IHocranoBienue IlpaBurtenncrBa Poccuiickoii @enepanuu ot 27 nekadps
2012 r. N 1416 r. MockBa «O0 yrBep:kaennu IlpaBui rocyrapcrBeHHoi
perucTpanuv MeIuIUHCKUX U3/1eJINID)

IIpaBuiia rocygapcTBEHHOM PerucTpauMyu MeAMIUHCKUX HU31eJTUl

B cootBercTBUU cO cTaTheil 38 DenepanbHOro 3akona "OO0 0OCHOBaX OXpaHbI
310pOBbs rpaxaaH B Poccuiickoit @enepanun” [IpaButenbctBo Poccuiickoit
denepanii MOCTAHOBJISACT:

1. YTBepauTh npunaraemsie [IpaBuiia rocy1apCTBEHHON perucTpanuu
MEUIIUHCKUX U3JICTUH.

2. YCTaHOBUTH, UYTO:

a) pEruCTPaLlMOHHBIE YOCTOBEPEHUS HA U3/ MEIULIMHCKOTO HA3HAYEHUS U
MEIUIMHCKYIO TEXHUKY C YCTAHOBJIEHHBIM CPOKOM JEHCTBUS, BBIAAHHBIE 10 JHS
BCTYILUICHHUSI B CUJIy HACTOSIIIETO ITOCTAHOBIICHHUS, IEUCTBYIOT 1O UCTECYEHHUS
YKa3aHHOTO B HUX CPOKa JCHCTBHS;

0) perucTpanoHHbIC YAOCTOBEPEHUS HA U3IEIUS MEAUITUHCKOTO Ha3HAYCHUS U
MEJUITMHCKYIO0 TEXHUKY OECCPOYHOTO IEUCTBUS, BBIJIAHHBIE /10 JHS BCTYIUICHUS B
CHJTY HACTOSIIIETO MOCTAHOBJICHUS, ICUCTBUTENBHBI U TIOJIJTICKAT 3aMeHe 10 1
suBapst 2014 1. Ha perucTpalMoHHbIC YIOCTOBEPEHHS 0 (Popme, YTBEpKIAeMOM
denepanbHOM ciTy:k001 M0 HAI30py B cepe 3ApaBOOXpaHEHUS.

3ameHa perucTpalOHHOIO yIO0CTOBEPEHUS OCYIIECTBIISIETCS 0€3 POXOKIAECHUS
MPOLEYPBI TOCYAPCTBEHHON PETUCTPAMA MEJULIIMHCKUX U3/IEJINI HA OCHOBaHUH
3asiBJICHUS], IPEJCTABICHHOTO 3asBUTeNieM B DenepalibHyto ciyk0y Mo Haa30py B
cdhepe 31paBoOXpaHEHNs, C YKa3aHUEM CBEJICHUM, pe1ycMOTpeHHbIX [IpaBunamu,
YTBEPKJACHHBIMU HACTOSAIIUM MMOCTAHOBJICHUEM.

3. 'ocymapcTBeHHAs perucTpanys MEAUIIMHCKUX U3/ICIIHA, IPEICTaBICHHBIX Ha
TOCYIapCTBEHHYIO PETUCTPAIIMIO JIO JTHS BCTYIJICHUS B CHITY HACTOSIIIETO
TIOCTAHOBJICHHUS, OCYIIICCTBIIICTCS HA OCHOBAaHUH JIOKYMEHTOB, TIPECTABIICHHBIX
710 JTHS BCTYIUICHHSI B CHITYy HACTOSIIIETO TTOCTAHOBJICHHUS, a TAK)KE 3asIBJIICHUS O
rOCyIapCTBCHHON PETUCTPAIlUU MEIUIIMHCKOTO U3CIHS, TIPEICTABICHHOTO
3assBUTEJIEM B COOTBETCTBHH ¢ [IpaBriiaMu, yTBEpKISHHBIMUA HACTOSIITUM
nocTa”HoByieHreM, B DenepalibHyto ciyk0y Mo Haa30py B cepe
3JIPaBOOXPAHCHHUSI.

4. Peanu3zalus MOJTHOMOYHM, MPETyCMOTPEHHBIX HACTOSIIIIUM MTOCTAaHOBJICHUEM,
OCYUIECTBJISIETCS B Mpeiesiax ycTaHoBIeHHBIX [IpaBuTenscTBoM Poccuiickoit
denepanuu npeaebHON YUCIEHHOCTH pa0OTHUKOB LIEHTPAIIbHOIO anmnapara
®denepanbHOM ciTyKObI IO HAA30PY B cpepe 31paBOOXpaHEHUS, a TAKKE



OIO/IKETHBIX ACCUTHOBAHMM, IpeycMOTpeHHbIX Ciyx0e B penepanbHOM
Oro/pkeTe Ha PYKOBOJICTBO U yIIpaBlieHUE B c(pepe yCTaHOBICHHBIX (PYHKIUH.

5. Hacrosiiee mocTaHOBJIEHHE BCTyMaeT B cuily ¢ 1 ssuBaps 2013 r.

IIpeacenarenn IlpaBurenncrBa
Poccuiickoii ®enepaunu
1.MenBeneB

[IpaBuia rocy1apCTBEHHOM PETUCTPALIMU MEIUIIMHCKUX U3ACTUN

1. Hactosimue I[IpaBuia ycTaHaBIMBAIOT NOPSAIOK FOCYIAPCTBEHHOM PETUCTPALIUN
MEIUIMHCKHUX W3JIeTUH, NOIeKAIMX 00pallleHnIo Ha TeppuTopuun Poccuiickoi
denepanu.

2. l'ocygapcTBEHHOM pEerucTpalvy MOJIEKAT JH00bIe MHCTPYMEHTBI, anlaparsl,
npuodOpsI, 000pPYJOBAHUE, MATEPHUAIIBI U IPOYUE U3/1EIINS, TPUMEHSIEMBIE B
MEIUIUHCKHUX LEIAX OTACIBHO WM B COYETAHUU MEXAY COOOM, a TaKkKe BMECTE C
JIPYTUMH MPUHAJIEKHOCTSIMHU, HEOOXOIMMBIMHU ISl IPUMEHEHMSI YKAa3aHHBIX
U3JIeIUNA IO Ha3HAYEHUIO, BKIIOYAs CIIEIMaIbHOE IPOrpaMMHOE 0OecrieueHue, u
npeIHa3HaYeHHbIE POU3BOAUTEIIEM JIJIsl MPOPUIAKTUKH, TUATHOCTHKY, JICYCHUS U
MEAMIMHCKON peadunuTaluuu 3a00JeBaHNil, MOHUTOPUHIA COCTOSIHUS OpraHu3Ma
4eJIOBEKa, POBEAEHUS MEIULIMHCKUX UCCIIET0BAHNI, BOCCTAHOBJIEHUS,
3aMELIEHUS], U3MEHEHUSI aHATOMHUYECKON CTPYKTYPhI WIH (PU3UOTOTUYECKUX
(GyHKUMNA OpraHu3ma, NpeJoTBPALLEHUS WU TIPEphIBaHUs OEPEMEHHOCTH,
(yHKUIHMOHATIBHOE Ha3HAYEHHE KOTOPBIX HE PEATU3YETCs MyTeM
(bapMakoI0rH4ecKOro, MMMYHOJOTUYECKOT0, TEHETUYECKOTO WIIN
MeTa0O0JIMYECKOTr0 BO3ICUCTBUS HAa OPraHU3M YeJIOBeKa (J1ajee - MeIULUHCKUE
U3/IeIIus).

MenuuuHCcKHre U31eNnsl, U3TOTOBJICHHBIE 110 MHIMBUIYaJIbHBIM 3aKa3aM
MAIMEeHTOB, K KOTOPBIM MIPEIBABISIOTCS CIIEIMaIbHbIE TPEOOBAHHUS TI0
HA3HAYCHUIO MEIUIIMHCKUX PAaOOTHUKOB M KOTOPBIC MPETHA3HAYCHBI
VCKJIFOUUTEIBHO JJIS1 TUYHOTO UCIIOJIb30BAHUS KOHKPETHBIM MALIMEHTOM,
roCy1apCTBEHHOM PErUCTPALIMU HE MOJJIEHkKAT.

3. 'ocynapcTBeHHas perucTpanus MEIUIMHCKIX U3/IEIUH OCYIIECTBIIAETCS
denepanbHOM CiTy)001 M0 Ha13opy B cepe 3apaBooxpaHeHus (ganee -
PErUCTPUPYIOIIHMI OpraH).

4.B HaCTOAIINX HpaBI/IHaX HCIIOJB3YIOTCA CIICAYIOIINEC OCHOBHBIC ITOHATHA:

"0e30MacHOCTh METUIIMHCKOTO U3EHs" - OTCYTCTBHE HEJIOIMYCTUMOTO PUCKa



IPUYUHEHHS BPEla AKU3HH, 3I0POBbIO YEJIOBEKA U OKPYKAIOLIEH cpejie IpH
UCIIOJIb30BaHUU MEIULIMHCKOTO U3/IENINS 110 Ha3HAUEHUIO B YCIOBUSX,
IIPEyCMOTPEHHBIX ITPOU3BOUTENIEM;

"Ka4ecTBO MEIMIIMHCKOTO U3/ENIAA" - COBOKYITHOCTb CBOMCTB U XapaKTEPUCTHUK
MEAMIMHCKOIO U3JIEHs, BIUSIOLIUX HA €r0 CIIOCOOHOCTh JEHCTBOBATH 110
HA3HA4YEHMIO NPU YCIOBUM COOTBETCTBUS TPeOOBAaHUSIM HOPMATUBHOM,
TEXHUYECKOUN U DKCIUTyaTallMOHHON JOKYMEHTALNH;

"KIIMHUYECKHUE UCTBITaHUA" - pa3padOTaHHOE U 3aINIAHUPOBAHHOE
CUCTEMATHUYECKOE UCCIIEIOBAHNE, PENIPUHSITOE, B TOM YUCIIE C yYaCTHEM
YyeJIoBeKa B KaueCcTBE CyObeKTa JIsl OLIEHKH 0€30macHOCTH U (D PEKTUBHOCTH
MEJIHUIITHCKOTO U3/ICIUS;

"HOpMaTUBHAs JOKyMEHTAIUs" - TOKYMEHTBI, PETJIaMEHTUPYIOIIHNE TPeOOBaHUS
0e30MacHOCTH, KaueCTBa, a TAKXKe MpeanoaaraeMyro 3pGeKTHBHOCTD
MPEAYCMOTPEHHOTO IPUMEHEHHS M METO/IbI KOHTPOJISI COOTBETCTBHS
MEUITMHCKOTO U3/IeNINs STUM TPeOOBaHUSIM;

"perucTpaoHHOE A0ChE" - KOMIUIEKT JOKYMEHTOB, MPEICTABISIEMbIX IS
rOCyapCTBEHHOW PETUCTPALIMU, BHECCHUS NU3MEHEHUN B PETUCTPALIMOHHOE
YAOCTOBEPEHUE HA MEAULIMHCKOE U3JICIINE, a TAKKE KOMMU PELICHUHN, TPUHSITHIX
PETUCTPUPYIOIIUM OPraHOM B OTHOIIEHUH KOHKPETHOTO MEIUIIMHCKOTO U3JIEIINS;

"TeXHUYECKas TIOKyMEHTAIUA" - TOKYMEHTHI, PETVIAMEHTUPYIOIIAE KOHCTPYKIUIO
MEJIUIIMHCKOTO U3/IEIHsl, yCTaHABIUBAIOIINE TEXHUUECKHE TPEOOBAHUS U
coJiepKaliue JaHHbIE [T €ro pa3paboTKu, MTPOU3BOACTBA, IPUMEHEHHS,
IKCILTyaTaIK, TEXHUIECKOTO 00CTyKMUBaHUS, PEMOHTA, YTUIIN3AIUN WIN
YHUUTOKECHUS,

"TEXHUYECKUE UCTIBITAaHUSI" - UCTIBITAHUS C 1IEJIbIO OINPEICIICHUSI COOTBETCTBUS
XapaKTePUCTHK (CBOKMCTB) MEAUIIMHCKOTO M3AeNIHs TpeOOBaHUSM HOPMATUBHOM,
TEXHUYECKOU U SKCILTyaTallMOHHON JOKYMEHTAIMU U IPUHATHS MOCIETYIOIETO
pelIeHus 0 BO3MOXHOCTH TTPOBEACHUS KIMHUYECKUX UCTIBITAHUH;

"TOKCHKOJIOTHYECKUE UCCIECA0BAHNUA" - UCCIIEIOBAHUS B IIEJIAX OLICHKHA
OMOJIOrMYECKOM O€30MMaCHOCTH MEAUITMHCKOTO U3ACIIHS U IPUHATHS
MOCJICTYIOIIETO PEIICHUS O BO3MOKHOCTH MTPOBEACHUS KIMHUYCCKUX UCTIBITAHUMN;

"YIIOJTHOMOYEHHBIN MPEICTABUTENL TPOU3BOIUTENA" - IOPUIUYECKOE JIULIO,
3apErucTpUpOBaHHOE Ha Tepputopun Poccuiickont denepannu, yrioJTHOMOUYEHHOE
IIPOU3BOJUTENIEM MEAULMHCKOTO U3IEIINs IPEICTABIIATE €r0 HHTEPECHI 110
BOIIPOCaM OOpaIleHUsI MEIULMHCKOrO U3/eNIus Ha TeppuTopun Poccuiickoii
denepanuy, B TOM YUCIE IO BOIPOCAM NPOLENYDP OLIEHKHA COOTBETCTBUS U
rOCy/IapCTBEHHOW PETUCTPALIMHU, HA UMS KOTOPOTO MOXKET OBITh BBIIAHO



PErucTpannoHHOC YJIOCTOBCPCHNC HA MCANIMHCKOC U3ACIINC,

"IKCIUTyaTallMOHHAs JOKYMEHTALUA'" - TOKYMEHTBI, PeIHA3HAYEHHbBIC JJIS
03HAKOMJICHUS MOTPEOUTENS C KOHCTPYKIIMEH METUIIMHCKOTO U3CIHS,
periaMeHTUPYIOIINE YCIOBHUS U MpaBuia IKCILTyaTalluu (MCIOIb30BaHUE 110
Ha3HAYCHHUIO, TEXHUYECKOE 00CITy)KUBaHHUE, TEKYIITUH PEMOHT, XpaHCHHUE U
TPAHCIIOPTUPOBKA), FapaHTUPOBAHHBIE ITPOU3BOIUTENIEM 3HAYEHUSI OCHOBHBIX
apaMeTpoB, XapaKTEPUCTHUK (CBOMCTB) MEAUIIMHCKOTO U3/IEIIUs, TApaHTUIHbBIC
00s13aTEIbCTBA, a TAK)KE CBEJACHUS O €r0 YTHIIM3AIUU WIH YHUITOKEHUN;

"53¢ (heKTUBHOCTH MEAUIIMHCKOTO U3ENUA" - COBOKYITHOCTh CBOWCTB U
XapaKTEPUCTUK MEJUIMHCKOTO HU3/1eHs, 00€CIIEUNBAOIINX JOCTHKEHUE LIeTel
IpeIHA3HAYEHUS], YCTAHOBJIEHHBIX TPOU3BOJAUTENIEM U TOATBEPKIECHHOTO
IIPaKTUKOW KIIMHUYECKOTO IIPUMEHEHHS.

5. T'ocynapcTBeHHas perucTpanyss MEAUIMHCKUX U3IEIUNA IPOBOINUTCS HA
OCHOBAHMHM PE3yJIbTATOB TEXHUUYECKHUX UCIBITAHUM, TOKCUKOJIOTMYECKUX
UCCIJIEJOBaHUM, KITIMHUYECKUX UCIIBITAHUH, IPEACTABIISIOMUX COO0H (HOPMBI
OLIEHKHM COOTBETCTBHUS MEAUIIMHCKUX U3JEIUNA C YYETOM KJIaCCU(PUKALIUU B
3aBUCUMOCTH OT NOTEHIIMAIIBHOI'O PUCKA UX PUMEHEHMS, U KCIIEPTU3bI KaueCTBa,
3¢ (HEeKTUBHOCTH M 0€30MACHOCTH MEIUIIMHCKHUX U3JIETUH, a TAK)KE UCTIBITAHUHN B
LESAX YTBEPKACHUS THIA CPEJCTB U3MEPEHUN (B OTHOILIEHUH MEIUIIMHCKHUX
U3JIeTTUH, OTHOCSIIMXCS K CPEJICTBAM U3MEPEHUI B cepe rocy1apCTBEHHOTO
pEryaupoBaHus 0OecriedeHus] EAMHCTBA U3MEPEHUM, IEPEUEeHb KOTOPBIX
yTBepk1aeTca MUHHUCTEPCTBOM 31IpaBooxpaHeHus: Poccuiickoit denepanun).

6. JIokyMEeHTOM, MOATBEPKIAIOMINUM (DAKT TOCYyIapCTBEHHON PETUCTpaIluu
MEJIMLIMHCKOTO U3JEUS, IBIISIETCS PETUCTPALIMOHHOE YOCTOBEPEHNE HA
MEUITMHCKOE U3JIeTUE (J1ajee - perucTpaiuonHoe yaocrosepenue). Gopma
PETUCTPALMOHHOTO YAOCTOBEPEHUS YTBEPKIAAETCA PETUCTPUPYIOIIUM OPTaHOM.

PeructpanroHHoe y10CTOBEpEHHUE BBIAETCSI OECCPOUHO.

7. I'ocynapCcTBeHHas MONUIMHA YIUJIAYUBAETCA B COOTBETCTBUM C
3aKoHOAaTebCcTBOM Poccuiickoi deneparuu 0 Hajgorax u coopax.

Nudopmartiust 00 yriiaTe rocy/1apCTBEHHOM MOILIMHBI 3alpalliiBaeTCS
PETUCTPUPYIOIITUM OPTaHOM B TIOPSIAKE MEKBEJOMCTBEHHOTO MH()OPMAIIMOHHOTO
B3aUMOJICHCTBUS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM "O0 opraHuzaiu
MPEAOCTABICHUS IT'OCYIAPCTBEHHBIX U MYHUIIUITAJIBHBIX yCIyT".

8. Jlyis rocy1apCTBEHHOM PErucTpaliii MEIUIIMHCKOTO H3ENHs pa3padoTuuK,
MPOU3BOJIUTENIb MEAUIIUHCKOTO U3/I€NIUS WIIK YIIOJTHOMOYEHHBIN MPEICTABUTETh
MPOU3BOJIUTENIA (J1aiee - 3asIBUTEIIb) MIPEACTABIAET MO0 HANIPaABIISET B
PETUCTPUPYIONINI OpraH 3asiBJICHHE O TOCYIapCTBEHHOM perucTpanuu



MEJIUIIMHCKOTO U3/IEHs, a TAKXKE IOKYMEHTHI, YKa3aHHbIe B MyHKTe 10 HacTOsIIIMX
[TpaBwu.

9. B 3asBieHnH 0 TOCYAAPCTBEHHOM pEerucTpalii MEAUIIMHCKOTO U3ienus (fanee
- 3asBJICHUE O PETUCTPAIIUN) YKA3bIBAKOTCS CIACAYIOIIUE CBEICHUS:

a) HanMMCHOBAHNC MCIANITUHCKOI'O U30CINA (C YKa3aHHuCM HpI/IHaI[J'Ie}KHOCTef/'I,
HGO6XOI[I/IMBIX IJI MIPUMCHCHUS MCIUIIMHCKOI'O U3JCJIUs 110 HaBHaquHIO);

0) B OTHOIIIEHUH pa3pabOTUYNKa - TIOJIHOE U (B CITydae, eCJIu UMEETCs)
COKpAIICHHOE HAUMEHOBAHNE, B TOM Ynciie GUPMEHHOE HAUMEHOBAHHE,
OpraHU3alMOHHO-TIpaBoOBas (hopma IOPUINYECKOTO JINIIA, aapec (MEeCTOo
HaxO0XJICHUSs ), a TaK:Ke HoMepa Tene(OHOB U (B cllydae, €CJIM UMEETCsI) aipec
AJIEKTPOHHOM MOYTHI FOPUIUYECKOTO JIUIIA;

B) B OTHOIIIEHUHU TIPOU3BOJAUTEIISI METUIIMHCKOTO U3/IeNIUA - TIOJIHOE U (B Cllydae,
€CJIM UMEETCsI) COKpaIleHHOE HAUMEHOBAaHKE, B TOM YHclie (PUpMEHHOE
HAaMMEHOBaHUE, OpPraHU3aAIMOHHO-TIpaBoBas hopMa IPUIUYECKOTO JIUIA, aIpec
(MecTO HaxOXJIEHUs), a TaKKe HoMepa TeseOHOB U (B ciIydae, €Clii UMEeTCs)
aZpec 3JIEKTPOHHOU MOYTHI FOPUANYECKOTO JINIIA;

T') B OTHOIIICHUH YIIOJTHOMOYCHHOTO MTPEACTaBUTEIS POU3BOIUTEIS - TIOTHOE U (B
cllydae, €Clii UMEETCsI) COKpaIleHHOe HAMMEHOBAHKE, B TOM YHclie GPUPMEHHOE
HAaUMEHOBaHKE, OPTaHMU3AIIMOHHO-TIpaBoBasi popma IOPUIUIECKOTO JIUIIA, aApec
(MecTo HaXOX/IeHHUs]), a TaKXKe HoMepa TeaedOoHOB U (B cliydae, €CJIM UMEETCS )
aipec PIEKTPOHHOM MOYTHI FOPUIUIECKOTO JIUIIA,;

J1) B OTHOIICHUH IOPUIMYECKOTO JIUIA, HA UMSI KOTOPOTO MOKET OBITh BBIJJAHO
pPETUCTPAllMOHHOE YIOCTOBEPEHUE, - TIOJTHOE U (B CiIydae, €Clid UMEeTCs )
COKpAIllEHHOE HAaUMEHOBaHUE, B TOM Yuciie GUPMEHHOE HAUMEHOBAHHUE,
OpraHU3aluOHHO-TIPaBOBas (JopMa IOPUIUIECKOTO JIHIIA, aapec (MeCTO
HAXOXKJEHUs ), a TaKKe HoMepa TesieOHOB U (B Cilydae, €Clii UMEeTCs) aapec
AJIEKTPOHHOM MOYTHI FOPUIUYECKOTO JIUIIA;

€) MECTO MPOU3BOJICTBA MEAUITMHCKOTO U3IEIIUS;
’K) Ha3HAYCHUE MEUIIMHCKOTO U3/IEHsl, yCTAaHOBJIECHHOE MTPOU3BOIUTEIICM;

3) BUJ] MEAUIIMHCKOTO U3/ICNIUsI B COOTBETCTBUM C HOMEHKJIATYPHOM
KJIacCu(UKaAIICH MEIUITUHCKUX H3STUN;

1) KJ1acC MOTEHUHUAIBHOTO PUCKA IPUMEHEHUS MEAULIMHCKOTO U3/IETUS B
COOTBETCTBUH C HOMEHKJIATYPHOH Ki1accudukamein MeIUIMHCKIX U3IeIHIA;

K) ko1 O0mepoccuiickoro kiaccuuraTopa mpoIyKIUN sl MEAUITHHCKOTO



U3/ICTINS,

J1) CBEJICHUS O CIIOCO0E MOJIYYEHHS PETUCTPAILIMOHHOTO YI0CTOBEPEHUS, a TAKKE
uH(pOpMaIuK, CBI3aHHON € IPOLIETYPOH TOCYIapCTBEHHON perucTpaiuu
MEUIIMHCKOTO U3/CIIUS.

10. 1151 rocyAapCTBEHHOM PErucTpaIiii MEIUIIMHCKOTO W3S TTPEACTaBIISIOTCS
CJIEAYIOIINE JOKYMEHTHI:

a) KOs JOKYMCHTA, IIOATBCPIKAAOIICTO ITOJTHOMOYHA YITOJTHOMOYCHHOTO
NpCACTAaBUTCIIA IPOU3BOJIUTCIIA,

0) cBeZicHUs O HOPMATUBHOW JJOKYMEHTAIIMU HAa MEIUIIMHCKOE U3/ICIINE;
B) TEXHUYECKAsl TOKYMEHTAIUS HA MEUIIMHCKOE U3JICIIHE;

I') OKCILTyaTallMOHHas TOKYMEHTAIMS Ha MEIUIIMHCKOE U3/ICITNE, B TOM YHCIIC
MHCTPYKIIHS IO TPUMEHEHUIO WJIA PYKOBOACTBO MO IKCIUTyaTalldd MEAUIIMHCKOTO
W3JICIHS;

1) dhoTtorpaduueckoe nzo0paxeHrue 00IIEeTro BU1a MEAUITUHCKOTO U3IeNIHs BMECTE
C TIPUHAIISKHOCTSIMH, HEOOXOAMMBIMH TSI TIPUMEHEHHS MEIUITMHCKOTO U3ISTUS
10 Ha3Ha4YeHUIO (pa3MepoM He MeHee 18 x 24 canTumerpa);

€) TOKYMEHTBI, OJITBEPKIAI0IITUE PE3YIHTAThl TEXHUYECKUX HUCIIBITAHUM
MEJMIIMHCKOT'O M3JCITHS;

) JOKYMEHTBI, OJATBEPKIAIOIINE PE3YIBTATH TOKCUKOJIOTHYECKHUX
VCCIIEIOBAHUM MEUIIMHCKOTO U3/IEIINs], UCIIOJIb30BAHUE KOTOPOIO NPEANIONAract
HaJINYME KOHTAKTA C OPTaHU3MOM YEJIOBEKa;

3) JOKYMEHTBI, IOATBEPKJAIOLINE PE3YJIbTAThl UCIIBITAHUN MEAUIIMHCKOTO
W3JIETUs B LENSAX YTBEPKACHMS TUIIA CPEACTB U3MEPEHU (B OTHOLLIEHUN
MEIUIMHCKUX U3JIeNTUH, OTHOCSALIMXCS K CpelicTBaM U3MepeHui B cepe
rOCyAapCTBEHHOTO PEryJIMpOBaHUs 00eCreUeHusl €AMHCTBA U3BMEPEHUM, IEPEUCHb
KOTOpPBIX yTBepKaaeTcss MUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickon
Ddeneparun);

1) OIUCH JTOKYMEHTOB.
11. B cnyyae ecny OpUrHHaIIbI TOKYMEHTOB, YKa3aHHbBIX B MyHKTE 10 HacToAmmx
[IpaBui, cocTaBIeHbl HA HHOCTPAHHOM SI3bIKE, OHU MPEACTABIISIFOTCS C

3aBEPEHHBIM B YCTAHOBJICHHOM MOPSJIKE NEPEBOJOM HA PYCCKUU A3BIK.

12. Cpoku 1 nociie0BaTeNbHOCTh aAMUHUCTPATUBHBIX MIPOLIEYD U



aIMUHUCTPATUBHBIX JIEUCTBUN PETUCTPUPYIOIIETO OpraHa yCTaHABIMBAOTCS
pazpabarbeiBaeMbIM B COOTBETCTBHUU C ITOCTaHOBIIeHUEM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 16 masg 2011 r. N 373 anMUHUCTPpATUBHBIM
periaMeHTOM IPe0CTaBICHUS IOCYIapCTBEHHOMN YCIIYTH 10 TOCY1apCTBEHHOM
perucTpanyyu MEIUIIMHCKUX U3CITH.

13. 3asiBiIeHHE O pErUCTPAlMU U JOKYMEHTBI, TPEAYCMOTPEHHBIE ITyHKTOM 10
Hactosamux [IpaBuil, mpeACTaBIAIOTCA 3aBUTEIEM B PETUCTPUPYIOIINI OpraH Ha
OyMa)>KHOM HOCHUTEJIE HEMOCPEACTBEHHO MJIN HAIMIPABIIAIOTCSA 3aKa3HBIM ITOYTOBBIM
OTIIPABIICHUEM C YBEAOMIICHUEM O BPYUCHHUH U OMHUCHIO BJIOKECHHUS JTHOO B
AJIEKTPOHHOU (opMe, TTOAMMCAHHBIC ATICKTPOHHOMN TTOAMHCHIO.

Peructpupytoiuii oprad npuHUMAET 3asiBJICHUE O PETUCTPAILlMU U JOKYMEHTHI,
npeaycMoTpeHHbie myHKToM 10 Hactosimx [IpaBui, o onucu, Komnusi KOTOpOu ¢
OTMETKOM O JAaTe MpUEMa yKa3aHHbIX 3asiBICHUS U IOKYMEHTOB B JEHb MIpUEMa
BPYYAETCs 3asIBUTEIIIO WM HANIPABISIETCS €EMY 3aKa3HbIM MOYTOBBIM
OTIIPABJICHUEM C YBEJIOMIIEHUEM O BPYUYEHUU JIMOO B JIEKTPOHHOU (hopme.

14. Peructpupyroniuii oprad He BIpaBe TpeOOBaTh OT 3asBUTENS YKa3bIBaTh B
3asIBJICHUH O PETUCTPALIMU CBEJICHUS, HE TPEAYCMOTPEHHBIE ITYHKTOM 9
HacTtosiux [IpaBui, U IpeaCTaBiIsATh TOKYMEHTBI, HE IPEAYCMOTPEHHBIC ITYHKTOM
10 macrosimux [IpaBui.

15. B Teuenue 3 pabouux JHEN CO THA MOCTYIJICHUS 3asBJICHUS O PETUCTPALlUU U
JOKYMEHTOB, IPETYCMOTPEHHBIX MYHKTOM 10 Hactosmmx [IpaBu,
PETHCTPUPYIOIIMI OpPraH MPOBOAUT MPOBEPKY MOTHOTHI U IOCTOBEPHOCTHU
COJIEPKAILNXCS B HUX CBEJECHUI, B TOM YHUCIIE IIyTEM CPABHEHUS TAKUX CBEJIECHUN
CO CBEJICHUSIMU, MPEJCTABICHHBIMU B MIOPSKE MEKBEIOMCTBEHHOIO
MH(GOPMALIMOHHOTO B3aUMOJECHCTBHUSL.

16. B cyuae eciu 3asiBIeHHE O PErUCTpaIii 0(GOPMIICHO C HApyIICHUEM
noJiokeHu# myHkTa 9 nacrosimux [IpaBun u (Uin) B 3aBICHUH YKa3aHBI
HEJIOCTOBEPHBIEC CBEACHMS INOO TOKYMEHTHI, MPEAYCMOTPEHHBIE MyHKTOM 10
Hactosmux [IpaBuil, mpeAcTaBieHbl HE B MOJTHOM 00bEME, PETUCTPUPYIOLTUN
OpraH BpydYaeT 3asBUTEII0 YBEIOMJIEHHE O HE0OOX0AUMOCTH ycTpaneHus B 30-
JTHEBHBIN CPOK BBISIBIICHHBIX HAPYIICHUHN U (MJIM) IPEJCTABICHUS JOKYMEHTOB,
KOTOPBIE OTCYTCTBYIOT, JINOO HAIMpPABJISIET TAKOE YBEIOMJICHUE 3aKa3HBIM
MOYTOBBIM OTIPABJIICHUEM C YBEJOMJICHHEM O BpYYEHUU UJIU B popme
AIIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO JIEKTPOHHOM MOJIMUCHIO.

17. B Teuenue 3 paboumnx qHEN CO THS MPEACTABICHHS HAJIEKAIINM 00pa3om
0(pOpPMIIEHHOTO 3asIBJICHUSI O PETUCTPALIUHU U B IIOJHOM 00BEME TOKYMEHTOB,
npenycMOTpeHHbIX MyHKTOM 10 Hactosmux IIpaBui, a Takxke B cirydae
ycTpaneHus B 30-1HEBHBIN CPOK BBISIBJIEHHBIX HAPYIIEHUN U (W) IPEICTaBICHUS
JOKYMEHTOB, PEAYCMOTPEHHBIX MyHKTOM 10 HacTosiuux I[Ipasun,



PETUCTPUPYIONINI OpraH MPUHUMAET PEIICHUE O Havalle TOCY1apCTBEHHOMN
perucTpanyyu MEIUIIMHCKUX U3CITH.

18. B ciryyae ecnu B 30-THEBHBIH CPOK HE YCTPAHCHBI BHISIBICHHBIC HAPYIICHUS U
(MM) HE TIPENICTAaBICHBI JOKYMEHTBI, KOTOPBIE OTCYTCTBYIOT, PETUCTPHPYIOINAN
OpraH MPUHUMAET PEIICHHUE O BO3BPATE 3asBJICHUS O PETHCTPALINU U JJOKYMEHTOB,
IpeyCMOTPEHHBIX MMyHKTOM 10 HacTosimux [IpaBuii, ¢ MOTUBHPOBaHHBIM
000CHOBaHUEM MPUYHH BO3BpATa.

19. 'ocynapcTBeHHast perucTpanus MEIUIIMHCKUAX U3AEIUNA OCYIIECTBISECTCS
PETUCTPUPYIOIINM OPTraHOM B CPOK, HE MpeBbImIatromuid S0 pabounx aHeH co qHA
MIPUHSTHS PEIICHUS O HA4YJI€ TOCYJapPCTBEHHOW PETUCTPAIIMNA MEAUIIUHCKUX
W30CIUI.

CpOK IMPOBCACHUA KIIMHUYCCKHUX HCIIbITAaHUHN MCAUIMHCKOI'O U3CINUA B 50-
I[HGBHI:Iﬁ CPOK HC BKIIFOYACTCA.

20. B Teuenue 3 pabouux aHEN CO AHS MPUHATHUS PELICHUs O Hayaje
rOCyJ1apCTBEHHOM PErUCTPAllUU MEIULIMHCKUX U3AEIUN PErUCTPUPYIOLIUI OpraH
oopMIISeT U BBIJACT 3a/1aHKE HAa MPOBEACHUE IKCIIEPTU3bI KAaUECTBa,

3¢ (HEeKTUBHOCTH U 0€30MMACHOCTH MEIUIIMHCKOTO U31enus (heepalbHOMY
rOCyIapCTBEHHOMY OIO/[XKETHOMY YUPEXKICHUIO, HAXOASAIIEMYCS B BEACHUN
PETUCTPUPYIOIIETO OpraHa (J1ajee - IKCIEPTHOE YUPEKICHHE).

21. Dkcneptusa kauecTBa, 3QPEKTUBHOCTH U OE30MTACHOCTH MEAUITUHCKOTO
U3J1eJIUSI TIPOBOJIUTCS AKCIIEPTHBIM YUPEKISHUEM MOITATHO B COOTBETCTBUH C
MOPSIKOM, YTBEPKIaeMbIM MUHUCTEPCTBOM 3apaBooxpaHeHus: Poccuiickon
denepanuu:

a) Ha | aTame ocymiecTBISIETCS SKCIEPTU3a 3asIBICHUS O PETUCTPALIUU U
JIOKYMEHTOB, YKa3aHHbIX B myHKTe 10 Hactosiumx [IpaBun, nis onpeaeneHus
BO3MOKHOCTH (HEBO3MOKHOCTH) MPOBEJICHUS KIMHUYECKUX UCTIBITAHHM
MEIUIUHCKOTO U3JICIIHNS;

0) Ha Il »aTamne ocyiiecTBIsSETCS SKCIIEPTH3a MOJHOTHI U Pe3yJIbTaTOB MPOBEICHHBIX
TEXHUUYECKUX UCIBITAaHUN, TOKCUKOJIOTHYECKUX UCCIICIOBAHUM, KITHHUYECKUX
WCIIBITAHUM, @ TAKKE UCTIBITAHUN B IEJISIX YTBEPKICHUS TUIIA CPEACTB U3MEPEHUN
(B OTHOIIIEHUHW MEIUIIMHCKUX U3JICJIUMA, OTHOCSIIUXCS K CPEICTBAM U3MEPEHUN B
chepe rocy1apCTBEHHOTO PETYJIUPOBAHUS 00ECIICUCHHS €AMHCTBA U3MEPEHHUI,
nepeyeHb KOTOPBIX YTBEpKIaeTcsi MUHUCTEPCTBOM 3paBOOXPAHEHHUS
Poccuiickoit @enepanun) (najee - SKCIepTU3a MOTHOTHI U PE3yJIbTaTOB
WCTIBITAaHUM M UCCIICIOBAHU).

22. Ha I atane skcniepTussl kKauecTBa, 3Q(PEeKTUBHOCTH U 0€30MaCHOCTH
MEAMIIMHCKOTO U3JIEHsI KCIIEPTHOE YUPEKIECHUE B CPOK, HE MpeBhIIIatonuii 20



pabounx JHEN CO AHS MOJTYUYEHUs 3aJJaHuUsl, OCYIIECTBISIET CIEAYIOIINE
MEpOTIPUSATHUS:

a) MMPOBEJCHUE IKCIIEPTU3bI 3asBJICHUS O PETUCTPAIIMH U IOKYMEHTOB,
npeaycMOTpeHHbIX MyHKTOM 10 Hactosmux [IpaBui, ai1s onpeaeneHus
BO3MOKHOCTH (HEBO3MOKHOCTH ) MPOBEJCHUS KIMHUYECKUX UCTBITAHUM
MEJUIIMHCKOTO U3/1eIINS;

0) odopmIieHrE U HATIPABJICHUE B PETUCTPHUPYIONTUI OpTraH 3aKIIOUCHUS O
BO3MOKHOCTH (HEBO3MOKHOCTH ) MPOBEJCHUS KIMHUYECKUX UCTTBITAHHH
METUITMHCKOTO U3/1eNnA (C yKa3aHHEeM MPUYHUH U 000CHOBAaHUEM HEBO3MOXKHOCTH
UX MPOBEACHUS), popMa KOTOPOTO YTBEPKIaeTcss MUHUCTEPCTBOM
3apaBooxpaneHust Poccuiickoit @enepannu.

23. OcHOBaHUEM AJIA BBIHCCCHUS SKCIICPTHBIM YUPCIKACHUCM 3aKIIFOUCHUSA O
HCBO3MOXHOCTH IIPOBCACHNA KIIMHNYCCKHUX HCIIbITAHUHN MCIUMIMHCKOI'O U3ACJIHNA
ABJIACTCA:

a) HECOOTBETCTBUE MEUITMHCKOTO U3/ TPEOOBAHUSIM HOPMATUBHOM,
TEXHUYECKOMN U (MJIM) SKCIUTyaTallMOHHON JJOKyMEHTAITUH;

0) OTCYTCTBHE J10KA3aTEJIbCTB OMOJIOTMYECKON O€30MaCHOCTH MEAUIIMHCKOTO
17N (15

24. Peructpupyroluii opral B TedeHue 5 pabouux JHEN co AHS MOJyYEHUS OT
AKCTIEPTHOTO YUPEKICHHUS 3aKIIFOYEHUS O BOBMOKHOCTU (HEBO3MOKHOCTH)
IIPOBEICHUS KIMHUYECKUX UCITBITAHUN MEIUIIMHCKOIO U3/IEJINS OCYIIECTBIISIET
CIEAYIOLINE MEPOIIPUITHUSA:

a) OILICHKA 3aKJIFOUYCHUS SIS ONPEICIICHUS] COOTBETCTBHS 3aJJaHUI0 Ha TIPOBECHNE
AKCTIEPTHU3HI KauecTBa, 3 (HEKTUBHOCTH M 0€301aCHOCTH MEIUIIMHCKOTO W3/ISIIHS;

0) MpUHSATHE PEIICHUS O BbIIaue pa3pelieHus Ha MPOBEACHUE KITMHUIECKUX
WCIIBITAHUM MEAUITMHCKOTO U3JIENIHsI WJIK 00 OTKa3e B TOCYIapCTBEHHOM
perucTpanyu MeIUIIMHCKOTO U3JIeHsl, KOTOPOe OPOpMIISIETCSI TPUKA30M
PETUCTPUPYIOLIETO OpraHa, U yBEJIOMIICHUE 3asiBUTENS O IPUHATOM PEIICHUY;

B) BblJlaua (HampaBIeHUE 3aKa3HbIM MOYTOBBIM OTIIPABICHUEM C YBEIOMJIEHHUEM O
BPYUYEHUHU WU B (POpPME IIEKTPOHHOTO IOKYMEHTA, MOJIMMCAHHOTO AIEKTPOHHON
MOJAINHKCHIO) 3aABUTEIO PAa3PELICHUS HA ITPOBENCHUE KIMHUYECKUX UCIIBITAHUI
MEAMIIMHCKOTO U3JIeNus, popmMa KOTOPOTo YTBEPKIAETCS PErUCTPUPYIOLIIM
OpraHOM, ¥ BHECEHHE COOTBETCTBYIOLINX CBEICHHI B PEECTP BbIIaHHBIX
pa3penieHuil Ha MPOBEJECHUE KIMHUYECKUX UCIIBITAHUI METULIMHCKOTO U3/ENHS,
MOPSZOK BEACHUS KOTOPOTO YTBEPKIACTCSI PETUCTPUPYIOIINM OPraHOM, JHO0
yBeIOMJICHHE 00 OTKa3€e B TOCYIapCTBEHHON PETUCTPALIUU MEIULIMHCKOTO



H3CJINA C YKAa3aHUECM IMPHUYINH OTKa3a.

25. OcHOBaHUEM JUIsl PUHATHS pEUICHUsI 00 0TKa3e B rOCY1apCTBEHHOMN
PErUCTpAaLUU ABJISIETCS MOTYYEHUE PETUCTPUPYIOIIUM OPTaHOM OT 3KCIEPTHOTO
YUPEKACHUS 3aKIIOUECHHS] O HEBO3MOKHOCTH MPOBEICHUS KIIMHUYECKUX
UCIIBITAaHUI MEIUIIMHCKOTO U3JIEIHSI.

26. KilmHnYyecKkue UCIbITaHUS! MEAULMHCKOIO U3/1€NUs OCYIIECTBISIOTCS B PAMKaX
OLICHKU COOTBETCTBHUSI, MOPSAIOK POBEIEHNS KOTOPOU YTBEPKAAECTCS
MunucrepcTBoM 3npaBooxpanenus Poceniickon denepannn.

Knunnueckne ucnpITaHus MEIUIIMHCKOTO U3/IENIHS TPOBOJATCS Ha OCHOBAHUU
pa3penIeHns Ha MPOBEICHNE KIMHUYECKUX UCIIBITAHNM, BBIJTAHHOTO
PETUCTPUPYIOIINUM OPraHOM, a TAKXKE 3aKII0YEHUSI 00 ITUYECKON 000CHOBAaHHOCTH
IIPOBEICHUS KIIMHUYECKUX UCIIBITAHUM, BBIIAHHOTO COBETOM I10 ATUKE
MunucrepcrBa 3apaBooxpanenus Poccuiickon @enepanuu, B Cirydasx,
YCTaHOBJICHHBIX yKa3aHHbIMHU [IpaBuiiamu.

CocTraB yKa3aHHOTO COBETA 10 ATUKE U MOJIOKEHUE O HEM YTBEPKIAIOTCS
MunucrepcTBoM 3apaBooxpaneHus Poccuiickon denepanuu.

Kinnandeckne UCIbITaHUSI METUIIMHCKOTO U3/IEIUS TPOBOASTCS B MEAUIIUHCKUX
OpraHU3alMsIX, OTBEUYAIOIINX TPEOOBAHUSIM, YTBEPKICHHBIM MUHUCTEPCTBOM
3napaBooxpaneHust Poccuiickoit @enepannu. Y CTAaHOBIEHUE COOTBETCTBUSA
MEJIUIIMHCKUX OpPTaHU3alUi 3TUM TPeOOBAHUSIM OCYIIECTBISCTCS
PETUCTPUPYIOIIUM OPTraHOM B MOPSJIKE, YCTAHOBICHHOM yKa3aHHbBIM
MuHUCTEPCTBOM.

27. llepeyeHb MEAUIIMHCKUX OpraHU3aluid, UMEIOIIUX MPABO MPOBOJUTH
KJIMHUYECKNE UCIIBITAHUS MEIUIMHCKAX U3IETINN, U PEECTP BbIAAHHBIX
pa3pelICHNU Ha MPOBEICHNUE KIIMHUYECKUX UCTIBITAHUN MEIULIMHCKUX U3IACTUN
OITYOJIMKOBBIBAIOTCA Y PA3MEIAIOTCSI PETUCTPUPYIOIIUM OPTaHOM B
YCTaHOBJICHHOM UM TIOPSIJIKE Ha CBOEM O(DUIIMATIEHOM caiiTe B MH(OPMAIIMOHHO-
TEJIEKOMMYHUKAIIMOHHOM ceTn "MHTepHeT".

28. [Ipu npuHATHM pELICHUS O BblJauye pa3pelieHus: Ha IPOBEICHNE KIMHUYECKUX
UCIIBITAHUI MEIUIIMHCKOTO U3JIEIUS PETUCTPUPYIOIIUN OpraH NPUHUMAET
pelIeHre 0 MPUOCTAHOBIIEHUU FOCYAapCTBEHHOM PEruCcTpallui MEIUIMHCKOTO
U3JIeTUs 10 JHS IPUHATHUS PEIIeHUs PErUCTPUPYIOIIETr0 opraHa O BO30OHOBICHUH
rOCyAapCTBEHHOW PErHCTPAli MEULMHCKOIO U3/I€IHs, B COOTBETCTBUU C
nyHkToM 30 HacTosmux [IpaBui.

29. O KIMHUYECKUX UCTBITAHUSX MEIUIIMHCKOTO U3AEIUS 3asIBUTEIb YBEIOMIISET
PETUCTPUPYIONIHNIA OPTaH B TeUeHUE 5 pabounX JTHEH ¢ Hadayla UX MPOBEICHUS.



30. Ilo oxoHYaHUH KIMHUYECKUX HCITBITAHUN MCOIUIMHCKOI'O U3ACIUA 3a1BUTCIIb
MNpCaACTaBJIICT B peFHCTpI/IPYIOHII/Iﬁ OpraH 3as4BJICHUC O BO300HOBJICHHH
FOCY,HapCTBCHHOﬁ perucrpanvu MEIUIUHCKOIO U3ACINA U PC3YJIbTAThI
KJIWHUYECKHUX UCIBITAHUM MCIHUIHUHCKOI'O U3OCIIHA.

31. Peructpupyroniuii oprad B TeueHue 2 pabouux AHEH co AHS MOTyUeHHUs
3asIBJICHUS] O BO30OHOBJIEHUH T'OCYIapPCTBEHHON pETUCTpaIiii MEAUIIMHCKOTO
U3JIETUS U PE3yJIbTaTOB KIIMHUYECKUX UCIIBITAHUI MEAULIMHCKOTO U3IETUs
IPUHUMAET PELIEHUE O BO30OHOBIEHUH TOCY1IapCTBEHHOM pErncTpanuu
MEIULUHCKOTO U3AEIIHS.

32. Ha Il aTane skcniepTu3bl KauecTBa, 3pHEKTUBHOCTH U O€30MIaCHOCTH
MEUIMHCKOIO U3/IeNIs PETUCTPUPYIOIINI OPraH B TeUeHUE 2 pabouux JHEH co
JTHS TIPUHATUS PELICHUS] O BO300OHOBJICHUU TOCYIapCTBEHHON PErUCTpalluu
MEIULMHCKOIO U3/1eJIsl HA OCHOBAaHUM 3aJJaHUs HA IPOBEICHNUE IKCIIEPTU3BI
KauyecTBa, 3 (PeKTUBHOCTH U 0€30MaCHOCTU MEAUIIMHCKOIO U3/IENHs, BBIIAHHOTO B
COOTBETCTBUH C ITyHKTOM 20 Hacrosumx [IpaBui, HanpaBisgeT B SKCIEPTHOE
YUPEXKIACHUE MPEICTABICHHBIEC 3aBUTEIIEM PE3YJIBTATHl KIMHUYECKUX UCIIBITAHUM
MEIULIMHCKOIO U3EIH.

33. DKcnepTHOE YUPEKICHHE B CPOK, HE TpeBbImatomuii 10 padbouux aHew co aHs
MOJTyYEHHUsI TOKYMEHTOB, YKa3aHHbIX B TyHKTe 32 HacTosumx [IpaBui, npoBoaut
AKCTIEPTU3Y MOJHOTHI U PE3YJIHTATOB MPOBEICHHBIX UCIIBITAHUN U UCCIIEIOBAaHUM,
a Taxke o(hopMIISIeT U HAMPABJISIET B PETUCTPUPYIONINI OpraH 3aKII0UCHHE 110
pe3yabTaTaM dKCIEepPTU3bl KauecTBa, 3PGHEKTUBHOCTH U 0€30MaCHOCTH
MEJIUIIMHCKOTO U3/eus, (hopMa KOTOPOro yTeepxkaaeTcss MUHUCTEPCTBOM
3apaBooxpaneHus Poccuiickoit @enepannu.

34. B cpok, He npesbimaroniuii 10 padbounx gHEH co AHS MOTyUYCeHUS 3aKII0UCHUS,
yKa3aHHOTO B MyHKTe 33 HacTosumx [IpaBun, peructpupyromuii opral
OCYILECTBIISIET CIEAYIOIINE MEPOTIPUSITHUSA:

a) OLICHKA 3aKJIFOUEHUS JUIsl OTPEICNICHUSI COOTBETCTBUS 33JJaHUIO HA TPOBEACHUE
AKCTIEPTU3bI KauecTBa, 3PHEKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO U3/EIHS;

0) MpUHSTHE PEIICHUSI O TOCYAaPCTBEHHON PErUCTpaIllii MEIUIIMHCKOTO U3/IEIIUSI
WK 00 0TKa3e B roCyJapCTBEHHOM pErucTpaliii MEIULIUHCKOTO U3ENHsI, KOTOPOE
oopMIIsieTCsl TPUKA30M PETMCTPUPYIOIIETO OpraHa, U YBEJJOMIICHUE 3asiBUTENIS O
MIPUHATOM PEIICHUH;

B) oopMIICHUE U BbIJIaua (HAMpaBIICHUE 3aKa3HBIM MTOYTOBBIM OTIIPABICHUEM C
YBEIOMJICHHEM O BPYUYEHHUHU WM B (POPME 3IEKTPOHHOTO JOKYMEHTA,
MOAMUCAHHOTO 3JIEKTPOHHON MOANKCHIO) 3aIBUTENIO PETUCTPALIMIOHHOTO
yIOCTOBEpEHUS MO0 yBEAOMIICHHSI 00 OTKa3€ B FOCYAapCTBEHHON PEruCTpaluu
MEIULIMHCKOrO U3EIus ¢ YKa3aHUEM IPUYHH OTKa3a.



35. OcHoBaHuEM ISl IPUHATHSA PEIICHUSI 00 0TKa3€ B TOCYIapCTBEHHOMN
pETHUCTpAIH METUITMHCKOTO U3/ICTIHS SIBISICTCS MTOJIyIeHHUE PETUCTPUPYIOIIUM
OPTraHOM OT IKCIEPTHOTO YUPEKIACHUS 3aKITFOUCHHUS IO PE3yIbTaTaM KCIEPTHU3HI
Ka4yecTBa, dQPeKTUBHOCTH U 0€30MACHOCTH MEAUIIMHCKOTO U3/IEIIHS,
CBUJICTEJILCTBYIOIIETO O TOM, YTO Ka4ecTBO U (MH) 3PhHEeKTUBHOCTD U (UJIH)
0€30IMacHOCTh PETUCTPUPYEMOTO MEAUIIMHCKOTO U3/ICIIHS HE MTOATBEPIKICHBI
MOJIYYCHHBIMH JTAHHBIMU, U (W) O TOM, YTO PUCK MPUIUHEHUS Bpeia 37J0POBIO
TpaXJIaH U MEAUIIMHCKAX PaOOTHUKOB BCIIEACTBHE TPUMEHEHUS METUITUHCKOTO
u3MIenus peBbImaeT 3 (PEKTUBHOCT €ro TPUMEHEHUS.

36. B Teuenue 1 paboyero aHs nociae NPUHITHS PELIEHUS O TOCYIapCTBEHHOMN
perucTpauvy MEJUIUMHCKOTO W31 PETUCTPUPYIOIINIA OPraH BHOCUT JaHHBIE O
3apEruCTPUPOBAHHOM MEIMIIMHCKOM U3/IEINH B TOCYIapCTBEHHBIN peecTp
MEIUIMHCKUX WU3/IE€JIMN U OpraHu3alnid, OCYIIECTBISIOMINX IPOU3BOJICTBO U
W3FOTOBJICHHE MEIMLINHCKUX HU3/I€JINH, B IOPAJIKE, IPEAYCMOTPEHHOM
noctaHoBiieHueM IIpaBurensctBom Poccutickoit @enepanuu ot 19 urons 2012 r.
N 615.

37. BHeceHrne U3MEHEHUI B PETUCTPAIMOHHOE YIOCTOBEPEHUE OCYIIIECTBIIAECTCS B
CIIEIYIOLIUX CITy4dasX:

a) U3MEHEHUE CBEJICHUI O 3asBUTEJIE, BKIIIOUAs CBEICHMUS:

0 peopraHu3aluy IOPUANYECKOTO JINIIA;
00 U3MEHEHUH ero HauMeHOBaHUs (TIOJTHOTO U (B cllydae, eCiIu UMEETCs)
COKpAIIEHHOT0, B TOM 4Kciie GUPMEHHOTO HAMMEHOBaHUs), aapeca (Mecta
HaXO0XXJICHUS );

0) u3MeHeHue ajapeca (MecTa IPOU3BOJICTBA) MEAUITMHCKOTO U3/ICIIHS;

B) U3MEHEHNE HAUMEHOBAHUS MEIUIIMHCKOTO U3eus (B CiIydae, €CIu He
M3MEHHUJIMCh CBOMCTBA M XapaKTEPUCTUKHU, BIUSAIONINE Ha KAa4€CTBO,
3 PEeKTUBHOCTH U OE30MACHOCTh MEAUIIMHCKOTO WU3/ICIIHS).

38. Jlj1s1 BHECEHUSI U3BMEHEHUM B PETUCTPALIMOHHOE YIOCTOBEPEHUE 3asIBUTEIIb HE
no3ziHee yeM uepe3 30 pabouux AHEH Co JIHS BHECEHHS] COOTBETCTBYIOIINX
M3MEHEHUM MPEICTABIISIET MO0 HAMPABIISIET B PETUCTPUPYIONIHI OpraH 3asBJICHUE
O BHECEHUM U3MEHEHUH B PETUCTPAIMOHHOE yI0CTOBEpEHUE (J1aliee - 3asBJICHUE O
BHECEHUH U3MEHEHUH ), 0(POPMIICHHOE B COOTBETCTBUU C TIOJIOKCHUSIMU MTyHKTA 9
HactosAmux [IpaBuil, ¢ TPUIOKEHUEM TAKUX U3MEHEHUH U C YKa3aHUEM, YTO
BHECEHUE U3MEHEHHI B PETUCTPALIMOHHOE YOCTOBEPEHUE HE BIIEUET U3MEHECHUS
CBOMCTB U XapaKTEPUCTHUK, BIHSIONNX Ha Ka4eCTBO, 23 (HEKTUBHOCT U
0€30MacHOCTh MEAUIIMHCKOTO U3/IeIHUs, a TAKXKE CIEAYIOIINE JOKYMEHTHI:



a) KONus IOKYMEHTa, MOJITBEPKIAF0IIEr0 MTOTHOMOYHUS YIIOJTHOMOYEHHOTO
MPEICTaBUTEISI POU3BOIUTENS;

0) HOMEp PErucTPaLUOHHOTO 10ChHE;

B) OMKCH JIOKYMEHTOB.

39. [ToMmuMoO 3asiBJICHUS O BHECCHMU U3MCHECHUM U JOKYMCHTOB,
npeaAyCMOTPCHHBIX ITYHKTOM 38 HaCTOAIIINX HpaBI/IJ'I, TAKXKC IIPCACTABIIAIOTCA:

a) B CJIy4a€ U3MCHCHUA CBCI[CHI/Iﬁ 0 3ajBHUTCIIC, A TAKIKC MCCTC ITPOU3BOJACTBA
MCIUIMHCKOI'O U3CIIUA - JOKYMCHTBI, ITIOATBCPIKAAIOINNEC TAKNC N3MCHCHUA

6) B CJIy4a€ N3MCHCHUA HAMMCHOBAHUA MCIUIIMHCKOTO U31CIINA:

CBEJCHMS O HOPMAaTUBHOMN JOKYMEHTAIIMM Ha MEAUIIMHCKOE U3/IENINE;
TEXHUYECKasl JOKYMEHTAIUsI Ha MEUIIMHCKOE U3/I€INe, IPUBEICHHAS B
COOTBETCTBHE C HOBBIM HAUMEHOBAHUEM MEIUIIMHCKOTO W3JIEIHS;
HKCIUTyaTal[MOHHAs JOKYMEHTAIU Ha MEJUIIMHCKOE U3JIEINE, B TOM YHUCIIE
MHCTPYKIUS IO IPUMEHEHUIO UM PYKOBOJICTBO I10 3KCIUTyaTallud MEAULIMHCKOTO
U3JIENNsL, IPUBEICHHAs! B COOTBETCTBUE C HOBBIM HAUMEHOBAaHUEM METUIIMTHCKOTO
U3JIENNS;

doTorpapuyeckoe n300paxeHue oOEro BU1a MEJUIUHCKOTO U3/IEJIHSI BMECTE C
PUHAIKHOCTSIMH, HEOOXOIMMBIMU JJI1 IPUMEHEHHUST MEAUIIMHCKOTO U3/IEIHS
10 Ha3Ha4YeHUIo (pa3MepoM He MeHee 18 x 24 caHTumeTpa).

40. B cinyuae eciii OpuruHaibl JOKYMEHTOB, IPETYCMOTPEHHBIX MyHKTaMu 38 u 39
HacTosimmx [IpaBui, cocTaBieHbl HA HHOCTPAHHOM S3bIKE, OHH MPEACTABISAIOTCS C
3aBEPEHHBIM B YCTAHOBJICHHOM IOPSIJIKE IIEPEBOJIOM Ha PYCCKUMN SA3BIK.

41. 3agBieHue 0 BHECEHUN U3MEHEHUN U JOKYMEHTBI, IPEAYCMOTPEHHbBIE
nyHkTamu 38 u 39 Hactosumx [IpaBui, npuHUMAIOTCS PETUCTPUPYIOIINM
OpPraHOM 10 OMHCH, KOIHSI KOTOPOM C OTMETKOM O JJaTe MpUeMa YKa3aHHbIX
3asBJICHUS U IOKYMEHTOB B JIEHb IPUE€Ma BPY4YaeTCs 3asIBUTEIIO HIIH
HaIpaBJISIETCSl EMY 3aKa3HBIM MIOYTOBBIM OTIIPABIIEHUEM C YBEAOMIICHUEM O
BPYYECHUU WU B (POpME JIEKTPOHHOTO TOKYMEHTA, TOAMUCAHHOIO YJIEKTPOHHOU
MOIHUCHIO.

42. Peructpupyroluii opraH He BIIpaBe TpeOOBATh OT 3asBUTEIIS IPEACTABICHUS
JOKYMEHTOB, HE IPENYCMOTPEHHBIX MyHKTaMu 38 1 39 Hactosiumx [IpaBuin.

43. B Teuenue 3 pabouux AHEN cO JHS MOCTYIJICHUS 3asBJICHUS O BHECCHUH
WU3MEHEHUH U IOKYMEHTOB, IPEyCMOTPEHHBIX IMyHKTaMH 38 1 39 HacTosmmx
[IpaBun, perucTpupyronIrii Oprad NpOBOAUT MIPOBEPKY IMOJHOTHI U TOCTOBEPHOCTH
CBEJICHUH, COJIEPKAILMXCS B HUX, B TOM YUCJIE IIyTEM CPABHEHUS TAKUX CBEJICHUN
CO CBEJICHHUSIMH, PEJCTABICHHBIMU B MIOPSAJIKE MEKBEIOMCTBEHHOIO
UH(GOPMAIIMOHHOTO B3aUMOJCHCTBHSL.



44. B cirydae eciu K 3asiBJICHUIO O BHECEHUU U3MEHEHHI HE MpuiiararoTcs
JIOKYMEHTBI B COOTBETCTBUHU C MOANYHKTOM "a" myHkTa 39 HacTosiuux [IpaBun u
(u1K) B 3asIBJICHUM O BHECEHMM U3MEHEHUHN yKa3aHbl HEJOCTOBEPHBIE CBEICHMUS
100 JOKYMEHTHI, IpenycMoTpeHHbie TyHkTaMu 38 u 39 nacrosimux [Ipasu,
MIPE/ICTABIICHBI HE B TIOJIHOM 00bEME, PETUCTPUPYIOIIUNA OpraH Bpy4yaeT 3asiBUTEIIO
yBEJOMJIEHHE O HEOOXOIMMOCTH ycTpaHeHus B 30-THEBHBINA CPOK BBISIBJICHHBIX
HapyIIeHU’ U (WJIN) TIPEICTABICHUS TOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT, THOO
HApaBIISIET TAKOE YBEAOMIICHHE B (POpME IEKTPOHHOTO JOKYMEHTA,
MOAMUCAHHOTO 3JIEKTPOHHOU MOJMUCHIO, WU 3aKa3HBIM MTOUYTOBBIM OTIIPABICHUEM
C YBEJIOMJIEHUEM O BPYUECHHH.

45. B teuenue 3 pabouux AHEH cO AHS MPEACTABICHUS HaJIeKaluM o0pazoM
0(pOpPMIIEHHOTO 3asIBJICHHSI O BHECEHUH U3MEHEHUI U B TIOJTHOM 00BbeMe
JIOKYMEHTOB, MPETyCMOTPEHHBIX MyHKTamu 38 u 39 Hacrosamux [IpaBu,
PETUCTPUPYIONIUI OpraH MPUHUMAET PEMIEHUE O PACCMOTPEHUM YKa3aHHBIX
3asiBJICHUS ¥ JIOKYMEHTOB WJIH (B CITydae UX HECOOTBETCTBUS MOJOXKEHUSIM
nyHKTOB 38 1 39 nacrosimmx [IpaBui) 06 ux BO3BpaTe ¢ MOTUBUPOBAHHBIM
000CHOBaHMEM IIPUYUH BO3BpATA.

46. B cnyyae eciii B 30-gHEBHBIN CPOK HE YCTPAHEHBI BBISBICHHBIE HAPYILIEHUS U
(1K) HE TPEeICTaBIEHbI IOKYMEHThI, KOTOPbIE OTCYTCTBYIOT, PETHCTPUPYIOIIHIMA
OpraH IMIPUHUAMAET PELICHUE O BO3BPATE 3asBJICHHS O BHECEHUH U3MEHEHUH U
JOKYMEHTOB, IPEYCMOTPEHHBIX MyHKTaMu 38 1 39 Hactosmmx [IpaBuin, ¢
MOTHUBUPOBaHHBIM 0OOCHOBAHHEM NMPUYUH BO3BpATa.

4’7. BHeceHre U3BMEHEHUI B PETUCTPALIMOHHOE YA0CTOBEPEHUE OCYILECTBIISIETCS
PETUCTPUPYIOIIMM OPTAaHOM B CPOK, He mpeBblatonuii 10 pabounx qHei co qHs
MPUHATHS PEIICHUSI O PACCMOTPEHHH 3asBJICHUS O BHECEHUU U3MEHEHUN U
JIOKYMEHTOB, PETyCMOTPEHHbIX NyHKTaMmu 38 u 39 Hactosmux [IpaBu.

48. CpoK IpUHSTHS PETUCTPUPYIOITUM OPraHOM PEIICHUS O BHECEHUU U3MEHEHUM
B PETUCTPALMOHHOE yI0CTOBEPEHHNE UCUHCIISIETCS CO AHS MTOCTYIICHUS B
PETUCTPUPYIOIIUHN OpraH HaJIexKaluM 00pa3zoM 0hOPMIIEHHOTO 3asBJICHUS O
BHECEHUHU M3MEHEHHU U B TTOJTHOM 00BbEME JIOKYMEHTOB, IPETYCMOTPEHHBIX
nyHkramu 38 u 39 nactosumx [Ipasui.

49. Ilpu BHECEHNH U3MEHEHUM B PETUCTPALIMOHHOE YIOCTOBEPEHHE
perucTpupyromnuii oprad B reuenue 10 pabouux nHeN OCyHIECTBISET CleAyIOIne

MEPOTIPUSTHUSL:

a) MPUHATHE PEIICHHS O BHECCHUH U3MEHEHUN B PETHCTPAIIMOHHOE
yIIOCTOBEpPEHHUE, KOTOPOe 0(HOPMIISETCS MPUKA30M PETUCTPUPYIOIIETO OpraHa;

0) yBeioMJIeHHE B TUCbMEHHON (hopMe 3asBUTENS O MIPUHITOM PELICHUH



3aKa3HBIM MTOYTOBBIM OTIIPABIICHUEM C YBEJIOMIICHHEM O Bpy4YeHUH 100 B hopme
AJIEKTPOHHOTO JJOKYMEHTA, MOAIUCAHHOTO JIEKTPOHHOM MOIUCHIO;

B) opopMJICHHUE U BbIJIaya (HApaBJIEHUE 3aKa3HBIM MTOYTOBBIM OTIIPABICHUEM C
YBEJOMJICHHEM O BPYUEHHUHU JTHUO0 B (POpME 3IIEKTPOHHOTO JOKYMEHTA,
MOJAMKUCAHHOTO JIEKTPOHHON MOANKCHIO) 3aIBUTENIO PETUCTPAIIIOHHOTO
yI0CTOBEPEHUSI.

50. IIpy mpuHATHM pELICHNs] O BHECEHUU N3MEHEHUM B PETUCTPALIMOHHOE
yIIOCTOBEPEHUE PErUCTPUPYIOMINIA OpraH 0(hOPMIISET U BBIJACT 3asIBUTEITIO
PETUCTPALlMOHHOE YAOCTOBEPEHUE C IIPOCTABICHUEM Ha PAHEE BBIIAHHOM
PErHCTPAlMOHHOM YOCTOBEPEHUHU, OPUTHUHA KOTOPOTO MPEACTaBIsAETCS TU00
HaIpasJsieTcs (3aKa3HbIM MOYTOBBIM OTIIPABICHUEM C YBEIOMJIEHHEM O BPYUYECHUH
1100 B popMe 3JIEKTPOHHOTO JTIOKYMEHTA, OAMMUCAHHOTO IEKTPOHHON
HOJIIMCHIO) 3aBUTEJIEM NP MOJIYYEHUH HOBOTO PErHCTPAIIMIOHHOTO
yIIOCTOBEPEHUS, OTMETKHU O €r0 HEACHUCTBUTEIBHOCTH (C YKA3aHUEM JaThl).

51. B Teuenue 1 paGouero AHs MOcie NPUHITHS PEIICHUS O BHECEHUN U3MEHEHUHN
B PErUCTPALMOHHOE YI0CTOBEPEHUE COOTBETCTBYIOINE CBEACHUS BHOCATCS B
rOCYJapCTBEHHBIN peecTp MEIULIMHCKUX U3ACIIUN U OpraHu3alui,
OCYILECTBIISIIOIINX ITPOU3BOJICTBO U U3TOTOBIICHUE MEAUIINHCKUX U3JIETIUN, B
MOPSAKE, MPENYCMOTPEHHOM noctaHoBieHueM [IpaBurtenscTBa Poccuiickoi
®enepanuu ot 19 urons 2012 r. N 615.

52. B ciydae yTpaThl peruCTPallMOHHOTO YAOCTOBEPEHUS WIIM €r0 MOPYHU
3asBUTEJIb BIIPaBE OOPATUTHLCS B PETUCTPUPYIOUIUNA OPTaH C 3asBJICHUEM O
MPEeNOCTaBIEHUH AyOIrKaTa pEruCTPAIlMOHHOTO YA0CTOBEpEeHus (j1aee -
3asiBJICHUE O MIPEJIOCTaBIEHUN AyOInKara).

B cityyae nopuu perucTpaliuoOHHOTO YAOCTOBEPEHUS K 3aBJICHUIO O
MPENOCTaBICHUH AyOIMKaTa MPUIIAraeTCsl UCIIOPUYEHHOE PErUCTPAIIHOHHOE
YAOCTOBEPEHUE.

53. B Teuenue 3 pabouyux JHEN CO THA MOIYYEHHUS] JOKYMEHTOB, YKA3aHHBIX B
nyHkTe 52 Hacrosmumx [IpaBui, peructpupyroniuii oprad opopmiisieT 1yoaukaT
PETUCTPALIMOHHOTO YAOCTOBEPEHUS Ha OJaHKE PErHCTPalMOHHOIO YAOCTOBEPEHUS
¢ moMeTKaMu "nyonukaT" U "OpUruHai perucTpaluoOHHOTO YIOCTOBEPEHHUS
MPU3HAETCA HEJEHCTBYIOIMM'" U Bpy4aeT TaKo AyOJIMKaT 3asiBUTEIO WU
HaIIPaBJISIET €T0 3aKa3HBIM NIOYTOBBIM OTIIPABIICHUEM C YBEJOMIIEHUEM O
BPYYECHUHU.

54. Peructpupyromiuii oprad GopMUpyeT pErucTparimoHHOE TOChE U3 CIEAYIONUX
JIOKYMEHTOB:

a) 3asBJIEHUE O PETUCTPALIMU U JOKYMEHTBI, IPELYCMOTPEHHbBIE MYHKTOM 10



Hactosimmx [IpaBui, 3asBIeHe 0 BHECEHUU N3MEHEHHUM U JOKYMEHTHI,
peTyCMOTPEeHHBIE MyHKTaMu 38 1 39, a Takke 3asABJICHHUE O MPEAOCTaBICHUN
TyOJIUKaTa;

0) Komus 3a/1aHKs Ha MPOBEJECHUE IKCIIEPTU3bI KauecTBa, 3P (HEKTUBHOCTH U
0€30MacHOCTH MEIMIIMHCKOTO U3eNusl, 0QOPMIIEHHOTO PETUCTPUPYIOIIUM
OpraHoM;

B) KOMHs 0()OPMIICHHOTO PETUCTPUPYIOIINM OPTaHOM Pa3peLICHHs Ha TPOBEICHUE
KJIIMHWYECKUX UCIBITAHUN METULIMHCKOTO U3/ENIHS;

T) 3aKJII0YEHUs, 0()OPMIICHHBIE SKCIIEPTHBIM YUPEKACHUEM MPU MTPOBEICHUN
AKCHEPTU3bI KauecTBa, 3P(HEKTUBHOCTH U 0€30MACHOCTH MEIUIIMHCKOTO U3/IEIHS;

1) KOTIMH MPUKa30B, OPOPMIICHHBIX PETUCTPUPYIOIIUM OPTaHOM;

e) KOIIKA pCTUCTPAIUMOHHOTO YAOCTOBCPCHUA HUJIN YBSHOMHGHHﬁ, O(l)OpMJIGHHBIX
PCTUCTPHUPYIOIIUM OPraHOM;

) Komus AyOnuKaTa perucTpaloOHHOTO YA0CTOBEPEHUs, 0(hOPMIEHHOTO
PETUCTPUPYIOIINM OPTaHOM.

55. B cityyae u3mMeHeHHUs JTOKYMEHTOB, IPEAYCMOTPEHHBIX OAIYHKTOM "a"
nyHkTa 54 Hacrosmumx [IpaBui, 3asBUTENb B CPOK, HE nMpeBblmaroniuii 30 padbounx
JTHEH CO JTHSI BHECEHMsI COOTBETCTBYIOIIUX U3MEHEHH, YBETOMIISIET 00 3TOM
PETUCTPUPYIOIIMNI OpraH ¢ MPEACTABICHUEM JOKYMEHTOB, ITOATBEPKAAIOIINX
TaKHe U3MEHEHUS.

XpaHEHHUe PErTUCTPALMOHHOTO JOChE OCYLIECTBISAETCS PErUCTPUPYIOIIUM OPraHOM
B TIOPSIZIKE, YCTAHOBJICHHOM 3aKOHOAaTeNbcTBOM Poccuiickoit @eneparnuu 06
apXUBHOM JIEJIE.

56. B peructpalluOHHOM YAOCTOBEPEHUHN YKA3bIBAIOTCS CIEAYIOIIUE CBEICHUS:

a) HAMMEHOBaHUE MEIUIIMHCKOTO U3/eus (C yKa3aHUueM MPUHAIICKHOCTEH,
HEOOXOIUMBIX ISl IPUMEHEHUSI MEAUIIMHCKOTO M3/IeJIHsI IO HA3HAYCHHUIO);

0) 1aTa rocy1apCTBEHHON PETUCTPALIMN MEIUIIMHCKOTO U3/EIUS U €ro
pErUCTPAlMOHHBIA HOMED;

B) B OTHOIIEHUHU IOPUANYECKOTO JIUIIA, HA UMSI KOTOPOTO BBIIAHO
PErUCTPAlMOHHOE YIOCTOBEPEHHUE, - TTOJTHOE U (B CIIy4ae, €U UMEETCs])
COKpAIllEHHOE HAauMEHOBAaHWE, B TOM 4nciie GUPMEHHOE HANMEHOBAHHE,
OpraHu3alMOHHO-TIPaBOBas GopMa U aapec (MeCTO HAXOKICHHS ),



T') B OTHOILIEHUHU TIPOU3BOJUTES - IOJIHOE U (B ClIydae, €CJIM UMEETCs])
COKpaIlleHHOE HAauMEHOBaHUE, B TOM Yucie GpUpMEHHOE HAUMEHOBAHHUE,
OpraHu3alMOHHO-TIPaBOBas popMa U aapec (MECTO HaXOXKIACHHS ),

J1) MECTO MTPOU3BOACTBA MEAUIIMHCKOTO U3JIETHUS;
€) HOMEp PETUCTPAIIMOHHOTO JIOChE;

) BUJ MEIULIMHCKOTO U3/JEIHS B COOTBETCTBHM C HOMEHKIIATYPHOU
KJIacCU(pUKalMel MeTUIIMHCKUX U3ACNUH, yTBEpKaaeMoii MUHICTEPCTBOM
3apaBooxpanenust Poccuiickoit @enepannu;

3) KJIaCC MOTEHIIMAIBLHOIO PUCKA MIPUMEHEHHS MEUIIMHCKOTO U3/IEHS B
COOTBETCTBUH C HOMEHKJIATYPHOU KJIaccu(ukanyen MeTUIUHCKUX U3/IeTTUH,
yTBep)kaaeMor MunucrepcTtsoM 3apaBooxpanenust Poccuiickon denepanuu;

1) ko1 OOIEepoCcCUicKoro KiaccupukaTopa npoayKIUH 711 MEIUITUHCKOTO
U3JICIIUSL.

57. Peructpupyromiuii oprai npuHUMaeT pelieHre 00 OTMEHE roCyJapCTBEHHOM
pPErUCTpALIMY MEAUIIMHCKOTO U3JICNIHS B CICAYIOIIUX CIydasx:

a) 1mojjaya 3asBUTEJIEM 3asBJICHUS 00 OTMEHE rOCYJapCTBEHHOMN pErucTpaluu
MEIUIMHCKOrO U3/eIINs;

0) BBIHECEHHUE CYJIOM PEILICHHs O HAPYIICHUH TIpaB MpaBooOIagaTes Ha
pe3yJIbTaThl UHTEJUIEKTYaJIbHOW JAESATEIbHOCTH Y PUPABHEHHBIE K HUM CpPEJICTBA
WHUBUTyaJIA3aIMHU TPU 00palieHuU MEAUITMHCKUX U3/EIH;

B) IIPEACTaBIICHHE YIIOJTHOMOUYEeHHBIM [IpaBurensctBom Poccuiickoit @eaepauu
dbeneparbHBIM OpraHOM MCTIOJTHUTENBHON BIACTH TIO pe3yibTaTam
OCYIIECTBIISIEMOTO UM TOCYAapPCTBEHHOTO KOHTPOJIS 32 OOpalieHrueM
MEUITMHCKHUX W3JIeTTUH, CBEACHUH, MMOATBEPKIAONINX (aKThl U 00CTOSTEIHCTRA,
CO3/IAIOIIKE YIPO3Y KU3HU U 3J0POBBIO IPAKIAH U MEAUIIMHCKUX paOOTHUKOB TIPU
MPUMEHECHUH U SKCIUTyaTalluy MEIUILIMHCKUX U3ICITUMN.

58. Peructpupyroiuii oprad pazMemniaet “HGOpMaInio, CBI3aHHYIO C
OCYIIECTBJICHUEM T'OCYJIAPCTBEHHOM PETUCTPALIMKI MEIUIIMHCKOTO W3ICIIHS,
BHECEHHEM MU3MEHEHHUI B PErUCTPAIMOHHOE YJIOCTOBEPEHUE U BhIIaUeH TyOIMKaTa
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS, HA CBOEM O(PHUITHATHHOM CalTe B
nH(OPMAITMOHHO-TEICKOMMYHUKAIIMOHHOM ceTn "MHTepHeT".

59. Pemienus u neiictBus (0e3neiCTBIE) PErUCTPUPYIOIIETO OpraHa, MOBJIEKIINE
3a c000I HapyIIEHUE MPaB IOPUIUICCKOTO JIUIA, MOTYT OBITh 00KaTOBAHBI



3asBUTEJIEM B NIOPSIIKE, yCTAHOBJIEHHOM 3aKOHOAATENBCTBOM Poccuiickon
denepanum.



