[locTaHoBneHue lpaButensctBa PO oT
27.12.2012 N 1416
(pean. ot 17.07.2014)
"O6 yTBep)xaeHun NpaBun rocyaapcTBEHHOM
perncrpaumm MeauumHCKnX n3nenmm'



NPABUTENLCTBO POCCUNCKOW ®EOQEPALIUU

NOCTAHOBINEHUE
oT 27 nekabps 2012 r. N 1416

OB YTBEPXXOEHWUW MPABUN ;
rOCYOAPCTBEHHOWU PErT'MCTPALUMU MEOVULUMHCKUX U3OENUN

CnncoK N3MEHSILWMX JOKYMEHTOB
(B pea. NMoctaHoBneHun MpasuTtensctea P® ot 17.10.2013 N 930,
ot 17.07.2014 N 670)

B cootBeTtctBUM co cTtatben 38 PepepanpHoro 3akoHa "OO6 oOcHOBax oOxpaHbl 340POBbS rpaxaaH B
Poccuiickon ®epepaummn” MNpasutenscteo Poccumnckon ®epepauumn nocTaHOBMSET:

1. YTBepautb npunaraemMsle NpaBuna rocygapCTBEHHON perncTpauumn MeauumHCKUX n3genun.

2. YCTaHOBUTb, YTO:

a) perucTpaumoHHble yOOCTOBEPEHUST HA U3Aennst MeOULMHCKOrO HasHa4yeHUst 1 MEeAULMHCKYI0 TEXHUKY C
YCTaHOBMEHHbIM CPOKOM [OEWCTBUS, BblOaHHble OO0 AHS BCTYNNEHWS B CUIY HACTOSILLEro MOCTaHOBMEHWS,
OEVCTBYIOT 0 NCTEYEHUS] YKa3aHHOMO B HUX Cpoka AeNCTBUS;

6) perncTpauMoHHble YOOCTOBEPEHUS Ha W3LENnus MeOMLMHCKOrO Ha3HayYeHusi U MEeOULMHCKYID TEXHUKY
GeccpoYHOro OencTBusl, BblgaHHbIe OO AHS BCTYMSIEHUS B CUINY HAcCTOSLLEro NOCTAHOBIEHUs!, AEACTBUTENbHbI U
noanexar 3ameHe Ao 1 aHBapa 2017 r. Ha perucTpauMoHHble YAOCTOBEpPeHus no dopme, yTBepxaaemoun
depnepanbHon crnybom No Hag3opy B cdhepe 34paBOOXPaHEHUS.

(8 pea. NoctaHoeneHus MNMpasuTtensctBa PP ot 17.10.2013 N 930)

3ameHa  perucTpaumMoHHOrO  yAOCTOBEPEHUs  OCyLlecTBnsieTcss 0e3  MpoxoxaeHus  npouenypbl
rocygapCcTBEeHHON permcTpaummn MeauumMHCKUX U3nenuini Ha OCHOBaHUN 3asiBIeHWs], MpeACcTaBleHHOro 3asiBuTenem
B PenepanbHyto cnyx0y no Hagsopy B cdepe 30paBOOXPaHEHMS, C yKa3aHMeM CBEeOEHWUN, NPedyCMOTPEHHbIX
MpaBunamu, yTBePXAEHHBIMU HACTOSILLIMM MOCTAHOBINEHMEM.

3. locypapcTtBeHHas perucTpauus MeaWUMHCKUX U3OEeNuin, npeacTaBfeHHbIX Ha rocy4apCTBEHHYHO
peructpaumio 40 [AHS BCTYMNfeHUs B CWUMy HacTOsILLEero MOCTaHOBIEHUs, OCYLLEeCTBMASIETCA Ha OCHOBaHWU
OOKYMEHTOB, NpeACcTaBreHHbIX OO0 AHS BCTYMNEHWS B CUMY HACTOSLWLEro nocTaHOBMEHMWS, a Takke 3asiBneHus O
rocygapCTBEHHON perncTpaumMm MeOUUUHCKOTO M3genus, NpeacTaBfeHHOro 3asiBUTenemM B COOTBETCTBUM C
MpaBunamun, yTBEPXKOEHHBIMU HACTOAWMM MNOCTaHoBNeHueM, B deaepanbHyto criyxby no Hagsopy B cdepe
3 paBOOXpPaHEHMS.

4. Peanu3auusi MNOMHOMOYMA, NPEAYCMOTPEHHbIX HACTOSALWMUM MNOCTAHOBMEHMEM, OCYLLECTBNSeTCd B
npegenax ycraHoBneHHbix [lpaButenbctBom Poccuiickon Pepepauum npeneribHOM YMCNEHHOCTU PabOTHUMKOB
LeHTpanbHoro annapata degepanbHOM criykbbl N0 Hag3opy B cdepe 3opaBOOXpaHEHMs, a Takke BoKETHbIX
aCCUrHOBaHWA, NpeanycMOTpeHHbIX Cnyxbe B depepanbHoM GrogxeTe Ha pyKOBOACTBO WM ynpaBeHue B cdepe
YCTaAHOBMEHHbIX PYHKLNNA.

5. HacTosee noctaHoBneHne BctynaeT B cuny ¢ 1 sueapsa 2013 r.

Mpeacepatens lNpaButenscTea
Poccuiickon degepaumm
O.MEOBEJEB

YTBEPXKOEHDI

nocraHoBneHnem [lpaButenscrea
Poccwuiickon depgepaumm

oT 27 nekabpsa 2012 r. N 1416

) NPABUIA )
FOCY[JAPCTBEHHOW PEFUCTPALIMM MEAVLIMHCKNX U3OENMI

CnMCOK U3MEHSIIOLLMX JOKYMEHTOB
(8 pea. NMoctaHoeneHun MNMpasuTtensctBa PO ot 17.10.2013 N 930,
ot 17.07.2014 N 670)



1. Hactoswue lNpaBuna yctaHaBnmBalT NOPsOOK roCy4apCTBEHHOW perncTpaumn MeguLMHCKUX M3genumn,
noanexatunx obpatleHuio Ha Tepputopun Poccuiickon ®enepavmn.

2. F'ocygoapCTBEHHON perncTpauum nognexar nobble MHCTPYMEHTLI, annapaTsbl, Npubopbl, obopyaoBaHue,
MaTepuanbl U NPOYNE U3OENUs], MPUMEHSIEMbIE B MEOULIMHCKNX LENSX OTOENbHO UMK B COMeTaHun mexay cobon, a
TakKe BMECTE C APYrMMU MPUHAANEXHOCTAMW, HeoOXOAMMbIMU ANS MPUMEHEHUS YKasaHHbIX W3Zenun Mo
HaszHa4yeHuto, BKMYas crneunanbHOe nporpammHoe obecrneyeHve, W NpegHasHavyeHHble MNpou3BoOaUTENEM
(n3rotoBuTENnEM) ONsA NPOUNaKTUKA, AWArHOCTMKW, FleYeHus U MeauUMHCKOW peabunutauumn 3abonesaHum,
MOHUTOPMHIa COCTOSIHUSI OpraHuM3ma YerioBeka, NpOoBedeHVMs1 MEeOULMHCKUX WUCCrenoBaHui, BOCCTaAHOBIEHMS,
3aMeLLEeHNsl, U3MEHEHUSS  aHATOMMWYECKOW  CTPYKTYpbl MM uanonormyeckux  yHKUMA  OpraHMama,
NnpefoTBpaLLeHMs UNn npepbiBaHMs GepeMeHHOCTH, (DYHKUMOHANbHOE Ha3Ha4YeHWe KOTOpbIX He peanu3yeTcs
nyTemMm apmMakoriormyeckoro, MMMYHONOIMYECKOrO, FEHETUYECKOrO WM MeTabonmMyeckoro BO3OEWNCTBMS Ha
opraHu3m 4YerioBeka (ganee - MeguuUHCKMe nsgenus).

(8 pea. NoctanoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

MeauvumMHckne uM3genusi, W3roTOBMIEHHbIE MO  WHAMBMAYaNbHbIM  3aka3aM MauWeHToB, K KOTOPbIM
NpeabsBNATCA  crieuuanbHble TpeboBaHUst MO Ha3HAYeHUI0  MeOWMUMHCKUMX  paboTHUMKOB W KOTOpble
npegHasHaydeHbl UCKMOUYUTENBHO ANS JIMYHOrO UCMOSNb30BaHWS KOHKPETHBIM MauUMEeHTOM, roCyAapCTBEHHOMN
perMcTpaumm He nognexart.

3. TocygoapcTBeHHas perMctpaumsi MeauuMHCKUX u3genuii ocylwiectensieTcss ®egepanbHor cnyxboi no
Haa3opy B chepe 34paBoOOXpPaHEHUs (qanee - perucTpupytoLLmin opraH).

4. B HacTosilwmx [NpaBunax Ucrnonb3yoTcs CriefyloLwmne OCHOBHbLIE NMOHSTUS:

"Ge3o0nacHOCTb MeOULMHCKOro M3genua" - OTCYyTCTBME HEeOOoMnyCTUMOrO pUCKa MPUHMUHEHWS Bpeda >KU3HW,
3[40pPOBbI0 YeNnoBeKa M OKpYXalLen cpene npu UCMonb30BaHUM MEOULMHCKOTO U3Oenust Mo HasHadeHuo B
YCINOBUSIX, NPeayCMOTPEHHbIX Npon3BoaMTeENeM (M3roTOBUTENEM);

(8 pea. NoctaHoeneHus MNMpasuTtensctBa P® ot 17.07.2014 N 670)

"Ka4yecTBO MeOMUMHCKOro unsgenusa” - COBOKYNMHOCTb CBOMCTB M XapakTepUCTUK MEAULMHCKOro u3genus,
BAUSIOWNX Ha ero CnocobHOCTb AENCTBOBATb MO Ha3HAYeHW0 NpW YCroBUW COOTBETCTBUSA TpeboBaHUSAM
HOPMaTUBHON JOKYMEHTaLMKN, TEXHUYECKOM M SKCMNyaTaLMOHHOW JOKYMEHTaUumn NpomM3BoanTens (M3rotoBuTens);
(8 pea. NoctaHoBneHun MNpasutensctea PP ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KNuUHn4Yeckne wucnbiTaHua" - paspaboTaHHOe W 3annaHMpoBaHHOE CUCTEMaTMYeCKOe MCcCnenoBaHue,
nNpeanpuHaToe, B TOM 4ucre C yvacTMeM 4ernoBeka B KadecTBe cybbekta Ans oueHkn 6GesonacHoCcTM wm
3P PEKTUBHOCTM MEONLNHCKOrO U3LENNS;

"HopmaTMBHaa OOKYMeHTaumsa" - OKYMEHTbI, pernaMmeHTupyrowme TpeboBaHna 6e3onacHoCTH, KayecTea, a
Takke npegnonaraemyo aMEKTUBHOCTL MPeayCMOTPEHHOrO MPUMEHEHUS U MEeToAdbl KOHTPOMs COOTBETCTBUS
MEeOMLUHCKOro n3genus atum TpebosaHmam;

"perncTpaumoHHoe gocbe" - KOMMMEKT LOKYMEHTOB, NPeACTaBNAeMbIX OS5 rOCYAapCTBEHHOW perncTpawmu,
BHECEHUSI U3MEHEHUIN B PErMCTpaLMOHHOE YAOCTOBEPEHUE Ha MEAULUMHCKOE M3genuve, a Takke KOMUM peLueHui,
NPUHATBIX PEMUCTPUPYIOLLIMM OPraHOM B OTHOLLEHMM KOHKPETHOIO MEAMLMHCKOrO U3aenus;

"TexHudeckasi [OOKyMeHTauus npoussoguTens (M3rotoButens)" - OOKYMEHTbl, pernameHTupyoLmne
KOHCTPYKUMIO MEOULMHCKOrO U3aenus, ycTaHaBnmearoLme TexHu4eckne TpeboBaHusa 1 cogepxalime gaHHble s
ero paspaboTku, Npou3BOACTBa, MNPUMEHEHUS, JKCNyaTauun, TEXHUYECKOro OOBCMyXMBaHWS, PEMOHTa,
YTURM3aLUnM UM YHUYTOXEHUS;

(8 peq. NocTtaHoeneHun MNpasutensctea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TeXHUYECKNE UCMbITaHMA" - UCTBbITAHUA C LeNbio onpeaerieHnst COOTBETCTBUSI XapaKTEpPUCTMK (CBOWCTB)
MEOVUUHCKOTO m3genusd  TpeboBaHWsAM HOPMATMBHOM LOOKYMEHTaLMKW, TEXHUYECKOW W  3KChryaTauuoHHON
OOKyMeHTaLunn NpoM3BOAUTENS (M3rOTOBUTENS) U MPUHATUS NOCNEaYHOLLEro peLleHns 0 BO3MOXHOCTM NpOBEAEHNUS
KMUHWUYECKUX UCTbITaHWI;

(8 pea. NoctaHoBneHun MNpasutensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TOKCUKONOrM4yeckne uccrnenoBaHnsa” - MccnedoBaHuUst B LensiX oueHku Ouonorndeckon 6esonacHocTU
MEOMVLUUHCKOTO M3Oenusa WM NPUHATUS MOCNEedyloLero peleHMss O BO3MOXHOCTU MPOBEAEHUS KITMHUYECKMX
UcnblTaHWI;

"yMOMHOMOYEHHbIN npeacraButens  NpPoOM3BOAUTENS (nsrotosutensa)' - topuguyeckoe  nuuo,
3aperucTtpupoBaHHoe Ha Tepputopun  Poccunckon  ®degepauun,  YNONHOMOYEHHOE  MPOU3BOAUTENEM
(n3roToBUTENEM) MEOULMHCKOTO M3OENUSA NMPEeacTaBnsaTe €ro MHTEepeckl Mo BONpocaM obpalleHUss MeaNLIMHCKOro
nsgenus Ha Tepputopumn Poccuinckon ®efepaummn, B TOM Yucne no Bonpocam npouenyp OLEHKM COOTBETCTBUA U
rocygapCTBEHHON perncTpauumn, Ha MMsi KOTOPOro MOXET OblTb BbiAaHO PErncTpauvoHHOE YAOCTOBEpPEHME Ha
MeOMUUHCKOe N3genve;

(8 pea. NMoctaHoeneHus lMNMpasuTtensctBa PP ot 17.07.2014 N 670)

"aKcnnyaTauMoHHas OOKyMEHTaums npou3BoguTenst (M3rotoButens)" - OKYMEHTbI, MpegHa3Ha4YeHHble A4S
O3HAKOMITIEHUSI MOTPEOUTENS C KOHCTPYKUMEN MEOULMHCKOrO MU3OEenus, pernaMeHTUpyoLLmne ycrioBust 1 npasunia
akcnnyatauum (UCMorfb30BaHME MO HA3HAYEHMIO, TEXHUYECKOE OOCMYXXUBAHWE, TEKYLLMN PEMOHT, XpaHEeHuWe U



TPaHCMOPTUPOBKA), rApaHTUPOBaHHbIE MNPOU3BOAMTENEM (M3rOTOBMTENEM) 3HAYEHMSI OCHOBHbLIX MapaMeTpoB,
XapaKkTepUCTUK (CBOMCTB) MEOULMHCKOrO M3Oenusl, rapaHTuiiHble 00s3aTenbCTBa, a Takke CBeAEeHMs O €ero
YTUNU3aLNM UITN YHUHTOXEHUN;

(B pea. MNocTtaHoBneHun Mpaeutensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"apPEKTUBHOCTL MEOMULIMHCKOTO u3aenusa" - COBOKYNHOCTb CBOWCTB W XapakTepUCTUK MeOULUHCKOro
n3genusi, obecneymBaloLWMX OOCTWXKEHME Uenen npegHasHauYeHusl, YCTaHOBIEHHbIX  MpPOM3BOAMTENEM
(n3roToBuTENEM) N NOATBEPXKOAEHHOIO MPAKTUKON KMMHUYECKOrO NPUMEHEHNS.

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

5. TocymapcTBeHHas pervctpaums MeOuUMHCKUX M3OEenuii NpPoBOAMTCA Ha OCHOBaHWM pe3yrbTaToB
TEXHUYECKUX UCTIbITAHWUIA, TOKCUKONOrMYECKUX UCCIEQOBaHUA, KITMHUYECKNX UCTbITaHWI, NpeacTaBnatowmx cobon
POpMbl  OLEHKM COOTBETCTBMS MELMULMHCKMX W3Oenuin c  y4veToMm Knaccudukaumm B 3aBUCUMOCTA  OT
NOTEHLMAanNbHOro pyUcka Ux NPUMEHEHMS, U 3KCNepPTU3bl kavyecTBa, ahdEKTUBHOCTU M 6e30NacHOCTM MEANLIMHCKMX
n3genuii ¢ ydeTom Knaccudukauum B 3aBUCUMOCTM OT MOTEHUMANbHOTO pUCKa WX MPUMEHEHUsl, a Takke
UCMNbITaHWI B LIENSX YTBEPXKAEHUS TUNa CPeacTs U3MepeHnii (B OTHOLLEHUN MEeLMULMHCKMX U3LEernni, OTHOCSALLMXCS
K cpeacTBaM M3MEpeHUn B cdpepe rocyfapCTBEHHOro perynupoBaHust obecrnedeHuss eauHCTBa WU3MEPEHUN,
nepeyeHb KOTopbIX yTBEPXAaeTca MMHUCTepCTBOM 3apaBooxpaHeHus Poccuiickon depepaumm).

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

ObecneveHne opraHmsauum paboTbl Mo OPMUPOBAHUIO M BeOEHUD HOMEHKNAaTYpHOW Khaccudumkaumm
MeOMLNHCKMX M3Oenuid No BMOaAM OCYLLECTBIISIETCS PErMCTPUPYHOLLMM OpraHoMm.

(ab3au BBeaeH NoctaHoBneHnem Mpasutensctea PP ot 17.07.2014 N 670)

6. [lokyMeHTOM, NOATBEPXKAAIOLLUM (DaKT rOCy4apCTBEHHOW perncTpaumum MeauUmnHCKOro n3genus, sBnaeTca
pervcTpaumMoHHOe yAOCTOBEPEHNE HA MeAULIMHCKOe u3aenue (ganee - permcTpaunoHHoe ygoctoBepeHme). dopma
PErMcTpaLmoHHOro YOOCTOBEPEHUS YTBEPKAAETCHA PErMCTPUPYIOLLIMM OpraHOM.

PernctpaunoHHoe yaocToBepeHne BblaaeTcs 6eccpoyHo.

7. locypmapcTBeHHass MOLWMMHA YynnayvMBaeTcsa B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccuiickon
depepaumm o Hanorax u cbopax.

MHdopmaums o6 ynnate rocygapCTBEHHOM MOLWMMHBI 3anpaluMBaeTCsl PErvcTpupylowMM OpraHom B
nopsigke MeXBedoOMCTBEHHOrO MHAOPMAaLMOHHOIO B3aMMOOEeNCTBMS B COOTBETCTBUM ¢ PedepanbHbiM 3aKOHOM
"O6 opraHusaumm NpegoCcTaBreHns rocygapCTBEHHbBIX M MyHULMNANbHBLIX yCnyr".

8. [na rocynapCTBEHHOW perucTpauuMnm  MeAMUMHCKOro  m3genust  paspaboTynk, npomsBoguTenb
(n3roToBUTENDL) MEOULMHCKOTO U3AENUSA WU YNOSTHOMOYEHHbIN NpeAcTaBuTeNb nNpoussBoguTenst (M3roToBUTENs)
(oanee - 3aaBuTEnNb) NpeacTaBnsaeT NMbo HanpaBnsieT B PErMCTPUPYHOLLMIA OpraH 3asiBNieHne O rocyapCTBEHHOWN
permcTpaumMm MeguuUHCKOro U3genus, a Takke JOKYMEHTbI, ykadaHHble B nyHkTe 10 HacTtosawwmx MNpasun.

(n. 8 B pea. MNMoctaHoBneHusa MNpasutensctea PO ot 17.07.2014 N 670)

9. B 3asBneHuM O rocydapCTBEHHOW perucTpaumMm MeguuMHCKOro u3genusa (ganee - 3asiBNeHWe o
permcTpaumm) ykasolBaloTCs CriegytoLlme cBegeHus:

a) HauMMeHOBaHME MEeOUUMHCKOro u3genua (C  ykasaHuem MpUHaANeXHoOCTen, HeobXoaumbixX Ansi
NPUMEHEHUS MEOULUHCKOTO U3OEeNns No Ha3Ha4YeHMHo);

0) B OTHOLLUEHUN pa3paboTymka - NosiHoe u (B criydae, ecnv MMEEeTCsl) COKpaLleHHOe HauMeHoBaHMe, B TOM
yucne UPMEHHOE HauMeHOBaHWe, OpraHuM3auuMOHHO-NpaBoBasd opma tpuguydeckoro nuua, agpec (Mecto
HaxoXOeHus), a TaKkke Homepa TenedoHOB 1 (B Cryvae, ecrnv UMeeTcs) agpec 3NEeKTPOHHON NOYTbI OPUANYECKOTO
nmua;

B) B OTHOLUEHUN Mpou3BOAUTENS (M3rOTOBUTENS) MEOULMHCKOrO M3genus - nosHoe u (B criyvae, ecnm
MMEETCs) COKpaLLEHHOE HauMeHOBaHWe, B TOM 4ucre (PUPMEHHOE HauMMEHOBaHWEe, OpraHu3aLMOHHO-NpaBoBas
dopma pUaNYECKOro nuua, agpec MecTa HaxoxgeHusd vnum damunus, umsa 1 (B cryvae, ecrnm UMmeeTcs)
OTYECTBO, PEKBU3NUTbI OOKYMEHTA, YOOCTOBEPAOLErO NMYHOCTb, adpec MeCTa XWUTenbCTBa WMHOMBMAYaANbHOro
npegnpuHMMaTens, a Takke Homepa TenedoHOB M (B criyyae, €Cnv UMEETCs) agpec 3NEKTPOHHOW MOoYTh
IOPUANYECKOrO NULa UM MHANBUAYANbHOrO NpeanpuHMMaTens;

(nn. "B" B pea. NoctaHoBneHus MNpasutensctea PP o1 17.07.2014 N 670)

) B OTHOLUEHMWN YMOMHOMOYEHHOIrO NPEACTaBUTENS NPOU3BOAUTENS (M3rOTOBUTENS) - NOSHOE M (B cry4ae,
€crnM  MMeeTcsd)  COKpalleHHOe  HaMMeHOBaHMe, B  TOM  uyucne  (PMPMEHHOE  HauMeHOBaHue,
OpraHM3auMOHHO-NpaBoBas opma pUANYECKOro nuua, agpec (MecTo HaxoXdeHusl), a Tawkke Homepa
TenedgoHoB 1 (B criyyae, eCrnv UMEeTCs1) afpec aNeKTPOHHOW NOYThbl OPUAMYECKOTO NNLLa;

(8 pea. NMoctaHoeneHus MNMpasuTtensctBa PP ot 17.07.2014 N 670)

4) B OTHOLUEHUW HOPUONYECKOrO fuua, Ha WMs KOTOPOrO MOXET ObiTb BbliAAaHO pPErncTpalyoHHOe
yOOCTOBEPEHUE, - NOMHOE U (B Cry4ae, ecnu UMEETCs) COKpalLLEHHOE HaUMEHOBaHMe, B TOM Yucne vpmMeHHoe
HaMMEHOBaHWE, OpraHU3auUMOHHO-NpaBoBas oopma pPUAMYECKOrO nuua, agpec (MECTO HaxOXOEeHWs), a Takke
Homepa TenedOoHOB U (B crnyvae, ecnu NMeeTcs) agpec 3NEeKTPOHHOWM MOYThl OPUANYECKOTO NULA;

€) MeCTO NPOM3BOACTBA MEANLIMHCKOrO U3Aenus;

X) Ha3Ha4YeHNe MeANLIMHCKOro U3aenusl, yCTaHOBNEHHOE Npon3BoanTenem (M3rotoBUTenem);



(B pea. MoctaHoBneHus MNpasuTtenbctBa PP ot 17.07.2014 N 670)

3) BMO MEOUUMHCKOTO M3Oenust B COOTBETCTBMM C HOMEHKNATYpHOW Knaccuduvkaumen meguunuHCKUX
n3agenui;

N) Knacc NoTeHUManbHOro pucka NPUMEHEHUS MEAWNLIMHCKOrO U34ennsi B COOTBETCTBUM C HOMEHKIATYPHOW
Knaccugukaumen MeguunHCKUX N3genuin;

K) kog ObLlepoccuiickoro knaccudgukaTopa npogykuum ans MegULNHCKOro u3genus;

n) ceegeHus o cnocobe nonyyYeHus perMcTpaunoHHOro YO40CTOBEPEHUS, a Takke MHpopMauun, CBA3aHHON C
npoLenypon rocyaapCTBEHHON perncTpaLmn MeguumMHCKOro n3genmusi.

10. [1nsa rocyaapCTBEHHOW perncrpauumn MeauumMHCKOro n3genus NPeacTaBnsaTcsa cneayolwme JOKYMEHTbI:

a) Konusi LOKyMEHTa, MOATBEPXKAAIOLLEro MOSTHOMOYUS YMONTHOMOYEHHOIO NPELACTABUTENSA MPOU3BOAUTENS
(n3rotoBuTENS);

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

6) cBefeHNss 0 HOPMaTUBHOWM AOKYMEHTaLUMM HAa MEQULMHCKOE U3LENKE;

B) TEXHMYECKasn AOKYMeHTaums npoussogmTenst (M3rotoButens) Ha MeauumMHCKoe nsgenue;
(8 pea. NoctaHoBneHun Mpasutensctea PP ot 17.10.2013 N 930, ot 17.07.2014 N 670)

r) SKcnnyaTauuMOHHasi OOKYMEHTauusi npov3BoauTenst (M3roToBUTENs) Ha MeauUMHCKoe u3genve, B TOM
4Yncrne UHCTPYKLUUS NO NPUMEHEHUIO UM PYKOBOACTBO MO 3KCMnyaTaunm MegULMHCKOro U34enus;
(8 pea. NoctaHoBneHun Mpasutensctea PP ot 17.10.2013 N 930, ot 17.07.2014 N 670)

) doTorpadmyeckme n3obpaxeHns obLero Buga MeauUMHCKOro M3genust BMecTe C NpUHagneXxHoCTAMM,
HeoOXoAMMbIMK AN NMPUMEHEHUS MEOMUMHCKOTO M3genust no HasHayeHutio (pasmepoM He MeHee 18 x 24
CaHTMMeTpa);

(8 pea. NoctaHoeneHus MNMpasuTtensctBa P® ot 17.10.2013 N 930)

€) AOKYMEHTbI, MOATBEPKAaoLLME pe3yrbTaTbl TEXHUYECKUX UCTIbITAHWUIA MEQULIMHCKOrO M3aenus;

X) JOKYMEHTbI, MOATBEPKAaloLLME pe3ynbTaTbl TOKCUKONOMMYECKUX UCCenoBaHniAi MeauULMHCKOTO U3aenus,
Mcrnornb3oBaHWe KOTOPOro NpeanoraraeT HanMyne KOHTaKTa C OpraHNM3MOM YenoBeka;

3) OOKYMEHThI, noATBepXaatoLmne pesynbTaTbl UCMbITAaHUA MEeAULMHCKOTO U34Enus B LIENsX YTBEPXKOEHUs
TMNa cpeacTB U3MEPEHUN (B OTHOLLEHUN MEOULNHCKUX U3AENNA, OTHOCALLIMXCSA K CPeAcTBaM U3MEpPEHUn B caepe
rocygapCTBEHHOro perynupoBaHusi obecrneyeHusi eauHCTBa W3MEPEHWUN, NepeyveHb KOTOpbIX YTBEPXOAaeTcs
MwuHncTepcTBOM 3apaBooxpaHeHus Poccuiickon ®egepaunn);

N) ONMCb JOKYMEHTOB;

K) cBedeHus, MOATBEPXKOAOLINE KIMHNYECKYD 3DEKTUBHOCTL M 6E30MaCHOCTb MEOULMHCKUX n3genuin (B
cny4yae, ecnn UMerTcs);

(nn. "k" BBeaeH MNoctaHoBneHnem lMpaeutensctea PP ot 17.07.2014 N 670)

M) NPOeKT NnaHa KIMHUYECKNX UCMbITaHUN MEeOULMHCKOrO M3genumsa ¢ 060CHOBLIBaKOLWMMN €ro Matepvanamm
(B cny4yae, ecnun nmeetcs).

(nn. "n" BBegeH MNoctaHoeneHuem MNpasuTtensctea PO ot 17.07.2014 N 670)

11. B cny4yae ecnu AOKYMEHTbI, ykasdaHHble B NyHKkTe 10 HacToswmx MpaBun, coctaBneHbl Ha MHOCTPAHHOM
A3blke, OHM NPEeOCTaBNATCA C 3aBePEHHbIM B YCTAHOBINEHHOM MOPSAAKe NepeBO4OM Ha PYCCKUM A3bIK.

(8 pea. NocTtaHoBneHus MNpasutenbctea PO ot 17.07.2014 N 670)

12. Cpoks n nocnegoBaTeribHOCTb aAMUHUCTPATMBHBIX MNpouedyp W agMUMHUCTPATUBHBLIX OENCTBUN
perMcTpupyloLero opraHa YycTaHaBnmBalTCsa paspabaTbiBaemMbiM B COOTBETCTBUM C  MOCTaHOBIEHNEM
MpaButenbctBa Poccuiickon Pepepauumn ot 16 maa 2011 r. N 373 agMuMHUCTpPaATUBHbLIM PErfIAMEHTOM
npegocTaBrneHns rocyaapCTBEHHOW YCNYrn MO rocygapCTBEHHON perncTpaLim MeguunuHCKUX n3genuin.

13. 3asdBneHne o0 pervcTpaumm u [OKYMEHTbI, NPeaycMOTpeHHble nyHkTom 10 Hactoawwux [Mpaswmn,
NPeACTaBNATCA 3asBUTENIEM B PErnCTpUpyloWMiA opraH Ha OymaXHOM HocuTene HemnoCcpeaCTBEHHO W
HanpaBnslTCA 3aka3HbIM MOYTOBbIM OTMNPaBEHNEM C YBEAOMIIEHMEM O BPYYEHUN U OMUCHIO BROXEHMS NMbo B
3MEeKTPOHHOM hopMe, NoAMUCaHHbIE ANEKTPOHHOW NOAMUCHIO.

PervctpupytoLwwmin opraH NpMHUMaET 3asiBNieHWe O perucTpaumm n JOKYMEHTbI, MPegyCMOTPEHHbIE MYyHKTOM
10 HacTtosiwmx [lpaBurn, no onucu, KONUs KOTOPOW C OTMETKOW O [aTe npuema YyKasaHHbIX 3asiBrieHus U
OOKYMEHTOB B [€Hb NpuemMa Bpy4aeTcs 3asiBATENO UM HanpaBnseTcs eMy 3aKa3HbIM MOYTOBLIM OTMNPaBiiEHNEM C
yBE€OOMITEHNEM O BPyYEHUM MO0 B 3MNEKTPOHHOW DOPME MO TENEKOMMYHUKALNOHHBIM KaHanam CBSA3W.

(8 pea. NMoctaHoeneHus lMNMpasuTtensctBa PP ot 17.07.2014 N 670)

14. PerncTtpvpylowimii opraH He Bnpaee TpeboBaTb OT 3asBUTENSA yKa3biBaTb B 3aABMIEHUM O perncrpaumu
cBeeHVsl, He MpegyCMOTPEHHble MyHKTOM 9 Hactoswmx [lpaBun, v nNpeoctaBnsaATb LOKYMEHThl, He
npegycmoTpeHHble nyHkToM 10 HacTosawwmx Mpasun.

15. B TeyeHne 5 paboumx [HeW CO [OHA MOCTYNfEeHUs 3asiBlIEHUS O perucTpaumm u LOKYMEHTOB,
NpegycMOTPEHHbIX NyHKTOM 10 Hactoswwmx [NpaBun, pervcTpupylowmn opraH NpOBOAWUT MPOBEPKY MOMHOThI U
JOCTOBEPHOCTU COOEpXKaLMXCA B HAX CBEAEHWUN, B TOM YMCAE MYyTEM CPaBHEHUS] TaKMX CBEAEHUN CO CBEAEHUNSIMMU,
NpeacTaBneHHbIMA B NOPSAKE MEXBELOMCTBEHHOIO MH(POPMALMOHHOIO B3aMMOLENCTBUS.

(8 pea. NMoctaHoeneHus lMNMpaBuTtensctBa PO ot 17.07.2014 N 670)



16. B cnyyae ecnu 3asBneHue 0 peructpaumm oopMeHo C HapyLLEeHNEM MONOXEHUA NyHKTa 9 HACTOALLMX
Mpaeun u (Mnn) B 3asiBNEHUN yKa3aHbl HELOCTOBEPHbIE CBEAEHUS NTNOO JOKYMEHTbI, NPEAYCMOTPEHHbBIE MYHKTOM
10 HacTtoswmx [NpaBun, npeacTaBreHbl He B MOMIHOM OObeMe, PEerMcTpypYHOLLUA OpraH Bpy4YaeT 3asABUTENO
yBeOOMIIEHNE O HeobxoaumocTn ycTpaHeHnss B 30-4HEBHbI CPOK BbISIBIIEHHbIX HapyLleHun u  (unu)
NpeLcTaBneHns LOKYMEHTOB, KOTOPble OTCYTCTBYIOT, MO0 HanpaensieT Takoe yBeAOMSIEHME 3aKa3HbIM MOYTOBLIM
OTNpaBneHveM C YBEAOMSIEHMEM O BpyYEHMM UMM B OPME SrEeKTPOHHOTO [OKYMEHTA, MOAMMCAHHOMO
3NEKTPOHHOW NOANUCHIO, NTMOO B 3MEKTPOHHON (hOPME MO TENTEKOMMYHUKALMOHHBLIM KaHarnam CBS3W.

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

17. B TeuyeHune 3 paboumx AHEN CO OHsS NPeACTaBneHus Hagnexalmm oopa3om ohOPMIIEHHOO 3asBEHNS O
peructpaumMm n B NofiHOM obbeme OOKYMEHTOB, MPedyCcMOTPEHHbIX nyHKToM 10 Hactosiwmx lMpawn, a Takke B
cnyvyae yctpaHeHuss B 30-OHEBHbIA CPOK BbISIBMIEHHbLIX HapylweHud u (Mnu) npeactaBneHus AOKYMEHTOB,
NpPefyCcMOTPEHHbIX NyHKTOM 10 HacToswwmx [paBun, perncTpupylowmin opraH nNpuHMMaeT pelleHne o Havane
rocygapCTBEHHON perncTpaumm MeguunHCKUX U3genui.

18. B cnyyae ecnu B 30-AHEBHBIN CPOK HE YCTPaHEHbI BbIBMEHHbIE HapyLleHUs 1 (Mnn) He npeacTaBreHbl
OOKYMEHTbI, KOTOpble OTCYTCTBYIOT, PErMcCTPUpYIOLLUA opraH NpPUHUMaeT pelleHve O Bo3BpaTe 3asiBNeHus O
peructpaumMm W [OOKYMEHTOB, NpeayCcMOTpeHHbIX nyHktoMm 10 Hactosiwmx [MpaBun, € MOTMBUPOBAHHbLIM
060oCHOBaHWEM MPUYMH BO3BpaTa.

19. NocygapcTBeHHast perncrpauus MeguUMHCKUX M3OEeNuiA OCYLLLECTBINSIETCS PErncCTPUpYoLW MM OpraHoM B
CPOK, He npeBbiwawmii 50 paboymx OHEeWn Co OHS NMPUHATUS PeLUeHMst O Havane rocydapCTBEHHOW perncrpauum
MeOMLNHCKMX U3Oenun.

Cpok npoBeAeHUsT KITMHUYECKMX UCTIbITaHUI MegULMHCKOro n3nenusi B 50-AHEBHbIV CPOK HE BKIOYaeTcs.

20. B TeyeHme 3 paboumx AHEN CO OHA NPUHATMA pPeLleHWs O Hayane rocygapCTBEHHOW perucrpaumm
MEANLUMHCKUX U3OENUA PErucTpupyrowmin opraH odopmMnsaeT M BblgaeT 3afaHue Ha NpoBedeHUe 3KCNepTu3bl
KayecTBa, 3(PPEKTMBHOCTM U 6e30nacHOCTM MeauUMHCKOro wusgenus depgepanbHOMYy rocygapCTBEHHOMY
BIOMKETHOMY yuYpexaeHuo, HaxogslweMmycs B BeOEeHUU pPerucTpypylolero opraHa (ganee - 3KchnepTHoe
yupexgeHue).

21. Okcneptusda kavectBa, OPGEKTMBHOCTM M 6Ge30MacHOCTM MEOMULMHCKOrO usgenus npoBoauTcd
3KCMEepPTHbIM  y4YpeXxaeHMemM Mo3TanHo B COOTBETCTBMM C MOPSiAKOM, yTBepXAaeMbiM  MUWHMCTEPCTBOM
3apaBooxpaHeHunsa Poccurickon ®epepauum:;

a) Ha | aTane ocyLlecTBNAeTCA 3KCnepTnsa 3asiBNeHus O permcTpauum 1 JOKYMEHTOB, yKa3aHHbIX B MyHKTe
10 HacTtoswwmx MNpasun, ona onpegeneHns BO3MOXHOCTU (HEBO3MOXHOCTM) NPOBEAEHNS KIMUMHUYECKUX UCTbITaHWUI
MEeOMLUHCKOrO U3genus;

©) Ha |l sTane ocywecTBnsAeTcs 3KCNepTM3a MOMHOTbI U pe3ynbTaToB MNPOBEAEHHbIX TEXHUYECKMX
UCMbITaHWUIN, TOKCMKOMOMMYECKUX WCCreqOBaHUN, KIMHUYECKUX WCMbITaHUW, a Takke WCMbITaHUn B LEensx
yTBEPXKAEHMSA Tuna cpeactB M3MEpeHMn (B OTHOLUEHMU MEAWUMHCKUX W3OENun, OTHOCALUUXCA K cpeacTtBam
n3mepeHnii B cpepe rocyqapCTBEHHOrO perynmpoBaHnst obecrneyeHns eanHCTBa M3MEPEHUN, NepeYeHb KOTOPbIX
yTBepxxgaetcss MuHucTepctBoM 3apaBooxpaHeHus Poccunckon degepaunn) (ganee - skcneptusda MOMAHOTbI U
pe3ynbTaToB UCMbITAHWUIA U UCCNEeaoBaHWN).

21(1). MNpn npoBeaeHnn akcnepTu3bl kavyecta, 3PEKTUBHOCTU M BE30NaCHOCTU MELULMHCKOro U3genus
(Ha nobom aTane) He ponyckaeTcs UCTpeboBaHME SKCMEPTHBIM YYpexaeHWeMm y 3aaBuTens NMbo MHbIX Nuy,
MaTepuanos, HeOOXOANMbIX AN NPOBEAEHUSA 3KCMEPTU3bI.

B cnyyae HepocTaTOdMHOCTM [ONA  BbIHECEHWS JKCNEPTOM 3aKMYeHMs MmaTepuanoB W CBEAEHWUN,
CoAepXKallMxcs B NPeAcTaBMneHHbIX 3asiBUTENEM 3asBeHWM O pernctpaumm n OOKyMeHTax, npegyCMOTPEHHbIX
nyHktom 10 HacTosawwmx [paBun, aKCnepT CTaBMT BOMPOC O MPEACTaBNeHMM emy HeobXoouMbIX MaTtepuanos U
cBedeHVUn nepen PyKOBOAWUTENEM 3SKCMEPTHOrO YYPEXOEHUs, KOTOpbIM obpawaetcs € COOTBETCTBYHOLLMM
3anpocoM B PErMcTpupyoLLMiA OpraH, BblAaBLUUIA 3aaHne Ha nposefeHue SKernepTusbl. Pernctpupyrowmi opraH B
TeyeHne 2 paboumx OHEW Co OHs MOCTYMMEHUs 3anpoca PyKOBOAWUTENS JKCMEPTHOrO yYpexaeHus Hanpaendet
3as8BMTENIO 3anpoc O NpeacTaBneHnn HeOOXOAMMbIX CBEAEHWUI C yKa3aHMeM XapakTepa 3amevaHui n cnocoba nx
yCTpaHeHus. YKasaHHbI 3anpoc HanpaenseTcss O4HOKPAaTHO W MOXeT ObiTb nepegaH YNoNIHOMOYEHHOMY
NPeacTaBUTENIO 3asBUTENS NUYHO MOA PaCMMCKy, HanpaBfieH Mo MnoyTe 3aka3HbiM MMCbMOM WKW nepedaH B
3MNEKTPOHHON hopMe MO TENEKOMMYHMKALMOHHbIM KaHanam CBsid3u nnbo B opme 3MEKTPOHHOIO AOKYMEHTA,
NMOAMMCaHHOIO 3NEKTPOHHON MOAMUCHIO.

3aaBuTenb 0653aH NpeacTaBuTb OTBET Ha 3anpoc PErMcTpypyHOLLErO OpraHa B CpPOK, He npesbiwatowmn 50
pabounx AHEN CO OHS Mony4YeHnst 3Toro 3anpoca. B TeyeHne 2 pabounx gHeEN co OHA MOCTYMNEHUs OT 3asBUTENS
OTBETA Ha 3anpoC PErucTpupylOLMIN OpraH HamnpaBfsieT TakoW OTBET B 3KCNEpTHoe ydpexpaeHue. B cnydae
HenpeacTaBneHns no ucredyenHnn 50 paboumx gHewn 3asiBMTENEM OTBETa Ha 3anpoC PErncTpypyroLLIMA OpraH B
TeyeHne 2 paboumx OHEWN HanpaersieT B 3KCNEPTHOE yupexaeHne yBeJOMIEHNE O HENPEACTaBNEHNN 3asiBUTENEM
OTBETA Ha 3anpoC PErvcTpUpyOLLEro opraHa Ans MNOArOTOBKM 3aKMOYEHWs] IKCMEPTHOrO YYpEeXOeHust Ha
OCHOBaHUMN JOKYMEHTOB, UMEIOLLMXCS B €r0 PaCMOpPSKEHNN.

Bpemsi co OHS1 HanpaBreHUs 3anpoca permcTpypyoLLero opraHa 4o AHsI MOMyYeHus OTBETA Ha 3anpoc unm



yBEAOMIIEHUS O HenpeacTaBreHMM OTBETa Ha 3anpoc He Y4UTbIBAETCS MpPU MUCUMCIIEHUUM CPOKa MpoBefAeHUst
3KCNepTn3bl KayecTBa, 3P PEKTUBHOCTU 1 6€30NaCHOCTN MEANLIMHCKOrO U3aenusl.
(n. 21(1) BBeaeH lMocTtaHoBneHuem MNpasutensctea PP ot 17.07.2014 N 670)

22. Ha | atane akcnepTtu3abl kadyecTBa, 3(EKTUBHOCTM U 6€30MaCHOCTU MEOULIMHCKOrO U3OEennust aKkcnepTHoe
yypexaeHve B CpoK, He npesbiwatowuin 20 pabounx AHen Co AHS NONnyYeHns 3agaHusl, OCyLLECTBASET criegyoLme
MeponpusaTUs:

a) npoBefeHMe IKCMepTU3bl 3asiBMEHMS O perucTpauum uU OOKYMEHTOB, NPedyCMOTPEHHbIX MyHKTOM 10
HacTodAwmx [MNpaBun, ona onpefeneHns BO3MOXHOCTU (HEBO3MOXHOCTU) MPOBEAEHUS KIUHUYECKUX WCMbITaHUR
MeAULMHCKOro u3genus;

6) opopmneHne 1 HanpaBneHne B PErMCTPUPYIOLLUIA OpraH 3aKo4YeHNst 0 BO3MOXHOCTA (HEBO3MOXHOCTM)
NPOBEAEHUS KITMHUYECKMX WCMbITAHUA MEOUUMHCKOTO u3genust (C  ykasaHvem MpuuMH M 0DOCHOBaHWEM
HEBO3MOXHOCTU UX nposefdeHus), dopma KoToporo yTeepxgaetcs MUHUCTEPCTBOM  34paBOOXpaHeHUs
Poccuickon ®egepaumu.

23. OcHoBaHVMEM Ansi BbIHECEHUS AKCMEPTHBbIM YUpeXOeHUEM 3aKMYeHNs O HEBO3MOXHOCTU NpoBeaeHUs
KNMUHUYECKUX UCMBbITAHUN  MEOULMHCKOrO U3Oenus UnM  HEBO3MOXHOCTW  roCyAapCTBEHHOW perncrpauum
MEANLMHCKOro U3aenus aBnseTcs:

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

a) HecoOTBETCTBME MEOMUMHCKOro m3genus TpeboBaHMSIM HOpPMAaTUBHOW OOKYMEHTaLUW, TEXHUYECKOW W
(vnn) akcnnyaTaunoHHOW AOKYMeHTauuMmn npoussoguTens (M3rotoButens);

(8 pea. NoctaHoBneHun MNMpasuTtensctea PP ot 17.10.2013 N 930, ot 17.07.2014 N 670)

0) oTcyTCTBUME OoKa3aTenbCcTB 6€30MacHOCTM MEAULIMHCKOrO M3nenus.

(8 pea. NoctaHoeneHus MNMpasuTtensctBa P® ot 17.07.2014 N 670)

24. PernctpvpyloLuin opraH B TeyeHne 5 paboumx OHEN CO OHA MOMyYeHWst OT IKCMEPTHOro y4ypexaeHus
3aKIOYEHNsT O BO3MOXHOCTU (HEBO3MOXHOCTM) MPOBEAEHUS KITMHUYECKUX WCMbITAHUA MEOULMHCKOrO M3aenus
OCYLLIECTBNSET criegytoLme MeponpusaTms:

a) oLeHKa 3aKriyeHns Ons onpefeneHns CoOOTBETCTBMA 3afaHuMi0 Ha NPOBEedEeHUe JKCNepTusbl KavyecTsa,
appekTmBHOCTM 1 6€30NacHOCTM MEAULIMHCKOIO U3aenus;

0) NpyHATUE pelleHns O Bblgave paspeLleHuss Ha MNPOBEAEHNE KITMHUYECKUX UCTBbITAaHUA MEeOULUHCKOro
nsgenus unu o6 oTkase B rOCy4apCTBEHHOW peructpaumm MeguuuHCKOro usgenusi, Kotopoe odopmrseTcs
Np1KasoM PerMcTpUpyoLLEro opraHa, 1 yBegomreHme 3asasuTtens O NPUHATOM peLLeHnu;

B) Bbigaya (HanpaBreHne 3aka3HblM MOYTOBbIM OTMPAaBMEHNEM C YBEAOMIEHMEM O BpyYeHUM unu B opme
3MNEKTPOHHOIO OOKYMEHTa, MOANUCAHHOIO 3MEKTPOHHOW MOAMUCHIO) 3asiBUTENO paspelleHus Ha nposedeHve
KMWUHWUYECKUX UCTbITAHUN MEOULMHCKOTO M3genus, dopmMa KOTOpOro yTBEpXKOaeTCs PEerncTpupyowmm OpraHom, u
BHECEHME COOTBETCTBYIOLUMX CBEOEHUA B pPEecTp BblOaHHbIX paspelleHni Ha npoBedeHue  KITMHUYECKMX
UCMNbITaHUN MEANLIMHCKOrO U3Oenus, Nopsaok BedeHUs KOTOPOro yTBEPXKAAEeTCA PerncTpupyowmm opraHom, nubo
yBegomrieHne o6 oTkase B rocy4apCTBEHHON pernctpaumm MeguunHCKOro U3genus ¢ ykasaHuem npudvH oTkasa.

25. OcHoBaHMEM 41151 NPUHATUS pelleHns 06 oTKase B rocygapCTBEHHOW perncTpauumn SBnseTcsa nonyyeHne
PErucTpupyoLWMM OpraHoM OT 3KCMEPTHOro  yYpexaeHus 3akiovyeHWss O HEBO3MOXHOCTW NpoBedeHus
KMUHNYECKUX UCTbITAHUN MEOULMHCKOTO U3Oenusi.

26. KnuHmnyeckve ucnbiTaHUs MeOULMHCKOTO M3Oenus OCYLLEeCTBNSATCA B paMKkax OLLEHKM COOTBETCTBMSA,
NnopsiAoK NPOBeAEHMS KOTOpOK yTBepxaaeTcsa MuHnctepcTesom 3apasooxpaHeHnsa Poccunckon ®egepauun.

KnuHunyeckme ucnbitaHus MeQuUMHCKOrO M3gennsi NpoBOASATCS HA OCHOBaHUWM paspelleHus Ha npoBedeHue
KMWUHWYECKUX UCMbITAHWIN, BbIAAHHOIO PErMCTPUPYIOWMM OpraHoM, a Takke 3akmodeHuss o6  3Tudeckom
OBOOCHOBAHHOCTM MNPOBEAEHUST  KIMHWYECKMX WCMbITaHUW, BbIAHHOTO COBETOM Mo 3Tuke MwuHucTepcTBa
3gpaBooxpaHeHmns Poccuinckon ®egepaunm, B cnyyasix, yCTaHOBIEHHbIX YKkadaHHbIMK [MpaBunamu.

CocTtaB ykazaHHOIO COBeTa MO 3TWKE W MOMOXEHWe O Hem yTeepxgawTcs MuHucTepcTBOM
3apaBooxpaHeHunsa Poccuiickon epepauun.

KnuHnyeckme ucnbiTaHns MeguuuHCKOro u3genusi NpoBOAATCA B MEAMLUHCKMX OpraHu3aunsix, OTBEYaroLLmX
TpeboBaHuAM, yTBEpXaeHHbIM MuHUCTepcTBOM 3dpaBooxpaHeHusi Poccuickon depepaumn. YcTaHOBNEHWE
COOTBETCTBMSA MEOULUHCKMX OpraHusauun aTum TpeboBaHMAM OCYLLECTBSETCH PErncTpupylowmM OpraHom B
nopsigke, yCTaHOBIEHHOM yKa3aHHbIM MUHUCTEPCTBOM.

27. [llepeyeHb MEOULMHCKUX OpraHus3auui, UMerwmx npaBo MNpPOBOAUTb KAMHWYECKUE WUCMbITaHUA
MEOMVLUUHCKUX U3LOENUIA, N PEECTP BbiAAHHbIX Pa3peLLeHniA Ha NPOBEAEHUE KITMHUYECKUX UCTIBITAHUA MEAVNLIMHCKMX
n3genuii onybnmuKoOBLIBAOTCA M pa3MeLLaloTCd PErncTpypyroLLUM OpPraHoOM B YCTAHOBIIEHHOM MM MOpsigKe Ha
cBoeM oomLmanbHOM canTe B MHPOPMaLNOHHO-TENEKOMMYHUKAUVOHHOW ceTu "UIHTepHeT".

28. Tlpu nNpuUHATMM peELIEHNs O Bblgaye paspelleHnsl Ha npoBedeHUe KIAMHWYECKUX UCTbITaHWi
MEOMVLUUHCKOIO M3OEenus pPerncTpupyowmin opraH MpUHMMaeT pelleHMe O MPUOCTaHOBMEHUWM FOCYAapCTBEHHOW
permcTpaumMm MeguuUHCKOrO M3genus A0 OHA NPUHATAS PELLeHns PerMcTpypytowero opraHa O BO30GHOBIEHMM
rocygapCTBEHHOM permcTpaumm MegMUUHCKOro U3nenus, B COOTBETCTBUM ¢ NyHKkTOM 30 HacToswux lMpasun.

29. O KIMHUYECKUX UCTIbITAHUSX MEOULMHCKOTO M34enus 3asBUTENb YBEAOMIISIET PErMCTPUPYIOLLUA OpraH B



TeueHne 5 pabounx gHewn ¢ Havana ux NpoBeAEHUS.

30. Tlo OKOHYaHWM KITMHWYECKMX WCMbITAHUA MEOULMHCKOIO W3LENnvsa  3asiBUTENb NPEeACTaBMnseT B
PErMCTPUPYIOLLMIA OpraH 3asiBlieHne O BO30OHOBIEHUN FOCYAapPCTBEHHON perncTpaumm MeguuuHCKOro u3genus u
pe3ynbTaTthbl KNMMHUYECKUX UCTIbITAHUA MEOULMHCKOTO N3LENWS, a Takke AOKYMEHTLI, yKasaHHble B MognyHkrax "6" -
"3", "k" u "n" nyHkta 10 HacTosawwmx [lpaBun, B criyyae, e€crnvm B HUX BHECEHbl U3MEHEeHWs MO pesynbTaTam
KNMMHUYECKNX UCTIbITAHUIA MEOULMHCKOTO U3genusl.

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

31. Peructpupytowmin opraH B TedeHne 2 paboumx OHen co OHS NOMyvYeHUs 3asiBlieHUs 0 BO30OHOBMEHUN
rocygapCTBEHHOW permcTpaumMn MeauuMHCKOro U34enust U pesynbTaToB KIMHUYECKUX WUCMbITaHUA MeAULIMHCKOro
n3aenusi NpUMHUMaeT peLleHne o BO30OHOBNEHWM rOCy4apCTBEHHOW perncTpaumm MeguunuHCKoro n3genust.

32. Ha Il artane akcnepTu3bl kadecTBa, 3PEEKTMBHOCTM U 6e30MacHOCTU MEOAULMHCKOrO U3genuvs
PErUCTPUPYIOLLMIA OpraH B TevyeHne 2 paboumx [OHENM CO [OHS MPUHATUS pelleHMst O BO30OHOBMEHUM
rocyiapCTBEHHOW perMcTpauuM MeguLMHCKOTO M3Oenusl Ha OCHOBaHWM 3afaHusi Ha MnpoBedeHVe IKCnepTusbl
kayecTBa, 3EKTUBHOCTN N GE30MacHOCTU MEeOULMHCKOrO U3Aenusi, BbidaHHOrO B COOTBETCTBUM C MyHKTOM 20
HacTosilwmx [lpaBun, HanpaensieT B 93KCMNEPTHOE YyypexaeHue MpeacTaBrieHHble 3asBuTenemM pesynbTaThl
KNMUHUYECKUX UCTIbITAHUA MEeOULMHCKOTO U3genusi.

33. OKcnepTHOE yupexaeHne B CpoK, He npesbilwarowuii 10 pabounx gHew co OHS MONyYeHUs [OKYMEHTOB,
yKkasaHHbIX B MyHkTe 32 HacTtoswmx [MpaBun, npoBOAUT 3KCMEPTU3Y MOMHOTbI U pe3ynbTaToB NPOBeOeHHbIX
UCMbiTaHUA N UCCNEQOoBaHUIA, a Takke OodopMisieT U HanpaensieT B PErncTpUpyoLmMiA opraH 3aknyeHne no
pe3ynbTatam 3KCMepTM3bl KavyecTBa, 3PdeKTMBHOCTM U 6e30NacHOCTN MeOULMHCKOro m3genusl, gopma KoToporo
yTBepxaaetca MuHuctepcTBom 3apaBooxpaHeHus Poccuiickon ®egepauun.

34. B cpok, He npesbiwatowmin 10 pabounx gHen Co OHA NONYYEHUs 3aKMoYeHns, Yyka3aHHoro B nyHkTe 33
HacToswwmx MNpaBun, perucTpypyoLwmnin opraH OCyLLecTBRSeT cneayoLme MeponpuaTus:

a) oLeHKa 3aKriyeHns Ons OnpefeneHnss COOTBETCTBUA 3afaHWMi0 Ha NPOBEedEeHUe JKCNepTusbl KavyecTsa,
appekTmBHOCTM M 6E30NaCHOCTM MEQULIMHCKOrO U3genus;

0) NpuHATWE pelleHWs O rocygapCTBEHHOM perucTpaumn MeauuMHCKOro wusgenua munm ob oTkase B
rocygapCTBEHHON perucTpaumm MeguumMHCKOro U3genus, Kotopoe oOopMIISeTCcs MpUKasoM permcTpupyrowero
opraHa, 1 yBefjoMreHne 3asiBUTENS O NPUHATOM peLLeHnm;

B) odopmneHve W Bblgadya (HanpaeneHve 3akasHbIM MOYTOBbIM OTNPaBfiEHNEM C YBEAOMSIEHMEM O
BPYYEHUM UM B (POPME INEKTPOHHOrO AOKYMEHTa, MOAMUCaHHOro 3MeKTPOHHOW nognucelo, nMbo nepegada B
3NEKTPOHHOW (popMe MO TENEKOMMYHUKALMOHHBIM KaHanaMm CBA3W) 3asiBUTENI0 PErMCTPaLOHHOIo Ya0CTOBEPEHNS
nnbo yesegomneHus o6 oTkase B rocygapCTBEHHOW peructpaunv MeOuvLMHCKOro U3Zenus C ykasaHuem MpuyunH
OTKa3sa.

(8 pea. NoctaHoBneHus MNpasutensctea PO ot 17.07.2014 N 670)

35. OcHoBaHveM [nsi NpUHATUSA pelleHuMs 06 oTKase B rocydapCTBEHHOW perncrpauum MeauLUHCKOro
n3genus SBNAeTCs MonydeHue pPerncTpupyrolmM OpraHoM OT 3KCMEPTHOro yuypexaeHus 3akmoyeHus Mo
pesynbTataM  3KCneptu3bl  KadyecTBa, 9ddeKkTMBHOCTM U 6e30mMacHOCTU  MEOULMHCKOro  U3genus,
CBMOETENbCTBYIOWErO0 O TOM, YTO KadecTBO W (Mnn) adpdekTMBHOCTL U (Mnn) 6e3onacHOCTb PErncTpUpPyeEMOoro
MEeOMUUHCKOro M3genus He noaTrBepXaeHbl NonydYeHHbIMU SaHHbIMU, U (MM) O TOM, YTO PUCK MPUYMHEHMS Bpeaa
3[00pPOBbLI0 rpaxdaH U MeanUMHCKUX pabOoTHMKOB BCMEACTBUE MPUMEHEHUS MEeOULMHCKOTO u3genust npesblluaeT
30pPEKTUBHOCTL €ro NMPUMEHEHMS.

36. B TeueHne 1 paboyero gHa nocrie NPUHSTUSA PeLleHnst O roCy4apCTBEHHOW perncTpaunm MeauumuHCKoro
n3genuss PerucTpupylowmnin opraH BHOCUT [daHHble O 3apermcTpMpoBaHHOM MEAWUMHCKOM  M3genun B
roCygapCTBEHHbIN pPeecTp MEeOUUMHCKUX W3OENVWN 1 opraHm3aumi  (MHOuBMAYyanbHbIX MNpegnpuHumaTenen),
OCYLLIECTBNSAIOLNX MNPOM3BOACTBO M M3TOTOBMEHME MEAWLMHCKMX W3Oenuin, B nopsigke, npegyCMOTPEHHOM
nocrtaHoBneHneM lNpaeutensctea Poccuiickon Pepepaumm ot 19 noHs 2012 r. N 615.

(8 pea. NoctaHoeneHus lMNMpasuTtensctBa P® ot 17.07.2014 N 670)

37. BHeceHne n3aMeHeHMN B perMcTpaumnoHHOe yA0CTOBEPEHNE OCYLLLECTBNAETCA B CAeayLUX cryyasx:

a) U3AMEHeHMe CBEAEHUN O 3aABUTENe, BKITHOYas CBEAEHUS:

0 peopraHv3aumnn KpUaM4EeCcKoro nuua;

00 M3MEHeHUM ero HammeHoBaHus (MOfHOro u (B cnydae, ecrnv MMEETCS) COKpaLLEeHHOro, B TOM 4ucrie
(hUPMEHHOIO HAMMEHOBaHUS), agpeca (MecTa HaxOXaeHWs);

00 n3mMeHeHun damunumu, umeHn u (B criyyae, ecnm UMeEETCsl) OTYeCTBa, agpeca MecTa >XUTenbCTBa
WHAMBUAYANbHOIO NpeanpuHUMaTEnsl, PEKBU3NTOB AOKYMEHTA, YAOCTOBEPSIOLLIErO €ro JIMYHOCT;

(ab3au BBeaeH lNoctaHoBneHuem MNpasutensctsa PP ot 17.07.2014 N 670)

0) nsmeHeHve agpeca (Mecta Npon3BOACTBA) MEAULIMHCKOTO U3Oenus;

B) W3MEHEHWE HaMMEHOBaHMS MEOUUMHCKOrO u3genus (B cryvae, ecnu He M3MEHWUINUCb CBOWCTBA U
XapaKTEPUCTUKK, BIMSAIOLLME HA KAa4YeCTBO, 3P EKTUBHOCTb 1 6€30MacCHOCTb MEANLIMHCKOIO N3aenus);

r) NSMEHEHVE CBEOEHWUA O IOPUANYECKOM JMLE, HAa UMS KOTOPOrO MOXET ObiTb BbIJAHO PErMcTpaumMoHHOE
yOOCTOBEPEHUNE, BKIOYasa CBEAEHWS:



0 peopraHusaunn KPUONYECKoro nuua;

006 M3MeHeHUN ero HavMMeHOBaHusi (NMOMHOro M (B crnyyae, ecnv MMeeTcsl) COKpalleHHOro, B TOM uucne
dpMEHHOr0 HauMeHOBaHWS), agpeca (MecTa HaxoXaeHNs);

(nn. "r" BBeaeH lNoctaHoBneHunem MpaButensctea PP ot 17.07.2014 N 670)

4) YykasaHve BuMOa MEOMUMHCKOrO W34enuss B COOTBETCTBMM C HOMEHKNATYpHOW Kraccudmkaumnen
MeOUUUHCKMX n3genui (B criydyae ero otcyTcTBuS).

(nn. "a" BBegeH MNoctaHoBneHuem lMpasuTtensctea P® o1 17.07.2014 N 670)

38. [na BHeCeHUA U3MEHEeHW B permcTpaumoHHoOe YAOCTOBEpPEeHune 3asBuTeNb He nosgHee vem yepes 30
pabounx [OHeAW CO [OHA BHECEHWA COOTBETCTBYHOLLMX W3MEHEHUA MnpeactaBnseT nubo HanpasnsieT B
PErncTpuUpyoLWnMin opraH 3asBrieHne O BHECEHUN WU3MEHEHUW B perncrTpauuoHHoe yaocToBepeHue (fanee -
3asBNIEHNE O BHECEHUU W3MEHeHWI), OPOpMMEHHOe B COOTBETCTBMM C MyHKTOM 9 HacToswwmx [lpasun, ¢
NPUNOXEHNEM YKa3aHHbIX W3MEHEHWA W MNOATBEPXAEHWUS, YTO BHECEHUME W3MEHEHWA B PerncrpauyoHHOe
YyAOCTOBEPEHNE He BrieyeT U3MEHEHUs CBOWCTB M XapaKTEPUCTMK, BMSAIOWMX Ha KayecTBO, 3P(EKTUBHOCTL U
6e30nNacHOCTb MeOWLIMHCKOrO M3AENusl, UM COBEPLUEHCTBYET CBOWCTBA W XapaKTEPUCTUKU MPU HEU3MEHHOCTU
YHKUMOHANbHOIO Ha3Ha4YeHUs 1 (MNK) NpuHLMNa AeNCTBUA MEAMLMHCKOIO U3AENWS, U Cneayolne AOKYyMEHTbI:
(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

a) Konus LOKYMeHTa, MoATBEPKAAOLLEro NOSIHOMOYNSA YNONHOMOYEHHOTO NpeacTaBuTens NPOM3BOAUTENS
(v3roToBuTENS);

(8 pea. NoctaHoeneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

6) HoOMep perncTpaLmMoHHOro JOCHE;

B) OMUCb JOKYMEHTOB.

39. Nomumo 3asBnNeHNs 0 BHECEHUN U3MEHEHUA U OOKYMEHTOB, NPedyCMOTPEHHbIX MYHKTOM 38 HaCTOSALLMX
MpaBun, Takke NpeacTaBnsATCS:

a) B criyyae M3MEHeHUs CBedeHUn O 3asBuTene, a Takke MecTe NPou3BOACTBA MEAULMHCKOro m3genus -
OOKYMEHTbI, MOATBEPXKAAIOLLNE TAKNE U3BMEHEHUS;

6) B cnyyae M3MEHEHWs HaVMEHOBaHWsi MEAMLUMHCKOrO W3fenus u (Mnu) ykasaHus BMaa MeOULMHCKOro
n3genns B COOTBETCTBMM C HOMEHKINaTypHOMN Knaccudukaunen MeauumMHCKUX N3genuin (B cnydyae ero OTCyTCTBUSA):
(8 pea. NoctaHoeneHus lMNMpasuTtensctea P® ot 17.07.2014 N 670)

CBefieHVs1 0 HOPMaTVBHOWM AOKyMEHTaUMN Ha MeAVLMHCKOe n3genwe;

TeXHMYeckass AOKYMeHTauus npoussoauTens (M3roToBUTENs) Ha MEAMUUHCKOE u3fenvie, npueegeHHas B
COOTBETCTBUE C HOBbIM HaVMEHOBaHNEM MeOULIMHCKOro M3aenus;

(8 peq. MNoctaHoBneHun MNpasutensctea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

3KCMNnyaTaumoHHasa OKYMeHTauns NnponssoanTens (M3rotoBuTens) Ha MeaMUMHCKOe nsgenune, B ToM Yncne
WHCTPYKLUMS MO NPUMEHEHWIO UMW PYKOBOACTBO MO 3KChnyaTauum MeOULMHCKOro M3denus, npuvBeAeHHas B
COOTBETCTBUE C HOBbIM HaVMEHOBaHNEM MeOULIMHCKOro M3aenus;

(8 peq. NoctaHoeneHun MNpasutensctea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

doTorpadmyeckne mnsobpaxeHus obwero Buaa MeAUMUMHCKOro M3Oenunst BMECcTe C MNpUHannexHOCTsMU,
HeobxoaMMbIMN AN MPUMEHEHUS MEOULMHCKOrO U3AENUsa Mo HasHayeHuto (pasmepom He MeHee 18 x 24
CaHTMMeTpa).

(8 pea. NoctaHoBneHus MNpasutensctea PO ot 17.10.2013 N 930)

40. B cny4ae ecnv gOKyMEHTbI, NpegycMOTpeHHble nyHkTamu 38 n 39 HacTosawmx NMpaBun, cocTaBneHbl Ha
WMHOCTPaHHOM £i3blke, OHW MPEeACTaBnsloTCA C 3aBEPEHHbIM B YCTAHOBMNEHHOM NOpsiAKke MepeBOAOM Ha PYCCKUWA
A3bIK.

(8 pea. NoctaHoeneHus MNMpasuTtensctBa P® ot 17.07.2014 N 670)

41. 3asBneHne 0 BHECEHUM U3MEHEHWUA U OOKYMEHTbl, MpegyCMOTpeHHble nyHkTamy 38 n 39 HacTosAwmx
MpaBun, NPUHUMAaKOTCA PErmcTpUpyoWMM OpraHoM MO OMWCK, KOMWUSA KOTOPOW C OTMETKOW O AdaTte npuema
yKa3aHHbIX 3asBMeHNs U AOKYMEHTOB B AEHb Nnpuvema BpyyaeTcs 3asBUTEN0 UMy HanpasnseTcs emy 3akasHbiM
MOYTOBbLIM OTMPAaBIIEHWEM C YBEOOMSIEHMEM O BPYYEHUU UK B DOPME INEKTPOHHOTO AOKYMEHTa, NOANNCaHHOro
3MEeKTPOHHOW NOANUCHIO, NMMBO B 3NEKTPOHHON (hopMe MO TENEKOMMYHUKALMOHHBIM KaHarnam CBA3w.

(8 pea. NMoctaHoeneHus MNMpasuTtensctBa P® ot 17.07.2014 N 670)

42. PeructpvpylowiMin opraH He BrpaBe TpeboBaTb OT 3asBUTENs MPeACTaBfeHWs LOKYMEHTOB, He
npeaycMoTpeHHbIX NyHKkTamu 38 n 39 HacToawumx MNpasun.

43. B TeueHne 5 paboumx OHeN CO OHSA MOCTYMNNEHWS 3asBNEHNS O BHECEHUU U3MEHEHUN U OOKYMEHTOB,
npeaycMoTpeHHbIX nyHkTamm 38 n 39 HactosAwwmx NpaBun, percTpypyowuii opraH NPoOBOANT MPOBEPKY MOMHOTbI
N OOCTOBEPHOCTW CBEAEHWN, COOEPXallMXCA B HWX, B TOM 4WCRe MyTeM CPaBHEHWS Takux CBedEeHUW COo
cBeAeHNsAMU, NPeACTaBNeHHbIMU B NOPSAAKE MEXBEAOMCTBEHHOIO MHPOPMALIMOHHOIO B3aMMOLENCTBIS.

(8 pea. NMoctaHoeneHus lMNMpasuTtensctBa PP ot 17.07.2014 N 670)

44. B crniyyae ecnu K 3asiBNEeHU0 O BHECEHUU U3MEHEHUI He npunaratTcs JOKYMEHTbl B COOTBETCTBUM C
noanyHktom "a" nyHkta 39 Hactoswmx [MpaBun u (unu) B 3asBNEHWM O BHECEHUN W3MEHEHUWN YKa3aHbl
He4OCTOBepHble cBedeHuss NMbo AOKyMEHTbl, MpeayCcMOTpeHHble nyHkTamu 38 m 39 HactodAwwmx [lpasun,



npeacraBneHbl He B TMOMHOM OObeMe, PEerncTpypyroLuiA oOpraH Bpy4YaeT 3asBUTENO YBeOOMIIEHVME O
HeobxoaAMMOoCTK ycTpaHeHuss B 30-OHEBHbINA CPOK BbISIBITEHHLIX HAPYLIEHUA U (Mnn) NpeacTaBreHnsl LOKYMEHTOB,
KOTOpble OTCYTCTBYIOT, NMMBO HanpaBnsieT Takoe yBeLoMITEHNE B (DOpPMeE 3MEKTPOHHOIO AOKYMEHTa, NOANMCcaHHOro
3NEKTPOHHOW MOAMMUCHLIO, U B 3NEKTPOHHOW hopMe Mo TENEKOMMYHUKALMOHHBIM KaHanam CBA3WU, U 3aKa3HbIM
MOYTOBLIM OTNPABIIEHNEM C YBEAOMIIEHUEM O BPYYEHUMN.

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

45. B TeyeHne 3 paboumx AHEN CO OHs NpeACcTaBneHus Hagnexalmm oopa3oM ohOpPMIIEHHOTO 3asBEHNS O
BHECEHUM W3MEHEHWA M B MOMHOM OObEME [OOKYMEHTOB, MpedyCMOTPEHHbIX MyHKTamu 38 M 39 HacToALmX
MpaBwun, perncTpupyoLLniA opraH NPUMHUMAaET peLLEHNE O PACCMOTPEHUN YKa3aHHbIX 3asiBNEHUS U JOKYMEHTOB UMK
(B crnyyae WX HecCOOTBETCTBUS MonoxeHusim nyHkToB 38 n 39 Hactosiwmx [paBun) o6 ux Bo3BpaTe C
MOTMBUPOBaHHbLIM 0O0CHOBaHNEM MPUYMH BO3BpaTa.

46. B cny4vae ecnu B 30-OHEBHBIN CPOK HE YCTPaHEHbI BbIBMEHHbIE HapyLleHUsa U (UnK) He npeacTaBrieHbl
OOKYMEHTbI, KOTOpble OTCYTCTBYIOT, PErMCTPUPYIOWMIA OpraH MPUHUMAET pPEeLUeHNe O BO3BpaTe 3asiBMEHUst O
BHECEHUM W3MEHEHMN U [OKYMEHTOB, NPEAYyCMOTPEHHbIX nyHkTamm 38 u 39 Hactoswmx [lpaeun, c
MOTMBUPOBaHHbLIM 0O0CHOBaHNEM MPUYMH BO3BpaTa.

47. BHeceHne M3MEHEHU B permcTpauvoHHoe YAOCTOBEPEHNE OCYLLECTBNSETCS PErMCTPUPYIOLLMM OpraHoM
B CPOK, He npeBbiaowmnin 15 pabounx gHen co gHA NPUHATUS peLleHnst O pacCMOTPEHUM 3asiBNEHUS O BHECEHUM
N3MEHEHUI 1 OOKYMEHTOB, NPeayCMOTPEHHbIX NyHkTamu 38 n 39 HacToswmx MNpasun.

(8 pea. NoctaHoeneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)

48. CpoK MNPUHATUS PErMCTPUPYIOLLMM OPraHOM peLUeHUss O BHECEHWM W3MEHEHWUA B perncrpalmoHHoe
YAOCTOBEPEHNE WCUYUCNSAETCS CO AHA MOCTYNfEeHNs B PEruMcTpUpylLLMiA  opraH Hagnexawmm o6pasom
OCQOPMINEHHOTO 3asiBIEHUS] O BHECEHUU W3MEHEHUA W B MNOMHOM obbeme [OKYMEHTOB, MpenyCMOTPEHHbIX
nyHkTamu 38 n 39 HacToawwmx Mpaswun.

49. lNpn BHECEHUN U3MEHEHWI B PErMCTPaLMOHHOE YOOCTOBEPEHUE PErMCTPUPYIOLLUIA opraH B TedeHue 15
pabounx gHel ocyLlecTBRSeT crieayowme MeponpusaTus:

(8 pea. NoctaHoeneHus lMNMpasuTtensctBa P® ot 17.07.2014 N 670)

a) NPUHATME pPeLLeHNsi O BHECEHUM U3MEHEHUI B PErMCTPaLMOHHOe yA0CTOBEPEHNE, KOTOPOe 0dhopMIISeTcs
NPUKa30M PErMCTPUPYIOLLENO OpraHa;

0) yBegomneHne B MUCbMEHHOW opMe 3asiBUTENS O TMPUHATOM pPELLUEHUN 3akKasHbiM MOYTOBbLIM
OTnpaBneHvemM C yBEOOMIIEHMEM O BpyyYeHun nmbo B OpMe 3MEKTPOHHOro [AOKYMeHTa, MNOAMMCaHHOro
3NEKTPOHHOW MOANUCHI0, UMW B 3NEKTPOHHON hOopMe MO TENEKOMMYHMKALMOHHBIM KaHaram CBSA3M;

(8 pea. NoctaHoBneHus MNpasutensctea PO ot 17.07.2014 N 670)

B) odopmneHve W Bblgadya (HanpaeneHve 3akasHbIM MOYTOBbIM OTNPaBfiEHNEM C YBEAOMSIEHMEM O
BpyvyeHMn nmnbo B dopme ISNEKTPOHHOrO [OKYMEHTAa, MOAMMCAHHOIO SfIEKTPOHHOM MOAMWUCHIO) 3asiBUTEMIO
perncTpaumMoHHOro yaoCTOBEPEHNS.

50. Mpu NPUHATAN peLLEHNST O BHECEHNU U3MEHEHMI B PEMMCTPALMOHHOE YOO0CTOBEPEHMNE PEMNCTPUPYIOLLNIA
opraH OdopMAseT W BblgaeT 3asBUTEN0 pPernmcTpauuoHHOe yOoCTOBEpeHMe C MpOCTaBfeHMEM Ha paHee
BblJAHHOM PErMcTpauMoHHOM YAOOCTOBEPEHMM, OpUrMHaM KOTOpPOro npeactaBnseTcd nubo HanpaBnseTcs
(3aka3HbIM MOYTOBBIM OTMpPaBEHVEM C yBeOAOMIIEHMEM O Bpy4YeHUM NMbO B (POPME SNEKTPOHHOIO AOKYMEHTA,
NOAMMUCaHHOro 3NEKTPOHHON MOAMUCHI0) 3asBUTENEM MPU MOMyYeHNM HOBOTO PErnCTPaLMOHHOIO YAOCTOBEPEHUS,
OTMETKWN O ero HeenCTBUTENBHOCTYU (C YKa3aHnem gatbl).

51. B TeueHne 1 paboyero AHs Nocre MNpUHATUSA PEeLleHns O BHECEHWM U3MEHEHMIN B perncTpauuoHHoe
yOOCTOBEPEHNE COOTBETCTBYIOLME CBEOEHWUS BHOCATCH B rOCY4apCTBEHHbIN PEecTp MeAULUMHCKUX U3Oenui u
opraHm3aumi (MHOUBMAOyanbHbIX NpeanpuHUMaTenen), OCYLECTBASWMNX MPON3BOACTBO M U3rOTOBIIEHME
MEeOMUUHCKMX U3Oenun, B nopsigke, NpeaycMOTPEHHOM nocTtaHoBreHnem lMpaBuTtensctBa Poccuinckon ®epepaunm
oT 19 nioHa 2012 1. N 615.

(8 pea. NoctaHoeneHus lMNMpasuTtensctBa P® ot 17.07.2014 N 670)

52. B cnyyae yTpaTbl permcTpauuoHHOro yaoCTOBEPEHUS UMW €ro MOpYM 3asdBUTENb BrpaBe 0b6paTuTbCs B
PErMcCTpUpPYIOLLMIA OpraH C 3asBIieHNEM O NpegocTaBneHun gybnvkata perncTpalmoHHOro yaocToBepeHus (ganee
- 3asiBeHMe O NpegocTaBneHum gybnvkara).

B cnyyae nopusM pervcTpaumMoHHOrO YAOCTOBEPEHWS K 3asiBMEHVMIO O MpegocTaBneHun aybnukata
npunaraeTcsi ICNOPYEHHOE PErMCTPaLMOHHOE YOOCTOBEPEHME.

53. B Te4yeHune 7 paboumx gHen Co OHS NOMyYeHUst JOKYMEHTOB, YKka3aHHbIX B NyHKTe 52 HacToswwmx lNpasun,
perncTpupyoLwmnn opraH odopmnseT AybnukaT permcTpaLmMoHHOro yaocToBepeHusa Ha bnaHke permcTpauyuoHHOro
yOOCTOBEPEHUSs C MOMeTKamu "gybnukat' wu  "opurMHam perucTpauMoHHOro yOOCTOBEpPEHMS MpU3HaeTCs
HeJenCcTByOWMM" U BpydaeT Takoh f[yonukar 3asBUTEN0 WM HanpaenseT €ero 3akas3HbiM MOYTOBbIM
OTMNpaBneHNEM C YBEAOMITIEHNEM O BPYYEHUM.

(8 pea. NoctaHoeneHus lMNMpasuTtensctBa P® ot 17.07.2014 N 670)
54. PeructpupyroLmnin opraH opmMupyeT pernctpaumoHHoe JOCbe U3 CreayoLwmnx JOKYMEHTOB:
a) 3asiBIeHMe O perncTpaumm n JOKYMEHThI, MpegycMoTpeHHble nyHkToM 10 HacToswmx NpaBun, 3asiBneHve



O BO30OHOBMEHUM TOCYOAPCTBEHHON perucTpaumm MeOUUMHCKOrO  M3Oenusi, 3anpocbl W OOKYMEHTHI,
npegycmoTpeHHble nyHkTammn 21(1) n 30 HacTosawmx MpaBun, 3asBneHne 0 BHECEHUUN UBMEHEHUIN U [OKYMEHTHI,
npegycMoTpeHHble NyHkTamy 38 n 39 HacToswmx MpaBun, a Takke 3asBneHne o NnpegocTaBneHun gybnukara;
(nn. "a" B peg. MNMocTtaHoBneHus MNMpasuTtensctea PO ot 17.07.2014 N 670)

6) KonNusl 3agaHnNs Ha NPOBELEHNE IKCMEPTU3bI KadecTBa, ahEKTUBHOCTN 1 6E30NacHOCTM MeLMLMHCKOro
nsgenus, opopMNeEHHOro PerncTpUpYoLLMM OpraHoM;

B) KONUSA 0GPOPMITEHHOIO PErMCTPUPYIOLLUM OpraHOM paspeLleHns Ha NpoBeAeHne KIUHUYECKUX UCTbITaHWUI
MeAULMHCKOro u3genus;

r) 3aknoyeHus, OOPMIIEHHbIE 3KCMEPTHbIM YyuypexaeHMem npu MNpoBeOEeHUN 3IKCMepTM3bl KayecTBa,
achbdheKkTMBHOCTU 1 6€30MaCHOCTU MEAULIMHCKOrO U3Oenusi;

) KOMuKM NprKasoB, 0OPMIIEHHbIX PEMMCTPUPYHOLLMM OpraHoM;

€) KONus perncTpaLmMoHHOro yaOCTOBEPEHUS UM YBEAOMMNEHUA, 0POPMIIEHHbLIX PEMMCTPUPYIOLLUM OPraHoM;

X) Konus AybnukaTta permcTpaunoHHOro YaA0CTOBEPEHNS, OPOPMITEHHOrO PErMCTPUPYIOLLMM OpPraHoM.

55. B cnyyae HeobxoguMMocTu (MO JKENaHW 3asBUTENs) BHECEHUS W3MEHEHWA B [OKYMEHTbI,
npeoycMOTPEHHbIe MoAnyHKTOM "a" nyHkTa 54 HacTtosAwmx [MpasBun, 3asBuTenb HanpasnseT B pPerucTpupyowmn
OopraH 3asiBrieHMe 0 BHECEHUW U3MEHEHWUI C NpeaCcTaBfeHNnEM OOKYMEHTOB, MOATBEPKAAOLNX TaKNe N3MEHEHUS.

B cny4yae Heo6X0AMMOCTY BHECEHNS U3MEHEHUI B [OKYMEHThI, YKa3aHHble B nognyHkTax "B" u "r" nyHkra 10
HacToAwmx NpaBun, BHECEHNE U3MEHEHWUIA NPOBOAMUTCSA MO pe3ynbTaTtaM IKCNepTU3bl, MPOBEAEHHOW B NOpsake,
aHarnorMyHoM nopsiaky MNpPOBEAEHUST 3KCMepTM3bl kadecTBa, 3QEKTUBHOCTM M Ge30nacHOCTM MefMLMHCKOro
n3genus ons ero rocygapCTBEHHOW permctpauumn B COOTBETCTBUM C NYHKTOM 21 HacToawmx [Npasun.

(n. 55 B pea. NoctaHoBneHus MNpasutenbctea P® ot 17.07.2014 N 670)

55(1). OcHoBaHUsAMU ANSA BbIHECEHUS SKCMEPTHBIM YYpeXaeHUeM 3aKoYeHUs 0 HEBO3MOXHOCTU BHECEHUS
N3MeHEeHWI B JOKYMEHTbI, NPeayCcMOTpeHHble nognyHktamm "B" u "r" nyHkta 10 HacTosawwmx [MNpasun, aBngatoTcs:

a) HEAOCTOBEPHOCTb NPEACTaBMEHHbIX CBEAEHUN, 06OCHOBLIBAKOLLMX BHECEHNE U3MEHEHWI;

0) oTcyTCTBME CBeOeHUN, NoATBEPXKAANWMX HEU3MEHHOCTb (PYHKUMOHANBbHOIO HasHayeHus u  (unu)
npvHUMNa 4encTBUS MeQULMHCKOrO U3Aenusi, B CBA3N C BHOCUMbIMU M3MEHEHUSIMW B JOKYMEHTALMIO.

(n. 55(1) BBegeH MNMocTtaHoBneHvem lMpaeutenscrtea P® ot 17.07.2014 N 670)

55(2). Peructpupytowmii opraH B TedyeHne 2 paboumx OHeW CO OHSA NONydYeHUs IKCMEePTHOro 3aKmoyeHus
NPYHUMAET peLleHne O BO3MOXHOCTU (HEBO3MOXHOCTM) BHECEHUS U3MEHEHU B LOKYMEHTbI, NpeayCMOTPEHHbIE
nognyHKToM "a" nyHkta 54 HactosAwmx NpaBun, 1 yBEAOMNSIET O CBOEM PELUEHUN 3asBUTENS MO NOYTE 3aKa3HbIM
NMMCbMOM UMW B 3MNEKTPOHHOM hopMe MO TENEKOMMYHMKALMOHHBIM KaHanam CBA3W.

OcHoBaHMeM Ans NPUHATUS pelleHns o6 oTKase BO BHECEHWM U3MEHEHWIN B JOKYMEHTbl Ha MeOULMHCKOe
nsgenve SABMASETCA MOMyYeHWe pPerncTpupyrowmM OpraHoM OT 3KCNEPTHOrO yuYpexaeHust 3akmiodeHus o
HEBO3MOXXHOCTU BHECEHMWS UBMEHEHWI B JOKYMEHTbI Ha MeAULIMHCKOe u3genue.

XpaHeHne permcTtpauMoHHOro [OOCbe  OCYLLECTBASETCH  PerucTpyMpylolum OpraHoM B Mopsigke,
YCTaHOBMEHHOM 3aKkoHoAaTenbCTBOM Poccuiickon ®enepaumm 06 apxmBHOM aene.

(n. 55(2) BBeaeH MNoctaHoBneHnem lMNpasutensctea PO ot 17.07.2014 N 670)

56. B pernctpaLMoHHOM yAOCTOBEPEHNM YKa3blBAlOTCA Crieqyloline CBeaeHns:

a) HauMMeHOBaHME MEeOUUMHCKOrO u3genusa (C  yKasaHMem MpUHaANeXHoOCTen, HeobXoaumbiX Ansi
NPUMEHEHUS MEOULNHCKOTO U3OEeNns No Ha3HaYeHMHo);

0) naTta rocygapCTBEHHOW perMcTpaumn MeanuUmMHCKOro N3nenmnsi u ero perMcTpaLMoHHbI HOMEP;

B) B OTHOLUEHMW HOPUANYECKOrO NMLa, Ha UMS KOTOPOro Bbl4aHO PerucTpauMoHHOE yOOoCTOBEepeHue, -
nomnHoe u (B cnyvae, ecnu MMeeTcs) COKpalleHHOe HavMMeHOBaHve, B TOM uyucne (prvpMeHHoe HavMeHOoBaHwue,
opraHu3auMoHHO-NpaBoBasa hopma 1 agpec (MECTO HaxXoXOeHWs);

r) B OTHOLIEHWM NPOM3BOAMTENS (M3rOTOBMTENS) - MONHOe M (B Crly4vae, ecnn MMeeTcs) COKpalleHHoe
HaMMEHOBaHWe, B TOM 4ucre (PUPMEHHOE HaMMeEHOBaHWE, OpraHu3aunoHHO-NpaBoBas dopma u agpec MecTa
HaxoXgeHnsa wnn damunus, ums u (B crnydae, €eCcnu WMEeTCs) OTYEeCTBO, PEKBU3WTbI [AOKYMEHTa,
yOOCTOBEPSIOLLLErO NIMYHOCTb, MECTO XUTENbCTBA NHAMBUAYANBHOMO NPeanpuHMMaTens;

(mn. "r" B peq. MNMoctaHoBneHus MNMpasuTtensctea PO ot 17.07.2014 N 670)

) MECTO NpOM3BOACTBA MEAMULMHCKOIO N3Enus;

€) HOMEep PerncTpaLmMoHHOro 4OChE;

X) BMA MEOWLUHCKOTO Mu3dennsi B COOTBETCTBUM C HOMEHKIATYPHOW Kraccudukaumen MepuLMHCKMX
nsgenvin, yteepxgaemon MuHncTepcTBoM 3gpaBooxpaHeHusa Poccurickon degepauum;

3) Krnacc noTeHUManbHOro pucka NpUMEHeHnss MeANLMHCKOrO U3denns B COOTBETCTBUM C HOMEHKIATYPHON
knaccudukaumen MeauUMHCKUX u3genuin, yTeepxgaemon MuHUCTEpPCTBOM 3ApaBooxpaHeHusi Poccuickon
denepaumy;

n) ko ObLLepOCCMICKOro KrnaccuukaTopa NPoAYyKUMN AN MEAULMHCKOrO N3genust.

57. PernctpvpytoLmn opraH npuHMMaeT pelleHme o6 OTMEHe rocyJapCTBEHHON pernctpaumm MegmuuHCKOro
n3genus B Criedyowmnx criyyasix:

a) nogava 3asBuUTENem 3asiBNeHns o6 0TMEHe rocyaapCTBEHHOM perncTpaunm MeauLMHCKOro N3genus;



0) BblHECEHME CyOM peLleHusi O HapyLleHUW npaB npaBoobnagartens Ha pesyrnbTaTbl UHTENMNEKTyanbHON
0EesATenbHOCTU N NMPUPaBHEHHbIE K HAM CpeAcTBa MHAMBUAYanm3aumm npy obpailleHnm MeguuuHCKUX n3nenui;

B) NpefcTaBrneHne ynornHoMoveHHbIM [paButensctBoM Poccuiickonn Pepepaummn denepanbHbiM opraHoM
NCMONHUTENBHOW BracTu Mo pesynbTaTaM OCYLLEeCTBNSEMOro UM rocy4apCTBEHHOro KOHTpons 3a obpalieHnem
MEeOMLIMHCKUX M3Oenuii, cBedeHun, noaTrBepxaalwmx dakTbl 1 06CTOATENbCTBA, CO3AalOLLME Yrpo3Y KU3HU U
3[,0POBbIO rpaXdaH U MEOULNHCKUX PabOTHUKOB NPY MPUMEHEHUN U SKCTNyaTaunM MEAULUHCKMX U3OENNA.

58. Peructpupytowwimin opraH pasmeLtaeT MHOPMAaLMIO, CBA3aHHYHO C OCYLLECTBIEHUEM FroCyaapCTBEHHOM
permctpaumMm MeauLMHCKOro usfenusi, BHECEHMEM U3MEHEHUN B PErucTpauvoHHOE YAOCTOBEPEHWE U BbiOayen
aybnukata perncTpaumoHHOro yOOCTOBEPEHUS, Ha CBOEM opmumansHOM caunTe B
NMHGOPMALIMOHHO-TENEKOMMYHUKaLMOHHON ceTu "UHTepHeT".

59. Peluenuns n gerictens (besnencteme) permcTpmMpyoLero opraHa, nosnekwme 3a cobo HapyLleHne npas
IOpPUANYECKOrO Nuua, MHAMBMAYaNbHOrO NpeanpuHMMaTens, MoryT ObiTb 00XanoBaHbl 3asBUTENEM B NOpsiOKe,
YCTaHOBMEHHOM 3aKkoHoAaTenbCcTBOM Poccunckon denepawmu.

(8 pea. NoctaHoBneHus MNMpasuTtensctea P® ot 17.07.2014 N 670)




