JEYCTAHBAPT

NMPABUTENbLCTBO POCCUACKOWN ®EQEPALIUU

NOCTAHOBIEHME
oT 27 pekabps 2012 r. N 1416

OB YTBEPXXOEHMUWN NPABUI1 5
roCYAAPCTBEHHOM PETMCTPALMN MEOULMHCKUX U3OENUA

Cnncok n3aMeHsIILLNX JOKYMEHTOB
(8 pea. NoctaHoBneHun MNpasuTtensctea PO o1 17.10.2013 N 930,
ot 17.07.2014 N 670)

B cooteetctBMM co ctatbenn 38 PepepanbHoro 3akoHa "OO OCHOBax OXpaHbl 300POBbS rpaxaaH B
Poccuiickon ®epepaummn” MNMpasutenbcteo Poccuickon degepaumm nocTaHOBNSAET:

1. YTBepanTb npunaraemole [paBuna rocygapcTBEHHOM perncTpauumn MeguumMHCKUX U3genun.

2. YCTaHOBUTb, YTO:

a) perucTpaumoHHble YOOCTOBEPEHMSA Ha M3gennst MeAUUMHCKOro HasHayeHns U MEeOULMHCKYI0 TEXHUKY C
YCTAHOBMEHHbIM CPOKOM [OEWCTBUSA, BblOaHHble A0 AHS BCTYMNMEHUS B CUNY HACTOSILLEro MOCTaHOBMEHWS,
OENCTBYIOT 40 UCTEYEHMS YKa3aHHOIo B HUX CPOKa AENCTBUIS;

©) permcTpauMoHHble YOOCTOBEPEHUS HA W3LENUS MEAWLMHCKOrO HasHayeHWst U MeAULIMHCKYIO TEXHUKY
GeccpoYHOro OencTBusl, BblgaHHblE 0O OHSA BCTYMMEHUS B CUNY HACTOSILLErO MOCTAHOBIEHUS, AENCTBUTENbHbI U
nognexat 3ameHe Ao 1 aHBapa 2017 r. Ha perucTpauMoOHHble yaocToBepeHus no dopme, yTBepXaaemon
depepanbHoli cnyxboi No Hag3opy B cdepe 30paBoOOXPaAHEHNS.

(8 pea. NoctaHoBneHus MNpasutensctea PP o1 17.10.2013 N 930)

3ameHa  perncTpauMoHHOro  YAOCTOBEpPEHWs  ocyllecTBnsdetca 6e3  mpoxoxgeHwus — npoueaypbl
rocygapCTBEHHON perncTpaumm MeguumMHCKMX U3genun Ha OCHOBaHUW 3asaBreHWs, NPeaCcTaBeHHOro 3asaBuTenem
B ®egepanbHyto cnyxby no Hag3opy B cepe 30paBOOXpaHEHWs, C yKa3aHueM CBeOeHWMr, NpeayCMOTPEHHbIX
MpaBunamu, yTBEPXXAEHHBIMU HACTOALLMM MOCTaHOBNEHNEM.

3. TocypapcTBeHHas perucTpaumst MeauUMHCKUX W3Oenuin, NpeAcTaBreHHbIX Ha rocyaapCTBEHHYHO
perncTpaumio 00 AHS BCTYMMEHWS B CUNYy HACTOSILLEro MNOCTaHOBMEHMWS, OCYLLECTBMSIETCA Ha OCHOBaHUU
OOKYMEHTOB, NpeAcTaBMneHHbIX OO0 OHA BCTYMNMEHUS B CUMY HACTOSALLEro MOCTaHOBIEHUS, a Takke 3asiBMeHus O
rocylapCTBEHHOW perncrpaumm MeauuuHCKOro u3fenusi, npeacTaBfeHHoro 3asiBUTeneM B COOTBETCTBUU C
MpaBunamu, yTBEpPXKAEHHbIMW HacTOSILLUM MocTaHoBneHMeMm, B PepepanbHyto cnyxby no Hagsopy B cdepe
3[,paBOOXpPaHEHUS.

4. Peanusauus NOMHOMOYMI, NPEAYCMOTPEHHbIX HACTOAWMM MNOCTAHOBMEHMEM, OCYLUECTBMSETCS B
npegenax ycrtaHoBneHHbix [lMpaButenbctBom Poccurickon depepauum npegernbHON YUCNEHHOCTU pabOTHUKOB
ueHTpanbHoro annapata ®egepansHon cnyx0Obl N0 Hag30py B cdepe 34paBOOXpaHEHWs, a Takke OIOXKETHbIX
accurHoBaHui, nNpegycMoTpeHHbIXx Cnyxbe B degepanbHOM GrogKeTe Ha pyKOBOACTBO M ynpasneHue B cdepe
YCTaHOBMEHHbIX (PYHKUUHA.

5. Hactosiwee noctaHoBrneHve BcTynaeT B cuny ¢ 1 aHBaps 2013 r.

Mpencepatens MpaButenbcTBa
Poccuiickon deaepavmm
O.MEOBELEB

YTBEPXKOEHDI

nocraHoBneHvem lNpaButenbcTea
Poccwuiickon deagepaumm

oT 27 pekabpst 2012 r. N 1416

) NPABUNA )
FOCYIAPCTBEHHO PEMMCTPALIMM MEAVNLIMHCKWX U3AENWIA

CnMcoK N3MeHSALWNX JOKYMEHTOB
(B pea. NoctaHoBneHun MNMpasuTtensctsa PP o1 17.10.2013 N 930,
ot 17.07.2014 N 670)

1. HacTtosawume lMpaBuna ycTtaHaBnMBalOT NOpPSA0K rocydapCTBEHHON PerucTpaumMm MeguumMHCKUX nsgenun,
noanexawmx obpatleHuno Ha Tepputopumn Poccuinckon degepaumm.

2. ['ocypapcTBeHHOW perncTpauun nognexar niobble MHCTPYMEHThI, annapaTsbl, Nnpubopsl, 06opyaoBaHue,
MaTepuansl 1 Npodne n3genus, NPUMeHsIeMbIE B MEOULMHCKNX LENSX OTAENbHO NN B CoYeTaHUM mexay cobon, a
Takke BMeCTe C APYrMMU MPUHAANEXHOCTAMWU, HEOOXOAMMbLIMU LAMS MPUMEHEHUS YKa3aHHbIX W34envn Mo
Ha3Ha4YeHuto, BKIlOYaAs chneunanbHoe nporpamMmmMHoe obecneveHnMe, UM nNpeaHas3Ha4YeHHble MPOU3BOAUTENEM



(n3rotoBuTEnem) AN NPoMUNAKTUKWA, OMArHOCTMKW, NEYEeHUs U MeauUMHCKOW peabunutauum 3aboneBaHum,
MOHUTOPWHIa COCTOSIHUSI OpraHmama 4erioBeka, NpoBeAeHUst MEeAUUMHCKUX WCCReAoBaHWUi, BOCCTaAHOBIEHMS,
3aMeLlleHns, M3MEHEHUA  aHaTOMWYEeCKOW  CTPYKTYpbl UM (pU3MONorMyecknx  yHKUMWA  OpraHn3ma,
npenoTBpaLleHns Unu npepbiBaHna 6epemMeHHOCTU, (PyHKUMOHaNbHOE Ha3Ha4YeHWe KOTOpbIX He peanusyeTcs
nytem apmMakonormyeckoro, WMMYHONOMMYECKOro, TFeHEeTUYECKOro wnn metabonmnyeckoro BO3OENCTBUSA Ha
OopraHuam 4enoBeka (ganee - MeguUMHCKMe nsgenus).

(8 pea. NoctaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

MeguunHckne wuns3genus, U3roTOBMEHHbIE MO  WMHAMBMAYaNbHbIM  3aka3aM MauMEeHTOB, K KOTOPbIM
npeabsBnsalTCA  cneumanbHble TpeboBaHMs MO  Ha3HAYeHW  MeOUUMHCKMX paboTHMKOB U KOTOpble
npegHasHayeHbl UCKMIOYMTENBHO ANS FIMYHOMO UCMOSb30BaHUSA KOHKPETHbIM NauueHTOM, rocyaapCTBEHHON
peructpauumn He nognexar.

3. TocygapcTBeHHas pervctpauus MeauuMHCKUX usgenui ocyuiectensieTca deagepanbHon criyxbor no
Haa30py B cchepe 34paBOOXpaHeHMs (Janee - perMcTpupyoLwuin opraH).

4. B HacTosAwwMmMX [NpaBunax ncnonb3ytTcs CreayoLlme OCHOBHbIE NOHATUS:

"6e30nacHOCTb MEAMLMHCKOro M3genusi" - OTCYTCTBME HEeOoMnyCTMMOrO pucKa MPUYUMHEHUS] Bpeda >KU3HW,
3[0POBbIO0 YerioBEKa W OKpYXawwen cpede npu MCMNonb3oBaHMM MEOULMHCKOTO W3OEenusi Mo Ha3HavyeHul B
YCIOBUSAX, NPeAYCMOTPEHHbBIX Npon3BoauTenem (M3roToBUTENEM);

(8 pea. NocraHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

"Ka4yecTBO MEAMLMHCKOro usgenusa" - COBOKYNMHOCTb CBOMCTB M XapaKTePUCTUK MEOULMHCKOro mnsaenus,
BNUAIOLLMX Ha €ro CcrnocobHOCTb [EeNCTBOBaTb MO HA3HAYEHUIO MpU YCMOBUM COOTBETCTBUSA TpeboBaHUAM
HOPMaTUBHOMN JOKYMEHTaLUKN, TEXHNYECKON U SKCNIyaTauMOHHON JOKYMEHTauum npomssBoantens (M3rotosuTens);
(B pea. NocraHoBnenuin Mpasutensctea PP ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KNMHUYECKMe WUCNbITaHMa" - paspaboTaHHOe W 3annaHMpoBaHHOE CUCTEMATUYECKOE WCCredoBaHue,
npeanpuHATOe, B TOM YMCME C y4yacTMEM YerioBeka B KayecTBe CyObekTta Ans oueHKkn 6esonacHoctu wu
30pPEeKTUBHOCTN MEOANLIMHCKOIO M3Oenus;

"HopMaTuBHas OOKYMeHTauuMa" - OOKYMEHTbI, pernaMmeHTupytowme TpeboBaHms 6e30nacHOCTH, KayecTea, a
Takke npeanonaraemyo 3¢peKTMBHOCTL NPEAYCMOTPEHHOIO MPUMEHEHUS U METoAbl KOHTPONSA COOTBETCTBUS
MEeAMLMHCKOro usgenus aTum TpeboBaHMAM;

"perncTpaunoHHoe aocbe" - KOMMNMEKT AOKYMEHTOB, NpeAcTaBnsgeMblX AN rocyAapCTBEHHON perncrpaumm,
BHECEHUS] UBMEHEHMI B PErMCTPaLUOHHOE yOOCTOBEPEHME HA MEeOMLMHCKOE M3Oenve, a Takke KON peLueHun,
NPUHATBIX PETNCTPUPYIOLLMM OPraHOM B OTHOLLEHUN KOHKPETHOrO MeANLIMHCKOro n3genus;

"TexHudeckass [JOKyMeHTauusa npousBoauTens (M3rotoButens)" - OOKYMEHTbl, pernameHTupyoLlime
KOHCTPYKLMIO MEOULMHCKOIO U34enus, yCTaHaBnMBaloLne TeEXHNYECKNE TpeboBaHUSA U coaepallume AaHHble ans
ero paspaboTku, MNPOM3BOACTBA, MPUMEHEHMUS!, JKChfyaTauun, TEXHMYECKOrO OOCNYy>XUBaHUS, PEMOHTA,
YyTURM3auUnm U YHUYTOXEHUS;

(8 pea. NoctanoBnenuin MNpasutensctea PP o1 17.10.2013 N 930, o1 17.07.2014 N 670)

"TEXHWYECKME UCMbITAHUS" - UCMbITaHUSA C LieNbl0 OMNpeferieHnsl COOTBETCTBUS XapaKTepUCTUK (CBOWCTB)
MEOWLMHCKOro u13genus TpeboBaHWsM HOPMAaTMBHOW LOOKYMEHTALMM, TEXHUYECKOM W  IKCryaTauMoHHON
OOKyMeHTaumMn npom3soanTens (M3rotToBUTENS) U MPUHATKSI NOCHEAYIOLLErO peLleHnst 0 BO3MOXHOCTU NpoBeaeHUs
KIUHWUYECKUX UCTIbITAHWUN;

(B pea. NoctaHoBnenun MNpasutensctea P® o1 17.10.2013 N 930, o1 17.07.2014 N 670)

"TOKCMKOMOrn4yeckne uccrengoBaHua" - UCCnegoBaHMsi B LENsX oueHkn OGuonormveckon ©Oe3onacHOCTU
MEOMLMHCKOro u3genus u MNpUHATUS Nocrneaylowero pelleHns O BO3MOXHOCTUM MpOBeAEHUs KIMHUYECKUX
NCMNbITAHUN;

"YNOHOMOYEHHbIN npeacrtaButTerns  MPOU3BOAUTENS (n3rotoButenda)" - lopugudeckoe - nNuuo,
3apeructpupoBaHHoe Ha Tepputopum  Poccuiickon — degepaumn,  YNONHOMOYEHHOE  NPOM3BOAMTENEM
(n3roToBUTENEM) MEONLIMHCKOIO M3OENuUsl NPeACTaBnsATb €ro MHTEpPEChl MO Bompocam obpalleHns MeguuuHCKOro
nsgenusa Ha Tepputopumn Poccunckon ®egepaumm, B TOM YMcre no Bompocam npouenyp OLEHKM COOTBETCTBUS U
rocyaapCTBEHHOW perucTpaumu, Ha MMsi KOTOPOro MOXeT ObiTb BbldaHO PErncTpaumoHHOE YO4OCTOBEPEHME Ha
MeANLUHCKOEe U3aenve;

(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)

"9KCnnyaTauMoHHas OOKyMeHTauus npous3soauTens (M3rotoBuTtens)" - AOKYMEHTbl, NpegHasHavyeHHble Ans
O3HaKOMIIEHUSA NOTPebUTENsI C KOHCTPYKLUMEN MEOULMHCKOrO M3genud, pernameHTupylolme ycnosmst U npasuna
aKkcnnyaTauum (MCNOMb30BaHME MO Ha3HAYEHWMID, TEXHUYECKOe OBCMyXXMBAHWUE, TEKYLUMA PEMOHT, XpaHeHue U
TpaHCnopTUPOBKa), rapaHTUpOBaHHbIE npousBoauTenemM (M3roToBUTENEM) 3HAYEHUS OCHOBHbIX MNapameTpos,
XapaKTepUCTUK (CBONCTB) MEOMLMHCKOTO M3Oenusl, rapaHTuiHble o0a3aTenbCTBa, a Takke CBeOeHUs O ero
YyTUNN3aunn Unu YHUYTOXEHUN;

(8 pea. NoctaHoBnenun MNpasutensctea PP o1 17.10.2013 N 930, o1 17.07.2014 N 670)

"9 PEKTUBHOCTL MEeOULMHCKOrO un3genusa" - COBOKYMNHOCTb CBOWCTB U XapakTepUCTUK MeOULUHCKOro
nsgenus, obecneumBaloLWmMX OOCTMXKEHME Uenerh npegHasHavyeHusl, YCTaHOBIMEHHbIX MPOM3BOAMTENEM
(n3roToBuTENEM) M NOOTBEPXKAEHHOIO NPAKTUKOWM KMMHUYECKOrO NPUMEHEHUS.

(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)

5. TocymapcTBeHHasd peructpauus MeUuUUHCKUMX W3genun nNpoBOOMTCS Ha OCHOBaHUWM pe3ynbTaToB
TEXHUYECKUX UCTbITAHWUIA, TOKCUKONOMMYECKMUX UCCIEAOBAHUNA, KIMMHUYECKUX MUCMbITaHWUA, NpeacTaBnsaowmx cobomn
hOpMbI  OLEHKM COOTBETCTBUS MEOULMHCKUX W3Jenuin C y4eToMm Knaccudukaumm B 3aBMCMMOCTU  OT



NOTEHLMAanbHOro pucka ux MPUMEHEHUS, N SKCNEepPTU3bl KayecTBa, 3PEKTUBHOCTN U 6E30MaCHOCTU MELAMLIMHCKMX
n3genun C ydeTom Kraccudukauum B 3aBUCUMOCTM OT MOTEHLMANBbHOTO PpUCKA MX MPUMEHEHUSA, a Takke
UCMbITaHWIM B LENSX YTBEPXKAEHUSA TUMna CpeacTB U3MEPEHUN (B OTHOLLEHUN MEOMLNHCKUX U3AENWIN, OTHOCSALLMNXCS
K cpeactBam u3mepeHun B cdepe rocydapCTBEHHOrO perynupoBaHus obecneyeHus eguHCTBa U3MEpPEHUW,
nepeyeHb KOTOpbIX yTBeEpXaaeTcss MMHMCTepcTBOM 3apaBooxpaHeHus Poccuiickon ®egepaumn).

(8 pea. NocTtaHoBneHus MNpasuTtensctea P® o1 17.07.2014 N 670)

Ob6ecneyeHne opraHusauum paboTbl NO (POPMMPOBAHMIO U BEAEHUIO HOMEHKNATYpPHOW Knaccudumkaumum
MEeANLMHCKUX U30EeNWIA NO BUAaM OCYLLECTBMSIETCS PErMCTPUPYIOLLMM OPraHoM.

(ab3au BBeaeH MNoctaHoBneHnem MpaBuTtensctea PP ot 17.07.2014 N 670)

6. JokymeHTOM, NoATBepXKAALWMM haKT rocyaapCTBEHHON perncTpaumm MeauLMHCKOro n3aenus, aenseTcs
perMcTpaumoHHOe yAOCTOBEPEHUE Ha MEAULIMHCKOE u3genue (ganee - permcTpaunmoHHoe ygoctosepeHme). dopma
pPerMcTpaumoHHOro YAOCTOBEPEHNS YTBEPKAAETCHA PETMCTPUPYHOLLMM OpraHoM.

PernctpaunoHHoe yaocToBepeHue BblgaeTcs 6eCCcpoyHo.

7. TocygapcTBeHHasi MOLUMMHA YnnayMBaeTcss B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccuiickon
depepaumm o Hanorax n cbopax.

Wudopmauma o6 ynnate rocygapCTBEHHOW MOWNMHBLI 3anpallinBaeTcs pPerucTpupylowwmym OpraHom B
nopsigke MeXBedOMCTBEHHOr0 WHEMOPMAaLMOHHOIO B3aMMOAENCTBMS B COOTBETCTBUM ¢ PedeparnbHbIM 3aKOHOM
"O6 opraHu3aLun NpegocTaBneHns rocygapCTBEHHbIX U MyHULMNAnbHbIX yeryr".

8. [na rocyoapCTBEHHOW peructpauuu  MeauUMHCKOro  m3genus  paspabotyuk, npou3BoauTenb
(n3roToBUTENb) MEOULMHCKOIO U3AENUSA MMM YNONHOMOYEHHbIV NpeacTaBuTens npoussoguTens (M3rotoBuTens)
(manee - 3asBuTenb) nNpeacraenseT NMboO HanpaBnseT B PErMCTPUPYIOLLNIA OpraH 3asiBfieHne O rocyaapCTBEHHON
peructpaumm MeauLUMHCKOro N34enunsi, a Takke A0KyMeHTbl, yka3aHHble B nyHkTe 10 HacToswmx Mpasun.

(n. 8 B pea. NoctaHoeneHus MNpasutensctea PP ot 17.07.2014 N 670)

9. B 3asBneHMn o rocygapCTBEHHOW peructpaumMm MeguUUHCKOrO u3genus (ganee - 3asiBNeHve o
pervcTpaunm) ykasbiBaloTCs CnegyoLlmne cBegeHuns:

a) HavMeHOBaHWe MeOUUMHCKOrOo wusgenus (C  ykasaHvem MpUHaAnexHocTen, Heobxooumblx Anis
NMPUMEHEHNS MEONLIMHCKOrO N3OENnsi MO Ha3HaYeHo);

0) B OTHOLIEHUN pa3paboTymka - NonHoe u (B criydae, ecrnv MMeeTcsl) COKpalleHHOe HauMeHOoBaHME, B TOM
yncne UPMEHHOE HauMeHOBaHWe, OpraHM3auMOHHO-MpaBoBasd opma PUAMYECKOro nuua, agpec (Mecto
HaxoXaeHus), a Takke Homepa TenedoHOB U (B criyyae, eCrnv UMeeTCH) agpec SNEKTPOHHON NOYTbI OPUANYECKOTO
nmua;

B) B OTHOLUEHUM MNpOU3BOAMTENs (UM3roTOBWUTENS) MEOMLMHCKOrO M3denusa - nornHoe u (B crnyyae, ecnuv
NMeeTCs) COKpalLleHHOe HauMeHoBaHWe, B TOM 4ucre (PMpMEHHOE HauMeHOBaHWe, OpraHM3aunoHHO-NpaBoBas
dopma opuaMyeckoro nuua, agpec MecTa HaxoxgeHus unu damunusa, ums 1M (B cnyvae, ecnu umeeTcs)
OTYECTBO, PEKBM3NTbI JOKYMEHTA, YAOCTOBEPSAOLIErO NMYHOCTb, aApec MecTa XMTenbCTBa WHAMBUMAYaNbHOro
npegnpyHMMaTens, a Takke Homepa TenedoHoB M (B criyyae, €cnvm WMMEETCs) agpec 3MEKTPOHHOW MOoYThbI
IOPMAMNYECKOTrO LA UNn NHAMBMAYanNbHOro NpeanpuHMMaTens;

(mn. "B" B pea. NMoctaHoeneHus MNpaButensctea PP ot 17.07.2014 N 670)

r) B OTHOLUEHMM YNOSIHOMOYEHHOrO NPeACTaBUTENS NPOM3BOAMTENS (M3rOTOBUTENS) - MOMHOE U (B cry4ae,
eCcnM MMeeTCcsl) COKpaleHHOe HavMeHOBaHWe, B TOM 4ucrne (UPMEHHOE HauMMeHOBaHWe, OpraHM3auMOHHO-
npaesoBasa dopma HpMANYECKOrO nuua, agpec (MeCcTo HaxoXaeHus), a Takke HoMmepa TenedoHoB u (B criyyae,
€Cnun nmeeTcs) agpec ANEeKTPOHHON NOYTLI OPUANYECKOro NULA;

(B peqa. NocTtaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

A) B OTHOLIEHVM OPUAOMYECKOr0 nuua, Ha WMSA KOTOpPOro MoxeT OblTb BblaHO perucTpaluoHHoe
yOOCTOBEPEHUE, - NOMHoe U (B Cryyae, ecnm MMEeTCs) COKpaLLleHHOe HanMeHOoBaHMe, B TOM Yucne pupmMmeHHoe
HavMeHOBaHuWe, OpraHM3aunOoHHO-NpaBoBas opma pPUaNYECKoro nuua, agpec (MecTo HaxoXAeHus), a Takke
Homepa TenedoHOB 1 (B criyvae, ecnv UMeeTcsl) agpec 3NEKTPOHHON MOYThl OPUANYECKOTO NMLA;

€) MecTO NPOV3BOACTBA MEANLIMHCKOrO U3genus;

) Ha3HaYeHne MegMLNHCKOro U34enus, yCTaHOBINEHHOE NPON3BoANTENEM (M3roTOBUTENEM);

(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)

3) BUO MeOMUMHCKOrO Mu3gennss B COOTBETCTBMM C HOMEHKITATypHOM Krnaccudukaumen MeguuUMHCKUX
n3genvn;

W) Kracc NOTeHUManbHOro pucka NPUMEHeHNs MeauLMHCKOro usgenus B COOTBETCTBUM C HOMEHKNAaTypHOW
Knaccudukaumen MeguUNHCKNX N3genuin;

K) kog ObLiepoccuiickoro knaccmdmkaTopa Npoaykunm Ans MeguLMHCKOro u3aenus;

n) cBefeHus o cnocobe NonyyYyeHus perMcTpaLmMoHHOro yAoCTOBEPEHUS, a Takke MHpopmaLmm, CBA3aHHON C
npoLenypon rocyaapCTBEHHOW perncTpaumm MeguumHCKoro U3genms.

10. [Insa rocyaapCTBEHHON perncTpaumm MeauumMHCKOro 3genusi NpeacTaBnAlnTCcs crieayrolme JOKYMEHTbI:

a) Konus AOKyMEHTa, MOATBEPXAALEro MOSTHOMOYUSA YMOSTHOMOYEHHOIO NPEACTaBUTENS MPON3BOANTENS
(n3rotoBuTeEnS);

(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)
0) cBegeHnss 0 HOpMaTUBHOW AOKYMEHTaUMM Ha MeAULIMHCKOE U3aenue;
B) TEXHMYECKas AOKYMeHTaumsa nponssogutens (M3rotoBUTens) Ha MeauUmMHCKoe n3genme;
(B pea. NoctanoBneHun MNpasutensctea P® o1 17.10.2013 N 930, o1 17.07.2014 N 670)
r) SKcnnyaTauuMoOHHas OOKYMeHTauus npou3BoauTens (M3roToBuTens) Ha MeguuMHCKoe u3genue, B TOM



Yncne NHCTPYKLUMS MO NPUMEHEHUIO UM PYKOBOACTBO MO 3KCnyaTaumm MeguUUHCKOro N3eNnus;
(8 pea. NoctanoBnenuin MNpasutensctea PP o1 17.10.2013 N 930, o1 17.07.2014 N 670)

) oTtorpacmyeckme nsobpaxeHusa obuiero Brnaga mMeavUMHCKOrO M3Oenus BMecTe C MPUHAANEXHOCTSAMM,
HeobXxooMMbIMM AN MPUMEHEHUS MEOULMHCKOTO M3Aenust Nno HasHayveHuto (pasmepom He MeHee 18 x 24
caHTMMeTpa);

(8 pea. NoctaHoBneHus MNpasutensctea P® o1 17.10.2013 N 930)

€) AOKYMEHTbI, MOATBEMKAAIOLWME pe3ynbTaTbl TEXHUYECKUX UCTIbITAHUN MEOULIMHCKOTO U3OEeNns;

X) OOKYMEeHTbI, NOATBEPXAAloLWMe pe3ynbTaTbl TOKCUKONOMMYECKNX UCCNEAOBaHNA MEOULNHCKOIO U3genus,
NCnonb3oBaHWe KOTOPOro npeanonaraeT Hanmune KOHTakTa ¢ opraHm3mMoM YenoBeka;

3) JOKYMEHTbI, NOATBEpXAaloWmMe pesynbTaTbl UCNbITaHUA MEOULMHCKOTO U3genusa B LensxX yTBepXOeHus
TUNa cpeacTs U3MepeHnii (B OTHOLLEHUN MEAMLMHCKUX N3AENUn, OTHOCALLMXCA K CpeacTBaM U3MepeHnin B cdepe
rocygapCTBEHHOIO perynupoBaHus obecrneyeHust eOuHCTBa W3MEPEHUN, MNepeyveHb KOTOpbIX YTBepXaaeTcs
MwuHucTepcTBOM 3gpaBooxpaHeHnst Poccunckon ®epepaumn);

1) ONNCb JOKYMEHTOB;

K) cBeOeHws, noarBepXaaroLme KnMHUYeCKkyo adeKkTMBHOCTE U 6e30MacHOCTb MEAULMHCKUX n3genui (B
cny4vae, ecnv NMerTcs);

(mn. "k" BBeaeH lNoctaHoBneHnem MNpasutensctBa PP ot 17.07.2014 N 670)

n) NPOEKT NnaHa KINHUYECKMX UCMbITaHUA MeQULIMHCKOTO N3aenmsa ¢ 060CHOBLIBaOLWMMUK €ro MaTepuanamm
(B cnyyae, ecnu nmeetcs).

(nn. "n" BBegeH MNoctaHoBneHnem MNpasutensctea P® o1 17.07.2014 N 670)

11. B cnyyae ecnu OoKyMeHThl, yka3aHHble B nyHkTe 10 HacTosawwmx [Npasun, coctaBneHbl HA MHOCTPaAHHOM
A3blKe, OHU NPeaCcTaBNAoTCA C 3aBEPEHHLIM B YCTAHOBINEHHOM MOPSAKe NEePeBOAOM Ha PYCCKUIM A3bIK.

(B pea. NoctaHoBneHus MNpasuTtensctea PP o1 17.07.2014 N 670)

12. Cpoknm M nocnefoBaTenbHOCTb aAMWHUCTPATMBHBIX Mpouesyp W agMUHUCTPATMBHBIX OENCTBUM
pPEervcTpupyloLwero opraHa ycTaHaBnuMBalTCcs paspabaTbiBaeMbiM B COOTBETCTBUM C  MOCTaHOBIIEHUEM
MpaButenbctBa Poccuiickon Pepepauum ot 16 maa 2011 r. N 373 agMUMHUCTpPATUBHLIM pPErNIaMEHTOM
npeaocTaBneHnst rocy4apCTBEHHOW YCNyr Mo rocyaapCTBEHHON pernctpaumm MeguumMHCKUX n3genuvn.

13. BagBneHue o perucTpauum wn [OKYMEHTbI, MpefycMOTpeHHble nyHkTom 10 HacTtoawmx [paswun,
NpeacTaBnsiloTCs 3asiBUTENEM B PErMCTPUPYIOLLMA opraH Ha OyMaXHOM HOcuTerne HernocpeaCTBEHHO MWnn
HanpaBnslTCA 3aKkasHbIM NOYTOBLIM OTMNPaBfeHMEM C YBEAOMIIEHMEM O BPYYEHUN U OMNUCHIO BROXEHUS NMbo B
3NEKTPOHHON hopMe, NOANMUCAHHbIE 3NEKTPOHHOM NOAMNUCHIO.

Pervctpupytowuin opraH npuHUMaeT 3asiBNieHne O pernctpaumm u JOKYMEHTbI, NpeyCMOTPEHHbIE MYHKTOM
10 Hactoawmx [paBuri, NO ONUCK, KOMNWS KOTOPOMN C OTMETKOW O AdaTe npuvemMa YyKasaHHbIX 3asBreHus U
OOKYMEHTOB B [eHb NpuemMa Bpy4vaeTcs 3asiBUTENO UMW HanpaBnseTcs emMy 3aka3HbIM MOYTOBLIM OTMNpaBieHNEM C
yBEJOMIIEHNEM O BPYYEHUM NTMBO B 9MEKTPOHHOM hOpMeE MO TENEKOMMYHUKALMOHHBIM KaHanaMm CBSI3W.

(B pea. NoctaHoBneHus MNpasuTtensctea PP ot 17.07.2014 N 670)

14. Peructpvpytowmii opraH He BnpaBe TpeboBaTb OT 3asBMTENS yKa3biBaTb B 3asBIEHMM O perncrpaumun
cBedeHus,, He npegycMoTpeHHble nyHktom 9 HactodAwwmx [lpaBun, w npeactaBnATe  OOKYMEHTbI, He
npeaycMoTpeHHble nyHkToM 10 HacTosAwmx MNpaswun.

15. B TeyeHne 5 paboumx OHeW CO OHA NOCTYMNMEeHUs 3asiBEHUS O peructpaumm u OOKYMEHTOB,
npeaycmoTpeHHbIX nyHkTom 10 Hactoswmx [MpaBun, pervcTpupyowmn opraH nNpoBOAWT MPOBEPKY MOMHOThI U
OOCTOBEPHOCTM cogepXXalmnxcsa B HAX CBEAEHWUN, B TOM YMCMe NyTeM CPaBHEHWS TaKUX CBEAEHWU CO CBEAEHUSMMU,
npeacTaBneHHbIMY B NOPSAKE MEXBEAOMCTBEHHOIO MHPOPMaLIMOHHOTO B3aUMOAENCTBUS.

(B pea. NoctanoBnenus Mpasutensctea P® o1 17.07.2014 N 670)

16. B cny4vae ecnu 3asBneHne o permctpaumm oopMIeHo C HapyLLIEHNEM NONOXEHUA MyHKTa 9 HacToALWMX
Mpaeun u (Mnun) B 3asBNeHUN yKka3aHbl HELOCTOBEPHbIE CBEAEHUSA MO0 JOKYMEHTbI, NPEAYCMOTPEHHbIE MYHKTOM
10 HacToswwmx [NpaBun, NpeactaBneHbl He B MOMHOM OObEeMEe, PEervcTpUpYLUn OpraH BpyYaeT 3asiBUTENO
yBeOJOMIleHNne O HeobxoammocTn ycTpaHeHuss B 30-OHEBHbIA CPOK BbISBIIEHHbIX HapyweHuh u  (unm)
npeacTaBneHns JOKYMEHTOB, KOTOpPble OTCYTCTBYIOT, NMMOO HanpaBnseT Takoe yBe4OMIIEHME 3aKa3HbIM NMOYTOBbIM
OTnpaBfieHMeM C YBEOOMIIEHMEM O BpyYEHMU wunu B (PopmMe IMEKTPOHHOro AOKyMEHTa, MNoAnMCaHHOro
3NEKTPOHHOW NOANNCHI0, NMMBO B 3NIEKTPOHHON hopMe MO TENEKOMMYHMKALMOHHBIM KaHaram CBS3U.

(8 pea. NoctaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

17. B TeyeHve 3 pabounx gHen co aHA npeacTaBneHns Hagnexawmm obpasom opopMIEHHOro 3asaBneHus o
permctpaumm n B NonHOM obbeme AOKYMEHTOB, NpeaycMOTPeHHbIX nyHkTom 10 Hactoawwmx [Npasun, a Takke B
cnyyae yctpaHeHns B 30-OHEBHbIM CPOK BbISBMEHHbIX HapyLleHWd W (Mnu) npeactaBneHns [OKYMEHTOB,
npeaycMoTpeHHbIX nyHkToM 10 Hactoswwmx [MpaBun, perncTpupyrolmin opraH MpUHMUMAaeT pelleHne O Havane
rocygapCTBEHHON perncTpaumm MeaMuUUHCKUX N3nenum.

18. B cny4yae ecnu B 30-OHEBHBIN CPOK HE YCTPAHEHbI BbISIBIEHHbIE HApyLUeHUs 1 (UNn) He NpeacTaBreHbl
OOKYMEHTbI, KOTOpble OTCYTCTBYHOT, PErNCTPUPYHOLLMI OpraH MpUHUMAaeT peLleHue O BO3BpaTe 3asABIEHUs O
peructpauMm W [OOKYMEHTOB, MpeayCcMOTpeHHbIX nyHkToM 10 Hactoawwmx [lpaBun, € MOTMBMPOBAHHBIM
0BOCHOBaHMEM NPUYNH BO3BpaTa.

19. NocygapcTBeHHas perncrpauus MeauuMHCKUX M3genuii OCyLecTBNsSeTCs PerMcTpupyowmmM opraHoMm B
CpOK, He npesbiwawmn 50 pabounx gHen Co OHSA NPUHATUS peLleHus O Hadvarne rocygapCTBEHHOW perncrpaumm
MeOULMHCKNX U3aenun.

Cpok npoBeaeHNs KNMHNYECKUX UCMbITaHUA MEOULNHCKOrO n3genus B 50-gHEBHbIA CPOK HE BKITHOYAETCA.



20. B TeuyeHne 3 paboumx OHEW CO OHSA NPUHATUS PELLUEHMs O Hadane rocyaapCTBEHHOW perncrpaumun
MEOULUMHCKUX W3Oenuid pervcTpupyowmn opraH oopMnseT M BblAaeT 3adaHue Ha NpPOBEAEHUE 3IKCMEepPTU3bI
KayecTBa, addektuBHoCTM M 6e30nacHOCTM MeOuuUMHCKOro usgenus degepansHOMy rocygapCTBEHHOMY
OIOIKETHOMY YUYpEXOEHMI0, HaxoAsLWeMyCd B BeOeHWM pPerucTpupylowero opraHa (ganee - 3kcnepTHoe
yupexaeHue).

21. Okcneptusa kadvectBa, 3(PdeKTMBHOCTM M 6e30nMacHOCTU MEAMLMHCKOro M3fenus npoBOAUTCS
9KCMEPTHLIM  YYpEeXOAEeHMeM Mo3TanHo B COOTBETCTBMM C MOPSAOKOM, YyTBepxadaembiM MuHMCTEPCTBOM
3apaBooxpaHeHnsa Poccunckon ®epepauun:

a) Ha | aTane ocCyLLeCTBNAETCA IKCNepTn3a 3asiBNeHUs O perncTpauun N JOKYMEHTOB, YKa3aHHbIX B NyHKTe
10 HacTosAwwmx MNpasun, Ans onpegeneHns BO3SMOXHOCTU (HEBO3MOXHOCTU) NPOBEAEHUS KITMHUYECKUX UCTIbITAHUIA
MeOULMHCKOrO N3genus;

©) Ha Il sTame ocywecTBNAETCA 3KCMEPTM3a MONHOTbI M pe3ynbTaTOB MNPOBEAEHHbIX TEXHUYECKUX
UCMbITAHWINA, TOKCUKOMOMMYECKUX WCCNEeOOBaHUA, KIMHWYECKUX WCMbITaHWWA, a TakkKe MWCMbITaHWA B Uensix
YyTBEPXKAEHUSA TuNa CpeacTB M3MEPEHUA (B OTHOLUEHUN MEAMLMHCKUX M3OENUA, OTHOCSLUMXCA K CpeacTBam
n3MepeHnn B cdepe rocygapCTBEHHOrO perynupoBaHms obecnevyeHns eauMHCTBa M3MEPEHUN, NepeyeHb KOTOPbIX
yTBepxxgaetcss MuHuctepcTtBoM 3apaBooxpaHeHus Poccunckon degepaumn) (ganee - akcneptmsa MOSHOTHI U
pe3ynbTaToB UCMbITAHWIA U UCCNeaoBaHun).

21(1). MNpn npoBegeHMN 3KCMEePTU3bl kavyecTBa, IPPEKTUBHOCTM U Be30MacHOCTU MEAULIMHCKOrO U3aenus
(Ha niobom aTane) He gonyckaeTcd UcTpeboBaHMe ISKCMEPTHbIM YYpexaeHneMm y 3asBuTens nmbo MHbIX nnu
MaTepuanoB, HEOOXOAMMBIX ONA MPOBEAEHNS SKCNEPTU3bI.

B cnyyae HepoctaTtodHOCTM AN BbIHECEHWS] OKCNEPTOM  3aKMYEeHUs MaTtepuanoB W CBeAeHUN,
cofepXallmxcs B NPeAcTaBfeHHbIX 3asBUTENeM 3asBfieHUM O permcTpaumm u OOKyMeHTaX, npeaycMOTPEHHbIX
nyHktom 10 HacToswwmx NpaBun, 3KCNepT CTaBUT BOMPOC O MPEeACTaBEHUU eMy HeobOXoOuMbIX MaTepuarnos U
CBeJeHMN nepen PyKOBOAWUTENEM IKCMEPTHOrO YYPEXOEHUH, KOTOpbIi obOpaliaeTcs C COOTBETCTBYHOLLUM
3anpoCcoM B PErMCTPUPYIOLLMIA OpraH, BblAaBLUMIA 3ad4aHne Ha NPOBEAEHNE 3KCMepTU3bl. Perncrpmpyowmin opraH B
TeyeHne 2 paboumx gHeW CO OHS MOCTYMNEHWs 3anpoca PYyKOBOAWUTEMS 3KCMEPTHOrO y4YpexaeHus Hanpasnsdet
3as8BMTENIO 3anpoc O NpeacTaBneHnn HeOOXOAMMbIX CBEAEHWUM C yKa3aHWeM xapakrepa 3amevaHuin u cnocoba mx
yCTpaHeHus. YKasaHHbI 3anpoc HamnpaBnAeTcs OAHOKpaTHO WM MoxeT ObiTb nepegaH YnoriHOMOYEHHOMY
NpeacTaBuUTENIO 3asBUTENS MWYHO NOA PacnuCKy, HanpasfeH Mo MNoyTe 3akasHbIM MMCbMOM WNW nepedaH B
3NEKTPOHHON hopMe MO TeNeKOMMYHUKaLMOHHBLIM KaHanam cBasn nmbo B hopMe 3NEKTPOHHOTO AOKYMEHTa,
NOANUCAHHOIO 3NEKTPOHHON NOAMUCHIO.

3asaBuTtenb 06s3aH NpeacTaBUTb OTBET HA 3anNpoC PerncTpupytoLLero opraHa B CpoK, He npeBbilwarowmnin 50
pabounx fHen co OHS nonyyeHms 3Toro 3anpoca. B TeyeHne 2 paboumnx gHeln co OHA NOCTYNNEHUSA OT 3asBUTENS
OTBETa Ha 3anpoc PerucTpupyrowuin opraH HarnpasnseT Takoh OTBET B 3KCNepTHoe ydpexaeHwe. B cnydvae
HenpeacTaBneHnss No uctedyeHnn 50 pabounx OHeW 3asiBUTENEM OTBETa Ha 3anpoC PErncTpuUpyoLMn OpraH B
TeyeHue 2 pabounx gHeN HanpaBnAET B SKCNEPTHOE yupexaeHne yBeJOMIIEHVE O HEMPEACTaBNEHUN 3asBUTENEM
OTBETA Ha 3anpoC PEerncTpupyrolLero opraHa Anst NOArOTOBKU 3aK/OYEHWSI SKCMEPTHOrO YYpEeXOeHUs Ha
OCHOBaHUMN JOKYMEHTOB, MMEIOLLUXCS B €0 PaCNOPsPKEHNN.

Bpewmsi co gHa HanpasreHns 3anpoca perncTpypyroLLero opraHa 4o AHS MoslydeHust OTBeTa Ha 3anpoc Uinm
yBEOOMIIEHNS O HenpeacTaBfeHny OTBEeTa Ha 3anpoC He Y4uTbiBaeTCA MNPV MCYUCIIEHUMM CpOKa NpoBedeHus
3KCNepTM3bl kayecTBa, 3PPEKTUBHOCTU M BE30NACHOCTU MEANLIMHCKOrO U3AENus.

(n. 21(1) BBegeH MNoctaHoBneHuem lNpasutensctea P® ot 17.07.2014 N 670)

22. Ha | atane akcnepTu3bl kayecTBa, adppekTMBHOCTM 1 6e30MacHOCTU MeAMLMHCKOro U3Aennst 3KCnepTHoe
yypexgeHue B Cpok, He npesbiwatowmii 20 pabounx gHer co AHA NoNyYeHns 3agaHus, OCyLLecTBRSET criegyoLwme
MepOonpuUATUSA:

a) NMpOBEOEHWE 3KCMEPTU3bl 3asiBNEHMS O peructpaummM M OOKYMEHTOB, MpPedyCMOTPEHHbIX NyHKTom 10
HacToawwmx [MpaBun, ong onpegeneHyst BO3MOXHOCTU (HEBO3MOXHOCTM) MPOBEAEHMUS KIMHUYECKUX UCMbITaHUN
MEeOULIMHCKOTO M3aenus;

0) odhopmneHne n HanpaeneHne B PErMCTPUPYHOLLNIA OpraH 3aKIi4YeHUs O BO3MOXHOCTU (HEBO3MOXHOCTHW)
NPOBEAEHUSA  KMMHUYECKUX MWCMbITAHUA MEOUUMHCKOTO wusgenus (C  ykasaHveM MnpudmMH 1M 0BocCHOBaHWeM
HEeBO3MOXHOCTU WX MpoBefdeHus), opma KOTOporo yTBepxgaetcs MuHMCTEpCTBOM  34paBOOXpaHeHUs
Poccunckon ®egepavmu.

23. OcHoBaHWeM Ans BbIHECEHWUS IKCMEPTHLIM YYpexaeHUeM 3akryeHns O HEBO3MOXHOCTU NpoBeaeHus
KMVMHUYECKUX UCMbITAHUA  MEOUUMHCKOrO W3OAenus WM HEeBO3MOXHOCTM TFOCYAapCTBEHHOW perncrpauun
MeOULMHCKOrO U3genns ABnaeTcs:

(8 pea. NoctaHoBnenus MNpasutensctea P® o1 17.07.2014 N 670)

a) HeCcOOTBETCTBME MeOMUMHCKOro usgenust TpeboBaHMSM HOpPMAaTMBHOW AOKYMEHTauuW, TeXHWYECKOW Wt
(Mnn) akcnnyaTaumoHHOWM AOKYMEHTaL MM Npou3BoauTens (M3rotoBuTens);

(8 pea. NoctanoBnenun MNpaeutensctea PP o1 17.10.2013 N 930, o1 17.07.2014 N 670)

0) oTcyTCcTBME AOKa3aTenbcTB 6€30NacHOCTU MEOULMHCKOTO M3aenusi.

(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)

24. Pernctpupyowimin opraH B TeyeHne 5 paboumx gHen co AHS MOfyYeHMs1 OT SKCMEPTHOro yypexaeHus
3aKMYeHUs1 0 BO3MOXHOCTU (HEBO3MOXHOCTW) MPOBEAEHUS KIMHWYECKUX WUCMbITAHUN MEOWMUMHCKOro usgenuvs
ocyLecTBNseT cnegyloLlme MeponpuaTus:

a) oueHKa 3aKrdeHus Ons onpeaeneHns COOTBETCTBUSA 3a4aHuio Ha NpoBedeHMe 3KCMepTU3bl KayecTBa,



ahbdeKTUBHOCTU 1 BE30MACHOCTN MEANLIMHCKOrO U3aenus;

0) nNpuHATME pelleHVs O Bblgade paspelleHusl Ha MpoBefeHUNE KIMHUYECKUX WCMbITaHUA MeLULUHCKOro
nsgenusa mnu ob oTkase B rocydapCTBEHHOW perncTpauum MeAavLMHCKOro W3genus, KoTopoe odopMiseTcs
NpMKasoM PErMCTPUPYIOLLIEro opraHa, U yBeAOMIEHNE 3asBUTENS O MPUHATOM peLLEHNM;

B) Bblaya (HanpaBreHne 3aka3HbiM MOYTOBbIM OTMPAaBAEHUEM C YBEOOMIIEHMEM O BPyYEeHUU unun B oopme
3NEKTPOHHOrO [OKYMEHTa, MOAMNWCAHHOTO 3MEKTPOHHOW MOANUCHLIO) 3asBUTENO paspelleHns Ha nposedeHue
KNMUHUYECKUX MCMbITaHUA MEOULMHCKOrO n3genus, dopma KOTOPOro yTBEPXKAAeTCA PErMcTpupytowmmMm OpraHom, u
BHECEHMEe COOTBETCTBYIOLUMX CBEOEHWA B peecTp BblOAHHbLIX paspelleHnid Ha npoBedeHue  KITUHUYECKUX
UCMbITAHWN MEeOULMHCKOro N3fenus, Nopsaok Be4eHUs KOTOPOoro yTBepXaaeTcs perucTpupyowmm opraHom, nmbo
yBefoMrieHve 06 oTkase B rocyaapCTBEHHOW pernctpauum MeguumMHCKOro N3aenus ¢ ykasaHmeM npuymH otkasa.

25. OcHoBaHMEM 181 NPUHATUSA pelleHns 06 0TKase B rocyJapCTBEHHON pernctpauum SBnseTcst nonyvYeHne
PErMCTPUPYIOLLMM  OpPraHOM OT 3KCMEPTHOro  YyYpeXOeHWUs 3akiioyeHWss O HEeBO3MOXHOCTM MNpoBeAeHUus
KMMHUYECKUX UCTBbITAHUN MEOULIMHCKOTO M3Oenusl.

26. KnuHnyeckme ucnbiTaHMs MeOULMHCKOTO MU3LENusA OCYLLECTBMSTCA B pamMKax OLIEHKM COOTBETCTBUS,
NopsiAOK NPOBEAEHMS KOTOpoK yTBepxaaeTca MnHucTepcTBom 3apaBooxpaHenns Poccunckon ®epepauun.

KnuHnyeckme ncnblTaHMs MeaMLUMHCKOrO u3genvsi NpOBOASATCA HA OCHOBaHWMM paspeLleHns Ha npoBeaeHve
KMVHUYECKUX WCMbITAHUI, BbIAAHHOIO PErMCTPUPYIOWMM OpraHoMm, a Takke 3akmoyeHuss o6 aTudeckon
0OOCHOBaAHHOCTU NPOBEAEHUST  KIMMHMYECKUX MWCMbITAHWA, BbIJAaHHOMO COBETOM Mo 3Tuke MuHucTepcTBa
3apaBooxpaHeHus Poccuiickon degepaunm, B Cnyvasx, yCTaHOBIEHHbIX yKadaHHbIMK [Mpasunamu.

CoctaB yka3aHHOrO coBeTa MO 3TUKE W MOMOXEeHWe O Hem yTBepxaalTca MuHUcTepcTBOM
3apaBooxpaHeHmnst Poccuiickon eagepauuu.

KnuHuyeckmne ncnbiTaHMs MeQULUHCKOrO U3genus nposBoadaTca B MEAULMHCKNX OpraHu3aumsx, oTBeyatoLmnx
TpeboBaHMAM, yTBepXAEHHbIM MuUHUCTEPCTBOM 34paBooxpaHeHus Poccuiickon depepaumn. YcTaHOBEHWE
COOTBETCTBMSA MEAMLMHCKUX OpraHusaumn 3Tum TpeboBaHMSAM OCYLLECTBRSAETCS PErMCTpUpPYOLWLMM OpraHoM B
nopsiake, yCTaHOBIIEHHOM YKa3aHHbIM MUHUCTEPCTBOM.

27. TlepeyeHb MEOMVLMHCKMX OpraHu3auui, WMelLWMUX npaBo MpPOBOAUTL KAMHUYECKME WCMbITaHWA
MEeOULMHCKUX U3OENUA, N peecTp BblAaHHbIX paspeLleHnii Ha NPoBeaEeHNE KITMHNYECKMX UCTbITAHUN MEANLNHCKMX
nsgenuin onybnmkoBbIBAOTCA M pPa3MELLalOTCA PErncTpypyrolyM OpraHoM B YCTAHOBMIEHHOM WM Mopsigke Ha
cBoeM ohuLmanbHOM canTe B UH(POPMaLMOHHO-TENEKOMMYHUKALMOHHON ceTn "VIHTepHeT".

28. Tlpu nNpuHATUM pelleHnMs O Bbldaye paspelleHns Ha npoBedeHue  KMMHUYECKUX  WCMbITaHWN
MEOMLMHCKOro U3genus perucTpypyowmi opraH npvHMMaeT pelleHue O NPUOCTaHOBMEHMM TroCyaapCTBEHHON
pervctpaumm MeguUUHCKOrO U3Lenus OO0 OHSA NPUHATUS PELLEHUs PerMcTpupylowwero opraHa o Bo30OHOBMNEHUN
rocyapCTBEHHOW perncTpaumm MeguuuHCKOro u3genusi, B COoTBeTCcTBum ¢ nyHkTom 30 HacToswux MNpasumn.

29. O KNMHUYECKMX UCMbITaHUSAX MEAULIMHCKOro NU3aenns 3assuTenb YyBeOOMMSEeT perucTpupyoLLmi opraH B
TeueHune 5 pabounx gHel ¢ Havyana nx NPoBELEHNUS.

30. Tlo OKOHYaHWM KIIMHWYECKMX WCMbITAHUA MEOULMHCKOTO W3Aenus 3asiBUTenb MNpPeAcTaBnsieT B
PErMcTpUpPYIOLLUI OpraH 3asiBfieHne 0 BO30OHOBMEHUN FOCY4apCTBEHHOW peructpaumv MeguuUHCKOro U3genuvs m
pes3ynbTaTbl KNMMHUYECKUX UCTbITAHUA MEOVULUHCKOIO N34enus, a Takke AOKYMEHThI, yKasaHHble B nognyHkTax "6" -
"3", "k" un "n" nyHkta 10 HacTtosiwux [lpaBun, B criy4yae, €CcrnM B HUX BHECEHbl U3MEHEHWs MO pesysbTaTam
KMMHUYECKUX UCTBITAHUN MEOULIMHCKOTO U3Oenusi.

(8 pea. NoctaHoBnenus MNpasutensctea P® o1 17.07.2014 N 670)

31. PeructpupyloLmin opraH B TedeHne 2 paboumx OHEWn O OHS NOMyveHus 3asiBfieHust 0 BO30OHOBNEHNN
rocyapCTBEHHOW permcTpaumm MeguuuHCKOro M3genus 1 pesynbTaToB KMUMHUYECKUX UCTbITaHUN MeOULMHCKOro
n3gennsi NpUHMMAaeT peLleHne 0 BO30OHOBNEHNM rocyAapCTBEHHOW perncTpauum MeauumMHCKOro n3aenus.

32. Ha Il stane akcneptu3bl kadecTBa, 3deKTMBHOCTM KU 6e30nacHOCTM MeAMUMHCKOro wusgenus
pPerucTpupyloLmnn opraH B TevyeHne 2 paboumx AHENM CO [OHS MPUHSATUSA pelleHuMs O BO30OHOBMEHUM
rocygapCTBEHHON PErUCTpauun MeOWLMHCKOrO M3OEenust Ha OCHOBaHWM 3aJaHus Ha MpPOBEOEHUE 3KCMepTu3bl
KayecTBa, 3pheKkTMBHOCTN U BE30MacHOCTU MEOULMHCKOIO U34enusi, BblAaHHOIO B COOTBETCTBUM C MyHKTOM 20
HacToawmx [lpaBun, HanpaBndeT B 3KCNEPTHOE YyypexaeHue MpeacTaBreHHble 3asBUTENeM pesyrnbTaTbl
KMMHUYECKUX UCTbITAHUIA MEOULMHCKOIO U3Oenus.

33. 3kcnepTHOE yupexaeHne B Cpok, He npeBbiwatowmn 10 paboumx gHen co AHA NONyYeHUss JOKYMEHTOB,
yKasaHHbIX B NyHkTe 32 HacTtosAwmx [lpaBun, NpoBOAUT 3KCNEPTU3y MOMHOTbI M pe3ynbTaToB MPOBEAEHHbIX
UCMblTaHUM N UCCNEQOBaHUN, a Takke OOpPMASeT M HanpasnsieT B PErncTPUpPYOWMN OpraH 3akrdeHue no
pesynbTataMm 3KCnepTu3bl kayecTBa, ahekTMBHOCTN 1 6€30NacHOCTM MEeAUNLIMHCKOro n3genus, oopma KOToporo
yTBepxaaetcs MuHuctepctsom 3apasooxpaHeHus Poccuiickon ®epepaumu.

34. B cpok, He npeBbiwatowmin 10 pabounx gHeEN CO OHA NONYYEHUS 3aKMOYEHUS!, YKa3aHHOrO B MyHKTe 33
HacTodLwmx [NpaBun, perncTpupyoLLmMiA OpraH ocyLLEecTBSET criefyoLlime MeponpuaTus:

a) ouUeHKa 3aKr4YeHus NS OnpederneHnss COOTBETCTBUSA 3a4aHuI0 Ha NPOBeAEeHME IKCMEPTU3bl KayecTBa,
3 eKTUBHOCTU 1 BE30MACHOCTN MEANLIMHCKOrO U3Aenus;

0) npuHATME pelleHMs O TroCyOapCTBEHHOM perucTpaumMm MeauuMHCKOro msgenusa unm ob oTkase B
rocygapCTBEHHOM perncrpauum MeguumHCKOro M3genus, KoTopoe OgOopMASeTCa MPUKasoM PerncTpupyoLLero
opraHa, u yBeoMIieHne 3asBUTenNs O NPUHATOM peLLeHNN;

B) odopmrieHMe n Bblgava (HanpaBfeHWe 3akas3HbiM MOYTOBbIM OTMPaBfEHMEM C YBEOOMIEHWEM O
BPYYEHUM UnnM B POpME INEKTPOHHOrO AOKYMEHTa, MOANMCAHHOIO 3MEKTPOHHOM noanucbio, Nubo nepepadva B
3NEKTPOHHOW (bopMe MO TENEKOMMYHMKALMOHHBIM KaHarnam CBSA3W) 3asiBUTENI0 PErMcTpPaumMoOHHOro YA0CTOBEPEHMS



nmnbo yesepomneHus o6 oTkase B roCyAapCTBEHHOW perncrpaumn MeauuMHCKOrO M3Oenus € ykasaHuem MnpuumH
oTKasa.
(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)

35. OcHoBaHuem Ans npuHATUS peweHus o6 oTka3e B rocygapCTBEHHOM perncrpauun MeguuuHCKOro
n3genus SBNSETCA MNONydeHue pPerncTpupyrolMM OpraHoM OT 3KCMEPTHOro YyypexgeHus 3akmyeHus Mo
pesynbrataMm  3KCNepTu3bl  KavyecTBa, 3PEPEKTMBHOCTM UK Be3onacHOCTU  MeAMUMHCKOro  u3genus,
CBUAOETENbLCTBYIOWEr0o O TOM, YTO KayectBo U (Mnn) addekTnBHOCTL M (unn) BesonacHoCTb PerncTpmpyemMoro
MEOMLMHCKOro N3aennsa He NoATBEPKAEHbI NOMYYEHHBIMU AAHHBIMU, U (MX) O TOM, YTO PUCK NPUYMHEHUS Bpeaa
3[J0POBbI0 FpaXgaH U MeaUUMHCKMX PaboTHMKOB BCMEACTBUE NMPUMEHEHUS MEOULMHCKOrO M3Oenus npesblluaeT
3(P(PEeKTUBHOCTb €ro NPUMEHEHUS.

36. B TeyeHne 1 paboyero oHsi nocne NpUHATUSA PELUEHUS O FOCYAapCTBEHHOW perncrTpauum MeguuuHCKOro
n3genus perucTpypylomi  opraH BHOCUT [aHHble O 3aperucTpyupoBaHHOM MEAWLMHCKOM M3genun B
rOCy0apCTBEHHbIN PEecTp MEeOUUMHCKUX W3OEeNUA MU opraHvM3auun (MHOVBMAYanbHbIX MNpegnpvHumMaTenen),
OCYLLECTBMSIOWMNX MNPOM3BOACTBO U U3rOTOBMEHME MEOULMHCKUX W3LENUA, B MOpsake, npeayCMOTPEHHOM
noctaHoBneHuem lNpasutensctea Poccuiickon ®epepauum ot 19 mnioHa 2012 r. N 615.

(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)

37. BHeceHue n3MeHeHMn B perncTpauuoHHoe yaoCcTOBEPEHME OCYLLIECTBNAETCA B Ceayowux criyyasix:

a) U3MeHeHVe CBeAeHUN O 3asaBuTeNe, BKNoYasa CBeAEHNS:

0 peopraHMsaLmm KPULNYECKOro Nuua;

06 M3MEHEeHUN ero HammeHoBaHusA (MONHOro M (B cryvae, ecrim MMeeTCs) COKpaLLleHHOro, B TOM 4ucne
hbUpMEHHOro HauMeHOBaHWs1), agpeca (MecTa HaxoXaeHus);

06 n3MeHeHun cdamunum, umeHn u (B crnydae, ecrnm UMeEETCsl) OTYECTBA, adpeca MecTa XWUTENbCTBa
WHAMBUOYaNbHOIO NPeAnpUHNMATENS, PEKBM3NTOB AOKYMEHTA, YAOCTOBEPSIOLLIETO €ro JIMYHOCT;

(ab3au BBeaeH NMoctaHoBneHnem MNpasutensctea PP o1 17.07.2014 N 670)

0) nsameHeHve agpeca (MecTta NPon3BOACTBA) MEAMLIMHCKOIO U3AENNS;

B) W3MEHEHME HauUMEHOBaHWUS MEeOULUMHCKOro wu3genusa (B crnyvae, ecnu He M3MEHWNUCb CBOWCTBA W
XapaKTepPUCTUKK, BRMSOLWME Ha Ka4yecTBO, 3h(PeKTMBHOCTL N 6e3onacHOCTb MEANLUHCKOrO n3genus);

r) U3BMEHEeHNe CBEAEHUN O HPUOUYECKOM fMLUEe, HA MMS KOTOPOro MOXET ObiTb BblAaHO PErncrpauyoHHoe
yOOCTOBEPEHME, BKOYasa CBEAEHVS:

0 peopraHusaLmm KPULNYECKOro nNuua;

06 M3MEHEeHUM ero HammeHoBaHusA (MONHOro U (B Criyvyae, ecrim MMeeTcsl) COKpaLLeHHOro, B TOM 4ucne
hbUpPMEHHOro HauMeHOBaHWs), agpeca (MecTa HaxoXaeHus);

(nn. "r" BBeaeH MNMoctaHoBnennem MNpasutensctea PP ot 17.07.2014 N 670)

0) yKkasaHve BMAa MeOULMHCKOro WU3genns B COOTBETCTBMM C HOMEHKNaTYypHOW Kraccudumkaumen
MEeOULUMHCKUX n3genui (B criyqyae ero oTcyTCcTBus).

(nn. "o" BBegeH MNoctaHoeneHuewm lpasuTtensctea PO ot 17.07.2014 N 670)

38. [Ina BHeceHNs n3MeHeHu B perncTpaumoHHoe yoocToBepeHue 3asBuTenb He nosgHee vyem ydepes 30
pabounx p[HeWm CO [OHA BHECEHUS COOTBETCTBYHOLUMX W3MEHEHUA npeacTaBnseTr nmbo HanpaenseT B
PEerucTpupyoWunn opraH 3asiBeHne O BHECEeHMU W3MEHEHWA B perMctpauvMoHHOe YAOCTOBepeHuwe (ganee -
3asiBrieHNne O BHECEHMU WU3MEHEHWUW), O(OpMIIEHHOE B COOTBETCTBUM C MNyHKTOM 9 Hactoswmx [lpasun, c
NPUNOXEHNEM YKa3aHHbIX W3MEHEHUA U MOATBEPXKAEHMS, YTO BHECEHWE W3MEHEHUW B perucTpaLyoHHOe
yOOCTOBEPEHME HE BMeYeT U3MEHEHMSI CBOMCTB U XapaKTePUCTUK, BUSIOLLIMX HA KayecTBO, 3P(EKTUBHOCTb U
6e3onacHOCTb MeAMLIMHCKOrO M3Oenusl, UM COBEPLUEHCTBYET CBOWCTBA WU XapaKTEPUCTUKU MPU HEU3MEHHOCTU
PYHKUMOHANBHOro Ha3HayeHns 1 (Mnun) NpuHUUNa AencTBUs MeANLMHCKOro u3aenus, n crnegyowime OKYMEHThbI:
(B peqa. NocTtaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

a) KoMus AOKYyMEHTa, MOATBEPXAAMLEro MOSTHOMOYUSA YMONTHOMOYEHHOIO NPEACTaBUTENS MPON3BOANTENS
(n3rotoBuTeEns);

(8 pea. NocraHoenenus MNpasutensctea PP o1 17.07.2014 N 670)

©) HOmMep perncTpaumnoHHOIo JOCHE;

B) ONUCb JOKYMEHTOB.

39. MNomnmo 3asBnNeHNa 0 BHECEHUM U3MEHEHUA U JOKYMEHTOB, NPEeAyCMOTPEHHbIX MYHKTOM 38 HacTosILLmnX
MpaBun, Takke NpeacTaBnAlTCA:

a) B criyyae M3MeHeHUs1 CBeAeHUI O 3asBUTEnNe, a Takke MecTe NPou3BOACTBA MELMLMHCKOro U3genuvsi -
OOKYMEHTbI, NoATBEPXKAatoLLME TaKNe N3MEHEHMS;

0) B crny4yae M3MEHEHUS HAMMEHOBaHWUS MEOULMHCKOTO U3denvs v (Unu) ykasaHust Buga MeLMUUHCKOro
n3genus B COOTBETCTBUMN C HOMEHKNATYPHOM Kraccudukaumen meguumMHCKUX n3genum (B cnyyae ero oTcyTCcTBus):
(B pea. NoctaHoBnenus MNpasutensctea P® o1 17.07.2014 N 670)

CBeJeHMS O HOPMATMBHOW SOKYMEHTaLUUN Ha MEOULUHCKOE U3AENue;

TexHu4eckass OJOKyMeHTauus npomsBoauTens (M3roToBUTENsl) Ha MeOuuMHCKoe u3genve, NpuBefeHHas B
COOTBETCTBME C HOBbIM HaUMEHOBaHWEM MELMLNHCKOrO U3L4enus;

(8 pea. MoctaHoeneHun Mpasutensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

3KCMnyaTaunmoHHasa OOKyMeHTaumnst npoussogutenst (M3roToBUTENs) Ha MeanUMHCKOe nsgenve, B TOM yucrne
WHCTPYKUUSA MO MPUMEHEHUIO WM PYKOBOACTBO MO 3KCMnyaTauuum MeAUUMHCKOro u3genusi, npuBedeHHasi B
COOTBETCTBME C HOBbIM HAMMEHOBaHUEM MEANLIMHCKOro U3genus;

(B pea. NoctaHoBneHuin MNpasutensctea P® o1 17.10.2013 N 930, o1 17.07.2014 N 670)



doTorpacpuyeckme nsobpaxkeHmsa obliero Buaa MeQUUMHCKOrO M3genus BMecTe C MpUHaOeXHOCTAMMU,
HeobXoAMMbIMWM AN MPUMEHEHUS MEAULMHCKOro M3genus no HasHayeHuto (pa3mepoM He MeHee 18 x 24
caHTMMeTpa).

(B pea. NoctaHoBneHus MNpaeutensctea PO ot 17.10.2013 N 930)

40. B cnyyae ecnv QOKyMEHTbI, NpenycMoTpeHHble nyHkTamu 38 n 39 HacTtosawmx [NpaBun, cocTaBneHbl Ha
WMHOCTPaHHOM $3blKe, OHW NPEeACTaBMATCHA C 3aBEPEHHbIM B YCTAHOBIIEHHOM NOpsAKe NepeBodoM Ha PyCCKUi
A3bIK.

(8 pea. NoctaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

41. 3agBneHne 0 BHECEHUN U3MEHEHWUA U OOKYMEHTbI, NpeaycMOTpeHHble nyHkTamu 38 n 39 HacTosAwmx
MpaBwn, NPUHUMAOTCH PErnCTPUPYIOWMM OpPraHoM Mo OMnuUCK, KOMUSA KOTOPOW C OTMETKOW O AdaTte npuema
YKa3aHHbIX 3asiBNeHus U JOKYMEHTOB B [EHb MNpuvema Bpy4vaeTcs 3asBUTENI0 MW HanpaBnseTcs eMy 3akasHbIM
MOYTOBbLIM OTMPAaBIIEHMEM C yBeOOMIIEHMEM O BPYYeHWUM unu B GOpMe 3MEeKTPOHHOro AOKyMeHTa, NOANNCAHHOro
3MEeKTPOHHOW NOANNCHIO, TMBO B 3NIEKTPOHHOW (hopMe MO TeNEKOMMYHMKALMOHHBIM KaHanam CBA3W.

(B pea. NoctaHoBneHus MNpasuTtensctea PP o1 17.07.2014 N 670)

42. Peructpupylowmn opraH He Brpase TpeboBaTb OT 3asBuTens MPeAcTaBAeHUS [OOKYMEHTOB, He
npeaycMoTpeHHbIX NnyHkTamn 38 n 39 HacTosawmx Mpasun.

43. B TeyeHue 5 paboumx OHeN CO OHSA MOCTYNSIEHUST 3asBMEHUS O BHECEHUN U3MEHEHUN N OOKYMEHTOB,
npeaycMoTpeHHbIX nyHkTamm 38 n 39 HacTosAwmx MpaBun, perncTpupyowun opraH NpoOBOAUT MPOBEPKY MOMHOTHI
N OOCTOBEPHOCTM CBEOEHWN, COAEepXallMxXCs B HWUX, B TOM 4uUCre NyTEM CPaBHEHWUS TaKUX CBEAEHWA CO
cBedeHuAMN, NpeacTaBneHHbIMU B NOPSAKE MEXBE4OMCTBEHHOro MHMOPMAaLMOHHOIO B3auMoAeNCTBUS.

(B pea. NocTtaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

44. B cnyyae ecnu K 3asBfeHN0 O BHECEHUN U3MEHEHWUW He npuraratTcs JOKYMEHTbl B COOTBETCTBUU C
nognyHktoMm "a" nyHkta 39 Hactoawwux [paBun m (MnNn) B 3asiBNEHMU O BHECEHUN W3MEHEHUA YKa3aHbl
HeQOCTOBepHble CBedeHWs nubo [AOKyMeHTbl, npegycMoTpeHHble nyHktamu 38 u 39 HacTtoswmx [pasun,
npedcTtaBneHbl He B MOMHOM ob6beme, perucTpupylowmiA OpraH BpyvaeT 3asBuTENO yBedOMIeHne O
HeobxooMMocTn ycTpaHeHusi B 30-4HEBHbIA CPOK BbISIBNEHHbBIX HapyLLEeHUn n (Mnu) npeacTaBrieHnst JOKYMEHTOB,
KOTOpble OTCYTCTBYIOT, MMBO HanpasnseT Takoe yBeaomneHne B hopMe SMeKTPOHHOro AOKYMEHTa, NOANMCAaHHOro
SMNEKTPOHHOW MOAMUCHI0, UMN B 3MEKTPOHHOM hopMe No TENEKOMMYHWUKALMOHHBLIM KaHanam CBA3MW, UMK 3aKkasHbIM
NOYTOBLIM OTMNpPaBNeHNEM C YBEAOMIIEHUEM O BPYYEHMUM.

(8 pea. NocTtaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

45. B TeyeHune 3 pabounx gHen co OHS NpeacTaBneHus Hagnexawmm obpasom ohopMIIEHHOMO 3asBEHNs O
BHECEHUN WM3MEHEHWA M B MOSHOM OObeMe [OKYMEHTOB, MPedyCMOTPeHHbIX nyHkTamu 38 m 39 HacToswmx
MpaBwn, perncTpmpyroLLMin opraH NPUHUMAET peLLeHNe O PACCMOTPEHUN yKa3aHHbIX 3asiBNEHUS U JOKYMEHTOB UNn
(B cnyyae ux HeCOOTBETCTBMA NonoxeHusMm nyHktoB 38 u 39 Hactoawwmx [lpaBun) o6 ux Bo3BpaTe C
MOTMBMPOBaHHbIM 060CHOBaHMEM MPUYNH BO3BpaTa.

46. B cnyyae ecnu B 30-OHEBHBIN CPOK HE YCTPAHEHbI BbISIBIEHHbIE HApyLUEHUSA 1 (UNn) He NpeacTaBreHbl
AOKYMEHTbI, KOTOpble OTCYTCTBYHOT, PErvCTpUpYIOLWMI OpraH MpvHUMaeT pelleHne O Bo3BpaTe 3asBneHus O
BHECEHUM W3MEHEHWA W [OOKYMEHTOB, MpenyCMOTPeHHbIX nyHkTamyu 38 wu 39 Hactosawmx [lpaBun, ¢
MOTMBMPOBAHHBEIM 060CHOBaHMEM MPUYNH BO3BpaTa.

47. BHeceHne nsMeHeHuin B permcTpaumMoHHOe yAOCTOBEPEHNE OCYLLIECTBNSAETCA PErMcTpUpyIoLLMM OpraHoMm
B CPOK, He npesbiwarowun 15 pabounx gHen co AHA NPUHATUS PeLIeHNs O PacCMOTPEHUN 3asiBNIeHUS O BHECEHUN
N3MEHEHNN N JOKYMEHTOB, NPeayCMOTPEHHbIX NyHkTamu 38 1 39 HacTosAwmx Mpaswun.

(B pea. NocraHoBnenus MNpasutensctea P® o1 17.07.2014 N 670)

48. CpoK NPUHATUA PErUCTPUPYIOLLIMM OPraHoM pPeLIeHUs O BHECEHUM W3MEHEHUN B perncrpaumoHHoe
YAOCTOBEPEHME WCUYUCASIETCS CO OHA MOCTYNfeHUss B PerucTpupylowmin  opraH Hagnexawwum o6pasom
O(POPMNEHHOrO 3asBMEHNS O BHECEHUW W3MEHEHWA W B MOSIHOM OObeMe [OKYMEHTOB, MpeayCMOTPEHHbIX
nyHktamn 38 n 39 HacTosAwmx MNpasun.

49. MNpn BHECEHNUN U3MEHEHWI B pEerucTpauuoHHOe yOOCTOBEPEHUE PErMCTPUPYIOLLMIA OpraH B TeyeHne 15
paboymx OHEN OCyLLEeCTBNAET cneaylwmne MeponpusaTus:

(B pea. NoctaHoBneHus MNpasuTtensctea PO ot 17.07.2014 N 670)

a) NPUHATME PELLEHNs O BHECEHUN U3MEHEHWUI B PermcTpaLmoHHoe YAOoCToBepeHue, KoTopoe odopMnseTcs
NpMKasoM PErMCTPUPYIOLLLErO OpraHa;

0) ysBegomneHve B NUCbMEHHOW popme 3adBUTENs O MPUHATOM pPEeLIeHUN 3akasHbIM MOYTOBbIM
OTnpaBneHveM C yBeOOMIIEHMEM O BpyYeHUn nmbo B OpMe SMNEKTPOHHOrO [AOKYMEHTa, MNOoAMMCaHHOro
3MEKTPOHHOW NOAMNUCHIO, UNW B 3NIEKTPOHHON popMe NOo TENEKOMMYHMKALUMOHHBIM KaHarnam CBS3u;

(B pea. NoctanoBnenus MNpasutensctea P® o1 17.07.2014 N 670)

B) odopmneHve W Bblgadya (HanpasneHue 3akasHbiM MOYTOBbIM OTMPaBMEHNEM C YBEOOMIIEHUEM O
Bpy4YeHUM nmbo B OpmMe INEKTPOHHOTO AOKYMEHTa, MOANWCAHHOIrO 3NEKTPOHHOW MOAMUCHI0) 3asBUTENo
perncTpaunoHHOro Y4OCTOBEPEHMS.

50. Mpw NPUHATUM peLleHnsa O BHECEHUN N3MEHEHWI B PErMCTPaLMOHHOE YAOCTOBEPEHNE PErMCTPUPYHOLLNIA
opraH odopMmnseT W BbldaeT 3asBUTENO0 PEerncTpaumvoHHoe YAOCTOBEpeHWe C MpoCTaBfeHWeM Ha paHee
BblJAHHOM PErucTpaLMoHHOM YAOCTOBEPEHUW, OPWrMHan KOTOPOro npefcraensetcs nubo HanpasnsieTcs
(3aKa3HbIM MOYTOBLIM OTMPAaBMEHWEM C YBeJOMIIEHMEM O BpPYyYeHUM NMBO B hOPME INEKTPOHHOIO AOKYMEHTa,
NMOANUCAHHOIO ANIEKTPOHHOWN MOANUCHIO) 3asiBUTENEM MpPU NOMYyYEeHUM HOBOMO PErmcTpaLMOHHOIO yOOCTOBEPEHUS,
OTMETKM O ero HeAenCTBUTENBHOCTU (C Yka3aHMem Aathbl).



51. B Teyenve 1 paboyero gHa nocne MPUHSTUS PELUEHUA O BHECEHMU U3MEHEHWUA B PErncTpauuoHHoe
yOOCTOBEPEHNE COOTBETCTBYIOLLME CBEAEHUS BHOCHATCS B rOCYOAPCTBEHHBIN PEecTp MEAMLMHCKMX M3Oenui u
opraHvsaumi (MHOUBMAyanbHbIX MpeanpuHUMaTtenen), OCYLIEeCTBNSALWNX MNPOU3BOACTBO M U3rOTOBMEHME
MEeOMLMHCKMX N34enuin, B nopsake, NpeaycMoTpeHHOM noctaHoBneHnem lMpaesutenscrea Poccunckon ®epepauun
oT 19 moHs 2012 r. N 615.

(8 pea. NocTtaHoBneHus MNpasutensctea P® o1 17.07.2014 N 670)

52. B cnyyae yTpaTbl permcTpauuoHHOro yaoCTOBEPEHUSA UMK €ro NopyM 3asBuTenb BrpaBe obpaTuTbes B
perucTpupyoLwunn opraH ¢ 3asBrieHneM o npegoctaBneHun gybnvkara permcTpaumMoHHOro yaocToBepeHns (fanee
- 3asiBneHune o npegocTasneHun gybnvkara).

B cnyyae nopuu perncrpauMoHHOrO YOOCTOBEPEHMSI K 3asiBNeHMI0 O npedocTaBneHun Aybnvkara
npunaraeTcsi UICNOPYEHHOE perncTpaLmoHHoe yaocToBEPEHME.

53. B TedeHune 7 paboumx gHeW Co AHSA NOMyYeHUs JOKYMEHTOB, YKa3aHHbIX B MyHKTe 52 HacTosAwwmx [Npasun,
pervcTpupyowmn opraH odopmMnsieT aybnukaT perncTpaumMoHHOro yaoctoBepeHus Ha bnaHke permcTpaumoHHOro
yOOCTOBEPEHUSs C MomeTkamu "gybnukat" wn  "opurMHan perucTpauMoHHOro YAOCTOBEPEHMS MpU3HAeTCs
HegencTeylWMM" W Bpy4YyaeT Takonm n[ybnukat 3asBuUTEN0 WM  HamnpaensdeT €ero 3akasHbiM MOYTOBbIM
OTMnpaBfeHeM C YyBEAOMIIEHMEM O BPYYEHMUM.

(8 pea. MoctaHoeneHus MNMpaeutensctea PP ot 17.07.2014 N 670)

54. Pernctpupytowuin opraH oopMmnpyeT permctpaumnoHHoe 40Cbe U3 Creayowmnx JOKYMEHTOB:

a) 3asiBNeHne o perncTpaumm n JOKyMeHTbl, npegycMoTpeHHble nyHkTom 10 HacTosAwmx MNpasun, 3assneHve
O BO30OHOBMEHUW TOCYAApPCTBEHHOW perucTpaumm MeauUMHCKOro  U3genus, 3anpocbl W OOKYMEHTHI,
npegycMmoTpeHHble nyHktamn 21(1) n 30 HacTodAwmx MpaBun, 3asBneHMe 0 BHECEHUU U3MEHEHUN U JOKYMEHThI,
npegycMoTpeHHble nyHkTamu 38 n 39 HacToswwmx NpaBun, a Takke 3asiBrieHve o NnpefocTaBneHnn aybnukara;

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

0) konus 3agaHna Ha MPOBELEHNE 3KCMEPTU3bl KadecTBa, 3hdeKTMBHOCTU U 6e30nacHOCTM MeMLUHCKOro
n3genus, 0OpPMIIEHHOIO PEMMCTPUPYHOLLMM OpraHoM;

B) KOMMSi OGPOPMIIEHHOTO PErMCTPUPYIOLLUM OpraHoM paspeLLeHnNss Ha NPoBeAeHNe KIMHUYECKUX UCMbITaHUn
MEeOULMHCKOTO M3genus;

r) 3aknioyeHusi, OOPMIIEHHbIE 3KCMEPTHbIM Yy4YpexaeHuemMm Mpu MNpOBEAEHUN 3SKCNepTu3bl KadecTBa,
ahpekTMBHOCTM M BE30NaCHOCTU MEAULIMHCKOrO U3aenus;

[) KOMuu Nprkasos, OPOPMAEHHbIX PEMMCTPUPYHIOLLMM OpPraHoM;

€) KOMus perncTpaumoHHOro YA0CTOBEPEHUS N YBEOOMITEHUA, OPOPMIEHHbLIX PETMCTPUPYIOLLMM OPraHoOM;

X) Konus gybnuvkaTa permcTpaLnoHHOro yaoCcToBepeHns, 0hOPMIIEHHOrO PErMCTPUPYIOLLIM OPraHOM.

55. B cnyyae HeobxooMMOCTM (MO JKenaHui 3aABUTENHd) BHECEHUS W3MEHEHUN B [OOKYMEHTbI,
npeaycMOTpeHHbIE NMOANYHKTOM "a" nyHkTa 54 HacTtoswmx [pasun, 3asBUTENb HanpasnseT B PerucTpupyoLwun
opraH 3asBrieHNe O BHECEHNM U3MEHEHUI C NMpeaCTaBNeHNEM AOKYMEHTOB, MOATBEPKAAOLMX TAKNE U3MEHEHUS.

B cnyyae HeoOXOAMMOCTN BHECEHUSA U3MEHEHWI B JOKYMEHTbI, YKa3aHHble B NOANyHKTax "B" 1 "r" nyHkta 10
HacTosAwmx lMpaBun, BHECEHWE M3MEHEHMI NPOBOAUTCH MO pe3ynbTaTam 3KCNepTu3bl, MPOBEAEHHON B MOPSAKe,
aHanorM4yHoM nopsaKy MpPOBEAEHUS 3JKCNepTM3bl kavecTBa, 3PdeKTMBHOCTM M 6e30nacHOCTM MegMUUHCKOro
n3genvs ong ero rocyaapCTBEHHON pernctpaumm B COOTBETCTBUM C NyHKTOM 21 HacToAwwmx Mpaswun.

(n. 55 B pea. NMoctaHoenenus MNpasutensctea PP ot 17.07.2014 N 670)

55(1). OcHoBaHUAMN ANA BIHECEHUSA AKCNEPTHBIM YUYpEeXAeHNEM 3aKMioYeHUss O HEBO3MOXHOCTU BHECEHMS
N3MEeHEeHU B JOKYMEHTbI, NpeayCMOTPEHHble noanyHkTamm "B" n "r" nyHkra 10 HacTosawmx Mpasun, aenstoTcs:

a) HeJOCTOBEPHOCTb NPEACTaBEHHbIX CBEAEHNI, 0OOCHOBbBIBAIOLLMX BHECEHNE U3MEHEHWN;

6) oTcyTcTBME cBedeHwWW, NOATBEPXKAAMOLWIMX HEW3MEHHOCTb (PYHKUMOHANbHOrO HasHayeHus u  (Mnu)
npuHUMna encTemsa MEQNLMHCKOrO U3aenus, B CBA3M C BHOCUMbIMU U3MEHEHUSIMU B JOKYMEHTALMIO.

(n. 55(1) BBegeH NoctaHoBneHvem lMpasutensctea P® ot 17.07.2014 N 670)

55(2). Pernctpupytowmii opraH B TeyeHne 2 paboumx OHEW CO OHS MOSydeHUs SKCMEePTHOrO 3aKMYeHus
NMPVHUMAET peLleHne O BO3MOXHOCTU (HEBO3MOXHOCTW) BHECEHWUS] UBMEHEHWI B JOKYMEHTbI, NPegyCMOTPEHHbIE
noanyHkToM "a" nyHkTa 54 Hactosawwmx MNpaBun, n yBegomnsieT 0 CBOEM peLUeHUW 3asiBUTENS MO NoYvTe 3aKa3HbiM
NMMCbMOM UNW B 9MEKTPOHHOM (hOpME MO TENEKOMMYHUKALMOHHBIM KaHanam CBSA3W.

OcHoBaHMeM Ans NPUHATUS pelleHns ob oTkase BO BHECEHUWN M3MEHEHWN B OOKYMEHTbl Ha MeOULMHCKoe
nsgenve SBMNgeTCA MOMyYeHWe pPEerncTpupyrolMM OpraHoM OT  3KCMEePTHOrO YYpPEeXOeHWUs 3akmyeHus o
HEBO3MOXHOCTU BHECEHWS M3MEHEHW B JOKYMEHTbI Ha MeaNLMHCKOe n3genme.

XpaHeHue perucTpaumMoHHOrO [OCbe  OCYLLECTBMASETCA  PerucTpypylolmMm  OpraHoMm B Mopsigke,
yCTaHOBMNEHHOM 3akoHogaTtensctsoM Poccuiickon ®egepauum o6 apxmBHOM aene.

(n. 55(2) BBeneH MNoctaHoBneHvem lMpasutenscrea P® ot 17.07.2014 N 670)

56. B pernctpaumMoHHOM yAOCTOBEPEHUM YKa3blBAKOTCA CrieaytolumMe CBEAEHUS:

a) HaMMeHOBaHWe MeOUUMHCKOrO wu3genusa (C  yka3aHMem MpUHagnexXHoOCTel, Heobxogumblx Anis
NPUMEHEHNS MEONLIMHCKOTO M3OENNs MO HAa3HaYEHWI0);

©) AaTa rocygapCTBEHHOM permcTpaunm MeguMUUHCKOro N34enus U ero permucTpaumoHHbIN HOMED;

B) B OTHOLUEHMWU HOPUONYECKOrO NMLa, Ha UMS KOTOPOro BblAaHO PErMcTpaumoHHOE YAOCTOBEpeHue, -
nonHoe u (B cny4ae, ecnu MMeeTCs) COKpalleHHOe HavMeHOBaHue, B TOM uucre MpMeHHOe HanMeHOBaHue,
opraHusaumnoHHo-NpaBoBasi hopma u agpec (MeCTo HaxoXaeHUs);

r) B OTHOLIEHWW MPOU3BOAUTENS (M3rOTOBUTENSA) - MonHoe u (B crnyyae, ecrnv MMeeTcsl) CoKpalleHHoe
HaMMeHoBaHne, B TOM 4ucre (PUPMEHHOEe HaMMeHOBaHWe, OpraHu3auuoHHO-NpaBoBas opMa M agpec MmecTa



HaxoxgeHusa wnM  damunns, umsa M (B cnyvae, €Ccnum  WMMEETCs) OTYEeCTBO, PEKBU3WUTbI  [OKYMEHTa,
YOOCTOBEPSIIOLLIETO NIMYHOCTb, MECTO XUTENbCTBA MHAMBUAYANBbHOrO NpeanpuHMMaTens;
(nn. "r" B pen. MNoctaHoBneHus Mpaeutenbctea PO ot 17.07.2014 N 670)

) MecTo nNpom3BoACTBa MELAULIMHCKOrO U3genus;

€) HOMep PerncTpaLmMOHHOro A0ChE;

X) BUO MEOULMHCKOrO M3genusi B COOTBETCTBUM C HOMEHKNATYpPHOM Knaccudukaumen MeamLmMHCKUX
nsgenun, yteepxgaemon MnHncTepcTesom 3gpaBooxpaHeHns Poccunckon ®egepaunn;

3) Knacc noTeHuuanbHOro pucka npMMEHeHUs MeaMLUMHCKOro M3fenus B COOTBETCTBMM C HOMEHKNaTypHOM
knaccudukaumen MeauUMHCKUX uU3genui, yTteepxaaemon MuHuCTEpCTBOM 34paBooxpaHeHusi Poccumnckon
degepauuuy;

n) kog ObLepoccuinckoro knaccudukaTopa NPOAYKLMN ANS MEAULIMHCKOrO U3aenvsi.

57. PernctpupytoLuin opraH npuHMUMaeT peLueHe 06 oTMeHe rocyaapCTBEHHON permctpaumm MegLUHCKOro
n3genvsa B cnegyowmx criyyasix:

a) nogava 3asBuTeNnem 3asiBneHmst 00 OTMEHe rocyapCTBEHHOW perncTpauumn MeauumMHCKOro n3genus;

0) BblHECEHME CYAOM peLUeHMsi O HapyLLUeHMM MpaB npaBoobnagartenst Ha pes3ynbTaTbl MHTENNEKTyarnbHON
OEeATEeNbHOCTU U NPUPaBHEHHbIE K HAM CpeacTBa UHAMBMAYanu3auum npu odbpalleHnm MeQNLNHCKNX N3Oenun;

B) npencTtaBrieHne ynonHomoveHHbIM [NpaBuTensctBom Poccuiickon depepaumm deneparnbHbiM OpraHom
WCNOSMTHUTENBHOM BacTu NO pes3yfnbTaTtaM OCYLLECTBNAEMOro MM roCydapCTBEHHOrO KOHTPONns 3a obpalleHuem
MEeOULMHCKUX U3OEenuin, CBeAeHUN, NOATBepxaarolWmx daktel 1 06CToATENbCTBA, CO3AaloLWmMe Yrpo3y XU3HU Y
340POBbIO rpaXaaH U MeANLMHCKUX pabOoTHMKOB NPU NPUMEHEHMM 1 SKCMNyaTaunum MEOULUHCKNX U3OEeNun.

58. Pernctpupytowmin opraH pasmMeLtaeTt MHOPMAaLUIO, CBA3AHHYIO C OCYLLECTBIEHUeM rocyaapCTBEHHOM
perncTpaumm MeauuMHCKOro uU3genusi, BHeCEHMEM U3MEHEHWA B perucTtpauMoHHOe YAOCTOBEpPEeHUe U Bblaayen
aybnukata perncrpauMoHHOro yAOCTOBEPEHUS, Ha CBOEM odwuuManbHOM cante B MH(OPMaLUOHHO-
TenekoMMYyHWUKaLMOHHON ceTn "UHTepHeT".

59. Pewwenns n gencteus (6e3gencTere) permcTpupyowero opraHa, noBrekwme 3a cobon HapyLleHne npas
IOpPUONYECKoro nvua, UHAMBMAYaNbHOro npeanpuHuMmaTtens, MoryT ObiTb o6anoBaHbl 3asBUTENEM B MOpPsiAke,
YCTaHOBMEHHOM 3aKoHodaTenscTBoM Poccuickon degepaumn.

(B pea. NoctaHoBneHus MNpasuTtensctea PO ot 17.07.2014 N 670)




