[locTaHoBneHue lNpaButenscTea PO oT
27.12.2012 N 1416
(pea. ot 10.02.2017)
"O6 yTBep)xaeHun MNpaBun rocyaapcTBEHHOM
pPerncTpaunum MeauumHCKnX nigenmn”



MPABUTENbLCTBO POCCUACKOWN ®EQEPALINU

NOCTAHOBIEHUE
oT 27 pekabps 2012 r. N 1416

OB YTBEPXXAEHWUU NPABUI .
roCyaAPCTBEHHOU PETMCTPALUMN MEOAULMHCKUX U3OENUA

CnmMcoK N3MeHSLWNX JOKYMEHTOB
(B pea. MoctaHosnenun Mpasutenbctea PP ot 17.10.2013 N 930,
ot 17.07.2014 N 670, ot 10.02.2017 N 160)

B cootBetctBUM co cTaTben 38 PepepanbHoro 3akoHa "OO6 OCHOBax oOxpaHbl 340POBbsS rpaxdaH B
Poccuiickon ®epepauun” MNMpasutensctso Poccuiickon Pegepaumm nocTaHOBSET:

1. YTBepanTb npunaraemsblie [paBuna rocygapCcTBEHHOW pernctpauum MeauLmMHCKUX U3genun.

2. YCTaHOBUTb, YTO:

a) perncTpauuoHHble YOOCTOBEPEHUS Ha U3denus MeOMUMHCKOrO HasHa4YeHWs U MEeAULMHCKYI0 TEXHWUKY C
YCTaHOBMEHHbIM CPOKOM AENCTBUSA, BblAaHHble [0 [AHA BCTYMMEHWs B CWUMy HAacTOSAWEro mnoCTaHOBMEHUS,
OEeNCTBYIOT A0 UCTEYEHNS YKa3aHHOro B HUX CPOKa OENCTBUS;

0) perncrtpauMoHHble YOOCTOBEPEHUS HA W3OENUS MEAWULMHCKOrO HasHa4yeHWst U MEeAULMHCKYI0 TEXHUKY
GeccpoYHOro AevcTBUs, BbiAaHHbIE OO0 OHSI BCTYNIEHWUSI B CUIY HACTOSILLEro NOCTAaHOBMEHUSA, OENCTBUTENbHBI U
nognexat 3ameHe go 1 gauBapss 2021 r. Ha perucTpauMoHHble YyAoCTOBepeHust no dopme, yTBeEp)KOaemMoun
depepanbHo cnyx0oi No Haa3opy B ccepe 3apaBooXpaHeHMs.

(B pea. NoctaHoBnenun MNpaeutensctea PP o1 17.10.2013 N 930, ot 10.02.2017 N 160)

3ameHa  perncTpauMoHHOro  YOOCTOBEpPEeHMs — ocyllecTBnsieTca 6e3  npoxoxaeHus  npouenypbl
rocy4apCTBEHHON perncrpauum MeguuMHCKNX M3enni Ha OCHOBaHWW 3asiBMeHns, NpeacTaBNeHHoro 3assutenem
B ®enepanbHyto cnyxby no Hag3opy B cdepe 34paBOOXPaHEHUs, C YKa3aHMEM CBELEHUN, NpenyCMOTPEHHbIX
MpaBunamu, yTBep>XAEeHHBIMU HACTOSLLMM NOCTAHOBMEHNEM.

3. TocymapctBeHHass peructpaumss MeOuUMHCKUX W3denvin, NpeacTaBfneHHbIX Ha rocyaapCTBEHHYHO
pernctpaumio OO0 AHA BCTYMMEHWS B CUITy HACTOSALWEro MNOCTAHOBMEHMS, OCYLLECTBNSETCA Ha OCHOBaHMU
OOKYMEHTOB, MpeACTaBeHHbIX 00 OHSA BCTYMNEHMS B CWUIMy HACTOSILLEro MOCTAHOBIEHUS, @ TakkKe 3asABIEeHUst O
rocy4apCTBEHHOW perucTpaumMm MeamMUMHCKOrO Wu3genvsi, NpeacTaBreHHOro 3asiBUTENeM B COOTBETCTBMU C
MpaBunamu, yTBEPXAEHHBIMWM HACTOSILUM MocTaHoBneHuem, B depepanbHyto crnyxby no Hagsopy B cdepe
3[paBOOXPaHEHMUSI.

4. Peanusauusi MNOMHOMOYMIA, MNPEOYCMOTPEHHbIX HACTOAWMUM MOCTaHOBMIEHWEM, OCYLLIECTBNSAETCS B
npegenax ycraHoBneHHbix [MpaBuTenbctBoM Poccuinckon Pepepaumy npenenbHOW YUMCIEHHOCTM pPaboTHMKOB
ueHTpaneHoro annapata ®egepansHon cnyxbbl NO Hag3opy B cdepe 34paBOOXPaHEHUs, a Takke OIaXEeTHbIX
accurHoBaHui, npegycMoTpeHHbIXx Cnyxbe B degepanbHOM GrogKeTe Ha PyKOBOACTBO M ynpaeneHue B cdepe
YCTaHOBMEHHbIX PYHKLNNA.

5. HacTtoswee noctaHoBneHve BcTynaet B cuny ¢ 1 aHBapsa 2013 r.

Mpencepatens MNpaButenscTBa
Poccuitckon denepaumm
O.MEOBELOEB

YTBEpPXKOEHbI

noctaHoBreHuem lNpaBuTtenscTea
Poccuiickon ®epepauun

oT 27 gekabpsa 2012 r. N 1416

] NPABUNA )
FOCYAAPCTBEHHOW PEFUCTPALIMM MEAVLIMHCKUX U3AENNIA

Cnncok N3MEHSIOLWNX JOKYMEHTOB
(B peq. MoctaHoenenun Mpasutensctea P® ot 17.10.2013 N 930,
ot 17.07.2014 N 670, ot 10.02.2017 N 160)



1. Hactoswme lNpaBuna yctaHaBnuBalT MOPSA0K roCydapCTBEHHOW perncrpaumm MeguumHCKUX U3genvn,
noanexawumx obpatleHuto Ha Tepputopumn Poccuiickon Pegepaumm.

2. ['ocygapCTBEHHOW pervcTpauuy noanexaT nodble MHCTPYMEHTLI, annapaThbl, Npubopkl, 06opygoBaHue,
mMaTepuansl U Npodne n3genus, NpUMMeHsemMble B MEANLMHCKMX Lensax OTAEMNbHO UK B CoMeTaHun mexay cobon, a
Takke BMecCTe C APYrUMU NPUHAANEXHOCTAMM, HeobxoauMbIMU ONA NPUMEHEHUS YyKa3aHHbIX M3Oenuin no
HasHayeHuto, BKMOYas cneuuanbHOe nporpammHoe obecneyeHve, W npefHasHavyeHHble npousBoauTeneM
(n3rotoButenem) and npodunakTukKM, ANArHOCTUKW, NeYeHuss U MeauUMHCKOW peabunurtauumm 3aboneBaHui,
MOHWUTOPWMHIa COCTOSIHUSI OpraHu3ma 4enoBeka, NpoBeAeHUs MEAWLMHCKMX WCCNeaoBaHWui, BOCCTaHOBMEHMS,
3aMeLleHns, U3MEHEHUS] aHaTOMWYECKOW  CTPYKTypbl  uUnM  PUIMONOTMYECKUX  PYHKUUA  OpraHu3ama,
npegoTBpalleHnss UnvM npepbiBaHua 6epeMeHHOCTH, (PYHKLMOHAaNbHOE Ha3HayeHue KOTOPbIX He peanusyetcs
nytem ¢papmMakonormyeckoro, MMMYHOMOMMYECKOro, FeHeTUYEcKoro unu MeTtabonMyeckoro BO3LENCTBMS Ha
opraHu3m 4YerioBeka (ganee - MeQULUHCKNE N3genus).

(B pea. MNocTtaHoBneHus MNMpaeutenbctea PP ot 17.07.2014 N 670)

MeguunHckne wm3genus, W3roTOBMEHHble MO WHAMBMAYalNbHbIM  3aKa3aMm MauueHToB, K  KOTOPbIM
nNpeaobsBnAlTCA  cheuunanbHble TpeboBaHWS MO HA3HAYEHVMIO  MEAMLUMHCKMX PaboTHMKOB UM KOTOpble
npegHasHa4YeHbl WCKMYUTENBHO AMS JIMYHOTO WCMOMb30BaHMSA KOHKPETHbIM NauMeHTOM, rocy4apCTBEHHON
permcTpaumm He nognexar.

3. TocypapcTBeHHasa perncrpaums MeguuMHCKUX m3genuin ocyulecternsietca PepepanbHon cnyxbon no
Haa3opy B chepe 3gpaBoOXpaHeHns (ganee - perucTpupyroLLnn oprax).

4. B HacToawmx MpaBunax ncnonb3ylTcs creaylolme OCHOBHbIE MOHATUS:

"6e3onacHOCTb MeAMUMHCKOro usgenusa” - oTCyTCTBME HedOoMyCTMMOrO pucKa MPUYMHEHMS Bpeda XU3HW,
3[0pPOBbIO0 YeroBeka W OKpyxatllen cpege npyv UCNONb30BaHUM MEAULUMHCKOrO U3genus no HasHavyeHuio B
YCINOBUSAX, NPeayCMOTPEHHbIX MPOU3BoaUTENeM (M3roTOBUTENEM);

(B pea. NoctaHoeneHus MNpaeutensctea PP ot 17.07.2014 N 670)

"KayecTBO MeOMLMHCKOro usgenusa" - COBOKYMHOCTb CBOWCTB U XapakTepuUCTUK MeAWLMHCKOro u3genus,
BMMSIIOWMX Ha €ero CcrnocobHOCTb [EeNCTBOBAaTb MO HA3HAYEHMIO MpU YCIOBMM COOTBETCTBUSA TpeboBaHMAM
HOPMaTUBHOW AOKYMEHTaLMWN, TEXHUYECKOWN U SKCNNyaTauMOHHOW JOKYMEHTaUun NponsBoanTens (M3rotoBmuTens);
(B pea. NoctanoBnenun MNpasutensctea P® o1 17.10.2013 N 930, o1 17.07.2014 N 670)

"KnuHu4eckne wucnbiTaHus" - paspaboTaHHOe W 3anfaHuMpoBaHHOE CUCTEMaTU4YecKoe WuccrnegoBaHue,
npeanpuHATOoe, B TOM YMChe C yyacTMEM YeroBeka B KayecTBe cybbekta Ans oueHku 6BesonacHocTn u
3(pPeKTUBHOCTM MEANLIMHCKOrO U3genus;

"HopMaTuBHasA OOKYMeHTauusa" - JOKYMEHTbI, pernameHTupylowme TpebosaHma 6e3onacHoCTH, KayecTsa, a
Takke npegnonaraemyto 3HeKTUBHOCTL NPegyCMOTPEHHOro MPUMEHEHUS U MeToAbl KOHTPOMsS COOTBETCTBUSA
MEeOMULIMHCKOrO M3Oennsi aTum TpeboBaHuAM;

"perncTpaumoHHoe gocbe" - KOMMMEeKT JOKYMEHTOB, NpeAcTaBnseMblX AN rocyaapCTBEHHOW perncrpaumm,
BHECEHUS U3MEHEHUN B perncTpaumoHHOe yaoOCTOBEpPEHME Ha MeAMUUHCKOe nsdenue, a Takke KOnuu peLleHu,
NPUHATBIX PEMMCTPUPYIOLLMM OPraHOM B OTHOLLEHUN KOHKPETHOro MeAMULIMHCKOro u3aenus;

"TexHu4yeckas [JOKyMeHTauus npousBoauTens (M3rotoBuTens)" - [OOKYMEHTbl, pernameHTupyolne
KOHCTPYKLMIO MEAULMHCKOrO U3fenus, ycTaHaBnuBalLme TexHmdeckme TpeboBaHma 1 cogepxalime gaHHble Ans
ero paspaboTku, MpPOU3BOACTBA, NPUMEHEHWUs, 3JKChryaTauuu, TEeXHUYECKOro OOBCMyXMBaHWS, PEMOHTa,
YTUAN3aLUMn NN YHUUYTOXEHNS;

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

"TeXHWYECKMe MCMbITaHUS" - UCMbITaHUSA C Lenblo ONpeAernieHnss COOTBETCTBUS XapaKTepUCTUK (CBOWCTB)
MeauUMHCKOro um3genust TpeboBaHMAM HOPMAaTMBHOW [OKYMEHTauWWM, TEXHWYECKOW W  3SKChnnyaTalMoHHON
OOKYMeHTauun nponssoanTens (M3roToBUTENS) U NPUHATUSA NOCNeayoLwero pelleHnsa 0 BO3MOXHOCTM NPoBeAeHUs
KNMUHUYECKUX UCTbITAHUN;

(B pen. MNoctaHoeneHun Mpasutenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TOKCMKOMNOIrM4yeckne uccrnegoBaHus" - McCnefoBaHus B LENAX OUeHkM Ouonornyeckon ©OesonacHocTu
MEOMLIMHCKOrO u3genus u MNpUHATUS Mocnefyolero pelweHuss O BO3MOXHOCTU MNPOBeAeHUs KIMUHUYECKUX
WCNbITAHUN;

"YNOMHOMOYEHHbIA  MPEeAcTaBuUTeNnb  npousBoauTens  (M3rotoBuTend)" -  lopuguyeckoe  nvuo,
3apermctpupoBaHHoe Ha Tepputopun  Poccuickon — ®depepaumn,  YNONMHOMOYEHHOE  NPOM3BOAMTENEM
(nsrotoBuTENEM) MEONLMHCKOrO M3OENUs NPeAcTaBnATb €ro MHTepechl No Bornpocam obpalleHns MeguumnHCKOro
nsgenusa Ha TeppuTtopumn Poccuickon ®egepauun, B TOM 4Yncne no BONpocam npoueayp OUEHKU COOTBETCTBUS U
rocyqapCTBEHHON perncrpauun, Ha MMsi KOTOPOro MOXeT ObiTb Bbl4aHO PerucTpauMoHHOE YOOCTOBEpeHue Ha
MeaM LMHCKoe usaenue;

(8 pea. MNoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

"aKkcnnyaTtaumoHHas OOKYMEHTaLuMs Npou3BoanTens (M3rotoBuTens)" - JOKYMEHTbI, NpeAHasHayeHHble Ans
03HaKOMITEHNSI NOTPEOUTENST C KOHCTPYKUMEN MEAULMHCKOrO M3OEeNusl, pernameHTMpyroLWme yCcnoBums 1 npasuna
akcnnyaTaumm (MCnonb3oBaHMe MO HAa3HAYEHWUID, TEXHUYECKOE OOCnyXMBaHWe, TEKYLUMA PEMOHT, XpaHeHUEe W



TPaHCNOPTMPOBKA), rapaHTUPOBaHHbIE MPOU3BOAMTENEM (M3roTOBMTENIEM) 3HAYEHUs OCHOBHbLIX MapamMeTpos,
XapakTepucTuk (CBOWCTB) MEAMLMHCKOrO W3Aenus, rapaHTuiiHble obs3aTenbCTBa, a Takke CBeOeHUs O ero
YTUNN3aUMN Unn YHUHTOXEHUN;

(8 pen. MNoctaHoBneHun Mpasutensctea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"9(pPEKTMBHOCTL MEOULMHCKOTO M3aennsa" - COBOKYMHOCTb CBOWCTB W XapakTepUCTUK MeOULMHCKOro
nsgenus, obecneyvBaloWMX OOCTMXKEHWE Uenen npegHasHayeHus, YCTaHOBIEHHbIX MPOWM3BOAUTENEM
(n3roToBuTENEM) M NOATBEPXKOEHHOIO NPAKTUKOW KMMHUYECKOrO NPUMEHEHNS.

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

5. locymapcTBeHHass peructpaums MeauUMHCKUX W3Oenui MNpoBOAWUTCS Ha OCHOBAHWMM pe3ynbTaToB
TEXHWUYECKMX UCMbITaHUIA, TOKCMKONMOrMYECKNX UCCeaoBaHWN, KNMHUYECKMX UCTbITaHniA, NpeacTaBnsaowmx cobon
hOpMbl  OLEHKM COOTBETCTBMS MEAWMLMHCKMX W3Aenui C  y4eTom Krnaccudpmkaumm B 3aBUCMMOCTM  OT
MOTEHLUMAanbHOro p1ucKa UX NPUMEHEHWS, N 3KCMepTM3bl kKayecTBa, apdekTMBHOCTM 1 6e30MacHOCTU MeaULIMHCKMX
n3genuin ¢ y4yeTom Knaccudukauum B 3aBUCMMOCTM OT MOTEHLMANbHOMO puCKa WX NPUMEHEHWUs, a TaKke
NCMbITAHWIN B LenaxX yTBEPXAEeHNS Tuna CPeacTs U3aMepeHuii (B OTHOLLEHUM MEAULIMHCKMX U3OEeNWIN, OTHOCALLMXCS
K cpedctBaMm wu3MepeHu B cdpepe rocyqapCTBEHHOrO perynvpoBaHus obecneyeHnss eguHcTBa M3MepeHUn,
nepeyeHb KOTOpbIX yTBEPXKAaeTcsa MuHucTepcTBoM 3apaBooxpaHeHusa Poccuiickon ®epepauun).

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

Ob6ecneyeHne opraHmsaumm paboTbl MO YOPMUPOBAHUIO U BEAEHUIO HOMEHKNATYpHOW Kraccudumkaymm
MeONUMHCKUX U3AEen1in No BUAaM OCYLLECTBNSETCH PErMcCTpUPYOLLMM OpraHoM.

(ab3ay BBegeH lNMoctaHoBneHnewm MNpasutensctea P® ot 17.07.2014 N 670)

6. [JokymeHTOM, NoATBEPKAAOLWMM (DaKT rocygapCTBEHHOW perncTpauumn MeauumMHCKOro n3genus, aBnseTcs
perncTpauMoHHOe yaAOCTOBEPEHNE Ha MeauUMHCKOoe n3fenve (ganee - permctpaunoHHoe ygoctosepeHue). dopma
perncTpaumMoHHOro YAOCTOBEPEHMS YTBEPXKAAETCHA PErMCTPUPYIOLLMM OPraHoM.

PernctpauvoHHoe ygoctoBepeHue BblgaeTcs 6eccpoyHo.

7. TocygoapcTBeHHas MOLWIMHA YnnayvMBaeTcd B COOTBETCTBUM C 3aKoHOOATENbCTBOM Poccuiickon
denepaumn o Hanorax n cbopax.

Wudopmauus o6 ynnaTe rocyaapCTBEHHOW MOLWIMMHbI 3anpawvBaeTcs PerncTpupylowmMm OpraHom B
nopsigke MexBeAOMCTBEHHOMO MHAOPMALMOHHOIO B3aMMOOEWCTBUS B COOTBETCTBMM C PeaeparnbHbiM 3aKOHOM
"O6 opraHu3auun NpegoCcTaBeHNs rocygapCTBEHHbIX U MYHULMMANbHLIX yeryr".

8. [Ons rocyoapCTBEHHOW peructpauun  MeAuMUMHCKOro  u3genus  paspaboTyuk, npou3BoauTenb
(nsrotoBuUTENbL) MEOMUMHCKOINO U3AENUSA WM YNONIHOMOYEHHbIV NpeacTaBuTenb npoussoautTens (M3roToBUTENS)
(oanee - 3agBuTenb) npeacrasnsgeT NMbBo HanpasBnseT B PerucTpupyoLwnin opraH 3asiBfieHMe O rocygapcTBEHHOW
perncTpaumm MeamumnHCKOro U3fenus, a Takke AOKYMeHTbI, ykasdaHHble B MyHkTe 10 HacToswwmx Mpasun.

(n. 8 B peq. NoctaHoBneHus MNpasutensctea PO o1 17.07.2014 N 670)

9. B 3asBneHWM O rocygapCTBEHHOW perucTpauum MeguvuMHCKOro u3genusa (ganee - 3asiBneHve o
perncTpaummn) ykasbiBalTcs criegytoLlmne cCBeAeHWs:

a) HavMeHOBaHWe MeAVMLMHCKOro wusgenus (C  ykasaHMeM MpuHaAnexHocTen, HeobxoauMmblx AONs
NPUMeEHEHNS MeQULIMHCKOrO M34enmns No Ha3HayveHumio);

©0) B oTHOLWEHUN pa3paboTymka - NOMHOE 1 (B cryvyae, ecrivm UMeeTcsl) COKpaLLEeHHOEe HaMMEHOBaHWE, B TOM
yncne upMeHHoe HaummeHOBaHue, OpraHusauMoHHO-MpaBoBas ¢opma PUAMYECcKOro nuua, agpec (MecTo
HaxoxaeHus), a Takke Homepa TenedoHOB U (B criyyae, eCrnv MMeeTcs) aapec dNEeKTPOHHOW NOYThbl OPUANYECKOrOo
nmua;

B) B OTHOLIEHMU Mpou3BoauTens (M3roToBUTENs) MEAMUMHCKOro u3genus - nomnHoe u (B cnydvae, ecnu
MMeeTCsl) COKpalleHHOe HaMMeHOBaHwWe, B TOM 4ucrie (UpMeEHHOe HaumeHOBaHWe, OpraHu3auuoHHO-NpaBoBas
dopma ropuanyeckoro nvua, agpec Mecta HaxoxaeHus unu damunns, umsa u (B criyyae, ecnvm MMeeTcs)
OTYECTBO, PEKBU3WUTbI JOKYMEHTa, YAOCTOBEpPSIOLEero NMYHOCTb, aApec MecTa >XUTenbCTBa WHAWMBWAYaNbHOro
npeanpuHumartens, a Takke HoMmepa TenedoHOB M (B crydae, eCnu UMeeTcs) agpec 3SMeKTPOHHOW MOoYThl
topuanYeckoro nuua unv UHAMBMAYanbHOro NpeanpuHUMaTens;

(nn. "B" B pen. MNMoctaHoBneHua MNpasutensctea P® ot 17.07.2014 N 670)

) B OTHOLLUEHUWN YMOFTHOMOYEHHOro NpeAcTaBuUTENS NPoU3BOaUTENS (M3roTOBUTENS) - NMOMHOE U (B criyyae,
ecnM  MMeeTcsd)  COKpaleHHOe  HavMeHOBaHue, B  TOM  uucne  (pMpMeHHOe  HaMMeHOBaHue,
OopraHm3aunoHHo-NpaBoBasd ¢Gopma pUAMYECKOro nuua, agpec (MecTo HaxOXAeHus), a Takke Homepa
TenedoHoB U (B cnyvae, ecnvm uMeeTcs) aapec MEeKTPOHHOM NOYTbI FOPUANYECKOTo NNUa;

(B pea. NoctaHoenenus MNpasutensctea PP o1 17.07.2014 N 670)

4) B OTHOLEHWM OPUAMYECKOTO Iuua, Ha UMS KOTOPOrOo MOXeT ObiTb BbldaHO perucTpaunoHHoOe
yOOCTOBEpeHue, - NofnHoe 1 (B criydae, ecnv MMeeTCs) COKpalleHHOoe HavMeHOoBaHue, B TOM Yucne rpMeHHoe
HaumeHoBaHWe, OpraHn3aunoHHO-NpaBoBas hopma PMANYECKOrO Nuua, agpec (MecTo HaxoXaeHus), a Takke
HoMepa TenedoHOB 1 (B cnyyae, eCnmn UMeeTcs) agpec MEKTPOHHON MOYThI OPUANYECKOTO NNLA;

€) MecTo Npou3BOACTBa MEANLIMHCKOrO U3enus;

X) Ha3HayeHve MeaULMHCKOrO U3aenus, yCTaHOBIIEHHOe NpoM3BoauTenemM (M3rotoBuTenem);



(B pea. MNoctaHoBneHus Mpaeutensctea PP ot 17.07.2014 N 670)

3) BUO MeOWUMHCKOrO u3genuss B COOTBETCTBMM C HOMEHKNATYPHOW Kraccudukaunen MeavLUHCKMX
n3genum;

1) Knacc noTeHumanbHOro pucka NpUMeHeHNs MeaMuUUHCKOro M3L4enusa B COOTBETCTBMU C HOMEHKIaTyPHON
Knaccudukaunen MegnumMHCKNX n3genui;

K) kog OBLLepoccMinckoro knaccudmkaTopa NpoAyKUUM Mo BUAAM SKOHOMUYECKON OeATENbHOCTY;

(nn. "k" B pea. NoctaHoBnenus MNpasutensctea P® ot 10.02.2017 N 160)

n) ceedeHns o cnocobe NonyvyeHnss permcTpaLMoHHOro yagocToBepeHUs, a Takke NHPopMaLmmn, CBA3aHHOM C
npouenypov rocyaapCcTBEHHOW perncrpauum MeauumMHCKOro nsgenus.

10. Inga rocyaapCTBEHHOW perncrpauum MeanLmMHCKOro n3genvs npeactaBnsoTcs cregyowme JOKYMEHThI:

a) Konus OOKyMEeHTa, MOATBEPXKAAILEro NOSHOMOYNST YNONMHOMOYEHHOrO NpeacTaBuTens Npov3BoaMTens
(n3rotoBuTens);

(B pea. MNocTtaHoBneHus MNMpaeutenbctea PP ot 17.07.2014 N 670)

0) cBegeHVst 0 HOpMaTUBHOW AOKYMEHTaLMN Ha MeQULUHCKOEe N3fernue;

B) TEXHMYECKas AOKYMEHTaLMs Npon3BoauTens (M3rotToBUTENs) Ha MeEULIMHCKOE M3genve;
(8 pen. MNoctaHoBneHun Mpasutensctea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

) 9KCnnyaTauuMoHHas OOKYMeHTaums npou3BoauTens (M3roToBUTENS) Ha MeAWUMHCKOEe usgenve, B TOM
Yncne MHCTPYKUMSA NO NPUMEHEHMIO UM PYKOBOACTBO MO 3KCnnyaTaumm MeguLmnHCKOro U3fenus;

(B pea. NoctanoBnenun MNpasutensctea PP o1 17.10.2013 N 930, ot 17.07.2014 N 670)

4) hoTorpadmyeckne ns3obpaxeHnsa obLiero Buga MEQULMHCKOrO M3OENUA BMECTE C NMPUHALIEXHOCTAMM,
HeobXoAMMbIMW ANst NMPUMEHEHUS MEeOMUMHCKOrO usgenus no HasHadeHuo (pa3mepom He meHee 18 x 24
caHTUMeTpa);

(B pea. NoctaHoeneHus MNpaeutensctea PP o1 17.10.2013 N 930)

€) AOKYMEHTbI, NOATBEPXKAAIOLLME Pe3ynbTaTbl TEXHUYECKUX UCTbITAHUA MEOULIMHCKOTO U34enuns;

X) OOKYMEHThI, MOATBEPXKAAIOLME Pe3yrbTaTbl TOKCUKOOIMYECKMX UCCIefO0BaHUA MEOMLMHCKOIO N3fenus,
Ncnonb3oBaHWe KOTOPOro npegrnoraraet Hanumume KoHTakTa ¢ OpraHu3aMoM YErNoBEKa;

3) OOKYMEHTbI, NOATBEPXAAOWME pe3ynbTaTbl UCTbITAHUN MEAULMHCKOrO U3AEnus B Lensax yTBepXAeHUs
TMna cpeacTB U3mepeHunin (B OTHOLLEHNN MEAMLIMHCKMX U3OEeNnIN, OTHOCALUMXCS K cpeacTBamM nsmepeHui B cepe
rocy4apCTBEHHOIO perynvpoBaHus obecnevyeHns eavHCTBa W3MEpPeHUI, NepeyeHb KOTOPbIX YTBEPXKAaeTCH
MuHucTepcTBOM 3gpaBooxpaHeHns Poccuiickon ®egepauun);

1) ONUCb JOKYMEHTOB;

K) cBegeHusl, NOATBEPXAAOWNE KITMHNYECKY 3dD(PEeKTMBHOCTL U Be3onacHOCTb MEAMUMHCKMX U3genuin (B
crnyyae, ecrnv umetoTcs);

(nn. "k" BBeaeH lNoctaHoBneHueM lNpasutensctea P® ot 17.07.2014 N 670)

) NPOEKT NfaHa KIMMHUYECKNX UCMbITaHUA MEQULMHCKOTO U3enusa ¢ 060CHOBbLIBAOLWMMM €ro Mmatepuanamm
(B cny4yae, ecnu nmeeTcs).

(nn. "n" BBegeH lNMoctaHoBneHuem lMNpasutensctea P® ot 17.07.2014 N 670)

11. B cnyyae ecnu JOKYMeHTbI, yka3zaHHble B NyHkTe 10 HacTosawwmx MNpasun, coctaBneHbl Ha UHOCTPAHHOM
A3blKe, OHW NPeaCTaBnsoTCH C 3aBEPEHHbIM B YCTaHOBMEHHOM Nopsdke nepeBoAOM Ha PYCCKUIM A3bIK.

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

12. Cpoks K nocnegoBaTernbHOCTb aAMUMHUCTPATMBHBLIX Mpoueayp W aAMUHUCTPATUBHBLIX OEWCTBUNA
perucTpupylowero opraHa YycCTaHaBnvMBalTCa pa3pabaTbiBaeMbiM B COOTBETCTBMM C  NOCTaHOBIIEHWEM
MpaButenbctBa Poccunckon ®Pepepaumm ot 16 maa 2011 r. N 373 agMMHUCTPATMBHLIM perfiameHToM
npenocTaBneHnst rocygapCTBEHHOM YCMyrM No rocyAapCTBEHHOW PErmcTpauumn MeaULMHCKUX N3OENUN.

13. BagBneHue o perncTpaumm u [OOKYMEHTbl, npegycMoTpeHHble nyHkTom 10 HacTtodawmx [paswun,
NpeacTaBnsoTCA 3asiBUTENEM B PErMCTPUPYIOLWLMIA OpraH Ha OyMaXHOM HocuTerne HenocpeacTBEHHO WIu
HanpaBnslOTCA 3akasHbIM NMOYTOBbLIM OTMPABIIEHMEM C YBEAOMSIEHWEM O BPYYEHUWM U OMUCLIO BMNOXeHUsA nubo B
3NEeKTPOHHOW hopMe, NOANUCAHHbIE 3MEKTPOHHOM NOAMUCHIO.

Pervctpupytowuin opraH NpuHUMaeT 3asiBNeHMe O PeErMcTpaumm u JOKYMeHTbl, NPeAYCMOTPEHHbIE MYHKTOM
10 Hactoswmx [MpaBun, nNo onucu, KOMuMs KOTOPOM C OTMETKOM O JaTe npueMa YyKasaHHbIX 3asBfeHus U
OOKYMEHTOB B ieHb NMpMemMa Bpy4YaeTCsl 3asBUTENI0 UK HanpaBnsieTcd eMy 3aka3HbiM NMOYTOBbIM OTNPaBlieHVEM C
yBeJoOMIIEHMEM O BpyYeHMU NMMbBo B 3NEKTPOHHON hopme MO TENEKOMMYHUKaLMOHHBIM KaHanam CBs3u.

(B pea. NoctaHoeneHus MNpasutensctea PP o1 17.07.2014 N 670)

14. Pernctpvpylowmii opraH He BrnpaBe TpeboBaTb OT 3asBMTENS yKasbiBaTb B 3asBMEHWM O perncrpauuu
cBedeHus, He MnpegycMOTpeHHble nyHKToM 9 HactoAwmx [MpaBun, W npeactaBnsaTb OOKYMEHTbI, He
npeaycMoTpeHHble nyHkToM 10 HacTodAwmx MNpasun.

15. B TedeHue 5 paboumx [OHeEN CO [OHS MOCTYMMEHUS 3asBIEHWs O perucTpauunm u [OOKYMEHTOB,
npegycMoTpeHHbIX nyHkToM 10 HacTosawmx [MpaBun, perucTpypylowmnin opraH NpOBOAMT MPOBEPKY MOJSHOTHLI U
OOCTOBEPHOCTU COAEPXKALUUXCSA B HUX CBEAEHWIA, B TOM YMCIIE NYTEM CPABHEHUSI TAaKNX CBEAEHWU CO CBEAEHUAMMN,
npeacTaBrneHHbIMU B MOPSIAKE MEXBEOOMCTBEHHOIO MHOPMALIMOHHOTO B3aUMOLENCTBUS.



(B pea. MNoctaHoBneHus Mpaeutensctea PP ot 17.07.2014 N 670)

16. B cnyyae ecnu 3asBneHne o permcrtpaunmn ooopMIIEHO C HapyLeHNeM NOSTOXKEHUI MYHKTa 9 HaCTOALLMX
MpaBun u (MnNu) B 3asiBNEHUN yKa3aHbl HEOOCTOBEPHbIE CBeAeHNst MO0 AOKYMEHTbI, MPeayCMOTpPEHHbIE MYHKTOM
10 HacTtoswwmx [paBwn, npeacrtaeneHbl He B MOMHOM OObeMe, PEerncTpupylowmMin opraH BpydYaeT 3asBUTENIO
yBegomneHve o Heobxoammoctn ycrtpaHenuss B 30-OHEBHbIN CPOK  BbISIBMIEHHbIX HapyweHun u  (1num)
npeacTaBneHns JOKYMEHTOB, KOTOpblEe OTCYTCTBYIOT, NMMBO HanpaBnsaeT Takoe yBeAOMMEHNe 3aKka3HbIM NOYTOBbLIM
OoTnpaBneHMemM C yBEAOMIIEHMEM O BpYyYeHUU wunu B (HOPME SMEKTPOHHOro [OKYMeHTa, MOANUCAHHOro
3ANEKTPOHHON NoANUCHI0, NMMBO B 3NEeKTPOHHOW hopMe MO TENEKOMMYHUKALMOHHbLIM KaHanam CBS3M.

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

17. B TeyeHue 3 pabounx gHen co gHA NpeacTaBrieHnst Hagnexawmum o6pasomMm 0OpMITEHHOrO 3asiBNIEHNS O
permctpaumMm n B NofHoM obbeme AOKYMEHTOB, NpeAyCMOTPeHHbIX nyHkTom 10 HacToawwmx [NpaBun, a Takke B
cnyyae ycTpaHeHuss B 30-OHEBHbIA CPOK BbISIBMIEHHbIX HapyleHun u (unu) npeacTaBreHns LOKYMEHTOB,
npegycMoTpeHHbIX nyHkTom 10 Hactoswmx [MpaBun, perncTpupylowmn opraH NpUHMMaeT pelleHne O Havarne
rocygapCTBEeHHOWN permctpaunm MeauuuHCKUX N3genun.

18. B cnyyae ecnu B 30-OHEBHLIN CPOK HE YCTPaHEHbI BbISIBIIEHHbIE HApPYLUEHUsI U (MNK) He NpeacTaBfeHbl
OOKYMEHTbI, KOTOpble OTCYTCTBYIOT, PErMCTPUPYIOLMIA OpraH NpuHMMaeT pelleHWe O BO3BpaTe 3asBrieHus O
permctpaumMm W LOOKYMEHTOB, NpPeayCMOTPEHHbIX nyHkToM 10 HacTtoswwmx [lpaBun, € MOTUBMPOBaHHbLIM
0B60oCHOBaHNEM NPWYKNH BO3BpaTa.

19. N'ocygapcTBeHHas perucTpaumns MeauuMHCKUX U3genuin ocyLecTBASeTCa PerncTpupyowmnum opraHom B
CpOK, He npesbiwatowmnn 50 pabounx AHen Co AHA NPUHSATUSA peLleHns O Havane rocygapCTBEeHHON perncrpaumm
MeONLMHCKUX U3aenun.

Cpok npoBefeHust KNMHUYECKUX UCTbITAHUA MEAULVHCKOrO n3genusa B 50-gHEBHbIV CPOK HE BKIIOYAETCS.

20. B TeueHne 3 paboumx gHelm co OHA MPUHATUS pelleHMst O Havane rocydapCTBEHHOW perucrpauuu
MEeOULMHCKUX W3AENWA PErucTpupylownin opraH oopMnseT M BblgaeT 3agaHWe Ha NpoBedeHMEe 3IKCNepTU3bl
KadecTBa, 9(deKTUBHOCTM U Oe3onacHOCTM MeauUMHCKOro wusgenus degepanbHOMy rocyaapCTBEHHOMY
GOOKETHOMY YYPEXAEHUIO, HaxXoOsAWEeMycsi B BeOEHVMM pPEerucTpupylollero opraHa (ganee - 3KcnepTHoe
yypexgeHue).

21. Okcneptu3a kayecTBa, 3(PPEKTUBHOCTM U Be3onacHOCTM MEeAULMHCKOro u3genus npoBOAMTCSA
9KCNEPTHbIM  YyYpeXAeHWeM Mo3TanHo B COOTBETCTBMM C NOPSAKOM, yTBepxaaembiM MuHUCTEpCTBOM
3apaBooxpaHeHnst Poccuickon depepaumm:

a) Ha | aTane ocyLlecTBNSAETCA 3KCNepTn3a 3asaBneHns O perucTpaunm n JQOKYMEHTOB, YKasaHHbIX B MyHKTe
10 HacToswwmx lMpasun, Ang onpegeneHs BO3MOXHOCTU (HEBO3MOXXHOCTW) NPOBEAEHUS KITMHUYECKUX UCTbITaHNI
MEeOULMHCKOTO U3genus;

©0) Ha Il sTame ocywecTBnNAeTCA 3KCMEPTU3a MONHOTbI M Pe3ynbTaToOB MNPOBEAEHHbIX TEXHUYECKUX
UCMbITAHWIN, TOKCUKONOMMYECKNX WCCNEAOBaHWUN, KIMHUYECKUX WCMbITAHWW, a TakkKe WUCNbITaHWA B Lensx
YTBEPXKAEHUS TuUMa cpeacTB U3MEPEHUN (B OTHOLUEHUN MEAMLUMHCKMX W3OENUA, OTHOCSLLMXCHA K CpeacTBam
n3MepeHunii B cdhepe rocygapCcTBEHHOIO perynMpoBaHusa obecneyvyeHns eguHCcTBa U3MeEpPEeHUi, NepedeHb KOTOPbIX
yTBepxaaeTca MuHucTepcTBOM 3apaBooxpaHeHuss Poccuiickon ®depepauuun) (ganee - skcneptmsa MOMHOThI U
pe3ynbTaTtoB UCMbITAHUIM U NCCNEAOBaHUN).

21(1). Mpn nNpoBeaeHUN 3KCMEpPTU3bl kavyecTBa, IPPEKTUBHOCTM N Be3onacHOCTU MeAULUHCKOro mM3genus
(Ha nobom aTane) He gonyckaeTcs uUcTpeboBaHMEe IKCMEPTHbIM YYpexAaeHWeM y 3adButens nubo MHbIX nuy
mMaTepuanos, HeOBXOAMMbIX AN NPOBEAEHNS SKCNEPTMU3bI.

B cnyyae HepocTaTouyHOCTM [Ans BblHECEHWS 3KCMEPTOM 3aKMyYeHus MaTepuanoB W CBEAEHWW,
cofepXalmxca B NPefCcTaBfeHHbIX 3asiBATENEM 3asdBIIEHUM O pPerncrpauun u SOKYMEHTaX, NpPedyCMOTPEHHbIX
nyHkTom 10 Hactoawwmx NpaBun, 3KcnepT CTaBUT BOMPOC O MpeAcTaBfeHnn eMy HeobxoaMMbIX MaTepuarnos U
CBeJeHUI nepe PYKOBOAMTENEM 3KCMEPTHOro YyYpeXxaeHusi, KOTOpbI obpallaeTcsa C COOTBETCTBYHOLLMM
3anpocoM B PErMCTPUPYIOLLMIA OpraH, BblAaBLUUA 3aaHne Ha NpoBeaeHME 3KCNepTn3bl. PErMcTpupyoLwmn opraH B
TeueHne 2 paboymx OHeW CO OHA MOCTYNNEHMs 3anpoca PyKOBOAMTENSA 3KCMEPTHOrO y4pexaeHus Hanpasnset
3asBUTENO 3anpoc O NpeAcTaBreHnn HeobXoOUMbIX CBEAEHWI C YKa3aHUEM XapakTepa 3amMeyaHuin 1 cnocoba mx
yCTpaHeHusl. YKas3aHHbI 3anpoc HamnpaBnseTcs OQHOKPaTHO UM MoOXeT OblTb nepedaH ynOMHOMOYEHHOMY
npeacTaBuTeNio 3asBMTENd NWYHO MOA PacnucKy, HamnpasfieH Mo Mo4YTe 3aka3HbiM NMCbMOM MMM nepejaH B
3NEKTPOHHOW (POpME MO TENEKOMMYHMKALMOHHBIM KaHanam CBSA3M Nubo B popMe 3MeKTPOHHOro AOKYMEHTa,
MOANUCAHHOIO 3NEKTPOHHON MOAMNUCHIO.

3aaBuTenb 06s13aH NpeacTaBnTb OTBET Ha 3anpoc PErncTpMpyLLIEro OpraHa B CPOK, He MpeBblwatowmn 50
pabounx gHewn co AHSA NosydYeHus 3Toro 3anpoca. B TeyeHme 2 paboumx gHew co AHA NOCTyNfeHns OT 3asBuTens
OTBETA Ha 3anpoC PErucTpPUpPYOLLUA OpraH HanpasnsieT Takol OTBET B 3KCNEpPTHOe y4ypexaeHue. B cnydae
HenpeacTaeneHns no mcredeHmn 50 paboumx OHeN 3asiBUTENeM OTBETa Ha 3anpoc PErnmcTpypyrloLLniA opraH B
TeveHune 2 paboymx OHEN HanpaBnsieT B 3KCMEPTHOE YUYpeXAEHNE YBEAOMIIEHUE O HENPEACTABINEHNM 3asBUTENEM
OTBETA Ha 3anpoc PEervcTpuUpyloLLero opraHa Ans MOAroTOBKM 3aKMOYEHMST 3KCMEPTHOIO YYpeXxaeHwust Ha
OCHOBaHUMN JOKYMEHTOB, MMEIOLLMUXCS B €0 PACMOPSKEHNN.



Bpemsa co gHs HanpasneHusa 3anpoca perncTpupyroLlero opraHa Ao AHA NonyvYeHns oTBeTa Ha 3anpoc unm
yBeAOMMNEHNS O HenpeacTaBfeHUn OTBEeTa Ha 3anpoc He YYUThLIBAETCH MPU MCYUCHIEHMM CpPOKa NpoBeAeHUS
3KCnepTM3bl kavyecTBa, aPdeKTBHOCTM U 6e30NacHOCTM MEeOULMHCKOTO M3Oenusl.

(n. 21(1) BBeneH MNoctaHoBneHmem lNpasutensctea P® ot 17.07.2014 N 670)

22. Ha | atane akcnepTusbl kayecTBa, 9PEKTUBHOCTUN 1 6E30MacCHOCTU MeQULMHCKOTO U3genusa aKkcnepTHoe
yupexaeHue B Cpok, He npesbiwatowmnin 20 paboumnx gHen co gHA nonydeHus 3agaHus, OCYLLEeCTBNSET cneayloLwme
MeponpuaTUS:

a) npoBefeHne 3KCNepPTU3bl 3asiBMIEHUA O perncTpauum u LOKYMEHTOB, NpeayCMOTPEHHbIX nyHktom 10
HacTodawmx [MpaBun, ana onpegeneHns BO3MOXHOCTU (HEBO3MOXHOCTM) NPOBEAEHMUS KIMHUYECKUX UCMbITAHWUM
MeAMLMHCKOro n3genus;

0) odopmneHve n HanpasreHne B PErMCTpUPYHOLLNA OpraH 3akmyYeHns O BO3MOXHOCTU (HEBO3MOXHOCTW)
NPOBEAEHUS  KIMMHUYECKMX WCNBbITAHUA MEOMUMHCKOrO u3gerusa (C  ykasaHuem npuvyimH M ob6oCHOBaHMEM
HEBO3MOXHOCTU WX MpoBedeHus), dopMa KoToporo yrBepxgaetca MuHUMCTEPCTBOM 30paBOOXpaHEHUs
Poccuinckon ®egepaumu.

23. OcHoBaHMEM 151 BbIHECEHMWS SKCMNEPTHBIM YUYPEXOEHNEM 3aKITHOYEHUS] O HEBO3MOXHOCTU NPOBEAEHUS
KNMUHUYECKUX  UCMbITAHUA  MEOULMHCKOTO U34Eenus WUnu  HEeBO3MOXHOCTW TFOCyOapCTBEHHOW perucrpaumm
MEeAMLMHCKOro n3aenns siBnsieTcs:

(B pea. NoctaHoBneHus MNpasutensctea P® ot 17.07.2014 N 670)

a) HecooTBeTCTBME MEAULMHCKOro usgenusa TpeboBaHUAM HOPMAaTMBHOW OOKYMEHTauuu, TEXHUYECKOW U
(vnn) akcnnyaTaunMoHHOW AOKYMEHTaLumMmn npoussogutens (M3rotoBntens);

(B pea. NoctanoBnenun MNpasutensctea PP o1 17.10.2013 N 930, ot 17.07.2014 N 670)

0) oTcyTcTBME foKasaTenbcTB 6€30MacHOCTU MEANLIMHCKOrO U3aenus.

(B pea. NoctaHoeneHus MNpaeutensctea PP ot 17.07.2014 N 670)

24. Pernctpupytolimii opraH B TedeHme 5 pabounx OHen cOo OHS NONyYeHUs OT 3KCMEPTHOro y4pexaeHus
3aKMYEHNST O BO3MOXHOCTU (HEBO3MOXHOCTW) MPOBEAEHUS] KIMMHUYECKUX WCMbITAHUA MEAMLIMHCKOro u3genus
OCYLLLeCTBNSET crneayloLine MeponpuaTns:

a) OLEeHKa 3aKni4veHus Anga onpegeneHnsi COOTBETCTBUSA 3a4aHUI0 Ha NpoBefeHne 3KCNepTM3bl KavyecTBa,
achpekTMBHOCTM 1 6GE30MAaCHOCTN MEOULNHCKOTO U3aenus;

0) NpuHATME pelleHMs O Bbigadve paspelleHnss Ha NPOBEAEHME KITMHUYECKUX MCMbITaHUA MeAULMHCKOro
nsgenua nnn o6 oOTkase B rocyaapCTBEHHOW perncrpaumMm MeauUMHCKOro mu3genuvs, Kotopoe ocdhopmngaeTcs
NPUKa3oM PErMCTPUPYIOLLLErO OpraHa, u yBeaoMIIeHUE 3asiBUTENSA O MPUHATOM peLLEHNH;

B) Bbldaya (HanpaBreHue 3akasHbiM NOYTOBLIM OTNPaBNEHNEM C YBEOOMIEHNEM O BPY4YEHUU Unun B hopme
3NEKTPOHHOro [AOKYMEHTa, NOAMUCAHHOrO SMEKTPOHHOW MOAMUCHI0) 3asdBUTEN0 paspelleHns Ha npoBefeHue
KNMUHUYECKUX UCNbITaHUA MeAULMHCKOro usgenus, opma KoToporo yTeepXaaeTcsa perucTpupyowmmM opraHoMm, v
BHECEHVWE COOTBETCTBYIOLLMX CBEAEHUMW B pPeecTp BblAaHHbLIX paspelleHnin Ha npoBefdeHuEe KITMHUYECKUX
UCMbITaHUN MEQULUHCKOrO U3aenus, Nopsifok BEAEHUS KOTOPOro YTBEPKAAETCS PErMcTpUpYOLLUM OpraHom, nmbo
yBegomneHve ob oTkase B rocy4apCTBEHHOW perncTpaLmn MeauumMHCKOro U3genusi ¢ ykasaHuem npu4dmH otkasa.

25. OcHoBaHWeM ONnsl NPUHATMSA pelleHns 06 oTka3e B rOCyAapCTBEHHOW peructpaumm aBnsieTcsa nonyyeHne
PErNCTPUPYIOLLMM OpraHoM OT 3KCMEPTHOrO  YUYPEXAEHUS 3aKrYeHUss O HEeBO3MOXHOCTM MNpOBEAEHUS
KNMUHUYECKUX UCTbITAHUA MEOULMHCKOrO U34enus.

26. KnnHunyeckne mcnbiTaHUA MEeOULMHCKOTO M3AENUSA OCYLLECTBNAKTCA B paMKax OLIEHKU COOTBETCTBMS,
NopsiioK NpOBeAEeHUs KOTOpon yTBepxaaeTcs MUHMCTEPCTBOM 3apaBooxpaHeHuns Poccuiickon ®epepaumu.

KnuHuyeckme ucnbiTaHUs MEQULMHCKOrO U3genus nNpoBogsTCA Ha OCHOBaHWWM paspelleHus Ha NpoBeneHne
KMMHUYECKUX WCMbITAHUA, BbIJAHHOTO PErMCTPUPYIOLLMM OpraHoM, a Takke 3aknioveHuss o6  3Tnyeckon
0BOCHOBAHHOCTM MNPOBEAEHUS KIMHWYECKUX MWCMbITAHWA, BbIAAHHOIO COBETOM MO 3Tuke MwuHucTepcTBa
3apaBooxpaHeHus Poccuinckon denepaunu, B criydasx, YCTaHOBIEHHbIX yKazaHHbIMU Mpasunamu.

CoctaB ykasaHHOro coBeTa MO 3TUKE W TMOMOXEHWe O HeM yTBepxaalTcsd MuHucTepcTBOM
3apaBooxpaHeHus Poccuiickon ®eagepauun.

KnuHuyeckme ncnbiTaHUa MeanLMHCKOro n3aennsa NpoBOAATCS B MeAMLMHCKUX OpraHM3aumsax, oTBevaroLmx
TpeboBaHuaM, yTBEpPXAEHHbIM MuHMCTEPCTBOM 3ApaBooxpaHeHus Poccuiickon ®degepaumn. YcCTaHOBIEHUe
COOTBETCTBMS MEAULMHCKMX OpraHuM3auumnm 3TuM TpebOoBaHUSAM OCYLLECTBIISETCA PErucTpupyroLluM OpraHom B
nopsiake, yCTaHOBMEHHOM YyKa3aHHbIM MUHUCTEpCTBOM.

27. TlepeyeHb MEOVLUHCKMX OpraHusauui, MUMewLWux n[paBo MNPOBOAUTb KIIMHUYECKME UCMbITaHUA
MELMLMHCKUX U3OENUA, N PEECTP BblOAHHbBIX pa3peLleHUn Ha NPoBeAEHNE KIMHUYECKUX UCMbITAHUA MEeOULIMHCKMX
n3genun onyobrMKOBLIBAKOTCA M pa3MEeLLalTCs PerncTpypyowMM OpraHoM B YCTAHOBIIEHHOM WM Mopsigke Ha
cBoeM ouLlMansHOM cante B UH(POPMaLMOHHO-TENEKOMMYHUKALMOHHOM ceTu "UIHTepHeT".

28. Tlpn nNpuHATUM pelleHus O Bblgaye paspelleHns Ha npoBeAeHNe KIMHUYECKUX UCNbITaHUN
MEeOMLIMHCKOro U3Jenusa perucTpupylowmin opraH MpUHUMaeT pelleHue O MPUOCTaHOBMNEHWW FOCYOapCTBEHHOM
perMctpaumMm MeguumHCKOro M3genust 4O OHSI NMPUHATUA peLleHusl PermcTpypyroLlero opraHa o BO30OHOBNEHMM
rocyfapCTBEeHHOW peructpaumMm MeauLmHCKOro usaenusi, B CoOoTBeTcTBmmM ¢ nyHKToM 30 HacToswwmx Mpasun.



29. O KIMHUYECKMX UCTIBITaHWUAX MEOUUMHCKOrO U3Oenus 3asiBUTeNb YBEOAOMISIET PEMMCTPUPYIOLLMIA OpraH B
TeueHune 5 pabounx gHel c Havana nux NPoBeAEHMUsI.

30. Mo OKOHYaHWMM KIMHWYECKMX WCMbITAHUA MEOUUMHCKOTO W3Oenus 3asiBuTenb npeactaBnser B
pPErnCTpUpYIOLLMIA OpraH 3asiBrneHne O BO30OHOBMEHUU rocydapCTBEHHON perncTpauun MeguuMHCKOro usgenusa m
pe3ynbTaTbl KNMMHUYECKUX UCMbITaHUA MEOULMHCKOrO U3aenus, a Takke JOKYMEHTbI, yKa3daHHble B noanyHkTax "6" -
"3", "k" un "n" nyHkta 10 Hactoswwux [lpaBun, B cnydyae, eCrnm B HUX BHECEHbl U3MEHEHUS MO pesynbrartam
KNUHUYECKUX UCNbITaHUA MEANLIMHCKOrO M3genus.

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

31. Peructpupylowimn opraH B TedeHme 2 paboumnx AHen co OHSA NOnyyYyeHus 3asdBreHus o BO30OHOBMEHUM
rocy4apCTBEHHOW perncrpaumm MegvuUHCKOro M3genust u pesynbTaToB KITMHUYECKMX UCTbITaHUA MeLWLUHCKOrO
n3aenvs NpUHNUMAaEeT peLleHre 0 BO30OHOBNEHUN rOCY4apCTBEHHON perncTpaumm MeguumMHCKOro n3genusl.

32. Ha 1l stane akcnepTu3bl kadecTtBa, 3P@EKTMBHOCTU M 06e30MacHOCTU MEOULMHCKOro un3genuvs
pPerucTpuypylownn opraH B TevyeHne 2 pabounx [HEeW CO [HA MNPUHATUS pelleHuMs O BO30OHOBMEHWUU
rocy4apCTBEHHOW peructpaumM MeOvUUHCKOrO WM3Aenus Ha OCHOBaHUWM 3adaHusi Ha MNpoBedeHue 3IKCNepTusbl
KadecTBa, 9pdPEKTUBHOCTM N GE30NacHOCTU MEOUUMHCKOrO U3Aenusl, BblAAaHHOrO B COOTBETCTBUM C MyHKTOM 20
HacToawmx [lpaBun, HanpaBndeT B 3KCNepTHOE YyuypexaeHue npeacTaBneHHble 3asBuTenemM pesynbTaTtbl
KNUHUYECKUX UCMbITaHUA MEAULIMHCKOrO M3genus.

33. JkcnepTHOe yypexaeHue B CPoK, He npesbiwatowmin 10 pabounx gHen co AHA NOny4YeHUss JOKYMEHTOB,
yKa3aHHbIX B MyHkTe 32 HacTtosAwmx [lpaBun, NpoBOAMT 3KCMEPTU3Y MNOSMHOTHI U pPe3yrnbTaToOB MNPOBELEHHbIX
UCNbITAHUN N UCCNeLOBaHWA, a Takke OOpPMISET U HanpaensieT B PErmcTPUPYIOLLMA OpraH 3akroyeHune no
pe3ynbTataM 3KCNepTu3bl KayecTBa, ahPekTUBHOCTM M Be30NacHOCTU MELMULMHCKOro nsgenus, doopMma KoToporo
yTBepxaaetca MmHuctepcTeom 3gpaBooxpaHeHus Poccuickon degepaumn.

34. B cpok, He npeBbiwawowmi 10 pabounx gHen co AHsS NONyYeHUst 3aKkioYeHusl, ykazaHHoro B nyHkte 33
HacToswmx [NpaBun, perncTpmpyroLLniA opraH OCyLLECTBISET CneayoLmne MeponpusTms:

a) oueHKa 3aKIYeHUs Onsa onpefeneHns COOTBETCTBUS 3a[aHWMI0 Ha NMPOBEAEHUE IKCMepTu3bl KavyecTBa,
3P PEeKTUBHOCTN 1 GE30MaCHOCTN MEAULIMHCKOIO N34enus;

0) npuHATME pelweHus O rocygapCTBEHHOM perucTpauvMm MeauuMHCKOro usgenus unm ob oTkase B
rocy4apCTBEHHOW perncrpaumm MeguuMHCKOro usgenusl, Kotopoe odopMnsieTcs NpukasoM pPerncTpupyloLLiero
opraHa, n yBeoOMIIeHNe 3asiBUTENs O NPUHATOM peLLeHnn;

B) odopmneHue u Bbigava (HanpasBneHue 3akasHblM MOYTOBbIM OTMPaBMEHMEM C YBeOOMMEHVMEM O
BPy4YE€HUN MUnu B (popMe 3nMEeKTPOHHOro AOKYMEHTa, MOAMMCAHHOro 3MNEKTPOHHOW noanuceto, Nubo nepenadva B
3NEKTPOHHON hopMe MO TENEKOMMYHUKALMOHHbIM KaHanam CBSA3W) 3asBUTEN0 PErMCTPaLMOHHOIO yaOCTOBEPEHMS
nnbo yeBegomneHus o6 OTkase B roCyAapCTBEHHOW perncrpauun MeauuMHCKOro U3Oenust ¢ ykasaHuem MNpuymvH
OTKa3sa.

(B pea. MNoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

35. OcHoBaHueM fOns NpuHATUS pelleHus o6 oTka3e B rocygapCTBEHHOW perncrpauum MeguumHCKOro
n3genusa ABNsieTCA MNOMNyYeHUe PErncTpUpPYIOLLMM OPraHoOM OT 3KCMNEPTHOTO YYPEXOEHWUs 3aKIioYyeHust Mo
pesynbTataM  3KCMepTu3bl  KadecTBa, a3dekTMBHOCTM M Ge3onacHoCTM  MEOUUMHCKOro  M3genwus,
CBMOETENbCTBYIOLWEro O TOM, YTO KayecTBO M (Mnu) apekTUBHOCTL M (MnM) 6e30nacHOCTb PErNCTpPUPYyEMOro
MEeLMLMHCKOro N3aennst He NOATBEPXKAEHbI NOMYyYEHHbIMU AaHHBbIMU, U (UNIM) O TOM, YTO PUCK NPUYMHEHUS Bpena
340POBbIO rpaXaaH U MegUUUHCKUX paboTHMKOB BCMNEACTBME NMPUMEHEHUS MEAULMHCKOro usgenus npesbilaet
3(pPEeKTUBHOCTb €r0 NPUMEHEHUS.

36. B TeyeHne 1 paboyero gHs nocre NpuvHATUSA peLleHnst O roCygapCTBEHHOW perncTpauum MeauLmuHCKoro
N34enusa  PerncTpypylolimMii opraH BHOCWUT [aHHble O 3aperucTpupoBaHHOM MEOULUMHCKOM W3genuu B
rocy4apCTBEHHbI peecTp MeOMUMHCKUX M3OeNuid u opraHu3aumi  (MHOMBMOYanbHbIX NpeanpuHuMarenen),
OCYLLECTBMAOWMX MNPOU3BOACTBO W MW3rOTOBMEHUE MEOULMHCKUX W3OEenNuin, B Mopsgke, NpeaycMOTPEHHOM
noctaHoeneHnem lMNpasutensctea Poccuiickon ®epepaunm ot 19 nioHa 2012 r. N 615.

(B pea. MNoctaHoBneHus MNMpasutensctea P® ot 17.07.2014 N 670)

37. BHeceHune M3MeHeHUIN B PErMCTPaLMOHHOE YAOCTOBEPEHME OCYLLIECTBNSAETCS B CNEAYIOLINX CriydasX:

a) U3MeHeHVe CBeEeHUN O 3asiBUTENe, BKITHOYasi CBEAEHUS:

0 peopraH13aLmm PUaNYECKOro nmua;

00 M3MEHeHMM ero HaumeHoBaHus (MOSMIHOrO U (B Crny4vae, ecnv MMEeeTCsl) COKpaLLEeHHOro, B TOM 4ucre
(PUPMEHHOrO HaMMeHOBaHUS), agpeca (MecTa HaxoXaeHus);

00 u3amMeHeHun amunuu, MmeHn u (B crnyyae, ecnm MMeeTCsl) OT4YecTBa, agpeca MecTa XuUTemnbCTBa
WHOUBMAYANbHOIO NpeanpyHMMaTensi, PEKBM3NTOB AOKYMEHTA, YAOCTOBEPSIIOLLErO €ro JIMYHOCTb;

(ab3ay BBeneH MoctaHoBneHnem MNpaeutensctea PP ot 17.07.2014 N 670)

©0) nsmeHeHve agpeca (MecTa NpoM3BOACTBA) MEOULMHCKOIO U3Oenus;

B) W3MEHEHWEe HaUMEHOBAHMS MEOMUMHCKOrO u3genus (B cry4yae, €crnv He W3MEHUINUCb CBOWCTBA U
XapaKTepUCTUKK, BIMSIOLLNE HA KayecTBO, 3¢heKTMBHOCTb M 6€30NacHOCTb MEAMULIMHCKOIO M3aenus);

r) U3BMEHEHNE CBELAEHUA O HPUONYECKOM NULE, HA UMSI KOTOPOrOo MOXET ObiTb Bbl4AHO perMcTpaunoHHoe



YAOCTOBEPEHWe, BKIToYasa CBEAEHUS:

0 peopraHvsauny puanyecKoro nuua;

06 u3MeHeHUn ero HavmeHoBaHWs (MOMHOrO W (B cCryvae, ecrnv MMEeeTCs) COKpalleHHOro, B TOM uucne
(UPMEHHOro HaMMeHOBaHNS), agpeca (MecTa HaxoXaeHus);

(nn. "r" BBegeH NoctaHoBneHnem lMpaButensctea PP ot 17.07.2014 N 670)

A4) yKkasaHue BMAa MeAWUMHCKOro u3genus B COOTBETCTBMM C  HOMEHKNATYpHOW Knaccudukaumen
MeOMUMHCKUX U3AENWN (B Criydae ero oTCyTCTBUS).

(nn. "g" BBegeH lMNMocrtaHoBneHuem MpaButensctea PO ot 17.07.2014 N 670)

38. [Ina BHeCeHWNs N3MEHEHWI B perucTpaumMoHHoOe yaOCTOBEpeHue 3asBuTenb He nosgHee yem yepes 30
pabounx [OHeM CcO [HA BHECEHUA COOTBETCTBYIOLUMX W3MEHEeHWA npeacTaBnseT nmbo HanpasnseT B
PErMCTPUPYIOLLMI OpraH 3asiBfieHWe O BHECEHMW W3MEHEHWM B perncTpauMoHHoe YAOCToBepeHve (panee -
3asBfeHNe O BHECEHUM W3MEHEeHWUI), OOpMIIEHHOE B COOTBETCTBMM C NyHKTOM 9 Hactosawwmx [lpasun, ¢
NPUIOXEHWEM YKa3aHHbIX W3MEHEHUN W MNOATBEPXOEHUS, YTO BHECEHWE W3MEHEHWA B perucTpaumMoHHoe
YAOCTOBEPEHNE He BreYyeT U3MEHEHMS CBOMCTB U XapaKTepUCTUK, BIUSAIOLNX Ha KavyecTBO, SPPEKTUBHOCTL U
6e30nacHOCTb MEeAMLMHCKOrO W3Aenusi, UM COBEPLUEHCTBYET CBOWCTBA WM XapakTepUCTMKMA NPU HEU3MEHHOCTU
(PYHKUMOHAMNbHOrO Ha3Ha4YeHNs 1 (Mnun) NpuHUMNa AencTBNS MeQULMHCKOTO U3OeNns, 1 criegyloLlme JOKYMEHTbI:
(B pea. NoctaHoBneHus MNpasutensctea P® ot 17.07.2014 N 670)

a) Konusa OOKyMeHTa, MOATBEPKAAloLWEero NofHOMOYNS YNONHOMOYEHHOro npeactaBuTens Npov3BoanTens
(n3rotoBuTens);

(B pea. NoctaHoenenus MNpasutensctea P® ot 17.07.2014 N 670)

©) Homep perMcTpaLMOHHOrO A0ChE;

B) ON1Cb JOKYMEHTOB.

39. lNomnmo 3asBNeHNss 0 BHECEHUN N3MEHEHUI U AOKYMEHTOB, NPeayCMOTPEHHbIX NMYHKTOM 38 HacTosALwmux
MpaBun, Tawke NpeacTaBnsaOTCA:

a) B crniyyae M3MEHeHWs CBedeHW O 3asBuTene, a Takke MecTe NMpOu3BOACTBA MeAMLMHCKOro usgenvs -
OOKYMEHTbI, NOATBEPXKAAIOLLNE Takne N3SMEHeHNs;

0) B cnyyae U3MEHEHUS HauMEHOBaHWS MEAWUMHCKOro uagenusa v (unu) ykasaHus Buaa MeguumMHCKOro
n3aenus B COOTBETCTBMU C HOMEHKNATYPHOW Krnaccudukaunen MeaMuUHCKMX n3genui (B cnyyae ero oTCyTCTBus):
(8 pea. NoctaHoBneHus MNpasutensctea P® ot 17.07.2014 N 670)

cBeJeHVs O HOPMAaTMBHOW JOKYMEHTaLUN Ha MeANLMHCKOE U3genue;

TexHu4eckass AOKYMeHTauus npousBoauTens (M3roToBUTENs) Ha MeauuMHCKOe usgenve, npuBegeHHas B
COOTBETCTBME C HOBbIM HAUMEHOBAHMEM MEOULIMHCKOTO U3AENUS;

(B pen. MNoctaHosneHun MNMpasutensctea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

3KCnnyaTauMoHHas OOKYMeHTauMsa NpoussBoanTens (M3rotoBUTENs) Ha MeauUMHCKoe nsaenve, B TOM Yucne
WHCTPYKUMSI NO MPUMEHEHMIO WNW PYKOBOACTBO MO 3KCnnyaTtauuum MeOuuUMHCKOro usgenvs, npuBefeHHas B
COOTBETCTBME C HOBbIM HAaUMEHOBAHMEM MEOULIMHCKOrO U3aenus;

(B pen. MNoctaHoBneHun MNMpasutensctea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

doTorpacduueckme mnsobpaxkeHus obliero Buaa MeaMUMHCKOTO M3Jenusa BMeCTe C MPUHAANEXHOCTAMM,
HeobOXOAMMbIMW ANst MPUMEHEHUS MEeOMUMHCKOrO u3genus no HasHadeHuo (pasmepom He meHee 18 x 24
caHTumeTpa).

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

40. B cnyyae ecnuv JOKyMEHTbI, NpegycMoTpeHHble nyHkTamn 38 u 39 HacToswmx NpaBun, cocTaBneHbl Ha
WMHOCTPAHHOM $A3blKEe, OHW NPEACTaBMATCA C 3aBEPEeHHbIM B YCTAHOBNEHHOM MOpsgke NepeBOAOM Ha PYCCKUN
A3bIK.

(B pea. MNoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

41. 3asBneHne 0 BHECEHUN U3MEHEHUN U OOKYMEHTbI, nNpefyCMOTpeHHble nyHkTamu 38 n 39 HacTosAwwmx
MpaBur, NPUHUMAKOTCS PErMCTPUPYIOLLUM OpraHoOM MO OrfUCK, KOMWs KOTOPOW C OTMETKOW O AaTte npuema
yKa3aHHbIX 3asiBNEeHUs U JOKYMEHTOB B [IEHb NMpuema Bpy4yaeTcsl 3asiBUTENIO UMK HanpaBnseTca eMy 3akasHbiM
NMOYTOBLIM OTMNpPaBfieHMeM C yBeOOMIIEHUEM O BPYYEHUM UNKN B POPME INEKTPOHHOrO AOKYMEHTa, NOAMMCaHHOro
3MNEKTPOHHOW NOANMCHI0, MO0 B 3NEKTPOHHOW hOPME MO TENEKOMMYHUKALNOHHBIM KaHamnam CBSA3W.

(B pea. NoctaHoeneHus MNpasutensctea PP o1 17.07.2014 N 670)

42. Pervuctpupylwmin opraH He BnpaBe TpeboBaTb OT 3asdBUTENsS MNpeAcTaBreHuMst LOKYMEHTOB, He
npeaycMoTpeHHbIX nyHkTamn 38 u 39 HacTosAwwmx Mpasun.

43. B TeueHue 5 paboumx OHEN CO OHA MOCTYMNEHUS 3asiBNEHNS O BHECEHMU U3MEHEHUA U OOKYMEHTOB,
npeaycMoTpeHHbIX NyHkTamu 38 1 39 HacToawmx Npasun, perucTpupyowmMin oprad NnpoBoauT MPOBEPKY NMOSHOTHI
N OOCTOBEPHOCTU CBEAEHWW, cCOoAepXaluxcs B HUX, B TOM 4YuUCNe MNyTEM CPaBHEHWS TakUX CBEAEHWA CO
cBeJeHMAMN, NpeacTaBneHHbIMU B NOpSAKe MEXBEAOMCTBEHHOMO MHAOPMAaLIMOHHOIO B3anMOOENCTBUS.

(8 pea. MNoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

44. B cnyyae ecnu K 3asiBNEHUI0 O BHECEHUU U3MEHEHWUI He npunaralTcs JOKYMEHTbl B COOTBETCTBUM C

noanyHktom "a" nyHkta 39 Hactoawwmx [MpaBun u (Mnv) B 3asdBMEHUMM O BHECEHUU U3MEHEHWUA YyKa3aHbl



HeJOCTOBEPHblE CBeAEHUs1 NMOO [AOKYMEHTbI, MpedycMOTpeHHble nyHkTamyn 38 u 39 Hactoswmx [Mpasun,
npeactaeneHbl He B MONMHOM ob6beme, PerncTpupyrlolMin OpraH Bpy4YaeT 3asBUTENI0 yBedOMMeHWe O
HeobxoammocTn ycTpaHeHns B 30-AHEBHbIN CPOK BbISBNEHHbIX HAPYLUEHWA U (Unu) NpeacTaBneHns AOKYMEHTOB,
KOTOpble OTCYTCTBYIOT, NMMBO HanpaBnseT Takoe yBegomneHne B hOpMe 3rEeKTPOHHOro AOKYMEHTa, NoAnMCaHHOro
3MNEKTPOHHOW MOAMUCHIO, UMW B 3NEKTPOHHOW (POPME NO TENEKOMMYHMKALMOHHLIM KaHanam CBS3U1, U 3aKa3HbIM
NMOYTOBbLIM OTMNPaBEHNEM C YBEAOMIIEHMEM O BPYYEHUN.

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

45. B TeyeHue 3 pabounx gHen co oHA nNpeacTaBneHus Hagnexawum o6pa3om ohopMITIEHHOrO 3asBNEHNs O
BHECEHUN W3MEHEHUMW U B MONHOM obbeMe AOKYMEHTOB, MPedyCMOTPEeHHbIX nyHkTamy 38 m 39 HacTosAwwmx
MpaBur, perucTpupyoLmin opraH NMPUHNUMAET peLleHne O PaCCMOTPEHNN YKa3aHHbIX 3asBNeHNs U OKYMEHTOB Unu
(B cnyyae wux HecooTBETCTBUS MOMoXeHnsM nyHkTtoB 38 u 39 HactoAwwmx [lpasun) o6 ux BO3BpaTe C
MOTUBMPOBaHHbIM 0OOCHOBaHMEM NPUYMH BO3BpaTa.

46. B cnyyae ecnv B 30-OHEBHLIN CPOK HE YCTPaHEHbI BbISIBIIEHHbIE HApPYLUEHUsI U (MNK) He NpeacTaBleHbl
OOKYMEHTbI, KOTOpble OTCYTCTBYIOT, PErUcCTPUPYIOLLMIA OpraH NpuHMMaeT pelleHne O BO3BpaTe 3asBlieHus O
BHECEHUM U3MEHEHUN W [OOKYMEHTOB, TMpPeAyCMOTPEeHHbIX nyHkTamn 38 wun 39 HacTtosawmx [pasun, ¢
MOTMBMPOBAHHbLIM OBOCHOBaHUEM MPUYMH BO3BpaTa.

47. BHeceHVe U3MEHEHU B permcTpaLMoHHoOe YAOCTOBEPEHME OCYLLECTBMSAETCH PEMMCTPUPYIOLLMM OpraHom
B CPOK, He npesbiwatowmnin 15 pabounx gHen Co OHSA MPUHATUSA peLleHns O PAaCCMOTPEHMUN 3asiBIEHNS O BHECEHUN
N3MEHEHN N JOKYMEHTOB, NPeAyCMOTPEHHbIX NyHkTammn 38 1 39 HacTosAwumx Mpasun.

(B pea. NoctaHoenenus MNpasutensctea P® ot 17.07.2014 N 670)

48. CpoK MPUHATUS PErMCTPUPYIOLUM OPraHOM pPEeLUEHNss O BHECEHUU WU3MEHEHWA B perncrTpauuoHHoe
YOOCTOBEPEHME WCYWNCNSETCA CO [OHS MOCTYMMeHWs B PEerucTpupylowuin opraH Hagnexawum o6pasom
0(POPMIIEHHOrO 3asBMEHWS O BHECEHUW W3MEHEHWA W B MONHOM OObeMe [OKYMEHTOB, NPeayCMOTPEHHbIX
nyHkTamu 38 n 39 HacToawwmx NMpasumn.

49. lNMpwn BHECEHUN U3MEHEHUI B PEMMCTPAUNOHHOE YAOCTOBEPEHME PErNCTPUPYIOLLNIA OpraH B TeyeHue 15
pabouunx AHen ocyLlecTBNAEeT cregylowmne MeponpusaTmus:

(B pea. NoctaHoenenus MNpasutensctea P® ot 17.07.2014 N 670)

a) NPUHATUE peLLeHNs O BHECEHUN U3MEHEHN B PErMCTpaLMoHHOe YOOCTOBEPEHME, KOTOpoe odopmIiseTcs
NMPMKa3oM PerncTpupyoLLEero opraHa;

0) yBegomneHuwe B MNUCbMEHHOMW OpPMe 3asBUTENd O MNPUHATOM peLleHMM 3aKa3HbiM MOYTOBbIM
oTrnpaBneHMemM C yBeOoOMSIEHMEM O BpydYyeHuM nnbo B HOpPME IMEKTPOHHOro [AOKYMEHTa, MOAMUCaHHOro
3MNEKTPOHHOW NOAMNUCHIO, UMW B ANEKTPOHHON hopMe MO TENEKOMMYHUKaLMOHHBIM KaHanam cesasu;

(B pea. MNoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

B) odopMmneHve U Bblgava (HanpaBneHuMe 3aKasHbIM MOYTOBbLIM OTMNPaBNeHWeM C YBEAOMMEHWEM O
BpyYyeHun nubo B popme SMeKTPOHHOro [OKYMEHTa, MOAMMCAHHOrO SfEeKTPOHHOW MNOAMUCHI0) 3asiBUTENHO
perncTpaumMoHHOro yaoCcToBEPEHUS.

50. lMpu NpUHATUN peLleHns O BHECEHUM U3MEHEHUIN B perncTpaunoHHoe YAOCTOBEPEHUE PErUCTPUPYIOLLUIA
opraH odopmrnseTr 1 BblAaeT 3asfABUTENO pPerncTpaumoHHoe YAOCTOBEPEeHME C MPOCTaBfEHNEM Ha paHee
BblJAHHOM PEerucTpauMoHHOM YOOCTOBEPEHMM, OpUrMHam KOTOpOoro npefcTaensetcs nmbo Hanpaensetcs
(3akasHbIM MOYTOBLIM OTMpPaBfEeHMEM C yBeOOMIIEHMEM O Bpy4YeHuM nMbo B OPME 3NEKTPOHHOIO AOKYMEHTa,
NMOANUCAHHOIO 3NEKTPOHHON MOANUCHID) 3asiBUTENEM MPU MOMyYEeHUM HOBOTO PErnmcTpauuoHHOIO yAOCTOBEPEHNS,
OTMETKMN O ero HegencTBUTENBHOCTH (C ykazaHuem Aathbl).

51. B TeyeHve 1 paboyero gHA nocne NPUHATUS PEeLUeHUss O BHECEHUN W3MEHEHWUW B perMctpauuoHHoe
YAOCTOBEPEHNE COOTBETCTBYIOLME CBEOEHUS BHOCATCS B rOCY4APCTBEHHbLIN peecTp MeAMLMHCKUX W3fenvii u
opraHmsaumi  (MHOMBUAYanbHbLIX NpeanpuHUMaTenen), OcCyLLeCTBMAIWMX MNPOU3BOACTBO W U3rOTOBIEHUE
MeONLMHCKUX u3aenvii, B nopsake, NpeaycMoTpeHHOM noctaHoBneHvem MNpasutensctea Poccuickon Pepepaumm
oT 19 uoHa 2012 r. N 615.

(B pea. MNoctaHoBneHus MNMpasutensctea P® ot 17.07.2014 N 670)

52. B cny4yae yTpaTbl permcTpaunoHHOro yAOCTOBEPEHNS UMK ero nopyu 3asBuTenb BnpaBe obpaTtuTbecs B
perncTpupyoLnn opraH ¢ 3asiBfieHMeM O NpegocTaBneHny gybnukata permcTpaumMoHHOro yaocToBepeHus (ganee
- 3asiBreHve o npegocTtaBneHun gybnukaTta).

B cnyyae nopum permctpauMoHHOro YyOOCTOBEPEHMS K 3asdBfeHW0 O npedocTaBneHun Jybrnuvkata
npunaraeTcs UCNOpPYEHHOE PErncTpaLnuoHHoe yaoCTOBEPEHME.

53. B TeueHue 7 paboumnx gHer co OHA NOMyYeHUst JOKYMEHTOB, yKa3aHHbIX B MyHKTe 52 HacTosawwmx [Npasun,
permcTpupyowun oprad ocopmnset gybnvkat perMcTpaumoHHOro yaoCToBEpPeHMs Ha GnaHke permctpaumoHHOro
YOOCTOBEpPEHMS C noMeTkamu "gybnukat" wn  "opurmHan perucTpauMoHHOro YAOCTOBEPEeHWs npusHaeTcs
HegewncTBylOWMM" 1 BpyyaeT Takow QJybnukaT 3asBUTEN0 WM HanpaBnseT ero 3akasHblM MOYTOBbIM
OTnpaBneHnem ¢ yBeOMIEHNEM O BPYYEHUN.

(8 pea. MNoctaHoBneHus MNMpasutensctea P® ot 17.07.2014 N 670)
54. Peructpupytowmin opraH hopMmpyeT permcTpaumoHHOE AOCbE U3 CriefyloLWwmx JOKYMEHTOB:



a) 3asiBMeHne O perncTpaumm n JOKyMeHTbI, MpeaycMoTpeHHble nyHkToM 10 HacTosAwmx MNpasun, 3asBneHue
O BO30OHOBMEHWWM TFOCYAApPCTBEHHOW peructpaummM MeOMUUWHCKOrO  U3denuvsl, 3anpocbl WM OOKYMEHThI,
npegycmoTpeHHble nyHkTamu 21(1) u 30 HacTosAwwmx [NpaBun, 3asBneHne 0 BHECEHUM U3MEHEHUN N OOKYMEHTHI,
npeaycMoTpeHHble nyHkTamu 38 n 39 HacToswux MNpaBun, a Takke 3asiBNeHne o npefocTaBneHnn ayonukaTa;

(nn. "a" B pen. MNMoctaHoBneHus MNpasutensctea PP ot 17.07.2014 N 670)

0) konus 3agaHua Ha NpoBeAeHWe 3KCNepTU3bl kadecTBa, aPdeKTMBHOCTU 1 6e30nacHOCTM MeANLMHCKOro
nsaenus, ooOpPMNEHHOTO PEMMCTPUPYIOLLMM OPraHoM;

B) KOMMS OCHOPMIEHHOTO PErMCTPUPYIOLLMM OPraHoOM paspeLleHns Ha NPoBeaeHNE KITMHUYECKUX UCTIbITaHWN
MeOULMHCKOrO M3aenus;

r) 3aknoyeHusi, OOPMIEHHbIE 3KCMEPTHbIM Yy4YpexaeHnem npuv MNpOBEAEHUU 3SKCNepTu3bl KavecTsa,
3 PeKTUBHOCTU M GE30MaCHOCTN MEAMNLMHCKOIO N34ENUs;

A) Konum npukasos, 0POPMITEHHbLIX PEFMCTPUPYIOLLIUM OPraHoM;

€) KOMusl perncTpaLmMoHHOro yaqoCTOBEPEHMS UK yBEAOMIIEHWI, ODOPMITIEHHBIX PErMCTPUPYIOLLUM OPraHoM;

X) konust gybnvkaTa perMcTpaumoHHOro Y4OCTOBEPEHWS, 0DOPMIIEHHOIO PEMMCTPUPYHIOLLMM OpPraHoM.

55. B cnyyae HeoGxoguMMocTu (MO >KenaHui 3asBUTEnNsi) BHECEHWST W3MEHEHWN B [OKYMEHTbI,
npeaycMOTpPEeHHble NoanyHKTOM "a" nyHkTa 54 HacTtoswwmx [NpaBun, 3agBuTenb HanpasnsieT B perncTpupyroLLmni
OopraH 3asiBfieHne 0 BHECEHUM U3MEHEHWI C NpeAcTaBneHneM JOKYMEHTOB, NOATBEPXKAAOLWMNX TaKNe N3MEHEHMS.

B cnyyae Heob6xoouMMOCTV BHECEHUS M3MEHEHUI B JOKYMEHTbI, yka3aHHble B nognyHkTax "B" un "r" nyHkta 10
HacToswmx lMpaBun, BHECEHWE M3MEHEHUI NPOBOAUTCH MO pesynbTataMm 3KCnepTusbl, NPOBEAEHHON B nopsake,
aHanorMyHoM nopsaky NpPOBEAEeHUs 3JKCnepTu3bl kadecTBa, 3IPdekTBHOCTM M Be3onacHOCTM MeAMLUHCKOro
n3genusa Ang ero rocyaapCTBEHHOW permcTpaumm B COOTBETCTBMM C NyHKTOM 21 HacTosAwmx Mpasun.

(n. 55 B pea. MNoctaHoBneHus MNpasutensctea P® ot 17.07.2014 N 670)

55(1). OcHoBaHUSIMW A1 BLIHECEHUS] AKCMIEPTHBIM YYPEXAEHNEM 3aKTHOYEHNSA O HEBO3MOXHOCTU BHECEHUS
N3MEHEHM B AOKYMEHTLI, NpeayCcMOTpeHHble noanyHktamu "B" n "r" nyHkta 10 HacToawwmx MNpasun, aBna0Tcs:

a) HeJOCTOBEPHOCTb NPeACTaBIEHHbIX CBEAEHMIN, 0OOCHOBBLIBAKOLLNX BHECEHWNE U3MEHEHNI;

©) oTcyTcTBME CBeAEeHMW, MNOATBEPXKAAMLWMNX HEU3MEHHOCTb (PYHKLUMOHANMBHOMO HasHavyeHus u (unu)
npuHUMNa OeNCTBUSA MeAULMHCKOro U3Aenus, B CBA3M C BHOCUMbIMW U3MEHEHUSIMU B OKYMEHTaLMIO.

(n. 55(1) BBeneH MNoctaHoBneHuem lNpasutensctea P® ot 17.07.2014 N 670)

55(2). Pernctpupyrowimin opraH B TedeHve 2 pabouux OHen CO OHSI MOMyYeHWs SKCMEPTHOro 3aknioYveHus
NPUHUMAET pelleHne O BO3MOXHOCTM (HEBO3MOXHOCTU) BHECEHUS U3MEHEHWU B OAOKYMEHTbl, NPeayCMOTPEHHbIE
noanyHkTom "a" nyHkta 54 Hactosawmx Mpasun, n yBegoMnsaeT 0 CBOEM peLleHUM 3asBUTENS MO NOYTE 3aKasHbIM
NMMCbMOM UMW B 3NEKTPOHHOM PhopMe MO TENEKOMMYHUKALMOHHBIM KaHanam CBA3M.

OcHoBaHMeM Onsl NPUHATUSA pelleHns o6 oTka3e BO BHECEHMM U3MEHEHUN B JOKYMEHTbI HA MeAMLMHCKOE
nusgenue SABNAETCH MOfyyYeHne pPerucTpupyrowmnM OpraHoM OT 3KCNEepPTHOro YYpexaeHus 3akniodeHuss o
HEBO3MOXHOCTU BHECEHUSA U3SMEHEHUIN B AOKYMEHTblI Ha MeaULMHCKOe u3genve.

XpaHeHue perncTpauuoHHOro [A0Cbe  OCYLWECTBNAETCH pPerucTpupylowumM OpraHoMm B NOPSAAKe,
yCTaHOBMNEHHOM 3akoHoAaTenbcTBOM Poccuiickon Pegepaumm o6 apxvBHOM Aere.

(n. 55(2) BBegeH lNoctaHoBneHueM lNpasutensctea P® ot 17.07.2014 N 670)

56. B pernctpauMoHHOM yAOCTOBEPEHNM YKa3blBaKOTCA Crieqylolime CBeAeHUS:

a) HaMMeHOoBaHWe MeOMUMHCKOro wu3genusa (C  ykasaHuem npuHagnexHocTen, Heobxoaumbix Ang
NPUMEHEHNS MEeANLMHCKOrO N34enns no HasHayeHuo);

0) Aata rocygapCTBEHHON pernctpaumm MeguLmMHCKOro U3gennst U ero permcTpaLMoHHbIN HOMEP;

B) B OTHOLUEHUWN HOPUAMYECKOrO NuLa, Ha MMs KOTOPOro Bbl4AHO PEerncTpauvoHHOEe YAOCTOBEpEeHWue,
nonHoe u (B criyyae, ecrnv MMeeTcs) COKpalleHHoe HauMeHOBaHue, B TOM uucne pupmeHHoe HaumeHoBaHue,
opraHusaunoHHO-NpaBoBas oopma u agpec (MecTo HaxoXKaAeHUs);

r) B OTHOLUEHUU npousBoauTeNns (M3roToBUTEnNs) - MOMHOe U (B Criyyae, ecrniv MMeeTcsl) CoKpalleHHoe
HanMeHoBaHWe, B TOM 4ucrne UPMEHHOEe HauMeHoBaHWe, OpraHu3aumoHHO-NpaBoBas hopma M agpec MmecTa
HaxoXgeHus wunu damunua, uma 1M (B criydyae, ecnnm  UMeeTcsl) OTYeCTBO, PEeKBU3UTbl  JOKYMEHTa,
YOOCTOBEPSIOLLErO NMIMYHOCTb, MECTO XUTENbCTBA MHAMBUAYANbHOrO NpeanpuHUMaTens;

(mn. "r" B pea. NoctaHoBneHus MNpasutensctea P® ot 17.07.2014 N 670)

A) MecTo NponsBoAcTBa MEOULMHCKOIO U3Oenus;

€) HoOMep PerncTpaLmMoHHOro AOChE;

X) BUO MEAWUMHCKOrO W3genus B COOTBETCTBMM C HOMEHKMNATYpHOW Knaccudukaumen MeavumHCKMX
nsgenuvn, yteepxgaemon MnHuctepcTsom 3gpaBooxpaHeHns Poccuickon ®egepauuu;

3) Kracc NOTeHUManbHOrO p1Ucka NpUMEHEHUs MeQULMHCKOTO U34ernusa B COOTBETCTBUM C HOMEHKNaTypHOW
Knaccudukaumen MeauuUMHCKUX u3genun, yreepxaaemon MUHUCTEPCTBOM 34paBooXpaHeHns Poccuiickon
degepaumu;

n) ko ObLepoccuickoro knaccmdmkaTopa NpoayKLUmM No BUAaM SKOHOMUYECKON AeATENBHOCTY.

(nn. "n" B pen. MNMoctaHosneHus MNpasutensctea P® ot 10.02.2017 N 160)
57. Peructpupytowuin opraH npuHMMaeT pelleHme 06 0TMeHe rocyaapCTBEHHOW perncTpaumm MeguumHCKoro



n3genvs B cnegylowmx criyyasix:

a) nogava 3asBuTenem 3asBrneHns o6 oTMeHe rocygapCTBEHHON perncTpaumm MeguumHCKOro U3genus;

0) BblHECEHME CYAOM pEeLleHMs O HapylleHuu npaB npaBoobnagartensi Ha pesynbTaTbl MHTENNEKTyanbHON
OEeaTenbHOCTU U NpUPaBHEHHbIE K HAM CpeacTBa MHAMBMAYanNu3aunm npu obpalleHm MeanunHCKUX n3aenui;

B) npeacrtasneHne ynonHomouyeHHblM lMpaButensctBom Poccunckon depepauun depepanbHbiM OpraHoM
WCNONHUTENBHON BNacTu Mo pesyrnbTaTaM OCYLLECTBASEMOro MM rocygapCTBEHHOro KOHTpOns 3a obpalleHvem
MEeOMLMHCKUX U3OEeNuin, CBeAeHUN, noaTsepXaatoLlmx ¢akTbl U 06CTOATENbCTBA, CO3AaloLMe Yrpo3y XU3HU U
3[0POBbIO rpaXKaaH U MeAULMHCKMX PaBOTHUKOB NPW MPUMEHEHUUN U SKCNNyaTaumMm MeANLMHCKUX U3OENUN.

58. Peructpupytowwimii opraH pasmellaet UHOpMaLMIO, CBA3aHHYI0 C OCYLLECTBIEHUEM roCyaapCTBEHHON
permctpaumMm MeOuUUHCKOrOo M3Aenusl, BHECEHWEM W3MEHEHWN B PEermcTpauMoHHOe YOOCTOBEPEHME W Bbloaven
aybnukata perMcTpaumnoHHoOro yAOCTOBEPEHUS, Ha CBOEM omumansHOM canTe B
MHOPMaLMOHHO-TENEKOMMYHMKALMOHHOM ceT "UHTepHeT".

58(1). 3kcnepTHoe ydpexaeHne OCYLLECTBISAET KOHCYNbTMPOBaHWE MO BOMpocam Npoueayp, CBA3aHHbIX C
rocy4apCTBEHHOWN pernctpaumen MeanumMHCK1X N3genun, B nopsgke, yCTaHOBIIEHHOM PEMMCTPUPYHOLLMM OpraHoM.
(n. 58(1) BBeaeH lNoctaHoBneHneM lNpasutensctea PP ot 10.02.2017 N 160)

59. PeweHuns n gencreus (6e3gencTaue) perucTpmpyoLLero opraHa, noBnekwmne 3a cobon HapyLueHne npas
IopuaNYEeCcKoro nuua, MHAMBUAYyaneHOro npeanpuHuMarens, Moryt 6biTb 0GXanoBaHbl 3asiBUTENEM B NOPSAKe,
yCTaHOBMEHHOM 3akoHoaaTenbcTBOM Poccuiickon Pegepaumm.

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




