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KONNErna EBPA3NNCKON 3KOHOMUYECKOMN KOMUCCUU

PELLEHUE
oT 22 pekabpsa 2015r. N 174

OB YTBEPXOEHWW NPABUI
NPOBEAEHMA MOHUTOPUHIA BE3OMNMACHOCTU, KAHECTBA
N 3OPEKTUBHOCTU MEAULIMHCKNX USOENNNA

B cooTteeTcTBMM C nyHKTOM 2 cTaTby 31 [JoroBopa o EBpa3snnckom aKkoHOMMYECKOM coto3e oT 29 masa 2014
roga, nyHktom 2 ctaten 8 CornaweHus o eauHbIX MpuHUMnax v npasunax obpalleHus MEeQULMHCKUX M3aenui
(n3genuin MeanLUMHCKOro HasHaYeHNs1 1 MeaMLIMHCKOWM TEXHWUKM) B paMkax EBpa3niickoro akoHOMMYeCKOro cot3sa ot
23 pekabpsa 2014 roga, nyHktoMm 25 npunoxeHus N 2 k PernameHty pabotbl EBpasuinckon 3KOHOMWYECKON
KoMuccum, yTeepxxaeHHomy PeweHnem Boicwero EBpasuinckoro askoHoMmmnyeckoro coeTa oT 23 gekabpsa 2014 r. N
98, n B uenax ucnonHeHuns PeweHuns Beicwero EBpasmnckoro akoHoMmyeckoro coseta oT 23 gekabpsa 2014 r. N
109 "O peanuszauun CornaweHus o eanHbIX NpUHUMNax u npasunax obpalleHns MeanumHCKUX n3genui (usgenvn
MEeOMUMHCKOrO Ha3Ha4YeHUss U MeauLMHCKON TEXHUKN) B pamkax EBpasunckoro akoHommyeckoro cotsa" Konnerns
EBpa3sniickon 3KOHOMUYECKOW KOMUCCUN peLunna:

1. YTBepouTb npunaraemble [lpaBuna npoOBEAEHUS MOHMTOpWMHra ©Oe3onacHOCTH, KayecTBa MU
3 PEKTUBHOCTU MEAULMHCKNX N3LOENUNA.

2. HacTtoswee PelweHve BcTynaeTt B cuny no ncredyeHun 30 kaneHaapHbIX AHEWN € AaTbl BCTYNNEHUSA B CUny
CornaweHuss o eavHbIX MpUHUMNAxX M npaBunax obpalleHnss MegUuUMHCKUX u3genvin (M3genuii MeguuuHCKOro
Ha3Ha4YeHNss U MegULMUHCKON TEXHMKW) B paMkax EBpasnickoro skoHommuyeckoro cotoda ot 23 gekabps 2014 roga
nnbo ¢ aatbl BCTynneHus B cuny lNpoTtokona, noganucaHHoro 2 gekabpsa 2015 roga, o npucoeanHeHumn Pecnybnukm
ApmeHnsa k CornaweHuto O eauHbiX MpuMHUMNax u npaBunax obpalleHns MeOUUUHCKUX usgenun (M3genvi
MEOMLMHCKOr0 HasHadYeHuss U MeOMLMHCKON TEeXHUKM) B pamMkax EBpasninckoro 3kOHOMMYECKOro cotwsa oT 23
Aekabps 2014 roga B 3aBUCMMOCTM OT TOrO, Kakasi gaTta siBndetca 6onee no3gHen, HO HeE paHee YeM Mo UCTeYEeHUN
30 kaneHgapHbIX AHeN ¢ gatbl ouumansHoro onybnukoBaHmsa HacToswero PewweHus.

Mpencenatens Konnernm
EBpa3snnckon aKOoHOMMUYECKON KOMUCCUN
B.XPUCTEHKO

YTBEpPXKOEHDI

Pewenvem Konnernn EBpasunckon
3KOHOMUYECKOWN KOMUCCUM

OT 22 gekabpsa 2015r. N 174

NMPABUNA
NPOBEAEHMA MOHUTOPUHIA BE3OMNMACHOCTU, KAHECTBA
N IOPEKTUBHOCTU MEAULIMHCKNX USOENNNA

1. Hactosiwue lNpaBuna paspaboTaHbl B COOTBETCTBMM C MyHKTOM 2 cTaTbu 31 [JoroBopa o EBpasuiickom
3KOHOMMYecKkoM coto3e oT 29 masi 2014 roga n nyHkToM 2 ctaTtbm 8 CornalleHunst 0 eQuHbIX NPUHLMNAax 1 npaBunax
obpalleHna MeauuMHCKUX M3genuin (M3genvii MeAMUMHCKOro HasHayeHust U MEeOULUHCKOM TEeXHMKW) B pamKax
EBpasuniickoro skoHomudeckoro cotwsa oT 23 pgekabps 2014 roga v ycTaHaBnuBalT MNOPSOOK NpoBeneHus
MOHUTOPMHra 6e30nacHoOCTK, kadecTBa 1 APPEKTUBHOCTN MEANLIMHCKNX U3AENUIA (fanee - MOHUTOPWHT).

2. Uenamun npoBegeHns MOHMTOpPUMHra saBnsoTca obecneyeHme 6e30nacHOCTM NOnb3oBaTenen, coxpaHeHne
N YKpEnneHve 300POBbsl HACENEeHWs, MOBLILEHWE KavyecTBa OKa3aHUs MEeOULUMHCKOW MOMOLUW, BbISBIIEHWE WU
npegoTBpaLLeHne NodoYHbIX AENCTBUA N HEXenaTenbHbIX PEaKUUi, He yKasaHHbIX B MHCTPYKLUMK MO MPUMEHEHUIO
WNM pPYKOBOACTBE MO 3KCMfyaTauum MeEAWLUMHCKOro u3genvs (danee - WHCTPYKUMS MO MPUMEHEHMIO),
HebnaronpuATHbIX COObLITUIA  (MHUMAEHTOB), oOOpaleHUs MeOWMLUMHCKMX U3denui, He COOTBETCTBYHLLMX
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yTBEpXXAaeMbiM EBpasniickon 3KOHOMUYECKON KOMUCCUEN 0bLLMM TpeboBaHMAM 6e3onacHOCTU U 3 eKTUBHOCTM
MeaUUMHCKUX U3aenun, TpeboBaHUAM K MX MapKMPOBKE U SKCMyaTauMOHHON AOKYMEHTaLUN Ha HUX.

3. MoHuTOopuHr BKNtovaeT B cebsi cOop, perncrpaumio, aHanns nHgopmauum o HebnaronpuaTHbIX COBbITMAX
(MHUMOeHTax) 1 NPUHATUE COOTBETCTBYIOLLNX PELLEHUN.

4. MOHMTOPUWHI OCHOBbIBaETCA Ha:

a) aHanuse coobuweHnn o HebnaronpuaTHbIX COOLITMAX (MHUMAEHTax) Ha BCex 3Tanax obpaleHus
MeaNUMHCKUX U3Aenun B pamkax EBpasminckoro akoHoMmMyeckoro cotosa (ganee - Cotos), Nony4YeHHbIX:

OT nonb3oBaTenen MeaNUMHCKUX U3AENWN;

OT Npou3BOAUTENEN MEOULMHCKUX U3OENNNA;

Npy OCYLLECTBMEHUN YMNOSIHOMOYEHHBIMW OpraHamy rocygapcTtB - uneHoB Cow3a rocyaapCTBEHHOMO
KOHTpons (Hag3opa) 3a obpalleHemM MegULNHCKUX U3aenui;

0) aHanu3e nepuoauyeckmx OTY4ETOB O ©Oe30MacHOCTU U KIMHUYECKOW 3P(EKTUBHOCTU MEAULIMHCKUX
W34enuin Krnacca nOTEHUManbHOro pucka MpuUMEHeHus 3, a Takke WUMNNaHTUPYeEMbIX B OpraHuM3m 4eroBeka
MeOMUMHCKUX U3Jenvin KnaccoB NOTEHUManbHOro pucka npumeHeHus 26 u 3 Ha nocTperncrpaumoHHOM 3Tane,
NOMyYeHHbIX OT NPOU3BOAUTENEN MEANLIMHCKUX U3AENNI UK OT UX YNOMHOMOYEHHbIX NPeacTaBuTenen;

B) cucteme cbopa w aHanu3a [aHHbIX MNpou3BOAMTENS MeAUUMHCKMX wusgenun o 6GesonacHocTn u
3(PPHEKTUBHOCTN MEANLMHCKNX M3OENVUA Ha NOCTNPOSAXHOM 3Tane u nNpoBedeHUs KOPPEKTUPYIOLWUX AENCTBUN B
COOTBETCTBMU C TpebOoBaHWSAMM K BHEAPEHWIO, MOAAEPXaHWMIO M OUEHKe CUCTEMbl MEHedXMeHTa KayecTsa
MeONUMHCKUX U3LAENUN B 3aBUCUMOCTW OT MOTEHLMAaNbHOrO pUcka NpUMeHeHus, yTBepxaaemMbimMu EBpasuickon
3KOHOMMUYECKOWN KOMUCCUEN.

5. OIna uenen HacTosAwmx [paBnn Ncnonb3yTcs NOHATUSA, KOTOpPbIE 03HAYalT criegyoLlee:

"KoppekTupytowiee gencrTeme” - gencTene, NpeanpuHSaToe Npon3sBognTenem MeguuUMHCKUX U3nenuin c Lenbto
yCTPaHEHUS NPUYMHbI OGHAPY)KEHHOrO HECOOTBETCTBUSA UIN HEXENaTENbHOIO COObLITHS;

"KoppeKkTupytollee nencrtesne no 6e3onacHOCTU MeauUMHCKOro wusgenusa" - genctene, NpPeanpuHAToe
Npou3BoaUTENEM MELULMHCKUX M3OENUA C LEMb0 CHWXEHUS PpUCKA CMEPTUM WU CEPbE3HOrO  YXyALIEHUS
COCTOSIHMSA 3[00pPOBbs MOMb30BaTENen WM TPEeTbMX UL, CBA3aHHOE C MPUMEHEHVMEM MEAWLMHCKOrO usgenus.
Takue gencTBus MOryT BkNoYvaTb B cebs:

BO3BpaT MEAMUUHCKOrO u3genus Npov3BOAMTEN0 MEOMUMHCKUX M3Ogenui unu ero ynosIHOMOYEHHOMY
npeacTaBuTenNio;

Mogudpmkaumioo  MeauuMHCKOro  usgenvs  (MogepHu3auuMio B COOTBETCTBUM C  MPOU3BEAEHHbIMU
npoussoguTeneM MeAULMHCKUX M3O0eNUiA MU3MEHEHUSMW B KOHCTPYKUMM MEOULMHCKOTO M3Oenus, U3MeHeHue
WHCTPYKUWUIA MO NPUMEHEHMWI0, OBHOBMNEHME NPOrpaMMHOro obecnevyeHns MEQULUHCKOrO NU3genus);

3aMeHy MeANLIMHCKOro M3aenusi;

n3bATUE MEOULMHCKOTO U3genus u3 obpalleHus;

YHUUTOXEHNE MELMULNHCKOrO U3enus;

WHOPMUPOBaHME O OEWCTBUSIX MOMb30oBaTenen MeOWLMHCKUX W3Zenuid B criydae, ecnv MeauumHCKoe
n3genve n3baTo u3 obpalleHusi, HO UMEETCSA BEPOSITHOCTb €ro UCMOSb30BaHNS;

"HebnaronpuaTHoe cobbiTne (MHUMAEHT)" - nobas HemcnpaBHOCTb U (MNW) yXYALIEHWEe XapaKTepuUCTUK, unm
HapyweHne (YHKUMOHUPOBAHUS MEAWUUMHCKOrO W3Aenus, WM HeAoCTaTOYHOCTb NGO  HEKOPPEKTHOCTb
CONpoBOAUTENBHON MHAOPMaUMM (OOKYMEHTauMn) Ha MeauuMHCKoe u3genue, unum nobovHoe p[encTBue, He
yKa3aHHOE B MHCTPYKUMM MO NMPUMEHEHMIO, KOTOPbIE NPSMO UMM KOCBEHHO MPUBENW UM MOIN NPUBECTU K CMEPTU
NN Cepbe3HOMY YXYALUEHWI0 COCTOSHMSA 340POBbSA MONb3oBaTENen Unm TpeTbux nuuy (Mpu 3TOM MNO4 Cepbe3HbIM
yXyALWeHNeM COCTOSHUSA 300POBbS NMOHUMAKOTCH ONacHoOe Ans XusHu 3abonesaHne, CTONKOE nopakeHne yHKUMK
opraHuMama wnuM HeobpaTUMoOe MOBPEXAEHWE CTPOEHMS Temna, COCTosHue, Tpebyuiee MeguUMHCKOro WMu
XUPYPrMyeckoro BMeLLATenbCTBa C Lienbio NpeaoTBpaLleHnst OnacHoro Anis XM3HW 3aboneBaHnsi, UM CTONKOro
nopaxeHusi QyHKUUM OpraHnsma, MM HeobpaTMMOro NOBPEXAEHWS CTPOEHUs Tena, cocTosiHve, Tpebyioulee
rocnMTanusauumn Unm 3Ha4YNTENbHOIO YBENMYEHUS CpoKa NpedbiBaHUS B CTaLMOHape yXe rocnutanvM3npoBaHHOro
naumeHTa, PyHKUMOHaNbHoe HapyLlleHne y nnoaa, ero rmbenb, BpOXXAeHHas aHoManus unym pogosas Tpasma);

"HexxenaTenbHoe cobbiTMe" - mnboe HexenaTenbHoe MeauuMHcKoe cobbiTue, HEMNpPorHo3npyemoe
3aboneBaHve nMBOO noOBpeXOEHWE WNU HexenaTenbHble KIMHUYeCKne MnpusHakn (Bkrvas nabopaTopHble
nokasaTtenu, OTNMYHbIE OT HOPMbI) y NOMb30BaTENEN UNN TPETbUX NKL, CBA3aHHbLIX C MPUMEHEHMEM MeOULNHCKOrO
nsgenus;

"nonb3oBartenb" - NauneHT, MegULMHCKUIA cneumannct unu noboe apyroe dusnyeckoe nNULo, NpUMeHsioLme
MeaMULMHCKOE U3fenue no HasHavyeHuto, onpeaerieHHOMY NpPou3BoaNTENEM MEOULNHCKMUX N3OENNIA;

"pedepeHTHOE rocygapcTBo” - BbIbpaHHOEe 3asiBUTENEM rocyaapcTBo - YrieH Coto3a, yNonHOMOYEHHbIA OpraH
KOTOPOro OCYLLECTBNSAET PErMCTpaLuilo MEAULMHCKOTO U3LENWs;

"cepbe3Has yrposa 300poBbl” - Mobas HEMCNPaBHOCTb U (UNN) YXyALEHNE XapaKTEPUCTUK, U HapyLleHne
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bYHKLMOHMPOBAHUSA MEOULMHCKOTO W3AENWs, WU HegoCTaTOYHOCTb NGO HEKOPPEKTHOCTb COMPOBOAUTENBHOWN
nHopmaumm (QOKyMeHTaLMn) Ha MeauLUHCKoe n3genue, unu NnobovyHoe AeNCcTBme, He yKasaHHOEe B UHCTPYKLUN NO
NPUMEHEHMWIO, KOTOPblE MPUBENW UNN MOTYT MPUBOAMTb K HEMUHYEMOMY PUCKY CMEPTU, OMACHOMY ANS >XWU3HU
3aboneBaHno, HEOBPATUMOMY MOPAXEHU (YHKUMM OpraHnsma, HeobpaTMMOMy MOBPEXAEHWUIO CTPOeHMs Tena
NN COCTOSIHWIO, TPebyloLeMy MEeOMUMHCKOrO UMM XMPYPrM4eckoro BMeLlaTenbCcTBa C Lenblo npegoTBpalleHns
HeobpaTUMOro nopaxeHns OYHKUMM OpraHM3ma unu HeobpaTMMOro NOBPEeXAEHWUs CTPOeHUs Tena, U KoTopble
TPEOYOT HEOTNOXHBIX MEAULIMHCKUX AEACTBUI;

"conpoBoauTenbHasa uHdopmauns (QOKyMeHTauus)" - MapkMpoBKa, UHCTPYKUMUS MO MPUMEHEHUIO MU apyras
WMHpopMaLmns, OTHOCALLAACA K uaeHTUMUKaLumn, onMcaHnio, HasHa4YeHno, NpaBunam akcnryaTtaumm MeguLmMHCKoro
ns3genus, KpoMe OTrpy304HbIX AOKYMEHTOB;

"cyObeKkTbl 0OpalleHns MeaUUMHCKUX U34envin" - opraHnsauum, Co3faHHble B YCTAHOBIIEHHOM MOpSAKE B
rocygapcrtBax - uneHax Coto3a, nubo npeacraBUTENbCTBA WHOCTPAHHBLIX OpPraHM3auui, akkpeauTOBaHHble B
YyCTaHOBMEHHOM MOpsidke B rocygapctBax - uneHax Corsa, nubo uvHauBMAyanbHble MpeanpuHumarten,
3apermcTpupoBaHHble B rocygapcTeax - uneHax Cotosa, nmbo dmsnyeckme nvua, ocywecTBAsALWne TeXHMYeckme
UCNbITaHUS, UCCrefoBaHNA (MCMbITAHUA) C LENbl OLEHKN OMONormyeckoro OencTBusl, KINMHUYECKME UCTbITaHus,
akcnepTm3dy BesonacHoCcTW, kavyecTBa U 3DPEKTUBHOCTM MEOULMHCKNX M3OENUA, X perucTpaumio, NpoM3BOACTBO
(n3roToBneHne), xpaHeHne, TPAHCMOPTMPOBKY, peanusaumio, MOHTaX, Hanagky, npuMeHeHue (aKcnnyaTauumio),
TeXHU4YecKoe obCnyxmBaHme, PEMOHT 1 YyTUIM3aLMIo;

"yBegomMneHue no 6e3onacHOCTM MeaunuMHCKOro nagenusa” - coobleHne, HanpaBneHHoe NPOov3BOAUTENEM
MEOUUMHCKUX M3OENUA WM €ero YnorfiIHOMOYEHHbIM MpeacTaBuTeneM cybbekTtam obpalleHus MeguuUHCKOro
N3[Eenus B CBA3M C KOPPEKTMPYIOLMM AeNcTBMEM NO 6€30NacHOCTU MEANLIMHCKOIO U3Oenus;

"YNnoNHOMOYEHHbLIN MpeAcTaBuTeNb npoussoauTena” - topugumyeckoe nuuo wnn  dusnyeckoe nuuo,
3aperncTpupoBaHHoOe B KayecTBe MHAMBUAYaNbHOro NpeanpuHnuMaTens, asnsawwmecsa pesngeHTamu rocygapcraa -
uneHa Colo3a, YNONHOMOYEHHbIE HA OCHOBaHUM [JOBEPEHHOCTU MNPOU3BOAUTENS MEOULUHCKUX Uu3genun
NpeacTaBnsiTb €ro MHTEPECHI U HECTU OTBETCTBEHHOCTL MO BONpOCcaM obpalleHnss MegULUHCKMX U3genuin B pamkax
Coto3a n ucnonHeHus obsasatenbHbIX TpeboBaHUA, NpeabABNAEMbIX K MEQULNHCKAM U3OeNusMm.

6. MpoussoguTens MEOULMHCKUX U3LENUA UMK €ro YNOMHOMOYEHHbIN NpeacTaBmTens 0643aH NpeacTaBnATb
B YNONHOMOYEHHbLIV OpraH rocygapcTsa - yneHa Coro3a, Ha TeppuTopMu KOTOPOro Mpou3oLno HebnaronpusaTHoe
cobbITMe (MHUMAEHT), OTYET O HebnaronpmMaTHOM COOBbLITUM (MHUMAEHTE) (ganee - oT4eT 06 MHUMOEHTE) U OTYET O
KOPPEKTUPYIOLWMX OENCTBUSAX No 6e30nacHOCTM MeaMUMHCKOrO usgenus (ganee - oTyeT O KOPPEKTMPYHOLLMX
OencTBusix) no oopmam cornacHo npunoxeHnam N 1 1 2 nytem mx 3anofHeHUs Ha MHOPMaLMOHHOM pecypce
YMOMHOMOYEHHOro opraHa rocygapctea - udneHa Coiwosa B MHPOPMAaLMOHHO-TENEKOMMYHUKALMOHHOW CeTu
"MHTepHeT" (ganee - ceTb NHTEpHET).

lMepBoHayanbHbIV OTHET 00 MHUMAEHTE HaNPaBnseTCA B CrieayloLmMe CPOKM:

B Clly4yae BO3HUKHOBEHUS CEPbE3HOW Yrpo3bl 340POBbLI0 He3ameanuTenbHo (6e3 HeonpaBAaHHbIX 3a4epXekK),
HO He no3sgHee yeM 4vepes 2 KaneHaapHbIX OHA MOCMe TOro, Kak Npou3BoAUTENt0 MeOULMHCKUX U3denuin ctano
M3BECTHO O HaNU4uu yrposbl;

B Cry4yae CMepTW Unu HenpeaBWAEHHOrO CEePbe3HOro YXyALWEeHUs COCTOSHUSA 300pOBbsS Monb3oBaTtens -
HesamegnutenbHO (6e3 HeonpaBAaHHbIX 3aAepXeKk) nocrne TOoro, Kak Npov3BOAUTENb MEAWMUMHCKUX n3genui
YyCTaHOBWI CBA3b MexXAy NPUMEHEHNEM MeANUMHCKOrO U3Oenus 1 NponsoLeaLnm cobbiTuem, HO He NO34Hee Yem
yepes 10 kaneHgapHbIX AHEW Nocne Toro, Kak Mpon3BoaNTEN MEAULUHCKMX M3Lennui cTano U3BecTHO O cobbITuu;

B NpOYMX cny4yasx - HezamegnutenbHo (6e3 HeonpaBAaHHbIX 3agepXkek) nocne Toro, Kak NpousBoauTerb
MEOMLMHCKUX WU3OeNuin yCTaHOBUIT CBSA3b MeXZy MNPUMEHEHMEM MEOMLMHCKOrO M3Oenus M npousoLllewmm
cobbITMeM, HO He no3gHee Yem 4depe3 30 kaneHOapHbIX OHEW MOCMe TOro, Kak MpPOU3BOOUTEN MEAULIMHCKUX
W3[Enun cTano U3BECTHO O COObLITUM.

MeauMumnHCKMe opraHusaLmm, oCcyLLECTBASAOWMNE AesTeNbHOCTb B cdhepe obpalleHns MeanumHCKUX n3genun,
OOMMKHbI MHAOPMUPOBATL MPOU3BOANTENS MEAULMHCKUX U3Aenuid Unn ero ynonHOMOYEHHOro npeacraBuTens o
HexxenaTernbHbIX COObITMSAX, KOTOPblE WMMEKT MpuU3Hakm HebnaronpuaTHOro coObITUA (MHUMAEHTA), a TaKke
npegocTaBnATb 4OCTYN K MEOULUHCKMM U3OENNSM, C KOTOPbIMU MOTYT ObITb CBA3aHbl yka3aHHble COObITUS.

CoobuweHna o HebnaronpuaTHOM cobblTuM  (MHUMOEHTE) HanpaBnsAlTCA B YNONHOMOYEHHbLIN OpraH
rocygapctea - uneHa Coto3a, Ha TEppUTOpUM KOTOPOro NMPOU3OLLNO yKa3aHHoe cobbiTue, NibbiMu cybbekTamm
obpalleHnss MeguUMHCKUX W3genuin, B TOM 4YWCNEe OCYLECTBASIOWMMUA WX MNpUMeHeHue (norb3oBaTensimMu,
opraHm3auvsamMm 3gpaBooxpaHeHus), B hopme M3BelleHUs 0 HebnaronpusaTHOM COObITUM (MHUMAEHTE) CornmacHo
npunoxenutio N 3. V3BeLLeHNe 3anonHAEeTCAa MalMHOMWCHBIM UMW PYKOMUCHBIM CMOCOBOM Ha pyCCKOM S3blke U
(vnn) rocypgapcTBeEHHOM SA3bIKE rocygapcTea - uneHa Cotosa.

B wu3BelweHun ykasbiBaeTca [JocToBepHas uHdopMauus, MoATBepXJaemas COOTBETCTBYHOLLMMU
OOKYMEeHTaMM, KONUn KOTOPbIX NpunararTCs K U3BELLEHUIO.
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7. YNOrNMHOMOYEHHbI opraH rocygapctBa - u4rieHa Col3a, Ha TeppuTopuMu KOTOPOro MpPOon3OLUso
HebnaronpuaTHOe cobbiTue (MHUWMAEHT), perncTpyupyeT MOCTYNUBLUMA MepBOHAyanbHbIi OTYET 06 MHUMAEHTe,
NHMOPMUPYET MPOU3BOANTENS MEAULMHCKUX U3OEenuiA Unu ero yrnorHOMOYEHHOro npeactaBuTens O nonyyvyeHuu
yKa3aHHOro oTyeTa M COrnacoBbiBaeT C HAM CPOKU NPeACTaBnNeHns nocrneayroLero Unm 3akniounTenbHoro ot4yeTa
006 uHUMAEeHTe, a TaKkke CpPOKM NPeAcTaBneHuMsl MepBOHa4vanbHOro, nocnegyouwero (npy HeobxoaMMocTn) U
3aKMIOYNTENBHOIO OTYETOB O KOPPEKTMPYIOLLMX AENCTBUSIX.

MpounssoanTenb MeOULMHCKUX U3OeNui WnM ero YnosIHOMOYEHHbIV MNpeacTaBuTeNb BMNpaBe BbINOMHUTb
KOppeKTUpylowime OencTBuA [0 HanpasfeHWs YMNOoSTHOMOYEHHOMY opraHy rocygapctsa - uneHa Coiosa, Ha
TEPPUTOPMM KOTOPOro nNpousowno HebnaronpuaTHoe cobbiTe (MHUMAEHT), MepBOHayanbHOro oTyeTa o
KOPPEKTUPYIOLLNX AENCTBUAX B SKCTPEHHbIX Cry4asx 3almTbl Monb3oBaTenen unm TpeTbux NnL, oT Yrpo3bl CMepTu
WNN Cepbe3HOro yxyALleHUs COCTOSHUA 3[40poBbsA. B aTOM criyyae nepBoHavarnbHbI OTYET O KOPPEKTUPYIOLLMX
AEeNCTBUSAX AOMKeH ObiTb HanpaBfeH B YMONMHOMOYEHHbIW opraH rocyaapcTea - uneHa Coto3a He nosgHee yYem
yepe3 2 KarneHgapHbIX [HA ocfne BbIMNOSIHEHWA NPOM3BOAMTENEM MEOMLUMHCKUX U3genui wnuv  ero
YNOSTHOMOYEHHbIM NpeacTaBUTeNEM KOPPEKTUPYIOLNX OENCTBUN.

8. B cnyyae otcytctBUS y npou3BoguTens MEAVMLUUHCKMX W3AENMW UM ero  YnosIHOMOYEHHOrO
npeactaBMTens BO3MOXHOCTW NPOBEAEHMS paccrnefoBaHMs npouvsolleawero HebnaronpustHoro cobbiTus
(vHUMpeHTa) oH gomkeH 6e3 mpomegneHvs ysegomMuTb 06 3TOM YMOMHOMOYEHHbIN OpraH rocygapcrtea - YneHa
Coto3a, Ha TeppuTOPMM KOTOPOro NPOMU3OLLIIO YKa3aHHOe cobbiTve (MHUMAEHT).

9. lNpomnssoanTens MeANLMHCKUX U3Aenui nnm ero ynonHOMOYEHHbIV NpeacTaBuTeNb Bnpase obpatuTbes B
YNOSIHOMOYEHHbBIN OpraH rocygapcrea - yneHa Coto3a, Ha TeppuTOpMM KOTOPOro Mpom3oLwno HebnaronpuaTHoe
cobbiTve (MHUMAEHT), 3a COAENCTBMEM B OCYLLECTBMEHUM OOCTyNna K MEeAULUHCKOMY M3OEenuio ANns onpegeneHus
CBSI3W MEAMLUMHCKOrO W3Aenust C HexernaTernbHbIM COObITUEM W COOTBETCTBUS HexenarenbHoro cobbiTus
KpuTepmnsam HebnaronpuaTHOro cobbiTvs (MHUMAEHTa) B MaKCUMarnbHO KOPOTKME CPOKM.

10. B cnyyae ecnu B npouecce paccrieoBaHusa HebnaronpuaTHOro cobbITUS (MHUMAEHTa) 3a4eNCTBOBaHbI
HECKOMbKO Npon3BoauTenen MeaMUUHCKUX U3AeNni, YNONMHOMOYEHHbIN OpraH rocygapcTtsa - YneHa Coto3a AormKeH
OCYLLIECTBMATb KOOPAMHALMIO NX AEACTBUN.

11. YnonHomo4eHHbI opraH rocygapctBa - uneHa Cow3a, Ha TeppuTopum KOTOPOro MNpPOM3OLLISIO
HebnaronpuaTHOe cobbiTne (MHUMAeHT), He nosgHee 30 paboumx OHENW CO AHA MOMy4YeHWs OT NPOM3BOAMTENS
MEeOUUMHCKUX U3Oenvid WM ero YrnorHOMOYEHHOro NPeAcTaBUTENs 3aKoYUTENbHOro otyeta 06 MHUMAEHTe,
3aKMIYUTENBHOMO OT4eTa O KOPPEKTUPYIOLWUX OEWCTBUSX [OSMPKEH MNpouHgopmMupoBaTb npousBoauTens
MeONLMHCKUX U3AENWUN UNn ero ynofnHOMOYEHHOro nNpeacTaBmMTens 1 YNoNHOMOYEHHbIE OpraHbl ApYrMx rocyaapcTs
- uneHoB Coto3a 06 nTorax pacCMOTPEHWS yKa3aHHbIX OTYETOB.

NHopmmpoBaHMe ynorHOMOYEHHbIX OpraHoB rocyaapcTs - uneHoB Coro3a ocyLecTBnseTcA nocpeacTBoOM
ncrnonb3oBaHusa MHoOpMaLUnoHHon cnuctemol Cotosa B cdepe obpalleHns MegnUMHCKUX U3genui.

12. Mo pesynbTaTaM KOPPEKTUPYIOLLMX AeNCTBUIA MO 6GEe30MacHOCTM MeOMLIMHCKOro U3genvs nponssBoanTenb
MEAMUMHCKUX W3OenuMin UNu ero YNofMHOMOYEHHbIN npeacTaButenb 00653aH BbIMYCTUTbL YBEAOMIIEHME MO
6e30nacHOCTM MeAMLMHCKOro n3genus no gopme cornacHo npunoxexnio N 4 n JoBecTun ero Ao nonb3oBaTenen.

13. Ot4eTbl 06 MHUMAEHTE, OTYETbI O KOPPEKTUPYKLMX AENCTBUAX M yBedomneHne no 6e3onacHocTu
MeOMLMHCKOrO M3genusi pasmeLlaloTcsl YNonHOMOYEHHbIM OpraHoOM rocyaapcTtsa - uneHa Cotosa, Ha Tepputopumn
KOTOpOro npousowno HebnaronpusatHoe cobbiTne (MHUMOEHT), B eguHon WHGOPMauMOHHOW 6a3e AaHHbIX
MOHUTOpPUHra 6e30nacHOCTK, kKadecTBa 1 APPEKTUBHOCTN MEANLIMHCKNX N3AETTUNA.

14. B oTHOWeEHUN HebnaronpusaTHbIX COBLITUA (MHUMAEHTOB), CBSA3aHHbLIX C 3apPerucTpUpoOBaHHBLIMW Ha
Tepputopun Coto3a MeaNUMHCKUMWU U3OEeNnnsMyM U Npou3oLedwnx B rocygapcTBax, He SBNALWUXCA YneHamu
Cotosa, npoussoauTens MEAULMHCKUX U3AENUA UMK ero YNONHOMOYEHHbIV NpeacTaBuTeNb AOMKEH HanpaBnsaTb
yBegoMrieHus no 6e3onacHoOCT! MeaUUMHCKMX U34enuii B YyNONIHOMOYEHHbIN opraH ped)epeHTHOro rocyaapcrsa.

YNONHOMOYEHHbIN opraH pedepeHTHOro rocygapcrsa pasMellaeT MnocTynuBluee yBeOOMIIEHNE Mo
6e30nacHOCTM MeAMUMHCKOro M3genusa B eQuHOW MHAOpMaUMOHHONW 6ase AaHHbIX MOHWTOPMHra 6e3onacHoCTH,
KayecTBa 1 3 HEKTUBHOCTMN MEONLIMHCKNX N3OENUA.

15. OtyeTbl 06 MHUMAEHTaX MOryT He MpPeAcTaBMAATbCA B YNOMHOMOYEHHbIN OpraH rocyaapcTsBa - uneHa
Cotosa:

a) MO KaxaoMy OTAENbHOMY HebnaronpusaTHOMY COObITUIO (MHUMOEHTY) U3 Tex, 4YTO OnucaHbl B
yBeJoMIeHMaX No 6e30nacHOCTY MEANLIMHCKOrO U3genust 1 NpousoLny nocne paccnefoBaHnsa HebnaronpusaTHbIX
COOLITUN (MHUMOEHTOB) M pacCbIkKM NPOM3BOAMTENEM MEOUUMHCKMX W3OEeNUA Unn ero  YNonHOMOYEHHbIM
npeacTaBuUTeNeM Taknx yBeJOMIIEHUA U NPOBEAEHUS KOPPEKTMPYOLWMX AencTBuin. BmecTo aToro nponssoanTtens
MEeONUMHCKUX W3AenUn UMM ero YrnoriHOMOYEHHbIM MnpeAcTaBuUTeNlb MOXET cornacoBaTb C YNOMHOMOYEHHbLIM
opraHom rocygapctea - uneHa Cors3a BO3MOXHOCTb MEpPUOANYECKOro npeacTaBfeHnss CBOAHbIX OTYETOB MO
yKasaHHbIM HebnaronpuaTHbIM COObITUAM (MHUMAEHTaM), a TakKe UX COAepX)aHve U CPOKN NpeacTaBneHns;
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0) no Kaxxgomy oTAeNnbHOMY HeONaronpUATHOMY COObITUIO (MHUMAEHTY) M3 YKUCna 4YacTo MPOMCXOOsLUNX U
3a00KYMEHTUPOBaHHbLIX HEGNaronpuATHLIX COOLITUN (MHUNAEHTOB) (0B03HaYEHHbIX B KAYECTBE TAKOBbIX B aHanv3e
PUCKOB, CBSI3@HHbIX C MEAWUMHCKMM  W3[enueMm, O KOTOpbIX yxe Obinu  npeactaBneHbl  OTYEThI,
npoaHanM3npoBaHHbIE MPOM3BOAUTENEM MEOULMHCKUX U3OEenuiA Mnu ero ynonHOMOYEHHbIM npeactaBuTenem u
YyNONTHOMOYEHHbIM oOpraHoM). BmecTto aToro pgonyckaeTcs npeacTaBnsaTb NEpUoaMYEcKne CBOAHbIE OTYeThl.
CogepxaHvue M CpOKM NpPeAcTaBneHust Nepuoguyvyecknx CBOAHbIX OTYETOB [AOMKHblI ObITb COrnacoBaHbl C
YNOSTHOMOYEHHbLIM OpraHoM rocyaapcTsa - YneHa Coosa;

B) O HebnaronpusiTHbix COBOBITUAX (MHUMOEHTAX), CBSA3@HHbIX C OYEBMAHbIMWU AedeKTaMu MeOULMUHCKMX
W34enuin, KoTopble Mofb3oBaTeflb BCerga MOXET BbIsIBATb HEMNOCPeACTBEHHO MNeped  UCMOfb30BaHWEM
MEeOULMHCKOTO U3nenusi;

r) o HebnaronpuATHbIX COOBLITUSX (MHUMAEHTaxX), HEe MPUBEALUNX K CEPbE3HOMY YXYOLWEHUIO COCTOSIHUS
3[J0POBbsi UNN CMEPTU U3-3a OCODEHHOCTEN KOHCTPYKLMM, 3alUMLLAoLEen OT BO3HUKHOBEHMWSA Yrpo3bl BCNEACTBUE
HencnpaBHOCTN MEAMULIMHCKOIO U3aenus;

n) o6 oxmpgaembix M NpeaABMAMMBIX HEOnaronpusiTHbIX COObLITUSX (MHUMAEHTaXx), YOOBNETBOPSHOLNX
O[HOBPEMEHHO BCEM MEPEUYNCTIEHHBIM HUXE KPUTEPUSM:

HebnaronpuaTHble COObLITUA  (MHUMAEHTbI) 4eTKo 0603HayeHbl B COMPOBOAMTENBHOW MHOpMauun
(OokymeHTaumm) Ha MeguUMHCKOe U3genue;

HebnaronpuaTHble COBObITUS (MHUMAEHTbI) XOpPOLIO W3BECTHbl B KMAMHUYECKOW MpPaKTUKE, WX MOXHO
Ka4eCTBEHHO MW KONMWYECTBEHHO nMpedyragatb B ChnyyYae, €Cnu  MeAVLUMHCKOe u3genue ucnonb3yetcs W
hyHKLMOHMPYET B COOTBETCTBMM CO CBOMM Ha3Ha4YEHUEM;

HebnaronpuaTHble COObLITUA  (MHUMAEHTbI) 3aJ0KYMEHTUPOBAHbl B TEXHUYECKOW [OKYMEHTauuu Ha
MeOUUMHCKOE Wu3denve C COOTBETCTBYIOLLEN OLEHKOW PUCKOB, MNPOBEAEHHOW [0 TOro, Kak Mpou3oLuso
HebnaronpuaTHoe cobbiTve (MHUMAOEHT);

HebnaronpuaTHble COObLITUA (MHUMAEHTbI) KIMHUYECKN OOMYCTMMbl C TOYKM 3pPEHUS Nofb3bl MEOULMHCKOTO
N3genvsa Ang kakaoro oTaenbHOro NaumeHTa;

€) ecnv pucK CMepTU NN CEePbe3HOro yXyALEeHWUs COCTOSIHUS 300poBbs Obin NpoaHann3vMpoBaH U NpU3HaH
HUYTOXHO MarnblM, €CNM HU CMEPTU, HU CEpPbe3HOro YXYALWEeHWs 340POBbA HEe MNPOM3OLINO, W PUCK Obin
OXxapakTepu3oBaH W 3aJ0KyMEHTMPOBaH Kak AOMNyCTUMbIN B oTdeTe 06 aHanu3e pucKoB, NPeacTaBnseMoM B
COCTaBe pPerncTpaunoHHOro 4OCbe NP perncTpaumm MeguLMHCKOro U3genus.

16. MNMpousBoanTene MEOULNHCKNX U3LENWIA UM €70 YNONTHOMOYEHHBIN NpeacTaBUTENb JOIMKEH COOOLLaTh B
YNONHOMOYEHHbLIN OpraH rocygapctBa - 4neHa Cowsa 06 owwnbkax, AONYLWEHHbIX MPU  UCMOMb30BaHWUM
MEOUUMHCKUX W3OEenuiA, KOTOpble MPUBENM K CMEPTU WM CEPbE3HOMY YXYALIEHUD COCTOSIHUS 3[40pPOBbS
nonb3oBartens.

17. Tlpy nony4eHuMM OT YMNOSIHOMOYEHHOIO oOpraHa rocygapctBa - uneHa Cors3a coolweHun o
HexenaTernbHbIX COObITUAX MPOM3BOAUTENb MEOULMHCKUX WU3LOENUA WM ero YNosIHOMOYEHHbIN NpeacTaBUTErb
OOMMKEH NPOBEPUTb MOMYYEHHY WHAOPMAaLMI0 Ha COOTBETCTBUE KpUTEpPUAM HebnaronpusitTHoro cobbiTus
(MHUMOEeHTa) M HanpaBWUTb B YMOJIHOMOYEHHbIA OpraH rocygapctea - uneHa Coto3a, Ha TeppuUTOpMM KOTOPOrO
NMPOU3OLLIIO HexenaTenbHoe cobbITue, OTYEThl 00 MHUMAEHTE N KOPPEKTUPYHOLLMX AENCTBUSIX.

B cnyyae ecnu no oueHke nNpou3BOAMTENS MEAULUMHCKUX W3Oenuin unn  ero  YrnoriHOMOYEHHOro
npeactaBuTensd HexenaTenbHoe cobbiTMe He yaoBneTBOPSAeT KpUTepusM HebnaronpusaTHOro  cobbiTuA
(vHUMgeHTa), npousBoAuTENb MEOUUMHCKMX W3OENUA WKW ero  YrnoSIHOMOYEHHbLIN NpeacTaBUTENb AOIDKEH
npeacTaBuTb YMOMTHOMOYEHHOMY OpraHy rocygapctBa - udneHa Colo3a, Ha TeppuTopuM KOTOPOro MpPOU3OLLSIO
HexernaTenbHoe cobbiTne, 060CHOBaHWE TOro, YTO yKasaHHOe cobbITMe He ABMnseTCca HebnaronpusaTHeIM cobbliTEM

(MHUMaEeHTOM).

18. YBegomneHune no 6e3onacHOCTU MeauLMHCKOro U3enus HanpasBnseTcs nponssoanTeneM MeauUMHCKUX
nsaenun nnu ero YNOSTHOMOYEHHbIM npeacraBuTenem c NCMNONb30BaHNEM
NHGOPMALIMOHHO-TENEKOMMYHUKALMOHHBIX cpeancTs cBA3N, obecneynBatoLLnX ero nonyyeHue

3aMHTepecoBaHHbIMU OpraHU3auusiMun C MOATBEPKAEHNEM MONYYEHMS.

19. Ins MeQnUMHCKMX M3Oenui Knacca NoTeHLManbHOro pucka NpMMeHeHns 3, a Takke UMNIaHTMpyeMbIX B
OpraHM3am 4ernoBeka MeaMUMHCKUX W3denui Knacca noTeHUManbHOro pucka npuvMeHeHus 26, npoussoguTenb
MEeOUUMHCKUX U3Oenuid Unm ero YnorHOMOYEHHbIN npeactaBuTens 00583aH NpoBOAWUTb MOCTPErncTpauuoOHHbIV
KMMHUYECKUA  MOHUTOPUHT  Be3omacHocTM n  3PPEKTUBHOCTM  MEAMLMHCKMX — u3genun  (ganee -
MOCTPErNCTPaALMOHHBIA  KNMHUYECKUN  MOHUTOPWHI) UM eXerogHo, B TeyeHMe 3 neT, MnpeacraBnsaTb B
YNOSIHOMOYEHHbIN OpraH pedepeHTHOro rocyaapcTBa OT4Y4eTbl MO  MOCTPEruCTPaLUMOHHOMY  KIMHUYECKOMY
MOHUTOPWUHTY.

MepBoHayanbHbIN, NOCMAEOYWUA U 3aKMIOYNTENbHBIN OTYeTbl O MOCTPErMCTPALMOHHOM  KIMHUYECKOM
MOHUTOPWUHIEe NPEeACTaBMslOTCA Npou3BoAWTENEM  MEAVMUMHCKMX W3AenniA WM ero  YnonHOMOYEHHbIM
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npeacTaBMTeNeM B YNOSIHOMOYEHHbIN opraH pedepeHTHOro rocyaapcTea He no3gHee 1 doeBpans, Ha4YMHas ¢ roga,
crneayloLlero 3a rogoM nosnyyYeHnst perncTpauuoHHOro ya0CTOBEPEHUS.

20. MNocTperncTpaumoHHbIN KITMHUYECKUIA MOHUTOPUHI MPOBOAUTCS B COOTBETCTBMM C MMAHOM, BKMIOYEHHbIM B
OTY4ET O KNWHMYECKOM [JoKasaTenbcTBe 9IP@eKTUBHOCTM U 6e30nacHOCTM  MeauUMHCKOrO  n3genus,
npeacTaBnsemMbii MPon3BoANTENEM MEAULMHCKOro M3Oennss WM ero YrnoriHOMOYEHHbIM npeacTaBuTeNneM B
COCTaBe pPerncTpaunoHHOro 4OCbe NP pernctpaumm MeguLMHCKOro U3genus.

21. NnaH NOCTPEerncTPaLmMoHHOroO KNMHNYECKOTO MOHUTOPUHIA AOIMKEH codepKaTb:

a) uenu n 3agayun nocTperncTpPaLmMoHHOro KIMHUYECKOro MOHUTOPMHIA C YY4E€TOM MMEHLWUXCS KITMHUYECKMX
AaHHbIX, cneundunyecknx ocobeHHocTen N PakTopoB p1cKa, CBA3aHHbIX C MEAVNLMHCKUM U3dennemM;

6) cxeMy nOCTPErucTpaumMoHHOrO KIMHUYECKOrO MOHWUTOpPWHra, B TOM 4ucne o6ocHoBaHME MeTOAoB
(cnocoboB) nomnyyYyeHMs U CTAaTUCTUYECKOrO aHanu3a KIMHWYECKUX AaHHbIX, Bblbopa uccriedyemMon nonynsumu,
KpUTEpMEB BKITHOYEHMS (MCKIIOYEHMS) N MUHMMAanbHOrO KONMYecTBa CyObEKTOB B rpynne WCCnefoBaHus W, rae
NPUMEHUMO, HEOBXOANMOCTb BKIIOYEHUSA B UCCMeaoBaHWe rpynn CpaBHEHUS.

22. OT4yeTbl O NOCTPErNCTPALMUOHHOM KITMHUYECKOM MOHUTOPUHre 6e3onacHocTM U 3dhPeKkTUBHOCTYU
MeaUUMHCKUX m3genui no opme cornacHo npunoxeHunto N 5 npedcTaBnsioTCa NponsBognTeneM MeauLMHCKUX
N34Eenvn UM ero YnorHOMOYEHHbIM MpeAcTaBuTenemM B YNOMIHOMOYEHHbIW opraH pedepeHTHOro rocygapcrea ¢
NCnonb3oBaHMeM MHAOPMAaLMOHHOIO pecypca YMNONHOMOYEHHOrO opraHa pedepeHTHOro rocygapcrsa B ceTu
UHTepHeT.

23. YNONHOMOY€EHHbIN opraH pedepeHTHOro rocygapcTea Brnpase NpUBMeYb IKCNEPTHY OpraHM3auuio ans
aHanusa oT4eTOB O MOCTPErMcTPauMoOHHOM KMMHUYECKOM MOHWUTOPMHre. Ha OCHOBaHMM 3KCNEPTHOrO 3aKoYveHus
YNOSIHOMOYEHHBIN OpraH pedepeHTHOro rocygapcTsa BnpaBe NPUHATL pelleHne 0 HeobXxoaAMMOCTW MPOoBeAeHMs
nponsBoAuTENeM MeANLMHCKUX U3AEeNNIA KOPPEKTUPYIOLLMX OEACTBUN.

24. OT4YeTbl 0 NOCTPErNCTPaLMOHHOM KITMHUYECKOM MOHUTOPUHIE HanpaBnsioTCs YNOHOMOYEHHbBIM OpraHoM
pedepeHTHOro rocygapcTea Ha SKCNepTU3y B IKCMEPTHYHO OpraHu3auumio.

25. DJkcnepTHasa opraHusaumss He no3gHee 20 pabounx [OHe Cco  OHSA  MONydeHus oTdeta o
NOCTPErnCTPaLMOHHOM  KITMHNUYECKOM MOHWUTOPUHIE HanpasnsieT B YNOMHOMOYEHHbI OpraH pedepeHTHOro
rocygapcrsa 3akrnioyeHne O BO3MOXHOCTM (HEBO3MOXHOCTM) 3aBEPLUEHUS NMOCTPErMCTPaLMOHHOIO KIMHUYECKOro
MOHUTOPWHra.

26. Ha OCHOBaHUM 3KCNEPTHOro 3aKkMYeHUs YMOSTHOMOYEHHbIM oOpraH pedepeHTHOro rocyaapcrea
NPUHUMAET OOHO M3 CreayHLMX PELLEHUN:

a) 0 3aBepLUEHNN NOCTPErMCTPaLMOHHOIO KIMHNYECKOrO MOHUTOPUHS;

6) 0 NpoAneHnn NOCTPErncTPaLMOHHOIO KIIMHUYECKOTO MOHUTOPMHIA C YKazaHWeM AOMONHUTENbHOrO CpokKa,
€CINN NONyYeHHbIX AaHHbIX HeJOCTaTO4HO AN NoaTBepXAeHus 6es3onacHOCTU U 3PEHEKTUBHOCTU MEANLMHCKOrO
n3genna unv NponsBoanTeNnb MEAULMHCKUX U3AeNUN He NpeanpuHsAn HeoOXoAUMbIX KOPPEKTUPYIOLNX AeNCTBUiA
Ha OCHOBaHWM MOSYYEHHbIX OaHHbIX;

B) O NPVMOCTAHOBIEHNN OAENCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHUS MEAMNLMHCKOrO U3genqs u NpoaneHnm
NOCTPErncTPaLMOHHOTO KIMHNYECKOrO MOHUTOPUHIA C yKadaHneM OOMOSIHUTENbHOMO CPOKa;

r) o6 oTMeHe (0T3bIBE, aHHYNIMPOBAHNN) PEMMCTPALMOHHOIO Y4OCTOBEPEHUS N NPU HEOOBXOAMMOCTUN U3BATUM
MeOMLMHCKOrO n3genusi 3 obpatleHus.

27. YNonHOMOY€eHHbIN opraH pedepeHTHOro rocygapcrsa He nos3gHee 10 pabounx gHen co OHS NPUHATUS UM
B COOTBETCTBMU C MYHKTOM 26 HacToswmx [NpaBun peleHns A0mKeH NPonHOPMUPOBaTbL O HEM NPOM3BOAMTENS
MeOULMHCKUX u3genun.

28. B cnyyae ecnv npovsBoauTENO MEOUUMHCKUX M3OENuA WAM ero ynonHOMOYEHHOMY MpeaCcTaBUTENHo
CTarno M3BeCTHO O HebNaronpuATHOM COObITUM (MHUMAEHTE), HO OH He COOBLMM O HEM B YNONIHOMOYEHHbIN OpraH
rocygapcrea - uneHa Cotosa, Ha TeppuTOpMM KOTOPOro MPOM3OLLIIO HebnaronpustHoe cobbiTve (MHUMOEHT), unn
HapyLUU CPOKW, YCTAHOBIEHHbIE ANsi COODOLLEHUS, TO yKa3aHHbIN YNONHOMOYEHHbI OpraH Bnpase NpUOCTaHOBUTb
AeNCTBUe BblJAHHOMO MM PEermcTpauMoHHOrO yAOCTOBEPEHUS MEAMLMHCKOro M3genus n npoBecTn cobcTBeHHoe
paccrnegoBaHve HebnaronpuaTHoOro cobbiTvsa (MHUMAeHTa) NMbo NPMOCTaHOBUTL WM 3anpeTuTb MpUMEHeHue
MEeAMLMHCKOro U3fenns Ha TeppuTopmmn CBOEro rocyaapcTaa.

29. B cnyyae ecnv npousBoguTenb MEAUMLMHCKAX U3AEenvMn WM ero ynorHOMOYEHHbIN npeacTaButenb He
npeactaBun B YNOMHOMOYEHHbIM OpraH rocygapctea - uneHa Coro3a, Ha TeppuTopun KOTOPOrO MpPOU3OLLIIO
HebnaronpmaTHOe cobbiTue (MHUMAEHT), NOCNeayoLWmMn N 3aknNioYMTenbHbIA OTY4eT 06 MHUMAEHTE, TO yKa3aHHbIV
YNOSTHOMOYEHHbIN OpraH nocne yBeAoMMeHns NPON3BOANTENS MEAUNLNHCKUX M3OENUA UNKn ero ynorTHOMOYEHHOro
npeacTaBuMTenss O AaHHOM HapylleHWM BrpaBe NPUOCTaHOBUTb AEWCTBME BbIAAHHOMO WM PErMcTpaumoHHOro
YOOCTOBEPEHNS MeOMUMHCKOrO W3Aenuss WM MpuHATb pelleHne O Hayane npouenypbl MO ero OTMeHe
(aHHynupoBaHuio, OT3bIBY) He paHee 4eM 4epe3 30 paboumx OHeM CO AHSA HanpaBfieHUst NPOW3BOAMUTENHO
MEAMUMHCKUX M3OeNMA UNn ero yrnosIHOMOYEeHHOMY MpeAcTaBUMTEentd COOTBETCTBYIOLLEro yBeAOMMEHWs nmbo
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MPUOCTAHOBUTL UM 3anNpPeTUTb NPUMEHEHNE MEQULIMHCKOTO U3AENUS HA TEPPUTOPUM CBOErO rocyaapcTaa.

30. B cny4ae ecnu npousBoauTenb MeAMLMHCKOrO U3LOEnvsi U ero YnornHOMOYEHHbIW NpeacTaBuTeNb He
npeacTaBvi B YMNOSIHOMOYEHHbIN OpraH pedepeHTHOro rocyaapcrea NepBOHaYanbHbIN, MNOCNEAYHLUA Unn
3aKNYnUTENbHbIN OTYET O noctperncrtpauMoOHHOM KIMMHUYECKOM MOHUTOPUHrE, yKa3aHHbII7I yI'IOJ'IHOMOLIeHHbIVI opraH
nocne yeeaomMIieHuna npoussoanTenda MeauuuHCKoro wusgenma unm ero ynornHomMo4YeHHOro npeacrtaButena o
O0aHHOM HapyLlleHnn Bnpase NpPpUOCTaHOBUTb Ll,eI7ICTBI/Ie perncTpaumoHHOro ygocrtoeepeHua meauumHCKoro nsgenua
UNU NPUHATBL peLleHne O Havane npoueaypbl No ero oTMeHe (aHHYNMPOBaHMWIO, OT3bIBY) He paHee Yem 4vepe3 30
pabounx [Hel CO [OHS HanpaBreHWs NPOU3BOAWTEN MEAVMUMHCKUX W3AEeNUiA unmM ero YnosIHOMOYEHHOMY
npeacTaBUTENO COOTBETCTBYHOLLENO YBEAOMITEHMS.

Mpunoxexune N 1

k MpaBunam npoBeaeHNs1 MOHUTOPWHIa
6esonacHocTH, kavyecTBa U 3PPEKTUBHOCTM
MeOULMHCKUX N3nenuin

®OPMA
oTueTa O HEeBJATONPUSATHOM COOBITUM (MHLUIEHTE)

1. AMUHUCTpaTMBHas nHgopmaums

YNOMHOMOY€EHHbIN opraH <1>, <2>, <3> MecTto onsa oTMeTKm
YMOSIHOMOYEHHOrO opraHa
Afnpec ynonmHOMOYEHHOro opraHa <1>, <2>, <3> (BXoaswas gaTa,

perncTpaumoHHbIN Homep)

Twn otyeTa <1>, <2>, <3>:

lMepBOHaYanbHbIN OTYET

Mocneaytowmin otyeT

3aKnounTENbHLIN OTYET

[ata otueTa <1>, <2>, <3>

PervnctpaunoHHbii Homep HebnaronpmaTHOro cobbiTus (MHUMAEHTA) (NprcBanBaeTCsa NPON3BOANTENEM)
<1>, <2>, <3>

PerncrpaunoHHbIi Homep HeGNaronpUSTHOroO cobbITUS (MHUMAEHTA) (NpUCBaMBaETCsl YNONTHOMOYEHHbIM
OopraHom) <2>, <3>

MpeacTaBnsieT HebnaronpmusaTHoe cobbITUE (MHUNOEHT) CEPLbE3HYIO YIPO3y 0OLLECTBEHHOMY 340POBbLIO?
<>, <2>, <3>

T
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|:| Het

Knaccundumkaums nHungeHTta <1>, <2>, <3>:

CwmepTb

Henpep,BMp,eHHoe cepbe3Hoe yxyaLleHne CoCTtoAaHnA 300poBbA

Opyrve kpuTepum

Opyrue ynonHoMoOYeHHble OpraHbl, B KOTOpble Obln HanpaBfeH oT4yeT

2. [laHHble o0 nuue, NogaroLLeM OT4YeT

Crartyc nuua, nogaroLlero otyet <1>, <2>, <3>:

|:| MpounsBoguTens

|:| YNONHOMOYEHHbI NPeaCTaBUTESNb

3. JaHHble o npoussoauTene

HanmeHoBaHue npoussoantens <1>, <2>, <3>

damunus, nMs, 0TYECTBO (MPU HANMUYMKM) KOHTAKTHOroO nuua <1>, <2>, <3>

Aﬂpec <1>, <2>, <3>

MHpeke <1>, <2>, <3> lopop <1>, <2>, <3>
TenedoH <1>, <2>, <3> dakc (Mpu Hanuumn) <1>, <2>, <3>
E-mail <1>, <2>, <3> CtpaHa <1>, <2>, <3>

4. [laHHble YyNONTHOMOYEHHOro NpeAcTaBuTens (Npu HanM4un)

HanmeHoBaHWe ynonHOMOYEHHOro NpeacTaBmTens <1>, <2>, <3>

damunus, nms, 0T4eCTBO (MPU HANMUYMKN) KOHTAKTHOroO nuua <1>, <2>, <3>

Appec <1>, <2>, <3>
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MHpeke <1>, <2>, <3> Fopon <1>, <2>, <3>
TenedoH <1>, <2>, <3> dakc (Mpu Hanuumm) <1>, <2>, <3>
E-mail <1>, <2>, <3> CtpaHa <1>, <2>, <3>

5. [laHHble 0 MeaULMHCKOM n3aenum

Knacc noteHumnanbHOro pucka NpUMeHeHna MeaNLNMHCKOro n3genusa <1>, <2>, <3>:

26

2a

Kopn Buga mMeguumMHCKOro nsgenusa B COOTBETCTBUM C HOMEHKNATYPON MEAULMHCKNX n3genun,
npMMeHseMon B EBpasninckoM aKOHOMNYECKOM COto3e <2>, <3>

YHuKkanbHbIN Kog meguumHckoro nagenus (Unique device identifier (UDI) (npu Hanuummn) <2>, <3>

HavnmeHoBaHne megnuUuHCKoro nagenunsa <1>, <2>, <3>

Mogenb (ecnv npuMeHMMo) <2>, <3> KaTanoxHbii HOMep (ecnv NpUMeHNMOo) <2>, <3>
CepunHbIn HoMep (ecny NPUMEHUMO) <2>, <3> Homep napTtum (cepum) (€Cnu NPUMEHNMO) <2>,
<3>

Bepcus nporpammHoro o6ecneyeHns (ecnv NpUMEHUMO) <2>, <3>

[Hata Bbinycka <2>, <3> [aTta okoH4YaHWs cpoka rogHocTmn (ecnu
NPUMEHNMO) <2>, <3>

,El,aTa nmMmnnaHTauunm (TOJ‘IbKO and VIMFIJ'IaHTaTOB) ,El,aTa SKCnnaHTauunn (TOJ'IbKO anga VIMFIJ'IaHTaTOB)
<2>, <3> <2>, <3>

OnuTenbHOCTE MNNaHTauun (3anonHAeTCsa B criyyae, ecniv M3BeCTHa TOYHasl AaTa UMnnaHTauum nnm
Hayana akcnnyataumm) <2>, <3>

MpuHagneXxHocTn 1 (M) COBMECTHO UCMOSb3yeMble MeAULMHCKME n3genus (ecnn npuMeHnmo) <2,
<3>

Homep  perncrpauMoHHOro  YOOCTOBEPEHWS B €AMHOM  peecTpe  MeAMUMHCKUX  U3Oenuwn,
3aperncTpupoBaHHbIX B paMkax EBpa3nMnckoro 3KOHOMMYECKOro coto3a <1>, <2>, <3>

Homep perncTpauMoHHOro yOOCTOBEPEHWS B HAUMOHAlIbHOM pEecTpe  3aperMcTpyMpoBaHHbIX
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MeOMLMHCKUX n3genuin (Npy Hanmumm) <2>, <3>

6. [laHHble 0 HebnaronpuUATHOM CobbITUM (MHUMOEHTE)

[ata, korga nponsowno HebnaronpmusaTHoe cobbIThe (MHUMAOEHT) <2>, <3>

OnucaHune HebnaronpuaTHOro cobbITns (MHUMAEHTa) <1>, <2>, <3>

Homep oTyeTa MeaMUMHCKO opraHu3auumn-nons3oBaTens (eCnv NPUMMEHUMO) <2>, <3>

[arta, korga npoussoguTens nonyyYnn nHdopmMaumio 0 HebrnaronpusTHOM cobbITUN (MHUMAaEHTE) <1>,

<2>, <3>
KonnuectBo BOBMEYEHHbIX MauneHToB (ecnu Konunuectso BOBMNEYEHHbIX MEeOULMHCKNX
N3BECTHO) <2>, <3> n3genuin (ecnmn N3BecTHo) <2>, <3>

MecTo HaxoXxaeHUsa MegULNHCKOrO N3aennsi B JaHHbI MOMEHT (€CNu U3BECTHO) <1>, <2>, <3>

KTo ncnonb3oBan MeanunHCKoOe U3genue B MOMEHT H66.I'IarOI'IpVIF|THOFO cobbITUsA (I/IHLI,I/ID,eHTa) (Bbl6paTb

OfHO) <2>, <3>:

MeguumHcknin nepcoHan

MauneHt

Apyroe

Mcnonb3oBaHne MeanumMHCKoro nsgenus (BbibpaTte 0gHO) <2>, <3>:

nepBMYHOE NpUMEHEHNe

NOBTOpPHOE NpumMmeHeHne meauumHCKOro n3genma ogHOKpaTHOro npuMeHeHna

NOBTOpPHOE NpuMmeHeHne MmeaunuumMHCKOro n3genma MHOrokpaTtHoro npuMeHeHus

MeanumnHCcKoe n3genne nocre TeXxHn4eckoro O6C.I'Iy)KVIBaHI/IF| nnn pemMoHTa

apyroe
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|:| npobnema 6bina BbisiBMEHa A0 NPUMEHEHUS

7. JaHHble 0 nauneHTe

OnucaHune npobnembl naumeHTa <2>, <3>

Koo v TepMuH npobnembl nauueHTa B CBA3W C HebnaronpusATHbIM COObITMEM (MHUMOEHTOM) B
cooTBeTCTBMM ¢ MexayHapogHon ctaTucTuyeckon knaccudmkauymen 6onesHen n npobnem, cBsA3aHHbIX CO
3poposbeM, 10-ro nepecmoTpa (MKB-10) <3>

CTtpaHa, rge npomsoLno HebnaronpusitTHoe cobbiThe (MHUMAEHT) <1>, <2>, <3>

[enctBms 1 nomoLlpb, okazaHHast MeQUMUMHCKON opraHu3aumen nauneHTy <2>, <3>

Mon (ecnvn NpMMeEHMMO) <2>, <3>: My>xckon |:| YKeHcknin

BospacT naumeHTa (ecnu NnpuMeHNmMo) <2>, <3>: MecsiLeB OHen

0 0 0O

Bec nauueHTa (kr) (ecnu npumeHnmo) <2>, <3>

8. [JaHHble 0 MeANLIMHCKOM opraHnsaumnm (ecnv npUMeHnUMO)

HanmeHoBaHMe MeguMUMHCKON opraHu3aumm <1>, <2>, <3>

damunus, nMs, 0T4ECTBO (MPX HANUYMKM) KOHTAKTHOIO NyLa MEQULUMHCKOWN opraHusauum <2>, <3>

Aﬂpec <1>, <2>,<3>

NHpekc <2>, <3> Fopopn <1>, <2>, <3>
TenedoH <2>, <3> dakc (npu Hanuuun) <2>, <3>
E-mail <2>, <3> CtpaHa <1>, <2>, <3>

9. MpeaBapuTenbHOE 3akntoyeHne Npou3BoaMTENs (Ans NepBoHaYaribHOro/NocneayLero oT4eTa)

MpeaBapuTenbHbIN aHanNu3, NPOBEAEHHbIN NponsBoguTenem <1>, <2>

Tun HebGnaronpuaTHOro codbiTUS (MHUMAEHTa) (Koa 1 TepMUH ypoBHA 1 - ISO/TS 19218-1) <2>, <3>

Tun HebnaronpuaTHoro cobbiTus (MHUMAEHTa) (ko4 1 TepMuH ypoBHs 2 - ISO/TS 19218-1) <2>, <3>

HavanbHble KOppeKTunpyrLwne OEeNcTBUS, BbINOSTHEHHbIE npounssoaunTenem <1>, <2>

Mpeononaraemas faTta cnegytoulero otyeta <1>, <2>

10. Pe3yanaTb| 3aKIi4YnTESIbHOIO pacciniegoBsaHuna npon3soanTend (D,.I'Iﬂ 3aKIMH4YNTENIbHOIO OT‘-IeTa)
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PesynbTaThbl aHanusa, NpoBeAeHHOro nponssoautenem <3>

OueHka HebnaronpuaTHOro cobbiTns (MHUMAeHTa) (ko u TepMuH yposHs 1 - ISO/TS 19218-2)

OueHka HebnaronpuaTHOro cobbiTvsa (MHUMAeHTa) (kog 1 TepMUH ypoBHS 2 - ISO/TS 19218-2)

KoppekTupytowme gencremsa no 6e3onacHoCcT Ha mecTtax <3>

Cpoku peanusauum ykasaHHbIX MEPONpUATHn <3>

3akno4nTenbHbIE KOM MeHTapun npomnssoanTtensa

M3BeCTHO N Npou3BOAMTENO O NOJODOHLIX HEGMNAronPUATHLIX COOLITUSX (MHUMAEHTaAX) C TakuMm e
TMNOM MEAMLMHCKOIo M3aenusi ¢ NnogobHOM e rmaBHOM NPUYMHON? <3>

(e [ e

Ecnu Oa, ykaxute B KakMX CTpaHax U yKaxute HomMmepa HeGnaronpusTHbIX COObITUI (MIHUMAEHTOB)

KonunuyecTtBo nogobHbIx HeBnaronpuATHbIX cobbITUA (MHUMAEHTOB) <3>

MeaununHckoe nsgenve Bbio pacnpocTpaHeHo B CreAyOLWMNX rocyaapcTBax (Mpu Hanmuum) <3>:

Pecnybnvka ApmeHust

Pecnybnuka benapycb

Pecnybnuka KasaxcTtaH

Kbipreiackast Pecnybnuka

Poccuiickaa ®epepauns

Opyrue rocynapctea (ykasatb)

<1> OBssBaTesibHOE I[OJIe NJiS 3alOJIHEHMS IIPY [I€PBOHAYAJIbHOM OTUETEe.
<2> OBssBaTeJsibHOE IOJIe IJIS BalloJIHEHMS IIPM [IOCJIenyllleM OTdeTe.
<3> O6saBaTesyibHOE IIOJIe IJIs BalOJIHEHMA [PM 3aKJIOUMTEJIbHOM OTUYeTe.

HpMMeanme . ,I[aHHbIﬁ oT4yeT He ABJIdeTCHd IIPpM3HaHMeM OTBETCTBEHHOCTU
IIpom3BOOMNTEIIA jZN0%s ero YIOJIHOMOUWEHHOI'O IIpeacTaBuTeJid 3a Ilpor3olenuee
He@ﬂaI‘OHpMHTHOG coBrITHE (I/IHLU/I,J:[@HT) n ero IrocjyencTreud, comepXxalrecda B HeM
cCBeleHMA MOT'YyT OBITH HEIOJIHEIMM M HETOUHEIMMU . ,HaHHbIVI OoOTUEeT TaKXe He ABJIAeTCHA
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IIPM3HaHMEM TOI'O, 4YTO MEeIMUIMHCKOEe Husmneiime, V[H(bOpMaLU/IH O KOTOPpOM IIpMBEIEHa B
oTuerTe, ABJIAJIOCH ,He(i)eK'I‘HbIM 12 qTo MeIMUIVMHCKOE U3nejime IIpMBEeJIO K
npengriojyiaraeMoMy YXYyOUEeHMI0 COCTOAHMA 3I0PpOBBA WJIM CMEepTH dYeJiIoBeKa W
criocobCcTBOBAJIO STOMY .

llogoTBepxnan, YTO IO BCEM MMEOUMMCS Yy MEHS CBeINEeHMAM NpeACTaBJIeHHAs
nubpopManms BepHA.

(DOJIXHOCTD) (momonmce) (mHMUMAasE, daMuius)

" " 20 .

Mpunoxexne N 2

k MpaBunam npoBegeHNss MOHUTOPWHIa
6esonacHocTH, kayecTBa U 3PPEKTUBHOCTM
MeOULMHCKUX N3nenui

®OPMA
oTUeTa O KOPPEeKTUPpYIMX IeMCTBMAX N0 0e30MNaCHOCTU
MEOULIMHCKOTO M3OeJINs

1. AAMUHUCTpaTMBHasA nHdopmaums

YNOnMHOMOY€EHHbIEe opraHbl, B KoTOopble MecTo Ans OTMETKM YNOMHOMOYEHHOro opraHa
HanpasnseTcs oTyeT <1>, <2>, <3> (maTa, permcTpaumoHHbIN HoMep)

Twn otyeTa <1>, <2>, <3>:

lMepBOHaYanbHbIN OTYET

Mocneaytowmi otyeT

3aKknounTENbHLIN OTYET

[ata otyeTa <1>, <2>, <3>

PernctpaunoHHblii HoMep OT4YeTa O KOPPEKTUPYIOLNX AEACTBUSIX (MpUcCBavBaeTcs MpousBoauTerem)
<1>, <2>, <3>

PervctpaumoHHbIi HOMEpP OTYeTa O KOPPEKTUPYHLLMX OENCTBUSIX (MpUCBaMBaETCst YNONTHOMOYEHHbIM
OopraHom) <2>, <3>

PerncrpaunoHHbIi Homep HeGNaronpUSTHOro cobbITUS (MHUMAEHTA) (NpUCBaMBaeTCsl YNONTHOMOYEHHbIM
opraHom) <2>, <3>
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HanmeHoBaHVe KOOpAMHMPYIOLLEro YNONMHOMOYEHHOMO opraHa (ecnv npumMeHMMO)

2. [laHHble 0 nuue, NnogarLem oTyeT

Cratyc nuua, nogarLlero otyet <1>, <2>, <3>:

|:| Mponssoantens

|:| YNONHOMOYEHHbIN npencraBuTeElb

3. [daHHble 0 npousBoanTene

HanmeHoBaHune npoussogutens <1>, <2>, <3>

damunus, nms, 0T4eCTBO (MPU HANMMYMKN) KOHTAKTHOrO nuua <1>, <2>, <3>

A,l:l,peC <1>, <2>, <3>

MNHpeke <1>, <2>, <3> lNopog <1>, <2>, <3>
TenedoH <1>, <2>, <3> dakc (Mpu Hanuumm) <1>, <2>, <3>
E-mail <1>, <2>, <3> CtpaHa <1>, <2>, <3>

4. [laHHble yNONMHOMOYEHHOro NpeacTaBuTens (Npy Hanu4uum)

HanmeHoBaHMe ynonHOMOYEHHOroO NpeactasuTens <1>, <2>, <3>

damunus, nMs, 0TYECTBO (MPU HANMUYMKM) KOHTAKTHOrO nuua <1>, <2>, <3>

Aﬂpec <1>, <2>,<3>

MHpekc <1>, <2>, <3> Fopon <1>, <2>, <3>
TenedoH <1>, <2>, <3> dakc (Mpu Hannumm) <1>, <2>, <3>
E-mail <1>, <2>, <3> CtpaHa <1>, <2>, <3>

5. [laHHble 0 MEOULIMHCKOM 13aennu

Knacc noteHumanbHOro pucka npumMeHeHnst MEAULIMHCKOro u3genusa <1>, <2>, <3>:
D 3
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e
|:|1

Kop BMAa MeauuMHCKOro M3genuns B COOTBETCTBUM C HOMEHKNATYpON MeAULMHCKMX U3nenui,
npMMeHseMon B EBpasninckoM aKOHOMMYECKOM COto3e <2>, <3>

YHukanbHbI kog meguumHckoro nagenus (Unique device identifier (UDI) (npu Hannuun) <2>, <3>

HanmeHoBaHue megunumMHCKoro nagenus <1>, <2>, <3>

Mogenb <2>, <3> (ecnv NpUMEHMMO) KatanoxHbii HOMep (ecnv NPUMEHUMO) <2>, <3>
CepuiiHbIN HoMep (ecnu NPUMMEHUMO) <2>, <3> Homep napTtum (cepun) (ecnm npuUMeHUmMo) <2>,
<3>

Bepcusa nporpammHoro obecnedyeHuns (ecnu NnpuMeHnmo) <2>, <3>

[aTa Bbinycka <2>, <3> [ata oOkOH4YaHMsi cpoka rogHocTM  (ecnu
NPUMEHUMO) <2>, <3>

MpyHaanNexXHOCT 1 (M) COBMECTHO MCMoSib3yeMble MeauLMHCKe U3nenust (ecnn NpMMEHUMO) <2>,
<3>

Homep perucTtpauMoHHOro  yAOCTOBEPEHMS B €OMHOM  peecTpe  MeOUUUHCKUX  usgenun,
3aperncTpupoBaHHbIX B paMkax EBpasninckoro aKOHOMMYECKOro cor3a <1>, <2>, <3>

Homep pernctpaumoHHOro yAOCTOBEPEHMSI B  HaLMOHANbHOM peecTpe 3apermcTpupoBaHHbIX
MeOMLUMHCKUX M3aenui (Npy Hanumumm) <2>, <3>

6. [laHHbIE O KOPPEKTMPYHOLLMX AEACTBUAX NO 6€30MacHOCTN MEOULMHCKOrO N3aenusi

Obuwme cBegeHUs N NpuUNHa KOPPEKTUPYHOLMX AEUCTBUI <1>, <2> <3>

OnucaHne n 060CHOBaHUE KOPPEKTUPYIOLLNX OENCTBUN <1>, <2>, <3>

PekomeHpgauum ans nonb3oBartenen <1>, <2>, <3>

MeponpuaTus n cpoku peanu3aumm KOpPeKTUPYOLWMX AeNCTBMn <2>, <3>

MpunoxeHne K oT4yeTy <1>, <2>, <3>:

YBegomneHue no 6e3onacHOCTM MEAULMHCKOrO 34enusi Ha PYCCKOM A3blke

YBegomreHune no 6e30nacHoOCTM MEANLMHCKOrO U3AENNst Ha rocyAapCTBEHHOM si3blke
rocygapcrtea - udneHa EBpasuiickoro 3KOHOMMYECKOTO CO3a, Ha TeppUTOPMM KOTOPOro MPOM30LUSIo
HebnaronpuaTHoe cobbiTne (MHUWOEHT)

Apyroe
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MeguunHckoe nsgenve 6bino pacnpocTpaHeHO B CreayLwWmx rocygapcreax <1>, <2>, <3>:

Pecnybnvka Apmenus

Pecnybnuka Benapycb

Pecnybnuka KasaxcTtaH

Kbipreiackas Pecnybnuka

Poccuinckaa degepaums

Ipyrue rocyoapctea (ykasaTb)

7. KommeHTapun

<1> OBssBaTeJyibHOE I[OJIe NJiS BalOJIHEHMS IIPY [I€PBOHAYAJIBHOM OTUETEe.
<2> OBssBaTeJsIbHOE IOJIe IJiS BaloJIHEHMS IIPM [IOCJIenyllleM OTdeTe.
<3> O6sazaTesyibHOE IIOJIe IJIs BalOJIHEHMA [PM 3aKJIOUMTEJIbHOM OTUYeTe.

HpVIMeanVIe . HaHHBIﬁ oTdeT He ABJIdeTCA IIPYM3HaHVEeM OTBEeTCTBEHHOCTU
IIpomM3BOOMNTEIIA [ ZN0%s ero YIOJIHOMOUWEHHOTI'O IIpeacTaBuTeJid 3a Ilpor3oleniuee
He@ﬂaI‘OHpMHTHOG coBrITHE (I/IHLU/I,J:[@HT) n ero rocjyencTreud, comepXxaluecsda B HeM
CBeIl€eHMAa MOT'YyT OBITE HEIOJIHBEIMM M HETOUHBIMM . ,HaHHbIVI OoTUeT TaKXe He [ABJjideTCHA
IIPM3HaHMeEM TOI'O, 4YTO MEeIMUIMHCKOEe musmeiime, MH(bOpMaLU/IH O KOTOPpOM IIpMBEIEHa B
oruere, ABJIAJIOCH He@eKTHBIM n gTo MeIVIVMHCKOEe mu3nmeJjime IIpMBeJIO K
InpengrojyiaraeMoMy YXYyOUEeHMI0 COCTOAHMA 3I0PpOBBA WJIM CMEepTH dYeJIoBeKa WJIN
criocobCcTBOBAJIO STOMY .

llooTBepxmamw, YTO IO BCEM MMEOUMVMCS Yy MEHS CBeINEeHMAM NpeIACcTaBJIeHHAas
nubpopManms BepHA.

(DOJIXHOCTD) (momonmce) (mHMUMAaJE, daMuins)

" " 20 .
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®OPMA

Mpunoxenue N 3

k MpaBunam npoBeaeHNs1 MOHUTOPWHIa
6esonacHocTH, kayecTBa U 3PPEKTUBHOCTM
MeOULMHCKUX n3nenuin

n3peueHmAa O He@ﬂaI‘OHpVIHTHOM COOBITUM (I/IHLU/I,I[@HT@) y CBA3aAaHHOM

C INPpVMIMEHEHMVEM MeIMUIVMHCKOI'O Mn3ngeJind

a) HaummeHoBaHMe nuua  (cybbekta  obpalleHus
MEeOULMHCKUX U3OENNIA), HanPaBnsOLWEro U3BELLEHNE

0) agpec

B) KOHTaKTHbI TenedoH, dakc

a) HaumeHoBaHMe MeONLIMHCKOro M3aenus

0) mogenb

r) CEPUMHBIA HOMEP

[) HoMep napTun Unu cepum

€) HoOMep PerucTpPaLMoHHOTO YAOCTOBEPEHNS

a) HanMmeHoBaHWMe npon3soanTensa

©) agpec (npu Hanuummn nHdopmaLmm)

a)  HauMeHoBaHue
WHopmaunn)

nocTaBLuKa (Flpl/l Hannm4ymnmn

0) koHTaKTbl (agpec, TenedoH)

HaTta npousBoacTea
(neHb/Mecsu/ron)

MeaNLNHCKOro n3genua

[aTta okoH4YaHWs1 CpoKa rogHOCTM
(oeHb/Mecsau/ron) (npy HanNU4MM MHdopMaLUn)

[laTa oKOHYaHWsA rapaHTUINHOIO CpoKa 1 cpoka
aKcnnyaTaumn, yCTaHOBMEHHOro Npon3BognTenem
(neHb/mecsau/roa) (mpwn HanM4mMm nHdopmaunm)

[laTa BbISIBNEeHNs1 cepbesHbiX 1 (Unn) HenpeaBnaeHHbIX
Nno6oYHbIX peakuuii, NOBOYHbIX SABNEHUI, HE4OCTATKOB,
HencnpaBHOCTEN UM HECOOTBETCTBUN (OeHb/Mecsu/ron)

Kateropus HebnaronpuaTHOro cobbiTusa (MHUMAEHTA), CBA3AHHOIO C NPYMEHEHWEM MEeAWLMHCKOro

nsgenus (BblbpaTb HyXHoOE):

cepbesHasi U (Mnu) HenpeaBuaeHHas NOOOYHAsl peakumsi, He yka3aHHas B MHCTPYKUUKM MO
NPUMEHEHMIO UMW PYKOBOACTBE MO 3KCMnyaTaumMm MeauuuHCKOro U3aenust
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nobo4Hoe sABneHne npu nppumeHeHnn megnuumHCcKoro n3genma

0COBEHHOCTM B3aMOOENCTBUA MEOULMHCKNX U3OENUN MexXay cobom

HeHagnexakwlee Ka4ectBo MeanLnHCKOro n3genua

obCcTOoATENBCTBA, CO3AaloliMe Yrpo3y XU3HM W 300POBbI HACEMeHUs U MeOULUHCKUX
pPaGOTHUKOB NPU NPUMEHEHUU U SKCMNyaTaUMn MeQULMHCKUX U3aenuii

WHble cnyvyam HebnaronpuAaTHOro cobbiTus (MHUMAEHTa)

10. |MNpuHaTtblie nonb3oBaTenem unu MeaNLIMHCKOMN
opraHusaumert mepbl MO YCTpaHeHM HebnaronpuaTHOro
cobbITus (MHUMAEHTA)

11. | MpuYnHEHHbIN Bpeq

12. |lMpumedaHue

PapaHTMpon JOCTOBEPHOCTDb CBe,J:[eHI/IVI, comepXxalliXCcd B HaCTOAIleM JV3BEUEeHMM.

[IpuoxeHMe : KONMM IOKYMEHTOB, CBUIETEJIBCTBYOIMX O HeBJIaronpusaTHOM
COBRITUM (MHUMIOEHTE), Ha J. B 1 3k3.

Jinuo, HallpaBJjidpliee M3BeleHNe

(DOJIXHOCTD) (momonmce) (mHMUMAaJE, daMuius)

M.II. (Opu HaIWUuumM)

Mpunoxenue N 4

k MpaBunam npoBefeHNs1 MOHUTOPUHIa
6esonacHocTH, kavyecTBa U 3PPEKTUBHOCTM
MEeOULMHCKUX n3nenuin

®OPMA YBEJOMNEHWA MO BE3ONMACHOCTU MEOMLIMHCKOI O U3OENUA

YBEAOMIJTIEHME NO BE3OMNACHOCTW MEAULIMHCKOI O N3OENUA
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N [ara:

Bua KoppekTupytoLero A4encTBus:

rlpI/IOCTaHOBJ'IeHI/Ie ncnonb3oBaHNA MeanMUnHCKOro naaenund

MogepHu3auust MegULMHCKOro U3genus Ha mecTe

YHNYTOXEHNE MEANLIMHCKOro U3aenus

n3genua

O6HoBneHne nporpammMmHoro obecneveHus

Opyroe

3ameHa MeguumMHCKOro nsgenus npoun3soguTtenem unmy ero ynosiHoMOYeHHbIM npeacrtaBmutTenem

BosspaT MeONUMHCKOro nsaenua npoun3soanTento nnn ero ynoriIHoMo4eHHoMy npencraBsutento

M3ameHeHune MHCTPYKLLMVI no npuMeHeHUK WM pykoBOACTBaA MO 3Kcniyatauynun meamunHCKOro

HanmeHoBaHMe MeguMUMHCKOro n3nenus:

BapuvaHT ncnonHeHus/mogens/cepuiiHbii Homep/kaTanoXHbli Homep (MO NPUMEHUMOCTH):

Homep perncrpaLmoHHOro yoocToBepeHus:

Onwucaxune npobnemsl:

OnucaHue gencTeni, KOTOpPble OO0JKEH BbINONMHNTL NoNb3oBaTeslb MeAULUMHCKOro nsaenua:
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YkasaHue 0 Heo6xoAMMOCTM nepeaady yBegoMeHUs uuam, KoTopble AOMKHbI BbiTb MHOPMUPOBAHBI
0 npoGneme 1 (MNn) AOIMKHbI BbINOMHATL KOPPEKTUPYHOLLNE OENCTBUS:

YkasaHne o HeobXoOAMMOCTU MNpPeACcTaBreHUsi NPou3BOAMTENO (YNONTHOMOYEHHOMY MpeAcTaBUTEnNto
npou3BoauTensi) CBEAEHUA 0 MeAULUMHCKUX U3OEenNnaX, HanpaBneHHbIX B ApyrMe opraHusauumum, 1 nepegaydv
3TMM OpraHM3auusm yBegoMNeHus (Npy Hanuvum):

KoHTakTHasa nidopmaums

damunusi, uMs, 0TY4ECTBO (NMPU HANMYUK) N1ua, HanpaBMBLLEro yBedoMIeHne <1>, <2>, <3>

Appec <1>, <2>, <3>

UHpeke <1>, <2>, <3> lNopon <1>, <2>, <3>
TenedoH <1>, <2>, <3> dakc (Npn Hannuun) <1>, <2>, <3>
E-mail <1>, <2>, <3> CtpaHa <1>, <2>, <3>

[looTBEPXIOaln, YTO COOTBETCTBYOIMI YIOJHOMOYEHHE OPTaH NPOMHOOPMMPOBAH O
OaHHOM mnpobJjieMe M O HaCTosAlleM YyBeIOMJIEHUM IO Oe30INaCHOCTM MEeIMLMHCKOI'O
U3neyms.

(DOJIXHOCTH ) (momnmceo) (mHMUMAaJE, baMuiIns)

M.II.

MpunoxexHne N 5

k NpaBunam npoBefeHNsi MOHUTOPUHra
6e3onacHocTn, kayecTBa U 3PEKTUBHOCTM
MEeOULMHCKUX U3aenuvn

®OPMA
oTyeTa O IIOCTPETIMCTPALUVMOHHOM KIIMHMYECKOM MOHMTOPMHIEC
fe30mnacHOCTU U 20QPEKTUBHOCTY MEOMLUMHCKOI'O U3IEJIUS

1. AAMUHUCTpaTMBHas nHdopmaums

YNOMHOMOYEHHbIV opraH MecTo AN OTMETKM YNOMHOMOYEHHOro
opraHa

AJpec ynosiHOMOYEHHOro opraHa (maTa, pernctpaunoHHbIN HOMeP)

Tun otyera:
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MepBoHayanbHLIV OTHET

Mocneaytowmin otyeT

3aKknounTENbHLIN OTYET

[ata otyeTa

PervctpaunoHHbI HoMep oTyeTa (NpMcBanBaeTCs NPOM3BOANTENEM)

PervnctpaunoHHblil Homep oTyeTa (MprMcBanBaeTcsl yNofIHOMOYEHHbIM OpraHoM)

2. [laHHble 0 nuue, nogawLlemM oTyeT

CraTtyc nuua, noaatoLLero oT4yeT:

|:| Mponssoauntens

|:| YNONHOMOYEHHbI NpeacTaBUTENb

3. OaHHble o npoussBoauTene

HanmeHoBaHune npoussoaunTensa

damunus, uMs, 0T4ECTBO (MPU HANMUYMKN) KOHTAKTHOrO nuua

Anpec

Mupekc opon

TenedoH dakc (Npy Hanmuun)
E-mail CtpaHa

4. [laHHble YyNONTHOMOYEHHOro NpeAcTaBuTens (Npu Hanmuun)

HanmeHoBaHune YNONTHOMOYEHHOro npeacraBnTend

damunus, nms, oT4eCTBO (I'IpVI Ha.I'IVI‘-IVIVI) KOHTaKTHOIo Jinua

Anpec
UHpeke Nopon
TenedoH dakc (npy Hannuun)
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E-mail CtpaHa

5. [laHHble 0 MeaUNLMHCKOM n3aenum

Knacc noteHumnanbHoro pUCKa NnpuMeHeHna MeanumHCKOro n3genna:

3, HeumnnaHTUpyemoe

3, MMnaHTupyeMmoe

26, MnnaHTMpyemoe

Koo Buaa MeguuMHCKOro u3fdenuvs B COOTBETCTBUM C HOMEHKNaTypouW MEeOMUMHCKUX W3[enui,
npMMeHsemMon B EBpasMnckom 3KOHOMUYECKOM COLo3e

HanmeHoBaHMe MeguUMHCKOro nsgenus

BapuvaHTbl ucnonHenuns (mogndukaummn) MegMuUHCKOro ngenus

Homep perncrtpaymnoHHOro yaoocToBepeHnd B €JnHOM peecTpe MeaNLNHCKUNX nagenun,
3aperncTpmnpoBaHHbIX B paMKax EBpa3I/IIZCKOFO 9KOHOMMYECKOro cor3sa

6. I'Iepequb MﬂGHTM(bMHMpOBaHHbIX OCTaTOYHbIX PUCKOB, CBA3aHHbIX C MEOULIUMHCKUM n3aennem

7. Lle.l'll/l 1 3agayun NoCcTperncTpaumMoHHOro KImHM4eckoro MOHUTOpPpUHra ©esonacHocTU n Sq)(*)eKTI/IBHOCTVI
MeaNLMNHCKOro nsgenusa

8. Cxema NOCTPErMcTpaLmMOHHOIO KIIMHUYECKOr0O MOHWUTOPUHra 6e3onacHocT M 3PPEKTMBHOCTU
MeaMLMHCKOro n3genus

9. KnnuHu4yeckne gaHHble, nony4yeHHbIe 3a OTYETHbLIN nepwunoa

10. OueHka KNMHUYECKNX AaHHbIX, MONTyYEHHbIX 32 OTYETHBIN Nepuos

11. OueHka BCEX KITMHUYECKMX OAHHbLIX, MOMy4YeHHbIX B Mepuog MNOCTPEerncTpauuoHHOrO KIMHUYECKOro
MOHUTOpMHra 6e3onacHoCTn 1 ahPEKTUBHOCTU MEQULMHCKOIO U3Lenus

12. 3aknw4deHne o HeobxoguMMocTM  (OTCYTCTBUM  HEobXOOMMOCTWU)  KOPPEKTMPOBKM  MnaHa
NOCTPErnCTPaLNOHHOIO KIMMHUYECKOTO MOHUTOpMHra ©e3onacHocT u 3dEKTUBHOCTU MEOULMHCKOTO
nsgenus

13. 3aknioveHne o HeobxoaMMOCTU (OTCYTCTBUM HEOBXOAMMOCTU) BbIMOSTHEHUS KOPPEKTMPYIOLLMX
Aencteni no 6e30nacHOCTU MeANLMHCKOrO n3genus

14. OnncaHue KoppPeKTUPYIOLLMX OENCTBUI Mo 6€30NacHOCT MEANLIMHCKOrO U3denus (NMpu Hanmuum)

15. 3aknioyeHne (0BOCHOBaHWE) O KNUHMYECKOM 6Ges3onacHoCTM U 3PMEKTUBHOCTM MEOULMHCKOrO
nspgenus
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16. 3aknwoyeHve o0 HeobxogumocTn  (OTCYTCTBMM  HEOBXOOUMOCTW)  MPOANEHUs  uuMKna
NOCTPErncTPaLMOHHOTO KIMMHUYECKOTO MOHUTOPUHra 6e3onacHocT U 3EKTUBHOCTU MeOMULIMHCKOrO
n3genus (4ns 3akrno4nTensHOro otyeTa)

17. KommeHTapum

HO,D;TBep)K,D;aIO, gTo I10 BCeM UMMeIMMMCHA Y MEHA CBEeOEeHMAM IIpelOCTaBJIECHHAA
vHboOpMalLMsa BepHa.

(DOJIXHOCTH ) (momnmceo) (mHMUMAaNE, baMuiIns)

M.II.
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