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MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW ®EOEPALINU
OEAOEPANBbHASA CNYXXBA NO HAA3OPY B COEPE 3APABOOXPAHEHUA

MMACbMO
oT 28 pekabpsa 2012 r. N 041-1311/12

O NMOPSAOKE ]
NPOBEOEHWSI MOHUTOPUHIA EE30NACHOCTU MEOULIMHCKUX U3AENWUNA
Onsi NPOU3BOOUTENEW

B cooTtBeTcTBUM ¢ PenepanbHbiM 3akoHoM oT 21.11.2012 N 323-d3 "O6 ocHoBax 0XpaHbl 340pPOBbs rpaXaaH B
Poccuiickon ®egepaunn” MeguuMHCKUE W3Oenusi, Haxogsiimvecs B obpalleHun Ha Tepputopum Poccuiickon
depnepaummn, nognexar MOHUTOPUHIY 6Ge30MacHOCTU B LENSX BbISBIEHUS U NMpegoTBpaLleHns MoB0OYHbIX AEACTBUN, He
YKa3aHHbIX B MWHCTPYKUMM MO TMNPUMEHEHUO WM PYKOBOACTBE MO SKChnyaTtauMm MeAUMUMHCKOro  usgenus,
HexenaTenbHbIX peakuuin Npyu ero NPUMMEHEHUN, 0COBEHHOCTEN B3aMMOAENCTBUS MEQULMHCKNX U3OEeNnn Mexay cobown,
akToB M OOCTOSATENbLCTB, CO3LAMOLMX YrPO3y >KU3HWM WU 300POBbK FpaXaaH M MeOUUMHCKMX paboTHMKOB Mpwu
NPYMEHEHMM N 3KCMyaTauum MeanULMHCKNX U3OENUNA.

[NoctaHoBneHuem lMpasutensctea Poccunckon degepaumm ot 30.06.2004 N 323 (B peaakumm nocTtaHOBNEHUS
MpasuTtensctsa Poccuiickon ®epepaumm ot 19.06.2012 N 614) "O6 ytBepkaeHumn MNonoxeHns o PegepansHon cryxbe
Nno Haasopy B cdpepe 34paBOOXpaHeHUs" rocyaapCTBEHHas yHKLMS MO NPOBEAEHMIO MOHMTOpPMHra 6e3onacHocTu
MeOUUMHCKUX M3genun  Bo3noxeHa Ha PepepanbHyto cnyxkOy no Hag3opy B cdepe 34paBOOXpPaHEHUS
(Poc3gpaBHagaop).

B pamkax npoBegeHuss MoOHMUTOpMHra 6e3onacHOCTU MeauuMHCKUX usgenuin Pocs3gpaBHagsop ocyliecTenser
cbop, 06paboTKy 1 aHanu3 ceegeHnii 0 6e30NacHOCTN MEAULIMHCKUX U3AENWIA Ha BCEX aTanax ux obpalleHus, Bkrovas
KMMHWYECKNE UCTIBbITaHUS U NOCTPErMCTPALMOHHBIN nepuos,.

B uenax pasbAcHEHMA nopsigka yyactus CyObekToB obpalleHus MeOUUMHCKUX WU3OeNUn B MOHUTOPUHre
BesonacHocTn MeauumHCcKMx wusgenun PocsgpaBHagsopom coBmecTtHo ¢ ®IBY "BHUUUMMT" PocsgpasHagsopa
paspabotaH "lMopsgok NPoBeAeHMst MOHUTOpMHra 6e30nacHOCTM MeaWLMHCKUX W3Aenuin ans npoussoauTenen
(OepxaTtenen perMcTpaLnoHHbIX yOOCTOBEPEHUIA) MEOULIMHCKUX U3nenuin".

"Mopsigok NpoBeAeHMs MOHUTOPUHra 6€e30MacHOCTN MeOULMHCKUX U3Aenui Ons npoussoguTenen (gepxatenemn
pervcTpaumoHHbIX YAOCTOBEPEHU) MeANUMHCKUX n3genun” npegnaraeT eaMHoobpasHbin noaxoad K cbopy, obpaboTke
n npeacraeneHuio B PocagpaBHaasop nHdopmaumm no 6e3onacHOCTU MeAULMHCKUX U3AENUA U AaeT pa3bsCHEHMS MO
npakTM4eckMM BoMnpocam cobniogeHus TpeboBaHWi 3akoHopaTenbcTtBa Poccunckon depepauum K MOHUTOPUHTY
©e30nacHOCTU MeaMLMHCKUX U34enuiA Ans Npon3BoanTENEeN.

OpHoBpemeHHO PocsgpaBHagsop obpaliaeT BHUMaHue, YTo "lopsiaok NpoBeaeHNa MOHMTOPUHra 6Ge3onacHoCcTH
MeOVLMHCKMX 34enuin Ana npovMssBoauTenen (aepxarenemn permcTpaunoHHbIX yaooCTOBEPEHUI) MEOULIMHCKUX u3genuin"
HOCUT peKOMeHOAaTeNbHbIN XapakTep W OTKIMOHEHME OT Hero, Npu YycrnoBuu cobniogeHus 3akoHopaTenbcTBa
Poccuiickon ®egepauumn, He BredeT 3a coO0M HACTYNNEHUA aAMUHUCTPATUBHON NN MHOW OTBETCTBEHHOCTMW.

Bpwo pykosoauTens
E.A.TEJIbHOBA

MpunoxeHune

YTBEpXKOato

Bpwo pykoBogutens ®eneparnbHON CriyxObl
no Hag3opy B cdepe 30paBoOXpaHeHNs
E.A.TEJIbHOBA
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28 nekabps 2012 .

NOPAOOK
NPOBEAEHNA MOHUTOPUHI'A BE3SONACHOCTU MEAULIMHCKUNX WU3OENUA
AnA NPOU3BOAUTENEN (OEPXATENEN PETMCTPALMOHHBbIX
YOOCTOBEPEHMW) MEOULIMHCKUX U3OENUN

YBEAOOMITEHVE

Hactoswun "lMopsgok npoBefeHust MOHUTOPUHIra 6e30nacHOCTM MEOMLMHCKUX U3genun gnsi npou3BoauTenen
AL

(oepxaTenen perMcTpaumMoHHbIX YOOCTOBEPEHMI) MEOUUMHCKUX WU3Aenuin” He sBnsieTCs HOpMaTMBHLIM MPaBOBbLIM
aKTOM.

[laHHbIN JOKYMEHT OCHOBLIBaeTCs Ha noaxoaax deaepanbHON crnyxobl No Haa3opy B cdepe 30paBoOOXpPaHEHMUS K
paccmatpvBaemMon npobremMe u CoOepXUT pas3bsCHEHUS MO MpPaKTUYECKMM BomnpocaMm cobniogeHus TpeboBaHum
3akoHogatenscTBa Poccuiickon ®epepaumm B cdepe OCYLLECTBNEHUS MOHUTOpPMHra 6e3onacHOCTM MeaAULMHCKMX
nsgenun.

OTKIOHEHME OT NopsiAka NpPoBeAEHNs MOHUTOPMHIa 6€30NacHOCTU MEANLMHCKUX U3genun ansa npoMssBogutenen,
npu ycnoeum cobniogeHusa 3akoHopaTenbcTBa Poccuiickon depepaumu, He BriedeT 3a cobOM  HaCTyMeHus
aAMWHUCTPATMBHOWM NN NHOW OTBETCTBEHHOCTH.

HacTtoswmn gokymeHT pa3paboTaH npu ydactum coTpyaHmnkoB PocaapaBHagsopa A.d.H., npod. TenbHoBon E.A.,
K.b.H. KoceHnko B.B., nmaroneea C.B. cotpyaHukamu OIrbY "BHUMUMT" PocsgpaBHagsopa Bopucoson E.B.,
HosukoBbiM C.B., PomaHoBbiM O.B.

1. BBegeHue

Llenbto OTY4ETHOCTM O HEeBnaronpusTHbIX COOLITUSIX M MOCMNEAYIOWMNX OLEHOK SIBNAETCS YydlleHWe OXpaHbl
30pOBbsl M GE30MacHOCTU MauMEeHTOB, NOMb3oBaTeNen U APYrMxX NUL NOCPEACTBOM pacrnpoCcTpaHeHusi MHopMaumu,
KOTOpasik MOXEeT MPUBECTU K CHUKEHUIO BEPOATHOCTU OONYLIEHUs MOBTOPEHUs HeGnaronpusiTHOro coBbITUSA, Unu
CMSArYMTb NOCNEACTBUSA TAKUX NOBTOPEHMWIA.

B cootBeTcTBUM CcO cTaTben 95 PenepanbHoro 3akoHa oT 21.11.2011 N 323-d3 "O6 ocHoBax OxpaHbl 3400p0OBbS
rpaxgaH B Poccuiickon ®epepauun” (nanee - PegepanbHbiii 3akoH N 323-03) obpalleHne MeanuUUHCKNX N3gennin Ha
TeppuTopun Poccuickon Pegepaumm NoAnexXmT rocyqapCTBEHHOMY KOHTPOIHO.

[ocynoapCTBEHHbI KOHTPOMb 3a OOpalleHuMemM MeOUUMHCKUX M3Oenuin BkniovaeT B cebsi KOHTponb 3a
TEXHUYECKMMU WCMbITAHUAMM, TOKCUKONOTrM4YeCKNMn nccrnegoBaHUsaMm, KIMMHNYECKUMUN NCMbITaHUAMM,
adphekTMBHOCTLIO, 6€30NacHOCTbLIO, NPON3BOACTBOM, U3rOTOBIIEHNEM, peanu3aunen, XpaHeHneMm, TPaHCMoPTUPOBKOW,
BBO30OM Ha Tepputopuio Poccuiickon ®epgepauun, BbiBO3OM C Tepputopun Poccuiickon depepaunn MeauLMHCKUX
n3genumn, 3a uX MOHTaXOM, Hanagkow, MNpUMMEHEHMEM, 3KCnnyaTauuen, BKMAYasd TexXHUYeckoe obcnyxuBaHue,
PEMOHTOM, NPUMEHEHMEM, YTUNN3ALMEN UMK YHUYTOXEHNEM [1].

MOHUTOPUWHI 6e30NacHOCTM MEAULIMHCKUX U3Aenuin aBnsieTcs ogHMM 13 anemeHToB focyaapCTBEHHOIrO KOHTPOIS
3a obpalleHMeM MeauuuHcknx nsgenun [1].

B cooTtBetcTBUM cO cTatben 96 PepepanbHoro 3akoHa N 323-Od3 meguumHcKkne usgenus, Haxogswmecs B
obpalleHnn Ha TeppuTtopumn Poccuiickon Pegepaumm, nognexar MOHUTOPUHIY 6e30nacHOCTM B LENSIX BbISBMEHUS U
npegoTBpawleHnsi NobOoYHbIX OENCTBUWA, HEe YKa3aHHbIX B WMHCTPYKUUW MO MNPUMEHEHMIO WU  PYKOBOACTBE MO
aKcnnyaTauum  MEOULMHCKOrO  M3LEenusi, HexXenaTemnbHbIX peakuMi npu  ero npuMEHeHUMM, OCOoBeHHoCTewn
B3aUMOOEWNCTBUSA MEOMLUHCKUX u3genui mexagy cobon, dakToB M OBCTOATENbCTB, CO3AAOLUMX Yrpo3y XWU3HU WY
3[0POBbIO rpaxaaH 1 MegULMHCKUX PaBOTHUKOB NP MPUMEHEHUN 1 SKCNyaTauMm MEOULNHCKUX N3OENUA.

Cyb6bekTbl 0OpaleHns MeauUMHCKMX u3genuin obsisaHbl coobwaTte 060 Bcex cryvyasix BbISIBIEHUSI MOOOYHbLIX
OEVCTBUI, HE YKa3aHHbIX B MHCTPYKLMM NO MPUMEHEHMIO U PYKOBOACTBE MO 3KChiyaTauum MeauumMHCKOro u3genus, o
HeXXenaTenbHbIX peakuusix Npu ero npuMeHeHun, o6 0COBEHHOCTAX B3aMMOAENCTBUS MEOULMHCKUX U3LENUA Mexay
cobon, o aktax n 06 obCTOATENBCTBAX, CO34AOLLMX YIPO3Y XKU3HU U 340POBbLI0 rPaXdaH U MeaUUMHCKNX pabOTHUKOB
npu NPUMEHEHUU U 3KCNIyaTaLmMm MeanLmMHCKUX nsgenui [1].
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3a HecoobLLEHME UM COKPLITUE TakUX CrydaeB M CBEAEHWUI Nnuua, KOTOPbIM OHW CTanu M3BECTHbI MO pPoay WX
npodeccuoHanbLHON [esATenbHOCTU, HEecyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccuiickon
depepaumu.

[NocTaHosnenue lMNMpasutensctea Poccunckon ®epepauun ot 25.09.2012 N 970 "lMonoxeHne o rocyaapcTBEHHOM
KOHTpore 3a obpalleHMeM MeOULUMHCKUX W3genuin” ycTaHaBnuBaeT MOPSAOK OCYLLECTBIIEHUS KOHTPOJbHbIX
MEPONPUATUIA U OENCTBUMIA OpraHa rocyaapCTBEHHOIO KOHTPOMS B Cryvae MpuYMHEeHMs Bpeda NGO BO3HWKHOBEHMS
Yrpo3bl NPUYMHEHUSA Bpeda XWU3HWU U 300POBbI0 rpaXaaH U MeaUUMHCKUX paboTHMKOB NpU MPUMEHEHUN MEAULIMHCKMX
nsgenun [2].

[Mpukas MwuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon depepaumm ot 20.06.2012 N 12H "O6 yTBEpXOEHWUM
Mopsagka cooblieHns cyObekTamyn obpalleHnss MeAUMUMHCKUX u3genuii o060 BCex criyyasix BbISIBNEHUST MOBOYHbIX
OEVCTBUN, HE YKa3aHHbIX B MHCTPYKLMM NO NPUMEHEHMIO UM PYKOBOACTBE MO 3KCMiyaTauum MeauumMHCKOro u3genusi, o
HeXXenaTenbHbIX peakuusix npu ero NpUMeHeHun, o6 0COBEHHOCTAX B3aMMOAENCTBUS MEOULMHCKUX U3LENUA MeXay
cobon, o dakTax n 06 obCcToATENBCTBAX, CO3OAOLLMX YIPO3Y XKU3HU U 300POBbLI0 rPaXxdaH U MeULMHCKNX pabOTHUKOB
Npyv MPUMEHEHUU W 3JKChnyaTaumm MeOUUMHCKUX M3genuin” ycTaHaBnuBaeT npaBwuna cooblieHnst cybObekTamu
obpalleHnss MEAULMHCKNX M3OEeNUin 0 Takux cny4dasix [3].

Crateen 14 ®epepanbHoro 3akoHa N 323-®3 onpegeneHol nonHoMounsa deneparnbHbiX  OpraHoB
rocygapCTBEHHOM BriacTu B cchepe oxpaHbl 340POBbsl, K KOTOPbIM OTHOCATCS MOHUTOPUHI 6€30MacHOCTU MEeANLIMHCKMX
n3genvi, perucrpauus nobouyHbIX AEWCTBUW, HeXenaTemnbHbIX peakuui Mpu NPUMEHEHUM MEOMLUMHCKUX W3Oenuw,
akToB 1 0BCTOATENBCTB, CO3JANOLWMX Yrpo3dy MPUYMHEHMS Bpeda XWM3HU M 300pOBbHO Jiogen npu obpalleHun
3aperncTpupoBaHHbIX MEAULMHCKUX U3OENUNA.

B cootBeTcTBUM € YacTblo 5 cTatbu 96 deanepanbHoro 3akoHa N 323-O3 nopsaok ocyLLecTBeHNS MOHUTOPUHra
©e3onacHOCTN MEAUNLMHCKNX U3AENWIA YCTaHaBMMBAETCA YNOMHOMOYEHHbIM doeaeparnbHbiM OpraHoOM MCMOMHUTENBHON
BNacTu.

[NoctaHoBeneHuem lMpasutensctea Poccunckon depepaumm ot 30.06.2004 N 323 (B pegakumm nocTaHOBNEHUS
MpasuTtensctBa Poccuiickon ®epepaumm oT 19.06.2012 N 614) "O6 ytBepxxaeHum MNonoxeHns o PegepansHon cryxoe
no Hagsopy B cdepe 3apaBooxpaHenus”, 0. 5.1.2.3, npoBegeHNEe MOHUTOPUHra 6e30MacHOCTM MEQUUUHCKMX M3Oenui
OTHOCUTCS K nonHoMounsam PenepansHoi cnyx0Obl No Haasopy B cdepe 3apaBooxpaHeHus (Poc3apaBHansop) [4].

B cooTtBeTcTBUMM C YacTblo 6 ctatbu 96 PepepanbHoro 3akoHa N 323-®3 no pesynbTataM OCYLLECTBIEHUS
MOHUTOPUHra 6e30nMacHOCTM MEOUUMHCKUX W3AENWA NpU MNOMyYeHWM U MOOTBEPXAEHUM WHGOPMaUMM O MOBOYHbIX
OEVCTBUSX, HE YKa3aHHbIX B MHCTPYKUUM MO MPUMEHEHMWIO UM PYKOBOACTBE MO JKCNyaTaumMm MeAMLMHCKOro U3genus,
HeXXenaTenbHbIX peakuusax npu ero npumMeHeHnn, o6 0COBEHHOCTAX B3aMMOAENCTBUS MEOMUMHCKUX U3LENUN MexXay
cobon, o dhakTtax n 06 0bCcToATENLCTBAX, CO3AANLMX YIPO3Y XU3HM U 340POBLIO rpaXaaH U MeguuMHCKUX paboTHMKOB
npy NPUMEHEHUN U 3KCNNyaTauumn 3aperncTpUpOBaHHbIX MEOULNHCKUX U3AENUA, YNOSTHOMOYEHHLIN [paBUTENnbCTBOM
Poccuiickon ®enepaummn deaepanbHbli opraH UCNOMHUTENBHOW BNAacTU paccMmaTpmBaeT BOMPOC O NPUOCTaHOBMEHUU
NPUMEHEHMSA UNN 00 U3BbATUN U3 0OPAaLLEHNS TAaKOrO MEAMLIMHCKOTO U34enus 1 NpUHUMaET COOTBETCTBYHOLLEE peLUeHNe

[11.

UHdopmauma o peweHuax PocsgpaBHazsopa no pesynbrataM MOHUTOpMHra 6e30onacHOCTU pasmellaeTca Ha
odmumansHom cainte ®PenepanbHon cnyxbbl N0 Hag3opy B cdepe 3gpaBooxpaHeHus B ceTu "MHTepHeT" (4actb 8
cratbu 96 depnepanbHoro 3akoHa N 323-03).

2. ObnacTb NpUMeHeHus

Hactoswue metoguyeckne pekomeHgaumm paspaboTaHbl Ha OCHOBaHMM Yactu 5 cratbu 96 PepepanbHoOro
3akoHa oT 21.11.2011 N 323-®3 "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon depepaummn”, n. 5.1.2.3
MonoxeHus o PepepanbHoi cnyxbe no Hag3opy B cdepe 34paBOOXpaHeHUsi (YTBEPXKAEHO MNOCTAHOBIEHMEM
MpasutenbctBa Poccuitickon ®epepaumm ot 30.06.2004 N 323 B pepakuum noctaHoBneHus [lpaBuTtenbcrea
Poccuiickon ®epepauun ot 19.06.2012 N 614) n npegHasHayeHbl ANg NpPou3BOAUTENEN MEAUUMHCKMX M3genui (Mx
YMONTHOMOYEHHbIX MpeAcTaBuTenen) npv BbINOMHEHUM wMKW TpeboBaHMM edeparnbHOro 3akoHodaTenbCcTBa Mo
OCYLLIECTBMEHMNIO MOHUTOPUHra 6€30NacHOCTM MEANLIMHCKUX N3AENUIA.

3. TepMuHbI 1 onpeaeneHus
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[ns uenen HacTosiLero OOKYMEeHTa UCMOJIb3YKTCA crneayrwme TepMnHbl U onpeaerieHns:

MeauvumnHckme nsgenus (MU) - niobble MHCTPYMEHTBI, annapaTsl, Npnbopbl, 0bopyaoBaHue, Matepuansl U Npodne
n3genusi, NpUMMeHsieMble B MEAWLIMHCKUX LeNsiX OTAeNbHO UMM B codeTaHun mexay cobon, a Takke BMecTe C APYrMM
NPUHaANEXHOCTAMU, HEOOXOAUMbIMW ANst MPUMEHEHUS YKa3aHHbIX M3Aenuii Mo Ha3Ha4yeHuo, BKIoYas creuuansHoe
nporpammHoe obecrnedeHve, M nNpegHasHayYeHHble npou3BoauTeneM Ansd NPodWnakTUKK, AMArHOCTUKW, FeYeHus |
MeauUUHCKOW peabunutaunm 3abonesaHUin, MOHUTOPUHIA COCTOSHUS OpraHn3ma YenoBeka, NPoBeAeHNs MeaNLMHCKNX
uccrnegoBaHun, BOCCTAHOBMEHUS, 3aMeELLeHWsi, W3MEHEHWS aHaTOMWUYECKON CTPYKTYpbl WU (PU3MONOTMYECKMX
OYHKLUMIN opraHu3ma, npegoTBpalleHns unu npepbiBaHua 6epeMeHHOCTH, DYHKUMOHANbHOE HasHaYeHne KOTOpbIX He
peanusyeTcsa nytem apmakonornyeckoro, MMMYHOSOMMYECKOro, reHeTUYeCKOro unn MeTabonuyeckoro BO34eNCTBUS
Ha opraHusMm 4YernoBeka. MeauunHcKne M3genusa MoryT npusHaBaTbCA B3aMMO3aMEHSIEMbIMW, €CMN OHW CPaBHWMbI MO
PYHKUMOHANBLHOMY Ha3Ha4YeHuo, Ka4eCTBEHHBbIM U TEXHUYECKUM XapakTepucTMkam 1 cnocobHbl 3aMmeHuTb Apyr gpyra.

(B pea. PepepanpHoro gakoHa N 323-93 [1]).

MpounsBoauTenb (M3roTOBUTENb) MEAMLIMHCKOrO U3Oenus - lopuanydeckoe NuLo Unn onsnyeckoe NnLo B Ka4yecTBe
WHOMBVAYANbHOMO NpeanpuvHUMaTens, Hecyllee OTBETCTBEHHOCTb 3a KayecTBO, 3¢peKTUMBHOCTb U GesonacHoCTb
MEAMLMHCKOrO M3AEenuUa Ha BCeX aTamnax XXM3HEHHOTo LMKNa HesaBMCMMO OT TOro, BbIMyCKaeTcs N usgenve B
rpaXkgaHckuin oGopoT caMyMm MULIOM UMK TPETBUM NMLIOM OT €ro MMEHN.

(paspabotaHo ¢ yyetom [7], [8], [11], [12]).

YNonHOMOYEHHbIN  MpeAcTaBuTeNb  NpouM3BoauTeNna -  opugudeckoe nuuo nmbo  uHAMBMAYalbHbIN
npeanpuHMMarTenb, 3aperncTtpmpoBaHHoe Ha TeppuTtopun Poccuiickon deaepaumm, ynonHOMOYEHHOE Npom3BoauTenem
MeAMUMHCKOro W3denus npeactaBnsTb €ro WMHTepecbl MO BonpocamM obpalleHust MeOMUMHCKOro W3denus Ha
Tepputopun Poccuiickon ®degepauun, B TOM YMCME CBSA3aHHbIX C HWM MpoUEdyp OLEHKA COOTBETCTBUS,
rocy4apCTBEHHOW perucTpaumMmM, U Ha UMS KOTOPOro MOXeT OblTb BblAAaHO PEerncTpaumoHHOe YOOCTOBEPEeHWe Ha
MeauLWHCKoe usaenve.

(paspabotaHo ¢ yyetom GHTF/SG1/N055:2009 [12]).

YNONHOMOYEHHbIM MO 6e30nacHOCTM MEAUUMHCKUX W3AenvMn - JOJMKHOCTHOE NULO, YMOMHOMOYEHHOEe Ha
ocyulectBneHme obmeHa wuHdopMauven ¢ cybbekTamu oOpalleHnss MEeOUUUHCKMX M3genui O HebnaronpusTHbIX
COObITUAX, CBSA3AHHLIX C MPUMEHEHNEM MELMULMHCKMX N3OENNNA.

(paspaboTaHo ¢ yyetom [3]).

CybbekTbl obpalleHus MeOUUMHCKMX W3Aenuii - OpraHmsaumu, COo3faHHble B YCTAHOBMEHHOM MOpsiAKe Ha
Tepputopun Poccuiickon ®epepauun, nubo npenctaBUTENbBCTBA MHOCTPAHHBLIX OpPraHu3auui, akkpeaWTOBaHHblE B
yCTaHOBMEHHOM Mopsigke Ha Tepputopum Poccuickon Pepepaummn, nubo uvHOMBMAyanbHble MpeanpuHUMaTenu,
3aperncTpupoBaHHble Ha Tepputopum Poccunckon ®epepauun, nubo dusmyeckne nuua, OCyLLECTBISOLWNE
TEXHUYECKMEe WCMbITaHUSA, TOKCUKONOTMYECKME WCCMEedOBaHUsA, KIMHUYECKNE WCNbITaHWs, 3KCNepTM3y KadyecTsa,
apdekTMBHOCTM ¥ Be3onacHOCTU MEAULMHCKUX U3OenNuil, MX T[OoCYAapCTBEHHY0 perncrpauunio, MnpousBoAcTBO,
N3roToBrieHne, BBO3 Ha Tepputopuio Poccunckon degepaumn, BbIBO3 € Tepputopum Poccuitickon depepaumu,
NOATBEPXAEHNE COOTBETCTBMUS, OCYLAPCTBEHHBIN KOHTPOSb, XpPaHEHWe, TPaHCMOPTMPOBKY, peannsauuio, MOHTaxX,
Hanagky, NMpPMMEHeHWe, 3KChnyaTauulo, B TOM YMCRe TeXHUYeckoe OOCMyXMBaHWe, NpegyCMOTPEHHOE HOPMAaTUBHOW,
TEXHUYECKOW W (MIn) IKCnNyaTauMOHHOW [JOKyMeHTaumen npou3BoauTensl, a Takke PEeMOHT, YTUIM3auui Wnu
YHUYTOXEHUE.

(B pea. Mpukasa MuHsgpasa Poccun ot 20.06.2012 N 12H [3]).

OpraH rocygapCTBEHHOrO KOHTPOMSA - YMNOSIHOMOYEHHbIN heaepanbHbIi OpraH WCMNOMHUTENBHON BRacTw,
OCYLLECTBASOLWUNA PYHKLUMM MOHUTOPUHra 6e3onacHoCTM MeanumHekmx nsgenu (PocsgpasHaasop) [2].

OpraHuzaumMn 30paBOOXpPaHEHNs - MEAMLMHCKME opraHv3auuv, dapMauleBTUMYecKMe OopraHu3auMm U WHble
opraHusaumu, ocyLLEeCTBIISIOWME AESTENbHOCTh B chepe oxpaHbl 340POBbS.

(paspaboTaHo ¢ yyeTtom cT. 29 PepepanbHoro 3akoHa N 323-93 [1]).

KoHcynbTanTlNKoC

www.consultant.ru CrtpaHuua 4 us3 15
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=F62336641F993A7AF3B7462DFB0DBCA15DC8CAD6D14BB5E434690DF996z7U1M
consultantplus://offline/ref=F62336641F993A7AF3B7462DFB0DBCA15DC8CAD6D14BB5E434690DF996z7U1M
consultantplus://offline/ref=F62336641F993A7AF3B7462DFB0DBCA15DC0CFD0DC49B5E434690DF996z7U1M
consultantplus://offline/ref=F62336641F993A7AF3B7462DFB0DBCA15DC0CFD0DC49B5E434690DF996z7U1M
consultantplus://offline/ref=F62336641F993A7AF3B7462DFB0DBCA15DC8CAD6D14BB5E434690DF996711E8DBF73820419703B9Cz0UAM
consultantplus://offline/ref=F62336641F993A7AF3B7462DFB0DBCA15DC8CAD6D14BB5E434690DF996711E8DBF73820419703B9Cz0UAM
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

<lncbMo> Poc3apaBHaa3opa ot 28.12.2012 N 04M1-1311/12
"O nopsiake NpoBeieHNss MOHUTOPVHIa 6e30NacHOCTK [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
MeANUUHCKUX N3Jenun ... [lata coxpaHeHus: 13.03.2018

Bpep - HaHeceHue yuepba 300poBbI0 N0AEN, UMYLLECTBY UIK OKpYyXKatoLLen cpege [7].
CepbesHbli Bpe (Cepbe3Hoe yXyaLleHne COCTOSHNSA 340PO0BbS):

- yrpoxatoLLee XusHu 3abonesaHve nnv TpaBma;

- HeoBpaTMMOoe HapyLleHne CTPOEHUSI UNKU PyHKUMKM OpraHn3ma;

- He0BXOANMOCTb MEAMLIMHCKOrO (XMPYPruieckoro) BMelLaTenbCcTBa Ansi NpeaoTBpalleHms HeobpaTumoro Bpeaa
[61, [11].

OnacHocCTb - NOTEHUManNbHbIN UCTOYHUK Bpeaa [7].

Pwuck - BEPOATHOCTb NPUYNHEHUA Bpeada UIn ycuneHna cteneHn Ta>XeCctn CoOCToAaAHUA OoT NpUu4YnHEHHOro Bpeaa [7],

[8].
Yrpo3a >Xu3Hu 1 300pOBbI0 rpaXK4aH - PUCK:
- cMepTy;
- CEPbe3HOro YXyALeHUs: COCTOSAHWUSA 340POBbS;
- (PyHKUMOHANbHbLIX HapyLeHun y Nnoaa, ero rmbenu, BpOXXAeHHOW aHOManmm unm pogoBomn TpaBMmbl.

BesonacHOCTb MeOWUMHCKOrO u3genust - OTCYTCTBME HeOoMnyCTUMOro pucka Npy MCMONb30BaHUM WU34enus B
YCNoBUSAX, NPegyCMOTPEHHbIX N3rotoBuTenem [7].

BesonacHocTb MeanumMHcKoro nsgenms obecnevmBaeTcs COXpaHeHneM ero akcnnyataumoHHbIX CBOWCTB.

WpaeHTudpukaums um3genusa - yCTaHOBMEHWE COOTBETCTBMS W3AeNWs ero  CyweCTBEHHbIM MNpu3Hakam,
MO3BOMSIOWMM COMNOCTaBUTb AaHHOE W3Aenve KOHKPETHOM TEeXHWYECKOW W IKCMyaTauMOHHOM [AOKYMeHTauum u
pervcTpaumMoHHbIM  OaHHbIM, BKMAOYas Mapky, MOAernb, CepurHblIAi HOMep (HoMep napTuu), HaMMeHOBaHue
nNpon3BoAMTENS.

(paspaboTaHo ¢ yuetom GenepanbHoro 3akoHa N 184-93 [8]).
MpocnexmnBaemMocTb - BO3MOXHOCTb NPOCNEANTb UCTOPUIO, NPUMEHEHWNE UITM MEeCTOHaxoXaeHne nsgenus [9].

HebnaronpusaTHoe coObiTMe (MHUMAOEHT) - ntobble NoGOYHble AEWCTBUS, HE YyKasaHHble B MHCTPYKUMM MO
NPUMEHEHNIO UMW PYKOBOACTBE MO 3KCMnyaTauunm MeOMUMHCKOrO W3Oenusl, HexenaTernbHble peakuun npu ero
npUMeHeHUn, OCODEHHOCTM B3aMMOAEWNCTBUS MEAVLUMHCKMX M3genui Mexay cobon, akTbl U 0B6CTOATENLCTBA,
co3pgatolme yrposy XM3HU U 300pPOBbI0 rpaXdaH M MeOMUMHCKMX PaboTHMKOB MpU MPUMEHEHUM WU 3IKCMyaTauuu
MeanUMHCKMUX nagenui [6], [1].

M3BewweHre no 6e3onacHOCTU - COOBLLEHMEe NPOM3BOAUTENS UMK €ro YNONIHOMOYEHHOrO NPeAcTaBUTENS B OpraH
rocyapCTBEHHOIO KOHTPOMS Ansg MHOPMUPOBAHMS O NMpoM3oLleaLleM B CTpaHe unu 3a pybexom HebnaronpusTHOM
COObITUM, CBA3AHHOM C MEAULIMHCKUM U3L4envem aHHOro Npon3BoauTensi, BBOAUMOM B 0bpalleHne UM Haxogsawmumcs
B obpalleHun Ha TeppuTtopun Poccuiickon ®egepauuu.

YBegomneHve no npobneme 6e3omacHOCTM - COOOLLEHME MPOM3BOAUTENS WM €ro  YrNoSIHOMOYEHHOro
npeactasuTens cybbektam obpalleHns MeaumUnMHCKMX U3genun, kacatwueecs npobnembl 6e3onacHOCTU MeQULMHCKOTO
nsgenus [10].

YBeaomneHne MoXeT OTHOCUTBLCS Kak K OAHOMY M3Aenunio U HebnaronpmaTHOMY COBbITUIO, CBA3AHHOMY C HUM, TaK
W K rpynne m3genui (napTumn, KOHKPETHOMY NEPEYHI0 CEPUIMHBIX HOMEPOB), Ha KOTOPbIE PacnNpPOCTPaHAETCA KOHKPETHOoe
KOppeKTupytoLLee BO3OeNCTBUE.

4. nOpﬂﬂ,OK opraHunsaunm MOHUTOPUHra 6GesonacHocTn
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OueHka 6e30MacHOCTVM MEeAULIMHCKOTO M3enus B NOCTPErMcTpaLunoHHOM nepuoae SIBNSeTcA He MeHee BaXKHbIM
3r1eMeHTOM, Yem obecrieyeHne KOHTPONS UM OLEHKM COOTBETCTBMS W3OENWIA MpU NepBUYHOM BbiMycke B obpalleHue,
MOCKOSIbKY — MCMonb3yeT o6paTHyl0 CBsi3b, 3akiovalollylocs B MHGopMauum o6 MHUMOEHTaX, KavyecTBe U
3P MEKTUBHOCTUN U3AENNUA B YCNOBUSAX MEANLIMHCKOW MPaKTUKK.

MOHUTOPUHI ©e30nMacHOCTU SIBNSIETCA COCTABHOW 4acTbld CUCTEMbl MEHEMKMEHTa KayecTBa M MOXeT ObiTb
BblJESIEH B CAMOCTOSTENBHYIO 3a4ady Ha OCHOBaHWMM npoueccHoro nogxoaa 1ISO 9000 [9].

B pamkax peanusauum 3akoHogaTenbHbIX TpeboBaHWMIA K MOHUTOPUHTY 6e30MacHOCTM MEeAUUMHCKUX WU3L4enui
Npon3BOAMTENSIM MELULMHCKMX M3Oenui (MX ynorHOMOYEHHBLIM MPeACcTaBUTENSM) pekoMeHOyeTcss NpoBoanTbL coop,
06paboTky M aHanua nocTynawlen MHopMaLMn O HebnaronpusiTHbIX COOLITUSAX, CBSI3aHHbIX C MPUMEHEHUEM
MEeOULMHCKNX U3OENnA.

B uensx MOHUTOPUHIa ©es3onacHoCcTM, B TOM u4ucne Ans ocyLiecTBneHua MGpOI’IpVIFlTI/IVI, HanpaBlieHHbIX Ha
npeaoTBpalleHne yrpos XX13Hmn n 30opoBbio YernoBeka npu npuMeHeHmnm MW, pekomeHgyeTcA obecneynTb BO3MOXHOCTb
Mﬂ,eHTVI(*)I/IKaLIMVI N npocnexXmBaHusa n3nenuin ans oueHkn HeobxoaMMocTu NPUMEHEHNA perynAaTopHbIX BO34ENCTBUN, a
TakKxKe rpynn nonb3oBaTtenen K KOTOPbIM 3T BO34EeNCTBNA NPUMEHNUMBbI.

Ona B3aMmMoaencTsvss No BonpocaMm 6e30nacHOCTU C OpraHoOM roCYAapCTBEHHOrO KOHTPOMsA, OpraHusauvsiMu
3QpaBoOXpaHeHusl, NoNb3oBaTeNAMU MeAULMHCKUX U3OEeNuin, OpyrMMu cyGbekTammn obpalleHnst NpousBoaUTENto (ero
YNOITHOMOYEHHOMY NpeacTaBUTENO) pekoMeHOyeTcs OonpedenuTb [OOMMKHOCTHOE IMLUO, OTBETCTBEHHOE 3a 3To
B3aVMMOAEeNCTBME -yNOSTHOMOYEHHOrO Mo 6e30NacHOCTU MeAULMHCKMX U3OENWiA.

4.1. dopmbl coobLeHni 0 HebnaronpuaTHOM COBbITUM

CoobuieHre o HeGﬂaFoanﬂTHOM cobbiTUM He gBnsieTcs Nnpu3HaHMeM Wn3roTtoBuUTeENiEM, Nnonb3oBaTesieM WUnn
nauMeHTOM OTBETCTBEHHOCTM 3a AaHHbIA MHUNOEHT U €ro BO3MOXHbIE NOCeACTBUS.

B cootBeTcTBUMM C TpeboBaHuamn PepepansHoro zakoHa N 323-®3 npoussogutenn (MX YNONHOMOYEHHbIE
npeacrasnTenu) o6sa3aHbl coobwatb B PocaapaBHaasop o ntobbix MOGOYHBLIX AENCTBUSIX, HE YKa3aHHbIX B MHCTPYKLUM
Mo MPUMEHEHMIO UNN PYKOBOACTBE MO 3KCMfyaTauuum MeOULMHCKOrO U3Aenus, HexenaTemnbHbIX peakumsx npu ero
NPUMEHEHNN, OCOBEHHOCTAX B3aMMOAEWCTBUA MEAMLMHCKMX M3genuin mexagy cobon, daktax u obcrosaTenbcrsax,
CO34aloLLMX Yrpo3y XWU3HW U 340POBbIO rPaxaaH U MeauLUMHCKUX paboTHUKOB Npu NpUMeHeHun 1 akcnnyatauun M.

Yrpo3a Xu3HM W 300POBbI0 MOXET oOxBaTbiBaTb N0boe nogobHoe cobbiTve, SBRsOWEEecs pes3ynbTaToM
HeOoCTaTKOB UMM HECOOTBETCTBUM, [OOMNYLLEHHbIX B WHCTPYKUMAX MO 3SKChnyaTauMu WAM Mnpu  UCMoMb30BaHUM
MELMLMHCKOro U3Aenus, a Takke onbKM nonb3oBaTens.

CoobueHne o HC moxeT 6bITb Tpex TUMOB:

- NepBn4HOE n3BelleHne, cogepxxailiee VIHd)OpMaU,VIPO o HC, npounsowieauiem Brnepsble;

- nocnegyllee (4ONONMHUTENbHOE) U3BELLIEHNE, COoAEePKaLLee OOMOSNHSAIOLLYI0 UNN YTOYHSIOLLY MHCPOPMaLMIo O
3apeructpupoBaHHoM HC, koTopas paHee bbina HeAOCTYMHa;

- 3aKknouMTenbHOe Wu3BelleHue, CcoAepallee OKoHyaTenbHylo uHpopmaumo o HC no pesynbtatam
nccrnegoBaHus NPoM3BOANTENS (3aKIHOYUTENBbHBIM OTYET MOXET ObITh Takke NepBbIM OTHETOM).

3akntountenbHoe coobLLeHNE MOXET coaepxatb rlop,p06Hoe Nn3noxeHue (OT‘-IeT) pe3ynbTaTtoB paccrieqoBaHUA
npon3soaunTend no (*)aKTaM BbIABJ1IEHHbIX HeGJ'IaFOI'IpVIﬂTHbIX cobbiTun.

M3BeweHne gaBnsgeTca  GOPMON  OOKYMEHTMPOBAHHOMO  cooOLieHuss o  HebnaronpusatHoM  cobbITuu,
npousoLlesliemM B CTpaHe Unu 3a pybexom C usgenvem, Haxogswmumcs B obpalleHum Ha Tepputopun Poccuiickon
depepaumm, B uensax MHPOPMMPOBaAHUS OpraHa rocyapCTBEHHOIO KOHTPONSA, PErMCTpauun cobbITUS 1 NPUHATUSE Mep
MO BbISICHEHWIO MPUYUH, YCTPAHEHWIO MOCNEACTBUIA U NPeaynpeXaeHnio NOBTOPEHUIN gaHHOro cobbitua. [daHHas dopma
coo0LLEeHns aBnseTca yHMBepcanbHOM Ansl BceX CyObeKkToB obpalleHus.

CopnepxaHue N3BelleHns o HC 1 pekoMmeHaaLmm Nno 3anonHeHuio npuseaeHsl B MNpunoxeHuu.

MpeanoyTnTEnbHOM HOPMON HanpaBneHns MHPoOpMaLMM 0 HEGNAronpUSTHbIX COOLITUSAX ABMSIETCS 3anofIHEHNE
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3AMEKTPOHHOM (POPMbI U3BELLEHNA C MCMOMb30BaHMEM MEPCOHANN3NPOBAHHOIO OCTyNna B WHOPMAaLMOHHBIA pecypc
"MoHuUTOpPUHI MegnumHckmx nagenun" AUC PocsgpasHaasopa.

[na nonydyeHus nepcoHanu3npoBaHHOrO AOCTyNa B AaHHbIA MHOpMaLUnoHHbIM pecypc AUC PocagpasHaasopa
HeoOxogvMMa perucTpauus ynorHoModeHHoro no ©6esonacHoctn MW B nopsigke, OMMCaHHOM B WMHAOPMAaLMOHHOM
nuceme PocsgpaBHagsopa ot 15.08.2012 N 04U1-749/12 (mocTtynHO Ha odmumanbHom cante PocagpaBHagsopa no
agpecy: http://roszdravnadzor.ru/i/upload/files/1345038601.55156-31189.pdf).

CoobleHnss MOXHO  HampaBuTb B ()OPME  3MEKTPOHHOTO  [OKYMEHTA Ha  3NEKTPOHHbIN  agpec
mdvigilance@roszdravnadzor.ru, a Takke Ha GyMmaxxHoM HocuTene no agpecy 109074, Mockea, CnaesiHckasa nnowagp,
4, ctp. 1.

4.2. lMopsAaoK NPUHATMS peLleHns 0 coobLueHun

4.2.1. TlpuHATNE pelleHuss O HeobXxoOoMMOCTU COOGLIEHUs O HebnaronpuUATHOM COBbITUM C MeOULIMHCKUM
n3genuemM JomKHO OCHOBLIBATLCS Ha €ro COOTBETCTBUN BCEM TPEM OCHOBHBLIM KPUTEPUSAM:

- cobbITne npon3oLwno ¢ yqactmem msgenma gaHHoro npom3sognuTens,
- cobbITHE HenocpencTBeHHO CBA3aHO C nsgernnem;

- cobGbITne npuBeno unn Mormno npmMBectn K NpUYNHEHUKD Bpeaa 300pO0Bbio rpaxaaH, BKIw4Yaa CcMepTb UIun
cepbe3Hoe noBpexaeHune.

[aHHble kpuTepun onpegensaT NOPAA0K 4ENCTBUN:

1) Ecnv npoun3BoanTernto U3 Kakux-nnbo MCTOYHMKOB CTAHOBUTCS U3BECTHA MHAOPMaLMs, KacatoLasica coobITUIA,
KOTOpble MNPOM3OLWINM C €ero M3genvem, OH [AOMMKEH OUEHWUTb MPUYMHHO-CIIEACTBEHHYH CBSA3b 3TOr0 COObLITUS C
nsgenvem.

Mpu oLeHKe B3aMMOCBSI3M MeXOyY U3OenuemM u cobbiTueM NPoOU3BOOUTENL MOXET YUYNTbLIBATL:

- MHeHue cneumanucTa B cpepe 30paBOOXpaHEHMS;

- MHOPMALMIO O NpeabIAYLLMX aHaNOMMYHbIX COBLITUSIX;

- TEHAEHUMM NpeTeH3ni (kanob, peknamauunin);

- OPYry0 UMEIOLLYIOCS Y HEFO MHAOPMAaLUIO.

2) Ecnn Takas B3aMMOCBSI3b YCTa@HOBIEHa, crieqyeT OrnpenerniuTb Ha OCHOBaHUM MOJTyYEHHOW MHGOpMaumi,
NpuBEeno Nn cobbiTe K MPUYMHEHMIO Bpeaa 340POBbI UMM MOrMo Obl 3TO COObITUE NMPUBECTM K MPUYUHEHUIO Bpeaa,

BKITHOYas CMepTb UMM Cepbe3HOe NOBPEXAEHME, B Crlyvae ero NoBTOPEHMUs.

3) B Clly4qae COOTBETCTBUA BCEM KpUTEPUAM U MNPUHATUN pelleHna O HanpaBlieHUn V3BeLeHus, cnenyet
BKITIOYNTL B HETO VIH(*)OpMaLI,VII-O, KOTOpaaA MOXeT NoBJINATb HAa NOHMMaHNE N OLEHKY He6J'IaI'OI'IpVIFITHOFO cobbiTus.

B kauecTBe 06LLero npuHUMna, B criydae COMHEHUA B HEOOXOOUMOCTU COOOLLEHNS O COBLITUM CrnepyeT nydwe
COOOLLNTL, YeM He coobLlaTb.

MsBeweHne o HC ot npoussoguTens, B otnuume oT M3BelleHunid oT Opyrnx CybbekToB obpalleHusi, MoxeT
cogepxatb MHOPMAUMIO O MPeanpuHATLIX UNW npegnonaraemblX OENCTBUAX MPOM3BOAMTENS B CBA3W C AaHHbIM
cobbiTneM (MpunoxeHue).

4) Ecnun nocrne nonyyYeHus npovsBoguTenem coobLleHns O npou3owellemM CobbITuM He yaanocb OAHO3HAYHO
YCTaHOBUTb NMPUYNHHO-CNIEACTBEHHYIO CBS3b C U3AenveM, Npon3BoanTernto, TeM He MeHee, pekoOMeHayeTCs HanpasuTb
nepBMYHOE U3BELLEeHNE B YCTaHOBIEHHbIE CPOKU (CM. M. 4.3).

B atom cny4vae Oonee I'IOﬂ,p06HaFI VIH(*)OpMaLI,VIFI npegcraBndeTtca B OONOJIHUTENIbHbIX W3BEWEHNAX O
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HebnaronpMsTHOM COObITUN.

4.2.2. [lononHUTENeHO NPOM3BOANTENSAM MEAMLMHCKUX U3OEenuiA B CPOKM, yKasaHHble B M. 4.3, pekomeHayeTcs
nHdopmmupoBaTtb PocaapaBHag3op o criegyowmx dakrtax u obcTosTenscTeax:

- OT3bIB NPOAYKLNN;

- MpeKpaLlLleHne BbINycka;

- BO3BpaT N3genusa nponu3BoanTernto;

- Mmoandukaumsa n3genus (Bkrovas nporpaMmHoe obecrneveHne, AOKyMEHTaLMI0);

- obMeH usgenus, B TOM YnCre B CBA3M € NpobrnemMamm KayecTBa;

- YHUHTOXEHNE U3nenus;

- OONOSHUTENbHBIX PEKOMEHOAUUAX NPOM3BOAUTENSA B OTHOLLUEHWM UCMONb3OBaHUA M3genusa (Hanpumep, korga
n3genusa yxe HeT Ha PbIHKE WM He NPOWU3BOAMTCS, HO BCE elle, BO3MOXHO, OyaeT B MCNONb30BaHWW, HanpuMmep,
uMnnaHTaTbl);

- peLueHus 3apyGeXkHbIX PErynNATOPHLIX OPraHoB Mo orpaHnyeHnto obpatueHns M.

MepeuncneHHble cBedeHWs MoryT OblTb npeacTaeneHsl B PocagpaBHagsop npovsBoauTeneM B dopme
nsselleHnss o HC nnu6o B BMOE NMcbMa-yBedOMIEHUS.

4.3. Cpoku coobLeHun o HebnaronpmuaTHOM CoBbITUN

B cootBeTcTBUM C Mpuka3om MuHucTepcTBa 3apaBooxpaHeHus Poccunckon ®epgepaumm ot 20.06.2012 N 12H [3]
nHdopmaLms 0 HeGNaronpUATHBIX COBLITUSIX NOANEXNT HanpaBneHuto B PocaapaBHaasop B TeveHne 20 gHeN.

[aHHoe TpeboBaHMe sBnsieTcss OOWMM Ons CyObEKTOB ObOpalleHust M pacnpoCcTpaHsieTcs Ha coobLieHns o
cTaBwWux mnsBecTtHbiMn haktax HC, koTopble HanpaensoTca B Buge M3seweHun (cMm. n. 4.1). PermameHTMpOBaHHbIX
CPOKOB MO HanpaeneHuo Yesegomnenui (cm. n. 4.5) n OtyetoB no 6GesonacHoctTn (cMm. n. 4.4) HeT, ogHaKo
NPON3BOAMTENIO NPU CaMOCTOATENbHOM ONpeaeneHnn CPOKOB NpedoCTaBneHns Taknx coobLueHni cneagyeT yuuTbiBaTbh
Ba)KHOCTb TakoW WHQOpPMauMu Ana npeaynpexaeHus BO3MOXHbIX HebnaronpuaTHbIX COObITUIA, KOTOpble MOryT
BO3HWKHYTb U3-3a OTCYTCTBMSA MHpOpMaLmn, C y4ETOM THXKECTN BO3MOXHOTO Bpeaa.

Otcuet CpoOKa npeactaBlieHusA I/IHCbOpMaLI,I/IM o HC B Pocsp,paBHa,qsop BegeTcaA C MOMeHTa MNOoCTynneHusA
HpOMSBOﬂMTeﬂK)CBeﬂeHMﬂ,HO3BOHHKMHMXZ

- ngeHTUMUMpoBaTb usgenve;

- naeHTUMLUMpoBaTh OTNpaBuTens;

- NoNy4nTb onMncaHne xapakrepa v nocnegctasum HC.

B uensx obecneyeHuns 3awwmTbl XU3HU U 300pOBbs CyObeKkToB obpalleHns MeguUUHCKUX U34enuin, nHdopmaumo
0 HebnaronpuATHbIX COObLITUAX, NMPEACTaBNSANLINX 3HAYUTENbHYK Yrpo3y, peKkoMeHayeTcsl NpeAacTaBnAtb B Oornee

cXKaTble CPOKM.

Cpoku npegocTaBneHns cBegeHnn o HebnaronpmuaTHOM CoBbITUN

Tun coBelTMA Cpok coofueHnsa
CepbesHasa yrposa 3IO0POBbI0 HemensieHHO nocJjie TOTO, Kak
HaceJleHusa - JoOOM Tul COOHTUA, NPOMU3BOONTENIE YCTAaHOBMJI CBSA3b MeXIy
KOTOpOEe MNPMBOINT K HEM3OEKHBIM COOEITMEM M MEAOMUMHCKMYM MU3OeJIMeM, HO
pUcCKaM CMepTy, CEPbE3HHX TpaBM UM |He no3nHee 2-xX OHEM CO IOHsA, koInna
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cepbesHEX 3abojieBaHUM, KOTOPHE
MOTYT HOTpeBOBaTb CPOUWHEIX Mep IO
MCIPaBJIEHNIO I[1OJIOXKEHMA

IPOU3BOOUTEJIO CTaJIO M3BECTHO O
COOHITUM

CMepTh UJIM Cepbe3HBM Bpel 3O0POBLI0
(yrpoxamumee XM3HM 3aboJieBaHMEe WMIIMU
TpaBMa;

HeoOpaTUMOEe HapylleHMe CTPOEHUS WU
byHKUMM OpTaHmU3Ma;

HeOoOXOOVMMOCTE MEIOULMHCKOTO

HemMenjieHHO moOCJjie TOTO, Kak
IPOMU3BOOUTENIE YCTAHOBMJI CBS3b MEXIY
COOHITHMEM M MEOULMVHCKUM U3IOEJIMEM,

HO He nosngHee 10 mHeM co OHG, KoTrma
IPOM3BOOUTEJIO CTAJIO M3BECTHO

O COOHTUMN

BMellaTeJIbCTBa IJIS NPpenoTBpalleHus
HeoOpaTMUMOT'O Bpena)

VHEIE COOBITMSA (BCe HEeBJIAaTONPMATHHE
COOBITMS, IO KOTOPHM He TpebyeTcsd
COKpalleHMsI CPOKOB COOOIEHMN)

B Onmxarimee BpeMs IIOCJIe TOTO, Kak
IPOMU3BOOUTENIE YCTAHOBMJI CBS3b MEXIY
COOHITHMEM M MEOULMVHCKUM U3OEJMEeM, HO
He nospHee 20 OHeM CO OHA, KOoT'Ia
IPOM3BOOUTEJIO CTAJIO M3BECTHO O
COOHITUM

4.4. [leicTBMA opraHa rocyjapCTBEHHOIO KOHTPOIs

CornacHo [lonoxeHuo 0 rocygapCTBEHHOM KOHTpoOre 3a obpalleHnemM MeOuuUMHCKUX u3genvi, yTBEPKOEeHHOMY
noctaHoeneHmem [paButensctea Poccuiickon depepaumm ot 25.09.2012 N 970, n. 13, B cnyyae BO3HWKHOBEHMS
yrpo3bl MO0 MpUYMHEHMS Bpeda >KU3HW, 300POBbI0 rpaXaaH U MeOUUMHCKMX pabOTHMKOB OpraH rocyaapCTBEHHOMO
KOHTPOIMS NPUHUMAET peLleHne O NPUOCTaHOBMEHUN NPUMEHEHNS MEANLIMHCKOrO U3aenus.

[OmKHOCTHbIE NMLA OpraHa rocy4apCTBEHHOIO KOHTPOSA OCYLLeCTBNSAIT 0T60p 06pasLoB MeANLIMHCKUX N3Aenni
N OpraHu3ylT MpoBeAeHUEe WCCNEeAOBaHUA W UCMbITaHWA 00pasuoB MeAUMUMHCKUX M3OenvWiA B OpraHusaumsax B
COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccuiickon ®eaepaunn.

Konumn pe3ynbTaTtoB NpoOBeAEHHbIX nccnegoBaHnin U UCNbITaHUN 06pa3LI,OB MeANLMHCKMUX U3aennin HanpaBnAlTCA
npoussBoanTento MeanuuHCKOro msgenna unn ero ynosiHoMoYeHHoMy npencrtaBuTento, rpaxgaHuHy, ropunamndyeckomy
muy U nHamemnayanbHOMY npeanpuHnMaTtento, y KOTopbiX ObINn N3bAT o6pa3eu MeaNLIMHCKOro n3aenua.

B cnyyae ycTaHoBneHust hakToB M OOCTOSTENbCTB, CO3AAlOLUMX Yrpo3y »M3HW, 300POBbI0 rpaxkdaH U
MEAMLMHCKUX paboTHMKOB NpY NPUMEHEHUN U 3KCMyaTauuv MeauUUHCKMX U3aenuii, NoaTBepXaeHHbIX pesynbTatamm
NnpoBedeHHbIX UCCNeaoBaHun U UCMbITaHUA 00pasLoB MeOULMHCKUX W3OENuii, opraH rocydapCTBEHHOro KOHTPOnS
NPUHMMAaET Mepbl MO NPeAYNPEXAEeHUI0 Y NPEeCeYeHUI0 BbISIBTIEHHbIX HapyLUEHWIA.

B cooTtBeTcTBMM C 4YacTbto 6 cTtatbm 96 depepanbHoro 3akoHa N 323-O3 Takmmu Mepamu SABNAOTCA
MPUOCTAHOBIIEHNE MPUMEHEHUS WNN U3bATME W3 OOpalleHWst Takoro MEAMWLMHCKOro Mu3Oenust Mo peLueHuto
PocsapaBHagsopa.

OpraH rocygapCTBEHHOTO KOHTPOSS NPUHUMAET peLleHne 0 BO30OHOBMEHNN MPUMEHEHUS MEOULMHCKUX M3OEeNnUi
B criyyae, ecnu ¢aktbl U 0OCTOATENLCTBA, CO3AAILLME YIPO3Y XKU3HW, 3A40POBbLI0 rpaXaaH U MeAULMHCKUX paboTHUKOB
Npyv MpPUMEHEHMU W 3KchAyaTauum MEeOUUMHCKUX W3OENWi, He NoATBepXAeHbl pe3ynbTaTamMmy MNpOBEAEHHbIX
nccnegoBaHui U UCNbITaHWIA 06pa3yoB MEOQNLMHCKNX U3OENUNA.

Hapsigy ¢ aTum nponsBoguTenb MeguLMHCKOro U3fenust MoXeT npeacTtaBute B PocagpaBHagsop nHdopmaumo o
pesynbTatax CaMOCTOSITENbHOrO paccrnefoBaHusi AaHHOro HebnaronpusaTHOro CoObITUS,, 3KCMEPTU3 WM UCTbITaHW
OaHHOro MedULMHCKOrO M3Aenusl, a Takke NPeAnpUHSTLIX OEUCTBUSIX, HANpPaBfeHHbIX Ha 3alnTy KU3HU U 300POBbS
MauMeHToB U MeauuuHckux paboTHukoB. [aHHas uHdopMauuss MoxeT OblTb npeactaBrneHa B dopmaTte
AOMNONHUTENbHONO UM OKOHYaTelrlbHOro wm3BelweHuda o H66HaFOI'IpVI$|THOM C06bITI/II/I, yBe,ElOMHeHVIFI nnn ot4yeta no
©e3onacHocTu.

4.5. YBegomMmneHue no 6e3onacHoCT MeauLUHCKUX n3nenuin

B uensx 3awmuTbl XU3HU W 340POBbS FPaxaaH NPOU3BOAMTENW MEAMUMHCKUX U3AENUA MOTyT UH(OPMUPOBATh
CyObekTbl 00palleHnss MeOMUMHCKUX W3Oenuii O HOBbIX [AaHHbIX W AOMOMHUTEMbHbIX Mepax Mo 6e3onacHocTu
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MEeAVUMHCKMX U3OAenui, B TOM YUCre - O OeNCTBUSX npou3BoauTensd no obecneyeHnto 6esonacHoct MU, a Takke
Mepax, MPUHATBIX B OTHOLWEHUN MW 3apyGexHbIMU perynsTopHbIMU OpraHamu.

[na aTux uenen NpousBoAUTENEM MOTYT pacchinatbCsl YBEAOMIEHMS MO 6e30MacHOCTU MEANLMHCKUX U3Oennii
(nanee - YBegomreHue).

YBegomneHve MoxeT ObiTb BbIMyLLEHO B CBA3U C BbiIBNEHNEM HeGNaronpusTHbIX COObITUR, a Takke haKkToB U
00CTOATENBLCTB, NepPeYnCneHHbIX B M. 4.2.2 HAaCTOSILLMX PEKOMEHAALMNA.

B YBenomneHune uenecoobpasHo BKMoYaTb CrieayoLyo MHGOOopMaLmio:

- YeTKoe pasnuMuMMbIA 3aronoBok "YBegomneHne no 6Ge3onacHOCTU" Ha cCamMOM yBeOOMIEHWW, E€CIIN OHO
OTNpaBnsAeTCcs No noyTe, ANEKTPOHHOWN NoYTe unn no dakcy;

- B cnydvae, ecnu YBeOoMmIieHVWe CBSA3aHO C HebnaronpuaTHbIMU COBLITUAMMW, YyKa3aHue PerucTpaumoHHbIX
HomepoB 3anucen o6 atux cobeiTuax B AUC Poc3apaBHagsopa;

- YKa3aHue Kateropum agpecartos, KOTOpOVI npegHasHa4YeHo YBeaomneHue;

- yKasaHue wu3genun (HauMeHoBaHWs, MOAEnNW, CepuHble HOMepa, HoMepa napTui), Ha KoTopble
pacnpocTpaHseTcs AaHHOe YBe4OMITIEHNE;

- W3NOXEHWe MepOonpUSATUA, HanpaBfieHHbIX Ha obecneyeHne 6e30nMacHOCTU M3Aenusl, BKMHOYask OMMcaHue
npobnembl 6€30MacHOCTH, €€ NPUYKH;

- YeTKoe onnmcaHne BO3MOXHbIX I'Ip06J'IeM ©e30nacHOCTUN, CBSI3aHHbIX C HenpaBwUJibHbIM (byHKLI,I/IOHI/IpOBaHI/IeM
n3genna nnn ero HecooTeeTCcTBMeM yCTaHOBIT1EHHbIM Tpe6OBaHI/IFIM;

- pekomeHgyemble OEencTBus, KOTOpbIe AOOJIKHbI ObITb npeanpuHATbl nony4yarenem YBeoomneHus, BKN4Yas
pekomMmeHaaunn ana nuu, KotTopble paHee Ucrnosib3oBanu Uunn npuMeHAann gaHHoe nsgernue;

- B CInyyae HeobXoQUMOCTW, BPEMEHHble paMKW, B KOTOPbIX [OENCTBMS [OSDKHbI OblTb MPEANPUHSATDHI
npoussoanTesiemM 1 nonb3oBaTesem;

- KOHTaKTbl YMOMHOMOYEHHOro no 6es3onacHoOCTW ANs MONyYeHWst AOMONHUTENbHOW WHGOopMaumMM B obnactu
6e3onacHocTu.

Konuto "YBegomneHus no 6esonacHoctn" pekomeHayeTcsa Hanpasutbe B Poc3gpaBHaasop.

YBeaoMneHns He JOIMKHbI COAepXaTb CBEAEHNS] PEKNAaMHOMO XxapakTepa, a Takke 3aBeJoMO JI0XKHble CBEOEHNS O
kauyecTtBe, adppekTuBHOCTU 1 BesonacHocTn MU.

Ll,enecoo6pa3Ho BKITlO4EeHUE B TEKCT yBeOOMIT1eHUA CCbIJTOK Ha NCTOYHUKHU MH(bOpMaLLI/IM.

5. Cnucok nuteparypsl

1 denmepanibHBlL 3akoH oT 21.11.2011 N 323-03 "OO oCHOBax OXPaHH
300POBbSA T'paxiaH B Poccurickon denmepaumm"

2 [locTaHnoBueHue I[lpaBuTenbcTBa Poccurickonm demepaumm ot 25.09.2012 N
970 "O6 yTBepxIeHUM [IOJIOXEHMS O T'OCYINapCTBEHHOM KOHTPOJIE 3a
obpalleHueM MeOMUMHCKMUX usneymi'"

3 [Ipukas MuMHMCTEepPCTBa 3IOpPaBooxXpaHeHMus PoccumickoyM demepalum OT
20.06.2012 N 12u "O6 yrBepxmeHuu Ilopsmka coobmeHMus cyObeKTamm
obpalleHnsa MeOMLUMHCKMX M3IOeJuy 000 BCeX CJllydasxX BBIABJIEHUS [TOOOWHEIX
OeCTBUM, He YKas3aHHHX B MHCTPYKLUUM 10 NPUMEHEHMI UJIM PYKOBOICTBE
IO BKCIJIyaTaluuMy MeOULMHCKOTO M3IOeJNMd, O HeXeJlaTeJIbHHEX pPeakKLUMax IIPpU
ero npuMeHeHuMr, OO0 OCOOEHHOCTAX B3aUMMONEMCTBUA MEOMLUMHCKUX M3IOeJIUN
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Mexay coboM, o dakTax M 00 0OCTOATEJIECTBAX, CO3NAKIMUX YyIPO3Y XU3HU
¥ 3I0POBLI T'PaxiaH M MEeIUUMHCKUX PaOOTHUKOB IIPU IPUMEHEHUM U
SKCIUTyaTaluM MeIULIVHCKUX usneyani"

[IocTaHoBJeHMe IlIpaBuTenbcTBa Poccumckon demepaumm ot 30.06.2004 N
323 (B penmaxkuum nocraHoBJeHMsa [IlpaBurenscrBa PO or 19.06.2012 N 614)
"O6 yTBepxneHuu [lojioxeHusa o dermepalibHOM ciyxOe IO Han3o0py B cdepe
3npaBooxpaHeHmsa"”

TOCT P MCO 15225-2003 - HoMmeHkJaTypa. HoMeHKJIaTypa HOaHHBIX 10
MEIMUMHCKYM M3IOeNMAM IJIsg MHOOPMALMOHHOTO OOMeHa

TOCT P UCO/TC 19218-2008 - Vzmenusa MemuumHcCkye. CTPYKTypa KONOB
BUIOOB ¥ NPWYMH HeBJIATONPUSATHEX COOBITUM

I'OCT P MCO 14971-2009 - V3pmenmus MeIMUMHCKMKE. [IpMMeHeHMEe MeHeIXMeHTa
pUCKa K MEeIMUMHCKMM M3OeJIMSaM

denepalibHBL 3akKoH OoT 27.12.2002 N 184-03 "O TexXHMUECKOM
perynupoBaHum"

TOCT P MCO 9000-2001 - CucTeMmbBl MeHeIXMeHTa kauecTBa. OCHOBHEE
[IOJIOXEHNVS UM CJIOBaphb

10

GHTF/SG2/N57R8:2006 — FD - Medical Devices Post Market
Surveillance: Content of Field Safety Notices

11

GHTF/SG2/N54R8:2006 - FD - Medical Devices Post Market
Surveillance: Global Guidance for Adverse Event Reporting for
Medical Devices

12

GHTF/SG1/N055:2009 - Definitions of the Terms Manufacturer,
Authorised Representative, Distributor and Importer

MpunoxeHne

Kk MNopsigky NpoBeAeHUs MOHUTOPUWHIa
©e30MacHOCTM MeaULUMHCKNX U3aenNui
4nsa npousBoguTenen (aepxarenen
PErMCTPaLMOHHbLIX YAOCTOBEPEHNIA)

MeOULMHCKUX U3aenui

NOPAOOK 3ANONHEHUA N3BELWEHWA O HEBNATOMNPUATHOM COBbITUN

dopma N3BeLueHns npusegeHa Huxe.

TEKCTOM.

(NyHKTOB) 3a MCKMOYEHNEM HEOOXOAMMbIX NOSICHEHWUIA, KOTOPbIE BHOCATCS MUCBMEHHO.

Mons CbOprI 3anonHstoTcsa 6es COKan.leHVIVI Ha PYCCKOM A3blKke pa360p‘-II/IBbIM no4yepkomMm minnM mMalnHOMNCHbIM

BHocrumas nHdopmaums JormkHa 6bITb MakcMMarbHO NOSIHOW, JOCTOBEPHON U aKTyarbHOW.

NHdbopmauus B norsi, cogepkalime nepeyHn ans Bbioopa, BHOCMTCA NyTeM OTMETKM COOTBETCTBYIOLLEIO MyHKTa

VlH(bOpMaLI,I/Iﬂ o0 MW 3anonHsieTca Ha OCHOBAHUM WMMELLMXCS B HanmMyuu OOKYMEHTOB, KaK TO: nacnopTa,

dopmMmynsapa, KomMu perncrpauvoHHOro YOOCTOBEpPEeHUs, cepTudumkata COOTBETCTBMS, PYKOBOACTBa MONb30BaTEnSs,
rapaHTUMHOro TanoHa u T.M.

KoHcynbTaHTINOC
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<lncbMo> Poc3apaBHaa3opa ot 28.12.2012 N 04M1-1311/12
"O nopsiake NpoBeieHNss MOHUTOPVHIa 6e30NacHOCTK [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
MeANUUHCKUX N3Jenun ... [lata coxpaHeHus: 13.03.2018

Ona npentndmkauun noctpagaswero (M. N noctpagaslero) moxet wmcnonb3oBatbcss CHAJIC unu Homep
JOKYMEHTa, YOO0CTOBEPSIOLLEro NMMYHOCTL C yKasaHWEM BuAa AOKYMEHTA.

Ons vpoeHTndukauum megpaboTtHuka (Mg, N mMegpaboTHMKa) MOXET MCnonb3oBaTbCs KOA4 B peructpe
mMeguumHckux paboTtHukos, MHH nnn CHUJIC ¢ ykasaHuem Buaa koga.

damnnug, ums, 0OTYECTBO NoCcTpadaBsLlero, MeapaboTHUKa UM NHAMBMAYANbHOIO NONb30BaTeNs, a Takke aapec
nocTpajasLlero unv WHAMBMAYanNbHOro MOMb30BaTenNsl YyKasblBalOTCA TOMbKO C WX COrfacus B COOTBETCTBUM C
denepanbHbIiM 3akoHoM oT 27.07.2006 N 152-03 "O nepcoHanbHbIX AaHHbIX".

NaoeHTndukatopamy ns3genus aenstoTcs ero HaMeHoBaHue, Mapka, Mogenb, 3aBOACKON (CEPUMHbIN) HOMEP UMK
HOMep NapTuK, HOMEeP rocy4apCTBEHHOMO peecTpa MeAMLMHCKMX U3genuin (perncTpaumoHHOro YA0CTOBEPEHMS).

NaoeHTndukatopamy opraHusaumn (Npou3BOAUTENS, MEOMUMHCKOW wunu ¢apmMaueBTUYECKON OpraHvM3auuu,
CEPBUCHON OpraHusaumn u T.4.) ABNATCSA ee HanmeHoBaHue, opuagndeckni agpec, kog MHH unun OMPH (c ykaszaHuem
BMAa koga).

KOHTaKkTHble AaHHble LOSMKHbI coaepxaTtb Teﬂe(bOH, agpec SﬂeKTpOHHOVI NOYTHI, (bammnmo, nM4d, 0T4eCTBO
KOHTaKTHOro jinua, no3Bosidlowne npum HeobxogumMocTn obecneunTb nornyvyeHne OOonoJIHUTENbHbIX cBeaeHun o HC.

MuHumaneHbIn 06beM AaHHbIX B coobuieHmn o HC onpemeneH npukazom MuHUCTepCTBa 34paBOOXpPaHEHUs
Poccuiickon ®epepaumm ot 20.06.2012 N 12H [3]:

1) cBegeHus o cybbekTe obpalleHnss MeAULMHCKUX U3OENNIA:

a) NnonHoe HanMeHOoBaHWe N OopraHn3alMOHHO-NpaBoBas cbopma, agpec MeCToHaxoXxageHuna - Ana ropungny4eckmnx
nn;

0) dhamunusa, nma n oT4eCTBO (MOCNEAHee - MPU HanMuuM), agpec MeCTOXUTENbLCTBA - ANs PUINYECKUX N, B
TOM Yucne MHAMBUAYanbHbIX NpeanpuHuMaTenen;

B) HOMEp KOHTaKTHOro ternedoHa;
r) agpec 3nNeKTPOHHOM NOYThI (NPY HanNu4uu);

2) HaMMeHOBaHMe MEMLIMHCKOTO W3denus, B OTHOLUEHMM KOTOPOro BbisiBrieHbl HC, ¢ ykasaHuem 3aBOACKOro
HoMepa;

3) HameHoBaHMe NPOU3BOAUTENS MEOULIMHCKOTO U3OEeNNs;
4) onncanne HC (B cnyvae, ecrnv MeTCH Takue CBeAeHus).

B cny4ae HeobX0AMMOCTU MOXHO U3MNOXUTb AONONHUTENbHbIE CBEAEHUS npunoxeHmem Ha oTaeribHOM JIUCTe.

MOHUTOPVHT' BE3ONACHOCTY MEIVLIVHCKUX WU3LEJVNA

VI3BEIEHNE
O HeOJaronpmMATHOM COOHTUM (MHUMIOEHTE), ‘ ‘
CBA3aHHOM C IPVMMEHEeHMEeM MEeOULMHCKOTO M3OeJins

Homep m3pemenus o HC B ANC

J0-00-0uuo

IaTa npuHATMA K ydeTy B ANMC

JicTouHMK MHOOpMaLMU Mcxon Bun coofmeHusa
D npomsBoOoOMUTENl b (Hpe,ﬂCTaBMTe.ﬂb) D CMepPThb D IepBuUYHOE
|:| IUCTPUOLIOTOP (MOCTaBIMK) |:| yTpaTa TPyIZOCHOCOOHOCTU |:| nocrnenymwiee
KoHcynbTanTlNKoC
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<MucbMo> Poc3apaBHaasopa ot 28.12.2012 N 04M1-1311/12
"O nopsiake npoBeAeHNs MOHUTOPUHra 6e30MacHOCTM
MEANLMHCKMX U3aenui ...

[JokymeHT npegoctasneH KoHcynbTaHTINOC

[ata coxpaHeHus: 13.03.2018

MeOMUVHCKAaa OpraHu3aumnd BEI3IOPOBJIEHME C MOCJIeNCTBUAMA |:| BaKJIUNTEJIbHOE

cepBMCHas opTraHM3auus cocToAHue Oe3 U3MEeHeHUM

Homep mnpepeimymero
N3BEIleHNA
(ona BCcex KpoMme
NEPBUYHOTO)

CTpaxoBasd opraHm3aumsd YIIy4dlleHre COCTOSHUA

MeIMUMHCKMM CHeluanmcT BHI3IOPOBJIeHMEe 6e3 MoCyenCcTBUM
nauueHT HEeIlpVMEeHMO
MHHMEMHyaﬂbHHﬁ IIOJIE30BATEJIb

HEeus3BEeCTHO

PEeryJATOPHEY OpTaH mHOe (ykasarTh) :

N N N I I N

uHOe (yKasaThb) :

N N I N Ny A Iy A

OnmcaHue COOBITMA:

Jo-ud-ouun

JIara coOvlTUS

VneHTUOMKaLUMOHHEY HOMep HC
(BHYTPEHHMM B OpTaHM3alumn)

IocTpagaBWmi : I[IpMYMHEHHE Bpemn: MecTOo COOBITHUA:

NauMeHT Ha I0OMYy CMEpThb |:| B OpraHM3auum 3IpaBOOXPaHEHUI

aMOyJIaTOPHEIM MNalUMeHT yrpoxaolee XM3HU IIOpaxeHue Ha IoMy

CTalUMOHAPHENT NalUeHT HEeYCTPaHMMEI BPEel 3I0POBBIO mHOe (ykasarTh) :

1]

MeIMUMHCKMM IepCcOoHall TpebyeTcsa BMellaTeJIbCTBO HapymeHue paboTh U3OenMA
HapymeHne QyHKLUVOHMPOBAHUS
noCeTUTeN b HEODBXOOUMOCTE
rocnuTanmMlaunmn
HEKOPPEeKTHEIE [OKa3aHMA
TeXHUYEeCKUM NepcoHal HapylleHre IeecrnocobHoCTu
yHOe (yKasaTh) :

MHOVMBUOYAJBHE I10JIb30BaTElb HapyumeHue rJjona, CMepThb

N I N I N O I Ny
N N I

N I N N I A I B

niona
OTCYyTCTBYyET
MHOe (yKasaThb) : nHoe (yKasaThb)
OTCyTCTBYyET OTCYyTCTBYyeET
IlanHele 00 M3OENUuM:
Kon Buma m3pmenus
HammMmeHOBaHUE MEIMIIMHCKOI'O M3Oejinda MapKa, MOLOeJlb MU3Oejinda

[:l HBMIA / |:| GMDN

| | |

3aBOICKOM (CepPMIHEIL) Bepcua nporpaMMHOTO
Homep/ NponyKTa

VIHBEHTapHLEIL HOMEp

Homep napTum

Mocrarummk (OKIIO, HamMeHOBaHME)

Homep rocpeecTpa MU
(N PY)

Knacc pucka msnenus

Jo-ud-0udn to-otd-ootd od-bo-goo

JaTa BEHIIyCKa IlaTa npuobpeTeHus JlaTa ucredeHus cCpoka

TOOHOCTM

COBMECTHO MCHOJIb3yeMHe U3Nenrs (eCly NPUMEHMMO) :

0:0=0=0:

Cpox cryx0Obl '

Pecypc (ecyim NPMMEHMMO)

(_l(_]~r1 rw .r} rw rw rw rw llaHHOE M3TesMe MCIOJIb30BaJloCh paHee

KoHcynbTaHTINOC

www.consultant.ru
HaeXHas npaBoBas noaaepXxkKa

CrtpaHuua 13 n3 15


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

<MucbMo> Poc3apaBHaasopa ot 28.12.2012 N 04M1-1311/12
"O nopsiake npoBeAeHNs MOHUTOPUHra 6e30MacHOCTM
MEANLMHCKMX U3aenui ...

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 13.03.2018

Lt JJ JrJrJrd L

JaTa mnocienHero
MCIIOJIb30BaHUA

Vizmenve OIOHOKPATHOTO NPMMEHEHMA

U3pesnue MUCHOJIB30BaJIOCh CaMOCTOATEJIBHO

VMniaHTUpyeMoe usmesue

[ I I I

Jo-go-ugot

Jara mMMOIaHTauum Texkyuee MECTONOJIOXEHME W3Oeusa

Jo-uo-ugot

IaTa nocnenHero
OB CITYyXMBaHMI
HeucnpaBHOCTM, BHISBJIEHHHE IPM OOCIYXMBAaHUMK

OpraHmsaums, OCYLECTBJAKIAas TeXHudeckoe OBCIyXMBaHME

Obmasa HapaboTka
Ha MomeHT HC

Jo-go-uoot

JaTa neuMnJaHTauuu
IIprurHa OOCIIyXMBaHMA

nnaHosoe TO
HelCIIPpaBHOCTE

muHoOe (ykKasaThb) :

(I I i

N Joroeopa Ha oBCcIyXmBaHme JOoCTyNnHOCTE M3AEeNMa IJid MCCIeNoBaHUA

MOHUTOPVHT BE3ONACHOCTY MEIVLVHCKUX W3OEJVA

Vi3BelweHre O HeOJAaTONPUATHOM COOHTUM (MHUMIOEHTE)

(nponosrkeHue )
Homep m3BeweHusa
o HC B ANC
OpraHuzauusa
3IpaBOOXPaHEHMA :
HaumeHoBaHMe opraHu3aLum MHOexkc, azpec opuamMdecKumt
' 3IpaBOOXPaHEHNA
Kon OKIIO HammeHOBaHUE daKTHUYECKMM agpec
CTPYKTYPHOT'O pacroJsioxeHus nojpasneseHns
‘ ' rnoapasnesieHns
Konm QK&C TenepoHn, bdaxc OJIeKTPOHHAasA NOodYTa Appec camTa
OO YIOJIHOMOUEHHOT'O JOXHOCTE YIIOJIHOMOYEHHOT'O
rno GesonacHoCTM rno 6GesomnacHoOCTU
IocTpagaBWmi :
OO mocTpamaBmero Anpec/mOJIKHOCTE

‘ ' nmocTpamnaBmero

JuarHos nepej HacTylJIeHMeM COOHTUS
Vin. N nocrpanaBumero

CocTossHMe nepel HacCTyIJIeHMeM COOETUS

dusuyUecKkre OCOOEeHHOCTU

Tos, BO3pacT rocrpanasmero
(TIOJIHEIX JIET)

IIpoTuBONOKa3aHUA

Ilonb30BATEJb & BMJJ IIOJIb30BATEJIA
O/O mose30BaATENA
D Me,ﬂVlLU/IHCKVHZ crneunaamucT
JIOJXHOCTE / aapec
IIOJIE30BATEIA
Mno. N nombz3oBaTENS [] cumeska
KOHTaKTHHE IOaHHBIE
NoJIb30BATEJIA
[] VHOUBUOYAJIEb HEIA
rnoJib30BaTelb
[] TeXHUYEeCKMUI epcoHall
[] OTCYTCTBYET
[} MHOe (yKasaThb) :
IMpomsBOOUTETE &
HayMeHOBaHME NPOM3BOIUTENA MHmexkc, ampec
CrpaHa npomseoauTesnss TesedoH, odakc OJIeKTPOHHAasA NodYTa Appec camTa
IIpencraBuTess B PO:
HaumeHOBaHUE opraHnmMsaumm-— MH,HQKC, anpec

KoHcynbTaHTINOC
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<MucbMo> Poc3apaBHaasopa ot 28.12.2012 N 04M1-1311/12
"O nopsiake npoBeAeHNs MOHUTOPUHra 6e30MacHOCTM
MEANLMHCKMX U3aenui ...

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 13.03.2018

| |

Koxn OKIIO

NpenCcTaBUTeNa

Tenedpon, odaxc OJIeKTPOHHasA NodYTa Anpec calra

OO YIOJIHOMOYEHHOT'O

o 6e30MnacHOCTH

JOXHOCTE YIIOJIHOMOYEHHOT'O

no 6e30macHOCTHU

N oTuera
no 0e30MnacHOCTM

Jo-00-ouon

HaTa oTueTa
no 6e30MNacHOCTU

KommuecTrBO
aHajiorudHeXx HC mo Toit
XKe IpudMHe C TaKVMM
Xe UsneamaMm

[pennprHyMaeMse
nencTBua:

[] oT3uE MU

BOCCTaHOBJIEHME
3aMeHa
MU3MEHEHUEe B

MapKMPOBKe

M3MEeHEeHue
B PYKOBOICTBE

[] yBeIOMJIeHne
[] uccenoBaHue
[] HaboneHre

nauvieHTa

Mommburaumsa/
HacTpoka

YVTUIM3aums

He TpebyeTcs

MHOe (yKasaTh) :

Komy anpecoBaHEl MeDHI:

N N I N

MEeIOVLMHCKMI CHeLUMaInucT
VIHOVIBUIY &J1b HBI
roJib30BaTelb

CepBMCHas OpraHM3aLus

MOCTaBUMK

mHOe (yKasaTh) :

Homepa wusBemenmin

AJIC PocsmpaBHan3opa,
Ha KOTOpPEHE

PacrnpoCTPaHsanTCs
IeCTBUS @

3axJIoueHne

no 6e30MNacHOCTU

Kem BEHImAHO
BaKJIOYeHne

CoobumBumiz o HC:

YIOJIHOMOYEHHEI

NPOU3E .

03

YO0 coobmmemero o HC

IomxHocTe coobumemero o HC

UHoe:

[] YIOJIHOMOYEHHEBIN

Tenebon, odaxc OJIeKTPOHHASA IodYTa JInuHas NOINMUCH

KoHcynbTaHTINOC
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