ITocranosienue [1paBurenscrea PO or 27.12.2012 N 1416
(pen. or 18.03.2020)
"O06 yrBepxenuu I1paBui1 rocy1apCTBEHHON perucrpa...

NMPABUTENIbCTBO POCCUUCKOWU ®EQEPALIMU

NMOCTAHOBJEHUE
oT 27 pekabpsa 2012 r. N 1416

OB YTBEPXOEHWUM NPABWII
rOCYOAPCTBEHHOW PErMCTPALUUU MEOULUUHCKUX U3OENUIA

CHuCcOK M3MEHSIONINX IOKYyMEHTOB
(B pen. Ilocranosnenuii [lpasurenscrea PO ot 17.10.2013 N 930,
ot 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633,
ot 18.03.2020 N 299)

B cootBerctBuu co cTaTheil 38 dDenepanbHOro 3akoHa "OO OCHOBax OXpaHbl 3/I0pPOBbs I'paXkJaH B
Poccutickoit @enepanun" [IpaButensctBo Poccuiickoit denepanny mocTaHoOBIISIET:

1. YtBepauts npunaraemsie [IpaBuia rocy1apCTBEHHON PErMCTPAlMA MEIUIIMHCKUX U3IEIHI.
2. YCcTaHOBUTH, YTO:

a) PErUCTpallMOHHBIC YOAOCTOBEPCHHA HA U3ACIUA MCIWIMWHCKOIO HAa3HAYCHHA W MCAWIUHCKYIO
TEXHUKY C YCTAaHOBJICHHBIM CpPOKOM I[GI\/'ICTBI/ISI, BBIIAHHBIC OO0 AHA BCTYIUICHHUSA B CHUIIY HACTOAIICTO
IIOCTaHOBJICHH, HGI;’ICTBYIOT A0 UCTCUCHU YKA3aHHOI'0 B HUX CpOKa HeﬁCTBHH;

0) perucTpalMOHHbIE YJAOCTOBEPEHUS Ha W3JEIHMSI MEIUIIMHCKOTO Ha3HAYEHUS U MEAUIIMHCKYIO
TEXHUKY OECCPOUHOIO JIEeHCTBUSA, BbIJAHHBIE 10 JHS BCTYIUIEHHS B CHJLy HACTOSIIErO MOCTAHOBJIECHUS,
NEHUCTBUTENBHBI M TOJIekaT 3aMeHe a0 1 suBaps 2021 1. HA pEeruCTpalMOHHBIE YIOCTOBEPEHUS IIO
dbopme, yrBepxxaaemoit denepanbHO CiIy>k00# 110 HaI30py B chepe 3apaBOOXpaHEHUS.

(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.10.2013 N 930, ot 10.02.2017 N 160)

3aMeHa PEerucTpalioHHOTO YIOCTOBEPEHHUS OCYLIECTBISETCS 0e3 MPOXOXKICHUS MPOLEeayphl
roCy/lapCTBEHHOW pEerucTpaluy MEIUIMHCKUX H3JIeNUi Ha OCHOBAHWUHU 3asBIICHHUS, HPEICTABIECHHOIO
3asBuTesieM B DezepanbHylo clyk0y MO Haa30py B cdepe 34paBOOXpAHEHHUS, C YKa3aHUEM CBEJICHUH,
npenycMoTpeHHbIX [IpaBunamu, yrBepKA€HHBIMU HACTOSIIUM ITOCTAHOBJICHUEM.

3. T'ocymapcTBeHHass perucTpanys MEIUIUHCKUX U311, TIPEICTABICHHBIX Ha FOCYAapCTBEHHYIO
PErucTpalMIO 10 IHS BCTYIUIEHMS B CHIIy HACTOSILErO IMOCTAHOBJIEHUS, OCYIIECTBISAETCS HA OCHOBAaHUU
JOKYMEHTOB, NPEICTABICHHBIX IO JHS BCTYIUICHUS B CHJIy HACTOSILIErO ITIOCTAHOBJICHMS, a TaKXKe
3asBJICHUS O TOCYIAapCTBEHHOM PETHCTPAlMU MEAMIIMHCKOIO M3JENIMs, MPEACTABICHHOTO 3asBUTEIEM B
cooTBercTBUU ¢ [IpaBuiamu, yTBEp>KICHHBIMU HACTOSIIIUM NOCTaHOBIIEHUEM, B DenepanbHyto CIIyK0y
10 HaA30pYy B chepe 31paBOOXpaHEHMUS.

4. Peanu3zanusi NOJTHOMOYMM, IPETYCMOTPEHHBIX HACTOSIINM ITOCTAHOBJICHUEM, OCYIIECTBISETCS B
npenenax ycraHoBJeHHbIX [IpaBurenbctBoM Poccuiickoir ®enepauuii NpeAesibHON YHCICHHOCTH
pabOTHUKOB LIEHTpalibHOrO anmnapara denepaibHON CiIyKObl IO HAA30pYy B cdepe 31paBOOXPAHEHUS, a
Takke OIO/KETHBIX AacCUTHOBaHUM, mnpeaycMoTpeHHbIXx Cnyx0e B QenepanpHoM OrJpKeTe Ha

Crpanuna 1 u3 33



ITocranosienue [1paBurenscrea PO or 27.12.2012 N 1416
(pen. or 18.03.2020)
"O06 yrBepxenuu I1paBui1 rocy1apCTBEHHON perucrpa...

PYKOBOJICTBO U yIIpaBJ€HHE B Cpepe YCTAaHOBJIEHHBIX (QYHKIIUI.
5. Hacrosmee nocranoBieHue BCTynaer B cuity ¢ 1 saBaps 2013 r.

[Ipencenarens [IpaButenbcTBa
Poccniickoit ®enepanun
JA.MEJIBEJIEB

YTBepkKICHBI

noctaHoBjeHueM [IpaBurenbcTBa
Poccniickoit ®enepanun

ot 27 nexabps 2012 r. N 1416

5 NMPABUNA
rOCYOAPCTBEHHOW PErMCTPALUUU MEOULUUHCKUX U3OENUIA

CHuCcOK M3MEHSIONINX TOKYyMEHTOB
(B pen. Ilocranosnenuii [lpasurenscrea PO ot 17.10.2013 N 930,
ot 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633,
ot 18.03.2020 N 299)

1. Hacrosmume IIpaBmiia ycTaHABIMBAIOT MOPSAJOK T'OCYAAPCTBEHHOW PETrMCTpaliMM MEAMIIMHCKHUX
U3JIeHH, oANexalux oopamieno Ha Tepputopuu Poccuiickoit @enepanuu.

2. TocymapCTBEHHOH perucTpanuy MOJJIeKaT JIOble WHCTPYMEHTBI, amnmapartbl, MNpuOOpBI,
00OpyZI0BaHME, MaTepHaibl U MPOYHE HM3ENUs, TPUMEHSIEMbIE B MEAUIMHCKUX LEISIX OTICIBHO WM B
COUETAaHUM MEXJy COOOH, a TakkKe BMECTe C JPYIrMMH HPHUHAJICKHOCTIMU, HEOOXOIUMBIMU IS
MIPUMEHEHMS] YKA3aHHBIX W3JIEIMH 110 HA3HAUYEHHUIO, BKIIIOYas ClIeUalbHOE IPOrpaMMHOE 0OecrieueHue, u
npeJHa3HAuYCHHBIE TPOU3BOJUTEIEM (M3TOTOBHUTENIEM) JUIS MPO(UIAKTHKY, IHATHOCTHUKH, JICUCHUS H
MEJUIIMHCKOM peabmintanuu 3a001€BaHUi, MOHUTOPUHIA COCTOSIHUS OpraHu3Ma 4YeJloBeKa, MPOBEIECHUs
MEIUIMHCKUX UCCIIETOBAHHH, BOCCTAHOBIICHHSI, 3aMEIICHUS, N3MCHEHHSI aHATOMUYECKON CTPYKTYPHI WITH
¢du3nonornyeckux  (QyHKIMA OpraHum3Ma, NpeJOTBPALICHUS WM TpPEpbIBaHUA OCpPEeMEHHOCTH,
(GYHKIIMOHATPHOE  HAa3HAUY€HHWE  KOTOPBIX  HE  peanusyercss  myreM  (hapMakKoJIOrMYecKoro,
MMMYHOJIOTHYECKOI0, FEHETUUECKOTO MJIM METa0O0JINYECKOr0 BO3/IEUCTBUS Ha OpraHMU3M YelloBeKa (Jalee
- MEIAUITUHCKUE U3CIINS).

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

MenuuuHCKHe W3JeNns, U3TOTOBJICHHBIE MO MHAMBUYaJIbHBIM 3aKa3aM MalMEHTOB, K KOTOPHIM
MPEIbSABISAIOTCS CHElUalbHble TpeOOBaHUS MO HA3HAYEHUI0 MEAMLIMHCKUX pPa0OTHUKOB U KOTOpPBIE
[pelHAa3HAYeHbl  MCKJIIOYUTENBHO  JJI  JMYHOTO  MCIOJb30BAaHUS  KOHKPETHBIM  MAIMEHTOM,
roCyJapCTBEHHOM PErucTpaluy He MoJyIexKar.

3. T'ocynapcTBeHHast perucTpanusi MEAUIIMHCKUX U3IeTui ocymiecTBisieTcs DenepaibHON CITy»)00it
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o HaA30pYy B cepe 3paBooXpaHeHUs (aiee - PETUCTPUPYIOIIUNA OPTaH).
4. B HACTOALINX HpaBI/IHaX HCITOJIB3YIOTCA CICAYIOINC OCHOBHBIC IOHATHA:

"0e30MacHOCTh MEAMIIMHCKOTO H3JENHs" - OTCYTCTBHUE HEAOMYCTHMOTO PUCKA NMPUYMHEHHS Bpeaa
KM3HH, 370POBBIO0 YEIIOBEKa M OKPYXKAIOIIEH Cpele NMpU HCHOJB30BAaHUM MEIWIIMHCKOTO H3ACIHS TI0
HA3HAYCHUIO B YCIIOBUSX, IPEAYCMOTPEHHBIX TPOU3BOINUTENEM (M3TOTOBUTEIIEM);

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

"Ka4ecTBO MEIMIIMHCKOTO H3Meus" - COBOKYIMHOCTh CBOMCTB M XapaKTEPUCTHK MEIUITMHCKOTO
U3JIeNHsl, BIUSIOINIMX HAa €ro CIOCOOHOCTh JIEHMCTBOBATh 0 HA3HAYEHHIO IMPH YCIOBUM COOTBETCTBUS
TpeOOBaHHUAM HOPMATUBHOM JOKYMEHTAllMM, TEXHUYECKOM M SKCIUTyaTallMOHHOM JIOKyMEHTaluu
MIPOU3BOUTEINS (M3TOTOBUTENIA);

(B pexn. Iloctanosnenuii [lpasurenscrea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KIIMHUYECKUE UCTIBITaHUs" - pa3pabOoTaHHOE U 3aIUIAHMPOBAHHOE CHCTEMATUYECKOE UCCIIEeOBAHUE,
MPEANPUHITOE, B TOM YHCIIE C yJaCTHEM 4YeJIOBEKa B KaueCTBE CyOBEKTa I OIEHKH O€30MaCHOCTH U
3(h(HEKTUBHOCTH MEIUIIMHCKOTO U3MICTIHS;

"HOpMAaTHUBHAs JOKyMEHTauMs" - JOKYMEHTBI, perijaMeHTHpyollue TpeOoBaHUs Oe30MacHOCTH,
KayecTBa, a Takke IMpeAanojaraeMylo 3(Q(eKTHBHOCTb MNPEAYCMOTPEHHOTO HPUMEHEHHUS M METO[bl
KOHTPOJISI COOTBETCTBUSI MEIUIIMHCKOTO U3EUs STUM TPeOOBaHUAM;

"perucTpallMOHHOE J0Che" - KOMIUIEKT JOKYMEHTOB, MPEICTABIISIEMbIX JS TOCYIapCTBEHHOU
perucTtpaivii, BHCCCHUA W3MEHEHUH B TakKHe JOKYMCHTBI, a TaKKC KOIINH peHIeHHfI, IMPUHATBIX
PETUCTPUPYIOIIUM OPraHOM B OTHOICHUH KOHKPETHOI'O MCIUIMHCKOI'O U3ACIINUA,

(B pexn. Iloctanosnenus Ilpasurenscta PO ot 31.05.2018 N 633)

"TeXHUYeCKass JOKYMEHTAIUs MMPOU3BOIUTENS (M3TOTOBUTENS)" - TOKYMEHTHI, PErJaMEeHTUPYIOIINE
KOHCTPYKLHUIO MEAUIMHCKOTO W3JIENUsl, YCTAaHABJIMBAIOIINE TEXHUYECKUE TPEOOBAHUS U COJAEpKalue
JaHHbIE JUIsI ero pa3paboTKu, MPOU3BOJCTBA, MPUMEHEHMS, OSKCIUTyaTallud, TEXHUYECKOTO
00CIyXKUBaHUs, PEMOHTA, YTUIN3aLUU WIH YHUYTOKEHUS;

(B pen. Iloctanosnenuii [lpasurensctea PO ot 17.10.2013 N 930, or 17.07.2014 N 670)

"TEeXHUYECKUE WCIBITAHHUSA" - WCIBITAHUS C IEJBI0 ONPENETCHUsS COOTBETCTBUS XapaKTEPUCTUK
(CBOWCTB) MEIMIMHCKOTO W3Aeausi TPeOOBAaHUAM HOPMATHBHOM JOKYMEHTAI[UH, TEXHUYECKON W
IKCIUTYaTaI[MOHHON JTOKYMEHTAIlMM TPOU3BOAUTENA (M3TOTOBUTENS) W TPUHATHS TIOCIEAYIOIIETO
perieHus: 0 BO3MOKHOCTH MPOBEACHUS KIMHUYECKUX UCTTBITAHUH;

(B pexn. Iloctanosnenuii [lpasurenscrea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TOKCUKOJIOTUYECKUE WCCIHEeHOBaHUA" - WCCIEIOBAaHUA B [EIAX OIEHKH OHWOJIOTHYECKOM
0€30MacHOCTH MEIWIIMHCKOTO W3JCIIMA W TPUHATHSA TOCICIYIOMEero pPEmIeHUS O BO3MOXKHOCTH
HpOBCHCHI/Iﬂ KIIMHUYCCKUX I/ICHI)ITaHHfI;

"YIIOJTHOMOYEHHBIN MPEACTaBUTENb MPOU3BOAUTENS (M3rOTOBUTENSA)" - IOPUIMYECKOE JIHULO WU
VHJMBUIyaJIbHBIM IIPEANPUHUMATENb, 3aPETUCTPUPOBaHHbIE Ha Tepputopun Poccuiickont ®denepanum,
YIOJHOMOYEHHbIE MPOU3BOAUTENIEM (M3TOTOBUTENIEM) MEIUIIMHCKOTO U3JENns MPEACTaBIsATh €ro
MHTEPECHI 110 BompocaM oOpallleHuss MeIULIUHCKOTO u3ienus Ha Tepputopuu Poccuiickoit denepauuu, B
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TOM YHCIIe TI0 BOMPOCaM TMPOIEAYP OIEHKH COOTBETCTBHSI M TOCYAAPCTBEHHON PETrMCTpaIliy, HA WM
KOTOPOTO MOXKET OBITh BBIIAHO PETUCTPAIIMIOHHOE YIOCTOBEPEHNE Ha MEAUIIMHCKOE U3/ICITHE;
(B pen. Ilocranosnenuii [lpasurenscrea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

"IKCIUTyaTallMOHHAsT ~ JAOKYMEHTAalMsl  HPOU3BOJAUTENS  (M3rOTOBHTENS)" -  JOKYMEHTHI,
[peHa3HAYeHHbIE JUIS O3HAKOMJICHUS] TOTPEOUTENs C KOHCTPYKUMEH MEIUIIMHCKOTo U3/Aemus,
perjaMeHTUPYIOIIUE YCIOBUS U MpaBuja dKCITyaTaluu (MCIOIb30BaHUE 110 Ha3HAUEHUIO, TEXHUYECKOE
o0ciyXUBaHUE, TEKYIINI PEMOHT, XpaHEHUE U TPAHCIIOPTUPOBKA), FAPAHTUPOBAHHBIE MPOU3BOIUTEIEM
(M3roTOBUTENIEM) 3HAYEHHS] OCHOBHBIX [apaMETPOB, XapaKTEPUCTUK (CBOMCTB) MEAMIIMHCKOIO M37EIus,
rapaHTuiiHble 0053aTeNbCTBA, a TAKXKE CBEJCHUS O €r0 YTHIN3ALUN UM YHUUTOKEHUH;

(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"3¢)(peKTUBHOCTh MEAMIMHCKOIO U3JeNust" - COBOKYIMHOCTb CBOMCTB M  XapaKTEPUCTHK
MEJUIIMHCKOTO M3JeNus, 00ecrneunBaronnX JOCTHKEHHE LeJiell NpeaHa3HayeHMs], YCTaHOBJICHHBIX
MIPOM3BOIUTENEM (M3rOTOBUTENIEM) U MMOATBEPKACHHOTO MPAKTUKON KIIMHUYECKOTO TPUMEHEHUSL.

(B pen. Ilocranosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

5. l'ocynapcTBeHHast perucTpanus MEIUIMHCKUX U3/IeTTUH TIPOBOJUTCS HA OCHOBAaHUU PE3YyJIhTaTOB
TEXHUYECKUX  HCHBLITAHUM,  TOKCHUKOJIOTUYECKHMX  HCCIEAOBAHUM,  KIMHHYECKMX  HCIBITAHMI,
MPEACTABISAIONIMX  CO00KM (OPMBI  OIIEHKA COOTBETCTBHS MEAUIIMHCKUX M3ACIUA C  y4EeTOM
KJaccu(uKanuu B 3aBUCUMOCTH OT TMOTEHIIMATBLHOTO PUCKA MX MPUMEHEHHUs, U DKCIEPTU3bl KAaueCTBa,
3¢ exTHBHOCTH M G€30MTACHOCTH METUIIMHCKUX M3JIEINI ¢ YYeTOM KiacCu(HUKaIMi B 3aBUCHUMOCTH OT
MMOTEHIIMAJIFHOTO PUCKA WX MPUMEHEHHUs, a TaKKEe HCHBITAHUN B IEJAX YTBEPKICHHUS THUIIA CPEICTB
M3MEpPeHU (B OTHOIICHWH MEIUIIMHCKUX H3JEINi, OTHOCSIIMXCA K CPEICTBaM H3MepeHuil B cdepe
rOCyJapCTBEHHOTO  PETyJUpOBaHUsS OOECleueHHus eIUHCTBA HW3MEPCHMH, TEePEUYeHb KOTOPBIX
yTBepKaaeTcs MuHucTepcTBOM 31ipaBooxpaHenust Poccuiickoit denepaunn).

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 17.07.2014 N 670)

Oco0EHHOCTH TOCYJAapCTBEHHOW PEruCTpallid MEIUIMHCKUX W3JEINil C HHU3KOW CTENEeHbBIO
MOTCHIIMAIFHOTO pPUCKAa WX TPUMEHEHHUS, B OTHOIICHHWH KOTOPBIX YCTAaHOBJICHBI OCOOECHHOCTH
roCy/lapCTBEHHOW perucTpaluy, IO TIEpPEYHI0 COTJacHO MPHJIOKEHUI0 (Jajee - [epeyeHb)
npenycMoTpeHsl nyHkramu 57 - 57(20) nactosux [Tpasui.

(a63arn BBeneH [locranoBnenuem [IpaBurensctea PD ot 18.03.2020 N 299)

Obecnieuenrie opraHu3anu  paboTel MO  (OPMUPOBAHUIO U BEACHUIO HOMEHKIATYpHOU
KJIacCU(pUKAIUU MEAUIIMHCKUX U3JIEIUH 110 BUAAM OCYIIECTBIIIETCS PETUCTPUPYIOLIUM OPraHOM.
(a63an BBeaeH [locranoBnenuem [IpaBurensctBa PO ot 17.07.2014 N 670)

[Ipy m3MeHeHnu BHJIa MEIUIIMHCKOTO U3JENUs B pamMKax paboThl MO0 (GOPMUPOBAHUIO U BEICHUIO
HOMEHKJIATYpHOM Kiaccu(UKAMM MEIUIMHCKUX MU3AETUH M0 BUAAM, YTBEp)KJIaeMoil MuHucTepcTBOM
3npaBooxpaHeHuss Poccuiickoit ®enepanuu, perucTpUpPYIOUKA OpPraH BHOCUT B PEECTPOBYIO 3aIIHCh
rOCy/lapCTBEHHOTO  peecTpa  MEAMIMHCKUX  U3JeMMid U opraHu3auuil  (MHIMBUIYaJbHBIX
IpealpuHUMaTeNel ), OCYIIeCTBISIOMNUX IPOU3BOACTBO U U3TOTOBJIEHUE MEAUIIMHCKUX U3JIENU (Jaee -
roCy/lapCTBEHHBIN PEECTpP), COOTBETCTBYIOIIEE M3MEHEHHUE M YBEIOMIISIET 00 ATOM OPHUIMYECKOE JIULO
WY MHAUBUAYAJIBHOTO IPEANPUHAMATENSA, HA M1 KOTOPOTO BBIJIAHO PETUCTPALMOHHOE yIOCTOBEPEHHUE
Ha MEAULMHCKOE H3JeNue, BUJI KOTOPOro u3MeHeH, B TeueHue 20 pabouux AHEH ¢ J1aThl BHECEHUS
W3MEHEHHUs B PEECTPOBYIO 3aIIMCh TOCYJAapCTBEHHOIO PEECTPA.

(a63arn BBeneH [locranoBnenuem [IpaBurensctea PD ot 31.05.2018 N 633)
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6. JlokyMeHTOM, OATBEPKIAIOIINM (PaKT rOCYAapCTBEHHOM perucTpauy MEAUIIMHCKOTO U3/1eTus,
SBJIIETCS PErHCTPAIMOHHOE YAOCTOBEPEHHE Ha MEAMIIMHCKOE H3Jeiue (Jajnee - pPEerucTpallioOHHOE
ynoctoBepenue). PopMa perucTpaloOHHOTO yIOCTOBEPEHHS YTBEPKIAETCS PETUCTPUPYIOIIUM OPTraHOM.

PerucrpannonHoe y1ocroBepeHue BbIIAETCs OECCPOUHO.

7. l'ocynapcTBeHHas! NOIIJIMHA YIUIAYMBACTCS B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit
®denepanuu 0 HaJIOrax u cobopax.

Wudopmanmst 00 ymiaTe rocyJapCTBEHHON TOIIJIMHBI 3alIPAIIUBACTCS PETHCTPUPYIONIMM OPTaHOM
B TMOPSZKE MEXBEIOMCTBEHHOTO MH()OPMAIIIOHHOTO B3aHMMOJIECHCTBHS B COOTBETCTBHU ¢ DenepatbHbIM
3akoHOM "OO0 opraHuzaiuy MpeaoCcTaBICHNs FOCYIapCTBEHHBIX U MyHUIIMITAJIBHBIX yCIyr".

8. JlJisi TOCYyIapCTBEHHON PErucTpali MEIUIMHCKOTO M37eNNs (32 UCKIIOUEHUEM MEIUIIMHCKUX
U3JIeNUH, BKIIOYEHHBIX B IE€pPEUYEHb) pa3pabOTUMK, IPOU3BOJAUTENb (M3TOTOBUTENb) MEIULIMHCKOTO
U3JIeNHsl WM YIOJHOMOYEHHBIM IMpeicTaBuTeNb MPOU3BOJAUTENS (M3TOTOBUTENS) (Hajnee - 3asiBUTENb)
IpeIcTaBiIseT MO0 HANpPaBIseT B PErUCTPUPYIOIIHI OpraH 3asBJICHHE O TOCYAaPCTBEHHOM perucTpanuu
MEUIIMHCKOTO U3/EHs, a TaK)Ke JOKYMEHTHI, yKazaHHble B myHKTe 10 Hacrosmux [IpaBu.

(B pen. Iloctanosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)

9. B 3asBineHHH O TOCYJAapCTBEHHON perucTpanvd MEAUIIMHCKOrO M3Jenus (Janee - 3asBIECHUE O
perucTpalym) yKazbIBaloTCs CIEIYIOIINE CBEICHUS:

[Ipumeuanmue.

W3menenust, BHecennble [locranoBnenuem IIpasurensctBa P® ot 31.05.2018 N 633 B . "a" . 9, He
MPUMEHSIOTCS K MPABOOTHOIIEHHSIM, CBS3aHHBIM C OCYIIECTBICHHEM T'OCYIapCTBEHHON PETHCTpalyu
MEIUIMHCKNX U31eIni, BO3HUKIIHIM J0 13.06.2018.

a) HaMMEHOBAHUE MEIUIIMHCKOTO M3Jenus (C yKazaHHEM MPHUHAIIEKHOCTEH, HEOOXOIUMBIX IS
IMPUMCHCHUA MCOAUIUHCKOTO HU3JACIIHA T10 HaSHaquI/IIO), IIpU 3TOM 3asABUTCIIb YKA3bIBACT TOBapHI)If/'I 3HaK
U HWHBIC CPCACTBA MHAWBUAYyAJIU3aAllUWM MCIUIHUHCKOI'O0 H3ACINA B CIIy4a€ MX HAHCCCHHUSA Ha YIIAKOBKY
MEIUIMHCKOIO M3JICIIHS;

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 31.05.2018 N 633)

[Ipumeuanmue.

ITm. "6" m. 9 (B pen. [loctanosnenus IIpaButensctBa PO ot 31.05.2018 N 633) He mpumeHsieTcs K
MIPABOOTHOIICHUSM, CBSI3aHHBIM C OCYIICCTBJICHUEM TOCYIApPCTBEHHOW PETUCTPAIMH METUITUHCKUX
H3JIeni, BO3HUKIKM J0 13.06.2018.

0) B OTHOIIIEHWH pa3pabOTUHKa - MOJTHOE | (B Cllydae, €Clii HMEETCsI) COKpallleHHOE HAauMEHOBAaHHE,
B TOM 4ucIe (PMpMEHHOE HAUMEHOBAHHE, OPTaHU3AIIMOHHO-TIPaBOBasi GopMa FOPUANIECKOTO JINIIA, aIpec
MeCTa €ro HaxoxaAeHus wi (amuwmmsa, umMs U (B ciydae, €CIH HMMEETCS) OTYECTBO, PEKBU3UTHI
IOKYMEHTa,  yIOCTOBEpSIONIETO  JIMYHOCTh,  aApec  MecTa  JKUTEIbCTBA  HMHIUBHIYaJIHHOTO
MpeANPUHUMATEINS, a TaKKe HOMepa TeleOHOB U (B cliydae, €Clid UMEETCs) aApec JIEKTPOHHOU MOYTHI
IOPUIMYECKOTO JIMIA WM HHIUBUIYATBHOTO MIPEAIPUHUMATEIIS;
(nm. "0" B pen. Iloctanosnenus IpasurensctBa PO o1 31.05.2018 N 633)
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B) B OTHOUIEHUM IPOU3BOJUTENS (M3TOTOBUTENS) MEAMIIMHCKOIO U3JIENUs - TIOJHOE U (B ciydae,
€ClIi HMMEETCs) COKpAalleHHOE€ HaUMEHOBaHME, B TOM 4ucl€ (QUPMEHHOE HaUMEHOBAHUE,
OpraHu3alMOHHO-TIpaBoBas (hopMa IOPUINUECKOTO JHIa, aIpec MECTAa HaX0XKACHUS WK (paMUIIUs, UMs 1
(B ciydae, ecM UMEETCs1) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YJOCTOBEPSIOUIErO JINYHOCTb, aIpec MecTa
KUTEJIbCTBA HMHIUBUIYAIbHOIO NpPEINpUHUMATENs], a Takke HoMmepa TenedoHOB U (B ciydae, eciu
MMEETCs1) aJipec MEKTPOHHON MOYUTHI FOPUINYECKOIO JHIA WU UHIUBUIYAIbHOTO MIPEANPUHUMATEIIS;
(nm. "B" B pea. [locranosnenus IIpaButenscrea PO ot 17.07.2014 N 670)

[Ipumeuanue.

IMm. "r" m. 9 (B pen. IlocranoBnenus I[lpaButensctBa PO ot 31.05.2018 N 633) He nmpumeHsieTcs K
MMPAaBOOTHOIIICHUSM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYIApCTBEHHOM PETHUCTPAIMH MEIUITMHCKUX
H3JIeni, BO3HUKIHM 10 13.06.2018.

I') B OTHOIIEHUHU YIIOJHOMOYEHHOIO IPEJICTaBUTENsI MPOU3BOAUTENS (M3TOTOBUTES) - MOJIHOE U (B
cllydae, €CIIM HUMEETCsl) COKPALIeHHOE HAauMEHOBaHWE, B TOM 4HuCle (UPMEHHOE HAaUMEHOBAaHME,
OpraHU3alMOHHO-TIPaBOBasl (opma IOPUAMYECKOTO JIUIA, aJpPeC MECTa €ro HaxXOKJIEeHUs Uiu (paMuius,
UM U (B cllydae, €Clid UMEETCs1) OTYECTBO, PEKBU3UTHI IOKYMEHTA, YIOCTOBEPSIOUIET0 JUYHOCTD, aJIpecC
MECTa KHUTEJIbCTBA MHIUBUYAIIbHOIO IPEAPUHUMATENA, a TaKKe HoMepa TesieOHOB U (B ciydae, eciu
MMEETCs1) aJipec IMEKTPOHHON MOYUTHI FOPUINYECKOIO JIHIA WU UHIUBUIYAIbHOTO MIPEANPUHUMATEIIS;
(nm. "r" B pen. IloctanoBnenus IlpaBurensctBa PO o1 31.05.2018 N 633)

[Ipumeuanmue.

Mo "n" m. 9 (B pen. [locranosnenus IlpaButensctBa PO ot 31.05.2018 N 633) He mpumeHsieTCs K
MIPABOOTHOIICHUSAM, CBSI3aHHBIM C OCYIISCTBJICHUEM TOCYIApPCTBEHHOW PETUCTPAIMH METUITTHCKUX
u3eni, Bo3HUKIHM 10 13.06.2018.

1) B OTHOIIEHUH JIMIA, HA UMSI KOTOPOTO MOKET OBITh BBIJJAHO PErHMCTPALIMIOHHOE YJIOCTOBEPEHHUE, -
NoJIHO€ U (B cIydae, €ClIM HMEETCs) COKpAlleHHOE HaUMEHOBAHHWE, B TOM uucie (UpMEHHOe
HalMEHOBaHKE, OPraHU3alMOHHO-TIPaBoBas (popMa IOPUINYECKOTO JIUIA, apeC MECTa €ro HaXOXKICHUs
win pamunus, uMsa U (B ciyyae, €CiM UMEEeTCs]) OTYECTBO, PEKBU3UTHI JOKYMEHTA, yIOCTOBEPSIOLIErO
JIMYHOCTbh, aJI[peC MECTa >KUTEIbCTBA MHIUBUIYAIbHOTO MpEANpPUHUMATENS, a TaKKe HoMepa TeleOoHOB
u (B ciydae, €ClM MMEETCs) aApec AIEKTPOHHON MOYThl IOPUAMYECKOTO JIMIA WM HHAWBUIYaIbHOTO
MpeapUHUMATENs;

(nm. "n" B pen. Iloctanosnenus IpasurensctBa PO o1 31.05.2018 N 633)

€) MECTO NMPOU3BOACTBA MEJUIIMHCKOTO U3/1EIIHS;

’K) Ha3HAYEHUE MEIUIIMHCKOTO WU3JIENNsI, YCTAHOBJICHHOE TPOU3BOIUTENIEM (M3TOTOBHUTEIIEM);
(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

3) BUJ MEIUIMHCKOTO W3JETUsS B COOTBETCTBMM C HOMEHKJIATYpHOW Kiaccuukanuen
MEIUITTHCKUX U3CIINH;

M) KJIacC TOTEHIMAIBHOTO PHUCKA NPHUMEHEHUS MEIUIMHCKOTO W3JENUs B COOTBETCTBHUHU C
HOMEHKJIATYPHOU KJIaCCH(PUKAIMEH MEIUIIMHCKUAX U3/IEITHIA;
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K) ko OO0IIepoccuiickoro KiaccupukaTopa MpoayKIIUH 110 BUJIaM SKOHOMUYECKOH JCSITEIHHOCTH,
(nm. "k" B pex. [loctanoBnenus IIpaBurenscrea PO ot 10.02.2017 N 160)

J) CBEJECHMSI O CIOCOOE MOJydeHHUsS PErucTpPalMOHHOIO YJOCTOBEPEHMS, a Takke HMH(opmauuu,
CBSI3aHHOM C MPOIIeTypOil roCyJapCTBEHHOMN perucTpauy MEIUIUHCKOTO U3/eusl.

10. [nst rocymapCTBEHHOW PETHCTPAllMA MEIUIIMHCKOTO M3Eus (32 MCKIIOUCHUEM MEIUITMHCKUX
W3JIeIUH, BKIIFOUEHHBIX B NI€PEUEHb) MPEACTABISAIOTCS CIEIYIOIINUE JOKYMEHTHI:
(B pen. Ilocranosnenus IlpaBurensctBa PO ot 18.03.2020 N 299)

a) KON JIOKYMEHTa, TIOATBEP)KIAIOMIET0 TIOJHOMOYHS YIIOJTHOMOYEHHOTO IPEICTABHTEIS
MIPOU3BOIUTEINS (M3TOTOBUTENIS);
(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

0) cBeIeHHsS O HOPMATUBHOM JOKYMEHTAIIMH HAa MEIUIIMHCKOE U3/ICITHE;

B) TEXHUYECKasi JOKYMEHTALMsI IPOU3BOAUTENS (M3TOTOBUTENS) HA MEJUIIMHCKOE U3JIEIHE;
(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

T') DKCIUTyaTallMOHHAas JOKyMEHTAIHS TPOU3BOUTENS (M3rOTOBUTENS) HA MEAUIIMHCKOE H3/ICIHE, B
TOM YHCJIE HHCTPYKIIHS IT0 TIPHMEHEHHUIO HITH PYKOBOJCTBO IO SKCIUTYaTaI[iH MEHIIMHCKOTO HM3ICIIHUS;
(B pen. Ilocranosnenuii [lpasurenscrea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

n) @ororpapuueckue u300pakeHUs OOLIEro BUAA MEIUIUHCKOTO M3JENus BMECTe C
MPUHAIISKHOCTAMH, HEOOXOJWMBIMU JUIS TIPUMEHEHHUS MEIMIWHCKOTO W3S TI0 Ha3HAYCHHUIO
(pazmepom He MeHee 18 x 24 canTHMETpa);

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.10.2013 N 930)

e) AOKYMCHTBI, IIOATBCPKAAOIINEC PE3YIbTAThI TEXHUYCCKUX HCHBITAaHUH MCOUIITMHCKOI'O U31CIINA,

)K) AOKYMCHTBI, MOATBCPKAAIOIIUC PEIYIIbTAThI TOKCUKOJIOTHUYCCKUX HUCCIICNOBAHUN MEIUIIMHCKOTO
HU3ACJIHA, UCITIOJIB30BAHUC KOTOPOT'O MPEAIOJIaracT HAJIM4YMC KOHTAKTa C OpraHu3MOM YCJIOBCKA,

3) JOKYMEHTbI, IMOJATBEPXKJIAIOUIUE pPE3yabTaTbl MCIBITAHUA MEAUIIMHCKOIO M3AENUs B LEJAX
YTBEPKJCHUSI TUIA CPEICTB HM3MEPEHUH (B OTHOLIEHUU MEIULMHCKUX HW3JAEIHM, OTHOCALIMXCSA K
CpeICTBaM U3MEpEHUl B cdepe rocy1apcTBEHHOIO PEryJnpoBaHus oOecrieueHus: eUHCTBA U3MEPEHUH,
nepeyeHb KOTOPBIX YTBEpKIaeTcsi MUHUCTEPCTBOM 3/ipaBooxpaHeHus Poccuiickoit denepannn);

1) ONUCH JOKYMEHTOB;

[Ipumeuanmue.

ITm. "k" m. 10 (B pen. IlocranoBnenus [IpaButensctBa PO ot 31.05.2018 N 633) He nmpuMeHsieTcs K
MPAaBOOTHOIIICHUSM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYIAPCTBEHHOW PETHUCTPAIMH MEIUITUHCKUX
H3JIeni, BO3HUKIHM J10 13.06.2018.

K) A7 MEIUMUMHCKUX H3Jenuil 1 kiiacca MOTEHIMATbHOTO PUCKA NMPUMEHEHUS U MEAULHMHCKHX
W3JIeNMUHM JUIs AMAarHOCTUKM In VItro - CBEAEHHUS, MOATBEP)KIAIOIIME KIMHUYECKYH 3(PPEKTUBHOCTh U
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0e30I1aCHOCTh MEJUIIMHCKHUX H3JICIIHIL;
(nm. "k" B pex. [loctanoBnenus IIpaBurenscrea PO ot 31.05.2018 N 633)

J) TPOEKT TUIaHa KIMHUYECKHX HWCIBITAHUA MEIUIIMHCKOTO H3JIeNUs C O0OOCHOBBIBAIOIIMMHU €rO0
Marepuaiamu (B ciydae, €Clid UMEETCs);
(nm. "n" BBeneH IloctanoBnenuem IlpaBurensctea PO ot 17.07.2014 N 670)

[Ipumeuanmue.

[Tm. "M" m. 10 (B pen. IlocranoBnenus IIpaBurensctBa PO ot 31.05.2018 N 633) He nmpuMeHsieTcs K
MPAaBOOTHOIIICHUSM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYIApCTBEHHOM PETHUCTPAIMH MEIUITMHCKUX
H3JIeni, Bo3HUKIHM 10 13.06.2018.

M) CBEICHHS O BBIJAHHBIX PETUCTPUPYIOIIUM OPraHOM pa3pelICHUSX Ha BBO3 METUIIMHCKHUX
U3JIENMH C TEeNbI0 WX TOCYJapCTBEHHOW perucTpanuu (Il MEIUIMHCKUX HW3JeIUH HHOCTPAHHOTO
IIPOU3BO/JICTBA);

(nm. "m" BBeneH Ilocranosnenuem [paButensctBa PO ot 31.05.2018 N 633)

[Ipumeuanmue.

[Tm. "#" m. 10 (B pexn. Ilocranosnenus IIpasutensctBa PD ot 31.05.2018 N 633) He mpuMeHsieTCs K
MPAaBOOTHOIIICHUSM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYIapCTBEHHOM PETHUCTPAIIMH MEIUITMHCKUX
H3JIeni, BO3HUKIHM 10 13.06.2018.

H) KONMH  JOKyMEHTOB,  TIOATBEP)KIAIOMIMX  Ka4eCTBO  JICKAPCTBEHHOTO  IIperapara,
(apmaneBTHUECKON CyOCTaHIMM, OMOJIOTMYECKOTO MaTepHaja W HMHOTO BEIIECTBA, C HCIOJIb30BAaHHEM
KOTOPBIX TPOU3BEICHO MEIUIIMHCKOE W3JENHe WM KOTOPhIE BXOIAIT B €ro COCTaB U KOTOpHIE
npeqHa3HaueHbl Il TPUMEHEHUS TOJNIBKO € y4YeTOM HAa3HAYCHUS MEIUIIMHCKOTO  H3CIHSA,
OTIPENICIICHHOTO TPOM3BOMUTENIEM, W BBIJAHHBIX B COOTBETCTBHHM C 3aKOHOJATEILCTBOM CTPAaHBI
MIPOUCXOXKICHUS JIEKApPCTBEHHOTO TMperapara, (apManeBTHYeCKOW CyOCTaHIMH, OWOJOTHYECKOTO
MaTepHana ¥ HHOTO BEUIeCTRa.

(nn. "H" BBeneH Ilocranosnenuem I[IpaBurenscta PO ot 31.05.2018 N 633)

11. B ciywyae ecnu IOKyMeHTHI, ykazaHHble B myHKTe 10 Hactosmux IIpaBui, cocrtaBieHbl Ha
MHOCTPAaHHOM SI3bIKE€, OHU NPEJCTABIIAIOTCS C 3aBEPEHHBIM B YCTAHOBJIIEHHOM IMOpPSAKE NEPEBOJOM Ha
PYCCKHH SA3BIK.

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

12. Cpoku 1 nocineA0BaTeabHOCTh aIMUHUCTPATUBHBIX IPOLEAYpP U aJMUHUCTPATUBHBIX JIEHCTBUI
PETUCTPUPYIOIIETO OpraHa YCTAHABIIMBAIOTCS pa3pabaThIBa€MbIM B COOTBETCTBUHM C IOCTAHOBJIEHUEM
[IpaButenbctBa Poccuiickoit @enepanuu ot 16 mas 2011 r. N 373 aqMUHUCTpaTUBHBIM PETIAMEHTOM
IIPEAOCTABJICHNS TOCYJaPCTBEHHON YCIYTH 110 FOCYAAPCTBEHHOM PETUCTPAlUU MEAULUHCKUX U3IEITUN.

13. 3asiBeHre 0 perucTpaluuu U JOKYMEHTHI, IpeaycMoTpeHHble TyHKTOM 10 HacTosiux [Ipasui,
MIPEJICTABJISIOTCS 3asBUTEIIEM B PETUCTPUPYIONIUH OpraH Ha OyMa)KHOM HOCHTEJIC HEIIOCPEICTBEHHO HITH
HAIpaBJIAIOTCA 3aKa3HBIM ITOYTOBBLIM OTIIPABJICHHUEM C YBECAOMJICHUCM O BPYUYCHHUH U OIMHMCBIO BJIOKCHUA
100 B AJIEKTPOHHOU opMe, TOAMUCAHHBIC JICKTPOHHOM MO IITUCKIO.
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Perucrpupyromuii opraH NpuHUMAET 3asiBJICHUE O PETMCTPALMM U JOKYMEHTHI, IIPEAYCMOTPEHHBIE
nyHkroM 10 Hactosimmx IIpaBui, mo omwmcwy, Konmus KOTOPOM C OTMETKOM O JaTe ImpUeMa yKa3aHHBIX
3asBJICHUSA U JOKYMEHTOB B JI€Hb IIPUEMA BPYYAETCs 3asABUTEII0 WIM HAIPABISAETCA €My 3aKa3HBIM
[IOYTOBBIM OTIPABICHUEM C YBEAOMJIEHUEM O Bpy4deHUU JHOO B IJIEKTPOHHOH Qopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHalaM CBS3H.

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

14. Perucrtpupyromuil opraH He BIpaBe TpeOOBaTh OT 3asBUTENS YKa3blBaTb B 3asBJICHUU O
perucTpanyy CBEACHUS, HE MNPEIyCMOTPEHHbIE NYHKTOM 9 Hacrosmmx [IpaBwi, W mnpencraBisaTh
JOKYMEHTBI, HE IpelycMOTpeHHbIe MyHKTOM 10 HacTosimux [IpaBui.

15. B teuenue 5 pabouux IHEH CO JHSA NOCTYIJICHUS 3asBJICHHUS O PEruCTpalMd U JIOKYMEHTOB,
npenycMoTpeHHbIX MyHKToM 10 Hacrosmmx [lpaBui, peructpupyromuid OpraH NpPOBOJIUT IPOBEPKY
MOJIHOTBl M JOCTOBEPHOCTH COJEPIKAIIMXCS B HUX CBEACHUH, B TOM 4YHCIIE IyTEM CPAaBHEHMSI TaKUX
CBEICHMH CO CBEICHUSMH, IMPEACTABIECHHBIMU B TOPSAKE MEXBEIOMCTBEHHOIO HH()OPMAILIMIOHHOTO
B3aUMOJICHCTBU.

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 17.07.2014 N 670)

16. B ciyqae eciu 3asiBIIEHUE O pErucTpanuu o(GOpMIICHO C HAPYILIEHUEM IOJIOKEHUH IyHKTa 9
Hactosiux IlpaBunm u (wnM) B 3asBICHUM YKa3aHbl HEJOCTOBEPHbIE CBEICHHS JHOO JOKYMEHTHI,
npenycMorpeHHsle  myHkToM 10  nHacrosmux [lpaBui, mnpeacraBieHsl HE B MOJHOM 00beEMe,
PETUCTPUPYIOIIMI OpraH BpydaeT 3asBUTENIO YBEJOMJIEHHE O HEOOXOJUMOCTH YCTpaHEHHUs B
30-1HEBHBI CpPOK BBISIBJICHHBIX HapylleHUH U (WIM) NPEJICTaBICHUS JOKYMEHTOB, KOTOpbIE
OTCYTCTBYIOT, JIUOO HampaBiIIET TAaKO€ YBEIOMJIEHME 3aKa3HbIM IIOYTOBBIM OTIIPABICHUEM C
YBEAOMJIEHUEM O BpPYYEHUHM WM B (OpMe 3JIEKTPOHHOTO JOKYMEHTA, MOANMCAHHOTO 3JIEKTPOHHON
MOAINHUCHIO, TUOO0 B 3JIEKTPOHHON (opME MO TeIEKOMMYHUKAIIMOHHBIM KaHAJIaM CBSA3H.

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 17.07.2014 N 670)

YBeqoMIIeHHE B CiIydae €ro HampaBiCHHS 3aKa3HbIM IOYTOBBIM OTIPABICHUEM CUHUTACTCS
IMOJIYYCHHBIM 110 HCTCUCHUHA 10 pa601mx )IHCﬁ C JaThbl HAITPABJICHUS YBCIOMIICHUAA.
(a63arn BBeneH [locranoBnenuem [IpaBurensctBa PO ot 31.05.2018 N 633)

17. B teuenue 3 pabouux gHEH CO JHA NPEACTABICHUS HaAJIeXKaluM 00pa3zoM 0GOPMIICHHOTO
3asIBJICHUS O PETUCTPALIUU U B MOJIHOM 00beMe JOKYMEHTOB, IPEAYCMOTPEHHBIX MyHKTOM 10 HacTosIIKuX
[IpaBun, a Ttakke B ciydae ycTpaHeHuss B 30-IHEBHBIM CPOK BBISIBICHHBIX HapyLIeHUH M (WUJIN)
MIPEACTABJICHUS TOKYMEHTOB, NPENyCMOTpPEHHbIX NYHKTOM 10 Hactosmmx [IpaBwil, peructpupyroniui
OpraH IIPUHUMAET PELICHHUE O HadaJle TOCYAAPCTBEHHON PErMCTpaluy MEAUIIMHCKNAX U3IEIUH.

18. B cnyyae ecnu B 30-7HEBHBIM CPOK HE YCTPAHEHbI BBISIBJICHHbIE HApyHIeHUS W (WJIK) He
[IPEJICTaBJICHbl JIOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETHUCTPUPYIOUIUMI OpraH NPUHUMAET pPELIEHHE O
BO3BpATe 3asBJICHUS O PErHCTPAIMH U TIOKYMEHTOB, IPEIyCMOTPEHHbIX MyHKTOM 10 HacTosimux [IpaBui,
C MOTHBHUPOBAHHBIM 0OOOCHOBAHHWEM IIPUYUH BO3BpATA.

19. T'ocymapcTBeHHasi perucTpamus MEAUIUHCKAX H3ASIUA (32 HMCKIIOYCHHUEM MEIUITMHCKUX
U3JIeNUM, BKJIIOYEHHBIX B IIE€PEYEHb) OCYILIECTBISETCS PETUCTPUPYIOLUIUM OpraHoM B CpOK, HeE
npesplimaronmii 50 pabounx JHEH co IHSA NPUHATUS PELIEHHs 0 Hayajle TOCyJapCTBEHHON perucTpariun
MEIUITMHCKUX U3ICIIUH.

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 18.03.2020 N 299)
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Cpok TpoBEeACHHS KIMHHUYECKHUX HCHBITAHUN MEIUIMHCKOTO wu3aenus B S0-THEBHBIH CpPOK HE
BKJIIOYAETCS.

20. B Teuenune 3 pabouux JHEH cCO MAHS MHPUHIATHUS pEIIEHUs O Hayajle TOCYAapCTBEHHOM
perucTpany MEAULMHCKUX HW3JeIUi (3a HMCKIIOYEHHWEM MEIUIMHCKUX U3JeNUN, BKIIIOUYEHHBIX B
IepeueHb) PETUCTPUPYIOIINI Opran oQgopMisieT U BbIJIAET 3aJaHUE Ha IPOBEJIEHUE HKCIEPTU3BI
KayecTBa, d3PPEKTUBHOCTH U OE30MaCHOCTU MEAUIMHCKOTO U3Jenus (perepaJbHOMY TOCy1apCTBEHHOMY
OIO/KETHOMY YUPEXACHUIO, HaXOIAIIEMYCSl B BEICHUN PETUCTPUPYIOLIEro opraHa (Aajee - 3KCIepTHOE
YUpexKICHUE).

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 18.03.2020 N 299)

21. Dkcneptu3a KadecTBa, YQPEKTUBHOCTH U O€30MACHOCTA MEAUIIMHCKOTO HM3JEIHS MPOBOAUTCS
AKCIIEPTHBIM YUPEXKICHUEM ITOITAITHO B COOTBETCTBUM C TOPSAJKOM, YTBEPKIAaeMbiM MUHUCTEPCTBOM
3apaBooxpanenusi Poccuiickoit denepanuu:

a) Ha | aTane ocymiecTBIIsETCS SKCIEPTU3a 3asBJIECHUS O PETUCTPALUU U JOKYMEHTOB, YKa3aHHBIX B
nynkre 10 Hactosimux IlpaBun, ans ompeneneHuss BO3MOXKHOCTH (HEBO3MOXKHOCTH) IPOBEICHUS
KIIMHUYECKUX MCTBITAHUI MEIUIIMHCKOTO M3JeNus (3a MCKIIOUEHUEM MEIUIIMHCKUX u3aenui 1 kiacca
MOTEHIIMAJIBHOTO PUCKAa NPUMEHEHUS U MEJULMHCKUX H3IEeNUd A AMArHOCTUKM In VItro, a TaKxke
MEUIIMHCKUX U3/I€IHH, BKIIOUEHHBIX B [IEPEUEHb);

(B pen. Ilocranosnenuii [lpasurensctBa PO ot 31.05.2018 N 633, ot 18.03.2020 N 299)

0) Ha Il sTane ocymiecTBisieTcsl HKCHIEPTHU3a MOJHOTH U PE3yJbTAaTOB MPOBEACHHBIX TEXHUYECKHX
I/ICHBITaHI/II\/’I, TOKCHUKOJIOTHYCCKUX HCCJ’I@}IOB&HI/II\/’I, KIIMHUYECKUX HCHBITaHHI)’I, a TakKe UCIBITaHUN B oeiIax
YTBCPXKACHHUA TUIIA CPCACTB I/ISMepeHI/Iﬁ (B OTHOIICHUN MCEIUITNMHCKUX I/IS)IGJ'II/II\/II, OTHOCAIIUXCA K
CpeICTBaM U3MEpEeHUl B cdepe rocy1apcTBEHHOI0 PEryJnpoBaHus oOecrieueHus: eJMHCTBA U3MEPEHUH,
nepeyeHb KOTOPBIX yTBepxkaaeTcss MuHUCTEpCTBOM 3/ipaBooxpaHeHus: Poccuiickoit @enepanun) (naiee -
AKCIEPTH3a MOJHOTHI U PE3YIbTATOB UCIIBITAHUN U HCCIEA0BAHUMN).

21(1). Ilpu mpoBeneHUU 3KCIEPTU3bI KauecTBa, d3PPEKTUBHOCTH U OE30MaCHOCTH MEIULIUHCKOTO
u3zienus (Ha JJr000M dTare) He JOIyCKaeTcs HCTpeOOBaHUE SKCIIEPTHBIM YUPEKIECHUEM Y 3asiBUTENS JI1M00
MHBIX JII] MAaTepUAIIOB, HEOOXOAUMBIX JIJIsl IIPOBEACHUS IKCTIEPTH3HI.

B cnydae HEZOCTAaTOYHOCTH [l BBIHECEHHUS JKCIEPTOM 3aKIIOUEHUsS MAaTE€pUalOB M CBEJICHHI,
COEpXKaIIUXCsl B IIPEACTABICHHBIX 3aABUTEIIEM 3asBICHUM O PpETrUCTpalud M JOKYMEHTaX,
npenycMoTpeHHbIX MyHKTOM 10 Hactosmux IIpaBui, sKcmepT CTaBUT BOMPOC O MPEACTABICHUU €My
HEO0OXOIMMBIX MaTEpUajOB M CBEJIECHUHN Iepel]] PYKOBOJIUTEIEM SKCIEPTHOIO YUPEKICHHS, KOTOPBIN
oOpaiiaeTcsi C COOTBETCTBYIOILIMM 3allpOCOM B PErUCTPUPYIOLIMI OpraH, BBIJABUIMM 3ajaHue Ha
MPOBEACHUE IKCIEPTU3bl. Pernctpupyromuii opran B TedeHue 2 pabodyux JHEW CO JIHS MOCTYIUICHHS
3ampoca PyKOBOJMTENS SKCIEPTHOIO YUPEKIACHHs HAIPABISAET 3asABUTENIO 3alPOC O MNPEICTaBICHUU
HEOOXOIUMBIX CBEACHHI C yKa3aHMEM XapaKTepa 3aME€UaHUi M Coco0a WX YCTpaHEHHUs. YKa3aHHBIN
3alpoc HamNpaBiseTCsl OJHOKPAaTHO Ha KaXKJIOM OJTale 3KCIEePTHU3bl KayecTBa, A(PPEKTUBHOCTH U
0€30MacCHOCTH MEAULIMHCKOTO H3JeNHsl U MOXET ObITh IepeJaH YHNOJHOMOYEHHOMY IPEICTaBUTEIIO
3asBUTENS JIMYHO II0J PACIMCKY, HAIPABJICH 3aKa3HbIM IOYTOBBIM OTIIPABJICHHEM C YBEIOMJIEHUEM O
BPYUYEHUHM WM MEpeAaH B UIEKTPOHHOU (Popme MO TEeIeKOMMYHUKAIMOHHBIM KaHajlaM CBSI3M JIMOO B
(dbopMe MEKTPOHHOTO JJOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM MOMHUCHIO.

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 31.05.2018 N 633)
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3asBUTENb 00s13aH TMPEACTaBUTh OTBET Ha 3ampoC PErHCTPUPYIOIMIETO OpraHa B CPOK, HE
npesbimaronmi 50 pabouux AHEH co THS MOTYYEHHUS ITOro 3ampoca. B Teyenue 2 pabouux AHEH co ITHS
IIOCTYIUICHUs OT 3asBUTENS OTBETAa HA 3alpOC PETUCTPUPYIOLIMNA OPraH HAaIpaBiIA€T TaKOW OTBET B
JKCIIEPTHOE YupekaeHue. B ciydae HempencraBieHus mo ucrtedeHuu 50 paboumx HHEHW 3asBUTEIEM
OTBETAa Ha 3alpoC PErMCTPUPYIOIIMIA OpraH B TedyeHHe 2 pabouux [IHEH HamnpaBiseT B SKCIEPTHOE
YUpEXKICHUE YBEAOMIICHHE O HENIPEACTABICHUY 3aBUTEJIEM OTBETA HA 3aIIPOC PETHCTPUPYIOLIETO OpraHa
JUISL TIOATOTOBKH 3aKJIFOUEHHUs SKCIIEPTHOTO YUPEKJICHHUSI HA OCHOBAaHUU JIOKYMEHTOB, UMEIOIUXCS B €70
pacnopsKEHUH.

Bpems co nHA HampaBiieHMs 3ampoca PErMCTPUPYIOLIETO OpraHa 0 JHS IOJIY4YE€HUs OTBETa Ha
3alpoC WIM YBEIOMIICHHsI O HEINPEJCTaBICHUU OTBETA HA 3allpOC HE YYUTHIBACTCSA IPH HCUUCICHUU
CpOKa MPOBE/ICHUS IKCIIEPTU3bI KauecTBa, 3(P(HEKTUBHOCTH U OE€30MaCHOCTH MEIUIIMHCKOTO U3/1ETHSI.

B ciydae ecnm oTBET Ha 3ampoc, a TaKKe IpHIaraeMble K HEMY JOKYMEHTBI COCTAaBJICHBI Ha
WHOCTPAaHHOM SI3bIKE, OHU TPECTABIIIOTCS C 3aBEPECHHBIM B YCTAaHOBJICHHOM TIOPSAKE IEPEBOJOM Ha
PYCCKHH SA3BIK.

(a63an BBeaeH [locranoBnenuem [IpaBurensctBa PO ot 31.05.2018 N 633)

[Ipu BBISBIEHUU PETMCTPUPYIOIIMM OPraHOM B IPEICTABIIEHHBIX 3aSBUTEJIEM B OTBET Ha 3aIlpoc
JOKYMEHTaX HEJIOCTOBEPHBIX U (MJIM) HEJAOCTATOUHBIX JIAHHBIX WM JOKYMEHTOB, COCTABJIEHHBIX WJIU
COJIepKalIuX TEKCT HA NHOCTPAHHOM sI3bIKe O€3 IepeBo/ia B YCTAHOBJIEHHOM MOPSAJIKE Ha PYCCKUH SI3BIK,
PErUCTPUPYIOIIMI OpraH B TedeHHe 2 pabouux JHEH BpydaeT (HampaBiseT 3aKa3HbIM IOYTOBBIM
OTIPABJICHUEM C YBEJOMJIEHUEM O BPYUYEHHUH WIH B (POpME AIEKTPOHHOIO JOKYMEHTA, MOANHCAHHOTO
AJIEKTPOHHOW MOJIUCHIO, OO0 B 3JIEKTPOHHOH (opMe MO TEIEKOMMYHUKAIMOHHBIM KaHalaM CBSI3H)
3asIBUTEIII0 PEIlIEHUE O BO3BpaTe yKa3aHHBIX JOKYMEHTOB C MOTHMBHPOBAHHBIM OOOCHOBaHUEM IMPHYUH
BO3BpaTa U COOOIIEHHEM O BO3MOXKHOCTH IMOBTOPHOIO IpEACTaBICHUS 3asBUTENEM 10 uctedeHus 50
pabounx JHEW co JAHS MOJydeHHs 3ampoca JopadoTaHHBIX AOKyMeHTOB. I[lpu HempesncraBiieHun
3asiBUTEJIEM B YKa3aHHBIM CpPOK 3alpallMBaeMbIX MaTepHalloB M CBEJICHHI SKCIepTH3a KauecTBa,
s¢dekTuBHOCTH U 0€30MaCHOCTH MEAMLMHCKOIO U3JENHsl TMPOJOJDKACTCS 10 HAaXOAALUMCS B
pachopsKEeHUHM SKCIIEPTHOIO YUYPEKICHHUS paHee IMPE/ICTaBICHHBIM 3asBUTENEM JIOKYMEHTaM U
CBEICHUSIM, COAEPIKAILKUMCS B PETUCTPALIHOHHOM J0ChE.

(a63arn BBeneH [locranoBnenuem [IpaBurensctea PD ot 31.05.2018 N 633)
(m. 21(1) BBenen IlocranoBnenuem [paButenscra PO ot 17.07.2014 N 670)

22. Ha I srame skcnepTusbl KauecTBa, I3PPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO W3JEIHs
IKCIIEPTHOE YUPEXKIACHUE B CPOK, HE mpeBblmaromuidi 20 pabouux AHEH cO JHS TMOJTYYCHHUsS 3aJaHusd,
OCYUIECTBJISIET CIEAYIOLNE MEPOTIPUITHS:

a) IPOBEICHHUE SKCIEPTU3HI 3a8BJICHUS O PETUCTPALUU U IOKYMEHTOB, IPEYyCMOTPEHHBIX ITYHKTOM
10 nacrosimumx IlpaBun, 1t onpeneneHns BO3MOXKHOCTH (HEBO3MOXHOCTH) MPOBENEHUS KIMHUUECKUX
UCHBITAHUNA MEAUIIMHCKOTO WU3JIENHNS;

0) odopmiieHHME W HaNpaBJICHHUE B PETHCTPUPYIOMIMK OpPraH 3aKIOYeHUS O BO3MOXKHOCTH
(HEBO3MOYKHOCTH) MPOBEICHUS KIIMHUYECKUX MCTIBITAHUN MEAUIIMHCKOTO M3/ENUs (C YKa3aHHEeM MPUIUH
1 000CHOBAaHMEM HEBO3MOXXHOCTH WX TPOBEACHHS), (opMa KOTOPOrO yTBepxaaeTcs MUHHUCTEPCTBOM
3apaBooxpanenus Poccuiickoii denepanum.

23. OcHoOBaHUEM AJId BBIHECCHHA OBKCIICPTHBIM YUYPCKICHUCM 3aKIIOUYCHHUSA O HEBO3MOXHOCTHU
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MPOBEACHUS KIMHHYECKUX MCIBITAHUNA MEAUIIMHCKOTO WM3JEIHS WM HEBO3MOXKHOCTH TOCYAapCTBEHHOM
pPETUCTpAIF MEAUIIMHCKOTO U3/IENUS SIBIISCTCS:
(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

a) HECOOTBETCTBHE MEAMIMHCKOIO H37enus TpeOOBaHUSM HOPMATHBHOM JOKYMEHTAIlUH,
TEXHUYECKOH U (WUJIN) SKCIUTyaTallMOHHON JOKYMEHTALIMH [TPOU3BOIUTEINS (M3TOTOBUTENS);
(B pexn. Iloctanosnenuii [lpasurenscrea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

0) OTCYTCTBHE JOKA3aTEIbCTB 0€30MMaCHOCTH METUITMHCKOTO H3/IEIIHS.
(B pexn. Ilocranosnenus IIpaBurensctBa PO ot 17.07.2014 N 670)

24. Peructpupyromuii opraH B TeueHue 5 paboyux AHEW €O JHSA MHOJy4EeHHUS OT SKCIEPTHOTO
YUPEXKJIEHUS 3aKIIOUYEHHS O BO3MOXHOCTU (HEBO3MOKHOCTH) IMPOBEIEHUS KIMHUYECKUX HCIBITAHUN
MEIUIIMHCKOTO U3AEIHUS OCYIIECTBIISIET CACAYIONINE MEPOIIPUATHSA:

a) OIICHKA 3aKIFOYCHHS I OINpPEACIICHUS] COOTBETCTBHS 3aJaHUI0O HAa MPOBEICHUE SKCIIEPTU3HI
KauecTBa, AS(OPEKTUBHOCTH W OE30MACHOCTH MEIUIIMHCKOro wu3aenus. B cioydae ycraHOBIIEHUS
HECOOTBETCTBUSI 3aKJIIOUYEHUSI HKCIIEPTHOTO YYPEKICHUS YKA3aHHOMY 3aJaHUI0 TaKO€ 3aKII0YCHHUE
BO3BpAIAeTCs B IKCIIEPTHOE YUPEKIEHHUE HA JOPAOOTKY, CPOK KOTOPOM COCTaBIIIECT HEe OoJiee 2 pabounx
JTHEH CO JTHS MOJYYEHUS SKCIIEPTHBIM YUPEKJICHHEM BO3BPAIIEHHOTO 3aKIFOYCHHUS;

(B pexn. Iloctanosnenus IIpaBurenscta PO ot 31.05.2018 N 633)

0) mNpUHATHE pelIeHUS O BbIJaUe pa3pelieHus] Ha TMPOBEACHUE KIMHUYECKUX HCIBITAHUN
MEJUIIMHCKOTO MU3JeNus WM 00 OTKa3e B TOCYNapCTBEHHOW perucTpanuy MEAMIIMHCKOIO H3JeNus,
KoTopoe o(opmiiseTcss MPUKa30M PErHCTPUPYIOLIET0 OpraHa, W yBEJOMIICHUE 3asBUTEN O MPUHSATOM
perieHuu;

B) BblJIaua (HANpaBJeHUE 3aKa3HbIM MOYTOBBIM OTIPABICHUEM C YBEJAOMJICHHUEM O BPYUEHHH WM B
(dbopMe IIEKTPOHHOTO JTOKYMEHTa, MOJANKMCAHHOTO 3JEKTPOHHOM MOJNUCHIO) 3asBUTEIIO pa3pelieHusl Ha
MIPOBEJICHUE KIMHUYECKUX HCHBITAHUNA MEAULMHCKOTO U3Jeius, (GopMa KOTOPOTO YTBEp:KIAeTCs
PETUCTPUPYIOIIMM OPraHOM, U BHECEHHE COOTBETCTBYIOIIMX CBEJIEHUN B PEECTP BbIIAHHBIX pa3pelieHuit
Ha TMPOBEACHHUE KIMHUYECKUX HCHBITAHUNA METUIMHCKOTO W3/Eus, MNOPAIOK BEJIEHUS KOTOpPOTo
YTBEP)KIA€TCA PErMCTPUPYIOIIMM OpraHoM, Ju0O yBeJOMJIeHHE 00 OTKa3e B TIOCYJapCTBEHHOMN
perucTpany MEIUIUHCKOTO U3/ENus C YKa3aHUEeM NIPUYHMH OTKa3a.

25. OcHoBaHMEM Ui NPUHSTUS pellieHus 00 OTKa3e B IrOCyJapCTBEHHOM perucrpauuu sBiseTcs
MIOJIY4EHUE PETHCTPUPYIOIIMM OPraHOM OT 3KCIEPTHOTO YUYPEKJEHHUs 3aKIIOYEHHS O HEBO3MOXHOCTH
IIPOBEACHUS KIIMHUYECKUX UCIIBITAHUN MEIUIMHCKOTO U3EIIHS.

26. Kilman4deckyie UCIBITAHUS MEIUIIMHCKOIO0 U3MIENIMS, 3a UCKIIIOUCHHEM MEIUIIMHCKUX H3aeni 1
KJlacca TOTEHIMAJBbHOTO pPHUCKA TPUMEHEHHS M MEIWIMHCKUX W3ICIUA Il JMArHOCTHKH In Vitro,
OCYIIECTBIISIIOTCSI B PaMKax OIIEHKH COOTBETCTBHS, TMOPSIOK TPOBEACHUS KOTOPOM YTBEPKIAETCS
MununcrepcTBoM 31paBooxpanenns Poccuiickont ®enepanuu.

(B pexn. Iloctanosnenus IIpasurensctBa PO ot 31.05.2018 N 633)

Kinmandeckne MCOBITAaHUS MEIUIIMHCKOTO W3ICHIHS, 3a HCKIIIOYCHHEM MEIMIMHCKHX u3nennii 1
KJIacca MOTEHIIMAJIBLHOTO PUCKA MPUMEHEHHS M METUIIMHCKUX W3JETUN i1 AUArHOCTUKH In Vitro, a
TAKK€ MEAUUMHCKUX W3ACNIHI, BKIIOUYECHHBIX B MEPEUYCHb, MPOBOJATCS HAa OCHOBAHMM PAa3pPELICHUS Ha
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MIPOBEJIEHUE KIMHUYECKUX UCIBITAHUH, BBIJAHHOTO PETUCTPUPYIOIIUM OPraHOM, a TaKXkKe 3aKJII0YeHHs 00
TUYECKONH OOOCHOBAHHOCTU MNPOBEACHUS KIMHUYECKUX HCHBITAHWN, BBIJAHHOIO COBETOM II0 ITHKE
MununcrepcrBa 3apaBooxpanenus Poccuiickoin denepanuy, B CIIydasX, YCTAaHOBJICHHBIX YKa3aHHBIMU

[IpaBuamu.
(B pen. Iloctanosnenuii [lpasurenscrea PO ot 31.05.2018 N 633, ot 18.03.2020 N 299)

CocraB yKa3aHHOTO COBETa MO O3THUKE W TOJIO)KEHHE O HEM YTBEPXKIalTcsi MUHHUCTEPCTBOM
3apaBooxpanenust Poccuiickoit denepanuu.

Knunuyeckue ucnbITaHUs MEIULMHCKOTO M3AEIHS MPOBOAATCA B MEAMIMHCKHUX OpraHM3alMsiX,
OTBEUAIOUIMX TpeOOBaHUSAM, YTBEPXKIEHHBIM MUHUCTEPCTBOM  37paBooxpaHeHusi Poccuiickoit
@Oenepanyivi. YCTaHOBJIEHHWE COOTBETCTBUS ~ MEIMIMHCKUX  OpraHU3aluil 3TUM  TpeOOBaHUSIM
OCYUIIECTBIISIETCS PETUCTPUPYIOLIUM OPraHOM B MOPSAJIKE, YCTAHOBIECHHOM yKa3aHHBIM MHUHHCTEPCTBOM.

27. llepeyeHb MEIUIIMHCKUX OpPraHU3alui, UMEIOIIUX MPABO MPOBOJUTH KIMHUYECKUE UCIIBITAHUS
MEIMIMHCKUX H3JEIUN, U PEECTP BBIJAHHBIX pPa3pPEHICHU HA MPOBEACHUE KIMHUYECKUX HWCIBITAHUN
MEIUIIUHCKUX M3JIEINH  OMYyOJIMKOBBIBAIOTCS W Pa3MEIIAIOTCS  PETUCTPUPYIONIMM OpPraHoM B
YCTaHOBJIEHHOM M MOPsJIKE Ha CBOEM ohUIIHATEHOM caiire B
MH(OPMAaLIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTu "MHTepHeT".

28. Ilpy npuHATHM pELICHHs O BbIJAYE PA3PEIICHUs HA MPOBEJICHUE KIMHUYECKUX HCIBITAHUN
MEIMLIHUHCKOTO M3CIHsS PETUCTPUPYIOIIMI OpraH NPUHUMAET pEHIeHue O I[PHUOCTAHOBJICHUU
rOCyJapCTBEHHON PErucTpauuy MEAUIIMHCKOIO HU3JEIus 10 JIHS MPUHATHS PEUICHUS PETHCTPUPYIOLIETO
opraHa 0 BO300HOBJIEHHM I'OCYIapCTBEHHOM PErucTpaluyd METUIIMHCKOTO W3JENUs, B COOTBETCTBUH C
nyHkroM 30 Hacrosmux [IpaBuir.

29. O KIMHUYECKUX HWCTOBITAHUSIX  MEIUIMHCKOTO  W3JCTUs  3asABUTEIb  YBEIOMIISET
PErUCTPHUPYIONIUI OpraH B TeYEHUE 5 pabOunX JHEH ¢ Havaga uX MPOBEIACHUSI.

30. IIo OKOHYAaHUU KIMHUYECKUX WCIBITAHUN MEAUIIMHCKOTO W3JEJIHS 3asBUTENb MPEICTaBISIET B
PErUCTPHUPYIONIUN OpraH 3asBICHHUE O BO30OHOBJICHUHU TOCYJAPCTBEHHOM PErHUCTPAIMHA MEIUIIMHCKOTO
M3IeNUA W PE3yAbTaThl KIMHUYECKUX HCIBITAHUA MEIUIMHCKOTO W3CNUs, a TaKXe JOKYMEHTHI,
yKa3zaHHble B moamyHkrax "0" - "3", "k" m "n" mynkra 10 nHactosimux I[lpaBui, B ciydae, eciu B HUX
BHECEHBI MI3MEHEHUS 10 PE3yIbTaTaM KIMHHYECKUX UCTIBITAHUA METUIIMHCKOTO U3/IEIIHS.

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.07.2014 N 670)

31. Peructpupyroomuii opraH B TeueHHE 2 paboumx IHEW CO AHS TMOJTYYCHHUS JIOKYMEHTOB,
ykazaHHbIX B TyHKTe 30 Hactosmux [IpaBmi, nmpuHUMaeT penieHrne 0 BO30OHOBICHUH TOCYIapCTBEHHON
pErucTpaliu MEIULIMHCKOTO U3/IEIIHSL.

Pemenne o BO300OHOBIEHUN TOCYIAPCTBEHHON PETUCTPAIMN MEIUIIMHCKOTO M3JCIIHS TPUHUMACTCS
PETUCTPUPYIOIIMM OpPraHoM IO pe3yJbTaraM IPOBEPKU TMOJHOTH M JIOCTOBEPHOCTH CBEIACHUM,
COJICpXKAIUXCS B TPEJICTABICHHBIX B PETUCTPUPYIOMIUM OpraH 3asBJICHHH O BO300HOBJICHUU
rOCyJIapCTBEHHOW PErHCTPAlMU MEAUIMHCKOTO M3/EIUs U UHBIX JOKYMEHTaX, yKa3aHHbIX B IMyHKTE 30
Hacrosmux [Ipasui.

B c1ydyac€ €CJIM 3TH JOKYMCHTBLI MPCACTAaBJICHBI HE B IIOJITHOM o0beMe WM B HUX BBISABICHBI
HCOOCTOBCPHBLIC MHOAHHBIC, a TaKXE B ClIydac MpPCACTAaBJICHUA JOKYMCHTOB, COCTABJICHHBIX Ha
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WHOCTPAaHHOM $I3bIKe, O€3 3aBEPEHHOI0 B YCTAHOBICHHOM IOPSAKE MEpeBOJa Ha PYCCKUN S3BIK,
PETUCTPUPYIOIINI OpraH Bpy4aeT (HarpaBIisIeT 3aKa3HBIM MOYTOBBIM OTIIPABICHHEM C YBEIOMJICHHEM O
BPYYCHUU WIH B (POpME AIEKTPOHHOTO JOKYMEHTa, MOAMUCAHHOTO AIIEKTPOHHOW MOIMHCHIO, THOO0 B
AIIEKTPOHHOU (OpME IO TEICKOMMYHUKAIIMOHHBIM KaHajlaM CBSI3M) 3asBHTENIO PELICHHE O BO3BpaTe
3asBJICHHSI O BO30OHOBIICHUH TOCYIAPCTBEHHOW PETUCTPAIIH METUIIMHCKOTO U3/IENUs C IPUIIOKECHUEM K
HEMY yKa3aHHBIX JJOKYMEHTOB M M3JIOKEHHEM IIPUYHH, TIOCITYKUBIINX OCHOBAHUEM JIUIsl TAKOTO BO3BpATa.
OIHOBPEMEHHO PpETHUCTPHUPYIOIIMA OpraH cooOmaeT 3asBUTENI0 O BO3MOXHOCTH IIOBTOPHOTO
MIPEJCTAaBIICHHS 3asBIICHHSI O BO30OOHOBIICHHH TOCYAAPCTBEHHON PETUCTPAIIH MEAUIIMHCKOTO U3JEIHS C
MPUIIOKEHUEM K HEMY TOPaOOTaHHBIX TOKyMEHTOB.

(n. 31 B pen. [locranosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

32. Ha II stane skcneptussl kadecTBa, 3PHEKTHBHOCTH U O€30TIACHOCTH MEIUITMHCKOTO W3JIETHs
PErUCTPUPYIOIIMI OopraH B TeueHue 2 pabouumx JIHEH co JHS NPUHATHS PElIeHHs O BO30OHOBJIEHUU
roCy/lapCTBEHHOW perucTpanuy MEAWLHUHCKOTO HW3JeiIusl Ha OCHOBAaHWU 3a/laHusl Ha IpOBeJICHUE
JKCHEpTU3bl KayecTBa, 3((EKTUBHOCTH M O€30IaCHOCTH MEIUIMHCKOTO M3JENus, BBIJAHHOTO B
cooTBeTCTBMM ¢ nyHKTOM 20 Hacrosmux [IpaBwi, HampaBiaseT B OKCIIEPTHOE YUYPEKICHHE
[IPE/ICTaBJICHHbBIE 3aIBUTEIIEM PE3YJIbTaThl KIMHUYECKUX UCIBITAHUNA METUIIMHCKOTO HU3/1ETHSI.

33. DkcrepTHOE y4YpeKIeHHE B CpPOK, He mpeBbimaronui 10 paboumx gHEH cO JHS TOJTYYCHHS
JNOKYMEHTOB, YKa3aHHBIX B IIyHKTe 32 Hacrosmux [IpaBwi, NpoBOIUT SKCHEPTH3Y MOJHOTHI M
PE3YIbTATOB MPOBCACHHBIX HCHOBITAaHUHA H I/ICCJ'ICI[OB&HI/If/i, a TaKXeE 0(1)0pMJ'I$I€T U HaIllpaBJIICT B
PErUCTPHUPYIONIUHA OpraH 3aKIoueHHe M0 pe3yJbTaTaM »dKCHEPTU3bl KadecTBa, A(P(HEKTUBHOCTH U
0€30MacHOCTH  MEOUIIMHCKOTO  u3lenus, (¢GopMa KOTOPOTO  yTBepXKaaeTcs MMHHHCTEpCTBOM
3apaBooxpanenus Poccuiickoit deneparumn.

34. B cpok, He npeBbimaroniuii 10 pabounx mHEH CO IHA MOTYyYEHUsS 3aKIIOUYCHHUsI, YKa3aHHOTO B
nyHkte 33 HacTosuux [IpaBuii, perucTpupyroniuii Opral OCyIecTBISET CAEAYIOIINE MEPOTIPUATHUS:

a) OIICHKA 3aKJIFOYCHHS JIs OINpPEACIICHUS] COOTBETCTBHS 3aJaHUI0O HA MPOBEICHUE IKCIIEPTHU3HI
KauecTBa, AS(O(PEKTUBHOCTH W OE30MACHOCTH MEIUIMHCKOTO w3Jenus. B ciydae ycTaHOBJICHHS
HECOOTBETCTBUSI 3aKJIIOYEHHUSI HKCIEPTHOTO YUPEKICHUS YKA3aHHOMY 3aJaHUI0 TaKO€ 3aKII0YCHHUE
BO3BpAIACTCs B IKCIIEPTHOE YUPEKIEHHUE Ha JOPAOOTKY, CPOK KOTOPOM COCTaBIISIET He OoJiee 2 pabounx
JTHEH CO JTHS MOJYyYEHUS SKCIIEPTHBIM YUPEKACHHEM BO3BPAIIEHHOTO 3aKITIOYCHUS;

(B pen. Ilocranosnenus Ilpasurenscta PO ot 31.05.2018 N 633)

0) IpUHATHE PEUIEHUS] O TOCYAAPCTBEHHOM perucTpalud MEAUIMHCKOTO U3eNns Wik 00 OTKa3e B
rOCy/lapCTBEHHOW  PErucTpaldyd MEAMLIMHCKOIO  HM3JeNus, KOTOpoe oQopMisieTcs IpHUKa3oM
PETUCTPUPYIOIIETO OpraHa, M YBEJOMIIEHHWE 3asBUTENS O NPUHATOM pEIIeHUH (32 HCKIIOUYEHUEM
MEJUIIMHCKUX U3/I€IHH, BKIIOUEHHBIX B [IEPEUEHb);

(B pexn. Iloctanosnenus IIpasurensctBa PO ot 18.03.2020 N 299)

B) odopMIIeHHE U BblJaua (HaIpaBJeHUE 3aKa3HBIM MOYTOBBIM OTIIPABIIEHUEM C YBEIOMJIEHUEM O
BpYYEHUH MU B (OopMe 3IIEKTPOHHOIO JOKYMEHTA, MOJAMUCAHHOIO AJIEKTPOHHOM MOAMMCHIO, MO0
neperaya B JJIEKTPOHHOW (QopMe 10 TEIEKOMMYHUKALMOHHBIM KaHajllaM CBSI3U) 3asBUTEINIO
PETUCTPALIMIOHHOIO YIOCTOBEPEHUs MO0 yBEJOMIEHHMS 00 OTKa3e B TOCYAAPCTBEHHOH perucTpanuu
MEJUIIMHCKOTO U3JIeNHsl € yKa3aHWeM NpPUYUH OTKasza (3a HCKIIOYEHHUEM MEIUIIMHCKUX W3JeNuH,

BKITIOYCHHBIX B TIEPEUCHB ).
(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)
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35. OcHOBaHMSIMM JUISl TPUHATUS PETUCTPUPYIOIIUM OpPraHOM pelleHHs 00 OTKa3e B
roCy/IlapCTBEHHOW PETUCTPALMU MEAULIMHCKOIO H37enus (3a HCKIIOUYEHHEM MEAULMHCKUX H3JeNuH,
BKJIFOUEHHBIX B [I€PEUEHB) SIBIISIFOTCSI:

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 18.03.2020 N 299)

a) TMOJy4eHUE OT IKCIIEPTHOTO YUPEKICHUS 3aKIIOUEHHUS IO pe3yibTaTaM JIKCIEPTHU3bl KayecTBa,
3¢hhexTHBHOCTH M OE30TTACHOCTH METUITMHCKOTO M3/IENHS, CBUIETEIBCTBYIOIIETO O TOM, YTO Ka4yeCTBO, U
(wm) »addexkTuBHOCT,, W (WIM) O0E30IMaCHOCTh PETUCTPUPYEMOTO MEAUIIMHCKOTO U3JCTUs HE
MMOATBEPK/ICHBI TOJTYyYE€HHBIMU JaHHBIMU, W (WJIM) O TOM, YTO PUCK NPUYMHEHUS BpeAa 3I0POBHIO
rpakJIaH ¥ MEIUIMHCKUX PAaOOTHUKOB BCIICJACTBUE MPUMEHEHUS MEAMIIMHCKOTO W3JIEIHS MPEBBIIIACT
3¢ (HEKTUBHOCTH €T0 MPUMEHEHUS;

0) BBISBICHHE PErHUCTPUPYIOIIMM OPraHOM IO pe3ysibTaTaM TIOCYJapCTBEHHOIO KOHTPOJS 3a
oOpareHneM MEIUIIMHCKUX H3JEIHA HECOOTBETCTBUI MaHHBIX 00 3((PEKTUBHOCTH M O OE30MaCHOCTH
MEUIIMHCKOTO U3/JENINs JaHHBIM O MEIUIIMHCKOM H3/I€TINH, COJAEPKAIIMMCS B 3asIBJICHUU O PErUCTPaAIIN
U TOKyMEHTaX, yKa3aHHbIX B yHKTe 10 HacTosmumx Ilpasui.

(. 35 B pen. [locranosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

36. B teuenue 1 pabouero AHS mocie NPUHATHS PELICHUS O TOCYAApCTBEHHOM perucrpanuu
MEJUIIMHCKOTO U3/ENUsl PErUCTPUPYIOIIUNA OpraH BHOCUT JAaHHBIE O 3apErUCTPUPOBAHHOM MEAULIMHCKOM
U3JIeJIMM B TOCY/JApCTBEHHBIA peecTp B MOpsIKE, MPEelyCMOTPEHHOM MocTaHoBieHueM IIpaBurenscTBa
Poccuiickoit ®eneparuu ot 19 urons 2012 r. N 615.

(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[Ipumeuanmue.

I. 37 (B pen. Iloctanonenusi IlpaBurensctBa PD ot 31.05.2018 N 633) He mpumeHsercs K
MIPABOOTHOIICHUSM, CBSI3aHHBIM C OCYIISCTBJICHUEM TOCYIApPCTBEHHOW PETUCTPAIMH METUITTHCKUX
H3JIeIni, BO3HUKIIHM J0 13.06.2018.

37. K u3MmeHeHUsIM, BHOCUMBIM B JOKYMEHTHI, COJEPKAIIUECs B PETUCTPAIMOHHOM JIOChE, HE
TPEOYIOIMM TIPOBEACHHUS JKCHEPTH3bl KadecTBa, A(P(EKTHBHOCTH W 0OE30MACHOCTH MEIMIIMHCKOTO
U3JIeNHsI, OTHOCSATCS:

a) U3MEHEHHE CBEJICHUH O 3asBUTENIE, BKIIOYasi CBEJICHUS:
0 peopraHu3aliy IPUITIECKOro JIHIIA;

00 HM3MEHEHMM HAaUMEHOBAHUS IOPUIMYECKOro Jula (MOJHOrO U (B Ciydae, €CIM HMEETCs)
COKpall€HHOI'0, B TOM YHUCJIC (1)I/IpM€HH01"O HaI/IMeHOBaHI/Iﬂ), aapeca MECTa €Iro HaAXOXKIACHU A,

00 m3meHnenuu GhaMuiIuy, UMEHHU | (B CIy4ae, €ClId UMEETCs) OTUECTBA, aapeca MECTa KUTEIbCTBA
HHAUBUAYAJIBHOT'O MPEANIPUHUMATEIIA U PEKBU3UTOB NJOKYMCHTA, YAOCTOBCPAIOIIECTO €0 JIMYHOCTD,

6) U3MCHCHHUC CBGI[GHI/Iﬁ 0 JIMOe€, Ha HMA KOTOPOro MOXKET OBITH BBIJJAHO PErUCTpAalUOHHOC
YAOCTOBEPCHUEC HA MEAUITUHCKOC U3JICIINEC, BKIIIOYAasA CBCACHHA:

0 peopraHu3aliy IPUITIECKOro JHIIA;
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00 HM3MEHEHHM HAUMEHOBAHUS IOPUIMYECKOro Juna (MOJHOrO U (B cCiyyae, €CIM HMEETCs)
COKpAIIEHHOTO, B TOM 4HCJIE€ (UPMEHHOTO HAWMMEHOBAHHWSA), aJpeca MeCTa €ro HaxXOXACHUS WIN
(baMI/IJ'II/II/I, HUMCEHU U (B cjIydJac, c€Clu I/IMeeTCH) OT4YECTBA, MCCTa JKUTCILBCTBA HWHAWBUAYAJIBHOI'O
NpeaIIpUHUMATEILS;

B) U3MEHEHHUE aJpeca MEeCTa MPOU3BOJICTBA (M3TOTOBJICHHS ) MEAUIIMHCKOTO HU3/1CIINS,

I') U3MEHEHHE HAauMEHOBAaHMs MEIUIMHCKOTO M3JEIUs B CiIydae, €Clid He U3MEHWINCh CBOWCTBA U
XapaKTEPUCTUKH, BIUAIOLIME HA KayecTBO, 3(PPEKTUBHOCTb U OE30MACHOCTh MEIUIIMHCKOIO U3Jeus,
WIN COBEPILIEHCTBYIOTCS €ro CBOWCTBA M XapaKTEPUCTUKH IPU HEW3MEHHOCTH (YHKIMOHAIBLHOTO
Ha3HauYeHUs U (WIM) IPUHLIKIIA JeHCTBUS, IpelycMaTpuBarolee:

no6apiieHHe (UCKJIIOYCHHE) MPUHAUICKHOCTEH MEIUIIMHCKOTO W3ACIUS WA HW3MEHCHHE UX
HAaUMEHOBAHMS;

YKa3zaHue€, M3MCHCHHEC MW HCKIIOUCHHUC TOBAPHOI'O 3HAKAa W HWHBIX CPCACTB HWHAWBUAYAJIHM3allUH
MCIHUIIMHCKOI'O U3ACIHNA,

W3MEHEHHE KOJMYECTBA E€OUHUL MEIWLIHMHCKOTO W3JAENINs WM €ro COCTaBHBIX YacCTew,
KOMIUIEKTYIOIHX, YKa3aHHBIX B IIPUJIOKEHNN K PErUCTPALMIOHHOMY YJIOCTOBEPEHUIO;

yKa3aHH€ WIM UCKIIFOUEHUE BapUAHTOB UCIIOJHEHMS (MOAETIEH) MEUIIMHCKOTO U3/1EIHS;
M3MEHEHHE MapKUPOBKH U (W) YIAKOBKH MEIUIUHCKOTO U3AEIUs;

1) W3MEHEHHE TPOU3BOAUTENIEM (M3TOTOBUTEIEM) MEAUIIMHCKOTO W3JETUs CPOKOB JEHCTBUA
JTOKYMEHTOB, COAEPKAIIUXCS B PETUCTPALIMOHHOM JIOCHE;

€) u3MeHeHne UHPopMaIui 00 YIOJIHOMOYEHHOM IPEAICTaBUTENE NMPOU3BOAUTENS (M3rOTOBUTEIIS)
MEUIIMHCKOTO U3/ETHSI.
(n. 37 B pen. [locranosnenus [IpaButensctea PO ot 31.05.2018 N 633)

[Ipumeuanmue.

I1. 38 (B pen. Ilocranonenusi IlpaBurennctBa PD ot 31.05.2018 N 633) He mnpumeHsAeTcs K
MIPABOOTHOIIICHUSAM, CBSI3aHHBIM C OCYIISCTBJICHUEM TOCYIAPCTBEHHOW PETUCTPANMHA METUITTHCKUX
H3JIeni, BO3HUKIHM J10 13.06.2018.

38. Jlns BHECEHMS B JOKYMEHTBI, COJAEpXAUIMECs B PETUCTPAMOHHOM JOChE, W3MEHEHHI,
yKa3aHHBIX B MmyHKTe 37 Hactosmux [IpaBui, 3asBuTens He no3aHee yem dyepe3 30 pabounx mHEH co qHS
M3MEHEHHUs COOTBETCTBYIOIIMX JIAHHBIX IPEJCTABISAET (HAlIPaBIIsIeT) B PETUCTPUPYIOLINI OpraH:

a) 3asBJICHHE O BHECEHMM W3MEHEHHUU B JOKYMEHTBI, COJIEPKalIUeCs] B PErHMCTPALMOHHOM JI0ChE
(manmee - 3asBJICHHE O BHECEHHHM W3MEHEHUI), 0()OPMIIEHHOE B COOTBETCTBHHU C IMYHKTOM 9 HACTOSIIMX
[IpaBui;

0) KOMMIO JOKYMEHTa, IIOJTBEP)KJIAIOUIEr0 IOJHOMOYHUS YIOJHOMOYEHHOIO MpEeACTaBUTENS
MIPOU3BOIUTEINS (M3TOTOBUTENIA);
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B) JIOKYMEHTBI U CBEACHHUS O COOTBETCTBYIOIIUX HM3MEHEHHUSAX, B TOM 4YHUCJIE JIOKYMEHTHI,
MOATBEPKIAIOIME U3MEHEHUs, yKa3aHHble B moinyHkrax "a" - "B" myHkra 37 Hactosmux [lpaBui, a

TAK¥XEC B CJIy4a€ U3MCHCHUA HAUMCHOBAHUA MCAUIIUHCKOTO U3JICIINA:
CBC€ACHUA O HOpMaTHBHOﬁ JOKYMCHTAIlMU HA MCAUITUHCKOC U3ACIINC,

TCXHUYCCKYIO JOKYMCHTAHUIO IIPOU3BOJUTCIIA (I/IBFOTOBI/ITCJUI) Ha MCAUIMHCKOC M3JCIINC,
MNPUBCACHHYIO B COOTBCTCTBUC C HOBBIM HAMMCHOBAHUCM MCAULIMHCKOI'O U3ACIINUA;

OKCINTYaTallTUOHHYIO JOKYMCHTAIUIO ITPOU3BOAUTEIIA (I/ISFOTOBI/ITCJ'IH) Ha MCIHUIMHCKOC H3ACJINUC (B
TOM YHUCJIC UHCTPYKIUIO IO IMIPUMCHCHUIO UJIM PYKOBOJACTBO II0 3KCITyaTalkuU MCAUITHUHCKOI'O I/I3I[GJ'H/I${),
MNPUBCACHHYIO B COOTBCTCTBUC C HOBBIM HAMMCHOBAHUCM MECAULIMHCKOI'O U3ACIINUA,

¢doTorpaduueckue  nz00paxkeHHss OOIIEro BHAA  MEOUIMHCKOTO  M3JENus BMECTe C
MPHUHAIJIC)KHOCTAMU, HGO6XO)II/IMI>IMI/I A MPUMCHCHUA MCEAULUHCKOTO M3JACIIHMA 110 HA3HAYCHUIO
(pa3mepom He MeHee 18 caHTUMETPOB B JUIMHY U 24 CAaHTUMETPOB B IIUPHUHY);

') JOKYMEHTHI IPOU3BOAUTENS U (WIM) OpraHU3alHii, OCYIECTBISIONINX IPOBEICHNE TEXHUUECKUX
UCOBITAHUN,  TOKCHUKOJIOTMYECKMX  MCCIIEJJOBAHMM,  KIMHUYECKMX  MCHOBITAaHUM  (pe3yibTaThl
COOTBETCTBYIOIIUX HCIBITAHUM), TOATBEPKAAIOIINE, YTO BHECEHUE 3asIBICHHBIX U3MEHEHUI HE BIJICYET
W3MEHEHMsI CBOMCTB W XapaKTEpUCTUK, BIMSIOIIMX Ha KadyecTBO, 3(PQPEKTUBHOCTb U 0€301MacHOCTh
MEJUIIMHCKOTO U3/ENIns, WM COBEPUICHCTBYET CBOMCTBA W XapaKTEPUCTUKH NPU HEU3MEHHOCTU
(YHKIIMOHAJILHOTO Ha3HAUYEHUS U (UJIM) IPUHIIUIA JEHCTBUS MEIULIMHCKOTO U3/IENINS;

1) OpUTHUHAJI PETHCTPAIIMOHHOTO YIOCTOBEPEHUs (yOJIUKaT);

€) OIUCH JIOKYMEHTOB.
(n. 38 B pen. [locranosnenus [IpaBurtensctBa PO ot 31.05.2018 N 633)

[Ipumeuanmue.

I1. 39 (B pen. IlocranoBnenusi IlpaBurensctBa P® ot 31.05.2018 N 633) He mnpumeHsAeTCS K
MIPABOOTHOIICHUSAM, CBSI3aHHBIM C OCYIISCTBJICHUEM TOCYIApPCTBEHHOW PETUCTPAIMH METUITUHCKUX
H3JIeni, Bo3HUKIHM J0 13.06.2018.

39. BHecenue u3MeHeHul B JOKYMEHTHI, yKazaHHble B HoAnyHKTax "B" u "r" myHkra 10 HacTosIuX

[IpaBun (3a MCKIIOYEHUEM CIlyyaeB, yKa3aHHBIX B mnoanyHkre "r" myHkra 37 Hacrosuux [Ipasuin),
OCYIIECTBIISIETCS IO  pe3yJbTaTaM dSKCHEpTU3bl KadecTBa, A(P(EKTUBHOCTH U 0OE30MaCHOCTH
MEJUIIMHCKOTO M3/eNns, NPOBEICHHOW B MOPSAKE, aHAJOTUYHOM IMOPSJIKY HPOBEIEHUS IKCIEPTU3BI
KayecTBa, IPQPEKTUBHOCTU U OE30MACHOCTH METUIMHCKOTO H3JeNus B LENsAX €ro rocyJapCTBEHHOMN
perucTpanu B COOTBETCTBUM C NMYHKTOM 21 Hactrosammx I[IpaBui, B ciyyae eciu perucTpUpyOIIUM
OpraHoM IO pe3yJabTaTaM IPOBEPKU IOJHOTHl M JIOCTOBEPHOCTU CBEJIEHUM, COJEpKalluXcsi B
MIPE/ICTAaBICHHBIX JOKYMEHTAX, YCTAHOBJIEHO, YTO BHECEHUE 3asBJICHHBIX U3MEHEHUN BJCUYET U3MEHEHHUE
CBOMCTB M XapaKTEpUCTHUK, BIHUSAIOIIMX Ha KauecTBO, 3(PPEeKTUBHOCTh U 0€30MaCHOCTh MEIUIIMHCKOTO
W3JIENHs], WM COBEPILIEHCTBYET €r0 CBOMCTBA U XapaKTEPUCTUKU IPU HEU3MEHHOCTH (PYHKIIMOHAIBHOTO
Ha3Ha4YeHUs U (WIM) IPUHLIKIA JEHCTBUS METUIMHCKOTO U3/EIIHS.

(. 39 B pen. [locranosnenus [IpaButensctea PO ot 31.05.2018 N 633)
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[Ipumeuanmue.

WN3menenusi, BHecenHble [locranoBnenuem [IpaButensctBa PO ot 31.05.2018 N 633 B m. 40, He
MPUMEHSIOTCS K MPABOOTHOIIEHHSIM, CBS3aHHBIM C OCYIIECTBJICHHEM TOCYIapCTBEHHON PErHCTpalyu
MEIUIMHCKNX U3eIni, BOSHUKIIHIM J0 13.06.2018.

40. B ciydae ecnu TOKyMEHTHI, IPEIyCMOTPEHHBIE MMyHKTOM 38 Hactosmux [IpaBui, cocTaBieHb
Ha MHOCTPAHHOM $3bIKE, OHM NPEJCTABIISAIOTCS C 3aBEPEHHBIM B YCTAHOBIJIEHHOM MOPSJIKE IIEPEBOJAOM Ha
PYCCKHH SA3BIK.
(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[Ipumeuanmue.

WN3menenusi, BHecenHble [locranoBnenuem [IpaButensctBa PO ot 31.05.2018 N 633 B m. 41, He
MPUMEHSIOTCS K MPABOOTHOIIEHHSIM, CBS3aHHBIM C OCYIIECTBICHHEM TOCYIapCTBEHHON PErHCTpanuu
MEIUIMHCKNX U3eIni, BOSHUKIIHIM J0 13.06.2018.

41. 3asgBiieHHNE O BHECEHUM U3MEHEHMU U JIOKYMEHTHI, IPEAyCMOTPEHHbIE TYHKTOM 38 HACTOSILIUX
[IpaBuii, TPUHUMAIOTCSI PETUCTPUPYIOLIMM OPraHOM II0 ONMCH, KONHUS KOTOPOM C OTMETKOM O Jare
IIpUeMa YKa3aHHBIX 3asBJICHUSA U JOKYMEHTOB B JICHb IIPHEMa BPY4AETCs 3asABUTEII0 WMJIM HAIPABIISETCS
€My 3aKa3HbIM IIOYTOBBIM OTIIPABJICHUEM C YBEJAOMJICHHEM O BPYYEHUH WM B (POpMeE 3IEKTPOHHOTO
JOKYMEHTa, TOINMCAHHOIO  IEKTPOHHOW MOJANMChIO, MO0 B  2JIEKTPOHHOM  Qopme 1O
TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBS3H.

(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[Ipumeuanmue.

W3menenusi, BHecenHble [locranoBnenuem [IpaButensctBa P® ot 31.05.2018 N 633 B m. 42, He
MIPUMEHSIOTCS K MPABOOTHOIIEHHSIM, CBS3aHHBIM C OCYIIECTBJICHHEM TOCYIapCTBEHHON PErHCTpanuu
MEIUIMHCKNX U3eIni, BO3HUKIIKM J0 13.06.2018.

42. Peructpupyrouuii oprai He BIpaBe TPeOOBaTh OT 3asBUTENS MPEJICTaBICHUS TOKYMEHTOB, HE
IIPEAYCMOTPEHHBIX ITYHKTOM 38 Hacrosmux [IpaBuir.
(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 31.05.2018 N 633)

[Ipumeuanue.

W3menenusi, BHecenHble [locranoBnenuem [IpaButensctBa P® ot 31.05.2018 N 633 B m. 43, He
MIPUMEHSIOTCS K MPaBOOTHOIIEHHSIM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYJapCTBEHHOW PErHCTpaIyn
MEIUIMHCKNX U31eIni, BO3HUKIIKM J0 13.06.2018.

43. B Teuenne 5 paboumx AHEH €O IHSA TOCTYIUICHHS 3asBJICHUS O BHECEHHHM HW3MCHEHUN U
JNOKYMEHTOB, MPEIYCMOTPEHHBIX MYHKTOM 38 Hacrosuwmx IIpaBui, perucrpupyromuii opran nmpoBOIUT
IIPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJIEHUH, COJEpPKAIIUXCS B HUX, B TOM YHCJIE IyTEM CpaBHEHUS
TaKHUX CBEJCHUN CO CBEACHUSMH, IIPEJCTABICHHBIMH B MOPSAKE MEKBEJOMCTBEHHOIO MH(OPMALIMOHHOTO
B3aUMOJICHCTBUS.

(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)
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[Ipumeuanmue.

WN3menenusi, BHeceHHble [locranoBnenuem [IpaButensctBa PO ot 31.05.2018 N 633 B m. 44, He
MIPUMEHSIOTCS K MPaBOOTHOIIEHHSIM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYJapCTBEHHOW PErHCTpaIyn
MEIUIMHCKUX U3eIni, BO3HUKIIHIM J0 13.06.2018.

44. B cnywae eciM K 3asBJICHUI0 O BHECEHWM M3MEHEHHH HE MpWJIararoTcsi JOKYMEHTHI B
COOTBETCTBHUU ¢ moAnmyHkTamu "0" - "e" mynkra 38 Hacrosmux [IpaBun u (wam) B 3asiBJICHUN O BHECEHUU
W3MEHEHUH yKa3aHbl HEJIOCTOBEpHbIE CBEICHHS JMOO JTOKYMEHTBI, MpPEIyCMOTPEHHbIE IYHKTOM 38
Hactosiux [IpaBui, npeacraBiieHbl HE B IOJHOM 00BbEME, PETUCTPUPYIOLIUN OpraH BpydaeT 3asBUTEIIO
yBeIOMJIEHHME 0 HeoOxoaumocTu ycrpaHeHUs B 30-IHEBHBIM CPOK BBISBIEHHBIX HapyHIeHMH U (WIK)
MIPEJICTaBICHHS JOKYMEHTOB, KOTOpPbIE OTCYTCTBYIOT, JIMOO HAampaBisieT Takoe yBeAOMJEHHE B (opme
AJIEKTPOHHOTO JIOKYMEHTA, IMOANHMCAHHOTO JJIEKTPOHHON MOANUCHIO, WIM B JJIEKTPOHHOM (opMme Io
TEJIEKOMMYHUKALIMOHHBIM KaHaJlaM CBSI3M, WJIM 3aKa3HbIM IOYTOBBIM OTIIPABJIEHUEM C YBEIOMJIEHHUEM O
BpYUYEHUH.

(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[Ipumeuanmue.

WN3menenusi, BHeceHHble [locranoBnenuem [IpaButensctBa PO or 31.05.2018 N 633 B m. 45, He
MIPUMEHSIOTCS K MPaBOOTHOIIEHHSIM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYJapCTBEHHOW PErHCTpaIu
MEIUIMHCKNX U31eIni, BOSHUKIIKIM J0 13.06.2018.

45. B Teuenue 3 pabGouux AHEW cO JOHS MpPEACTaBICHMS HaAJeKalUM 00pa3oM O(pOPMIEHHOTO
3asIBJICHHUS. O BHECEHUHM M3MEHEHUU U B MOJHOM O0BbEME JOKYMEHTOB, MPEIYCMOTPEHHBIX MYHKTOM 38
HacTosiux [IpaBui, perucTpupyrouuii OpraH IpPUHHMAeT pEHIeHHE O PAacCMOTPEHMM YKa3aHHBIX
3asiBJICHUS. U JIOKYMEHTOB WM (B ClIy4ae UX HECOOTBETCTBUS IOJIOKEHHUSAM MyHKTa 38 HACTOSIMIMX
[IpaBuit) 00 ux BO3Bpare ¢ MOTUBUPOBAHHBIM 00OOCHOBAHUEM IPUYHMH BO3BpATa.

(B pexn. Iloctanosnenus IIpaBurenscta PO ot 31.05.2018 N 633)

[Ipumeuanmue.

W3menenusi, BHecenHble [locranoBnenuem [IpaButensctBa PO ot 31.05.2018 N 633 B m. 46, He
MIPUMEHSIOTCS K MPABOOTHOIIEHHSIM, CBS3aHHBIM C OCYIIECTBJICHHEM TOCYIapCTBEHHON PErHCTpanuu
MEIUIMHCKNX U31eIni, BO3HUKIIHIM J0 13.06.2018.

46. B cnyuyae ecnu B 30-IHEBHBIM CPOK HE YCTpaHEHbl BBbISIBJICHHbIE HapylleHUs W (WIH) He
[IPEJICTaBJICHbl JIOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETHCTPUPYIOUIUMI OpraH NPUHUMAET pPELIEHHE O
BO3BpATe 3asIBJICHUS O BHECEHUU W3MEHEHUN U IOKYMEHTOB, PEAYCMOTPEHHBIX IYHKTOM 38 HACTOSIIMX
[IpaBui, ¢ MOTUBMPOBaHHBIM OOOCHOBAHHWEM IIPUYUH BO3BpaTa.

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 31.05.2018 N 633)

[Ipumeuanmue.
I1. 47 (B pen. IlocranoBnenusi IlpaBurensctBa P® ot 31.05.2018 N 633) He mpumeHsercs K
MIPABOOTHOIICHHSIM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYIAPCTBEHHOW PETHCTPAMU MEIUIIMHCKHX
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H3JIeni, Bo3HUKIHM 10 13.06.2018.

47. BHeceHune U3MEHEHUN B JOKYMEHTBI, COJEp)KallUecsi B PETUCTPALMOHHOM JIOChE, HE
TpeOYIOIMMX MPOBEACHUS SKCHEPTU3bl KadecTBa, A(DPEKTUBHOCTH W OE30MACHOCTH MEIMIIMHCKOTO
U3JIeNHsl, OCYIIECTBIIIETCS PETUCTPUPYIOLUIUM OPraHOM B CPOK, HE IpeBbIIIatomui 15 pabouux gHEH co
IHS TIPUHATHSA PEUIEHUST O pPacCMOTPEHMM 3asBJICHHS O BHECEHUMM W3MEHEHHM M JTOKYMEHTOB,
MIPEAYCMOTPEHHBIX TYHKTOM 38 HacTosumx [IpaBuir.

BHecenne u3MeHEHHI B JTOKYMEHTHI, COJIEp’KalllMecs B PErucTPallMOHHOM J0ChE, TPEOYIOLIUX
MIPOBEJICHUSI HKCHEPTU3bl KauecTBa, JPPEKTUBHOCTH M OE30MaCHOCTU MEIUIIMHCKOTO H3JeNus,
OCYIIIECTBIISIETCS. PETUCTPUPYIONIMM OPTraHOM B CPOK, HE TpeBBbIMAIMMA 35 paboumx THEH CO IHA
NIPUHATHS pEIIEHUS O PACCMOTPEHHHM 3asBICHUS O BHECEHMM M3MEHEHMH M JOKYMEHTOB,
MIPEAYCMOTPEHHBIX ITYHKTOM 38 Hacrosmux [IpaBuir.

(. 47 B pen. [locranosnenus [IpaBurtensctea PO ot 31.05.2018 N 633)

[Ipumeuanmue.

W3menenusi, BHeceHHble I[locranoBnenuem [IpaButensctBa PO ot 31.05.2018 N 633 B m. 48, He
MIPUMEHSIOTCS K MTPaBOOTHOIIEHHSIM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYJapCTBEHHOW PErHCTpaIyu
MEIUIMHCKNX U31eIni, BO3HUKIIKIM 70 13.06.2018.

48. Cpox NpUHATHS PETUCTPUPYIOLIUM OPraHOM PEIICHHS O BHECEHHWU W3MEHEHUW B JIOKYMEHTHI,
CoJIepKalluecss B PETUCTPALMOHHOM J0ChE, HMCUMUCISETCS CO JIHS IMOCTYIUIEHUS B PErUCTPUPYIOLIUI
OpraH HajyiexauuMm o0pa3oM O(QOPMIIEHHOTO 3asBJICHHS O BHECEHUU W3MEHEHHMH M B IIOJIHOM 00beMe
JOKYMEHTOB, IPETyCMOTPEHHBIX IYHKTOM 38 HacTosmux lIpasui.

(B pexn. Iloctanosnenus IlpaBurensctBa PO ot 31.05.2018 N 633)

[Ipumeuanmue.

I1. 49 (B pen. Ilocranonenusi IlpaBurensctBa P® ot 31.05.2018 N 633) He mnpumeHseTcs K
MIPABOOTHOIIICHUSAM, CBSI3aHHBIM C OCYIICCTBJICHHEM TOCYIAPCTBEHHOW PETUCTPAIMH METUITUHCKUX
H3JIeni, BO3HUKIHM J10 13.06.2018.

49. Ilpm BHECEHMM H3MEHEHUI B JOKYMEHTHI, COJAEp)Kallluecsi B PErUCTPALMOHHOM JOChE,
PErUCTPUPYIOLIMI OPraH OCYLIECTBIISET CIEAYIOINE MEPOIIPUATHUSA:

a) PUHSATHE PEIICHUS 0 BHECCHUH M3MEHEHUN B JJOKYMEHTHI, COJIEP)KAIIHNECS B PETUCTPAIIMOHHOM
J0Cbe, KOTOPO€E 0POPMIISIETCS IPUKA30M PETUCTPUPYIOIIETO OPraHa;

0) BbIJAYa OKCIEPTHOMY YUPEKICHHIO 33aJaHHs Ha [POBEIEHUE OKCIEPTH3bl KayecTBa,
3¢ dexTHBHOCTH W 0€30MaCHOCTH METUIIMHCKOTO M3JIEUsT M OLICHKA 3aKIIOYEHUs SKCIEPTHOTO
YUPEXKJEHUS ISl ONpeAesICHUs COOTBETCTBMSI €ro 3aJaHMI0 Ha IMPOBEJACHUE HKCIEPTU3bl KadyecTBa,
3¢ deKTUBHOCTH M 0€30MacCHOCTH METUIIMHCKOTO H3JAeius (B cilydae, YCTaHOBJIIEHHOM ITyHKTOM 39
Hactosiux IlpaBun). B ciydae ycraHOBIEHHS HECOOTBETCTBUS 3aKJIIOUEHUS! SKCIIEPTHOTO YUPEKICHUS
YKa3aHHOMY 3aJJaHHIO TaKO€ 3aKJII0UYEHHE BO3BPALLAETCS B OKCIIEPTHOE YUPEXKACHUE Ha TI0PabOTKY, CPOK
KOTOpO#l cocTaBiisieT He Oosee 2 pabouyux AHEH CO JHSA MOJYYEHHs] SKCHEPTHBIM YUPEXKJIECHUEM
BO3BPALIEHHOIO 3aKJIIOUEHUS;
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B) YBEJOMJIEHUE B MHCbMEHHON (OopMe 3asBUTENS O NMPUHATOM PEHIEHHHM 3aKa3HbIM MOYTOBBIM
OTIPABJICHUEM C YBEJOMJIEHUEM O BPYUYEHHMM WM B (POpPME AIEKTPOHHOIO JOKYMEHTA, MOANHCAHHOTO
AJIEKTPOHHOW MOJIUCHIO, JINOO B AJIEKTPOHHON (opMe MO TEIEKOMMYHHUKAIIMOHHBIM KaHallaM CBSI3U C
MIPUJIOKEHUEM Nepeo(OPMIIEHHOTO PEruCTPallMOHHOTO YAOCTOBEpEHUs (B Cilydyae BHECEHUS M3MEHEHUM
B HEro) U paHee BBIJAHHOTO PErMCTPAllMOHHOIO yJIOCTOBEPEHUSI C OTMETKOM O €ro HeleHCTBUTEIbHOCTH
(c ykazaHueM JIaThl).

(1. 49 B pen. [locranosnenus [IpaButensctea PO ot 31.05.2018 N 633)

[Ipumeuanmue.

IT. 49(1) (B pen. IlocranoBnenusi [IpaBurensctBa P® ot 31.05.2018 N 633) He mpuMeHseTCs K
MPAaBOOTHOIIICHUSM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYIApCTBEHHOW PETHUCTPAIMH MEIUITUHCKAX
H3JIeni, BO3HUKIHM 10 13.06.2018.

49(1). OcHOBaHUSIMH Ui BBIHECEHUS SKCIEPTHBIM YUPEKJICHUEM 3aKJIFOUEHUS O HEBO3MOYKHOCTHU
BHECEHUSI U3MEHEHUN B JOKYMEHTHI, IPeycCMOTpeHHbIe noAmyHkTamu "B" u "r" myHkra 10 HacTosIuX

[IpaBui, sBIAIOTCS:

a) HEJIOCTOBEPHOCTD IPE/ICTABICHHBIX CBEJICHUN, 000CHOBBIBAIOINX BHECEHUE U3MEHEHUH, B TOM
YHCJI€ BBIABJICHHBIX PETUCTPUPYIOIIMM OpraHOM II0 pe3yjbTaTaM TIOCYJapCTBEHHOTO KOHTPOJSA 3a
oOpallleHreM MeAUIIMHCKUX U3eNINi;

0) OTCYTCTBHE B TPEACTABICHHBIX 3asABUTENIEM JIOKYMEHTaX CBEICHUH, MOATBEPIKIAIOIINX, YTO
M3MEHEHWsI, BHOCUMBIE B IOKYMEHTHI, COJIEPKAIIIECS B PETUCTPAIIMOHHOM JI0ChE, HE BICKYT U3MCHEHHE
CBOMCTB M XapaKTEPHUCTHUK, BIHMSIONMX Ha KAa4eCTBO, YPPEKTHBHOCTh M OE30MaCHOCTh MEIUIIMTHCKOTO
W3JIeNUs, WIA COBEPIIECHCTBYIOT CBOMCTBAa M XapaKTEPUCTUKHA NPU HEU3MEHHOCTH (DYHKIIMOHAIHLHOTO
Ha3HAYeHUS ¥ (WIM) MPUHIUTIA ISHCTBUS MEAUIIMHCKOTO U3/ICITHSI.

(. 49(1) BBenen IlocranoBnenuem [paButenscra PO ot 31.05.2018 N 633)

[Ipumeuanmue.

IT. 49(2) (B pen. IlocranoBnenusi [IpaBurensctBa P® ot 31.05.2018 N 633) He mpuMmeHsETCS K
MPAaBOOTHOIIICHUSM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYIApCTBEHHOM PETHUCTPAIMH MEIUITMHCKUX
H3JIeni, BO3HUKIKM 10 13.06.2018.

49(2). Peructpupyronuii opraH B TedeHHE 2 pabouymx AHEH CO IHSA TOJYyYCHHs 3aKITIOUYCHUS
AKCIIEPTHOTO YUPEKACHUS TPUHUMAET PEIICHUE O BO3MOKHOCTH (HEBO3MOYKHOCTH ) BHECEHUS U3MEHEHUN
B JOKYMEHTBI, COJIEpP)KAIIHMECs] B PETUCTPAIMOHHOM JIOChE, M YBEAOMJSIET O MPHUHSATOM pEIICHUU
3asBUTENST 3aKa3HbIM TIIOYTOBBIM OTMPABICHUEM C YBEJOMJICHHEM O BpydYeHUH WM B (opme
AJIEKTPOHHOTO JOKYMEHTA, MOJAMNKUCAHHOTO 3JIEKTPOHHOM MOJIHUCHIO, JUOO B AJIEKTPOHHOM (opme Mo
TEIIEKOMMYHHUKAITMOHHBIM KaHaJaM CBSI3H.

OcHOBaHWEM Ui TIPHHATHS pEIICHUs 00 OTKa3e BO BHECEHHMH HM3MEHEHWH B JIOKYMEHTHI,
COJIepKAIUECS] B PETUCTPAIIMOHHOM JIOChE, SBIJIACTCS TOJNy4SHHE PETHUCTPUPYIOIUM OpraHoM OT
OKCTIEPTHOTO YUPEKICHUS 3aKIFOUEHHS O HEBO3MOYXKHOCTH BHECEHUS HW3MEHEHHWHA B JOKYMEHTHI,
cozieprKaluecs B PeruCTPavioHHOM JI0ChE MEAUIIHCKOTO N3IETHS.

(. 49(2) BBenen IlocranoBnenuem [paButenscra PO ot 31.05.2018 N 633)
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50. YTparui cuny. - [loctanosnenune [IpaButenscrBa PO ot 31.05.2018 N 633.

51. B teuenue 1 paGouero qHs MOCe NPUHATUS PELIEHUS O BHECEHUM U3MEHEHHMH B JIOKYMEHTHI,
CoJIeprKaluecs] B perUCTPAlMOHHOM J0ChE€, COOTBETCTBYIOIINE CBEACHUS BHOCATCS B TOCYIapCTBEHHbIN
peecTp B MOpsAKe, MPeTycMOTpEHHOM noctaHoBieHueM [IpaBurenbctBa Poccuiickoit @eneparuu ot 19
utons 2012 r. N 615.

(B pen. Iloctanosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

52. B cnydae yTpaThl PETHMCTPAllMOHHOIO YIOCTOBEPEHHS WJIM €ro MOpYM 3asBUTENb BIIPABE
00paTUThCS B PETUCTPUPYIOLINNA OpraH C 3asBJICHUEM O IIPEIOCTABICHUU AYOJIMKATa PErUCTPAIIMOHHOTO
YAOCTOBEPEHHUsI (J1ajiee - 3asiBJICHUE O MPEJOCTABICHUH TyOIuKaTa).

B ciiydae mopuu perucTpanioHHOTO yJIOCTOBEPEHHS K 3asBJICHUIO O MPEAOCTaBICHUM ayOiauKaTa
MpUJIaraeTcsi UCIIOPUYEHHOE PETUCTPALMOHHOE YIOCTOBEPEHHE.

53. B Teuenue 7 palouux JHEH CO JAHS TOJy4yeHHUS JOKYMEHTOB, YKa3aHHbIX B ITyHKTE 52
Hactosiux [IpaBui, peructpupyromuii oprad oQpopmiisieT 1yOauKaT perucTpaliOHHOTO YI0CTOBEPEHUS
Ha OJaHKe PETrUCTPAllMOHHOTO  YIOCTOBEpPEHUss ¢ TmomMeTkamu 'nmyonukar" wu  "opuruHai
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUs MPHU3HACTCS HENEHCTBYOIUMM'" U BpydaeT Takoil ayOiukar
3asIBUTEIIIO UJIM HAMPABJISIET €r0 3aKa3HbIM ITOYTOBBIM OTIPABIEHUEM C YBEIOMIICHHUEM O BPYUYECHHUHU.

(B pen. Iloctanosnenus IlpaBurensctBa PO ot 17.07.2014 N 670)

54. Peructpupytomuii opran GopmMupyeT perucTpaliioHHOE A0ChE U3 CICIYIOIINX JOKYMEHTOB:

a) 3asBJIEHUE O PEruCTpallM U JTOKYMEHTHI, IpeycMOTpeHHble TyHKTOM 10 HacTosimux IlpaBui,
3asiBJICHHE O BO300HOBJIEHHM TOCYAAPCTBEHHOH pErucTpaluy MEIUIMHCKOrO HW3JAETus, 3ampochl U
TOKYMEHTHI, TipenycMoTpennble myHktamu 21(1) m 30 Hacrosmux IlpaBun, 3asBiieHHE O BHECECHUU
W3MEHEHUU U JIOKYMEHTBI, IIPEyCMOTPEHHbIE IMYHKTOM 38 Hacrosumx IIpaBui, a Takke 3asBiIEHHE O

Ipe0CTaBICHUH AyOnnKaTa;
(B pen. Iloctanosnenuii [lpasurenscrea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

0) xomusi 3aJaHus Ha IPOBEJECHUE DSKCIEPTU3bl KauecTBa, 3(P(EKTUBHOCTH U OE30MacCHOCTH
MEIUIIMHCKOTO U3€us, 0(POPMIIEHHOTO PETUCTPUPYIOLIUM OPraHOM;

B) Komusi 0()OPMIICHHOIO PETUCTPUPYIOLIUM OPraHOM pa3pellieHHs] Ha MPOBEACHUE KIMHUYECKUX
WCIIBITAHUHA MEIMIIUHCKOTO U3/EIHS;

T') 3aKJIF0YCHMS], 0(POPMIICHHBIE SKCIIEPTHBIM YUPEKIECHUEM MPHU MPOBEIACHUHU IKCIIEPTU3HI KA4eCTBa,
3¢ HeKTUBHOCTH U OE30MTACHOCTH MEAUITUHCKOTO U3/ICITHS;

1) KOTIMK IPUKA30B, 0(POPMIIEHHBIX PErUCTPUPYIOLINM OPTraHOM;

€) KOIUSI PErUCTPALIMOHHOIO YAOCTOBEPEHUSI WIIM YBEAOMIIEHUH, OPOPMIIEHHBIX PErHCTPUPYIOIIUM
OpraHoM;

XK) KOmMsl AyOJMKaTra pPEerucTpPaliMOHHOTO YIOCTOBEPEHUS, O(QOPMIIEHHOTO PETUCTPUPYIOLIUM
OpPraHoM.

55. YTparuin cuny. - [locranosnenune [IpaButenscrea PO ot 31.05.2018 N 633.
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55(1). OcHoBaHMSMH AJIsi BBIHECEHHS! SKCHEPTHBIM YUPEKICHUEM 3aKJIFOUEHUS O HEBO3MOYKHOCTH
BHECEHUSI U3MEHEHUN B JOKYMEHTHI, IPeIycMOTpeHHbIe noAnyHkTamu "B" u "r" mynkra 10 HacTosmmx

[IpaBui, sBIAIOTCS:
a) HEJOCTOBEPHOCTh MPE/ICTABJICHHBIX CBEJCHHM, 000CHOBBIBAIOLIMX BHECEHUE U3MEHEHHUII;

0) OTCYTCTBHE CBEICHHH, MOATBEPKIAIONINX HEU3MEHHOCTh (YHKIIMOHAJIHLHOTO HA3HAYEHUS W
(I/IJ'II/I) IIpUHIKIIA )ICI\/IICTBI/ISI MCEOUIIMHCKOI'O M3ACJIHsd, B CBJA3WM C BHOCHMBIMH HN3MCHCHUSIMHU B
JTOKYMEHTAIHIO.

(. 55(1) BBenen IlocranoBnenuem [paButenscra PO ot 17.07.2014 N 670)

55(2). AGzampl mepBbI - BTOpoil yrpatunu cuiy. - Ilocranosnenue IlpaButensctBa PO ot
31.05.2018 N 633.

XpaHEeHHE PETUCTPALUOHHOIO JIOChE OCYIIECTBIISIETCS PETUCTPUPYIOLIMM OPraHoOM B MOPSJIKE,
YCTaHOBJIEHHOM 3aKOHOJAaTeIbCcTBOM Poccuiickoit denepainuu 06 apXUBHOM JIEIe.
(. 55(2) BBeneH IlocranoBnenuem [pasutenscta PO ot 17.07.2014 N 670)

56. B peructpalinoHHOM yJJOCTOBEPEHUH YKA3bIBAIOTCS CIIEIYIOIINE CBEICHUS:

a) HaMMEHOBAHUE MEIUIIMHCKOTO M3Jenus (C yKa3aHHEM MPUHAIIEKHOCTEH, HEOOXOIUMBIX IS
MIPUMEHEHHS] METUIIMHCKOTO U3EHUs 10 Ha3HAYEHHIO);

0) maTa TOCyAapCTBEHHOM PErUCTpaIli MEAUITUHCKOTO U3CIUS U €T0 PErUCTPAIIMOHHBIN HOMED;

[Ipumeuanmue.

[Tm. "B" m. 56 (B pen. [loctanoBnenus IIpaBurensctBa PO ot 31.05.2018 N 633) He mpumeHnsercs K
MIPABOOTHOIIECHUSAM, CBSI3aHHBIM C OCYIICCTBJICHHEM TOCYIAPCTBEHHOW PETUCTPANN MEAWIIMHCKIX
H3JIeni, BO3HUKIKM 10 13.06.2018.

B) B OTHOIICHUH JIMIIA, HA UMSI KOTOPOTO BBIIAHO PETUCTPAIMOHHOE YIOCTOBEPEHHUE, - TIOJHOE U (B
cilydae, €CIM HMMEEeTCs) COKpAaIleHHOE HAaWMEHOBAaHWE, B TOM 4Hcie (UPMEHHOE HaMMEHOBAHHE,
OpraHu3aIMOHHO-TIPaBoBas (hopMa FOPUIMUYECKOTO JIMIA U aJIpec MECTa ero HaXOXKACHUS WU (paMuims,
umMsi u (B choy4ae, €CIM HWMeEeTcs) OTYECTBO, aJpec MecTa JKHTEIbCTBA HHIUBHIYaTIHHOTO
peIIPUHIMATEIIS;

(nm. "B" B pea. [locranosnenus IIpaButenscrBa PO ot 31.05.2018 N 633)

[Ipumeuanmue.

N3menenust, BHecenHble [loctanoBnenuem Ilpasurenscrea PO ot 31.05.2018 N 633 B . "r" 1. 56, He
MIPUMEHSIOTCS K MPaBOOTHOIIEHHSIM, CBSI3aHHBIM C OCYIIECTBJICHHEM TOCYJapCTBEHHOW PErHCTpaIyn
MEIUIMHCKNX U31eIni, BO3HUKIIKM J0 13.06.2018.

I) B OTHOLIEHUH IIPOU3BOAMUTENS (M3rOTOBUTENS) - TOJHOE M (B CiIydae, €Cld MMEETCs)
COKpalllCHHOC HAMMCHOBAHUE, B TOM YHUCIIC q)HpMeHHOC HAaNMMCHOBAHUC, OPraHU3alMOHHO-IIpaBOBasd
dopma u ampec MecTa HaXOXKICHUS Win (Gammust, UMA U (B CIydae, €ClIi HUMEETCs]) OTYECTBO, aJpec
MECTA KUTCIIbCTBA MHAUBUAYAJIbHOT'O IPECANIPUHUMATCIIA,

Crpanuna 23 u3 33



ITocranosienue [1paBurenscrea PO or 27.12.2012 N 1416
(pen. or 18.03.2020)
"O6 yrBepxaeHuu [IpaBuit rocy1apcTBEHHON PErucTpa...

(B pen. Ilocranosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)
) MECTO TIPOU3BOJICTBA MEAULIUHCKOTO U3/ICITHS;

€) HOMEp PEruCTPALMOHHOTO JIOChE;

[Ipumeuanmue.

[Toctanosnenuem IlpaBurensctBa P® ot 31.05.2018 N 633 nm. "x" uckiitoueH. YKa3aHHOE U3MEHEHUE
HE TMPHUMEHSETCS K TIPABOOTHOIICHHUSM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYJapCTBEHHON
perucTpany MEIUIUHCKUX U3Aeauil, Bo3HUKIINUM 70 13.06.2018.

K) yrpatui cuny. - [loctanosnenue Ilpasurenscrea PO ot 31.05.2018 N 633;

3) KjJacc NOTEHLUUATbHOTO pPUCKA NPUMEHEHUS MEIUIIMHCKOTO U3JeNHUsl B COOTBETCTBUM C
HOMEHKJIATYpHOM  Kiaccudukanue MEOUIUHCKUX  M3JeNUd, yTBepkaaemMoil  MuHuctepcTBoM
3apaBooxpanenus Poccuiickoit denepanmy;

1) ko O01epoccuiickoro KiaccupuKkaTopa IpoAyKLIUU MO BUAaM SKOHOMUYECKOH IS TEIbHOCTH.
(nm. "u" B pen. Ilocranosnenus [Ipasurenscta PO ot 10.02.2017 N 160)

57. Peructpupyromuii opraH NPUHHAMAET pelieHHe 00 OTMEHE TOCYAApCTBEHHOW pPEeTrUcTpaIuu
MEIMIIMHCKOTO U3ENHS B CICIYIOIUX CIydasiX:

a) mojada 3asBUTENIEM 3asBJIEHUS 00 OTMEHE TOCYJapCTBEHHOW pEerucTpanuv MEeIUIMTHCKOTO
W3JIENHS;

0) BBIHECEHHME CYyJIOM pCIICHHUS O HApYIICHWH TMpaB IMpaBooOIagaTesisi Ha pPe3yJabTaThl
WHTEJUICKTYAJIbHOW JIEATEIbHOCTH W TPUPABHEHHBIE K HHUM CpPEICTBA HWHIWBHAyIM3AlUA TIPH
oOpaleHn MEeTUITMHCKUX U3/IeTTU;

B) MpexacTaBieHue yrnojHoMmouyeHHbIM [IpaButenscTtBoM Poccuiickoit @enepauuu ¢enepanbHbIM
OPraHOM HCIOJIHUTENIBHOMN BJIACTU IO PE3YJIbTaTaM OCYIIECTBIIIEMOIO UM I'OCYJapCTBEHHOIO KOHTPOJIS
3a oOpallleHueM MEIUIMHCKUX H3JeNui, CBEICHHUH, NOATBEpP)KIAIOIMNX (aKTbl U OOCTOSTENHCTBA,
CO3/AI0IIHE YIpo3y JKU3HU U 3JI0POBBIO Tpa)JaH M MEIUIUHCKUX PAaOOTHUKOB NpPU NPUMEHEHUH U
JKCIUTyaTalluy MEIULNHCKUX U3JEIINN;

I') BBISBJICHHE PETUCTPUPYIOLUIMM OPraHoM II0 pe3ylibTaTaM TIOCYAapCTBEHHOTO KOHTPOJSA 3a
oOpallleHneM MEIUIMHCKUX W3 HEJOCTOBEPHOCTH CBEICHHM B JOKYMEHTaX, COJCpP)KAIIUXCS B
PETUCTPAIIMIOHHOM JIOChE, MPEACTABICHHBIX 3asBUTEIEM M IOBIUSABUIMX HA PE3YIbTAThl 3KCIEPTU3BI
KadecTBa, 3PPEeKTUBHOCTH B 0€30MACHOCTA METUIIMHCKOTO U3JICIIHS;

(nm. "r" BBeneH [loctanosnenuem IlpaBurenscrea PO ot 31.05.2018 N 633)

1) TIOJYYEHUE PETUCTPUPYIOIIUM OPraHOM 3aKIIOUEHUM HSKCHEPTHOIO YYPEXKAECHHUS O TOM, 4TO
coJieprKalluecs: B roCy/IapCTBEHHOM peecTpe UHCTPYMEHT, anmapaTt, npubop, o0opynoBaHue, MaTepuan u
[poyue M3AeNus M0 CBOEMY (PYHKIMOHAJIbHOMY HA3HAYEHUIO U (UJIM) NPUHUUIY ACUCTBHUS HE MOTYT
IIPUMEHATHCS B MEJUUMHCKUX LEIAX U HE SBISIOTCS MEAMIIMHCKUMM HM3IENHUsAMU. Takoe 3aKiIIoueHHe
MIpe/ICTaBIseTCsl (HAPABIIAETCsl) SKCIEPTHBIM YUPEKICHUEM B PETMCTPUPYIOLIUN opraH B TedeHue 10
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paboumx IHEH cO [JHS TIOCTYIUIEHHS B OKCIEPTHOE YUPEKIACHHE COOTBETCTBYIOIIETO 3aJ[aHHS
PETUCTPUPYIOIIETO OPTaHa C MPHIOKEHHEM JJOKYMEHTOB PETUCTPAIIMOHHOTO JI0CHE;
(nm. "n" BBeneH Iloctanosnenuem IlpaBurenscrea PO ot 31.05.2018 N 633)

€) HaJIWyue OCHOBaHUM, YyKkasaHHbIX B myHkTe 57(17) nHacrosmmx I[IpaBun (B oOTHOIIEHUH
MEJUIIMHCKOTO U3/EJHs, BKJIOYEHHOTO B IEPEUYEHB);
(. "e" BBeneH [loctanoBnenuem I[paBurenscta PO ot 18.03.2020 N 299)

’K) HETIPEACTAaBJICHUE 3asIBUTEIEM JIOKYMEHTOB, yKa3aHHbIX B TyHKTe 57(10) HacTosmux [IpaBun (B
OTHOIIEHUH MEJUIIMHCKOTO U3/IEHsl, BKIIOUEHHOTO B IIEPEUYEHb);
(nm. "x" BBeneH Iloctanosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

3) MNPHUHATHE JBaXAbl PErUCTPUPYIOIIMM OPraHoM pelIeHHsT O BO3BpaTe JOKYMEHTOB B
coorBeTcTBUU ¢ nyHKTOM 57(13) mHactosmmx I[lpaBun (B OTHOIIEHWHM MEIUIIMHCKOTO W3JCIINS,
BKJIFOUEHHOTO B IIEPEYEHb);

(nm. "3" BBeneH [loctanoBnenuem IlpaBurenscrea PO ot 18.03.2020 N 299)

1) HENpeACTaBlIEHUE 3asBUTENIEM JOKYMEHTOB, IPEIyCMOTpPEHHbIX IMyHKTOM 57(10) HacTosmumx
[IpaBuin, B Teuenue 50 pabouux nHEH CO HSA NPUHATUS PErUCTPUPYIOIINM OPraHOM PELIEHUs O BO3BpaTe
JOKYMEHTOB B COOTBETCTBMHM ¢ IyHKTOM 57(13) nHacrosmux IlpaBun (B OTHOLIEHHMH MEIUIIMHCKOTO
U3JIeNHsl, BKIIFOUEHHOTO B IIEPEYEHb);

(nm. "u" BBeneH Ilocranonenuem [Ipasutenscta PO ot 18.03.2020 N 299)

K) UCKIIIOYEHHE METUIIMHCKOTO U3/ENINs U3 EePEeyHS.
(nm. "x" BBeaeH [locranoBnenuem IlpaBurenscrea PO ot 18.03.2020 N 299)

57(1). TocymapcTBeHHasi PErUCTpallds MEAUIIMHCKOTO W3MIEIUs, BKIIOYEHHOTO B TIEPEUYCHb,
IIPOBOJMUTCSL OJHOKPATHO B OTHOIIEHHWHM OJHOIO HAMMEHOBAaHUS MEIUIMHCKOTO W3JIENUSI OJIHOTO
MIPOU3BOUTEINS (U3TOTOBUTEIA).

(n. 57(1) BBenen IlocranoBnenuem IpaButenscra PO ot 18.03.2020 N 299)

57(2). g rocymapCTBEHHOM pPETHUCTpAIlliid MEIUIIMHCKOTO H3CNHs, BKIIOUYEHHOTO B TIEPEUYCHb,
3asBUTENb TPEACTABISICT JUOO HAMpaBiseT B PErHCTPUPYIONIMI OpraH 3asBICHHE O PETHCTpAallUHd, a
TaKXKe CIEIYIOIINE TOKYMEHTHI:

a) KOMWs JIOKyMEHTa, IOJATBEP)KJIAIOUIET0 IOJHOMOYMS YIOJHOMOYEHHOIO IPEeACTaBUTENS
MIPOU3BOIUTEINS (M3TOTOBUTENIA);

0) TexHUYecKasi JOKYMEHTALUs IPOU3BOAUTENS (M3TOTOBUTENS) HA MEIUIIMHCKOE U3/IEIHE;

B) OKCILTyaTallMOHHAas JOKYMCHTALUS IIPOU3BOAUTEIIA (I/ISFOTOBI/ITCJU[) Ha MCIUINMHCKOC U3ACIINUEC, B
TOM YHUCJIC HHCTPYKIHUSA 11O ITPUMCHCHUIO UJIM PYKOBOJCTBO IIO 3KCINTyaTallu MEAULIMHCKOTO U3JACIINA,

r) Qororpapuueckre u300pakeHUs OOIIEro BHUJA MEAMIMHCKOIO H3JAEIUs BMECTe C
MPUHAVICKHOCTSIMU, HEOOXOJUMBIMU ISl TPUMEHEHHUS] METUIIMHCKOTO U3JeNHsl MO Ha3HAYeHHIO
(pa3mepom He MeHee 18 Ha 24 canTUMeETpa);

1) OIIUCh IOKYMEHTOB.
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(n. 57(2) BBenen IlocranoBnenuem IpaButenscra PO ot 18.03.2020 N 299)

57(3). B cnyuae ecnu AOKYMEHTHI, yka3aHHble B IyHKTax 57(2) u 57(10) nacrosuux IIpaBui,
COCTAaBJICHBI Ha MHOCTPAHHOM S3BIKC, OHU MPCACTABJIAIOTCA C 3aBEPCHHBIM B YCTAHOBJICHHOM IIOPAOKE
IIEPEBOJIOM HA PYCCKUH SI3BIK.

(. 57(3) BBenen [locranoBnenuem [IpaBurensctea PO ot 18.03.2020 N 299)

57(4). 3asBneHue O perucTpanuuy U JOKYMEHTBHI, IpeaycMOTpeHHble myHkTamu 57(2) u 57(10)
HacTosmux [IpaBuil, MPenCTaBISIOTCS 3asBUTENIEM B PETHCTPUPYIONIMA OpraH Ha OyMa)KHOM HOCHTEIe
HETIOCPEJICTBEHHO HJIM HAIIPABIISIOTCS 3aKa3HBIM MTOYTOBBIM OTIIPABJICHUEM C YBEJJOMJIICHHEM O BPYYCHHUU
Y OITMCBIO BIIOKEHUS MO0 B 3JIEKTPOHHOU (hopMe, IMOAMMCAHHBIE AIEKTPOHHON MO ITHCHIO.

Peructpupyronuii opraH NmpUHMMAeT 3asBJICHHE O PEruCTpalMM M yKa3aHHbIE JOKYMEHTHI IO
ONMCH, KOMHSI KOTOPOW C OTMETKOM O JaTe mpuemMa 3TUX 3asBJICHUS U JIOKYMEHTOB B JIeHb IpHEeMa
BpYyYaeTCsl 3asBUTEII0 UM HANpPABIISIETCS €MY 3aKa3HbIM IOYTOBBIM OTIPABICHUEM C YBEJOMIIEHUEM O
BpPYUYEHUH JINOO B ANEKTPOHHOU (hopMe MO TeIEKOMMYHUKAIMOHHBIM KaHalaM CBSI3U.

(. 57(4) BBenen IlocranoBnenuem [paButenscra PO ot 18.03.2020 N 299)

57(5). Peructpupyromuii opran He BIpaBe TpeOOBaTh OT 3asABUTENS YKa3blBaTh B 3asABICHUU O
perucTpainuy CBEJIEHUS, HE NPEIyCMOTPEHHble NyHKTOM 9 Hacrosimux IlpaBun, um mnpeacTraBiATh
JOKYMEHTBI, HE IpeycMOTpeHHble myHKTamMu 57(2) u 57(10) nactosmux [Ipasun.

(. 57(5) BBenen [locranoBnenuem [IpaBurensctBa PO ot 18.03.2020 N 299)

57(6). B oTHOIIEHNH MEAMLIMHCKOIO U3JIENHsl, BKIIOYEHHOTO B IE€peueHb, B TeueHue 3 pabounx
JHEH co JHS MOCTYIJICHUS 3asiBJICHUSI O PETUCTPALMU U IOKYMEHTOB, NIPEAYCMOTPEHHBIX ITYHKTOM 57(2)
HacTosiux [lpaBui, perucTpupyromuidl opraH MNPOBOJUT MPOBEPKY IOJHOTHL M JIOCTOBEPHOCTU
COJIEp)KalUXCAd B HUX CBEICHHI, B TOM YHCJIE IyT€M CPaBHEHMSI TaKUX CBEACHUU CO CBEJIEHUSIMHU,
IIPE/ICTAaBICHHBIMU B OPSIKE MEXKBEIOMCTBEHHOIO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

(. 57(6) BBenen IlocranoBnenuem [IpaBurensctBa PO ot 18.03.2020 N 299)

57(7). B cnyyae ecnu B OTHONIEHUW MEIUIIMHCKOTO W3MIEHs, BKIIOUYEHHOTO B MEPEUYEHbB, 3asBIICHUE
0 peructpauuu OGOPMIIEHO C HaApYIICHHWEM TOJOKCHUN MyHKTa 9 Hacrosmux [lpaBun u (umm) B
3asIBJICHUU YyKa3aHbl HEIOCTOBEPHBIE CBEJEHUS JUOO JOKYMEHTHI, NPEAYCMOTPEHHbIE IMyHKTOM 57(2)
Hactosiux [IpaBui, npeacraBiieHbl HE B IOJHOM 00BbEME, PETUCTPUPYIOLIUN OpPraH BpydaeT 3asBUTEIIO
yYBEAOMJIEHUE O HEOOXOJIUMOCTH YCTPAaHEHMs BBISIBJICHHBIX HApYIIEHHH B CPOK, HE MPEBbIIIAIOMINNA 5
pabounx gHel, auOO HampaBiseT TaKO€ YBEJOMJIEHME 3aKa3HbIM IIOYTOBBIM OTIIPABJICHUEM C
YBEAOMJIEHUEM O BpPYYEHHHM WM B (OpMe 3JIEKTPOHHOTO JOKYMEHTA, IMOJANKUCAHHOTO 3JIEKTPOHHOMN
MOAINKCHIO, TUOO0 B JIEKTPOHHOHN (popMeE MO TEIEKOMMYHUKAIIMOHHBIM KaHaJIaM CBS3H.
(. 57(7) BBenen IlocranoBnenuem [IpaBurensctBa PO ot 18.03.2020 N 299)

57(8). B oTHOmIEHMM MEIWIIMHCKOTO W3JENUs, BKJIOYCHHOTO B IE€peYeHb, B CPOK, HE
MpEBBIIAIONIMI 5 pabouux JHEH co [HS MNpeACTaBICHUS HaAJIeKaluM 00pa3oM OQOPMIIEHHOrO
3asIBJICHUS O PErucTpaluu M JOKYMEHTOB, NMPEAyCMOTPEHHBIX MyHKTOM 57(2) Hacrosuux IlpaBui, B
MIOJIHOM O0beMe, a TakKe B ClIydae YCTPAaHEHHUS B CPOK, YCTAHOBJEHHBIM NMyHKTOM 57(7) HacTOsIIMX
[IpaBui, BBISBICHHBIX HapylmleHUd U (WIKM) [PEACTaBICHUS  HEJOCTAIOLIUX  JOKYMEHTOB
PErUCTPUPYIOLIUI OPraH OCYIIECTBIISAET CIEAYIOIHE MEPOIIPUATHA:

a) MPUHATUE pEUIEHUS O TOCYAAPCTBEHHOM perucTrpanuy MEIUIUHCKOIO HU3JENUs, KOTOpoe
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oopmIIsIeTCs TPUKA30M PETUCTPUPYIOLIETO OpraHa;

0) odopmieHre U Bbljauya (HAapaBJI€HUE 3aKa3HBbIM MOYTOBBIM OTIIPABJIEHUEM C YBEJIOMIIEHHEM O
BpYyYEHUH WU B (OpMe 3IIEKTPOHHOIO JOKYMEHTA, MOJAMUCAHHOTO AJIEKTPOHHOM MOAMMCHIO, OO0
neperaya B JJIEKTPOHHOW (QopMe 10 TEIEKOMMYHUKALMOHHBIM KaHaJllaM CBSI3U) 3asBUTEINIO
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUSL.

(. 57(8) BBenen IlocranoBnenuem [paButenscta PO ot 18.03.2020 N 299)

57(9). B ciydae ecnu B OTHOIIEHWH MEAMIIMHCKOTO W3NS, BKIIOYCHHOTO B MEPEYCHB, B CPOK,
ycTaHOBIEeHHBIN MyHKTOM 57(7) Hactosmux [IpaBuii, He ycTpaHEeHbI BbISIBJICHHbIE HApYyILIEHUs U (WIK) HE
[Ipe/ICTaBICHbl HEOOXOUMBbIE JTOKYMEHTbI, PETUCTPUPYIOUIUI OpraH NpPUHUMAET pElIeHHE O BO3BpaTe
3asIBJICHHUS O PErucTpalu M JOKYMEHTOB, MPEIYCMOTPEHHBIX NMyHKTOM 57(2) Hactosiuux llpaBum, c
MOTHBUPOBAaHHBIM 000CHOBaHHEM IIPUYUH BO3BpATa.

B ciydyae oTCyTCTBUS MEAMIIMHCKOIO M3JENUs B NepeyHe U (WIKM) HapyLUIeHUS MOJOXKEHUI MyHKTa
57(1) nacrosiuux IlpaBuil perucTpupyromuii opraH NpPUHUMAET pELIEHHWE O BO3BpaTe 3asBIICHUS O
perucrtpany ¥ JOKYMEHTOB, IpPEAYCMOTPEHHBIX NyHKTOM 57(2) Hacrosmux IlpaBun, ¢
MOTHBUPOBAaHHBIM 000CHOBaHHEM IIPUYUH BO3BpATa.

(. 57(9) BBenen Ilocranonenuem [paButenscta PO ot 18.03.2020 N 299)

57(10). B cpok, He mpebimatomuii 150 paboumx mHEH CO JHS TOCYAapCTBEHHOW pEeTrHCTpaluu
MEJIMIIMHCKOTO M3/EIHs, BKIIIOUEHHOTO B MIEPEUYCHb, 3asIBUTEIh 00513aH MPEICTABUTH B PErUCTPHUPYIOITUI
Opras cieayroIiie JOKYMEHTHI:

a) KOMMS JIOKyMEHTa, IOJATBEP)KIAIOUIEr0 IOJHOMOYMS YIOJHOMOYEHHOIO IpPEICTaBUTEIS
MIPOU3BOIUTEINS (M3TOTOBUTENIA);

0) cBeICHHS] O HOPMATUBHOM JOKYMEHTAIIMHM Ha MEAUIIMHCKOE U3/ICTUE;

B) JIOKYMEHTbI, yKa3zaHHble B moamyHkrax "O0", "B" u "r" nmynkra 57(2) nacrosumx IlpaBun (B
cllydyae BHECEHUST B HHMX HM3MEHEHHUS [0 pe3ylbTaraM IPOBEJICHHBIX HCIBITAHUN (HUCCIeT0BaHUN)
MEIIUIIUHCKOTO U3JIEIHS);

') TOKYMEHTbI, TIOATBEPKIAIOIINE PE3yIbTaThl TEXHUUECKUX MCHBITAHUNA MEIUIIMHCKOTO M3AEIus,
BbIJJaHHbIE  (efiepallbHBIM  TOCYJAapCTBEHHBIM  OIO/KETHBIM  yupexJeHueMm "Bceepoccuiickuit
HayYHO-HUCCJIEI0OBATEIbCKUN UM HCIBITATEIbHBIA HHCTUTYT MEIUMUUMHCKONM TexHuku" @enepanbHoit
CITyOBI 110 HAZ30pY B chepe 3apaBooXpaHeHUs (Jaiee - yIpeKICHHE);

)1) AOKYMCHTBI, IIOATBECPKAAOIIUC PE3YIbTATbl TOKCUKOJIOTHYCCKUX I/ICCJ'IC)IOBaHI/If/'I MCIHUIMHCKOT'O
HU3CJIHA, HCIIOJB30BAHUEC KOTOPOTOo IMpeAnojara€t HaJIW4YUuC KOHTAaKTa C OpPraHusMoM UYCJIOBCKaA,
BBIJAHHBIC YYPCIKIACHUCM,

€) JOKYMEHTBHI, MOATBEPXKJAIOLINE pPEe3yJabTaThl HCIBITAHUN MEAUIMHCKOIO M3AENUs B IENIX
YTBEPKICHHUSI TUIA CPEICTB HM3MEPEHUH (B OTHOLIEHUU MEIULMHCKUX HW3JIEIHM, OTHOCAUIMXCSA K
CpeICTBaM M3MEPEHUH, B cpepe rocyaapCTBEHHOTO PEeryJnpoBaHus 0OecreyeHsl €qUHCTBA U3MEPEHUH,
IepeueHb KOTOpBbIX YyTBepxkaaerca MuHuctepcTBoM 3apaBooxpaHeHus Poccuiickoit denepauun),
BBIJIAHHBIE YUPEIKICHUEM;
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) JOKYMEHTBI, MIOATBEPKIAIOIINE PE3yJIbTaThl KIMHUYECKUX HCIBITAHUN MEAUIIMHCKOTO U3/eNus,
IIPOBEJACHHBIX B MEIUUMHCKOW OpraHu3allyd TOCYJAapCTBEHHOW CHCTEMBI  3IPAaBOOXPAHECHMS,
oTBevarouleil  TpeOOBaHUSAM, YTBEPXKICHHbIM MMHHCTEPCTBOM  37paBooxpaHeHus Poccuiickoit
denepanuu;

3) KONMU  JOKYMEHTOB,  THOJTBEP)KIAIOMIMX  KadeCcTBO  JIGKAPCTBEHHOrO  Ipemnapara,
(apmaleBTUUECKON CyOCTaHIIMM, OMOJIOTHYECKOTO MaTepuaia M MHOTO BELIECTBA, C MCIOJIb30BaHUEM
KOTOPBIX MPOU3BEICHO MEIUIIMHCKOE U3JIENIHNE WIIM KOTOPbIE BXOJAT B €r0 COCTAaB U MpEJIHAa3HAUEHbI JIJIs
MIPUMEHEHUS] TOJIBKO C YUETOM Ha3HAYEHUS] MEIULIMHCKOTO W3JIENHsI, ONPEIETICHHOIO TPOU3BOIUTENEM, U
BBIJJAHHBIX B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM CTPaHbI MPOUCXOXKIACHUS JEKApCTBEHHOTO Mperapara,
(dapmaleBTHUECKON CyOCTaHLIMU, OMOJIOTHYECKOr0 MaTeprala U MHOTO BEIIECTBA;

1) OPUTHHAJ PErUCTPALIMIOHHOTO YA0CTOBEPEHMUS,;

K) OTMCh IOKYyMEHTOB.
(n. 57(10) BBenen [loctanosnenuem IlpaBurenscrea PO ot 18.03.2020 N 299)

57(11). B Teuenue 5 pabouux AHEH CO AHS MOCTYIJICHUS JOKYMEHTOB, IPEAYCMOTPEHHBIX ITYHKTOM
57(10) nactosimux [IpaBum, perucTpupyromuii Opran MPOBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH
COJIEp)KalUXCAd B HUX CBEJICHHI, B TOM YHCJIE IyT€M CpPaBHEHUS TaKUX CBEIEHUN CO CBEJIECHUSIMU,
COJIEp)KallUMHUCS B BBIJJAHHOM B COOTBETCTBUM C Hactoauumu [lpaBuiamMu perucTpanyioHHOM
YAOCTOBEPEHHHM HAa MEIMIMHCKOE W3JENIHNE, BKIIOYEHHOE B IEPEYEHb, a TAKXKE IIPEICTABICHHBIMU B
MOPSIIKE MEXKBEIOMCTBEHHOTO HH(POPMAIIHOHHOTO B3aUMOIEHCTBUS.

B ciywae ecnm ykazaHHbIE JOKYMEHTBI MPEICTABICHBI HE B IMOJHOM O0BEME, PErUCTPUPYIOITUN
OpraH Bpy4YaeT 3asiBUTEIIO YBEJOMJICHHE O HEOOXOAUMOCTH B 30-THEBHBIN CPOK YCTPAHUTH BBISIBJICHHBIC
HapymeHuss u (W) TPEICTaBUTh HEAOCTAIONMIUE JOKYMEHTHI JIMOO HAMpAaBIISIET TAKOE YBEIOMIICHHE
3aKa3HbIM IIOYTOBLIM OTIIPABJICHUECM C YBCAOMJICHUCM O BpPYYCHHU HIIM B (1)0pMe SJICKTPOHHOT'O
JOKYMEHTa, MOJIUCAHHOTO  JJIEKTPOHHOM  MOANUCHIO, JUOO B  JJIEKTPOHHOM  (opme 10
TCJICKOMMYHHUKAIIMOHHBIM KaHaJlaM CBS3H.

VYBenomiieHHe B CiIydae €ro HamnpaBieHHUs 3aKa3HbIM IIOYTOBBIM OTIIPABICHUEM CUUTAETCS
MOJIyYE€HHBIM 110 ucTeueHuu 10 pabouux JHEH co THS HaIpaBJIEHUs YBEIOMIICHHUS.
(n. 57(11) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(12). B Teyenue 3 paboumx AHEH CO [HSA TPEACTABICHUS B IMOJHOM OOBEME JOKYMEHTOB,
npeaycMoTpeHHbIX myHKToM 57(10) Hactosimux IlpaBun, a Takke B ciiydae ycrpaHeHus B 30-IHEBHBIHN
CPOK BBIABIEHHBIX HapymieHudl u (uiau) npexncraBieHuss B 30-IHEBHBII CpPOK JOKYMEHTOB,
npenycMoTpeHHbIX yHKToM 57(10) HacTtosmux [IpaBui, peructpupyrouuii Oprai NpuHUMAeT peleHue
0 Hayalie IIPOBEACHUS IKCIIEPTU3bl KauecTBa, 3(P(HEKTUBHOCTU U 0€30MaCHOCTH MEIULUHCKOIO U3/eNusl,
BKJIFOYEHHOTO B IIEPEYCHb.

(n. 57(12) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(13). B cnyuae ecnu B 30-1HEBHBII CPOK HE YCTpaHEHBI BBISBIICHHbIE HapylleHUs U (W) He
IIPEJICTaBJICHbl HEJOCTAIOLIUE JOKYMEHTBI, PETUCTPUPYIOIIUNA OpraH NPUHHUMAET PElIEHHE O BO3BpaTe
JOKYMEHTOB, TpeaycCMOTpeHHbIX nyHKTOM 57(10) wHacrosmmx [IpaBmi, ¢ MOTHBHPOBAaHHBIM
000CHOBaHMEM IIPUYUH BO3BpaTa.

(. 57(13) BBenen [locranosnenuem IpaButensctBa PO ot 18.03.2020 N 299)
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57(14). B Teuenue 3 paboumnx AHEN CO JHS NPUHATHUS PELICHUs O Hayaje MMPOBEICHUS SKCIIEPTU3bI
KayecTBa, A(PQPEKTUBHOCTH M O€30MaCHOCTH MEAMLMHCKUX W3JIeIHM, BKIIOYEHHBIX B IE€pPEYEHb,
perucTpupyromuii opran ogopMmiseT U BbAAECT 3aJaHWE Ha MPOBEACHUE SKCIEPTHU3bl KauyecTBa,
3¢ deKTUBHOCTU U 0€30MaCHOCTH MEAUIIMHCKOTO U3/IENINS SKCIIEPTHOMY YUPEXKICHHUIO.

(n. 57(14) BBenen [loctanosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(15). DOxcneptu3a KaudecTBa, S(DPEKTUBHOCTH U 0OE30MACHOCTH MEAMIIMHCKOTO H3EIHs,
BKJIFOUEHHOTO B I€PEYEHb, MPOBOJUTCS B COOTBETCTBMM C MOANYHKTOM "O" myHkra 21 HacTosIux
[IpaBuir.

(. 57(15) BBenen [loctanonenuem IpaBurensctBa PO ot 18.03.2020 N 299)

57(16). B cpox, He npeBbimaronmii 10 pabounx aHEH cO THS MOJyYEHHUS 3aKIIOYCHHS, YKa3aHHOTO
B nyHKTe 33 HacTosawmux [IpaBui, perucTpupyromuii Oprad OCyIEeCTBISET CACAYIOIINE MEPOTIPUATHS

a) OICHKA 3aKITFOUEHHSI SKCIIEPTHOTO YUPEKICHHS ISl OTIPEICIICHUS] €T0 COOTBETCTBUS 3a/IaHUIO Ha
MPOBEACHUE OKCIEPTU3hl KadecTBa, HS(PPEKTUBHOCTH U OE30MACHOCTH METUIIMHCKOTO H3JIEIHS,
BKIIIOYCHHOTO B TIepeueHb. B ciydae yCTaHOBICHHS HECOOTBETCTBHSI 3aKIIOYEHHUS OSKCIEPTHOTO
VUPEXKACHUST YKa3aHHOMY 3aJaHHI0 TaKOe 3aKIIOYCHHE BO3BPAIIACTCS B JKCIIEPTHOE YYpPEKICHUE Ha
TOopabOTKy, CPOK KOTOPOW COCTaBisieT He Oosiee 2 paboOuymx JHEW CO JHS TOJYYECHHS IKCIEPTHBIM
YUPEKJACHUEM BO3BPAILICHHOTO 3aKIIFOYCHHUS;

0) NpUHATHE PELICHUS O MOATBEPKICHUM IOCYJapCTBEHHON perucTpaluyi MEAULUHCKOTO U3/emus,
BKJIIOUEHHOTO B IIE€pEYEHb, a TaKKEe OQPOpPMIICHHE YBEJOMIIEHHS O MPHUHATOM pELIEHUH M Bbllaya
(HampaBieHUE 3aKa3HBIM IIOYTOBBIM OTIIPABJIIEHUEM C YBEJOMIIEHHEM O Bpydye€HUU HIU B (opme
AJIEKTPOHHOTO JIOKYMEHTa, MOANMCAHHOTO 3JIEKTPOHHOM MOANHUCHI0, JIMOO Iepenada B SIEKTPOHHOU
dbopMe 1O TENEKOMMYHUKALIMOHHBIM  KaHajJlaM CBSI3M) €ro 3asiBUTENI0 C  MPUIIOKEHHEM
nepeoopMIIEHHOTO PEruCTPAllMOHHOTO YA0CTOBEPEHUS;

B) NpHUHATHE peElIeHUs 00 OTMEHE TOCYAAPCTBEHHOM perucrpanuy METUIMHCKOTO W3/Aemus,
BKJIIOYEHHOTO B TEPEYCHBb, KOTOPOE O(POPMIISETCS MPUKA30M PErUCTPHUPYIONIETO OpraHa, ¢ HU3bSTHEM
paHEC BBIJAHHOIO PErUCTPAMOHHOTO YIAOCTOBCPCHUA MW YBCAOMIICHHEM 3aABUTCIIA O IMPHHATOM
peleHun.

(. 57(16) BBenen Ilocranosnenunem IlpaBurenscta PO ot 18.03.2020 N 299)

57(17). OcHOBaHMAMM [ TPHUHATHS PETUCTPUPYIOLUIUM OPraHOM peleHuss 00 OTMeHe
rocy/1apCTBEHHOW PErUCTpaLlMi MEIUIIMHCKOTO U3/IEIHs], BKJIIOYEHHOTO B IEPEUYEHb, SIBIISIFOTCS:

a) 3aKJIII0OYEHUE IKCIIEPTHOTO YUPEKICHUS 10 pe3yIbTaTaM IKCIEPTU3bl KauyecTBa, 3P(HEKTUBHOCTH
n 0€30MacCHOCTH MEIUIIMHCKOTO W3/ENHs, CBHIETEIBCTBYIONIEE O TOM, YTO Ka4ecTBO, W (WMJIN)
ahdexTuBHOCTh, U (MHM) OE30MACHOCTh MEIUIMHCKOTO W3JENHS HE TOATBEPXKICHBI IMOTYyYCHHBIMU
JTAHHBIMU, U (WJIM) O TOM, YTO PUCK MPUUYWHEHUS BPEla 3J0POBBIO IPAKIAH U MEAUIIMHCKUX PAOOTHUKOB
BCJICJICTBUE MPUMEHEHUSI MEIMIIMHCKOTO M3/IeTHUs MpeBbimaeT YOPEKTUBHOCTD €r0 MPUMEHEHHUSI, U (UITN)
0 TOM, YTO MEIUIIMHCKOE H3JCIINE€ HE COOTBETCTBYET TPEOOBAHUSM HOPMATHBHOM JOKYMEHTAIIWH,
TEXHUYECKOW W (WJIM) IKCIUTyaTallMOHHOW JTOKYMEHTAlMM TPOU3BOAMTENS (M3TOTOBHUTENA), U (WIH) O
TOM, YTO JIOKa3aTeIbCTBA 0€301aCHOCTH MEIULIMHCKOTO U3/IENINs OTCYTCTBYIOT;

0) BBISBICHUE PErHUCTPUPYIOIIMM OPraHOM IO pe3ysibTaTaM TOCYAAPCTBEHHOTO KOHTPOJS 3a
oOpallleHneM MEIUIMHCKUX HU3JeJIUA HECOOTBETCTBUSA JAHHBIX 00 A(PQPEKTUBHOCTH U 0OE30IaCHOCTH
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MEUIIMHCKOTO U3JEJINs JaHHBIM O MEIUIIMHCKOM H3/IE€JINH, COJACPKAIIMMCS B 3asIBJICHUU O PErUCTPALIII
U JOKyMEHTaX, IpeycMOTpeHHbIX MyHKTamu 57(2) u 57(10) nacrosmumx [pasui.
(n. 57(17) BBenen [loctanosnenuem IlpaBurenscrea PO ot 18.03.2020 N 299)

57(18). BHeceHue u3MEHEHMH B JIOKYMEHTBI, COJEpXKALIUECS B PETUCTPALUOHHOM JIOCHE
MEJUIIMHCKOTO W3JIeHsl, BKIIIOUEHHOTO B TEPEYEeHb, OCYIIECTBISETCS IOCJIE MPUHSTHUS PELIEHUS O
MOATBEPK/ICHUU TOCYJApCTBEHHON perucTpanuy MEIULHUHCKOIO M3/ENMs B COOTBETCTBUU C IMyHKTaMU
37 -49(2), 51 u 55(1) nacrosmux I[TpaBum.

(. 57(18) BBenen [loctanonenuem IpasurensctBa PO ot 18.03.2020 N 299)

57(19). Beimaua npybnukata peTHCTPAIMOHHOTO  YIAOCTOBEPEHHS METUIIMHCKOTO — W3JACIHA,
BKJIFOUEHHOTO B IE€PEYEHb, TOCYJAPCTBEHHAs PETUCTPALIUS KOTOPOTO MOATBEPXKICHA, OCYILECTBISETCS B
MOPSAKE, IPELYCMOTPEHHOM ITyHKTaMHu 52 u 53 Hacrosuux [Ipasui.

(. 57(19) BBenen [loctanonenuem IpasurensctBa PO ot 18.03.2020 N 299)

57(20). Peructpupyromuii oprad (GopMUpPYyeT PETHCTPANUOHHOE T0CHE€ MEAMIIMHCKOTO H3JETus,
BKJIFOYEHHOTO B MEPEUYCHbB, U3 CICAYIONIUX IOKYMEHTOB:

a) 3asBJCHHE O PErucTpaldd U JOKYMEHThI, MpenycMoTpeHHble nyHktamu 57(2) u 57(10)
Hactosiux IlpaBui, 3ampockl U TOKYMEHTHI, NpeaycMoTpeHHble MmyHKToM 21(1) Hacrosimmx Ilpasui,
3asBJICHUE O BHECEHUM U3MEHEHMM U JOKYMEHTHI, IIPEAYCMOTpPEHHbIE TyHKTOM 38 Hactosamux lIpasui, a
TaKXKe 3as1BJICHUE O NPEJ0CTABICHUN AyOIMKaTa;

0) KomMs 3aJaHus PETUCTPHUPYIONIETO OpraHa Ha TMPOBEACHHE OJKCIEPTH3bl KayecTBa,
3¢ HeKTUBHOCTH U O€30MTACHOCTH MEAUITUHCKOTO U3/ICITHS;

B) 3aKJIIOUEHUs, 0(DOPMIICHHBIE SKCIIEPTHBIM YUPEKICHUEM IPU MTPOBEACHUH IKCIIEPTU3bI KaueCTBa,
3¢ HeKTUBHOCTH U O€30MTACHOCTH MEAUITUHCKOTO U3/ICITHS;

I') KOIIUHU IPUKa30B, 0(GOPMIIEHHBIX PETUCTPUPYIOLINM OPraHOM;

1) KOMHSI PETUCTPALIMOHHOIO YIOCTOBEPEHHUS UM YBEIOMIICHUH, 0()OPMIICHHBIX PETUCTPUPYIOIIM
OpraHoM;

€) Komusl AyOJIMKaTa pPETUCTPAIMOHHOTO YIOCTOBEPEHHs, OGMOPMIICHHOTO PErUCTPUPYIOIIUM
OpraHoM.
(. 57(20) BBenen [loctanonenuem IpasurensctBa PD ot 18.03.2020 N 299)

58. Peructpupyromuii opraH pasMmemaer HH(POpMalKI0, CBSA3aHHYIO C OCYIICCTBICHUEM
roCy/lapCTBEHHOW pEerucTpanuyl MEAMIMHCKOIO W3/€Iusl, BHECEHHWEM HW3MEHEHUH B JIOKYMEHTHI,
COJIeprKaluecs] B PErMCTPallMOHHOM J0Ch€, U Bbladell aAyOiuKaTra perucTpalioOHHOTO YIOCTOBEpEHUS,
Ha CBOeM o(uInaIbHOM caiiTe B MH(POPMAaIlMOHHO-TEIEKOMMYHHUKAIIMOHHOH ceTH "MHTepHer".

(B pen. Iloctanosnenus IlpaBurensctBa PO ot 31.05.2018 N 633)

58(1). DxcrepTHOE YUPEXKACHHUE OCYIIECTBISIET KOHCYJABTHPOBAHME IO BOMPOCAM MPOLEIYp,
CBSI3aHHBIX C TOCYIAPCTBEHHOH pErucTpanueil MEAWIWHCKUX H3JENHH, B TOPSAKE, YCTAaHOBICHHOM
PETUCTPUPYIOIIUM OPTaHOM.

(. 58(1) BBeneH IlocranoBnenuem Ipasutenscta PO ot 10.02.2017 N 160)
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59. Pemenus u geiictBust (Oe3heiCTBHE) PETUCTPUPYIOLIErO OpraHa, IMOBJEKIIME 3a cOo00i
HapyIIeHHE TpaB OPUANYECKOTO JIMIA, WHIUBHIYAIBHOTO TNPEANPHHAMATENS, a TaKXKe 3aKIIOYCHUS
AKCTIEPTHOTO YUPEXKICHHS 110 pe3yIbTaTaM IPOBEIEHHBIX UM B COOTBETCTBHH ¢ HacTosmmu [IpaBrinamu
OKCTIIEPTH3 MOTYT OBITH O00OXaJOBaHBI 3asBUTEJEM B MOPSAKE, YCTAHOBICHHOM 3aKOHOIATEIbCTBOM
Poccuiickoit @enepanuu.

(B pen. Iloctanosnenuii [lpasurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[Ipunoxxenue
K [IpaBuiam rocyrapcTBeHHOM
pPErucTpanuy MEAUIIMHCKUX U31ETUN

NEPEYEHDb
MEOULMUHCKUX U3OENWUA C HU3KOW CTEMEHbLIO MNOTEHLUMANBHOIO PUCKA
UX NPUMEHEHUA, B OTHOLLEHUN KOTOPbIX YCTAHOBJIEHbI OCOBEHHOCTH
roCcYygAPCTBEHHOWU PETMCTPALUU

CHuCcOK M3MEHSIONINX IOKYMEHTOB
(BBeneH Ilocranosienuem IlpaBurensctBa PO ot 18.03.2020 N 299)

Bun HaumenoBanue
1. 104010  KocTiom H30IUpyrOLIMiA
2. 122540 [TepuyaTku cMOTpOBBIC/TIPOIICAYPHBIC U3 JIATEKCA TEBEH,

HEOITyIPEHHBIE, HECTEPUIIbHBIE

3. 122560  IlepuaTku cMOTPOBBIE/IIPOLIEAYPHBIE U3 JIATEKCA T'€BEU, OMYAPEHHBIE

4. 129350 Xasar oneparMoHHbIN 0JHOPA30BOTO UCHOJIb30BAHMS

5. 129380  Xasyat onepanOHHBI MHOTOPa30BOI0 UCIIOJIb30BAHUS

6. 129870 Xaar u30UPYIOIIMHA MHOTOPAa30BOT0 UCIIOIb30BaHUS

7 129880 XaJat u30IUPYIOIIMN 0JHOPA30BOr0 UCIIOIb30BaHUS

8. 132380  Macka smueBast Juisl 3alUThI IbIXaTEJIbHBIX ITyTE€ MHOTOpPa30BOI0
HCII0JIb30BaHUS

9. 139350  IlepuaTku cMOTPOBbIE/IPOLIEAYPHBIE U3 TIOJIUXIOPOIIPEHA,
HEONYyJApPEHHBIE

10. 139360  IlepuaTku cMOTPOBbIE/IPOLIEAYPHBIE U3 TIOJIUXIOPOINIPEHA,
OIy/IpEHHbIE
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11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.

22.
23.
24.
25.
26.

27.
28.
29.

30.

31.

32.

33.

141650
157010
157240
164050
164070
180770
181360
181520
181830
182450
185830

185850
188380
205280
205290
248320

269290
293810
298450

311720

320790

321530

332470

baxunel TOKOHENPOBOASIINE, HECTEPUIIBHBIE

XanaT AJid ManueHTa 0JHOPAa30BOro UCIOJIb30BaHUS
XanaT AJid ManueHTa MHOropa3oBoro MCHOJIb30BaHUS
XaJart npoueaypHbiil 0JHOPA30BOTO UCIOJIb30BAHUS
XaJar npoueaypHblii MHOrOPa30BOr0 MUCIOJIb30BaHUS
Pecniuparop o61iero npuMeHeHus

KocTtrom xupypruyeckuii H30JIMpYyrOIINI

Macka xupypruyeckas MHOTOPa30BOI'0 MCIOJIb30BAHUS
Pecniuparop xupyprudeckuit

Macka xupyprudeckas 0JHOpa30BOr0 UCIOJIb30BaHUS

[lepuaTku cMOTpPOBBIE/IPOLIETYPHBIE HUTPUIIOBBIE, HEOITYIPEHHBIE,
HECTEPHUIIbHBIE

[lepuaTku cMOTpPOBBIE/IPOLIETYPHBIE HUTPUIIOBBIE, OYAPEHHbBIE
KocTtrom xupypruuecknii Ha MaHXXeTax

[lepuaTku cMOTpPOBBIE/TIPOLIETYPHBbIE BUHUIIOBBIE, HEOITYJPEHHbIE
[lepuaTku cMOTpPOBBIE/IIPOLIETYPHbIE BUHUIIOBBIE, OITYIPEHHbIE

KocTtrom xupyprudeckuii 0JHOpa3oBOTO UCHOJIb30BAHUS,
HECTEPHUJIbHBIN

Bbaxumner BOAOHCIIPOHULIACMEIC
Bbaxumner TOKOITPOBOAAIIUEC, HCCTCPHUIIBHBIC

IlepyaTku cMOTpOBBIE/TIPOLIEAYPHBIE U3 I'BAIOJIOBOTO JIATEKCA,
HEONYyJApPEHHBIE

[lepuaTku cMOTpPOBBIE/IPOLIETYPHBIE U3 STUICHBUHUIIALIETATA,
HEOITyIPEHHBIE, HECTEPUIIbHBIE

[lepuaTku cMOTpPOBBIE/TPOLIEYPHBIE HUTPHIIOBBIE, HEOMYAPEHHBIE,
aHTHOaKTepUaJIbHbIE

[TepuyaTku cMOTPOBBIE/TIPOIIEAYPHBIC TIOTUUZONIPEHOBHIE,
HEOMYyJAPEHHBIE

Habop onexibl Xupyprudeckuil/cMoTpoBoi
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34. 349230  IlepuaTku cMOTpPOBBIE/TIPOLIEYPHBIE TOIMU30IPEHOBbIE, Oy IPEHHbIE

35. 351490  IlepuaTku cMOTpPOBBIE/TIPOLIEIYPHBIE U3 JIaTEKCA I'€BEH,
HCONIYAPCHHBIC, HCCTCPUIIBHBIC, aHTI/I6aKT€pI/IaIII)HI)I€

36. 367580  Macka nuueBas s 3alIUThl AbIXaTeIbHBIX IIyTEH 0JJTHOPAa30BOrO
HCII0JIb30BaHUS
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