (VIJ'IVI) HenpeasnaeHHasn noboyHas peaKkuuna, He yKa3aHHadA B MHCTPYKUUW MO NMPUMEHEHUNIO U
PyKOBOACTBE MO 3KCrjiyataumn MmeguumHCKOro n3gesmnd;

no6o4Hoe ABMneHne Npu NPUMEHEeHNN MEeAULIMHCKOIrO U3aenus;
0CODEHHOCTU B3aUMOAENCTBUSA MEOULIMHCKUX U3Oenuii Mexay CoBo;
HeHaaneallee KayecTBO MeAULIMHCKOro U3nenus;

obcTosTeENbLCTBA, co3garoLume yrpo3dy Xu3Hu un 300pOBbHO HacelieHna 1 MeaunuUnHCKUX paGOTHVIKOB npu
NpUMEHEHNN N 3KCcnnyaTaunm MmegmumnHCKnX nagenun;,

WHbIE Cnyvan HebnaronpuUATHOro cobbITUS;

0) NPUHATLIE MOMb3oBaTENEM MU MEAULUMHCKON OpraHusaumMenn Mepbl MO YCTPaHEHUI0 HeGnaronpusiTHOro
cobbITKA.

4. [laHHble O NOCTpafaBLUEM:

a) noctpagaBwuii (NaumMeHT Ha oMy, ambynaTopHbI NauMEeHT, CTauMOHAapPHbLIN NauMEHT, MEAMLMHCKWUA
nepcoHarn, NnoceTuTeNb, TEXHNYECKUI NepCcoHar, CaMmoCcTOATENbHOE NeYeHne, MHOe);

0) dbamunus, umMsa 1 0T4ECTBO (MPU HaNUYUN);

B) Non 1 BO3pacT, BEC, pOCT (Mpu Hanu4nm ceegeHnn);

r) KpUTEPUIA CEPbE3HOCTU (MPUYMHEHHBbIV Bpesd);

R) vcxon;

e) onncaHve npobnembl NOCTpagaBLUero;

X) KONM4eCcTBO NocTpadasLUmMX (eCnv U3BECTHO);

3) AENCTBUS 1 NOMOLLIb, OKa3aHHast MeAMLUHCKON opraHnsauuen noctpagasLuemy.
5. [lononHuTenbHasa nHgopmMauus:

a) npegBapuTenbHOE 3aKYeHne N aHanus NpomnsBoanTens (ero ynorHOMOYEHHOro npeacraBuTens) (ans
nepBoHaYvanbHOro/MocneayLero otyeTa);

6) HavarnbHblE KOPPEKTUPYHOLNE AENCTBUS, BbINOSIHEHHbIE NPOU3BOAUTENEM;

B) NpeanonaraemMas gata criefyoLlero ot4yeTa;

r) pesynbTaTbl aHanM3a 3akni4YMTEeNbHOro paccrefoBaHms NPOM3BOANTENS (AN 3aKMYUTENBHOIO OTYETA);
[) KoppeKTUpyloLme OeUcTBUsS No 6e30NacHOCTM MEOULMHCKOrO U3enus;

€) CPOKU peanusaummn KOppekTUPYOLMX AENCTBMIA MO 6e30MacHOCTU MeAMLMHCKOIO U3aenus;

X) KONM4ecTBO MNOAOOHbLIX HEOGNaronpusSTHbIX COBBLITUIA C TakUM Xe TUMNOM MEAULMHCKOro u3genust ¢

nofoGHOM e npuyMHON HebnaronpusTHOro cobbiTUA M BUAOOM B COOTBEeTCTBUM C KoamdukaTopoMm BMOOB
HebnaronpusATHbIX COBLITUI, N3BECTHBLIX MPOU3BOAUTENIO (EF0 YNONHOMOYEHHOMY NpPeACcTaBUTENID).

MpunoxexHne N 3
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Kk Mopsgky coobLueHnst cybbekTamm
obpalleHns MeguLNHCKUX U3genmn

060 Bcex crny4asix BbISBIEHNS

NoBOYHbIX ENCTBUI, HE YKa3aHHbIX

B MHCTPYKLMN NO NPUMEHEHMIO

W PYKOBOACTBE MO 3KCMyaTauum
MEeOULMHCKOTO U3OeNns, 0 HexenaTernbHbIX
peakuusix Npu ero NpMMeHeHuun,

06 ocobeHHOCTSX B3auMOAencTBIS
MeOMLMHCKUX M3aenuin mexay cobon,

0 akTax n ob obcTosATenbLCTBAX,
CO30aloLLMX Yrpo3y XN3HU U 300POBbI0
rpaXkgaH N MeAVLUHCKMX paboTHUKOB

Npv NPYMEHEHNM N 3KCNyaTauum
MEeOMLMHCKUX U3AENUN, yTBEPXKOEHHOMY
npukasom MuHMcTepCcTBa 34paBOOXpaHeHNs
Poccuiickon ®eaepaunn

ot 19 okTabps 2020 r. N 1113H

OT1yer
0 KOpPEKTUPYIOLLMX AeNCTBMAX No Ge3onacHoCTH
MeANLUHCKOro usaenus

1. CBefeHusA 0 cyGbekTe obpalleHns MeauLUMHCKUX U3aenuii:

a) MOfHOe W COKpalleHHOe HavMeHOBaHwe (Npu Hanuyum), B TOM 4ucrne (UPMEHHOE HavMeHOBaHue,
OopraHuM3aunoHHO-NpaBoBasd Qopma puandeckoro nuvua, agpec MecTa ero HaxoxgeHuss wunu  ang
WHAMBUOYaNbHOrO npeanpuHuMarens - damMunus, UMS M OTYECTBO (MpW Hammuuu), PEeKBU3WUTbI OOKYMEHTA,
YAOCTOBEPSIOLLEro fIMYHOCTb, aApec MecTa >XUTenbCTBa, a Tawkke Homepa TenedoHOB U afpec 3NeKTPOHHON
MOYTbI FOPUANYECKOrO NMLA UNN MHAVBUAYANbHOrO NpeanpuHMmMaTtens (Mpu Hanuunm);

6) MoeHTUUKALMOHHBIA HOMEP HanoronnaTenbLNKa;

B) OCHOBHOW roCyapCTBEHHbIA PErMcTpauMoHHbIA HOMEpP 3anncu O COo3OaHUKU HPUAUYECKOro nuua Wnu
OCHOBHOW rOCYA,apCTBEHHbIN PErncTPaLMOHHbIA HOMEP MHAUBUAYANbHOrO NpeanpuHuMaTens;

r) Bug oOpraHu3aumm (opraHusauuu, co3gaHHble Ha Tepputopumn Poccunckon @depepaumu, nmbo
NnpeAcTaBUTENbCTBA MHOCTPAHHbIX OpraHM3auuni, akkpeauMToBaHHble B Ha TeppuTopun Poccuiickon ®epepaunn,
nmbo nHaMBuAyanbHble NPeanpUHUMaTENK, 3aperMcTpMpoBaHHbie Ha TeppuTopun Poccuiickon ®epepauun).

2. CBeaeHunst 0 MegMLUMHCKOM M30ennu, B OTHOLLEHNM KOTOPOro BbISIBIIEHO HebnaronpusTHoe cobbiTuhe:

a) HauMeHOBaHMEe MeAULMHCKOTO M3OENNSt B COOTBETCTBUM C PEMMCTPALMOHHBIM YOOCTOBEPEHNEM;

6) HoOMep 1 faTa pervcTpaLnoHHOro YAOCTOBEPEHNS Ha MeaULMHCKOe U3aenue;

B) HOMeEp perncTtpaymnoHHOro yAaocTtoBepeHnd B eaJnHoOM peecTpe MeaNLIMHCKNX nagenuin,
3aperncTpupoBaHHbIX B paMKax EBpa3VIIZCKOFO 9KOHOMMYECKOro corsa (I'lpl/l HaﬂW—IMM);

r) BapuaHT WCMOMHEHUss WNU MOAEMNb MEAULIMHCKOrO W3OEenusi B COOTBETCTBUMU C PErncTpauuOHHbIM
yAOCTOBEpeHuem;

D,) Knacc noTeHumnanbHOro pucka npuMeHeHu4;

€) Kog BMa M HauMeHOBaHME BuWAa MEeOMUMHCKOrO W3O4enus B COOTBETCTBUM C HOMEHKNaTypHOW
Knaccudukaumen MeauuUnHCKUX  U3genun, yTBepXAeHHOMW npukasoM MuHucTepcTBa  30paBOOXpPaHEHUSA
Poccuinckon ®epgepauum ot 6 umoHa 2012 r. N 4H (3apernctpupoBaH MuHucTepcTBOoM tocTuumm Poccuiickon
®epepaumu 9 niona 2012 r., pernctpauunoHHbii N 24852) <1>;

CrpaHuua 15 u3 25



Mpuka3 MuH3gpasa Poccum ot 19.10.2020 N 1113H
"06 yTBepxaeHum Mopsaka cooblueHus cybbekTamMn obpalleHus
MEANLIMHCKUX U3AENWA. ..

<1> C n3MeHeHusaMM, BHECEHHbIMKU Npukasamm MuHucTepcTBa 3apaBooxpaHeHms Poccuickon depepavinm
oT 25 ceHTabpa 2014 r. N 557H (3apernctpuposaH MuHnctepctasom toctuuumn Poccunckon ®epepaumn 17 gekabps
2014 r., peructpaumoHHbii N 35201), ot 7 nona 2020 r. N 686H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMM
Poccuiickon ®epepauum 10 asrycta 2020 r., pernctpaumoHHsin N 59225).

X) Ko BuMAa M HauMMeEHOBaHWe BuOA MEAMLUMHCKOro u3genusi B COOTBETCTBUM C HOMEHKNATypou
MEAMUUHCKUX M3Oenvi, npaBuna BeOeHUs KOTOpOW yTBepxaeHbl PelwweHnem EBpasviicKon 3KOHOMUYECKOM
komuccum oT 29 gekabps 2015 . N 177 <2> (npu Hanu4mn);

<2> OdmumanbHbIn canT EBpasninckoro akoHomMm4yeckoro cotosa http://www.eaeunion.org/, 31 aekabpsi 2015

3) NO3ULWs KkaTanora ToBapoB, paboT, ycnyr Ana obecneyeHns rocygapCTBEHHbIX U MyHULMNANbHbIX HYX B
cooTtBeTCcTBMM C lNMpaBunamu dopmMmpoBaHnst U BeOeHUS B €ANHON MHAOPMALMOHHOM cucTteme B cgepe 3aKyrnok
KaTtanora ToBapoB, paboT, ycnyr gnsi obecrneyvyeHus rocyaapCTBEHHbIX WM MYHMUMNAMNbHBIX HYXO W NpaBun
MCNONb30BaHUSA yKa3aHHOro Kartamnora, YTBepXAEeHHbIMM nocTaHoBneHnem [lpaButenbctBa Poccunckomn
depepaumm ot 8 cbeBpana 2017 r. N 145 <3>;

<3> CobpaHue 3akoHogaTenscTBa Poccuiickon ®egepaunmn, 2017, N 7, c1. 1084; 2020, N 28, cT. 4421.

1) HaMMeHoBaHWEe MpPOoVU3BOAMTENs MEAMLMHCKOrO W3Oenuss B COOTBETCTBUM C  PermcTpauvoHHbIM
yOOCTOBEpEHUEeM;

K) HanmMmeHoBaHMe CTpaHbl npou3BognTenda MeauuunHCKOro mn3gernima B COOTBETCTBUM C perncrtpaumMoHHbIM
YAOCTOBEPEHUNEM;

n) agpec mecTta (agpeca MecT) Npomn3BoACTBa MEAULIMHCKOrO U3gennsi B COOTBETCTBUM C PErMCTPaunNoHHbIM
yAOCTOBEPEHNEM;

M) COCTaB W KoMMnnekrauna meauumHCKoro mnsgenusa (an HaJ'II/I‘-II/II/I) n nepevyeHb I'IpVIHaﬂ,J'Ie)KHOCTeIZ (I'Ipl/l
HaJ'Il/I‘-Il/Il/I) B COOTBETCTBUM C pErncTpalMOHHbIM yOOCTOBEPEHNEM;

H) HOMep cepum (NapTuK), 3aBOACKON HOMeEpP (MO MPUMEHUMOCTN);

0) KONMYECTBO HaxodsALMXCS B 06palLeHn MeaUUUHCKMX U3Oenuid (C ykasaHMeM HOMEPOB Cepwi, NapTui,
3aBOACKMX HOMEPOB), B OTHOLLEHUW KOTOPLIX BbISIBIIEHO HEGNaronpusTHoe cobbiThe, B LUTYKaX;

n) Aata NPou3BOACTBA (M3roTOBMNEHNST) MEOULMHCKOIO N3AENNS;
P) CPOK rogHOCTM (3KcnyaTauum) MegULMHCKOTO U3NENUs;

C) f[aTa OKOHYaHWs rapaHTUMHOrO CpoKa, CpoKa SKChfyaTauuu, Cpoka CryxObl, YyCTaHOBMEHHOro
npoussogutenem (Mo NPUMEHUMOCTU, NPU HANU4MK);

T) MOMHOE W COKpalleHHOEe HauMeHOoBaHue (Npy Hanuynu), B TOM 4ucrne UpMEHHOe HavMeHOBaHue,
OopraHun3auvoHHO-NpaBoBas hopma opraHusaumm, KoTopas ocyLLecTBMNa peanusauuio cepum (NapTum, 3aBOACKOro
HoMepa) MeaMLIMHCKOro U3genns, agpec ee Mecta HaxoXAeHWs, Unu Ans MHAMBUAYanbHOro npeanpuHumarens -
damunusa, nma n oTyecTBo (MPU HanuuuMu), agpec MecTa XWUTenbCTBa, AaHHble JOKYMeHTa, yAOCTOBEpSIOLWEero
NUYHOCTL (Oanee - MNOCTaBLUMK), a Takke WAEHTUMMKALMOHHBIA HOMEp HarnoronnatenbLlynka, OCHOBHON
rocygapCTBEHHbIN  PErucTpauMOHHbIA  HOMEP 3anvMcyM O CO34aHuu  pUANYECcKOro nvua WM OCHOBHOM
rocygapCTBEHHbIV PErMcTpauuoHHbIA HOMEpP WHAMBMAYanbHOro npegnpuHuMaTens, Homep TenedoHa u agpec
3MNEKTPOHHOW NMOYThI (MPY HaNU4un);
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y) cBegeHMss O HOMepe peecTpoBOW 3anucyu nocTaBliMka cornacHo PeecTpy yBegomneHuii o6
OCYyLLEeCTBMNeHNM AeaTenbHOCTU B cdhepe obpalleHnss MeauLMHCKUX u3aenuii (nanee - PeecTp yBeoMneHuin) <4>;

<4> TlyHkT 12 T[lpaBun npeacrtaBneHns yBeOOMMEHUW O Hadvane OcCYLEeCTBNEeHUs OTAeNbHbIX BWOOB
NpeanpMHMMAaTEeNbCKON OEATENbHOCTU W yveTa YKa3aHHbIX YBEAOMIIEHUN, YTBEPXKAEHHbIX MNOCTAHOBIIEHWEM
MpaButenbctBa Poccunckon ®enepaunm ot 16 uronsa 2009 r. N 584 (CobpaHue 3akoHogaTtenbcTBa Poccuimckon
depepauuu, 2009, N 30, cT. 3823).

@) HaummeHoOBaHMEe M agpeca MNOMELUEHUN, B KOTOPbIX OCYLLECTBMNAMNOCL XpaHeHwe cepun (napTuu,
3aBOACKOrO HOMepa, MOAenu, BapvaHTa MCNOMHEHUS) MEeAULMHCKOro WM3Aenus cornacHo ceegeHusm PeecTpa
yBeOOMINEHWI (NpKY Hanu4um);

X) NOMHOe W COKpalleHHOe HaumeHoBaHue (MpW Hanuuum), B TOM 4ucre upMeHHoe HauMMeHOBaHwue,
OpraHun3auvMoHHO-NpaBoBas gopma opraHusaumM, KoTopas OCyLeCcTBAsna npuMeHeHne cepun (NapTum,
3aBOACKOrO HOMepa) MeAWLMHCKOro u3genusi, agpec ee MecTa HaxoXAaeHws (C ykasaHwem agpecoB MecCT
NpUMeHeHWs), UnNu Ans MHAMBKUAYanbHOro NpeanpuHuUMaTens - damunus, UM 1 0TY4eCTBO (MPW HanmMuun), agpec
MecTa XWUTenbCTBa, AaHHble AOKYMEHTa, yOOCTOBEPSALWEro fMYHOCTb, a Takke WAEHTUMUKALUMOHHbLIN HOMEpP
HanoronnaTtenbLuka, OCHOBHOW roCyAapCTBEHHbIN PErMcTpauuoHHbI HOMEpP 3anncyu O CO34aHuM KpUanYeckoro
nMua unu OCHOBHOW rOCYAapCTBEHHbIM PErnCTPauMOHHbI HOMEP MHAMBUAYANbHOIO npeanpuHuMmartens, a Takke
HOMepa TenedOoHOB 1 agpec 3NEKTPOHHOW NOYThI OPUANYECKOrO Nvua UnM NHAMBMAYanbHOro nNpeanpuHumaTens
(npw Hanu4uwu);

u) cTpaHa, HauMeHoBaHue cybbekta Poccuiickoin Pegepaunm (B crnyyae, ecnm cobbiTe MPOU3OLLNIo Ha
TeppuTopun Poccuiickoin Pefepaunmn), HaceneHHbI NyHKT, agpec, rae Npov3oLUnio HeGnaronpuaTHoe cobbiTue;

4) MECTO HaxOXAeHWs MeOULMHCKOro M3Oenus B MOMEHT HanpaBfeHus cooblieHns o HebnaronpusaTHOM
COObITUM (YTUNU3MPOBaHO, MEpPeMeLleHO B KapaHTUHHYI 30HY, nepefaHo MOCTaBLMKYy WMAM MpOU3BOAUTENHO
MeAMLMHCKOro n3aenus (ero ynorHOMOYeHHOMY NpeacTaBuTento), NPoAomKaeT NPUMEHATBLCS, UHOE);

W) AaHHbIE U3 aKTOB, OTYETOB, XYPHAI0B TEXHNYECKOro obcnyxusaHus (Mpu HanMuum);

LL1) KONMYECTBO BOBMEYEHHbIX B HEBnaronpmaTHoe cobbiTve MeANUUMHCKUX U3AENUIN (€CNX U3BECTHO).

3. On1caHue HeGnaronpUsITHOro CoBbLITUNA:

a) gaTa HanpaBneHus cBefdeHun o HebrnaronpusaTtHom cobbiTum B ®PepdepanbHyto cnyxBy no Hagsopy B
chbepe 3gpaBooxpaHeHus;

6) TMN coobLWeHnsa o He6ﬂa|’0ﬂpMﬂTHOM coObITUK npn npuMeHeHnn mMegunumnHCKoro maaenuda (nepBMque,
nocnenywtilee, 38KJ'HO‘-IVITeJ'IbHoe);

B) TMN oT4yeTa 0 HeONaronpuMsaTHOM COOBLITUM MPU NPUMEHEHUM MEAMLUHCKOrO u3genus (nepBoHavanbHbI,
nocnenyLwmin 3aknioYnMTENbHbIN);

r) gata nocTynneHus MHpopmaLmn o HeGraronpUATHOM COObITUW;
A) foata HebnaronpusiTHOro cobbITUS;

€) AN UMMNaHTUPYEMbIX MEAULMHCKUX U3OENNIA:

JaTta umnnaHTauum;

JaTa aKkcnnaHTauuu,

ONNTEeNIbHOCTb MMMNNaHTauun (3aﬂ0ﬂHF|eTCF| B Cly4ae, eClnin M3BeCTHa TOo4YHad [gata MMniaHTauum unum
Ha4vana SKCHﬂyaTaLIMM);
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cBedeHusl M3 MNOACUCTEMbl BEAEHUS CMNeunanu3MpoBaHHbIX PErncTpoB MauMEHTOB MO  OTAENbHbIM
HO30JI0TNAM W KaTeropusaM rpaxgaH, MOHUTOPUHra opraHvM3auuy oka3aHus BbICOKOTEXHOMOMMYHON MEAMLMHCKOM
MOMOLUM N CaHATOPHO-KYPOPTHOTO JIeYEeHUW €eOMHON FOoCyAapCTBEHHOW WH(OPMAaUMOHHOW cucTembl B cdepe
34paBooxXpaHeHnst <5>, MHbIX MHPOPMALIMOHHBIX CUCTEM, NpefHa3HavYeHHbIX Ana cbopa, xpaHeHus, 06paboTkm u
npeaocTaBneHms uHpopmaLmm, kacaroLencs eaTensHOCTM MeANLMHCKMX OpraHu3aumnin n npegocTaBnsemMbiX M1
ycnyr, a Takke u3 degepanbHor rocyaapcTBEHHON MHGPOPMAaLMOHHON cuctembl "EanHas aBToMaTuM3npoBaHHasi
BepPTMKaNbHO-UHTErpMpoBaHHas MHOPMALNMOHHO-aHaNUTUYeCcKkas cuctema no NPOBEAEHUIO MeOUKO-COoLMansHON
akcnepTm3bl" (Npy HaNM4YuK y cybbekTa obpalleHns MeguUMHCKUX M3aenuin 4OCTyna B yka3aHHble CUCTEMBI);

<5> lMoanyHkT "e" nyHkTa 4 [onoxeHus o eguMHON rocyaapCTBEHHON MH(OpPMaLMOHHOM cucteme B cdepe
34paBoOXpaHeHNsi, yTBEPXKAEHHOro noctaHoBneHnem MNMpasutensctea Poccunckon ®enepaumm ot 5 maa 2018 r. N
555 "O eaguHoM rocyoapCTBeHHONW WHopmMaunoHHoW cucteme B cdepe 3gpaBooxpaHeHus” (CobpaHue
3akoHogartenbcTBa Poccuinckon ®egepauun, 2018, N 20, cT. 2849).

X) AaTa oTyeTa 0 HebnaronpMATHOM COObLITUM NPY NPUMEHEHUWN MEAUNLMHCKOrO U3genus;
3) perMcTpaumnoHHbIV HOMep HeBNaronpPUATHOrO COBLITUSA, MPUCBOEHHLIN NPOM3BoAMTENEeM (MPU HaNn4Yun);

VI) ™nNn n BUA He6ﬂar0ﬂpMﬂTHOFO cobbiTMs1 B COOTBETCTBUM CO CI'IpaBO‘-IHVIKOM-KO,D,I/I(*)I/IKaTOPOM BNOOB
He6ﬂa|’0ﬂpMﬂTHle cobbITWIA, HexenaTenbHbIX peaKLl,VIVI npn npMMmeHeHnn mMeguumnHCKUX n3genuvn, (*)aKTOB n
obCcTOoATENLCTB, CO3QaOLLNX yrposy npuynHeHna Bpeda XusHn wn 3400pPOBbHO niogen npu o6pau.|,eva|
3aperncTtpnpoBaHHbIX MeanUNHCKNX nsnenun;

K) onucaHne nobOYHbIX 4ENCTBUA MEOULIMHCKOIO M3LENUs, HE yKasdaHHbIX B MHCTPYKLUW MO NPUMEHEHNIO NN
PYKOBOACTBE MO 3KCMyaTauun, HeXenaTenbHbIX peakuuin npu ero npuMeHeHun, ocobeHHoCTelr B3anMmoaencTanst
MEeLMLMHCKUX M3oenui mexay cobor, hakToB 1 06CTOATENbCTB, CO3OAIOLLNX YTPO3Y XMU3HU 1 300POBbIO rpaxaaH 1
MeLMLMHCKMX PAaBOTHUKOB NPY MPUMEHEHUN N 3KCIyaTauumn MeAULMHCKUX U3OENW;

n) nonb3oBaTtenb MEAULMHCKOrO U3genus (Bpay, MeauuMHCKas cectpa, NauneHT, UHoe);

M) MpPUMEHeHWe MeAMWLMHCKOro u3genust (NnepBuUYHOe, MOBTOPHOE MPUMEHEeHMe MEeLMUMHCKOro u3genus
O[HOKpPaTHOro MpUMEHEHUs!, NMPUMEHEHNE MEAULMHCKOrO U3Lenvsi MHOFOKpPaTHOrO MpPUMEHEHUs, MeguLUMHCKoe
nsaenve nocrie TeXHNYecKoro obCcnyxMBaHUs UM pemMoHTa, npobnema Obina BbiSBNeHa 40 NPUMEHEHUS!, NHOE);

H) KaTeropusa He6J'IaFOFIpI/IFITHOI'O cobbITUS, CBAA3aHHOIO C npuMmeHeHnem MeguumHCKOro n3genna:

cepbesHasi 1 (Unun) HenpeaBuAeHHas NoboYHAs peakuusi, He yKasaHHast B UHCTPYKLMWU MO MPUMEHEHMIO UMK
PYKOBOACTBE MO 3KCNyaTaunm MeauLMHCKOro U3Lenus;

nobo4yHoe ABneHne Npu NPUMEHEHUN MEANLIMHCKOIO N3OENUS;
0COBEHHOCTM B3anMOOENCTBUS MEQULMHCKNX N3OENUA mexay cobon;
HeHagnexawee Ka4eCcTBO MEAULMHCKOro n3genus;

obcTosaTenbCTBa, CO3daloWMe Yrposy >KU3HW U 300POBbI0 HACEeNeHUss U MeAULMHCKMX pPabBoTHUKOB npu
NMPUMEHEHMN 1 IKCTyaTaLum MeaULIMHCKUX N3Aenui;

MHblE Clny4aun He6ﬂaFOI'IpMHTHOI'O cobbiTus;

0) NPUHATbIE NMONb3oBaTeNeM UM MeaUUMHCKON opraHv3auunelnt Mepbl Mo YCTpaHeHUto HebnaronpusTHOro
cobbITuA.

4. [1aHHble 0 NocTpadaBLUEM:

a) nocTtpagaBwuii (NaumMeHT Ha oMy, ambynaTopHbIA MauWEHT, CTauMOHapHbIN MauUMeHT, MEeLULMHCKUN
nepcoHarn, NnoceTUTeNb, TEXHUYECKUIA NePCOHar!, CAaMOCTOSITENIbHOE NeYeHne, NHOE);
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0) dhamunus, nma n oT4ecTBO (NPU HANUUUN);

B) NON 1 BO3pacT, BEC, POCT (MpU HaNU4MM CBe4EHUN);
r) KPUTEPUIA CEPLE3HOCTN (MPUYMHEHHBIV Bpen);

R) vicxon;

€) onncaHve Npobrembl NOCTPaAaBLLEro;

)K) Kog n TepMuH I'IpO6J'I€MbI nocTpagaBLlero B CBA3N C HEGJ'IaI'OFIpVIFITHbIM cobbiTem, ¢ YKa3aHnem Buaa B
COOTBETCTBUN C KOD,VICbVIKaTOpOM BMOOB He6J'IaFOI'IpVIFITHbIX cobbiTui;

3) KONMYECTBO NOCTPafaBLUKX (€CMNU N3BECTHO);
1) 4eNCTBMSA N MOMOLLb, OKa3aHHast MeAULUMHCKON OpraHn3auuen noctpagasLluemy.
5. lononHutensHas uHgopmaums:

a) npeagBapuTesibHoOe 3akKrt4veHne 1N aHanna npoun3soanTensa (ero YNOJIHOMOY€EHHOIo I'IpeD,CTaBVITeJ'Iﬂ) (,D,J'Iﬂ
nepBOHaqaanoro/nocnenyrou.l,ero OT‘-IeTa);

©0) HavanbHble KOPPEKTUPYIOLLNE AENCTBUS, BbINOMHEHHbLIE MPOU3BOANUTENEM;
B) MpeanonaraemMasi gata criefyoLlero ot4eTa;
r) pe3ynbTaThl aHanm3a 3aknioYnTENbLHOro paccneoBaHnsi NPOM3BOAMTENS (NS 3aKMIOYUTENBHOIO O0TYETA);

A4) TN n Bug HebnaronpusatHoro cobbiTus, C ykasaHMem Buga B cooTBeTcTBUM ¢ Koamdumkatopom BMAOB
HebnaronpuATHbLIX COBbITUI;

€) KoppeKTMpyloLLMe AeACTBUS No 6e30MacHOCTM MEAMLIMHCKOIO U3denus;
) CPOKM peanusauny KOppeKTUPYIOLNX AeNCTBUIA No 6e30MacHOCTV MEAULMHCKOro U3aenvs;

3) KONMM4YecTBO NOAOOHbIX He6ﬂar0ﬂpMﬂTHle COObITUI C TakMM >Xe TUMOM MEOULMHCKOro u3genus c
nogobHon e l'lpVI‘-II/IHOVI HeGJ’IaI'OI'IpVIFITHOI'O coOblTMS M BMOOM B COOTBETCTBUM C KO,CI,VId)MKaTopOM BMaoB
He6ﬂa|’0ﬂpMﬂTHle COObITUIA, N3BECTHbIX npounssoaunTesto (ero YNOJIHOMOYE€HHOMY Flpe,D,CTaBVITeJ'HO);

1) obLuMe cBeAEeHUS U NpUYMHA KOPPEKTUPYIOLWMX AENCTBUIN (ANS OTYETa O KOPPEKTUPYIOLLUX OENCTBUAX);
K) onmMcaHue 1 060CHOBaHME KOPPEKTUPYIOLLMX AENCTBUN (ANS OTYETa O KOPPEKTUPYIOLLMX OENCTBUAX);
n) pekomeHZaumm Ans nonb3oBartenen (4na otyeTa O KOPPEKTUPYIOLLNX OENCTBUAX);

M) MEpONPUSTUS U CPOKU peanu3aunvm KOPPEKTUPYHLUMX OEWCTBUA (ANsi OoT4eTa O KOPPEKTUPYIOLLUX
OencTBusx).

Mpunoxexne N 4

k MNopsaaky coobweHns cybbekTamm
obpalleHns MeguLMHCKUX n3genmn
0060 Bcex crny4vasix BbIIBIEHUS
NOGOYHbIX AENCTBUN, HE YKa3aHHbIX
B MHCTPYKLMW NO NPUMEHEHUIO

Uy pykoBOACTBE MO dKCnyaTauum
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MeANLMHCKOro U3aenusi, o HexxenaTernbHbIX
peakuusx nNpu ero NpMMeHeHuu,

06 ocobeHHOCTAX B3auMoaencTBus
MeOMLMHCKUX 13genuin mexay cobon,

0 chaktax n o6 obcroarenbcTBax,
CO3aloLLMX Yrpo3y XN3HU U 300POBbI0
rpaxkgaH  MeauLUUHCKNX paboTHMKOB

Npv NPUMEHEHNM W 3KCMyaTauum
MeANLMHCKUX U3OENUIA, yTBEPXKOEHHOMY
npukasom MuHMCTepcTBa 34paBoOOXpPaHEHUS]
Poccuickon denepaumm

oT 19 oktabps 2020 r. N 1113H

PekomeHayembln obpasel
YBegomneHune no 6e3onacHOCTU MeauLUHCKOro naaenus
1. CBegeHuns o cybbekTe obpalleHnsa MeguumMHCKUX N3genuin:

a) MonHoe W COKPAaLleHHOe HauMMEHOBaHWe (Npu Hanmuyuu), B TOM 4ucre UPMEHHOE HanMeHOBaHMe,
opraHu3auuoHHo-NpaeoBas  opMa  pPUAMYECKOrO fuua, agpec MecTa €ero  HaxoXAeHus unu  ans
VHOMBMAYANbHOrO npeanpuHUMaTens - damunus, UM U OTYECTBO (MPW HanWyMu), PEKBU3UTbI [OKYMEHTa,
YAOCTOBEPSIOLLEro NMMYHOCTb, aApec MecTa XWTenbCTBa, a Takke HOMepa TenegoHOB W agpec SMeKTPOHHOM
NOYTbI FOPUANYECKOrO N1La UNU MHANBUAYANbHOrO NpeanpuHMMaTtens (Mpu Hanuuum);

6) NOeHTUMDUKALMOHHBIA HOMEpP HanoronnaTenbLVKa;

B) OCHOBHOWN Focyﬂ,apCTBeHHbIVI peI'VICTan,I/IOHHbIﬁ HOMEp 3anmcm O Cco3gaHnn rpuandeckoro numua wunm
OCHOBHOWN rocyﬂapCTBeHHbIVI peI'MCTpaLI,VIOHHbIIZ HOMep nHamsunayarnbHOro npegnpuHuMaTens;

r) Bug oOpraHuM3aumm (opraHusauuu, co3gaHHble Ha Tepputopum Poccunckon ®degepaumn, nmbo
npeacTaBMTENbCTBA WHOCTPAHHBLIX OpraHv3auun, akkpeauToBaHHble Ha TeppuTtopumn Poccuickon depepauun,
nnbo nHaMBMAyanbHble NpeanpuHMMaTenu, 3aperucTprpoBaHHble Ha Tepputopumn Poccuinckon degepaumm).

2. CBegeHuns 0 MeguLMHCKOM M30envu, B OTHOLLEHNM KOTOPOro BbISIBIIEHO HebnaronpusaTHoe cobbiTre:
a) HaMMEeHOBaHNEe MeOULMHCKOTO N3aennsi B COOTBETCTBMU C PEMMCTPALUOHHBIM YOOCTOBEPEHMEM;
0) HOMep n JaTa perMcTpauMoHHOro yaoCTOBEPEHMS Ha MEOULIMHCKOE N3LENKe;

B) HOMEp perncTpauMoHHOro YOOCTOBEPEHWss B  eOWHOM  peecTpe  MeAWLMHCKUX  U3Oenuin,
3aperMcTpUpoBaHHbIX B pamkax EBpasmMinckoro skoHOMMYeCKoro cotosa (Npu Hanu4um);

F) BapnaHT WUCNOJNIHEeHUA wunn Mmoaeslb MeguuuMHCKOro wumsgesnima B COOTBEeTCTBUMU C pPErmcTpaunmoHHbIM
yAooCTOoBEpPEHUNEM;

A) Knacc NoTeHUMarbHOro pycka NpUMeHeHNs;

€) Kog BMOa M HauUMeHOBaHME BWAA MEOMUMHCKOTO W3O4enus B COOTBETCTBUM C  HOMEHKNATYpPHON
knaccudukaumen MeOUUMHCKUX — U3OenuiA, YTBEPXOEHHOM npukasoMm MuHuCTepcTBa  34paBOOXPaHEHUS
Poccuiickon ®epepauumm ot 6 uioHa 2012 r. N 4H (3apeructpupoBaH MuHUCTepcTBOM tocTUUMKM Poccumnckomn
®epepauuu 9 nona 2012 r., pernctpaunoHHbin N 24852) <1>;

<1> C n3MeHeHUusiM1, BHECEHHLIMU NpuKazamm MuHucTepcTBa 3gpaBooxpaHeHna Poccuiickon deaepaunm
oT 25 ceHTAb6psa 2014 r. N 557H (3apeructpupoBaH MuHuctepctBoM tocTuuum Poccuiickon ®epepauun 17 gekabps
2014 r., peructpaumoHHbii N 35201), ot 7 nona 2020 r. N 686H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULMU
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Poccuiickon ®egepauum 10 aBrycta 2020 r., pernctpaumoHHbiin N 59225).

X) ko BMAA W HaUMEHOBaHVWE BMAA MEOULMHCKOrO M3genusi B COOTBETCTBMM C HOMEHKNATypon
MEeOMLMHCKUX W3Oenuin, npaeBuna BeAeHWUst KOTOpPOW YTBepkAeHbl PelleHnem EBpasuinckon 3KOHOMUYECKOW
komuccum ot 29 aekabpsa 2015 r. N 177 <2> (npu Hanu4um);

<2> OdmumaneHbIn canT EBpasninckoro aKoHoMmn4eckoro cotosa http://www.eaeunion.org/, 31 nekabpsa 2015

3) No3numMs KaTanora ToBapoB, paboT, ycnyr ana obecnevyeHns rocyaapCTBEHHbIX U MyHULMNAMNbHbBIX HYXA B
cooTtBeTcTBMM C lNMpaBunamu opmMmMpoBaHUs U BeOeHUS B eAMHON MHAOPMALMOHHON cUcTemMe B cdepe 3aKynok
Katanora ToBapoB, paboT, ycnyr ans obecnevyeHus rocyaapCTBEHHbIX WM MYHUUMNAMNbHBIX HYXO W NpaBun
MCNONb30BaHUSA yKa3aHHOro Kartarnora, YTBEpPXAEHHbIMM nocTaHoBneHvem [lpaButensctBa Poccuiickon
denepaumm ot 8 despans 2017 r. N 145 <3>;

<3> CobpaHue 3akoHogaTenscTBa Poccuiickon ®egepaunmn, 2017, N 7, c1. 1084; 2020, N 28, cT. 4421.

VI) HanMmeHoBaHMe npoussoauTena MeauMunHCKOro wusagenmda B COOTBETCTBUMUA C  pernctpaunoHHbIM
YAOCTOBEPEHNEM;

K) HauMeHoBaHWe CTpaHbl MPOM3BOAMTENS MEOMLMHCKOrO W3AEenusi B COOTBETCTBUM C PErncTpaLnoHHbIM
yOOCTOBEpEeHUeM;

J'I) agpec mecta (ap,peca MeCT) npon3soacTtBa MmeauumnMHCKOro n3gerfina B COoTBeTCTBUN C pernctpayMoOHHbIM
YAOCTOBEPEHUNEM;

M) COCTaB W KOMMeKTauus MeauuMHCKOro msgenus (Mpu Hanvyumm) v nepeveHb npuHagnexHocten (npu
HanMynn) B COOTBETCTBMU C PErMCTPaUMOHHBIM YAOCTOBEPEHUEM;

H) HOMep cepuu (MapTuK), 3aBoACKon HoMep (N0 NMPUMEHUMOCTN);

0) KONMUYECTBO HaxXOAsLLMXCA B 0OpalleHnun MeauLMHCKMX U3genuin (C ykasaHMeM HOMEpPOB Cepuit, NapTui,
3aBOJCKMX HOMEPOB), B OTHOLLEHUN KOTOPbIX BbIIBNEHO HeGnaronpuaTHoe CobbITUE, B LUTYKAX;

n) gata NpouM3BOACTBa (M3roTOBMNEHUSA) MEOULIMHCKOTO U3OEeNus;
P) CPOK rogHOCTU (3KCNnyaTauumn) MeQULIMHCKOro U3genus;

C) [fOaTa OKOHYaHWs TrapaHTUMAHOrO CpoKa, CpoKa 9aKchnyatauuwW, cpoka cnyxbbl, yCTaHOBNEHHOrO
npoussogutenem (Mo NPUMEHUMOCTU, NPU HANU4MK);

T) KONMYECTBO BOBMEYEHHbIX B HeGnaronpusaTHoe cobbiTve MeANLMHCKUX U3Oenui (eCnv U3BECTHO).
3. JononHutensHasa nHpopmaums:

a) BUI KOPPEKTUPYIOLLEro Meponpustus (MPUOCTaHOBIEHWE NMPUMEHEHNS MeaWLMHCKOro U3aenuvsl, 3ameHa
MEAMLMHCKOro M3aenust npousBoauTenieM (ero ynoriHOMOYEHHbIM MpeacTaBuTeENEM), BO3BpaT MeaUUMHCKOro
nsgenus npousBoauTento (ero YNorHOMOYEHHOMY MNPeacTaBUTENIO), YHUYTOXEHWE MELMLMHCKOro MW3fenus,
N3MEHeHNe CBOWCTB U XapaKTePUCTUK, BUSIOWMX Ha KadyecTBO, apeKTMBHOCTL U Be3onacHOCTb MEAULMHCKOro
n3genuna, coBeplleHCTBOBaHME ero CBOUCTBaA WU XapakTepuctukn npn Henm3MeHHOCTU (byHKLLI/IOHaJ'IbHOFO
Ha3Ha4YeHna un (I/IJ'II/I) npuHUuunna lEI,eI7ICTBI/IF| MeguunHCKOro mn3genud, B TOM 4ucne usMeHeHue VIHCprKLLI/IVI no
NnpuMEeHeHN UM pykoBoACTBa MO J3Kcnjnyataunmn MeauuuHCKoro wusaenus, obHoBREeHne nporpamMmmMmHoro
obecneyeHunsi, MHoe) (ons yBegoMreHus no 6e3onacHocTu);

6) onvcaHue npobnemsl (415 yBegoMIeHUs No 6e3o0nacHoCcTy);
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B) onucaHve [EeWCTBUI, KOTOpble [OMKEH BbINOMHUTL MOMb30oBaTeNb MEAWUUMHCKOrO u3genus (ans
yBeZoMIeHust no 6e3onacHoCcTn);

r) ykasaHve o HeobxoanMmMoCcTu nepefayun yBeOOMMNEHNs nuuam, KoTopble JOMKHbI OblTb UHOPMUPOBAHBLI O
npobneme un (MNK) JOIMKHbI BbINONHATL KOPPEKTUPYIOLLME AEUCTBMUS (ANg yBeAoMIeHnsa no 6e3onacHocTy);

D,) YKa3aHune o HeobxooMmMocTu npeacrtaBneHna npoun3soaunTesto (yI'IOJ'IHOMO‘-IeHHOMy npencraBuUTerso
I'IpOVISBO/J.VITeJ'Iﬂ) CBEJEHUN O MeAUNLMHCKUX U3gennsx, HanpasJieHHbIX B Apyrne opraHn3auumn, n nepegadym atum
opraHnsaunam ysegomrieHua (D,J'IFI yBeaoMJ1eHuA no 66‘30I'IaCHOCTVI);

€) KOHTaKTHas uHcopmaums ansg cBaA3n No KOHKPETHOMY yBeAOMIEeHUI0 no 6e3onacHocTu (HanmeHoBaHue
opraHusauum, NOYTOBbLIN aapec, TenedoH, agpec ANeKTPOHHOM NOYThI).

MpunoxexHne N 5

K Mopsagky coobLiueHnst cybbekTamm
ob6palleHns MeguLNMHCKUX U3aenui

060 Bcex cryyasix BbISIBIeHUs

NoBOYHbIX ENCTBUN, HE YKa3aHHbIX

B MHCTPYKLMX NO NPUMEHEHUIO

WN1 PYKOBOACTBE MO 3KCnyaTauum
MEeOULMHCKOTO U3OEeNns, O HeXernaTernbHbIX
peakumsix Npu ero NpMMeHeHun,

06 ocobeHHOCTAX B3auMoaencTBus
MeOMLMHCKUX M3aenuin mexay cobon,

0 pakTax n ob obcTosATenbLCTBAX,
CO34aloLLMX Yrpo3y XN3HU 1 300POBbLIO
rpaXkgaH M MeguUMHCKMX paboTHUKOB

npv NPUMEHEHNM 1 3KCMyaTalmm
MeOULMHCKUX U3Aenui, yTBEPKOEHHOMY
npuka3om MuHUCTEpCTBa 34paBOOXpPaAHEHUS]
Poccuiickon ®eaepaunn

oT 19 okta6ps 2020 r. N 1113H

PekomeHayemelin obpasel
OT4eT NO KNNHUYECKOMY MOHUTOPUHTY MEOULIMHCKOrO U3aenums

1. CBegeHuns o cybbekTe obpalleHns MeguuUmMHCKUX U3Oenuii:

a) NnoJiIHoe N CcoKpaleHHOe HaumeHOoBaHue (I'Ipl/l Haﬂl/l‘-ll/ll/l), B TOM 4ucne ¢>MpmeHHoe HaunveHoBaHue,
opraHn3aunoHHO-NpaBoBas (bopma ropungmnyeckoro Jnuvda, agpec MecTta ero HaxoxageHuna wunn  and
nHaounBnayanbHOro npeanpuHuMartena - cbamvmvm, nMa 1 OoT4eCTBO (I'Ipl/l HaJ'II/I‘-II/WI), PEeKBU3NTblI OOKyMeEHTa,
yaoocTtoBepAwero NMYHOCTb, agpec MecCTa XUTenbCTBa, a TakKke HOoMepa Teﬂe(bOHOB n apgpec SJ'IeKTpOHHOIZ
NoYTbl KPMANYECKOro nuua nnn nHansnayarnbHOro npegnpuHuMarTens (an HaJ'IVI‘-IVIM);

0) naeHTNUKaLMOHHBIN HOMEP HanoronnaTenbLUuKa;

B) OCHOBHOWN FOCWJ,apCTBeHHbIﬁ perI/ICTpaLI,VIOHHbIIZ HOMep 3anncun O co3gaHunn puandeckoro nuua wunm
OCHOBHOWN rocyﬂapCTBeHHbIVl peFMCTpaLI,VIOHHbIIZ HOMep nHamsuayarnbHOro npegnpuHumMaTens;

r) Bug oOpraHuM3aumm (opraHusauuu, co3gaHHble Ha Tepputopum Poccunckon ®degepaumn, nmbo
npeacTaBMTENbCTBA WHOCTPAHHBLIX OpraHvM3auui, akkpeguToBaHHble Ha Tepputopumn Poccunckon degepaunu,
n1Mbo nHaMBMAyanbHble NpeanpuHMMaTenu, 3aperMcTpupoBaHHblie Ha Tepputopun Poccuiickon ®egepaunm).
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2. CBeaeHus 0 MeguLMHCKOM M3Oennu, B OTHOLLEHNUN KOTOPOro BbiABJIEHO He6J'IaFOI'IpVIFITHOG cobbITHE:
a) HanmMmeHoBaHME MeaULMHCKOro n3genma B COOTBETCTBUM C pernctpauMoHHbIM yOOCTOBEPEHUNEM;
6) HOMEpPp M gata perncTtpaumMoHHOro yaoctoeepeHnda Ha MmeauumnHCKoe naaenne;

B) HOMEp pPerncTtpaumMoHHOro YyOOCTOBEPEHWss B  e€OUHOM  peecTpe  MeOUUUHCKMX — usgenun,
3aperncTpupoBaHHbIX B paMkax EBpasninckoro akOHoMmMYecKoro cotosa (npu Hanuuum);

I') BapnaHT WUCNOJIHEHUA wnn Mmoaesib MeOUUMHCKOro wmsgesnima B COOTBETCTBUMU C pPEermctpaunOHHbIM
YAOCTOBEPEHNEM;

4) Knacc noTeHLManbHOro pucka npuMeHeHus;

€) Kog Bua M HaUMEHOBaHME BWAa MEOMUMHCKOrO W3Lenus B COOTBETCTBUM C HOMEHKNaTypHOW
Knaccudukaumen MeOUUMHCKUX U3Oenui, YTBEPXOEHHOM npukasoMm MuHucTepcTBa  34paBOOXpPaHEHUS
Poccuinckon ®epepauumn ot 6 uoHa 2012 r. N 4H (3apeructpupoBaH MuHUCTEPCTBOM tOCTULUMM Poccuinckon
®epepaumm 9 niona 2012 r., pernctpaunoHHbii N 24852) <1>;

<1> C n3MeHeHMsAMM1, BHECEHHbIMKN NpukazoM MunHucTepcTBa 3apaBooxpaHeHnst Poccunckon ®epgepauymm ot
25 ceHTabpa 2014 r. N 557H "O BHeceHuMM u3MeHeHus B npunoxeHne N 1 kK npukasy MuHucTepcTBa
3apaBooxpaHeHnst Poccunckon ®epepauumn oT 6 uioHa 2012 r. N 4H "O6 yTBEpPKAEHWM HOMEHKIATYPHOM
Knaccudukaumm MeguumnHCKMX nagenun” (3apermctpmpoBaHo MuHucTepcTBom toctuuum Poccuiickon ®epepaumm
17 pekabps 2014 r., peructpaumoHHsin N 35201).

X) KoOg BMAA W HauUMEHOBaHVWE BMAA MEeOMUMHCKOrO u3genuss B COOTBETCTBMM C HOMEHKNaTypown
MeAMLMHCKUX W3genuin, npasuna BedeHWs KOTOpoW YyTBepxaeHbl PelleHvem EBpasnnckon 3KOHOMUYECKOW
komucenm oT 29 gekabpsa 2015 r. N 177 <2> (npn Hanu4uwu);

<2> OdwmumaneHbIn canT EBpasninckoro aKoHoOMmM4eckoro cotosa http://www.eaeunion.org/, 31 nekabps 2015

3) N03UUWs KaTanora ToBapos, paboT, ycnyr ans obecnedeHns rocygapCTBEHHbIX U MyHULMNAnNbHBIX HYX B
cooTtBeTcTBMMU C lNMpaBunamu dopmMmpoBaHUs U BeeHUS B eAMHON MHAOPMALMOHHON cucTeme B cdepe 3aKynok
KkaTanmora ToBapoB, paboT, ycnyr and obecneyvyeHus rocyaapCTBEHHbIX WM MyHUUMNAMbHbIX HYXA W MpaBun
MCMNOMb30BaHWUA  yKasaHHOro kaTanora, YyTBepXAeHHbIMW rnocTaHosneHveM [lpaButensctBa Poccuinckon
denepaumm ot 8 doeBpans 2017 r. N 145 <3>;

<3> CobpaHune 3akoHogaTenscTBa Poccuiickonn Pegepaumu, 2017, N 7, ct. 1084; 2020, N 28, cT. 4421.

I/I) HanMmeHoBaHME npoussoauTena MeauunHCKOro wusagenma B COOTBETCTBUU C  pernctpauMoHHbIM
yAooCTOoBEpPEHUNEM;

K) HauMeHoBaHWe CTpaHbl MPOM3BOAMTENS MEAMLWHCKOTO W3AEnWs B COOTBETCTBUM C PEermcTpaLvoHHbIM
yAOCTOBEpeHuem;

J'I) agpec Mmecta (ap,peca MeCT) npon3soacTBa MeauLMHCKOro n3gernina B COOTBETCTBUN C pernctpayMoOHHbIM
yAooCTOBEpPEHNEM;

M) COCTaB W KOMMEKTauus MeauuMHCKOro msgenus (Mpu Hanvyuum) v nepeveHb npuHagnexHocten (mpu
HanMunn) B COOTBETCTBMU C PErMCTPALMOHHBIM YOOCTOBEPEHNEM;

H) HOMep cepuu (MapTuu), 3aBoACKON HOMep (N0 NMPUMEHUMOCTN);
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0) KONMYECTBO HaxoAsALWMXCs B 00palleHUn MeAMLMHCKUX u3denuin (C ykasaHMeM HOMEPOB Cepuit, NapTuid,
3aBOACKMX HOMEPOB), B OTHOLLEHUM KOTOPLIX BbISIBIIEHO HEGNAaronpusTHoe cobbiThe, B LUTYKaXx;

n) gata NPou3BOACTBA (M3rOTOBNEHUS) MEOMLIMHCKOIO N3Aenns;
P) CPOK rogHOCTU (3KCnnyaTauumn) MeanLmnHCKOro 3genus;

C) [f[aTa OKOH4YaHWsi TrapaHTUAHOIO CpoKa, Cpoka JKchnyaTauuwu, cpoka Ccnyxbbl, yCTaHOBNEHHOrO
npoussoguTenem (Mo NPUMEHUMOCTU, NPU HANM4YnUK);

T) MOMHOE W COKpalleHHOe HauMeHoBaHue (Npyu Hanuyuu), B TOM 4ucre UpMEeHHOe HavMeHOBaHue,
OpraHn3auvoHHO-NpaBoBas opma opraHunsaumm, KoTopas ocyLLecTBMNa peanvsaumio cepum (NapTum, 3aBOACKOro
HoMepa) MeaMLIMHCKOrO U34enns, agpec ee MecTa HaxoXOeHUs, Unu Ans MHANBUAyanbHOro npegnpuHumarens -
damunnsa, nma n oTyecTBO (MPU HanWyuMmM), agpec MecTa XWUTeNbCTBa, AaHHble LOKYMEHTa, yOOCTOBEpPSIoLLero
MMYHOCTL (Oanee - MNOCTaBLUMK), a Takke WAEHTUMPMKALMOHHBIN HOMEp HarnoronnatenbLlynka, OCHOBHOM
roCy0apCTBEHHbIN  PErucTPauMOHHbIA  HOMEP 3anMcyu O CO34aHMU  PUAMYECKOro nvua WM OCHOBHOM
rocygapCTBEHHbIN PErncTpaunoHHbIA HOMEP WMHAMBWMAYanbHOro npegnpuHumarens, Homep TenedoHa u agpec
3NEKTPOHHOW NMOYTLI (MPY HaNU4un);

y) CBeOdeHMss O HOMepe peecTpoBOW 3anucKu rnocTaBwyka cornacHo PeecTpy yBegomneHuii o6
OCYLLECTBIEHMWN AeSTeNbHOCTU B cdoepe obpalleHns MeauumuHCKUX usgenwvin (oanee - PeecTp yBeoMneHnin) <4>;

<4> TlyHkT 12 T[lpaBun npeacrtaBneHns yBeOOMMEHUW O Hadvane OCYLLECTBNEHUS OTAEeNbHbIX BUOOB
NnpeanpMHMMAaTeNnbCKON OeATEeNbHOCTU W y4eTa YKal3aHHbIX YBEAOMIEHWUWA, YTBEPXAEHHbIX MOCTaAHOBMEHMEM
MpasuTtensctBa Poccuickon ®enepauun ot 16 uonga 2009 r. N 584 (CobpaHne 3akoHogaTtenbcTBa Poccumnckon
depnepaumn, 2009, N 30, cT. 3823).

@) HaumeHoBaHMe K agpeca MOMELeHU, B KOTOPbIX OCYLLEeCTBMAANOChL XpaHeHue cepun (NapTuw,
3aBOACKOTO HOMepa, MOAenu, BapuaHTa MCNOMHEHUs) MeOUUMHCKOrO u3genus cornmacHo cesegeHuam Peectpa
yBeOOMINEHWI (MPpKY Hanu4um);

X) NOMHOe W COKpalleHHOe HaumeHoBaHue (MpW Hanuuuu), B TOM 4ucre upMeHHoe HavMeHOBaHwue,
OopraHu3auuMoHHO-NpaBoBast opma opraHusauumu, KoTopas oOcyllecTBfsna npuMeHeHue cepun (NapTuu,
3aBOACKOrO HOMepa) MeAWLMHCKOro u3genus, agpec ee MecTa HaxoXaeHws (C ykasaHwem agpecoB MecCT
NPUMeEHeHWs), UNu Ans MHAMBKUAYaNbHOro NpeanpuHuUMaTens - amunus, UM 1 0TY4eCTBO (MPW HanmM4uun), agpec
MecTa XWUTenbCTBa, AaHHble AOKYMEHTa, yAOCTOBEpPSIOLWEro SIMYHOCTb, a Takke WOAEHTUMUKAUMOHHbI HOMep
HanoronnaTtenbLuka, OCHOBHOW roCyAapCTBEHHbIN PEerMcTpauuoHHbI HOMEpP 3anncn O CO34aHuM KpUanYeckoro
nMua Mnu OCHOBHOW FrOCYAapCTBEHHbIA PErMCTPaLMOHHBI HOMEP UHAMBUAYANbHOrO NpeanpuHUMaTens, a Takke
HOMepa TenedoHOB 1 agpec 3NEKTPOHHON NOYTLI KPUANYECKOro Nuua UM MHAMBMAyansHOro npeanpvHumaTens
(npw Hanu4uw).

3. OnucaHue HeGnaronpUsATHOrO CoBLITUNA:

a) gaTa HanpaBneHus CBedeHun o HebrnaronpusatHom cobbitum B ®PepeparnbHyo cryx0y no Hagsopy B
chbepe 3gpaBooxpaHeHus;

6) TMn cooblueHnss o HeBnaronpuUATHOM COGbLITUM NPU NPUMEHEHUN MeOWULMHCKOTo usgenust (nepBuuHoe,
nocreaytllee, 3aknoumTensHoe);

B) TMN oT4yeTa 0 HeONaronpuMsaTHOM COOBLITUM MPU NPUMEHEHUN MEAMLUHCKOrO u3genuvs (nepBoHavanbHbIN,
nocrnenyLwmi, 3aknioYnMTeNbHbIN);

r) Ang UMNAaHTUPYEMbIX MEOULMHCKUX U3OENWii:
Jarta uMnnaHTaumm;

JaTta SKcniaHTauunu,
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"06 yTBepxaeHum Mopsaka cooblueHus cybbekTamMn obpalleHus
MEANLIMHCKUX U3AENWA. ..

ONNTENTIbHOCTb MMIMJ1aHTauun (3al'IOJ'IH‘i-IeTCFI B Cny4dae, eCnnm M3BeCTHa TOYHad Aata uMniaHtTaumun wunm
Ha4vana SKCI'IJ'IyaTaLWIVI);

CBedeHus M3 MOACUCTEMbI BeAEHUs CNeuMannu3npoBaHHbIX PErncTpoB MNauUMEHTOB MO OTAENbHbIM
HO30J10TMSIM M KaTeropusamM rpaxkgaH, MOHUTOPUHIa OpraHM3aumm OKa3aHUsi BbICOKOTEXHOSTOrMYHOWM MEAMLNHCKOMN
MOMOLLM U CaHATOPHO-KYPOPTHOrO NEeYeHUU, UHbIX MHEPOPMALMOHHBIX CUCTEM, MpeaHa3HavyeHHbIX Ans cbopa,
XpaHeHus, 06paboTkM 1 NpedocTaBneHns HpopMaLUM, Kacalwencs OeaTenbHOCTM MEANLMHCKUX OpraHn3aumin
N npenocTaBnsieMblX UMK YCnyr, a Tawkke M3 depepanbHOM rocygapCTBEHHOW WMHAOPMALMOHHOW CUCTEMbI
"EQMHas aBTOMAaTM3MpOBaHHAsi BEPTUKAIbHO-MHTErPUPOBaHHAs MHGOPMAaLMOHHO-aHanMTM4Yeckass cucrtema no
NpoBeAEeHNI0 MeaMKO-coLManbHoOn akcnepTusbl” (Mpy Hanumumm y cybbekta obpalleHns MeguUMHCKOro usgenus
AoCTyna B yKasaHHble CUCTEMBI);

[) oata oTyeTa o HebnaronpuaTHOM COObITUN NPU NPUMEHEHUN MEONLIMHCKOrO M34enus.

4. lononHuTtenbHas nHdopmayms:

a) nepeydeHb NOEeHTUMULMPOBAHHBIX OCTAaTOYHbIX PUCKOB, CBA3AHHbIX C MEANLMHCKUM N3aennem;

0) uenv 1 3agayn KINMHUYECKOrO MOHMTOPUHIa 6e3onacHocTn 1 3PEKTUBHOCTU MEANLMHCKOTO U3AENus;

B) CXema KNMHUYECKOro MOHUTOpMHra 6e3onacHocTu 1 appeKkTMBHOCTM MEANLIMHCKOro M3nenus;

r) KITMHUYECKME AaHHble, MONMYYEHHbIE 32 OTYETHbIN NEpPUOS;

,D,) OuUEeHKa KITMHNYeCKUX AaHHbIX, NOJTy4YEeHHbIX 3a OTYETHbIN nepuona;

€) oLeHKa BCEX KIMUMHUYECKMX AaHHbIX, NMOJTyYEHHbIX B NEPUOA KIMHMYECKOrO0 MOHMUTOPUHra 6e30nacHoCcTU U
3P PEeKTUBHOCTM MEANLIMHCKOrO U3genus;

)K) 3aknoveHne o HeobGXoAMMOCTU (OTcyTCTBI/IVI H606XOD,I/IMOCTI/I) KOPPEKTNPOBKN MJiaHa KIMMHNYEeCKOoro
MOHUTOPUHIa ©e3onacHoOCTU U 3(*)(*)6KTVIBHOCTI/I MeOULUMHCKOro n3aenua;

3) 3aKnoveHne o HeobxoaumocTu (OTCYTCTBUM HEOBXOAMMOCTU) BbIMOMHEHWS KOPPEKTUPYIOWNX AEUCTBUA
no 6e3onacHOCTV MEAMLHCKOro U3genus;

1) onucaHne KOpPEKTUPYHOLLMX AeACTBMI No 6e3onacHOCTN MeaUUMHCKOro n3genums (Mpu Hanuyaum);
K) 3akntoveHune (060CHOBaHUE) O KNUHUYeckon 6e3onacHoCTn 1 3pPEKTUBHOCTU MEANLIMHCKOIO U3Oenus;

J'I) npegnoxeHume o HeobxoaMMocCTun (OTcyTCTBVIVI HGO6XO,D,I/IMOCTI/I) npogoneHna uUukna KrnHN4eckoro
MOHUTOPUHIa ©e3onacHoOCTU U 3(*)(*)6KTVIBHOCTI/I MeONULUMHCKOro n3aenua;

M) AONOMNHUTENbHbIE KOMMEHTapun (Npy HaNU4un).
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