3apeructpuposaHo B MuHiocte Poccum 25 nekabps 2012 r. N 26356

MWHUCTEPCTBO 3[PABOOXPAHEHUSA POCCUUCKOW ®EOEPALUA

NMPUKA3
oT 14 ceHTa6psA 2012 1. N 175H

OB YTBEPXXOEHUU NOPAOKA ;
OCYLUECTBJIEHMA MOHUTOPUHIA BE3ONACHOCTU MEONUMNHCKUX U3OENUN

B cootBeTcTBUM cO cTaThen 96 depepanbHoro 3akoHa oT 21 HoAbpsa 2011 r. N 323-93 "O6 ocHoBax OXpaHbl
300poBbst rpaxaaH B Poccuickon ®epepaummn” (CobpaHne 3akoHopatensctBa Poccuiickon ®enepaumm, 2011, N 48,
CT. 6724; 2012, N 26, cT. 3442; N 26, cT1. 3446) n nyHkToM 5.2.191 MNonoxeHnss o MMHNCTEPCTBE 30paBOOXPaHEHMS
Poccuiickon ®enepaumu, yTBepXAeHHOro noctaHosneHnem [lpaeButensctBa Poccuiickon depepaumm ot 19 uioHA
2012 r. N 608 (CobpaHwue 3akoHogaTtenbcTBa Poccunckon ®epepauum, 2012, N 26, ct. 3526), npukasbiBato:

YTBepauTb [lopsigoK  OCYLLECTBMEHUA MOHUTOpPUHra ©e30nacHOCTM  MEOMUMHCKMX  U3OENU  COrnacHo
MPUIOXEHNIO.

MwuHucTp
B.1.CKBOPLIOBA

MNpunoxeHue

K npukady MuHucTtepctea
3apaBooxpaHeHunst Poccuinckon deagepauum
oT 14 ceHTa6psa 2012 . N 175H

noPAOOK
OCYLUECTBNEHUA MOHUTOPUHIA BE3OMACHOCTU MEOULUIMHCKUX U3OENUNA

1. Hactosawwmn lNopagok ycTaHaBnuBaeT npaBwuna MNpOBEAEHUA MOHUTOpWMHra 0e30nmacHOCTU MEeOMLUHCKMX
n3genvii, Haxoaswmxcs B obpalleHum Ha Tepputopumn Poccunckon ®egepaumm (aanee - MOHUTOPWHS).

2. Llenblo MOHWTOpWHra SBMSIETCS BbiBNEHME W MpedoTBpalleHne NoOOYHbIX AEWCTBUM, HE YKa3aHHbIX B
WHCTPYKUUN MO NMPUMEHEHUIO UM PYKOBOACTBE MO 3KCMnyaTauum MegULIMHCKOrO U3OENnus, HeXxenaTerbHbIX peakLmi
npu ero npuMeEHeHWM, OcobEeHHOCTEN B3aMMOLENCTBUSA MEAWMLMHCKUX WK3genunm mexagy cobon, ¢aktoB u
0BCTOATENLCTB, CO34AWMNX YrPO3Y XWU3HW M 300POBLI0 PaXgaH M MEeQULMHCKMX PabOTHUKOB MpU MPUMEHEHUN U
3KCnyaTaumm 3apermcTpMpoBaHHbIX MEAULMHCKUX U3OENWN.

3. MoHutopuHr BknoyaeT B cebs cbop, obpaboTky, perMctpauuio 1M aHanua mHgpopMauum O MOOOYHBIX
OEVNCTBUSIX, HE YKa3aHHbIX B WHCTPYKUMM MO MPUMEHEHWUIO WM PYKOBOACTBE MO 3JKChiyaTaumv MegvUMHCKOro
n3genuvsi, HexxenartesnbHbIX peakuuin Npyu ero NpMMeHeHun, ocobeHHOCTel B3aMMOOEeNCcTBUST MEAULMHCKUX U3OEeNni
mexgy cobown, akToB M OOCTOATENbCTB, CO34AOLWMX YIPO3y >KU3HU W 300POBbK TPaXOAH UM MEOULMHCKUX
pabOTHMKOB NPV NPUMEHEHNM W IKCTyaTaumMm 3aperncTpMpoBaHHbIX MEANLMHCKUX U30ENni.

4. MonwuTtopuHr ocyuiectensietca ®egepansHonm cryxbon no Hagsopy B cdepe 3apaBooxpaHeHus (panee -
PocsgpaBHagsop) n ee TepputopuarnbHbiMKM OpraHamu (ganee - Ynpaenewunss PocsgpaBHags3opa no cybbekram
Poccuiickon ®egepauumn) Ha OCHOBaHUM:

4.1. CoobLieHun, nony4YeHHbIX OT U3NYECKMX 1ML, B TOM YMUCNEe MauMEeHTOB, WHAMBUOYaANbHbIX
npegnpuHMMaTenen 1 lpPUaNYECKMX N, OCYLLLECTBASALNX eATENbHOCTb MO 00paLLeHno MEOVNLMHCKUX U3OENUN, B
TOM 4ucrie OT NPOM3BOAUTENEN MEOULMHCKOrO U3LAENWS UMM OT YNONMHOMOYEHHbIX NPEACTaBUTENEN Npom3BoguTenen
(nanee - coobweHus):

1) 0 NOBOYHBIX OENCTBUSAX, HE YKa3aHHbIX B MHCTPYKUMM MO NMPUMEHEHMWIO MUITM PYKOBOACTBE MO 3KCMnyaTaumm
MEAWULIMHCKOro U3aenus;

2) 0 HexenarternbHbIX peakunsix Npyv NPUMEHEHUN MEANLIMHCKOIO U34enus;

3) 06 ocobeHHOCTAX B3aMMOAENCTBUS MEOULIMHCKUX U3AENUA Mexay cobon;

4) o cpakTax n obCcToATENLCTBAX, CO3AAOLLMX YTPO3Y >KU3HM U 300POBLI0 TPpaKaaH U MEAULMHCKNX paboTHUKOB
Npy NPYMEHEHNM U SKCMyaTauum MEQULMHCKUX U3LOETNUN.

4.2. WHdopmaumu, MOMy4YEeHHOW MpU OCYLLECTBIIEHUM T[OCYOapCTBEHHOrO KOHTPONSA 3a obpallieHnem
MEAWLIMHCKUX U3 enni.

5. CoobLieHus, ykasaHHble B noanyHkTe 4.1 nyHkTa 4 HacTosiwero MNopsigka, HanpaensaTca B PocsgpaBHagsop
B cooTtBeTcTBMU C [lopsigkom coobuieHnss cybbektamu obpalleHus MEeAMUMHCKUX u3genunm obo Bcex cry4vasx
BbISABIIEHWNS] NODOYHBIX AENCTBUM, HE YKa3aHHbIX B MHCTPYKUMM MO MPUMEHEHMUIO UNN PYKOBOACTBE MO 3KCMyaTauun
MEeOMUMHCKOTrO W3AEenusl, O HexenaTerlbHbIX peakuusix npu ero nNpuMeHeHun, o6 OCOBEHHOCTAX B3aUMOLENCTBUS



MEeOUUMHCKUX mn3genuin mexagy cobor, o cdaktax n o6 obCcTosTeNnbCTBax, CO3LAWMX Yrpo3y XM3HU U 300POBbLIO
rpaxxgaH M MeavUMHCKMX paboTHMKOB MpU NMPUMEHEHUM W 3KCMyaTaumm MeOUUMHCKUX W3OENURA, YTBEPXKOEHHLIM
npukasom MwuHsgpasa Poccum ot 20 uioHs 2012 r. N 12H (3apeructpupoBaH MuHioctom Poccumn 20 mionsa 2012 r. N
24962).

6. Poc3gpaBHag3op B TedeHMe ogHOro paboyvero gHS perucTpupyeT MOCTYNUBLUME COOOLLEHUS], yKa3aHHbIE B
noanyHkte 4.1 nyHkta 4 HacTosiLero Nopsaaka.

7. Ha ocHoBaHWMM Mony4YeHHbIX COOOLLEHMI, yKasaHHbIX B nognyHkte 4.1 nyHkta 4 Hactoswero [lopsagka,
PocsgpaBHag3op B TedeHue Tpex paboyux [Hen yBeooMIIieT NPOU3BOAUTENS MEOMUMHCKOrO M3Oenust unm
YMOSTHOMOYEHHOIO NPEACTaBUTENSA NMPOM3BOAMTENSA O HEOOXOAMMOCTU NOATBEPXKOEHMS WU ONPOBEPXKEHUSA AaHHbIX
CBedeHMN W npeacTaBnennss B Poc3gpaBHag30p COOTBETCTBYHOLLEN MHOPMaUMK MO U3MNOXEHHBIM B COOOLLEHMM
daktam.

8. Ha ocHoBaHMM nonyyeHHbIX coobLLeHn, cogepxawimx dakTel 1 06CTOATENBCTBA, CO34AIOLLNE YIPO3Y XKNU3HU
N 300pPOBbLI0 TpaXdaH U MEeAUUMHCKMX pabOTHMKOB MpY MPUMEHEHUMM W 3KCnyaTauMm MEeOULMHCKUX W3LOEnuvn,
Poc3gpaBHag3op MpuvHUMMaET peLlleHne O MPUOCTAHOBIIEHUN MPUMEHEHUS MEOWLMHCKOrO M3Oennsl Ha CpOK, He
npeBbilaLWnA ABaguatM paboumx AHEN, U OCYLLECTBISET NPOBEPKY NpeacTaBneHHON MHhopMaumumn B COOTBETCTBMM
co cratben 10 depepanbHoro 3akoHa "O 3awwmTe NpaB HPUANYECKMX MWL U UHAMBUAYANbHbIX NpegnpuHUMaTenen
NP1 OCYLLECTBINEHNN rOCYAapCTBEHHOIO KOHTPONS (Hag3opa) M MyHULUMNanbHOro KoHTpons" <1>.

KoHcynbTaHTlntoc: npumeyaHuve.

B odmumanbHOM TekcTe OOKYMeHTa, BUAMMO, AomnylleHa onevaTtka: uMmeetcs B Buay defepanbHbli 3aKOH OT
26.12.2008 N 294-03 "O 3awuTe npaB OPUANYECKUX UL W WHAMBUAOYalNbHbIX NpeanpuHUMartenen npwu
OCYLLECTBMNEHMMN FOCYAAaPCTBEHHOIO KOHTPONSA (Hag3opa) U MyHULMMNanbHOro KOHTpons".

<1> Crtatbsa 10 ®egepanbHoro 3akoHa oT 26 aekabpsi 2008 r. N 294-03 "O6 ocHoBax OXxpaHbl 340pPOBbS
rpaxxgaH B Poccuinckon ®epepauun” (CobpaHne 3akoHogatensctBa Poccuiickon depepaumm, 2008, N 52 (u. 1), cT.
6249; 2009, N 18 (4. 1), cT. 2140; N 29, cT. 3601; N 48, cT. 5711; N 52 (u. I), cT. 6441; 2010, N 17, cT. 1988; N 18, cT.
2142; N 31, c1. 4160, cT. 4193, cT1. 4196; N 32, cT. 4298; 2011, N 1, cT1. 20; N 17, c1. 2310; N 23, c1. 3263; N 27, cT.
3880; N 30 (4. 1), cT. 4590; 2012, N 19, cT. 2281; N 26, cT. 3446; N 31, cT1. 4320; N 31, cT. 4322).

9. lo pesynbTaTam npoBeAEeHHON MPOBEPKW, YyKasaHHOM B MyHkTax 7 - 8 Hacroswero [lopsgka,
Poc3apaBHag3op B CPoOK, HE NPEBbILALWLNIA NSATU paboumx OHEN, MPUHUMAET OOHO U3 CIeaYHLLNX PELLUEHWNIA:

1) 06 n3bsaTUN N3 obpaLLeHs MEQULIMHCKOIO M3Oenus;

2) 0 BO306HOBINEHNM NPUMEHEHNST M 0BpaLLeHVs MEANLIMHCKOTO U3aenus.

10. PeweHnsq, ykasaHHble B nyHkTax 8 u 9 Hactoswero [lopsaka, odopMmstoTCsa COOTBETCTBYHOLLMMMU
npukasamu Poc3gpaBHagsopa.

11. Mpuka3 06 n3bATUM U3 obpalleHns MegUUMHCKOro M3genust npuHumaeTtca PocagpaBHag3opomM B crydae
NOATBEPXAEHUA (PakTOB M OBCTOATENBCTB, CO34AOLWMX Yrpo3y >KU3HM M 300POBbI TpaKgaH U MegMUMHCKUX
pabOTHMKOB NPV NPUMEHEHNM W IKCTyaTaumMn MEOULNHCKUX U3AENUA.

12. Tlpukasa o0 BO30OOHOBNEHUN MPUMEHEHMS U OOpaleHna MeOguUMHCKOrO U3genust npuHMMaeTcs
PocsgpaBHag3opom B crniyvyae HenogTBEPXOEHUst DAKTOB M OOCTOSATENBLCTB, CO34aAOLWMX Yrpo3y XU3HU U 300POBbLIO
rpakgaH U MeAULMHCKNX pabOTHMKOB NPy NPUMEHEHUM U 3KCTyaTaumn MeQULMHCKUX U3OENUNA.

KoHcynbTaHTlntoc: npyumeyaHuve.
B oduumnansHOM TekcTe OOKYMeHTa, BUAUMO, JoNyLleHa oneyaTka: uMeeTcs B BUAY noanyHKT 4.1 nyHkTa 4, a
He NyHKT 4.1.

13. To pesynbTatam MoHMTOpWHra Poc3gpaBHagsop (Ynpaenenus Poc3gpaBHags3opa Mo cybbekTam
Poccuiickon denepaummn) B Te4eHne Tpex paboumx OHEN YBEAOMNSAET O MPUHATOM pelleHun cybbekTa obpalleHums
MEeOVUMHCKUX U3OenniA, NPeACcTaBMBLLENO COOOLLEHME B COOTBETCTBMU C NMYHKTOM 4.1 HacTosiwero MNopsagka.

YBeooMneHve BpydaeTcs 3asiBUTEM0 WM HanpaBndeTcd eMy 3aka3HbIM MOYTOBbIM OTMNpaBreHUEM C
yBEOOMITIEHMEM O  BpyYeHMM, a Takke MOXeT ObITb  HanpaeneHo  3asiBUTENMO  MOCPeaCTBOM
NHGOPMALIMOHHO-KOMMYHUKALMOHHBIX TEXHOMOIMMI (B 3NEKTPOHHON chopme).

14. Poc3gpaBHaa3op pasMellaeT Ha cBoeM ouumanbHOM canTe B MHPOPMaLUOHHO-TENEKOMMYHUKALMOHHON
cetn "VIHTepHeT" criegytoLlyo MHPOPMaLmo N0 MOHUTOPUHTY:

1) HaMMeHOBaHVe MeOMVLMHCKOrO N3OEenus ¢ yKkasaHneM 3aBOLCKOrO HOMepa;

2) pgarta rocydapCTBEHHOW pervctpaumMm MeauuUMHCKOrO W3Oenust U ero permcTpauuoHHbI HOMEp, CpPOK
OEVNCTBUSI PEMMCTPaLMOHHOIO YAOCTOBEPEHNS;

3) Ha3Ha4YeHne MEAULIMHCKOrO U3genusi, yCTaHOBIIEHHOE NPOU3BOAUTENEM;

4) BMO, MEOVILMHCKOIO N3OEnus;

5) knacc noTeHUmManbHOro pycka NPMMEHEHUS MEOULIMHCKOTO U3Aenus;

6) kog O6LepoccuncKoro knaccudmkaTopa NPOAYKUMM A8 MEANLMHCKOrO U3Aenus;

7) HaMMEHOBaHME W MECTO HaxXOXOEHUS NPOM3BOOMTENS MEOMULMHCKOrO W3LENuA WM YnornHOMOYEHHOro
npencraBuTENs MPOU3BOAUTENS;

8) agpec mecTa Npon3BoACTBA MEOULIMHCKOTO M3Oenus;




9) nony4veHHasi MHoOpMaLUS:

a) 0 NODOYHbIX OENCTBUSAX, HE YKAa3aHHbIX B MHCTPYKUMU MO MPUMEHEHMIO UM PYKOBOACTBE MO 3KCMyaTaumm
MEAWULMHCKOro N3aenus;

0) HexxenaTenbHble peakumm Npy NPUMEHEHNN MEOMNLIMHCKOIO N3Lenus;

B) 0COOEHHOCTM B3aMMOLENCTBMA MEOQVLMHCKUX U3OENWI Mexay cobow;

r) bakTbl U 0OCTOATENLCTBA, CO3AAOLNE YTPO3Y XKU3HU U 300POBLI0 MPaK4AH U MEAMLMHCKMX pabOTHMKOB Mpu
NPUMEHEHUM 1 SKCMyaTaunn 3aperncTpupoBaHHbIX MeOULIMHCKUX N30ennii;

10) peKkBM3NTbI [OKYMEHTOB, Ha OCHOBaHMM KOTOPbIX MOMy4YeHa WHgopMauus, ykasaHHasi B MNyHKTe 5
HacTosuwero MNMopsaka;

11) nonHoe u (B cny4vae, ecnM WMEETCH) COKpalleHHOEe HauMeHOBaHWe, B TOM u4ucrie UpMeHHoe
HaMMeHOBaHWe, U OpraHM3aLMOHHO-NpaBoBas dopMa HPUOMYECKOro Nuua, agpec ero Mecta HaxoXaeHusl, a Takke
HoMmepa TenedoHa 1 (B criyvae, ecrnv UMEeTCs) aapeca 3MeKTPOHHOW NOYThI FOPUAUYECKOro nNuua, damunmsi, ums u (B
crny4dae, ecrnv MMeeTcsl) OTYECTBO MHAMBUOYANbHOIO NpPeanpuHMMaTtensd unu usanMdeckoro nuua, B TOM 4ucre
nauveHTa, agpec ero MecTa XWTenbCTBa, a Tawkke HoMepa TernedoHa m (B crydae, ecnn vMmeeTcd) agpeca
3MNEKTPOHHOW MOYTbI, KOTOPbIE OCYLLECTBASIT MPUMEHEHNE M KCTyaTauMio MEJULNHCKOIO U3OEeNus;

12) pekBM3UTbI Npukasa, B crnydae npuHATUS Poc3gpaBHaA30pOM peLleHnst O MPUOCTaHOBEHUN NMPUMEHEHUS
unu o6 mM3bATUM U3 obpalleHnst MeAMLUMHCKOTO M3Oenus, a Takke O BO30OHOBMEHUM MPUMEHEHUS MeOULMHCKOro
nsnenus;

13) pexkBu3nTbI NpuKka3a Poc3gpaBHag3opa 0 NPOBEAEHUN MPOBEPKMY;

14) pekBu3nTbI akTa npoBepku Poc3gpaBHaasopa;

15) cBegeHust 0 pesyrnbTatax NPOBEPKW.

15. Mindopmauus, ykasaHHas B NyHKTe 14 HacToswero MNMopsgka, asnsetcs o6LenoCcTynHON.

16. 3awmTa [aHHbIX MO MOHUTOPWHIY 6€e30MacHOCTU MEAULMHCKMX W3AenniA OT HEeCaHKLUOHMPOBAHHOMO
JocTyna ocyuiectBnsieTca B cootBetrcTBuM ¢ depepanbHbiM  3akoHoM "O6  umHopmauuy, WHMDOPMAaLMOHHBIX
TEXHOMOIMMsX U 0 3alunTe nHdopmMmauun" <1>,

<1> ®epnepanbHbIn 3akoH oT 27 nonsa 2006 r. N 149-03 "O6 nHdopmaummn, MHPOPMALIMOHHBLIX TEXHOIOMUSX U O
3awmte uHdopmauun" (CobpaHue 3akoHogatenscTBa Poccuiickon pegepaunn, 2006, N 31, cr. 3448; 2010, N 31, cT.
4196; 2011, N 15, ct. 2038; N 30, cT. 4600).




