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Mocksa

006 yTBepxxaeHUM
Ilopsaaka coobmenus cyobekTaMu obpalieHus MeIUIMHCKMX H3aeaui 060 Beex
CJIy4YasiX BbISIBJICHHS NOOOYHBIX AelicTBHI, He YKa3aHHBIX B HHCTPYKIHH
IO NMPHMEHEHHIO HJIH PYKOBO/JCTBE M0 KCILTyaTAIIHN METHIIHHCKOrO H31e/IHs,
0 HexXeJIaTeJIbHBIX peaKUHsX NPy ero NpuMeHeHHH, 00 0CO0EHHOCTAX
B3aMMOJEHCTBHA MeIHIMHCKHX H3eJHH MexXTy coboii, 0 pakTax
H 00 00cTOSITE/ILCTBAX, CO3JAI0IIHX YIPo3y *KH3HH H 310POBLIO FpaKaaH
H MeIHIHHCKHX Pa0OTHHKOB NPH NPHMEHEHHH U IKCILUTYaTAIMH MEeJHIHHCKHX
u3aeaun

B cootBercTBHY ¢ YacThio 3 cTathu 96 @enepanpHoro 3akoHa ot 21 HosOps 2011 .
Ne 323-03 «O6 ocHOBax oOXpaHBl 310pPOBBS TpaxaaH B Poccuiickoii ®emepanuu»
(Cobpanue 3axkoHomatenscTBa Poccuiickoit ®emepauum, 2011, Ne 48, c1. 6724)
U noamyHkroMm 5.2.192 Ilonoxenus o MunuctepcTBe 3apaBooxpaHeHus Poccuiickoi
®enepanny, yTBepXIeHHOro nocraHosineHueM IlpaButenscrBa Poccuiickoit ®enepanmu
ot 19 urona 2012 r. Ne 608 (Cobpanue 3akoHomarensctBa Poccuiickoit ®enepanun, 2012,
Ne 20, ct. 2528), npu ka3 BI B a IoO:

1. VrtBepauts mnpunaraemsii [lopsamok cooOiueHus CcyObekTamu oGpalieHus
MEAMLUHCKAX WU3denuil o000 BceX ciay4asX BbIABICHHS IOOOYHBIX JEHCTBHIA,
HE YKa3aHHBIX B MHCTPYKIMHM IO NPUMEHEHWIO WM PYKOBOJCTBE IO 3KCILIyaTallMy
MEJMUIUHCKOTO H3AEIHsd, O HeXeIaTeNbHbIX peaklusaX I[P ero MpPUMEHEHHH,
006 0COOEHHOCTSX B3aHMMOJEHCTBHS MEIMLUHCKUX H3JCIHd MeXIy co0oif, o ¢axrax
1 006 06CTOATENBCTBAX, CO3MAOIINX YIPO3Y KH3HH U 3[0POBBIO IPAXKAaH U MEIMIHHCKUX
pabOTHHUKOB IpU MPUMEHEHUH M SKCIUTyaTallii MEJULIMHCKHUX WU3/IENHM.

2. Hacrosmwmii npuka3z Bcrymaer B cuimy ¢ 1 suBaps 2021 r. M JeiicTByer
1o 1 suBaps 2027 r.

Munuctp M.A. MypamKo




YTBEPX/IEH
nprka3oM MuHUCTEpCTBa 3paBOOXpaHEHHS
Poccwuiickoit ®enepauuu

o« I» putliff  2020T. Ne 7/73%

Iopsigok
coo0mIenHs cy0beKTaMH ofpalleHUs] MEANLHHCKHX H3AeJHii 000 Bcex cirydanx

BbISIBJIEHHS NOOOYHBLIX AeHCTBHH, HEe YKa3aHHbIX B HHCTPYKIIHH MO PHMEHEHHIO

HJIH PYKOBOACTBE 110 3KCIJIyaTAllHH MEeJHIIHHCKOr0 H3e/IHs, 0 HexKeIaTeJIbHBIX
peaKklHAX MPH €ro NpUMEHeHUH, 00 0cO0eHHOCTAX B3aHMOACHCTBHS MeIHIMHCKHX
H3/1eTHH MexKay co0oi, 0 paxTax H 06 06cTOATETLCTBAX, CO3AAIOIIMNX YIPO3Y KH3HH

H 310POBbIO I'PA’KAaH H MEAHINHCKHX PA0OOTHHKOB NPH NPHMEHEHHH
H IKCILTYaTalMH MeAUIHHCKHX H3e/THi

1. Hactrosmmii Ilopsmox ycTaHaBiMBaeT TmpaBWia COOOINEHHS CyOBEKTaMH
oOpalleHuss MEIUIIMHCKUX HU3JeHii 000 BceX CIydasx BBIABIEHHS MOOOYHBEIX INEHCTBHIA,
HEe YKa3aHHbIX B HMHCTPYKLMH II0 NMPUMEHEHHIO WIH PYKOBOJACTBE IO OKCILTyaTaI[HH
MEIULMHCKOrO H3JeNds, O HEeXENaTeNbHBIX peakuusx TMpH ero IpHMEHEHHH,
06 0COOEHHOCTAX B3aMMOEHCTBUS MENULMHCKHAX H3IeNHid Mexay coboif, o dakrax
U 00 00CTOATENBCTBAX, CO3MAIOLINX YIPO3Y XKHU3HU U 3MOPOBBIO IPaKIaH H METUIMHCKUX
pabOTHMKOB IpU MPUMEHEHHMH W  OKCIUIyaTalldd  MEAMIMHCKMX  H3IEIHH
(manee — Iopsagok).

2. OpraHusanyy, CO3JaHHEIE B YCTAHOBIEHHOM IOpSKE HA TePPUTOPHH
Poccuiickoii @enepauuu, 500 IpeACTaBUTENHCTBA HHOCTPAHHBIX OpraHU3aIlHiA,
aKKpeJMTOBaHHbIE B YCTRHOBIEHHOM IOpAKe” Ha TeppuTopuu Poccuiickoit Oexepanuy,
nubo HHAMBUAYyanbHBIE MpeINpHHUMATENH, 3aperdCTPUPOBAHHBIE HA TEPPUTOPHHU
Poccuiickoit ®enepauuu, nubo ¢uzHyUecKHe NHIA, OCYIIECTBISIONINE TEXHHYECKHE
UCTIBITAHUSA, TOKCUKOJIOTMYECKHE HCCIIENOBAaHUS, KIMHUYECKHE HCIBITAHHS, SKCIEPTU3Y
KauecTBa, 3¢ ¢GeKTUBHOCTH U O€301IaCHOCTH MEAUIIMHCKUX H3/IeHi, HX TOCYAapCTBEHHYIO
pPErUCTpaLHIO, IIPOU3BOACTBO, U3TOTOBJICHUE, BBO3 Ha TEPPUTOPHIO
Poccuiickoii ®enepanuy, BeIBO3 ¢ TeppuTtopuu Poccuiickoit denepaiiuu, moaTBEpKICHHE
COOTBETCTBHS, [OCYHapCTBEHHbIH KOHTPONb, XPaHEHHE, TPAHCTIOPTUPOBKY, pealu3alltIo,
MOHTaX, HajaJKy, IpUMEHEHHe, OSKCIUTyaTalldlo, B TOM YHCIIE TEXHHYECKOE
ofciy)XuBaHHe,  INPeAyCMOTPEHHOE€  HOPMATHBHOM,  TeXHHYeCkoH u  (Win)
SKCIUTyaTallMOHHOM NOKyMEHTalueld MPOU3BOJUTENS, a TAaK)KEe PEMOHT, YTHIH3ALHUIO HIH
YHHUYTOXXEHHUE (Jajnee — CyOBEeKThI OOpalieHus MeIUITHHCKUX U3IENHi), 32 UCKITIOYCHHEM

OecnepaneHeiif 3akoH or 8 asrycta 2001 r. Ne 129-®3 «O rocyzapcTBEHHOH perdcTpallid HOPHIMYECKHAX JIAL
U MHIMBUAYyaNbHBIX NpennpuHuMareneit» (CobpaHue 3akoHomatenscTBa Poccuiickoit ®enmepampu, 2001, Ne 33, cr. 3431;
2020, Ne 31, ct. 5048).
? Cratps 21 ®enepansroro 3akona 9 moist 1999 r. Ne 160-®3 «O6 uHocTpanHbIX HHBeCTHIMAX B Poccwmiickoii @enepanmm»
(Cobpanue 3akonoaarenscTBa Poccuiickoit ®enepanun, 1999, Ne 28, ct. 3493; 2014, Ne 19, c1. 2311).
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CyOBEKTOB 0OpallleHHss MEIMLMHCKAX H3ME/Mi, OCYIIECTBISIOMMX NeSTelbHOCTh Ha
TEPPUTOPUM  MEXIYHapOAHOrO MEOMUMHCKOTO KJIacTepa WIH HA TEPPUTOPHAX
MHHOBALMOHHBIX HAYYHO-TEXHOJOTHYECKHX LIEHTPOB®, B TeYEHHE BALATH pabouux nHe
CO JIHs BBISABICHHS MOOOYHBIX NEHCTBHH, He yKa3aHHBIX B MHCTPYKUHMHU IO IPHMEHEHHIO
MM PYKOBOZACTBE II0 SKCIUIyaTalli¥l MEIMIMHCKOTO H3JeNus, HeXellaTeNbHBIX peaKi[yil
IpU €ro NPUMEHEHHWH, OCOOEHHOCTEH B3aHMOJEHCTBUS MEIMUMHCKUX H3EIUHA MEXIY
coboii, $GaKTOB ¥ OOCTOATENHCTB, CO3MAIOLINX YIPO3y XU3HM M 3JOPOBBIO TPAXIAH U
MEIULUHCKHX PabOTHHKOB NPH NPUMEHEHHWH M SKCIUyaTalHHd MEIMIUHCKHX WM3IeNHii
(manee — HeGnaronpusaTHOE coObITHE), HanpaBisIOT B OenepalbHyto cIyk0y 110 Ham30py
B chepe 31paBooxpanenus (nanee — Ciyx06a) cooblieHre 0 HEGIATONPHATHOM COOBITHI
Ipd OPUMEHCHHH MEAWLHMHCKOro u3jenus (peKoMeHAyeMbli oOpasel] mNpHBejeH
B nipunioxkeHud Ne 1 x Hactosimemy Ilopsiaky).

3. IlpousBoautens MEIULHUHCKUX W3 eTHi (ero YIIOJIHOMOYEHHbIi
npeAcTaBuTelnb) mpenctapiser B Cioyx0y oT4er o HeGNarompusTHOM COGBLITHH IIpHU
NPUMEHEHUH  MEIHULMHCKOro  u3fenus  (peKOMeHAyeMBI  o0pasel] IpUBeeH
B npunoxeHuu Ne 2 x nactosmeMy Ilopsanky) (masee — order o He6marompusATHOM
COOBITHM) M OTYET O KOPPEKTHPYIOIIMX JEHCTBHAX IO 0€30MacHOCTH MEIUIHUHCKOIO
usnenus (peKOMeHTyeMblii oOpasel] NpuBeleH B NpuiokeHud Ne 3 K HacTosueMy
ITopsnky) (nanee — oT9eT 0 KOPPEKTUPYIOIIHUX AEHCTBHAX).

IlepBoHa4yanbHBIH OTY€T O HEOIArONPHATHOM COOBITHM  IPEACTAaBIACTCS
B CIIEAYIOIINE CPOKH:

a) B Cllyyae BO3HHMKHOBEHHS CEpPbE3HOW YIpo3bl 3[0POBBIO HE3aMeJIHTENBHO,
HO He TO3[Hee 4YeM dYepe3 2 KaJICeHJApHBIX IHA IOCIE TOrO, KaK IPOU3BOLUTEIIO
MEJULUHCKHX W3JENUi (€ro ymoJIHOMOYEHHOMY IMPENCTABUTEINIO) CTAlIO W3BECTHO
0 HAJIMIHMH yTPO3bl;

0) B ciyvae CMePTH MIIM HENpPEeJBUIEHHOTO CEPLE3HOTO YXYAIIEHHS COCTOSHHUSA
300pOBbA IIONIB30BATENsl — HE3aMEIUIMTENHO IIOCle TOro, Kak IIPOM3BOAUTEND
MeIULIMHCKHX U3JeNUi (ero yroJHOMOYEHHBIH NMPEeNCTABUTEINb) YCTAHOBHI CBA3b MEXKIY
IpUMEHEHHEM MEIUIMHCKOIO HM3AENHS M MPOHU3OLIENIINM COOBITHEM, HO HE TO3IHEE
yeM dvepe3 10 xaneHzapHBIX [HeH MHOCIe TOro, Kak IPOM3BOAUTENI0 MeIULHHCKHX
U3/eui (ero ynomHoMO4eHHOMY IPEACTABUTEIIO) CTANI0 M3BECTHO O COOBITHHY,

B) B NpOYHX CIy4asX — He3aME[UIMTENBHO IIOCJIE TOro, KaK HPOH3BOIHTENH
MEIUUMHCKHX U3/JeNui (ero yroaHOMOYEHHBIH NPeACTaBHTEINb) YCTAHOBUII CBA3b MEKIY
IpUMEHCHUEM MEAMLIMHCKOrO M3AEIH M IMPOU3OIIEIIINM COOBITUEM, HO HE MO3AHEE YeM
uepe3 30 KaleHOApHBIX JHEH MOCNe TOro, Kak MPOM3BOJUTEIIO MEIUIIMHCKHUX H3Ies Ml
(ero yrnosHOMOYEHHOMY NPEICTABUTENIO) CTAJI0 H3BECTHO O COOBITHH.

IIponsBoguTenh MEIUIMHCKHX M3JENHii (ero yHOIHOMOUYEHHBIH MpeaCTaBHTEIh)
BIIpaBe BBINOJHUTh KOppPEKTHpylOLMe JeficTBus (mo Hampasienus B Ciyx6y

3 Yacts 5 crathu 38 enepanbHoro 3akona oT 21 Hos6psa 2011 r. Ne323-®3 «O6 0CHOBAaX OXpaHBI 3OPOBBS IPaXkaH
B Poccniickoit @enepauun» (Cobpanne 3akoHonatenscTBa Poccuiickoii ®enepamun, 2011, Ne 48, cr. 6724; 2020, Ne 29,
cr. 4516).



IIEPBOHAYATIEHOIO OTYETA O KOPPEKTUPYIOIMX AEHCTBUSIX B SKCTPEHHBIX CIIyYasX 3allldThI
HONB30BATENEe MM TPETBMX JIUL OT YIpo3bl CMEPTH WM CEPhE3HOTO YXYALICHUS
COCTOSIHHA 3/I0pOBbA. B 3TOM ciyyae mnepBOHavYalbHBIH OTYET O KOPPEKTHUPYIOIIMX
IeACTBUSX NODKeH ObITh mpescTaBieH B CiryxOy He mo3aHee YeM depe3 2 KaleHAapHBIX
JHs TI0CJIE BBITIOJHEHUS [IPOU3BOAUTENIEM MEAULUHCKIX U3MENHI (€10 YIIOJIHOMOYEHHBIM
IpeACTaBUTENIEM) KOPPEKTUPYIOINUX ACHCTBHIA.

B cnydyae  oTCyTCTBUS <y — NpPOM3BOIOHUTENS  MEIUIMHCKMX  M3AEIHH
(ero yIoJHOMOYEHHOTrO IpEICTaBUTEN) BO3MOXHOCTH IIPOBEJEHUS DPacCieJOBAHMS
IIPOU3OLIEAIIEr0 HeOMIAaronpuaTHOTO COOBITHS OH JOJDKEH 0e3 IMpoMeIEHHsI YBEIOMHUTh
06 stoM Cryx0y.

[IpousBoauTeNns MEIULMHCKUX M3IENUH (€ro YNONHOMOYEHHBIH MpeICTaBUTEb)
BrpaBe oOpatuthcst B Ciyx0y 3a COmelCTBHEM B OCYIIECTBIEHHH JOCTYIa
K MEMLIMHCKOMY H3JEIIUIO I ONpeelIeHUs CBA3U MPUMEHEHUS MEIUIIMHCKOIO H3/IEIHs
C BBIIBIIEHHBIM HEOJIaronpHATHBEIM COOBITHEM.

4. MeauiuMHCKHEe OpraHM3alliM, OCYLIECTBISIOUINE JEATENBHOCTh B cdepe
oOpallieH)s] MEAUIIMHCKUX U3JeNuH (Jajiee — MeJULHUHCKHAE OpraHU3aliK ), JOIKHBI B TOM
quciie HHPOPMHPOBATh NPOU3BOAUTENS MEIULHUHCKUX H3JAECIHM (€ro yImoJHOMOYEHHOTO
TIIPEJICTABHUTENSA) O COOBITHAX, KOTOpble UMEIOT MPH3HAKH HEOJIArompUATHOIO COOBITHS,
a TaKkXe MPEeJOCTaBIATE UM JOCTYN K MEJULUHCKUM H3JEIHSIM, C IPUMEHEHHEM KOTOPBIX
MOT'YT OBITH CBA3aHBI HEOJIArONPHATHEIE COOBITHSI.

5. CoobmeHuss 0 HeOTAaroNmpUsITHOM COOBITHM [PH [PUMEHEHUH MEIMIHMHCKHX
H3IEIUN, 3aperuCTpUPOBAaHHBIX B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoi
Deepali’ ¥ HAXOIAIMMCS B OOPAILEHNH Ha Tepputopun Poccuiickoit ®eneparyu, 3a
HCKIIOYEHHEM TEPPUTOPUHM MEXAYHApOOHOTO MEAWIMHCKOrO KiacTepa WIM Ha
TEPPUTOPUAX MHHOBALMOHHBIX HAy4HO-TE€XHOJOTHYECKHX LEHTPOB, HANpaBiAOTCd B
Cnyx0y cyOpekTaMu  oOpallleHUs MEIMUIMHCKMX M3Jedil, B TOM 4HCIe
OCYIIECTBIIAIOIIAMH 1704 IpUMEHEHHE (TIonp30BaTeNAMH, OpraHHM3alNAMU
3paBOOXpaHEeHMS).

B coobmeHuix  ykasbIBaeTcs  JOCTOBEpHas  akTyalbHas  HMHQpOpMaIms,
MOATBEp)KAaeMasd COOTBETCTBYIOIIUMH JOKYMEHTaMH, KONHMH KOTOPBIX IIPHJIAraloTCs
K COOOIIEHUIO O HEOJIarONpPUATHOM COOBITHH.

Tun u Bug HEONArompUATHOTO COOBITHA, YKa3BIBAEMBIX B  COOOLIEHHIX
0 HeOMaronpHATHBIX COOBITHSIX, CTPYKTYPHPYETCs 10 BUIAM HEeOIAronpHATHRIX COOBITHIA,
HEXXENATeJbHBIX peaklWi @pH IpUMEHEHUHM MEIUIHWHCKUX HU3IeNHii, (aKToB
1 00CTOATENBCTB, CO3JAIOMUX YTPpo3y IPUYMHEHHS Bpea )U3HH U 3[0POBBIO JIIOMEH NpH
00pallleHuH 3aperUCTPUPOBAHHBIX MEIUIIMHCKUX U3ETIHi. PekoMeHIyeMBlil CIIpaBOYHMK-

* Mocranosnenus IpaBuTenscra Poccuiickoi @enepanuu ot 27 mekabpa 2012 r. Ne 1416 «O6 yrBepxkaenuu ITpasmn
rOCyIapCTBEHHOM perncTpalMi MeIMUMHCKUX m3nenuit» (CobpaHue 3akoHogaTenscTBa Poccuiickoit ®enepanun, 2013, Ne 1,
cT. 14, 2020, Ne 12, ct. 1792), ot 3 ampens 2020 r. Ne 430 «O6 ocoGenHocTsX 00palleHus MeIMLUMHCKMX H3ICTHH, B TOM
9HCle TOCYIAapCTBEHHOM perucTpanuy cepun (MapTvH) MeAUIUHCKoro u3penns» (Cobpanue 3akoHomaTenscTBa Poccmiickoii
Genepauun, 2020, Ne 15, cr. 2284, OdunuanbHelil HHTEPHET-NIOPTAN NPaBoBOil HHpopMaumu http:/www.pravo.gov.ru,
4 mons 2020 r.).
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KoIu(pHKaTop BHUJIOB HeOIaronpUsITHBIX COOBITHIA, HE)KeNaTenbHbIX
peaxiuii Ipy MPUMEHEHUH MEANLIMHCKUX U3JieNnii, (PaKTOB M 06CTOATENLCTB, CO3JAFOLINX
yrpo3y T[pUYMHEHHS Bpela OJKM3HM M 3JOpPOBBIO JIIOAeH mpu  obpalleHuH

3aperHCTPUPOBAHHBIX ~MEOUUHMHCKHX H3fenuii (manee — Kopudukatop BHIOB
HeOaronpuATHBIX COOBITHH), pasMmellaeTcs Ha oQuuuanbHOM caiite  CiyxObI
B HMH(OPMAIMOHHO-TEJeKOMMYHHKAllHOHHOM cetn «UHTepHeT» (manee — ceTs
«HHTepHETY).

6. Ilo pesympTaTaM KOPpPEKTHPYIOLIMX NEUCTBHI 10 6€30MACHOCTH MEIUIMHCKOTO
U3[IeTHs TIPOM3BOUTENh MEAUIMHCKMX H3JeHi (€ro yIoJHOMOYEHHBIN TpeNCTaBUTEb)
00s3aH  BBITYCTHTh YBEIOMIICHHE II0 O€30MaCHOCTH MEIULIUHCKOTO  H3IeNus
(pexomeHayeMBIii oOpasel mpuBeleH B mpunoxeHud Ne 4 k Hacrosmemy Ilopsanxy)
(manee — yBenomileHHe 1O 0e30MIACHOCTH), NOBECTH €ro 10 CBEACHMS IOJTb30BaTeNeit
MEIUIMHCKHX M3JENUA TOCPEACTBOM pa3sMElLeHHs Ha CBOEM O(PHIMAILHOM caiiTe B ceTH
«nTteprer» u mpexactaButh B CiyxOy Ansd NpoBeleHHs aHaiM3a COAEPKAIIUXCS
B YBEJIOMJICHUM CBEJECHHMH W pa3sMeLICHHs NPH HEOOXOAUMOCTH Ha OQMIMAILHOM caiTe
Cnyx651 B cetn «HTEpHETY.

7. OrueTsl O HeONArompHATHBIX COOBITHAX He mpencTaBngiorcs B CiyxOy
B CIIEAYIOIIHUX CITydasx:

a) IO KaXIOMy OTAENbHOMY HeOIaromphATHOMY COOBITHIO M3 T€X, YTO OINHCaHbI
B YBEAOMIEHHAX 10 0€30macHOCTH W IPOM3OLULIM  IIOCIE€  PacciefoBaHMA
HEONarONpHATHBIX COOBITHH U pacChUIKM MPOM3BOAMTENEM MEIUIMHCKUX H3IENHif
(ero yIOJIHOMOYEHHBIM IpPEICTABHUTENEM) TaKUX YBEAOMIEHHHA M  IIpOBEJCHHUS
KOPPEKTHPYIOIUX JeACTBUHA. BMecTo STOro npou3BOAMTEND METUIMHCKHX HW3ZIEIHil
(ero ymonHOMOYEHHBIH IpeICTaBUTEIb) MOXET coriacoBarh co Ciy:k60if BO3MOXHOCTB
NEepUOAMIECKOro IIPEACTABICHHS CBOJHBIX OTYETOB IO YKa3aHHBIM HeOIarompHsITHBEIM
COOBITHAM, a TAKXKe UX co/lep)KaHHe U CPOKH IPEeJICTABIICHHUS;

0) mo KaXOaoMy OTAeNbHOMY HeOIarolnpUATHOMY COOBITHIO W3 YHCJIA YacTo
HNPOUCXOAAIIMX M 33J0KyMEHTHPOBAaHHBIX HeONarompUATHBIX COOBITHH (0603HAaYEHHBIX
B Ka4€CTBE TAKOBBIX B aHAJIU3€ PUCKOB, CBA3aHHBIX C MEULIUHCKUM HM3ETHEM, O KOTOPBIX
yXe OBUIM NpeACTaBIeHbl OTYETHI, MPOaHATH3UPOBAHHEIE IPOU3BOAMUTEIEM MEAUIIMHCKUX
u3geadi  (ero  yNONTHOMOYEHHBIM  mpeactaButenem) u  Cayx6oif). Bwmecto
3TOr0 JIOIyCKAeTCHA IPEACTAaBIATh IEepUOAWYecKHe CcBOmHBIe oT4deThl. ComepixanHue
U CPOKHM IPEACTaBIECHHUS MEPUOJUIECKUX CBOIHBIX OTYETOB JOJDKHEI OBITH COINIACOBAHEI
¢ Cnyx6oii;

B) O HEONaronpHATHBIX COOBITHSX, CBS3aHHBIX C OYEBHAHBIMHM JAeEKTaMH
MEIMIUHCKUX  M3JENHMH, KOTOpble  TONb30BaTeNb  BCErJa  MOXET  BBIIBUTH
HENOCPEACTBEHHO ITepe]] UCMOB30BAaHHEM MEIUIIMHCKOIO U3AEIIHS;

I) O HEeOMarompusATHBIX COOBITHAX, HE HPHBENIIMX K CEPHEIHOMY YXYAIICHHUIO
COCTOSIHMS 3[0POBBbS HIIM CMEPTH H3-32 OCOOEHHOCTEH KOHCTPYKIMM, 3al[AIIAFOLICit
OT BO3HMKHOBEHH YIpO3bl BCIEACTBUE HEUCIIPABHOCTH MEIUIMHCKOrO H3/EIIHs,;




n) o6  oXMAaeMBIX W  TPeIBHAMMBIX  HeOIArONpPUATHBIX  COOBITHSAX,
YAOBIIETBOPSIOIINX OJHOBPEMEHHO BCEM IIEPEUHCIICHHBIM HU)KE KPUTEPHAM:

HeOaronpusITHbIE COOBITHA 0003HaYEeHEI B 3KCILTyaTallMOHHOM
(COpOBOIUTENHHOIT) TOKYMEHTAIMK Ha MEJULIMHCKOE U3/ENHE,

HeOIaronpusTHblE COOBITHS M3BECTHHI B KIMHHMYECKOM IIPAaKTHKE, HX MOXKHO
Ka4eCTBEHHO M KOJMYECTBEHHO INpeNyrajarh B CIIydYae, €CIId MEJULIMHCKOE W3Ieihe
nprMeHseTcs ¥ QyHKOHOHUPYET B COOTBETCTBHM CO CBOMM Ha3HAUYCHHEM,

HEOaronpuATHEIE COOBITHS 3aJ0OKYMEHTHPOBAHBI B TEXHUYECKOH JOKYMEHTAIHH
Ha MEIULUHCKOE U3JENHE C COOTBETCTBYIOINEH OIEHKONH pPHCKOB, IIPOBEICHHON
J10 TOTO, KaK IMpOH301LI0 HEOIArONMPHATHOE COOBITHE;

HeONaronpusATHeIE COOBITHA KIMHUYECKH HOMYCTUMBI C TOYKHM 3PEHHS ITOJB3BI
MeMLUHCKOTO U3JENUs AN KaKIO0T0 OTAECIBHOIO NALUEHTA;

€) eCiM pHCK CMEPTH MWIH Cephe3HOT0 YXYIUIEHHS COCTOSHHS 30pOBbS
ObUT TIpOaHANM3MPOBaH M NPH3HAH HHYTOXHO MAIlbIM, €CIM HH CMEPTH, HH Cephe3HOro
YXYIOWICHUs ~ 300pOBbS  HE  IPOM3OIIIO, M PHCK OBUI  OXapaKTepH30BaH
U 33aJOKyMEHTHPOBaH KaK JIOIlyCTHMBI B paMKaX JOKYMEHTAI[MH, IIPEACTABIAEMO
B COCTaBE PETUCTPALHOHHOTO AOChE [IPU PETHCTPALIMK MEIUIIAHCKOTO H3AETIHS.

8. [lns MeIMIMHCKMX M3JeNHH Kilacca IMOTEHUMAIbHOrO pHMCKa IpPHUMEHEHHS 3,
a TaKKe MEIUIMHCKUX H3JC/IHH, HMMIUIAaHTUPYeMBIX B OpraHM3M 4YelloBeKa Kiacca
MOTEHUHANbHOIO pPHCKa IpUMEHEHHs 20, NpOU3BOAHMTENs MEAMLMHCKAX W3IeTHil
(ero ymoIHOMOYEHHBIH IpeACTaBUTENb) 00s3aH IPOBOAMTH MOHMTOPHHI GE30MaCHOCTH
U KIMHAYECKOH 3(GEKTUBHOCTH IIOCIE €ro perdcrpauuH (majee — KIMHUYECKHi
MOHMTOPUHI) H €XKErofjHo, B TedeHHe 3 uer, npexactaBiate B Ciayx6y oT4eThHl
N0 KINHHYECKOMY MOHHUTOPMHIY (pEeKOMEHIyeMbIi oOpasel] NpHUBEAEH B MPUIOKEHHU
Ne 5 x HacTosmemy Iopsaky).

OTyeThl 0 KIMHMYECKOM MOHHTOPHMHIE IMPEACTABISIOTCS MPOM3BOAHUTEIEM
MENUIMHCKUX U3Jenuil (€ro ynolIHOMOYEHHBIM NpejcTaButeieM) B Ciyx0y He mo3IHee
1 ¢deBpand, HauMHas c rona, CIEAYIONIETo 3a TOAOM MOJIYYEHHS PETMCTPAIJMOHHOTO
YAOCTOBEpPEHHUS.

9. KnuHuYeckuif MOHMTOPHHI IIPOBOJMTCS B COOTBETCTBHM C ILTAHOM, KOTOPBIH
JOJDKEH COZlep)KaTh CIEeIYIOIIHE CBEICHHS:

a) LIeJ U 3a]a4i KIMHAYECKOTO MOHHTOPHHIA C YYETOM MMEIOIIUXCS KITHHUYECKHUX
JaHHBIX, crenuduieckux ocoOeHHOCTeH 1 (PaKTOPOB PUCKA, CBA3AHHBIX C MEIUIIMHCKIM
U3JeNIHEM;

6) cxeMy KIMHMYECKOTO MOHHTOPHMHIA, B TOM 4HCIe OOOCHOBaHHE METOIOB
(cmoco6oB) MONMyYeHHs M CTAaTHCTHYECKOTO aHAIW3a KIWHMYECKHX [JaHHBIX, BhIGOpa
UCCIIEyEeMOH IIOMYJISIMY, KPUTEPHEB BKIIOYEHHUS (HUCKIIOYEHHS) M MHHHMAIBHOIO
KOJIMYECTBA CYOBEKTOB B TpyINe HCCIENOBAaHHS H, e NPUMEHHMMO, Heo6XOOUMOCTh
BKJIFOYEHHS B HCCIIEIOBaHHE TPYIII CPAaBHEHHS.

10. Coobmenne o0 HeONAronmpusATHOM COOBITHH, OTYET O HeOGIArONPHATHOM
COOBITHH, OTYET O KOPPEKTHPYIOIIUX AEHCTBHAX, YBEAOMIIEHHE IO GE30IIaCHOCTH, OTYET



O KIMHUYECKOM MOHHUTODHHIE€ HAlpaBIAIOTCI B DJIEKTPOHHOH ¢dopme depes

pasMellleHHYl0 Ha  ounuaneHoM caiite CimyxOst B cetm  «MHTepHeT»
aBTOMAaTH3UPOBaHHYI0 HH(OpMaIlMoHHY0 cucTeMy CnyxObl WIH depe3 NPHIOKEHHE
Cimyx6b1 111 MOOWJIBHBIX YCTpPOHCTB, WM depe3 (edepalbHyI0 TOCYIapCTBEHHYIO
MHQOPMaLMOHHYIO cHcTeMy «EIMuHBI TOpTan TroCyIapCTBEHHBIX M MYHHIMIANLHBIX
ycruyr (byHKuuil)» unu (B cydae HEBO3MOXHOCTH HCIIONB30BaHUA ceTH «HHTepHET»)
Ha OymMa)>XHOM HOCHUTEIIE.

11. B opranm3anusx, yka3saHHbIX B IyHKTe 2 Hactosmiero Ilopsaka, Ha3HadaeTcs
OTBETCTBEHHOE 332 MOHUTOPHUHT 0€30I1aCHOCTH MeIUUHUHCKUX H3ZeHi JOKHOCTHOE JIHIO
(manee — 0OTBETCTBEHHOE JOJHDKHOCTHOE JIHIIO).

B 006s13aHHOCTH OTBETCTBEHHOTO JJOJDKHOCTHOTO JIMILIA, BXOAUT COOp U HAIlpaBIICHUE
B CmyxOy wundopmanmuy, ykasaHHOM B mNyHKTax 3 H 5 Hacrosmero Ilopsmxa,
a TakkKe MOHUTOPHMHI HMHGpopManMOHHBIX 1nHceM  CiyOBl, pa3sMeIIEHHEBIX
Ha odunuansHoM caiite B cetn «MHTepHeT», M MpPOBEIEHUE MEPONPHUATHM, YKa3aHHBIX
B HUX B YaCTH MEAMLIMHCKUX U3JENUI, HaXOAALIMX B OOpaIlleHHH B OpraHu3alum.

Ilopsinok ocymecTBieHUs paboThl U OOSI3aHHOCTH OTBETCTBEHHOIO JOJKHOCTHOTO
nuia cyonsexra obpameHns MeIUIMHCKUX U3/IeIHii B 9aCTH MOHMTOPHHIa 6e30I1aCHOCTH
MEJMUIMHCKUX W3JEIUH pEernaMeHTHPYIOTCS JIOKAJbHBIMH HOPMATUBHBIMHU aKTaMH
cyOpekTa oOpalmeHus MeTUITHHCKHAX H3IeTIHIA.

12. Uudopmarust, ykazaHHas B COOOLIEHWM O HeOIAronpHATHOM COOBITHH,
obpabateiBaeTcs u peructpupyercs Cnyx6oii B cooTBerctBuu ¢ Ilopsakom
OCYIIECTBICHUS! MOHUTOPHHra O€30IacHOCTH MEIWLIUHCKUX H3IEIHH, yTBEPKIAEMBIM
MHUHHCTEPCTBOM 3paBooxpaHenus Poccuiickoi denepanun’.

13. 3ammTa [OaHHBIX, NpEACTaBIAEMBIX CYOBEKTaMH OOpaIlleHHS MeMIMHCKUX
m3nenuil B Ciiyx6y B pamMkax Hactosmiero [lopsaka, OT HECAaHKIIHOHMPOBAHHOIO JOCTYIIA
OCyLIeCTBIIieTC B cooTBeTcTBUU ¢ PenepanbHbiM 3akoHOM «O6 uHbopMaLuy,
HHQOPMAlMOHHBIX TEXHOJOTMAX W O 3amute HHpopMmammu» ot 27 wurons 2006 r.
Ne 149-@3°,

> Mommyskr 5.2.191 TIlonoxeHus o Munucrepctee 3apaBooxpaHeHmuss Poccuiickoif ®enepanuy, yTBEpXKIEHHOTO

nocradoeneHueM [IpasurennctBa Poccuiickoit @eneparmu ot 19 mrons 2012 r. Ne 608 (CoGpanue 3akOHOZATEILCTBA
Poccuiickoii ®enepainu, 2012, Ne 26, c1. 3526).
6 Cobpanue 3akoHoaarenbcTBa Poccuiickoit ®epeparum, 2006, No 31, cr. 3448; 2020, Ne 14, cT. 2035.



[punoxenne Ne 1 k Ilopsaky cooblueHus cyOheKTaMu
obpameHns MeTHIMHCKHX H3/eNnit 060 Beex cIydasx
BBIABJIEHHS TOOOYHBIX AEHCTBUI, He YKa3aHHBIX
B MHCTPYKIIMH 10 IPHMEHEHHIO HWJIH PYKOBOJICTBE
TI0 3KCIUTyaTalluil METUIHAHCKOTO M3/IENH S,

0 HeXENATENbHBIX PEaKUUAX PH ero MPUMEHEHUH,

00 0COGEHHOCTIX B3aUMOJEHCTBHS METHIMHCKIX M3 e Hil
MEXIy co00H, 0 dakTax H 00 06CTOATENBCTBAX, CO3IAFOIIHX
YIPO3y XH3HH U 3J0POBBIO IPaXKIaH H MEAUIMHCKHUX
PabOTHHKOB NIPH NPUMEHEHHH ¥ SKCILTyaTalHH
MEJHIMHCKUX H3/ICIHH, YTBEPKICHHOMY IIPUKA30M
Munwucrepcrsa 3apaBooxpasenus Poccuiickoii ®eneparun

or /9 ey %Wo&/ﬂ»fg 17734

PexomeHayemslit o6pazen

CooGueHne 0 He0JIArONPHATHOM COGLITHH
HpH NPUMEHEHHH MeIHIIHHCKOr0 H3e/ sl

1. CaenieHus o cyObekTe 00pallleHUs MEAULMHCKUX H3Ie ML

a) TIONHOE M COKpAlleHHOe HaWMeHOBaHWe (NIPH HalMYUM), B TOM YHCIE
¢upMeHHOE HaMMEHOBAaHHE, OPraHM3aLMOHHO-NPaBoBas (opMa IOPUANYECKOTO JIMIIA,
a[IpeC MECTa ero HaXOXACHHS WIH ) MHIUBHAYATbHOTO HPEANPUHAMATENS — haMUIIHS,
HMS M OT4eCTBO (IIpH HAIM4YKH), PEKBU3UTHI JOKYMEHT4, YIOCTOBEPSIOIIEr0 JIMIHOCT,
apec MeCTa XUTENbCTBA, a TaKKe HOMepa Tele)OHOB M aapec BIEKTPOHHOH IIOYTHI
IOPUIMIECKOT0 JIMIA UK HHAMBHIYaILHOTO HpeANpUHUMATENS (IPY HATHYHH);

0) UJICHTH(QUKAMOHHBI HOMEpP HAIOrOMIaTebIIHKa,

B)  OCHOBHOH roCyJapCTBEHHBIHl PErMCTPALMOHHLIA HOMEp 3allUCH O CO3LaHHMH
IOpHIMYECKOrO JIMIa WM OCHOBHOH TIOCYJapCTBEHHBIH PETMCTPALMOHHEIM HOMeEp
UHIUBUAYAIBHOTO MPeaIpUHAMATENS;

r) BUJ OpraHusanuu (OpraHu3alliM, CO3JaHHBIE HA TEPPUTOPHH PoccHiickoil
®enepauun, aU60 NPEACTABUTENLCTBA HHOCTPAHHBIX OPTaHU3AlHi, AKKpEIHTOBAHHBIE
Ha Teppuropuu Poccuiickoit ®enepanuu, 1u60 UHAMBHIYaIbHBIE IIpeAIPHHEMATENH,
3aperuCTpPUPOBaHHEIE Ha TeppuTopuu Poccuiickoit Menepanun).

2. CefleHus 0 MEIUMIIMHCKOM M3IE/MH, B OTHOLIEHMH KOTOPOTO BELIBIEHO
HeOIaronpuaTHOE COOBITHE:

a)  HAaMMEHOBaHWE MEJMIIMHCKOIO HU3IEIUS B COOTBETCTBUM C PETHCTPALHOHHBIM
YAOCTOBEPEHUEM;

0)  HOMep H JaTa PerHCTPaLHOHHOTO YAOCTOBEPEHHs Ha MEIHIIMHCKOE H3/IENIHE,

B)  HOMEp PETHCTPALMOHHOIO YAOCTOBEPEHHS B €IHHOM PEECTpe MEIHIIHHCKHX
U3JIC/INM, 3aperMCTPHPOBAaHHBIX B paMKax EBpa3suilcKOro SKOHOMHYECKOTO COH3a
(ipu HaNU4UN);

r) BapHaHT KCIIOJHEHHUS WU MOJENh MEIULMHCKOIO HM3AENHS B COOTBETCTBUU
C PErHCTPALIOHHBIM yIOCTOBEPEHUEM;




1)  K1acc MOTEHLMATbHOrO PUCKA IPUMEHEHMS;

€)  KoJ BHIa M HalMEHOBAaHWE BHJA MEIULHHCKOTO WM3EMS B COOTBETCTBHH
C HOMEHKIIaTYPHOH KiaccuduKauued MeMIMHCKUX H3IeNUi, yTBEpX IEHHOH MpPHKa3oM
Munucrepctsa 3apaBooxpanerus Poccuiickoit ®eneparuu ot 6 wmions 2012 r. Ne 4H
(3apeructpuposan MunucTepcTBoM roctunuu Poccuiickoit ®egepanuu 9 mions 2012 .,
perucTpamuonssii Ne 24852)';

)  KOJ BHJa M HAaNMEHOBaHHWE BUJa MEMIHHCKOTO M3IENHi B COOTBETCTBUH
C HOMEHKIATypOH MeJULMHCKHAX M3JENMi, IpaBHia BeeHHs KOTOPOM YTBEpXKIEHbI
Pemiennem EBpasmiickoit axoHOMMYecKkoil komuccum oT 29 nekabps 2015 r. Ne 177
(1pHu HAMMYHK);

3)  [O3WUMS  KaTauora TOBapoB, pabor, ycumyr s obecrnedeHus
FOCyNapCTBEHHbIX M MYHHLMIAIBHBIX HYXJ B COOTBETCTBHH ¢ IlpaBHiaMu
GopMHpOBaHMA M BeleHWS B eOUHOM HH(POPMALMOHHOH CHCTEME B cdepe 3aKymok
KaTajiora TOBapoB, paboT, yCiIyr A o6ecledeHus roCyJapCTBEHHBIX H MyHHIMNATBHBIX
HYX]{ ¥ IIPaBUJ MCTIOJIB30BAHMS YKa3aHHOTO KaTanora, yTBEpKIEHHBIMH IT0CTAHOBIICHHEM
IpaBuTensctBa Poccuiickoit ®enepauun ot 8 ¢deBpaiis 2017 1. Ne 1453 ;

M)  HaWMEHOBaHWE IIPOM3BOAMTEN MEMIMHCKOTO H3IeNMsi B COOTBETCTBHH
C PETHCTPALIMOHHBIM YAOCTOBEPEHHEM;

K)  HAaNMEHOBAaHME  CTPaHBI  OPOM3BOAMTENST  MENMUHHCKOTO  H3eNHs
B COOTBETCTBUH C PETMCTPALIMOHHBIM YIOCTOBEPEHHEM;

M)  ampec Mecrta (agpeca MeCT) IPOM3BOIACTBA MEIHIMHCKOTO H3IENHI
B COOTBETCTBUH C PETMCTPALIUOHHBIM YIOCTOBEPEHHEM;

M)  COCTaB U KOMIUIEKTalUsS MEAMUMHCKOTO M3JeIus (IpH HaJIW4MHU) U TIepeveHb
NPUHAIEKHOCTe  (MPU  HAIMYMM) B COOTBETCTBHH C  PETHCTPALMOHHBIM
YAOCTOBEPEHHUEM,;

H)  HOMep cepuu (IIapTHH), 3aBOCKOI HOMep (10 MPUMEHHMOCTH);

0)  KONMYECTBO HAaXOMiIMMXCA B OOpAalieHWM MeNUUUHCKHX  H3JIeNHii
(c ykasaHHWeM HOMEpPOB CEpHii, NMapTHii, 3aBOACKHX HOMEPOB), B OTHOLUCHHH KOTOPBIX
BEISBJIEHO HEOIAarolpHsATHOE COObITHE, B IITYKAX;

)  JaTa OPOM3BOACTBA (M3TOTOBJIEHHS) METHUIMHCKOIO U3/IEIHS,

P)  CPOK FOJHOCTH (IKCILIyaTalUKH) MEIUIIMHCKOTO HU3/IEITHs;

C)  JiaTa OKOHYaHHs FapaHTHHHOIO CPOKa, CPOKA SKCILTYaTalluH, CPOKa CIIyKGHI,
YCTaHOBJIEHHOT'O IPOM3BOAMTENEM (110 IPUMEHUMOCTH, TIPY HAITMYHH );

T)  TIOJHOE M COKpalleHHOe HauMeHOBaHWe (NP HAIMYMH), B TOM 4HCJIE
$hUpPMEHHOe HaMMEHOBAHHME, OPraHM3alMOHHO-TIPaBOBas (OPMa OpraHU3ALMH, KOoTOopas
OCYIIECTBHIIA pealIU3aLUI0 CEPUH (IIapTHH, 3aBOJICKOTO HOMEPA) MEAUIIMHCKOTO U3l s,

! C u3sMeHeHMAMH, BHECEHHBIMHU npruKasaMH MuHuCTepCTBa 3apaBooxpaHeHus Poccuiickoii ®emepamuu ot 25 CEHTAOpsA
2014 r. Ne 557u (3aperucTpHpoBaH MHUHMCTEDCTBOM IOCTHLMHM Poccuiickoit Qepepatun 17 mexabpa 2014 r.,
perncTpaumoHHbiit Ne 35201), ot 7 mona 2020 r. Ne 686H (3apernctpupoBaH MHHHCTEpPCTBOM FOCTHUHMEA Poccuiickoii
®enepannu 10 asrycra 2020 r., peructpanuoHmbiii Ne 59225).

% O¢mupansHbIi caiiT EBpasmuiickoro skoHOMudeckoro coko3a http://www.eaeunion.org/, 31 nexabps 2015 r.

3 CoGpanue 3akoHomatenbcTa Poccuiickoi ®eneparmu, 2017, Ne 7, cr. 1084; 2020, Ne 28, cT. 4421.




aJpec e¢ MecTa HaxXOXJCHUS, UK AT WHANBUAYAILHOTO IpeAIpHHUMATENS — haMUIHs,
MMS M OTYeCTBO (NIPH HANMYKMM), aJApec MecTa JXHUTENbCTBA, JaHHBlE NOKYMEHTa,
YAOCTOBEPSIOIIETO JITIHOCTD (Jajee — OCTABIIHK), a TAKKe HACHTH(UKAIMOHHEIH HOMep
HJIOTOMNATENBINMKA, OCHOBHOM TIOCYIapCTBEHHBIH DErMCTPALMOHHBIA HOMEpP 3alicH
O CO3JIaHHH IOPMAWYECKOrO JIMIA HIM OCHOBHOM rOCYHapCTBEHHEBIM DPErvCTPalOHHBII
HOMEp HMHIMBHIYaJbHOrO NpeINpUHUMATENA, HOMep TeledhoHA U aapec B>AEKTPOHHOI
104THI (TIpY HAJTUYHK);

Yy)  CBEleHHA O HOMEpE DPEeecTpOBOil 3alMCH MOCTABIIMKA COTJIACHO Peectpy
YBENOMJIEHH! 00 OCYIIECTBIEHHH HESTENBHOCTH B clepe oOpaleHHs MeqUUAHCKUX
u3nenuii (nanee — Peectp yBenomnenuii)®;

¢) HauMeHOBaHHME M afpeca IIOMELIEHHH, B KOTOPHIX OCYLIECTBIISIIOCH XpaHeHue
cepun (IApTHH, 3aBOJCKOrO HOMepa, MOJENH, BapHaHTa HCIIOJIHEHHS) MEAUIIMHCKOTO
U3JICJIUSA COITIaCHO CBeICHUsM PeecTpa yBe1oMIIeHHI (TIpH HAMYKK);

X)  IONHOE W COKpAlleHHOEe HaWMeHOBaHWe (IPH HAJIMYHH), B TOM YHCIE
hbupMeHHOe HaMMEHOBaHHME, OPraHM3aLMOHHO-TIpaBoBas (opMa OpraHu3alyy, KoTopas
OCYIIECTBJIsNa MpPUMEHEeHHe cepud (MApTHH, 3aBOJACKOrO HOMEpa) MEIULMHCKOTO
M3/IeTHsl, a[IpeC €€ MECTa HaXOXACHUS (C yKa3aHHeM aJpecOB MECT IIPUMEHEHHS ), HIIH TS
HHIUBUIYaNTbHOTO NpEANPHHUMATENS — (paMHIIHS, UM H OTYeCTBO (IPU HAIMYMK), apec
MecTa JKHUTENbCTBA, JAaHHBIE JOKYMEHTa, yAOCTOBEPSAIONIErO JIMYHOCTh, & TAaKKe
MICHTU(HKALMOHHBII HOMEp HANOrOIUIATeNbINUKa, OCHOBHOM rocyAapCTBeHHBIH
PETUCTPallHOHHBIA HOMEP 3allUCH O CO3[aHMH IOPUIMYECKOTO JIMIA MIHM OCHOBHOI
TOCYNapCTBEHHBIH PETHCTPALMOHHBIA HOMEP HMHAMBHIYAIBHOTO IIpeAIpHHHMATENS,
a TaKkKe HoMepa TeNe(OHOB M ajpec O3NEKTPOHHOM TOYTH IOPHAHYECKOro JIHIA
WM HHAMBUTYalIbHOTO NMPEANPUHAMATENS (TIPH HATMYHK);

)  CcTpaHa, HaUMeHOBaHHe CyOBekTa Poccuitckoii Qenepanuu (B ciaydae, ecid
COOBITHE NPOHM30LUIO0 Ha TeppuTopuH Poccumiickoii Denepanyu), HaceleHHBIM ITyHKT,
azipec, rie MPOU301JI0 HeOIaronpHIATHOE COOBITHE;

4)  MECTO HaxOXIEHHS MEOULMHCKOTO W3IENHS B MOMEHT HallpaBleHUs
COOOIEHUs O HeOAroMPUATHOM COOBITHH (YTHIM3UPOBAHO, IEPEMELLEHO B KapaHTUHHYIO
30Hy, M€pelaHO TMOCTAaBIUMKY MM IIPOM3BOJUTENI0 MEIUUUHCKOTO  HM3IeiIHs
(ero ymoaHOMOYEHHOMY MPEJICTABUTEINIO), MPOAOJIKAET IPUMEHSThCS, UHOe);

II) JaHHBIE M3 aKTOB, OTYETOB, )KyPHANIOB, TEXHHYECKOTO OOGCIYKHBAHHUS
(Ipu HANUYKH);

) KOJMYECTBO BOBIECYEHHBIX B HEGNArONPUATHOE COOBITHE MeTHITMHCKAX
U3A€NHH (€CIIU U3BECTHO).

3. Onucanue HeOIArONPHUATHOTO COOBITHS:

4 Ilynkr 12 TlpaBun mpencTaBiieHHs yBeIOMJIEHHH O Hadale OCYIIECTBIEHHS OTIETBHBIX BHIOB NpeATPUHAMATENECKOM
AEATENLHOCTH H yieTa YKa3aHHBIX yBEJOMIICHHH, YTBEPKACHHBIX nocTaHoBneHHeM [TpaButennctaa Poccuiickoit ®enepauun
ot 16 momd 2009 r. Ne 584 (Co6panme 3akoHoAaTenscTBa Poccuiickoit ®eneparmu, 2009, Ne 30, cT. 3823).
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a)  [ara HanpaBl€HMs CBEJICHHH O HeGIaronpuaTHOM cobsTHM B DeepanbHyo
cIyx0y 1o Han3opy B cepe 34paBOOXPaHEHHS,

6)  Tun coobmenus (MepBUYHOE, IIOCIEAYIONIEE, 3AKTIOYHTETHHOE);

B)  Jara IOCTYIUICHHS HHPOPMALMH O HEGIATONPUATHOM COOBITHHY,

I)  Jara HeOJIArompHITHOIO COOBITHS

1) U MMIDIAHTUPYEMBIX MEAMIMHCKHX H3JETHil;

IaTa UMILTIaHTALUH,;

AaTa 3KCIUIaHTaIlUY,

JUTATETIBHOCTh MMILIAHTalMHU (3aIONHAETCA B CIydae, €CIM M3BECTHA TOYHAS AaTa
UMILJIAHTAlMK WM Hadala SKCIUTyaTalliH );

CBEJICHUS M3 IOJCUCTEMbI BEIEHHS CHEHHATU3HPOBAHHBIX PETHCTPOB IIAIMEHTOB
N0 OTJACIABbHBIM HO30JMOTHAM M KaTEeropusAM TIpax[aH, MOHHTOPHHTA OpraHM3alUH
OKa3aHUA BBICOKOTEXHOJIIOTHYHOM MEIMIUHCKOX IIOMOLIIM M CAHATOPHO-KYypPOPTHOIO
NCYEHUM  eIMHOH  rOCyJapCTBEHHOM  MHOODMAIMOHHOM  CHCTeMBl B  cdepe
37PaBOOXPAHEHHA’, HHBIX HH(OPMALMOHHBIX CHCTEM, NpeAHa3HauYeHHBIX 1A cbopa,
XpaHeHHus, 00pabOTKH M IpeNOCTaBIeHUS MH(OPMAIMH, KAacalolleics nesTelbHOCTH
MEJULIMHCKUX OpraHU3alMid U IPEeJOCTABIAEMbIX UMH YCIYT, 8 TaKke H3 (eaepanbHoil
TOCyJapCTBeHHOW  HHQoOpMamuoHHOX  cucTeMbl «EquHas  aBTOMaTM3MpOBaHHAS
BEPTHUKAIbHO-MHTEIPUPOBaHHAS HH(POPMAIIHOHHO-aHATTMTUYECKAS] cucreMa
I0 MPOBEJCHHIO MEIMKO-COUUANBHOM 3KCIepTH3b» (UpH HAIWYAM Y CyOBeKTa
oOpalleHys MeIUIMHCKAX H3/IeIii TOCTYIa B YKa3aHHBIE CHCTEMEL);

€)  PEerHCTPalMOHHBIA HOMep HeGJIarompusATHOTO COGBITHA, IPHUCBOEHHBIH
IIPOU3BOAUTENEM (IIPU HATUYHH ),

X)  THI ¥ BUJ HEOIATONPHATHOIO COOBITHA B COOTBETCTBHH CO CIIPaBOYHHKOM-
KOAM(UKATOPOM BHAOB HEONArONPHATHBIX COOBITHH, HEXENATeNbHBIX peaKIuid
NPy NPUMEHEHUH MEIULMHCKUX U3JIENU, PaKkTOB M OOCTOSATENBCTB, CO3AAIONIUX YIPO3Y
NpUYMHEHNs BpeAa JKU3HH H 300POBBIO JIIOJeH NpH oOpallleHuH 3aperHCTPHPOBAHHBIX
MEIULMHCKUX U3MeIHii;

3)  ONMCaHWe NOOGOYHBIX IEHCTBHH MEeOULMHCKOrO H3JENHs, He yKa3aHHbIX
B UHCTPYKUHH 10 NPHAMEHEHUIO WM PYKOBOJACTBE IO SKCIUIyaTal[MM, HeXelaTelIbHbBIX
peakuui Ipy ero NpUMEHEHUH, 0COOEHHOCTEH B3aUMOAEHCTBUS MEOUIIMHCKHUX H3IeHii
Mex Iy co00H, GaKkToB M 0OGCTOATENLCTB, CO3AAIOUINX YIPO3Y XKH3HH U 30POBbIO IPaXKAaH
Y MEMIIUHCKMX PaDOTHUKOB NP IPUMEHEHHUH M SKCILTyaTalli¥ MEAULIMHCKAX H3eIIHil;

M)  [0JNB30BATENh MEIHIIMHCKOTO M3/enus (Bpay, MEUIMHCKAs CECTPa, MALUEHT,
HHOe);

K)  NpYMeHeHHEe MEUIHMHCKOro u3jenus (MepBUYHOE, HOBTOPHOE NPHUMEHEHHE
MEIULMHCKOr0 H3J€NMs OLHOKPAaTHOrO IpHUMEHEHHs, INPHMEHEHHE MEeIULHCKOro

5 IoanyHkT «e» myHkTa 4 [IoNoXKeHHs O eXUHOM rocyapcTBeHHOM MH(OpMaLOHHOM cHcTeMe B cdepe 3ApaBOOXpaHEHHS,
yTBepxkaeHHOro moctaHoBicHueM IIpasutensctBa Poccuiickodt ®enepammm ot 5 mas 2018 1. Ne 555 «O eamnoit
rocynapcTBeHHOH WHQpOpMauMoHHOH cucTeMe B cdepe 3apaBooxpaHenua» (CoGpaHue 3aKoHOJATeNbCTBA Poccumiickoit
Denepauun, 2018 Ne 20, ct. 2849).



HU3/IeIUs MHOTOKPaTHOIO NPUMEHEHHS, MEIULMHCKOE M3JAe/IME IOCIe TEXHUYECKOro
00CITy)XMBaHHSA MIIM PEMOHTA, Ipo6iieMa GbLa BbIABIEHA 10 IPUMEHEHHS, HHOE);

1)  Kareropus HeOIarompHATHOTO COGBITHS, CBS3aHHOTO C NpUMeHEHHEM
MeIULHHCKOTO HU3IEJIHS:

ceppe3sHass W (WIM) HeNpelBUACHHas TIO0OYHAs peakuus, He YKa3aHHas
B HHCTPYKUUHU IO NPUMEHEHHIO MM PYKOBOACTBE IO SKCIUTyaTalli¥ MEAWLMHCKOTO
H3JIeTIIS,

110604HOE SBICHHE IIPH IPUMEHEHUH MEIMIMHCKOTO H3EIIHs,

0COOEHHOCTH B3aMMOJIEHCTBHS MEAULMHCKUX U3/IETHI MeXTy co0Oi;

HEHaJIe)Kallee KaueCTBO MEIUILIUHCKOTO M3 eI,

OOCTOATENBCTBA,  CO3ZAIOINME  YrPO3y OKM3HM M 370POBBIO  HACENIEHHS
M MEMUHMHCKUX PaOOTHHKOB IIPH IIPUMEHEHHUH U SKCIUTyaTAllMH MEeJUIUHCKHUX H3IeHil;

HHBIE ClTy4aHn HeOIaronpUATHOIO COOBITHS;

M) TpHHATBIE MONB30BaTENleM WM MEIMUUHCKOR opraHu3arueii MepHI
10 YCTPaHEHUIO HEOIAaronprusTHOrO COOBITHS.

4. JanHble 0 nocTpagasiieMm:

a)  IOCTpaiaBIUMi (MALMEHT Ha AOMY, aMOyJIaTOPHEIN MAlUeHT, CTAIIHOHAPHLIIT
NallHeHT,  MEIWIWHCKMA  NEpCOHAll,  TOCeTHTENb, TEXHHYECKHH  IIEpCOHA,
CaMOCTOSITENIHOE JIEYeHUE, HHOE);

6)  daMunus, UM U 0THECTBO (TPH HATIHYHK);

B)  IIOJ ¥ BO3PAcT, BEC, POCT (TIp¥ HAIMYHHU CBEICHMI);

r)  KpUTepui cepbe3HOCTH (IPHYMHEHHEIH Bpes);

o)  HUCXOX;

e) olnvcaHue NpobieMbl MOCTPaAaBIIEro;

K)  KOIMYECTBO IOCTPAAaBIIHX (€CIIH U3BECTHO);

3) JEUCTBUS MW  IOMOIIb, OKazaHHas  MEIUIMHCKOM  OpraHu3aluei
HOCTpaJaBlIeEMy.

5. JlononuutensHas nHGOPMALHS U JOKYMEHTHL.




Hpunoxenne Ne 2 k Iopsiaky coobmienus cy6beKTaMu
oOpamenus MeTMINHCKAX H3/emuii 060 BCeX CIydastx
BBIABJICHHA I0O0YHBIX AEHCTBHM, HE yKa3aHHBIX
B MHCTPYKIHH 110 IPUMECHEHHIO WK PYKOBOZICTBE
10 KCILTyaTalli¥ MEAUIUHCKOTO H3AEII S,

0 HeXeNaTeIbHBIX PEAKIUAX IIPH €r0 IPUMEHEHHH,

006 0COGEHHOCTX B3aUMOJENCTBHS MEIUIIMHCKHX W3E/HiA
Mexay coboi, 0 pakTax u 06 0GCTOSTENBCTRAX, CO3IALONIHX
YTPO3Y JKH3HHU U 3[0OPOBBIO I'PaX/IaH H MEIUIIUHCKUX
PabOTHHKOB IIpH IPHMEHEHUH U SKCILTyaTalyH
MEIMIUHCKUX U3JE]HH, YTBEPXKIACHHOMY IIPHKA30M
MunucrepcTBa 3npa323><£i§eHnﬂ Poccuiickoit ®enepanuu

or £ va s, Jo20vNe 1173 4
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Pexomenayemsrit oOpaserr

OTt4er 0 HeOIarONPHUATHOM COOBLITHH
NpH NPHMEHEHHH MEJHIHHCKOro H31e/Insl

1. Caenenns o cyObekTe 00OpallleHUs] MEAULIMHCKIX W3IEHil:

a)  IIONHOe M COKpallleHHOe HaWMeHoBaHWe (NMPH HAIMYHM), B TOM YHCJIe
(UpMeHHOe HAaMMEHOBaHME, OPraHM3ALMOHHO-MPaBOBas (OPMa IOPHUAHUECKOTO THIa,
a[peC MECTa €ro HaXOXICHU WK [JIs1 WHAUBALYaTbHOTO IIpeIIPUHAMATENS — GaMUITHS,
MM M OT4eCTBO (IIpY HAIM4YMH), PEKBH3UTHI JOKYMEHTA, YIOCTOBEPSIOIIEr0 JHYHOCT,
aZipeC MECTa XUTENBCTBA, & TAKKe HOMepa TelehOHOB U aJpec 3JIEKTPOHHOH ITOYTHI
FOPUIMIECKOTO JIMLA KM HHAMBHIYAIBHOTO IPpEANPUHUMATENS (TIPH HATMYKH);

6) UIEHTU(QUKAIOHHBIM HOMEp HaJIOrOIIaTe bIINKa,

B)  OCHOBHOM  TIOCYJapCTBEHHBI  DErMCTPalMOHHBEIA  HOMep  3amucH
O CO3JaHUM IOPHIMYECKOro JIMLA MM OCHOBHON IOCYNapCTBEHHBIA pervcTpaldOHHEIHN
HOMEP MHIMBUIYAIBHOTO NpEeaPUHIMATENIS;

r) BUJ OpraHusanuu (OpraHM3alliH, CO3JaHHbIe Ha TeppHTOpHH PoccHiickoii
Oenepauus, 160 MPeNCTABUTENLCTBA MHOCTPAHHBIX OpPraHM3alui, aKKpeIUTOBaHHbIE
Ha Ttepputopun Poccuiickod ®enepanuu, MO0 MHIUBHIyalbHBIE HpeIPHHAMATEIH,
3aperucCTpUpoBaHHbIe Ha TeppuTOpHHU Poccuiickoit Meneparyn).

2. CeeeHHss O MEIMLMHCKOM H3IENIMH, B OTHOLICHMH KOTOPOTO BBISBIICHO
HeOJaronpusaTHOE COOBITHE:

a)  HAaMMEHOBAaHME MEJHIMHCKOTO U3/ENHs B COOTBETCTBHH C PETHCTPALIMOHHBIM
YAOCTOBEpPEHHEM;

6)  HOMep H JaTa PerHCTPALOHHOTO YAOCTOBEPEHHs Ha MEHIIHHCKOE H3MIENHE;

B)  HOMEp PETHCTPALMOHHOTO YHOCTOBEPEHHS B €IMHOM PEECTpe MEIHILIMHCKHX
U3JeNIUil, 3aperMCTPUPOBAHHBIX B paMKax EBpa3suiiCKOro 5KOHOMHYECKOTO COMo3a
(ipn HaMMYUM);




I)  BapHaHT UCIIONHEHWS WIX MOJENb MEIMIMHCKOTO M3IENHI B COOTBETCTBUM
C PETUCTPAalHOHHBIM YJOCTOBEPEHHEM;

I)  KIacc NOTEeHIMAIBHOrO PUCKA IPHMEHEHHS;

€)  KoJ BHJAa U HAaHMEHOBaHHE BUIA MEIULUHCKOIO M3MENMSI B COOTBETCTBUH
C HOMEHKJIaTypHOU KiIacCHGMKalMed MEAMIMHCKUX W3JENHi, YTBEPKIECHHOM NPUKa30M
MunucTepcTBa 3apaBooxpaneHus Poccuiickoit @epepauun or 6 mioHs 2012 r. Ne 4u
(3apeructpupoBan MunHcTepcTBOM focthumu Poccuiickoit ®emepanuu 9 mons 2012 r.,
perucTpanmoHHbI Ne 24852)';

XK)  KOJ BHJa U HaHMEHOBaHHME BUIA MEIULMHCKOIO M3/elUSI B COOTBETCTBHH
C HOMEHKIIATYPOH MeIMUMHCKUX W3[eNuH, NpaBHIa BeICHHS KOTOPOM YTBEPXKAEHBI
Pemenviem EBpasuiicKoii 5KOHOMHYECKOH KomuccuM oT 29 gekabps 2015 r. Ne 177
(Tipu HAMMYHUHK);

3)  [o3uMIMA  Karajlora TOBapoB, paGoT, ycuyr U obecreyeHus
FOCyAapCTBEHHBIX M MYHHLUMIAIBHEIX HyXA B COOTBETCTBHH ¢ IlpaBmiiamu
(opMUpOBaHUs M BeleHHS B €IMHOM HHGOPMALMOHHON CHCTeMe B ciepe 3aKyIOK
KaTaJlora TOBapoB, paboT, yciyr 1t obecredeHns: rocyIapCTBEHHEIX ¥ MYHHIHITAIbHBIX
HYX]I ¥ IPaBUJI UCTIOJIb30BaHMs YKa3aHHOTO KaTaJlora, YTBEPXKACHHBLIMH IIOCTAHOBIICHHAEM
ITpaBuTtensctBa Poccuiickoii ®enepauuu ot 8 despais 2017 r. Ne 145°;

M)  HaUMEHOBaHWE IIPOU3BOINHTENA MEIUIMHCKOTO H3JCTHI B COOTBETCTBHH
C PETHCTPaLMOHHBIM YIOCTOBEPEHHUEM;

K)  HAaUMEHOBaHHE  CTPaHBl  INPOW3BOAMTENS  MEAULIUHCKOrO  W3IeNus
B COOTBETCTBHH C PETHCTPALIMOHHBIM yIOCTOBEPEHHEM;

1) agpec Mecta (ajpeca MeCT) MPOHM3BOACTBA MENUIIMHCKOTO H3Ie/Us
B COOTBETCTBHH C PETHCTPALIMOHHBIM YAOCTOBEPEHHEM;

M)  COCTaB U KOMILIEKTALMS MEIULIMHCKOTO M3IeHs (Ipu HaNIMYKMK) U TIepeYeHb
NpUHAJIEKHOCTEd  (IPH  HAIMYMHM) B COOTBETCTBHMH C  PETMCTPAIMOHHBIM
yAOCTOBEpEHHEM,;

H)  HOMEp cepuH (IIapTHH), 3aBOACKOI HOMep (10 IPHMEHHMOCTH);

0)  KONMYECTBO HAXONAIMXCA B OOpalleHMd MEAMLMHCKMX  WM3IeNHii
(C yxazaHWeM HOMEPOB CepMif, apTHil, 3aBOACKMX HOMEPOB), B OTHOLIEHHM KOTOPBIX
BBIIBJICHO HEOJIAronpUsTHOE COOBITHE, B IITYKAX;

1)  JaTa DpPOU3BOACTBA (M3TOTOBJIEHUS) MEAULIMHCKOTO H3/ETIHS;

P)  CpOK FOAHOCTH (9KCILTyaTallMH) MEIULMHCKOTO M3,

C)  JaTa OKOHYaHWA TapaHTHHHOIO CpPOKa, CPOKa IKCILTyaTallMH, CPOKa CIyXKOBI,
YCTaHOBJICHHOI'O TPOU3BOAUTENEM (II0 IPUMEHUMOCTH, TIPH HATHYHH);

' C m3sMeHeHMAMH, BHECCHHBIMH npuka3aMid MMHUCTEpCTBA 3apaBoOXpaHeHHA Poccuiickoii ®enepammm ot 25 ceHTatps
2014 r. Ne 557w (3apeructppoBan MunnctepcTBoM IocTuiuM Poccumiickoii ®emepauum 17 nekabps 2014 r.,
perucrpaudoHHbii Ne 35201), ot 7 moma 2020 r. Ne 686H (3aperucTpupoBaH MHHHMCTEPCTBOM IOCTHOHM Poccuiickoit
Menepaupn 10 aBrycra 2020 r., perucrpannonssiii Ne 59225),

2 OpunmaTBHbIH calT EBpasuiickoro sx0HOMI4ecKoro corosa http://www.eaeunion.org/, 31 nexabps 2015 r.

3 Cobpanme 3akoHoatenbeTBa Poccniickoit ®enepaumu, 2017, Ne 7, ct. 1084; 2020, Ne 28, ct. 4421.




T)  MOJHOE 7} COKpallleHHOe HalMEHOBaHHE (ipm HAJIU4UH ),
B TOM 4ucie (HUPMEHHOE HAWMEHOBAHHE, OPraHM3alHOHHO-TIPaBoBas (opMa
OpTaHW3alli, KOTOpas OCYINECTBHJIA Pealu3alliio CepuM (IIapTHH, 3aBOACKOrO HOMEpa)
MEIMUMHCKOrO H3JeNHd, afpec ee MECTa HaXOXASHWS, WIH U HMHIUBHIYaTbHOTO
NpeANpUHUMATEIIS — paMUIIMSA, AMS M OT4ECTBO (IIPH HAIMYHUH), afipec MECTa KUTEIIbCTRA,
MaHHbIE NOKYMEHTA, YIOCTOBEPSIOIIETO IHMYHOCTh (Jajlee — IOCTABIIMK), a TaKKe
HICHTHQUKAUMOHHBIA HOMED HAJOrOIUIaTeNbIUMKA, OCHOBHOM TOCYNAapCTBEHHEI
PErHCTPAIIMOHHBIM HOMED 3allUCH O CO3JaHWH HOPHMIMYECKOTO JIMIA WIM OCHOBHOM
TOCYapCTBEHHBIH PErHCTPALMOHHBIA HOMEp MHAMBHAYAILHOTO IpeNpHHAMATEIS,
HOMep Tente(oHa U a[ipec SNEKTPOHHON HOYTHI (TIPH HATTMIHHM);

Y)  CBelleHUs O HOMEpe DPeecTpOBOH 3allUCH MOCTABIIMKA COrNMacHo Peectpy
YBENOMIIEHHA 00 OCYIIECTBIEHHH INEATENBHOCTH B cepe oOpaleHHs MeIuUUHCKHX
usnenuit (nanee — Peectp ysemomenuii)®;

$¢) HauMeHOBaHHMe U aJpeca OMeLIEHHI, B KOTOPBIX OCYIECTBISUIOCH XPaHEHHe
cepuH (LIapTHH, 3aBOJICKOTO HOMepa, MOJENH, BAPMAHTA HCIIONHEHHS) MeIUHHCKOrO
U3JIENINs COITMacHo CBefeHUsAM Peectpa yBegoMnenuii (npu Hamm4um);

X)  TONHOE M COKpAleHHOe HauMeHOBaHWe (IPH HANMYAM), B TOM 4HC]IE
(upMeHHOe HaMMEHOBaHME, OPraHW3aLMOHHO-NPaBOBas (HOpPMa OpPraHHU3ALMH, KoTOpas
OCyIIECTBIIAIa TPUMEHEHHWe Cepud (IIapTHH, 3aBOACKOTO HOMEpPAa) MEIUILHMHCKOrO
M3JIEIINA, aIpeC €¢ MECTa HaXOXKAeHHs (C YKa3aHHEM aJIpecOB MeCT IIPUMEHEHHS), MITH JUIA
MHABHYAITBHOTO NPEINPUHUMATENS — QaMHIINS, HMS ¥ OTYeCTBO (IIPU HAMYMHE), af[pec
MECTa JKHUTEIbCTBA, [AHHBIE JOKYMEHTa, YIOCTOBEPAIOLIEr0 JIMYHOCTh, a TaKKe
MICHTHQUKALMOHHBIA HOMEp HAIOTrOILIATENBIIMKA, OCHOBHOH  IOCYNAapCTBEHHbII
PEruCTpallMOHHbIH HOMEP 3allMCH O CO3JaHWH IOPUIMYECKOTO JIHLNA WIH OCHOBHOM
TOCYIapCTBEHHBI PETHCTPALMOHHBIA HOMEp WHAMBHAYAILHOTO IIpeJNpHHAMATEIL,
a TaKke HoMepa Telne(OHOB M ajpec 3IEeKTPOHHOM MOYTHI IOPHAMYECKOrO JIHIA WM
VUHIUBHAYaJIBHOTO NPEANPHHUAMATENS (TIPH HAJTMYMH);

)  CTpaHa, HaMMEeHOBaHHe cybOwekTa Poccuiickoit Menepanun (B ciydae, eciu
COOBITHE NPOM3OLUIO Ha TeppuTOpHMH Poccumiickoii Menepauum), HaceNeHHBIH IyHKT,
azipec, I7ie MPOU30LLIO0 HeOIAroNPUATHOE COOBITHE;

4)  MECTO HaXOXIEHUS MEJWLMHCKOTO WU3NENMs B MOMEHT HAIPABIIECHUS
COOOIIEHHUS O HEGMAaroMPUATHOM COOBITHH (Y THIM3UPOBAHO, TIEPEMEIEHO B KAPAHTHHHYIO
30HY, IIepeAaH0 TMOCTABIUMKY WIM [POU3BOAMUTENIO MEIULMHCKOTO  W3ENIHs
(ero ymoJIHOMOYEHHOMY MPEJICTABUTEIIO), POJOIDKAET IPUMEHSThCS, HHOE);

W) [aHHbIE W3 AaKTOB, OTYETOB, XXYPHAIOB, TEXHHYECKOTO OOCIYKHBAHUS
(ipu HaNU4UM);

* Mynxr 12 TlpaBun mpeicTasneHus YBEIOMIIEHHH O Hayajie OCYLIECTBICHHA OTACHBHBIX BHIOB MpeaNpPUHMMATENhCKON
ACATENBHOCTH M y4eTa YKa3aHHbIX YBEIOMJICHHI, yTBEPXk/IeHHbIX NocTaHOBNeHMeM [IpaButenscTBa Poccuiickoit ®enepaitim
ot 16 mons 2009 . Ne 584 (Cobpanue 3axoHoaTenbcTBa Poccuiickoii ®@enepauuu, 2009, Ne 30, cr. 3823).
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) KONMYECTBO BOBJCYCHHBIX B HEONATONPHATHOE COGBITHE MeTHIMHCKIX
U3JIeNINH (€CI U3BECTHO).

3. Omnucanue HeGIArONPUITHOTO COOBITHS:

a)  Jara HalpaBIeHHs CBEACHUH O HEOGIArONPUATHOM COGBITUH B DenepalibHyIO
CiTy>0y 10 Haf30py B cdepe 3ApaBOOXpaHEHHUS,;

0) TMn coofmeHMA O HeGIArONPHATHOM COGBITHH [pPH IPUMEHEHUH
MEJMIMHCKOTO U3/ (IIEpBUIHOE, IOCTIEeqYyIOlIee, 3aKIFYUTENBHOE);

B)  THIl OTYeTa O HEGNArONpUATHOM COGBITMM HPH TPUMEHEHHH MEIAIMHCKOTO
u3zienust (epBOHAYANbHEIH, TTOCIeAYIOIIHil 3aK IO TENBHEIH);

r)  JaTa NoCTYIUIeHHs HH(OPMALKH O HeOIaronpusITHOM COOBITHY;

) JaTa HeOIaronpuATHOrO COOBITHUS;

€) Ui MMIDIaHTHPYEMbIX MEIMLMHCKIX W3 IeIHii:

IaTa UMILTaHTALlKK;

JaTa SKCIIaHTAllH;

AJIMTEIIBHOCTh UMIUIAHTAUM (3aMONHACTCS B CIydae, eClIM M3BECTHA TOYHAs JaTa
UMIUTaHTAlMK WM Hagasia SKCILTyaTaluh ),

CBEICHUA W3 NOJCHCTEMBI BeJCHUS CIEUHATM3UPOBAHHBIX PErHCTPOB IAIHECHTOB
[0 OTACIBHBIM HO3OJOIHMAM M KAaTeropusM TIpaXAaH, MOHHTOPHMHIA OpraHH3allHH
OKa3aHMs BBICOKOTEXHOJOTUYHOM MEIMIMHCKOX IIOMOIMM ¥ CaHATOPHO-KypOPTHOIO
JNICYCHMH  €IMHOH  roCY[JapCTBEHHOH  MH(OpPMAaLMOHHOM cHCTeMBl B  cdepe
3/[paBOOXPAHEHHS’, HHBIX HHQOPMalMOHHBIX CHCTEM, MpEJHA3HAYEHHBIX s cOopa,
XpaHeHHs, 0OpaGOTKM M MPENOCTaBIEHHA HHPOPMAIHUH, Kacarouleics AesTeNbHOCTH
MEMUUHCKHX OpPTaHM3alMi W MpeNOCTaBISEMBIX UMH YCIYT, a Takke U3 (elepanbHOil
rOCyJapCTBCHHOH  uH(OpManuonHo# cucrembl «EauHas — aBTOMaTH3MpoBaHHAs
BEPTUKAJIbHO-MHTETPUPOBAHHAS HH(OPMAIIOHHO-aHATUTHYECKAS] cucreMa
N0 TMpPOBEACHUIO MEAMKO-COLUUATBHOM OSKCIEPTH3b» (IPH HAIMYUM y CcyOBeKTa
oOpallieHHs! MEIUUMHCKUX H3/IeNHiT JOCTyNa B yKa3aHHBIE CHCTEMBI);

K)  mara oTYeTa 0 HeGIArolpHsSTHOM COGBLITHM IIPH NPHMEHEHHH MeIULMHCKOTO
U3IEIUS;

3)  PerHCTPalMOHHBI HOMEp HeGIarONpUATHOTO COGBITHS, IIPHCBOEHHBIH
IPOM3BOAUTENEM (TIPH HATHYHK);

M)  THI U BAJ HEONArONpPUATHOr0 COOBITHS B COOTBETCTBHH CO CIIPABOYHUKOM-
KOAUGHKATOPOM BHIOB HEGNArONPHMATHBIX COOBITHH, HEXENATENBHBIX peaKiii
IpY IPUMEHEHMH MEMLHMHCKUX U3/eNn#, PaKTOB ¥ 0OCTOSATENBCTB, CO3MAIOMIUX YTPO3Y
NPUYMHEHMS BPEZa XU3HU U 3[O0POBBIO JIIOAEH NpH oOpallleHuH 3aperdCTPUPOBAHHBIX
MEIULIMHCKUX U3CIHM;

* MommyHKT «e» myHKTa 4 [ToNIOXKEeHUs O eauHOH roCyapcTBeHHON MHGOPMALMOHHOH crcTeMe B cdepe 30paBOOXpaHEHHA,
YTBEPXKICHHOTO nocraHoBlneHueM IlpaBurenncra Poccmiickoit ®enepamuu or 5 mas 2018 r. Ne 555 «O enmHoit
rocynapcTBeHHOH HHQOpMalMOHHOH cucTeMe B cdepe 3apasooxpaHenus» (CobpaHue 3akoHopatenbcTBa PoccHiickoit
Menepanuu, 2018 Ne 20, ct. 2849).




K)  onMcaHMe MOGOYHBIX HEWCTBHMI MEIMIMHCKOTO W3MeNHus, He yKa3aHHBIX
B HHCTPYKIMH II0 NPUMEHEHHIO WM PYKOBOICTBE MO SKCILIyaTallMH, HeXelaTebHBIX
peaxuuil pu ero NpHUMEHEHHH, OCOOSHHOCTEH B3aMMOJEHCTBHS MeIUIMHCKUX M3JeHil
MEXy co00H, HakTOB 1 OGCTOATENECTB, CO3NAIOIIMX YTPO3Y KH3HH H 3LOPOBBIO rpaxaaH
¥ MEJIMLIUHCKHX PAGOTHMKOB MPY IPHMEHEHHUH ¥ 9KCIUTYaTallid MEULMHCKIX M3EIHi;

J)  MONB30BAaTeNh MEAHLMHCKOTO U3 (Bpad, MeHLIMHCKAs cecTpa, NalMeHT,
HHOE);

M)  [NpYMEeHEHHE MEIMIHMHCKOrO H3Jeius (epBHYHOE, MOBTOPHOE [IpUMEHEHHE
MEIMLIUHCKOTO H3JENUsl OTHOKPATHOIO IpHMEHEHHs, IPUMEHEHHME MeIUIIMHCKOrO
H3JIe]IM MHOTOKPAaTHOIO NPHMEHEHHs, MEIUIMHCKOE HU3Jelue IMOocle TEXHHYECKOro
00CITy)XMBaHHs UM PEMOHTA, IPo6TeMa Gbliia BEISBIEHA 0 IPUMEHEHHS, HHOE);

H)  KaTeropus HeONaronpHsTHOTO COOBITUS, CBS3aHHOIO C IIpUMEHEHHEM
MEIMLMHCKOTO H3IE/IHS:

cepbesHas U (WIM) HenpenBUIEHHas I0GOYHAs peaklHsd, He YKa3aHHAs
B MHCTPYKIMH IO NPUMEHEHHUI0 MM DPYKOBOJCTBE [0 3KCILIyaTalUH MeIUIHAHCKOIO
U3]IeTINS,

110004HOE ABJIEHNE NIPU IPUMEHEHUH MEIMUIIMHCKOTO M3IETH;

0COOEHHOCTH B3aMMOJECHCTBUSA MEIUILMHCKHUX U3JeIui Mexay coboii;

HEeHaJyIeXallee KaueCTBO MEeIUITHHCKOIO W3 IEIIHSL,

OOCTOATENBCTBA,  CO3JAIOIIME  YrPO3y OKW3HH M 30POBBI0  HACEJCHHS
¥ MEIMIUHCKUX PaOOTHUKOB P IIPHIMEHEHHH U IKCILTyaTAMH METUIIMHCKIX U3/1E/Hii;

HHBIE ClTy4aH HeOIaronpusaTHOI'O COOBITHS;

O) IPUHATHIE TONB30BATENEM MIM MEIMUMHCKOW OpraHM3alliell Mepsl 1m0
YCTPaHEHHUIO HEOIaronpuATHOIO COOBITHS.

4. JlaHHEIE 0 TOCTpaJaBIIEM:

a)  MOCTpajaBli (TALMEHT Ha JOMy, aMOYJIaTOPHEIA MALMEHT, CTALHOHAPHEI
NAlMeHT,  MEJMIMHCKUH  [epCOoHal,  IOCeTHTENb, TEXHUYECKMH  IepcoHal,
CaMOCTOSATENBHOE JICUeHUE, HHOE),

6)  dammnms, UM ¥ 0TUECTBO (IPU HAMYHH);

B)  IIOJ M BO3PACT, Bec, pocT (IIPU HATMYHMH CBEICHHIH);

I)  KpUTepHil CEphe3HOCTH (MpUYMHEHHBIH Bpex);

o)  HCXOI;

€)  omucaHue mpoOGJieMBI IOCTPAJABLIETO;

X)  KOJHMYECTBO IIOCTPaJaBINX (€C/IH H3BECTHO);

3) AEHCTBHS ¥  IIOMOIIb, OKa3aHHAas  MEIWIMHCKOH  OpraHM3almei

IIOCTpaJaBIIEMY.
5. JlonmonHutensHas uH(GOpMAaIys:
a)  IpeNBapHTEIBHOE 3aKJIIOYeHNe " aHaJIM3 IIPOU3BOAUTEIS

(ero ynosaHOMO4YEHHOTO NPECTaBUTeIIS) (IS IEPBOHAYANEHOTO/IOCISAYIOIIETO oTueTa);
6)  HaYanbHBIE KOPPEKTHPYIOLIHE JEHCTBHS, BHINOTHEHHbIE IPOH3BOUTENEM,



B)  IpeAmonaraeMas JaTa CIeAyIOLIero OTIeTa,

I)  pe3ynbTaThl aHaNM3a 3aKIIOYMTENBHOTO PACCIENOBAHMS IPOM3BOIUTENS
(1S 3aKITIOYHTENBHOTO OTYETA);

I)  KOPPEKTHpYHOIHe NefCTBUS HO Ge30MaCHOCTH MEIUITHHCKOTO H3/IENHs,

€) CPOKM pealu3allid KOPPEKTHPYIOIIMX  IefcTBHH 1m0  6e30MacHOCTH
MEIUIUHCKOTO U3JIENHS;

’K)  KOIMYECTBO MOXOOHBIX HEGJIATONPUSATHBIX COOBITHM C TakMM ke THIOM
MEJUIUHCKOrO U3JEINHs C MOJ06HOM JKe IPUYMHON HEGIATONPUATHOTO COOBITHS M BHIOM
B cooTBeTCTBHH ¢ KoamdukaropoM BHAOB HeOGIAaroNpHATHBIX COOBITHM, H3BECTHBIX
IPOU3BOIUTENIO (€r0 YIIOTHOMOYEHHOMY TPEICTABUTEITIO).




ITpunoxenue Ne 3 k INopsaaky coobimenus cyobekTaMu
oOpallieHHs! MEANIIMHCKAX H3/IeHi 000 BCeX Cydasx
BELABIICHUS [TOOOYHBIX IEHCTBHI, HE YKa3aHHBIX
B HHCTPYKIUH 110 IPUMEHEHHUIO WK PYKOBOJICTBE
I10 SKCILTyaTallMi MEAUITMHCKOTO M3/IEIHS,

0 HEXeaTeNIbHBIX PEaKUUsX IIPH €ro MPUMEHEHNH,

06 0COOEHHOCTSX B3aUMOJIECHCTBHA MEUIUHCKIX H3IEIIMil
MeXIy coboH, 0 pakTax 06 06CTOATENBCTBAX, CO3AAIOUTNX
YIpo3y XKU3HH M 3J0POBBIO I'PaXK/IaH U METUIIHHCKHX
paGOTHHUKOB NIPH IPUMEHEHHH U SKCILTyaTalliy
METUIMHCKHX M3JENHi, yTBEp)KACHHOMY IPHKA30M
Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®enepanuu

ot /9 euie fut L0A0 Ne 177734

OT4er 0 KOppeKTHPYIOMIHX AeHCTBHAX
1o 0e30nMacHOCTH MEANIHHCKOr0 H3Ae/IH

1. CseneHus o cyObexTe oOpallieHHsS MEIULMHCKIX H3AEIIHIL:

a) TONHOE U COKpalleHHOe HAaWMEHOBaHHe (IPH HAIMYHH), B TOM YHCIe
¢upMeHHOE HaMMEHOBaHHE, OpraHH3alMOHHO-NIPaBoBas (GoOpMa OPHANYECKOTO JIMIIA,
aJipec MecTa €ro HaXOXXIEHHs WM JUI UHANBHYalIbHOTO IpeANnpuHUMaTels — haMuivs,
MMS M OTYECTBO (IIPH HAJIMYMH), PEKBH3UTHI JOKYMEHTA, YIOCTOBEPSIOIIETO JUYHOCTD,
ajpec Mecra JXKHUTEJIbCTBA, a TaKXKe HOMepa TeleOHOB W aapec 3JEKTPOHHOH ITOYTHI
IOPHUAMYECKOTO JINLA MIIM HHAMBUIYaIbHOTO IIPEATPUHUMATENS (TIPH HATHYHH);

6) UACHTH(UKAIIMOHHEIA HOMED HAJIOTOILIATE IbIIHKA;

B)  OCHOBHOH rocyapCTBEHHBIHl PErMCTPALMOHHBIM HOMEp 3alHCH O CO3JaHHH
IOPHIWYECKOTO JIHLA KM OCHOBHOH TIOCYJapCTBEHHBIH perdCTPalMOHHBIA HOMEp
WHIUBUIYaABHOTO MpeANpUHAMATEIS;

I)  BHJ OpraHM3alUy (OpraHHW3allM{, CO3JaHHBIE Ha TeppUTOpHMH Poccuiickoii
®enepanny, MO0 NpPeACTaBUTENBCTBA WHOCTPAHHBIX OPraHW3allMil, aKKpeJIMTOBaHHEIE
B Ha Teppuropud Poccuiickoii ®@enepanun, 1u60 MHAMBHAYaIbHbIE NPEANPUHAMATEH,
3aperHCTPUPOBaHHbIE HAa TeppuTopuu Poccuiickoii enepann).

2. CsexeHus o MEIUIMHCKOM W3JENUM, B OTHOIIEHMM KOTOPOTO BEISABICHO
HeOIaronpuaATHOE COOBITHE:

a)  HAUMEHOBaHHE MEJWIIMHCKOIO M3MENIHs B COOTBETCTBMH C PETHCTPALMOHHBIM
YAOCTOBEpEHHUEM;

©) HoMep U JaTa PEerHCTPALMOHHOTO YIOCTOBEPEHHS HA METULIMHCKOE U3AEIHE;

B)  HOMEp PETHCTPallHOHHOTO YIOCTOBEPEHHS B €IMHOM PEECTPe MEAULUHCKHX
M3JENMH, 3aperHCTPUPOBAHHBIX B paMKax EBpasuiiCKOro 3KOHOMHYECKOTO COM03a




(mpu Hanu4UM);

T)  BAapUaHT HCIIOJHEHHS WIH MOJETh MEJUIMHCKOrO H3ENUsS B COOTBETCTBHH
C PETUCTPALHIOHHBIM YIOCTOBEPEHHEM;

I)  KIacc IOTEHLIHAIBHOTO PHCKA IPUMEHEHHS;

€) KO BHJa M HaHMEHOBaHWE BHIA MEIMIMHCKOTO H3IeNusi B COOTBETCTBUH
C HOMEHKJIATYpHOH KilacCHUKau¥ed MeIUUMHCKAX U3/e/MHi, YTBEPKIEHHOH MPHKa30oM
Munrncrepcta 3apaBooxpaHeHns Poccuiickoit ®enepanun ot 6 uions 2012 r. Ne 4u
(3aperucTpupoBan MunucTepcTBOM foctriuu Poccumiickoit ®enepanuu 9 mrons 2012 .,
perucTpanoHHEIi Ne 24852)';

)  KOA BHIA U HaUMCHOBaHWE BUJA MEIUIMHCKOrO M3IENHi B COOTBETCTBHH
C HOMEHKIIATYpOH MeJMUMHCKHX H3JENHi, NpaBHIa BeIeHHs KOTOpOH YTBepKIEeHb
Pemenviem EBpasuiickoif skoHOMHYeckoit komuccum oT 29 gexabps 2015 r. Ne 177
(npu HANTMYHHK);

3)  MO3MOMA  KaTajora ToOBapoB, pabor, ycIyr 1i1s — obecnedeHus
TOCYNapCTBEHHBIX M MYHMUMIAIBHBIX HYXJ B COOTBeTCTBMH ¢ IlpaBHiamm
GopMHpOBaHMA M BeleHMs B €IMHOM HHPOPMAUMOHHOH cucTeMe B cdepe 3aKyIOK
KaTaJjiora ToBapoB, paboT, yciyr s obecliedeHus rocy1apCTBEHHBIX ¥ MYHHIMIATBHBIX
HY>X] ¥ IIPaBHJI UCTIONB30BAHMS YKa3aHHOTO KaTalora, yTBEpKIEHHBIMHU IIOCTaHOBJIEHHEM
IIpasutenectra Poccuiickoit @enepaunu ot 8 despans 2017 r. Ne 145°%;

M)  HaHMEHOBaHHE IPOM3BOJHMTENS MENULHMHCKOTO W3NEIHA B COOTBETCTBHH
C PEruCTPalMOHHBIM yIOCTOBEPEHHEM;

K)  HaWMEHOBaHHE  CTPaHbl  MPOM3BOJUTENS  MEIULUHCKOrO  H3/eNHs
B COOTBETCTBHH C PETHCTPALIMOHHBIM YJOCTOBEPEHHEM;

J)  a;pec MecTa (afpeca MeCT) MPOM3BOACTBA MEIULHHCKOTO H3[eNHs
B COOTBETCTBUH C PETHCTPALIMOHHBIM YJOCTOBEPEHHEM;

M)  COCTaB M KOMIUIEKTAIHMS MEIULHHCKOTO u3enus (P HAMIHH) U TIepedeHb
NpUHAJNEKHOCTH (OpU  HamMYMH) B COOTBETCTBUM C  PErHCTPALHOHHBIM
YAOCTOBEPEHHUEM,;

H)  HOMep cepuH (TapTHH), 3aBOACKOM HOMep (10 PUMEHMMOCTH);

0)  KOIMYECTBO HAaXOMMUIUXCA B  OOpallleHHH MEOWIMHCKHX  HM3JIeNMil
(c ykasaHWeM HOMEpOB CepHif, IIapTHii, 3aBOJICKMX HOMEPOB), B OTHOLICHHH KOTOPBIX
BBISBIIEHO HEOJIAronpuUsATHOE COOBITHE, B IITYKAX;

)  7JaTa IPOU3BOJCTBA (M3TOTOBJIEHHS) MEAUIIMHCKOTO H3/IEIHS,

P)  CPOK FOZHOCTH (3KCILTyaTallH) MEIHIIMHCKOTO H3IEIT S,

! C usMeneHmsMH, BHeCEHHBIMH npuka3aMu MuHHCTepcTBa 31paBooxpaneHus Poccuiickoit ®exepauun ot 25 ceHTAGpPS
2014 r. Ne 557m (3apermctpupoBaH MUHHMCTEPCTBOM FOCTHLMM Poccuiickoii Qenepatmn 17 pmexabpa 2014 r.,
peructpaumonnbiii Ne 35201), or 7 wmons 2020 r. Ne 686H (3apernctpupoBaH MEHHMCTEPCTBOM IocTHLME Poccuiickoi
®enepannn 10 asrycra 2020 r., peructpatonnsiii Ne 59225).

2 OduuMATBHbIH caiiT EBpasuiickoro skoHoMuIeckoro coro3a http://www.eaeunion.org/, 31 nexa6ps 2015 r.

3 CoOGpanue 3akoHomatenbcTBa Poccuitckoii ®eaepanun, 2017, Ne 7, c1. 1084; 2020, Ne 28, ct. 4421.



C)  JiaTa OKOHYaHHs rapaHTHHHOIO CPOKa, CPOKA SKCILTYaTallHH, CPOKa CILy)KOBI,
YCTaHOBJICHHOTO IIPOU3BOAUTENIEM (II0 IPUMEHUMOCTH, NIPH HATMYHH);

T)  TOJNHOE M COKpAlIeHHOE HaWMeHOBaHWe (IPH HAJIMYHM), B TOM YHCIE
(upMeHHOe HanMeHOBaHHE, OpraHH3aLMOHHO-TIPaBOBas (GOpMa OPraHH3ALIMH, KoTopas
OCYIIECTBHJIA PEalIU3aLUIO CEpHH (IIApTHH, 3aBOJICKOTO HOMEPA) MEAMIMHCKOTO H3/IeIHs,
aJipec ee MeCTa HaXOXASHHS, WM 1Jis UHIMBHIYalbHOrO MpeIPHHUMATENs — GaMUIHs,
MM M OTYeCTBO (DM HalWYMM), aJpec MecTa JKUTENbCTBA, JAHHBIE NOKYMEHTa,
YZOCTOBEPSIOIIETro JIMYHOCTS (fasiee — MOCTABIIHUK), @ TAKXKe HACHTH()HKAMOHHEIH HoMep
HJIOTOTIIATENBIIMKA, OCHOBHOM TI'OCYJapCTBEHHBIH PETrMCTPAalMOHHBIA HOMep 3amucH
O CO3/[aHWHU IOPHAMYECKOro JIHL@ WM OCHOBHOH IOCYNapCTBEHHBIM perucTpalOHHBIH
HOMEp WHAWBUIYaIBHOTO INPEANPUHHMATEINA, HOMep TeleoHa W aapec 3NeKTPOHHOI
10YTHI (IIPU HAJTHYMH);

Y)  CBECHMS O HOMEpE PEecTPOBOM 3allHCH MOCTABINMKA COIJIACHO Peectpy
YBEOMIICHHH 00 OCYINECTBIEHHH IEATENBHOCTH B cepe OOpalleHHs MemuIAHCKIX
usnenmii (nanee — Peectp yBe,I[OMJIeHHﬁ)4;

$¢) HauMeHOBaHHME M ajipeca IIOMELIEHUH B KOTOPHIX OCYILECTBISUIOCH XpaHeHHe
cepur (TIapTHH, 3aBOACKOTO HOMepa, MOZENH, BapUaHTA MCIIOJHEHHS) MeIUIHHCKOTO
U3JIENIHs COTTIaCHO CBeleHUsIM Peectpa yBegoMieHuit (pH HAIMYUK);

X)  MOJNHOE U COKpAIeHHOE HAMMEHOBaHWe (TP HANMYME), B TOM HUCIe
(upMeHHOe HaMMeHOBaHHE, OpPraHM3ALMOHHO-MPaBOBas (GOPMa OPraHH3ALNH, KOoTOopas
OCYLIECTBJIAIa INIPUMEHEHHE cepuHM (MApTHH, 3aBOJACKOrO HOMEpa) MEAUIHHCKOTO
M3JIeTHUsl, 3[IPEC €€ MeCTa HaXOXKAeHHS (C yKa3aHHEeM aJ[pecOB MeCT IIPUMEHEHHMS ), HITH LIS
HHIUBUIYaTbHOTO HPEANPUHAMATENS — (GaMUIIHSA, MM H OTYECTBO (IPH HAIMYMH), afipec
MECTa JKMTCIBbCTBA, HAaHHBIE [JOKYMEHTa, YJOCTOBEPSIOIIEr0 JHYHOCTh, a TaKXKe
MICHTHQ)HKALHOHHEI HOMED HAJOTOIUIATENbIUKa, OCHOBHOM rOCyJapCTBEHHEII
PETUCTPALIOHHbIH HOMEP 3alMCH O CO3JaHMH IOPUAMYECKOTO JUIA WIA OCHOBHOM
TOCYNapCTBEHHBIH PErHCTPALMOHHBIA HOMEP HHAMBHUIYATBHOTO IIpeAPHHHMATENS,
a TaKkkKe HOMepa TelneOHOB M aJpec SIEKTPOHHOW MOYTHl FOPHUINYECKOro JIHIA
WJIM MHIMBUIYAJIBHOIO IPEANpPUHUMATES (TIPH HAJIMYUH);

)  CTpaHa, HaMMeHoBaHHe CyObekTa Poccmiickolt Penepanuu (B ciiydae, eciu
COOBITHE MPOM3OUUIO Ha TeppuTopMH Poccuiickoli Menepalyu), HACeNeHHSIA IyHKT,
azipec, Ili¢ MPOU3O0ILIIO HeGIaronpuATHOE COOBITHE;

4)  MeCTO HAXOXIEHHd MENMUMHCKOTO H3[eNHsS B MOMEHT HAIpaBIeHHUs
COOOLIEHHUS O HEOIATONPUATHOM COOBITHH (Y THIIM3UPOBAHO, IEPEMEILEHO B KapaHTUHHYIO

4 Hynkr 12 IlpaBun npeacTaBneHds yBeJOMIEHHH O Hadale OCYNIECTBIEHHS OTHENBHBIX BHJIOB MpeANPUHAMATEILCKON
ACATCNLHOCTH W y4€Ta yKa3aHHBIX YBEIOMIIEHUH, YTBEPXKIEHHEIX IocTaHOBIeHHeM [IpaBuTenscTBa Poccuitckoit ®eaepaummn
ot 16 mromt 2009 r. Ne 584 (CoGpanne 3akoHomaTenscTBa Poccuiickoi Deneparmn, 2009, Ne 30, ct. 3823).




30Hy, TMEPEAaHO MOCTABIUMKY HIH MPOU3BOOUTENI0 MEMIMHCKOTO  M3JIENHUs
(ero ynmoJIHOMOYEHHOMY TIPEJICTABUTEIO), IPOOIIKAET IPHMEHSTHCS, UHOE);

W) JaHHBIE M3 AaKTOB, OTYETOB, JKYpPHAIOB TEXHHYECKOTO 00CITy)XKUBaHUSL
(ipu HANTUYHH);

) KOJNMYECTBO BOBJICUYCHHBIX B HEGNATONPHATHOE COGBITHE MeTHITHHCKIX
U3ENNH (€CJIH U3BECTHO).

3. Onucanue HEONIATOMPUATHOTO COOBITHS:

a)  JaTa HamlpaBJIeHHs CBEICHUii 0 HeGNArONpPHATHOM COBGBITHH B DenepanbHyIO
City0y 10 Haf30py B cepe 3ApaBOOXpaHEHHUS,

6) THOD coobmieHHS © HeGIATONPHATHOM COGBLITHH IIPH T[pUMEHEHUH
MEIULMHCKOTO U3eNus (IlePBHYHOE, IOCeaYIOIIee, 3aKTF0UATENbHOE );

B)  THUI OTYeTa O HeGNAroNnpHATHOM COGBLITHH NPU IPUMEHEHUH MeIHITHCKOrO
H3eNus ([IepBOHAYANBHEIH, TOCIeyIOIIUH 3aKTFOYUTETEHBIN);

I)  [aTa NoCTyIUIeHHs HHGOPMALKK O He6IAroNPHATHOM COGBITHM,

) Jata HeOJIaroNnpHsTHOTO COOBITHS;

€) Ui MMIUVIAaHTHPYEMBIX MEAULMHCKUX W3 IEIIHIL:

JaTa UMITJIaHTaLHM;

JaTa SKCILIaHTALHY;

ATHATENBHOCTh MMIUIAHTALMHU (3MONHAETCS B CIIy4ae, eClIM W3BECTHA TOYHAs 1aTa
MMIUIAHTAI[MH WK Hadalla SKCILTyaTaluH ),

CBEICHUA M3 IOJCHCTEMBI BEICHUs CIELHATH3UPOBAHHBEIX PEIHUCTPOB MAI[VEHTOB
[0 OTACNBHBIM HO3OJIOTHAM M KareropusM TpaXAaH, MOHHTOPHMHIA OpTaHU3al[HH
OKa3aHMi BBICOKOTEXHONOTHMYHON MEIULUUHCKOH INOMOIM W CaHaTOPHO-KyPOPTHOIO
JICYCHAN  €IMHOH  TrOCyNapCTBeHHOH  HMHQOPMAlLMOHHOM cuCTeMsl B  cdepe
3PaBOOXPAaHEHHS , HHBIX MHQOPMAlMOHHBIX CHCTeM, NpeJHa3sHaYeHHBIX MIA cOopa,
XpaHeHud, 0OpabGOTKM M NpedoCTaBleHHs HH(OPMALMH, KACAIOIIeics esTelbHOCTH
MEJMLUHCKAX OPTaHu3aliii W NMPeJOCTaBIAeMBIX HMH YCIYT, a TAaKke U3 (elepatbHOM
TOCYJapCTBEHHOH — mHGOpMalMOHHOH  cucTemsl «ExMHas — aBTOMaTH3HpOBaHHAS
BEPTUKAIBHO-UHTEIPUPOBAHHAS HMH(QOPMAIIMOHHO-aHAIMTHYECKAs cucTeMa
IO MPOBENCHHIO MEIMKO-COLMANBHON JKCIEpTU3bl» (IPM HAIMYMH Yy cyObekTa
oOpallleHHs] MEAUIMHCKUX H3/IENAi JOCTyNa B YKa3aHHBIE CHCTEMBI);

K)  JaTa OT4eTa O HeGIArONPHUITHOM COOBLITHH HpH HIPHMEHEHHH MeIUIIMHCKOTO
U3JIeNns;

3)  PerMCTPalMOHHBIH HOMep HeGIaroNpHATHOTO COGHITHS, IIPHCBOEHHBIH
MPOM3BOAMTEIIEM (IIPU HATUYHH );

’ Hoamyskt «e» nysxra 4 TlonoXeHnA o eqAHOM TOCyapcTBeHHOH MH(OPMAaUHMOHHOM cHCTeMe B cdepe 3ApaBOOXpaHEHHUS,
YTBEp)KICHHOTO mocTaHoBneHneM IlpaBurensctsa Poccuiickoit ®emepauuu ot 5 mas 2018 r. Ne 555 «O emmHoii
TOCYNapCTBEeHHON HMHMOPMauMOHHOH cucTeMe B cepe 3apaBooxpaneHms» (CoGpaHue 3aKOHOHATENhCTBA POCCHICKOM
Denepauun, 2018 Ne 20, cr. 2849).




M)  THI 4 BAJX HEGNATONPHATHOrO COOBITHS B COOTBETCTBHH CO CIIPABOYHHKOM-
KOTU(HKATOPOM BUJIOB HEONAarONpHMATHBIX COOBITHI, HeXeIaTelbHBIX peaxiui
NpH IPUMEHEHNH MEJUIUHCKAX M3/EeNHUii, PaKkToB M OOCTOSTENBCTB, CO3NAIONINX YIPO3y
NPUYMHEHNS Bpe/la XU3HU U 3[O0POBBIO JIOZEH IpH oOpalleHHH 3aperdcTPUpPOBAHHBIX
MEIULUHCKUX U3OEIIHIL;

K)  omucaHWe MOGOYHEIX NEHCTBHI MEIMUMHCKOTO H3JIENUSA, HE YKAa3aHHBIX
B MHCTPYKLUH IO NPHUMEHEHHIO MM PYKOBOJCTBE IO AKCIUIyaTallMH, HeXelaTelIbHBIX
peakiui NpH ero NpuMeHeHHH, OCOOEHHOCTEH B3aUMOIEHCTBUS MEOULUHCKUX U3JIEITHI
MExky co00H, GakTOB 1 OGCTOATENECTB, CO3NAIOLIMX YIPO3Y KU3HH U 3MOPOBBIO [PAXKIAH
M MEAMIUHCKHX PAGOTHHKOB HpH IPHMEHEHUH M SKCIUTYaTAMH MEHITMHCKYX H3IENHil;

M)  NONB30BaTeNb MEAUIUHCKOTO H3/enus (Bpad, MEIUIIMHCKAS CECTPa, MALMENT,
HHOE);

M)  NpUMEHEHHe MEIHIMHCKOTO M31enus (MepPBUYHOE, NOBTOPHOE [IPHMEHEHHE
MEMLHCKOTO H3JeNMUsl ONHOKPAaTHOIO TIPUMEHEHHs, IIPUMEHEHHE MeIUILMHCKOrO
U3JIeNUsT MHOTOKPaTHOIO NPUMEHEHUs, MEOHIMHCKOE H3Je/IHe IoCie TEeXHUYECKOIO
00CITy)XMBaHHs UM PEMOHTA, IPo6ITeMa Gbliia BEISBIEHA 110 IPUMEHEHHS, HHOE);

H)  KaTeropus HeOIarompusTHOIO COOBITHS, CBA3aHHOIO C [IpUMEHEHHEM
MEAULMHCKOTO U3IEJINS:

cepeesHas M (WIM) HeNpeNBUACHHas MNOGOYHAs peakuus, He YKa3aHHas
B MHCTPYKLUHU 1O NPUMEHEHHIO HIH PYKOBOACTBE IO 3KCIUTYyaTalldM MEAMUIIMHCKOIO
U3JIeNH,;

10604HOE ABJIEHHE NIPU IIPUMEHEHHH MEAMIMHCKOTO M3IEIHS,

0COOEHHOCTH B3aUMOJIEHCTBUS MEULMHCKHX U3/IENHil MEXIY COOOIi;

HEHaJyIeXalllee KaueCTBO MEIUIIUTHCKOTO M3IE/INS;

00CTOATENbCTBA,  CO3JAIOLIME  Yrpo3y JKM3HM M 37OPOBBIO  HACEIEHHS
M MEJULMHCKAX PaOOTHHKOB NIPH IPUMEHEHHUH M SKCIUTyaTalli MeIHITHHCKUX M3eIHiA;

HHEIE ClTyYal HeOIaronpusTHOIO COOBITHS;

0)  NpHHATBIE MONB30BATENEM MM MENUIMHCKOH OpraHu3anueii MepbI
10 YCTPAHEHUIO HeOIaronpusaTHOTO COOBITHS.

4.  JlaHHEIE O TOCTPa/JaBILIEM:

a) HOCTpaJaBIIuii (IalUEeHT Ha oMy, aMOYJIaTOPHBIH IalUeHT, CTallMOHAPHBIN
MAUMEHT,  MEIMUMHCKUHA  [EPCOHAl,  MOCeTHTENb, TEXHMYECKMH  MepcoHal,
CaMOCTOSTENBbHOE JIEYeHUE, HHOE),

0)  damumnus, UM H OTHECTBO (PH HATUYHH);

B)  TIOJ H BO3PAcT, BeC, pOCT (IIPY HAJIMYMH CBEIEHMI);

r)  KpUTepuil cepbe3HOCTH (IPHYMHEHHEIH Bpe);

o)  HCXOT;

€)  omnucaHHe MpoOJIeMBI IIOCTPAIABIIETO;
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K) KOO M TEPMHH HpOGIEMBI MOCTPaJaBLIEr0 B CBA3HM C HEGIArONPHATHBIM
COOBITHEM, C YyKa3aHMEM BHJAa B COOTBeTCTBMM ¢ KojubukatopoM BHIOB
HeOIaronpUATHBIX COOBITHIA;

3)  KOJNMYECTBO OCTPaJaBLIMX (€CIIM H3BECTHO);

M)  [eHCTBHS W  NOMOIb, OKasaHHas MENUIHMHCKOH  OpraHusanueil

IOCTpaJaBIIeMy.
5.  JlononHurensHas WHGOPMAIHMS:
a)  INpeaBapHTENIbHOE 3aKJIIOUeHHe u aHalu3 IPOU3BOIUTENS

(ero ynoaHOMO4Y€HHOr0 IPEeACTaBUTeNs) (Il HePBOHAYAIEHOTO/IOCIEAYIOLIEro oT4eTa);

6)  HavanbHBlEe KOPPEKTUPYIOIHE IEHCTBHS, BBIIONHEHHBIE IPOH3BOHTEIEM,

B)  IpeAnonaraeMas AaTa CIeAyIOIIEro OTYeTa,;

r)  pesynbTaThl aHaIW3a 3aKIIOYHTENLHOTO PacCleHOBaHUA IIPOU3BOIHUTENS
(1S 3aKIMIOYUTENBHOTO OTYETA);

1)  THUI ¥ BUJ HEOIAaroIpHATHOIO COOBITHS, C YKa3aHHEM BHIA B COOTBETCTBHH C
Koau¢uxartopoM BUIOB HeGIAronpHATHBIX COOBITHIA;

€)  KOppEeKTHpYIOIIHe JefCTBHA 10 6e30NaCHOCTH MEIHIIMHCKOTO W3 e s,

XK) CPOKHM  peald3allii KOPPEKTHPYIOIMX  JefiCTBHii M0  6e30MacHOCTH
MEIUIMHCKOTO H3IEIIH;

3) KOJIMYECTBO IMOAOOHBIX HEONAaroHmpUATHBIX COOBITHII ¢ TakKMM K€ THIIOM
MEIULIMHCKOTO H3JeNusi ¢ MOJOOHOM >Xe MpPUYMHOM HEeOGNIAronpHSTHOTO COGBITUS
U BHIOM B cooTBeTcTBHH C Koau¢pukaropoM BHIOB HEONArONPHSTHBIX COOBITHIA,
M3BECTHBIX POM3BOAUTENIO (€TO YIOIHOMOYEHHOMY HPENCTABUTEIIO);

M)  oflue cCBelleHMS M INIPHYMHA KOPPEKTHPYIOIMX NeHCTBHH (Iis oTdera
0 KOPPEKTUPYIOIIHX JeHCTBUAX);

K) omucaHue H 0OOCHOBaHHE KODPEKTHPYIOIUMX JeHCTBMH (Wit oTyeTa
O KOPPEKTHPYIOIUX JEHCTBUAX);

J)  PEeKOMEHJALMH I IIONb30BaTeNell (Wi OT4eTa O KOPPEKTHUPYHOLIUX
JeHCTBUAX ),

M)  MEpONPHATHSI U CPOKH Pealn3allii KOPPEKTUPYIOIHUX AeHCTBHI (s oT4eTa
0 KOPPEKTHPYIOLUX JeHCTBUAX).




IIpunoxenue Ne 4 x [lopsaaky coobienus cyObeKTaMu
obpainenns MeIUIHHCKAX H3/eNui 060 BCeX Caydasx
BBIABJICHHS TOOOYHBIX AEHCTBHM, HE yKa3aHHBIX

B MHCTPYKIMH II0 IPUMEHEHHIO UITH PYKOBOJICTBE
110 SKCIUTyaTaluy MeIUIHHCKOrO U3 IeTHs,
0 HeXeJaTeNbHBIX PeaKIUsIX MPH ero IPUMEHEHHH,

00 0COOEHHOCTAX B3aUMOICHCTBHS MEUIMHCKHX H3/IEHi
MEXIy co0oH, 0 dakTax u 06 06CTOATENLCTBAX, CO3AAIOIIHX
Yrpo3y >KH3HH U 3J0POBBIO TPaXKAaH U MEJHLIIMHCKHX
pabOTHHKOB IpU NIPHUMEHEHHH U SKCILTyaTalHH
MEIMIMHCKAX W3EIHH, YTBEPXKICHHOMY IIPHKA30M
MunncrepcTsa 3apaBooxpanenus Poccuiickoii ®enepanun

or 1 et Lifs 2020. No 7173 47

PexoMenayemsiit o6pazerr

YBCIIOMJ'leHl'le o 0e30MacHOCTH MCARIHHCKOIO H3/1e/1Uv

1. Caenenns o cy0bekTe oOpallileHHsl MEAULMHCKHX W3IEIHiA:

a) TOJIHOE ¥ COKpAIIeHHOe HaNMEeHOBaHHUe (TIPU HAIMYKK), B TOM YHcIe GHpMEHHOe
HanMEHOBaHHe, OpraHU3allHOHHO-TIPaBOBas (popMa IOPUIMIECKOTO JIMIIA, aJpeC MECTA €0
HaXOXICHUS WU JUIS HHIUBUAYaIbHOIO NpeANpUHUMATENS — QaMUIKs, UM U OTYECTBO
(Ipy HamuyWm), PEKBM3MTEI JOKYMEHTa, YHOCTOBEPSIONUIETO JHYHOCTh, afpec MecTa
KHTENBCTBA, a TAaKXXe HoMepa TeneOHOB U afpec IEKTPOHHOM IOYTH FOPHANYECKOTO
N UK UHAWBUAYaJIBHOTO IIPEANIPHHAMATEIS (TIPH HATHYHH ),

0) nAeHTU(PHUKAINOHHBINA HOMEP HAJIOTOILIATENBIIHKA;

B) OCHOBHOM TOCYJAapCTBEHHBIH PETMCTPALMOHHLIM HOMEp 3alliCH O CO3JAHWH
IOPHJMIECKOrO JIMI[a WM OCHOBHOM TIOCYJapCTBEHHBIH pPETHCTPALMOHHBIA HOMED
HHAVBULYAJIBHOTO IIpEeANPUHUMATE]IS;

) BUA OpraHusamud (OpraHM3allMM, CO3JAaHHBIE Ha TeppuUTOpHH PoccHiickoit
®enepaiuy, MMO0 NpPEACTABHTENLCTBA HHOCTPAHHBIX OpPraHM3alMi, aKKpeIHTOBAaHHEIE
Ha Tepputopuu Poccuiickoit ®enepanyu, mu60 MHIMBHIYaIbHBIE NpeAIPHHUMATEH,
3apeTUCTpUpOBaHHEIC Ha TeppuTopuH Poccuiickoit ®enepanun).

2. CBemeHns 0 MEAMIMHCKOM H3JENHH, B OTHOIIEHHMH KOTOPOTO BBITBICHO
HeOIaronpusaTHOE COOBITHE:

a)  HAaWMEHOBaHME MEIULIMHCKOIO HU3JENHs B COOTBETCTBHH C PErMCTPALIHOHHBIM
YAOCTOBEpPEHHUEM,;

0)  HOMeEp M J]aTa PErUCTPALIMOHHOTO YIOCTOBEPEHHUS HA MEAULIMHCKOE H3/IeiIHe,

B)  HOMEp PErHCTPAIMOHHOIO YAOCTOBEPEHMS B €IMHOM PEECTPe MEIULIHCKUX
U3JIeJIMH, 3apEerMCTPUPOBAaHHBIX B paMKax EBpa3suiicKoro >KOHOMHYECKOTO COM3a
(ipu HaNTU4UR);

r)  BapUaHT HCTOJNHEHHS WK MOIEIh MEAULNMHCKOrO U3/eNUI B COOTBETCTBUH




C pErHCTpaliOHHBIM yI0CTOBEpEHHEM;

I)  KJacc MOTEHIHAJILHOTO pUCKa IPUMEHEHNUS;

€)  KoI BHIa W HaMMEHOBAaHME BHJAa MEIUIMHCKOTO W3JeNHs B COOTBETCTBUU
C HOMEHKJIATypHOH Kiaccu(puKauuel MeIUIIMHCKUX H3IENUN, YyTBEP)KICHHON MIPUKAa30M
MunncrepctBa 3apaBooxpaHeHusi Poccuiickoit @enepamyu ot 6 uions 2012 r. Ne 4n
(zapeructpupoBaH MunucTepcTBoM ocTHIUN Poccuiickoil @enepanuu 9 mrona 2012 r.,
perucTpauroHHbIA No 24852);

) KOI BHIA U HaWMEHOBAHHE BHJa MEIUIIMHCKOTO H3JENHUS B COOTBETCTBUHU
C HOMEHKJIAaTypoil MeIWLIMHCKHX HW3JEIHid, MpaBWUia BEACHUS KOTOPOH YTBEPKICHBI
Pemennem EBpazuiickoit 3xoHOMHUYeckoit komuccud OoT 29 nekabps 2015 r. Ne 177
(npu HaNU4UR);

3)  TO3MLOUA  Kartajiora TOBapoB, pabor, yciayr pand  obecrnedeHUs
TOCYy[IJapCTBEHHBIX W MYHHIUDAIBHBIX HYXJ B cOOTBeTcTBMM ¢ lIpaBumamu
dbopMupoBaHHA W BelcHHS B eAMHON WHGOPMAIMOHHON cuUcTeMe B cdepe 3aKyIoK
Karajiora TOBapoB, paboT, yciyr i obecnedeHns rocyJapcTBEeHHBIX U MyHUITUIATbHBIX
HYXXJ ¥ IPpaBUJI UCIIOJNB30BaHMS YKa3aHHOTO KaTanora, yTBEp)KICHHBIMY IIOCTaHOBIEHUEM
ITpaButennctBa Poccuiickoit @eneparuu ot 8 deppans 2017 r. Ne 145%;

M)  HaMMEHOBAHHE IPOM3BOJUTENS MEIULMHCKOTO H3IENHs B COOTBETCTBUHU
C perHuCTpPalIOHHBIM YI0CTOBEPEHUEM;

K) HaWMEHOBaHWE  CTpaHbl  IMPOM3BONUTENS  MEIHULHUHCKOr0  W3Jenus
B COOTBETCTBHUH C PETUCTPALUOHHBIM YIOCTOBEPEHUEM;

1)  agpec Mecta (agpeca MeCT) NPOM3BOACTBA MEIHIMHCKOTO M3JEIHsA
B COOTBETCTBUM C PETUCTPALIMOHHBIM Y OCTOBEPEHUEM;

M)  COCTaB U KOMIUIEKTAIM MEAUIIUHCKOTO U3/ienus (IpH HAIMYKKU) U MepevyeHb
NpUHAJNeKHOCTE  (MpH  HAJMYMH) B  COOTBETCTBMM C  PETUCTPALMOHHBIM
YAOCTOBEPEHHUEM;

H)  HOMep cepuH (IIapTHH), 3aBOJICKOM HOMep (110 MPUMEHUMOCTH );

0) KOJIMYECTBO HAXOAAIIUXCS B  OOpalmieHMH MEOWIMHCKHX  H3AeTuit
(c ykazaHueM HOMEpOB CepHil, MapTHii, 3aBOJACKMX HOMEPOB), B OTHOLICHUM KOTOPBIX
BBISIBJIEHO HeOJIaronpusITHOe COOBITHE, B ITYKaX;

)  JaTa IpOU3BOJCTBA (U3TOTOBICHHS ) MEJULIMHCKOTO U3IENHS;

P)  CPOK rOZHOCTH (PKCIUTyaTalllH ) MEAULIMHCKOTO U3/IENHS;

C)  JaTa OKOHYAHUs I'apaHTUITHOTO CPOKa, CpOKa SKCILTyaTallui, CpOKa CIyXOBbI,
YCTaHOBIIEHHOTO IPOU3BOAUTENEM (TI0 IPUMEHUMOCTH, MPY HAJTMYUN);

! C usMeHeHWAMH, BHeCEHHHIMHM MpHKa3aMH MUHHCTepCTBa 31paBooxXpaHeHus Poccuiickoii ®enepampm or 25 ceHTAOps
2014 r. Ne 557w (3apeructpupoBaH MuHHMCTEpCTBOM ocTHUMH Poccuiickoit ®epepammu 17 nexkabps 2014 r,
peructpaumonasit Ne 35201), or 7 mona 2020 r. Ne 686H (3aperucTpupoBaH MHHHCTEPCTBOM locTHLHH Poccuiickoii
denepaunn 10 aBrycra 2020 r., peructpauronHsiii Ne 59225).

? OduumanbHbii caiiT EBpa3uifckoro 5koHOMHUECKOTO Cor3a http:/www.eaeunion.org/, 31 nexabps 2015 .

3 Cobpanne 3akoHoAaTenbcTBa Poccuiickoit @eneparm, 2017, Ne 7, ct. 1084; 2020, Ne 28, c1. 4421.



T)  KOJIMYECTBO BOBJIEYCHHBIX B HEOJArompHUATHOE COOBITHE MeEIULUHCKUX
U3/IeNIAiH (€CITH N3BECTHO).

3.  JlomoiHuTeNbHAs HHPOPMAIIUS:

a)  BHJI KOPPEKTHPYIOILIETO MepOoNpHuiATHa (IIPUOCTAHOBIEHHE IPUMEHEHUS
MEANIAHCKOTO  W3AENHs, 3aMeHa  MEIOMIUHCKOrOo  HM3AeNHs  IPOM3BOIUTEIIEM
(ero  YNOJHOMOYEHHBIM  NPEACTABUTENEM), BO3BpPAaT  MENUIMHCKOTO  HM3JEJHs
POU3BOJUTENIO (€r0 YIIOJIHOMOYEHHOMY MPEJCTaBUTENIO), YHUUTOXKEHUE MEAULIUHCKOTO
U37IeNINs, U3MEHEHHE CBOMCTB U XapaKTepUCTHUK, BIHUAIOIINX Ha KaueCTBO, 3P PEeKTHBHOCTD
U 0e30mMacHOCTh MEIUIIMHCKOTO H3JIeNIds, COBEPIICHCTBOBaHWE €ro CBOMCTBa
U XapaKTepUCTUKU MPH HEU3MEHHOCTH (YHKIMOHAIFHOTO Ha3HAuYEHHUs U (W) IPUHIUIA
JOeHCTBUS MeIULIMHCKOTO U3/IeNHs, B TOM YHCJIE U3MEHEeHHE WHCTPYKIUN 10 IPUMEHEHHUIO
WIH PYKOBOJCTBA IO AKCILTyaTallii METUIIMHCKOTO M3/elHs, 0OHOBJIEHHE MPOTrPaMMHOTO
obecrieueHus, nHoe) (AJi1 yBEJOMIIEHUA 110 O€301acHOCTH);

6) omucaHue MpodIeMBI (A1 YBEIOMIICHHS IO O€30MacCHOCTH);

B)  ONMUCaHWe JeHCTBHi, KOTOpble JOJDKEH BBIIOJHUTH  IIOJH30BATENb
MEANIIMHCKOTO U3enus (IJ1 yBeIOMJICHHS 10 6€30I1acCHOCTH);

I)  YyKa3aHHe€ O HeOOXOAMMOCTH Iepelavyd YBEIOMJIEHHS JUIAM, KOTOpHIE
OODKHBI OBITh MHQPOPMHpOBaHBl O IpobieMe W (WIH) JOJDKHBI  BBIOJHATH
KOppEKTHUPYIOLIHE AeHCTBHA (11 YBEIOMIIEHHUS TI0 O€301IacCHOCTH);

A)  yKazaHHe 0 HeoOXOIUMOCTH npeAcTaBIeHHs IPOM3BOIUTEIIO
(YHOTHOMOYEHHOMY TIPEJCTaBUTENIO0 IPOM3BOJUTENSA) CBENEHHH O MEIHUIIUHCKAX
W3JICNTUAX, HAIMpaBleHHBIX B JpyrHe OpraHu3aliy, U Mepefayd STHUM OpraHU3alUsIM
yBeJoMIIeHHS (U1 yBeIOMJICHHS MO 0€30I1acHOCTH);

€)  KOHTaKTHas HHQPOpPMAUUsA [UIS CBA3H 110 KOHKPETHOMY YBEIOMIICHHIO
no Oe3omacHOCTH (HaMMEHOBaHHE OpraHM3alldHM, IOYTOBBIH ajapec, TenedoH, aapec
9JIEKTPOHHOM TIOYTHI).




IMpunoxenune Ne 5 k Ilopsaky coobnienus cyObeKkTaMu
oOpaleHus MEIUIIHHCKUX H3IeTHi 060 Beex cnydasx
BBISABJICHUS MOOOYHBIX JEHCTBUH, HE YKa3aHHBIX
B HHCTPYKIUH 110 IPHMEHEHHIO UM PYKOBOJCTBE
TI0 3KCIUTyaTallid MEAUIMHCKOTO U3AEIHs,

0 HEXXENMATENbHBIX PEaKIUIX HPU €T0 IPUMEHCHHUH,

00 0coOEHHOCTSX B3aUMOAEHCTBHA MEIUIUHCKUX H3CTIHiA
Mexay coboit, o pakTax u 06 06CTOATENBCTBAX, CO3AAOIINX
YIpo3y KU3HHU U 3J0POBHIO I'paX(aH U METUIIMHCKHX
paGOTHHUKOB NP IPUMEHEHHH U 3KCILTyaTalluu
MEAULUHCKUX U3AETHH, yTBEPKACHHOMY IIPHKAa30M
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanun

ot 79 out 2020, Ne 17734

Pexomennyemslii oOpasern

OT4er mo KIHHAY€¢CKOMY MOHUTOPHHIY MEAHIHHCKOr0 H31€J1UHA

1. CBeneHus o cyObekTe 0OpaleHns MeTUIITHCKUX U3eTHi:

a) IOJHOe W COKpallleHHOe HanMeHOBaHWe (IIpM HAJIM4YMM), B TOM 4HCIE
¢upMeHHOe HaMMEHOBaHHWe, OpraHM3AallMOHHO-NpaBoBas (opMa IOPUAUYECKOTrO JIMILA,
aJipec MecTa ero HaxO)KAESHHS WIH ISl HHAWBUAYalbHOTO IpeJIpHHUMaTens — GaMuus,
M M OT4eCTBO (TIPM HAMYHMH), PEKBU3UTHI JOKYMEHTA, yIOCTOBEPSIOLIETO JUYHOCTH,
aZpec MecTa )XHTeIbCTBA, a TaK)Ke HoMepa Tele(OHOB M afpec 3JIEKTPOHHOH ITOYTHI
IOPUAMYECKOTO JINIA WA HHAWBHIYAIbHOTO MpeANpUHUMATENS (TP HATUYUH);

6) uaeHTU(HUKAIMOHHBEIA HOMEP HAJIOTOILIATENIbIINKA;

B)  OCHOBHO# roCyJapCTBEHHBIH PErHCTpPAIllHOHHBIA HOMEp 3allMCH O CO3JaHHUU
IOPUAMYECKOTO JIMIAa WIA OCHOBHOM TOCYJapCTBEHHBI PErMCTPAlMOHHBIA HOMED
HHIUBUIYAIBHOTO MpeIpUHAMATEI;

r)  BHJ OpraHu3allMy (OpraHU3alMd, CO3JaHHble Ha TeppUTOpHM Poccuiickoil
depnepauunu, MO0 MPeICTABATENFCTBA MHOCTPAHHBIX OpraHU3alyi, aKKpeJUTOBAHHBIE HA
tepputopun Poccuiickoit ®Denepauuu, 1ub60 HHAMBHAyallbHBIE IPEANPHHUMATEINH,
3aperuCTpUpOBaHHBIE Ha Tepputopun Poccuiickoit ®enepanun).

2. CsemeHus O MEOUIMHCKOM H3JENIUM, B OTHOIIEHHU KOTOPOrO BBIIBIEHO
HeOJIaronpuaATHOE COOBITHE:

a)  HaMMEHOBaHWE MeIUIMHCKOTO M3IETH B COOTBETCTBHU C PEIUCTPALlHOHHBIM
yIOCTOBEPEHHEM;

0)  HOMep U JlaTa PEerHCTPALMOHHOIO YJOCTOBEpEHHS Ha MEAUIIUHCKOE U3/ICITHE;

B)  HOMEp PErMCTPAHOHHOTO YAOCTOBEPEHHS B €IMHOM pPEeCTpe MEAHIUHCKHX
U3JIeNMid, 3aperMCTPUPOBAHHBIX B paMKax EBpa3suilckoro 3KOHOMHYECKOIO COH03a
(Ipy HATUYHUN);

r)  BapHaHT MCIOJHEHHUS WJIK MOJENb MEeIUIIMHCKOTO M3JENUA B COOTBETCTBUH
C PETUCTPALIMOHHBIM YZOCTOBEPEHHEM;

o)  KJIacc MOTEHIHAIBHOTO pUCKa IPHMEHEHNS;




€) KoA BHAAa M HaNMEHOBaHWE BHUJA MEIUIIMHCKOTO H3IENUA B COOTBETCTBHUHU
C HOMEHKJIaTYpHO# KiaccHpUKalfed MeIUIIMHCKUX U3JeNHi, YTBEep)KASHHOH MPHUKa30M
MuHucrepcTBa 3apaBooxpaneHus Poccuiickoit ®eneparuu ot 6 utons 2012 r. Ne 4n
(3apeructpupoBaH MuHucrepctBoM 1octuiiuu Poccuiickoil ®enepanuu 9 urons 2012 r.,
perucTpanroHHbIN Ne 24852);

k) KOI BHIJAa U HaHMEHOBAaHHWE BHAAa MEIUIIMHCKOTO H3JENHSI B COOTBETCTBUHU
C HOMEHKJIATypoil MeJMLMHCKHX W3[eNHi, MpaBWia BeAEeHUS KOTOpOil yTBEpkKACHBHI
Pemennem EBpasuiickoli 3KOHOMH4YeCKOW KOMHCCHH OT 29 nexabps 2015 r. Ne 177
(ipu HATUYKH);

3)  MO3UIMA  Karajgora TOBapoB, pabor, ycayr miui  obecrnedeHHs
rOCYyJJapCTBEeHHBIX W MYHULHMNANBHBIX HYXJ B CcOOTBercTBHM ¢ IIpaBuiamu
¢dopMHupoBaHHUS W BeleHHS B eIWHON uHGOpMAIMOHHON cucteMe B cdepe 3aKymnok
KaTaJiora TOBapoB, paboT, ycIuyr i obecniedyeHus ToCyJapCTBEHHBIX H MYHHITUTIAIBHBIX
HYXJ ¥ IpaBUJ UCIIONb30BaHMS YKa3aHHOTO KaTajora, yTBep>KICHHBIMHI IIOCTaHOBIIEHUEM
IIpaBuTensctBa Poccuiickoii ®enepauun ot 8 peppans 2017 r. Ne 1457;

M) HaMMEHOBAaHHE IIPOM3BOAMTENS METUIIMHCKOTO H3JAEINS B COOTBETCTBUHU
C PETHCTPaAlHOHHBIM yAOCTOBEPEHHEM,;

K) HaWMEHOBaHHWE  CTpPaHbl  NPOU3BOAMWTENS  MEIOULMHCKOrO  W3AeIus
B COOTBETCTBHH C PETHCTPALIMOHHBIM yIOCTOBEPEHHUEM;

a) azpec Mecta (agpeca MecT) IPOU3BOACTBA MEAULMHCKOTO H3JIENHS
B COOTBETCTBHH C PETUCTPALMOHHBIM YIOCTOBEPEHHUEM;

M)  COCTaB M KOMIUJIEKTAUA MEIUILIMHCKOTO M3Aenus (IpH HAHMIUHN) U TlepedeHb
IpUHAUIeXKHOCTeH  (IpM  HAJIM4YMM) B  COOTBETCTBHM C  PETHUCTPAIlHOHHBEIM
yIOCTOBEpEHHEM,;

H)  HOMep cepuH (IApTHH), 3aBOJCKOH HOMep (110 IPUMEHHUMOCTH);

0)  KOJMYECTBO HaxXOMAIIUXCI B OOpalleHMH MEOWNMHCKHX  H3AeTuit
(c yxazaHUEM HOMEpPOB CEpuUH, MapTUM, 3aBOJCKUX HOMEpPOB), B OTHOLIEHHH KOTOPBIX
BBISBJIEHO HeOIaronpusTHOe COOBITHE, B ITYKaX;

M)  Jara IpOM3BOJCTBA (M3TOTOBJICHHS ) MEAUIIMHCKOTO U3/IEIIHS;

P)  CPOK rOOHOCTH (3KCIUTyaTalllH) MEAULIMHCKOIO HU3/IEIIH;

C)  JaTa OKOHYaHWs TrapaHTHHHOIO CpPOKa, CpPOKa JKCILTyaTallu, CPOKa CIyxkObI,
YCTaHOBJIEHHOTO IIPOU3BOAMTENEM (ITO IPUMEHNUMOCTH, TIPH HAJTHYIHH );

T) TOJHOE M COKpalleHHOe HauMeHoBaHWe (MpU HaJIU4YUH), B TOM YHCIIE
¢bupMeHHOEe HaMMEHOBaHWE, OPraHU3ALMOHHO-TIpPaBoBas (opMa OpraHU3alldH, KOTopas
OCYIIeCTBUJIA peain3alliio cepuu (IIapTUH, 3aBOJCKOT0 HOMepa) MEAULIMHCKOIO U3Aemus,
aJipec ee MecTa HaXOXKJIEHHUs, WM Ui MHAMBUIYALHOTO MpeANpUHUMATeNs — haMIITus,

! C u3sMeHeHMAMH, BHECEHHBIMH TIpHKa30M MHEHHCTEPCTBA 3ApaBooxpaHeHms Poccuiickoit denepaumu ot 25 ceHTA6ps 2014 r.
Ne 5571 «O BHeceHMM U3MeHeHHA B mpunoxkenne N 1 k mprkazy MunHcTepcTBa 3apaBooxpaHeHus Poccuiickoii Penepain
ot 6 uona 2012 r. Ne 41 «OO6 yTBep)KAEHUN HOMEHKIIATYPHOH KiaccupUKaIMd MEIUIMHCKHX U3IENUi» (3aperucTpUpOBaHO
MunuctepctBoM roctuimu Poccuiickoit @enepaunu 17 nexabps 2014 r., peructparoHHslif Ne 35201).

2 OdunmanbHbIii caiiT EBpasniickoro 5koOHOMHYECKOTO colo3a http://www.eaeunion.org/, 31 nexabps 2015 r.

3 Cobpanue 3akoHoAatenscTBa Poccuiickoit @exeparuu, 2017, Ne 7, ct. 1084; 2020, Ne 28, c1. 4421.




3

M1 M OTYeCTBO (NpU HAlIMYHH), aJpec MecTa >KHTEJbCTBA, NaHHBIC IOKyMEHTa,
YIOCTOBEPAIOWIETO JIMIHOCTH (Aaliee — MOCTABILHK), & TAKXKE HACHTH(PHKAIMOHHBIIA HOMep
HAIOrOIUIATE BIIMKA, OCHOBHOH TOCYJAapCTBEHHBIN PErHCTPALMOHHEI HOMEp 3alHCH O
CO3IaHUH IOPHAMYECKOro JHMLA WIX OCHOBHOHW TIOCYNapCTBEHHBIH pErHCTPALHOHHBIN
HOMEp MHIMBU/yaJIbHOTO NpEeINpPUHUMATENS, HOMep TelnedOoHa W aipec 3NEeKTPOHHOM
TI0YTHI (IIPY HATUYHH);

Y) ~ CBEIEHHA O HOMEpe DEeCTPOBOH 3alliCH IOCTABLIMKA COTIACHO Peectpy
YBENOMICHHH 00 OCYLIECTBICHHH NEATENBHOCTH B Cepe OOpalieHUs MeTHIIHHCKHX
usenui (nanee — Peectp YBe,HOMHeHHﬁ)4;

$¢) HauMeHOBaHWe M afipeca OMeIIEHHH B KOTOPBIX OCYIIECTBILIOCH XpaHeHHe
cepud (MapTHW, 3aBOJCKOTO HOMEpAa, MOJENH, BapHaHTa HCIIONIHEHHUS) METUIIMHCKOTO
M3/1eMHsl COrTIacHO CBelieHsIM PeecTpa yBeroMiieHuil (Ipy HATHYHH);

X) NOIHOE W COKpAalleHHOE HaWMeHOBaHHe (IIpH HaJIM4MH), B TOM HMHCJIE
($HpMeHHOe HaMMEHOBAaHME, OpraHW3aUMOHHO-TIPaBoBas (GopMa OpraHM3aliy, KoTopas
OCYIISCTBIIANA NPHUMEHEHHE CcepuM (NMapTHH, 3aBOACKOTO HOMEpa) MeIUIMHCKOIO
M3NINIHA, aipec ee MECTa HaXOX/ICHHA (C YKa3aHHEM aJIpecoB MeCT IPMMEHEHHS), HIIH I
MHIMBHMyaTbHOTO NPEANPUHAMATEN] — GaMHUIIKs, HMS B OT4eCTBO (IPH HAIUIHH), afpec
MeCTa  JKHUTCNBCTBA,  JNaHHBIE  JOKYMEHTAa,  YAOCTOBEPAMOINEr0  JHYHOCTS,
a TaKkKe UICHTH(UKAMOHHDIH HOMEP HAJOrOIIIATe/BIIMKA, OCHOBHOM rOCY 1apCTBEHHBII
PETHCTPAlMOHHBIA HOMED 3aIMCH O CO3JAHMH IOPUAMYECKOTO JMIA HIM OCHOBHOMM
FOCY/IapCTBEHHbIH PETHCTPALMOHHEI HOMEP HHAMBHAYATLHOTO —NpeNIPHHUMATES,
a TaloKke HOMepa Tele(OHOB M aJipec SMEKTPOHHOM IOYTH FOPHAMYECKOTO JHIA
W MHIMBHIYAIbHOTO IPEANPUHIMATENS ([IPH HAJMYIMH).

3. Onucanue HeGIarONPHATHOTO COOBITHS:

a)  [aTa HanpaBNeHWs CBEAEHHH O HeGNATONPUITHOM COBHITHH B DenepanibHyIO
ity )0y 1Mo Haa30py B cepe 3ApaBOOXpaHEHHS;

6) THO CcoOOWIEHHS O HeGNATONPUATHOM COGBITHH IpY  IIpUMEHEHHH
MEIMIMHCKOro H3ieNus ([IepBUYHOE, OCHeAYIOLIee, 3aKII0YHTENBHOE);

B)  THIl OTYETa O HEONATONPUATHOM COGBLITHH HpPH [IPUMEHEHHH MeIHIHHCKOrO
u31eius (IepBOHAYABHEIH, TOCIeAYIOLIUI 3aKTFOUNTENbHBII);

r) A1 HMIUTAaHTHPYEMBIX MEUIMHCKAX W31 HiL:

JaTa UMILIaHTallKK,;

JiaTa SKCIUIaHTallUH;

ATUTENBHOCTh MMIUTAHTALWH (3AMONHAETCS B CIIy4ae, eClIM W3BECTHA TOYHAs 1aTa

MMIUTAHTAllUK WJIM HAa4aJia 9KCILTyaTaliH);

CBE/ICHHS U3 NIOACHCTEMBI BeIeHUS CIELMAIM3UPOBAHHbBIX PETUCTPOB MALHEHTOB I10
OTHC/IBHBIM HO30JIOTUAM H KaTerOpUsM IpaxJaH, MOHHTOPHHIA OPTaHH3alliM OKa3aHMs

4 Iynxr 12 TlpaBun HpenCTaBleHUs yBEJIOMIICHHE O Hadaje OCYLIECTBIEHHs OTACIBHBIX BUJOB NPEANPHHAMATENLCKOM
ACATCIBHOCTH U y4€Ta yKa3aHHBIX yBEJOMIIEHH, YTBEPX/ICHHBIX IIOCTaHOBNeHHeM IIpasuTenncTa Poccuiickoii Denepauun
ot 16 mons 2009 r. Ne 584 (CoGpanue 3akoHomarenbctea Poccuiickoit @enepamun, 2009, Ne 30, ct. 3823).
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BBICOKOTEXHOJIOTMYHOM MEAULMHCKON MMOMOIIY H CAHATOPHO-KYPOPTHOT'O JI€UeHUH, HHBIX
MH(OPMALMOHHBIX CHCTEM, IIpeJHA3HAYEeHHBIX MM cOOpa, XpaHeHwus, 00paboTKH
U TpefocTaBieHMs HHGOpMAIMH, Kacalouiedcs  JeSTeJbHOCTH  MeTHIMHCKUX
OpraHM3alMii M TPeIOCTaBISEMBIX HMH YCIyr, a TaKkke U3  (efepalbHOM
rOCyNapCTBeHHOH  MHpOpMauuoHHO#  cucTemsl «EnuHas  aBTOMaTH3HpOBaHHAs
BEPTUKaJIbHO-UHTETPHPOBAHHASL HHGOPMALMOHHO-aHAMTHIECKAS cUcTeMa
[0 MPOBEACHHIO MEJMKO-COLHANBHOM OSKCHEpTU3bl» (IpU HAIMYAH y CyOBeKTa
oOpallieHHs MEULMHCKOTO H3/IeNIUs OCTYIIA B yKa3aHHbIE CHCTEMBI);

J)  JAara OTYeTa O HeGIAroIpHSTHOM COGBLITHM IIPH NPHMEHEHHH MeIUIMHCKOTO
U3JIENTHS.

4.  JlonomHuTeNnbHAsA HHPOPMALIYS:

a)  NepeYeHb  HACHTHOHIMPOBAHHBIX  OCTATOYHBIX  PHCKOB,  CBS3aHHBIX
C MEIULUHCKHM U3IEINEM;

0)  Uenu u 3a7a4yX KIMHAYECKOTO MOHUTOPHHIA GE30MacHOCTH U 3¢ (PEeKTUBHOCTH
MEIHULIMHCKOTO U3JIETINS;

B)  CXeMa KIHHMYECKOTO MOHHTOPHHIa Ge30MacHOCTH M 3(deKTUBHOCTH
MEAMLMHCKOTO U3/IEINS;

I)  KIMHHYECKHE JAHHbIE, IIOIyYeHHBIE 32 OTYETHBIM IEepPHOL;

K)  OLEHKAa KIMHHYECKHX JaHHBIX, [IOMyYeHHBIX 32 OTUYETHbIH IEPHOL;

€)  OUEHKa BCEX KIMHHYECKHX IAHHBIX, MOJYICHHBIX B NEPHOX KIMHHYECKOTO
MOHUTOPHHTIA 06€30M1aCHOCTH U 3P (EKTHBHOCTH MEAUIMHCKOTO H3EIIHS;

K)  3aKIMOYeHHe O  HeoOXOAMMOCTM  (OTCYTCTBHH HEOOXOJMMOCTH )
KOPPEKTUPOBKH IlJaHa KIMHUYECKOr0 MOHMTOPHMHIra 6e30macHOCTH U 3((eKTUBHOCTH
MEINLMHCKOTO H3/IE/INS;

3)  3aKJIKOYEHHE O HEOOXOMMMOCTH (OTCYTCTBMM HEOGXOAMMOCTH) BHINOTHEHHS
KOPPEKTHPYIOIHX NEUCTBHH 110 6€30M1aCHOCTH MeIUIMHCKOTO U3/ENIHUS,

M)  ONHCaHHe KOPPEKTHPYIOLIMX IeHCTBMH MO Ge30MacHOCTH MeIMIUHCKOro
u3fenus (Mpyu HATHYHUH );

K)  3aKIIOYeHHE (o6ocHOBaHHE) 0 KIIMHUYECKOMH 6e30ImacHOCTH
1 3@ (PEKTUBHOCTH MEAMUILMHCKOTO H3/ETIHS;

J)  TpeaioXeHHe 0 HeOOXOIUMOCTH (OTCYTCTBHH HEo0XOIMMOCTH) MPOJIEHUS
LMKIa KIMHHYECKOTO MOHHTOPUHIAa O€30MacHOCTH M 3()p(EKTHBHOCTH MEIHIIMHCKOIO
W3JIEITAS;

M)  JOHOJIHHTENBHbIE KOMMEHTapUH (IPH HATHIHH).




