NPABUTENIbCTBO POCCUUCKOW ®EAEPALINU

NMOCTAHOBIJIEHUE
oT 27 pekabps 2012 r. N 1416

OB YTBEPXXOEHUU MPABUN 3
roCyYaAPCTBEHHOU PETMCTPALMXA MEOAULIMHCKUX U3OENUA

CnnCoK N3MEHSAOLLMX AOKYMEHTOB
(B pea. MNMoctaHoBneHun NMpaeutensctea PO ot 17.10.2013 N 930,
oT 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633,
o1 18.03.2020 N 299)

B cooTtBeTcTBMM co cTaTben 38 PenepanbHoro 3akoHa "O6 ocHOBax OXpaHbl 300POBbA rpaxaaH B
Poccuinckon ®egepaunn” MNpaeutenscteo Poccuickon egepaumm NoCTaHOBNSET:

1. YTBEepanTb npunaraemslie NpaBunna rocygapcTBEHHON pernctpaumm MeguumMHCKUX N3genmn.
2. YCTaHOBUTb, YTO:

a) perncTtpaumoHHblie yaoCToBepeHnda Ha u3gennda mMmeanunHCKOro Ha3HaydeHuda U MeguuunHCKYH
TEXHUKY C YCTaHOBJI€HHbIM CPOKOM OEencTBusl, BbldaHHble OO0 AOHSA BCTynneHna B cuny Hactodlwero
NOCTaHOBJ1EHUA, ,D,eI7ICTByIOT 00 nctevyeHmnda ykasaHHoOro B HUX cpoka DencTBuS;

6) permcTpaumoHHble YOOCTOBEPEHUS HA U3OENUA MEeAMUMHCKOIO Ha3HAYeHUs U MeOULMHCKYIO
TEXHUKY ©6eCCpOYHOro AEenCTBUS, BbldaHHble OO AHA BCTYMMAEHUS B CUY HACTOSALLEro NOCTaHOBNEHUS,
AencTBuTenbHbl 1 nognexart 3ameHe o 1 aHBapsa 2021 r. Ha perncTpauuoHHble YOAOCTOBEPEHMUS MO
dopwme, yTBEpKAaemon PenepanbHon cry>K60n No Hag30py B chepe 34paBOOXPaHEHUS.

(B peq. MNMoctaHoBneHwn MNpasutensctea P® ot 17.10.2013 N 930, ot 10.02.2017 N 160)

3ameHa perucTpaumoHHOro YAOCTOBEPEHUS ocyllecTBnsetTcs 6e3 npoxoxaeHus npouenypsbl
rocy4apCTBEHHOW perucTpaumnm MeauuUMHCKUX U3OerniMin Ha OCHOBaHWW 3asaBrieHUsl, NpeacTaBreHHOoro
3aasutenem B ®efepanbHyto cnyxby no Hag3opy B cepe 30paBOOXPaAHEHNS], C yKasaHMEM CBEAEHUN,
npegycMoTpeHHbIX [Npasunammn, yTBepKOeHHbIMM HAaCTOSALLMM NOCTaHOBMNEHNEM.

3. NocynapcTBeHHasn pernctpaums MeauLMHCKUX U34enuiA, NpeacTaBneHHbIX Ha rocyAapCTBEHHYO
perncTpaumio 4o OHS BCTYNNEHMS B CUITY HACTOSILLEro NOCTaHOBIIEHUS!, OCYLLIECTBIISIETCA Ha OCHOBaHUM
[AOKYMEHTOB, NpPEeACTaBMeHHbIX 00 OHA BCTYNNEHUS B CUNY HACTOSILLEro MNOCTAHOBMEHWS, a Takke
3asiBMEHNs O roCy4apCTBEHHON perncTpauum MeguLUmMHCKOro U3genus, NnpeacTaBneHHoro sasasuTenem B
cooTBeTCcTBUK C lNpaBunamu, yTBepXAEHHbIMM HACTOSILLMM NocTaHoBMNeHneM, B ®enepanbHyto cryxoy
Nno Hag3opy B cdhepe 34paBoOXpaHEHUs.

4. Peanusauumsi noOfHOMOYMIA, NPeaYCMOTPEHHbIX HACTOSLWMM NOCTaHOBNEHNEM, OCYLLECTBSETCS
B npegenax YycTaHoBneHHbIx [MpaButenbctBoMm Poccuickon depepauumn npeneribHon YMCIEHHOCTU
paboTHMKOB LieHTpanbHoro annaparta degepanbHon cnyx6bl N0 Haa30py B cdepe 30paBOOXpaHEeHNs, a
Takke OKOXKETHbIX acCUrHoBaHuK, nNpeaycMoTpeHHbix Cnyxbe B deaepanbHom 6Grogxete Ha
PYKOBOACTBO 1 ynpasneHne B cpepe yCTaHOBMAEHHbIX OYHKLUWNA.

5. HacTosiwee noctaHoBneHue BctynaeT B cuny ¢ 1 anuBapsa 2013 .

Mpeacenatens MNpaBuTtenscrTea
Poccuinckon degepaunn
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YTBEpPXKOEHbI

noctaHoeneHuem NpaButenscrea
Poccuinckon ®egepaunn

oT 27 pekabpsa 2012 r. N 1416

5 NMPABUINA 5
rocygAPCTBEHHOU PETUCTPALUUN MEOAULIMHCKUX U3OENUAN

CnnCOK N3MEHSLWMX AOKYMEHTOB
(8 peq. MoctaHoBneHwun MNpaeutensctea PO ot 17.10.2013 N 930,
ot 17.07.2014 N 670, ot 10.02.2017 N 160, o1 31.05.2018 N 633,
ot 18.03.2020 N 299)

1. HacTtosawwme lMpaBuna yctaHasnuBalT NOPSAOK roCcy4apCTBEHHOW perncrpaumm MeauuMHCKUX
n3genun, nognexawmx obpalleHmio Ha TeppuTtopum Poccuickon degepauuu.

2. locypapcTBeHHOW perucTpauun nognexar nwbble WMHCTPYMEeHTbl, annapaTbl, npubopsl,
obopyaoBaHve, MaTepuarnbl U Npovne nusgenus, NPpUMeHsemMble B MeAULMHCKUX Lensax OTAenbHO Unu B
coyeTaHun mexay cobol, a Takke BMecTe C APYTMMU NPUHAANEXHOCTAMU, HeobXoAMMbIMU ANs
NPUMEHEHNS YKasaHHbIX U30eNuii Mo HasHa4YeHWIo, BKITYas crieumnanbHoe nporpaMmmMmHoe obecrieveHue,
N NpegHasHavyeHHble npoussoanTenem (M3rotoBuTenem) Ansg nNpouNakTUKM, AUarHOCTUKK, NEYEHUs 1
MeauumMHCKon  peabunutauun  3aboneBaHW, MOHWUTOPUHra COCTOSIHAS OpraHuM3ma 4ernoBeka,
npoBefeHNs MegUUUHCKMX UCCNeaoBaHuM, BOCCTAHOBMEHWS, 3aMELLEeHNsl, UBMEHEHUS aHAaTOMNYECKOWN
CTPYKTYpPbl  UNn  PU3NOMNOIMYECKUX YHKUUIA opraHM3Ma, npegoTBpalleHns Wnn  npepbiBaHus
6epeMeHHOCTH, PYHKLMOHANbLHOE Ha3HayeHe KOTopbIX He peanuayeTtcst nyTem papmMakonormyeckoro,
WMMYHOMOrMYECKOro, rEHETMYECcKoro unu meTtabonuyeckoro BO3OENCTBUSI Ha OpraHM3M 4YeroBeka
(Banee - MeguUMHCKNE N3genus).

(B peq. MNMoctaHoneHus MNMpasutensctea P® ot 17.07.2014 N 670)

MeOuuMHCKME U3Oenusi, U3roToBMNEeHHbIE MO MHAMBMAOYaANbHbIM 3aKkasdam MauueHTOB, K KOTOPbIM
npeabsiBNsATCS chneumanbHble TpebGoBaHMS MO Ha3HAYEHUI0 MEAWMUMHCKUX PabOTHUKOB M KOTOpble
npeaHasHayeHbl  WUCKMIOYUTENbHO AN JIMYHOMO  UCMONb30BAHUS  KOHKPETHbIM  NauMeHTOM,
rocylapCTBEHHOWM permcTpaumm He noanexar.

3. locymapcTBeHHasd peructpauusi MeguuMHCKUX u3genun ocyuwectensietca PegepanbHom
cny>x6on No Hag3o0py B chepe 30paBOOXpaHEHUS (fanee - perMcTpUpyoLLMA OpraH).

4. B HacToawmx I'Ipanmax MCcnonb3yrTCAd crnenyroume OCHOBHbIE MOHATUA!

"Ge30nacHOCTb MeOMUMHCKOro uagenus" - oTCyTCTBME HegonyCTUMOro pyucka NpuunHEHNs Bpeaa
XWU3HUW, 340POBbIO0 YEriOBEKa WM OKpyXalowen cpede npyv UCNofb30BaHUM MEOULUHCKOro usaenus no
Ha3HayYeHWIo B YCMNOBUAX, NPedyCMOTPEHHbIX Npon3soauTeneM (M3rotToBUTenem);

(B peq. MNMoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

"Ka4ecTBO MEOUUMHCKOro u3genust" - COBOKYMHOCTb CBOWCTB M XapaKTEPUCTUK MeOMLMHCKOro
n3genvs, BAUAILWNX Ha ero CnocoOHOCTb AENCTBOBATb MO HA3HAYEHUIO MpPU YCIOBMM COOTBETCTBUS
TpeboBaHMAM HOPMATMBHOM [OOKYMEHTaLUMM, TEXHUYECKOW W IKCNIyaTauWMoHHOW OOKYMEHTaLmm




npovssoauTens (M3rotoBUTenNs);
(8 pea. MNMoctaHoBneHun MNMpaeutensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KNUHU4eckne ucnbiTaHms" - paspaboTaHHOe M 3annaHUPOBaHHOE  CUCTEMAaTUYecKoe
nccnepoBaHue, NPeanpuHATOe, B TOM YUCHIE C y4acTUEM 4YeroBeka B KadecTBe CybObekTa Ansi OLEHKM
6e3onacHoOCTU 1 3(PPEKTUBHOCTN MEQULIMHCKOIO U3aenus;

"HopMaTMBHaa AOOKYMeHTauusa" - OOKYMEHThl, pernameHTupylowme TpeboBaHus ©e30nacHocTy,
KayecTBa, a Takke npegnonaraemMyto 3(peKTMBHOCTb NPEeayCMOTPEHHOTO MPUMEHEHUS U MeToabl
KOHTPONS COOTBETCTBUSA MEAULMHCKOro n3genusa atum TpeboBaHunsm;

"permcTpaumoHHoe [ocbe" - KOMMMEKT AOKYMEHTOB, MpeacTaBnseMblX Ansi rocygapCTBEHHON
perucTpaumm, BHECEHWS W3MEHEHWA B TakMe [OOKYMEHTbl, a TakkKe KOMUUA peLueHWA, NPUHATbIX
PErncTpupyLLMM OpraHoM B OTHOLLEHUWN KOHKPETHOTO MEAWLIMHCKOrO U3enus;

(B peq. MNMoctaHoBneHus Mpasutensctea PP ot 31.05.2018 N 633)

"TexHn4yeckas AOKYMeHTauus npou3BoanUTens (M3roToBuTens)" - AOKYMEHTbI, perfnameHTupyowue
KOHCTPYKLUMIO MEeOVLUHCKOro M3genvs, yCTaHaBnuBalllMe TexHu4eckne TpeboBaHus M cogepxaline
AaHHble Ans  ero pas3paboTkM, Npou3BOACTBA, MNPUMEHEHWs, 3KCnfyaTauun, TEeXHU4ecKoro
obCcnyXnUBaHUSA, PEMOHTA, YTUIU3aUUn UNN YHUHTOXEHUS;

(B peq. MNMoctaHoBneHwn MNpasutensctea P® ot 17.10.2013 N 930, o1 17.07.2014 N 670)

"TEXHUYECKME UCMbITaHNA" - UCMbITAHUA C LENblo OnpeaerieHns COOTBETCTBUA XapaKTepUCTUK
(cBOWMCTB) MeOUUMHCKOro u3genuss TpebOoBaHUAM HOPMAaTMBHOW JOKYMEHTaUUW, TEXHUYECKOW U
3KCNyaTaunMoHHON [OKYMEHTauun npoussoautens (M3rotoBMTENs) U NPUHATUSA  MNOCHeayrLero
peLleHnss 0 BO3MOXHOCTU NPOBEAEHNS KIMMHNYECKUX UCTIbITAHWIA;

(8 peq. MoctaHoBneHwun MNpasutensctea PP ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TOKCUKOMNOrmyeckne wuccrieqoBaHns" - uccrnedoBaHUs B LENsX OLEeHKUM OBuonornyeckon
0e30MacHOCTN MeOUUMHCKOro u3genus u NPUHATUA nocneaywwero peweHna o BO3MOXHOCTU
npoeegeHna KInMHNYeCcKnx McnbITaHUA,

"YNOMHOMOYEHHbIN NpeacTaBuTeNb npoussoguTens (uarotosutend)" - opugumyeckoe nuuo unu
WHOMBUAYaANbHBIA NpegnpuHMMaTenb, 3aperMcTpupoBaHHble Ha Tepputopun Poccuiickon denepauuu,
YNONTHOMOYEHHbIE MPOM3BOAMTENEM (M3rOTOBUTENEM) MEAMLMHCKOTO WU3Oenusi npencraBfisaTb €ero
MHTepechl No BonpocamM obpalleHns MeaULIMHCKOro u3aenunsa Ha Tepputopum Poccuiickon ®enepaummn, B
TOM 4ucrie No Bomnpocam Mpoueayp OLEHKU COOTBETCTBMS M rOCySapCTBEHHOW peructpaumm, Ha nms
KOTOPOro MOXeT ObITb Bbl4aHO PErMCTPaLMOHHOE YOOCTOBEPEHME HA MEOULMHCKOE U3AENNe;

(8 pea. MoctaHosneHun MNMpasutensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

"aKcnnyatauumoHHas — AOKYMeHTauuss  npoussBoautenss  (usrotoButens)” - OOKYMEHTHI,
npefHasHavyeHHble NS O3HAKOMIIeHWs MoTpedbuTenss C KOHCTPYKUMEN MEOWMLMHCKOro WUsfenus,
perrnamMeHTupyoLLMe YCnoBusa 1 npasuna akcnnyartauum (MCcnonb3oBaHWe Mo Ha3Ha4YeHUo, TEXHUYECKoe
obcnyxmBaHue, TEKYLLUA PEMOHT, XPaHEHWE U TPAHCMOPTMPOBKA), rapaHTUPOBaHHbIE NPOM3BOAUTENEM
(n3roToBUTENEM) 3HAYEHNSI OCHOBHbIX MapamMeTpoB, XapakTePUCTUK (CBOMCTB) MEOULMHCKOro M3genus,
rapaHTUHble 06513aTenbCTBa, a Takke CBEAEHUS O ero yTUnm3aumm Unm yHUYTOXEHWUH,

(B pea. MoctaHoBneHui MNMpasutensctea PO o1 17.10.2013 N 930, ot 17.07.2014 N 670)

"apheKTUBHOCTb  MEOMUUHCKOro  mn3genua" -  COBOKYMHOCTb CBOWMCTB UM XapakKTepucTUK
MeOMLMHCKOro u3genus, obecneuvvBalowmx LOCTMKEHWE uenen npeaHasHavyeHusl, YCTaHOBMEHHbIX
npovssoauTenem (M3rotoBuTenem) 1 NOATBEPXKAEHHOIO NPaKTUKON KIMHUYECKOrO NPUMEHEHNS.

(B pea. MoctaHosneHus Mpasutensctea PP ot 17.07.2014 N 670)

5. Focy/J,apCTBeHHaﬂ pernctpaumna  MegununHCKMX n3genun nposognTcA Ha OCHOBaHWUU




pe3ynbTaTtoB TEXHUYECKUX WUCMbITAHUIN, TOKCUKOMOrMYECKUX MCCNEeaoBaHUNM, KITMHUYECKMX WUCMbITaHUR,
npeacTaBnsloWmnx cobon HOpMbl  OLEHKM COOTBETCTBUSA MEOUUMHCKUX U3Jennui  C  y4eToM
KnaccudukaumMm B 3aBMCMMOCTU OT MOTEHUMANbHOMO pyUcka MX MPUMEHEHUS, U 3KCNepTu3bl KavyecTsa,
ahppeKkTMBHOCTU N 6E30MNacHOCTM MEAULMHCKUX U3OEeNMN C y4eTOM Knaccudukaumm B 3aBUCMMOCTU OT
NMOTEHLMANbLHOr0 pucka MX NPUMEHEHMS, a TakKe MCNbITaHUM B LENAX YTBEPXAEHUS Tuna cpeacts
N3MepPEHM (B OTHOLLIEHMM MEOULMHCKMX WU3OENWiA, OTHOCALMXCH K cpeacTBaM M3MepeHun B cdepe
rocy4apCTBEHHOro  perynupoBaHus obecnevyeHns eaMHCTBA U3MEpPEHWN, MNepeyveHb  KOTOpbIX
yTBepxgaetca MuHuctepcTtBom 3apaBooxpaHeHus Poccuiickon ®egepaunn).

(B peq. MNMoctaHoBneHus Mpasutensctea PP ot 17.07.2014 N 670)

OcobeHHOCTM rocyaapCTBEHHOW perncrpaumm MeauuUMHCKUX U3Oenuid C  HU3KOW  CTeneHbio
NMOTEHUMANbHOrO puUCKa WX MNPUMEHEHMS,, B OTHOLUIEHUW KOTOPbIX YCTAHOBIIEHbl OCOBGEHHOCTU
rocyAapCTBEHHOM perucTpaumn, Mo MNEepeyHd COorfacHo MpPUMOXKeHUIo (danee - nepeyeHb)
npegycMoTpeHbl NyHkTamu 57 - 57(20) HacToawwmx MNpasun.

(ab3av BBegeH MoctaHoBnenunem lMpasutensctea PO ot 18.03.2020 N 299)

ObecnevyeHve opraHm3auum paboTbl MO (POPMUMPOBAHMIO U  BEOEHUIO HOMEHKIATypHOWN
Knaccudukaumm MeguLUMHCKUX M3enuin no Buaam OCyLLECTBIISETCA PErMCTPUPYHOLLUM OPraHOM.
(ab3ay BBeaeH NMoctaHoeneHnem Mpasutensctea PO o1 17.07.2014 N 670)

Mpy n3ameHeHn BMaa MeOUUMHCKOrO U3genusi B pamkax paboTbl No OpMUPOBaHUIO N BEAEHUIO
HOMEHKINaTYpHOM Knaccudumkaumm MeguuMHCKUX U3genui no sugam, yresepxgaemor MuHUCTepCcTBOM
3apaBooxpaHeHna Poccuiickon depepaunn, perncTpupyrowmMi opraH BHOCUT B PEECTPOBYIO 3anncb
rocygapCTBEHHONO  peecTpa  MeOUMUMHCKUX  U3genui M opraHuMsaumn  (MHOUBMAYaNbHbIX
npeanpuHUMaTenein), ocyLLeCTBNSAOWMNX NPOM3BOACTBO N U3rOTOBEHNE MeAULMHCKUX u3genun (ganee
- FOCy4apCTBEHHbIN PeecTp), COOTBETCTBYIOLLEE U3MEHEHNE N yBEAOMIISIET 06 3TOM OpMANYECKOE NNLIO
UM HONBMAYanbHOro NpeanpuHUMaTens, Ha M KOTOPOro BblAaHO PErMcTpaunoHHOE YOOCTOBEPEHNE
Ha MeOuUMHCKOE u3genve, BUA4 KOTOPOro M3MeHeH, B TeveHne 20 paboumx AHen ¢ OgaTbl BHECEHMS
N3MEHEHMS B PeeCTPOBYHO 3anuUcCb rocygapCTBEHHOIO peecTpa.

(ab3av BBegeH MoctaHoBnennem Mpasutensctea PO ot 31.05.2018 N 633)

6. [lokymMeHTOM, noaTeepXaaoLmnmM akT rocyaapCTBEHHON pernctpaunum MeanuumMHCKoro nsgenms,
ABMSETCHA PerucTpauuoHHOe YyAOCTOBEpPEHWE Ha MeOuUMHCKOe msgenue (fanee - perucTpauuoHHoe
yooctoBepeHue). Popma perMcTpaumoHHOro yaoCToBEPEHUS YTBEPKAAETCA PEMMCTPUPYIOLLINMM OPraHoOM.

PeructpaunoHHoe yaoctoBepeHue BblaaeTcs 6eccpoyHo.

7. l'ocygapcTBeHHas MoLwnHa ynnavymBaeTcsl B COOTBETCTBUM C 3aKoHOA4ATeNbCTBOM Poccuinckon
depnepauun o Hanorax n cbopax.

NHdbopmauusi 06 ynnate rocyaapCTBEHHOWM MOLIMUHBI 3anpaluvMBaeTCcsl PerMcTpupyroLwmm opraHoM
B nopsiake MeXBeOMCTBEHHOro MHGOPMaLIMOHHOIO B3aUMOAENCTBUSI B cOOTBETCTBUM ¢ PefepanbHbIM
3akoHoM "O6 opraHM3aUMn NPeaoCTaBNEHUS TOCYAAaPCTBEHHbIX U MyHULMMANbHbLIX yCryr".

8. [Ina rocynapCTBEHHON perncTpaumm MeguuMHCKOro M3genuvs (3a UCKMIoYEeHMEM MeOULMHCKUX
n3genuin, BKINIOYEHHbIX B MepeyYeHb) pas3paboTymk, Npou3BoAUTENb (M3roTOBUTESL) MEOULMHCKOro
n3aenusa unu yrnoriHOMOYEHHbIM NpeacTaBuTeNb NPoOM3BOAUTENS (M3roToBUTENS) (Aanee - 3asBUTENDb)
npeactaensieT nuMbo HanpaBnseT B PErncTpypylowmMi opraH 3asiBNeHne o rocyaapCTBEHHOW
perncTpaumMm MeauvUMHCKOro u3genus, a Takke [OOKYMEeHTbl, ykadaHHble B nyHkTe 10 HacTosawmx
MNpasun.

(8 peq. MNMoctaHoBneHwun MNpaeutensctea PP ot 17.07.2014 N 670, ot 18.03.2020 N 299)

9. B 3aaBneHMn 0 rocyaapCTBEHHOW perncTpaumnm MeavmuuHCKoro nsnenvs (ganee - 3asiBreHue o
perncTpaummn) ykasbiBaloTcs creaytolmne CBeAeHus:




MpymevaHwue.

M3meHeHus, BHeceHHble MNMocTaHoBneHnem MNpasutensctea P® ot 31.05.2018 N 633 B nn. "a" n. 9, He
MPUMEHSIOTCA K MPaBOOTHOLLIEHUSAM, CBA3aHHbIM C OCYLLIECTBIIEHNEM rOCy4apCTBEHHOM perncrpauum
MeAULMHCKUX n3genuin, Bo3Hmkwnm ao 13.06.2018.

a) HaMeHOBaHWe MeOUUMHCKOro usgenus (C ykasaHueM npuHagnexHocTen, HeobxoaMMbiX Ang
NPUMEHEeHNs MeQULMHCKOro U3fenus nNo HasHayeHuo), Npyu 3TOM 3asiBUTESNb yKa3biBaeT TOBAPHbIW 3HaK
M VHble cpefcTBa MHAMBMAYanu3auuv MeauUMHCKOrO U3Aenust B Criydae WX HaHeCEHMS Ha YNakoBKy
MeOULMHCKOro n3genus;

(B pea. MoctaHosneHus Mpasutensctea PP ot 31.05.2018 N 633)

MpymevaHwue.

Mn. "6" n. 9 (B pea. MNMocraHoBneHuna lMpasutensctea P® ot 31.05.2018 N 633) He npumeHseTca K
NPaBOOTHOLUEHWSIM, CBSA3aHHbIM C OCYLLECTBIEHMEM TOCYyAapCTBEHHOW perncrpauun MeauumHCKUX
n3genun, Bo3Hukwnm go 13.06.2018.

0) B OTHOWeEHMM paspaboTynka - nomHoe u (B Crny4Yae, ecnMm WMEETCHd) COKpalleHHoe
HavMMeHOBaHWe, B TOM uucne @UPMEHHOE HaMMEHOBaHWe, OpraHn3auuoHHO-NpaBoBas ¢opma
IOPUANYECKOro Nnnua, agpec MecTa ero HaxoXaeHus unu damunus, nms n (B cnyyae, ecrnv MMeeTcsl)
OTYECTBO, pPEKBM3UTbI JOKYMEHTa, YAOCTOBEPSIOLErO0 JIMYHOCTb, agpec MecTa >KUTenbCTBa
WHAMBUAYanNbHOro NpeanpuHMMaTens, a Takke Homepa TenedoHOB U (B cnydae, ecnv nmeeTcs) agpec
9NEKTPOHHOW NOYThI KOPUANYECKOrO NuLa UN MHAMBUAYaNbHOro NpeanpuHMMaTens;

(nn. "6" B pea. MNMoctaHoBneHus MNMpasutensctea PP ot 31.05.2018 N 633)

B) B OTHOLLEHMM NPOU3BOANTENS (MIrOTOBUTENSA) MEOULMHCKOIO nu3genus - nosHoe un (B cnydae,
ecrnM UMeeTCcHd) COKpalleHHOe HauMeHoBaHue, B TOM u4ucne ((puMpMeHHoe HauMeHOoBaHue,
OpraHM3auMoHHO-NpaBoBas hopMa pUaANYECKOro Nuua, agpec Mecta HaxoXaeHUs Unu amunms, UMs
n (B criyyae, ecnv MMeeTcs) OTYECTBO, PEKBU3UTbI AOKYMEHTa, YAOCTOBEPSALWEro NMYHOCTb, aapec
MecTa XUTenbCTBa WHAUBMAYANbHOro NpeanpuHuUMaTens, a Takke HoMmepa TenedoHOB U (B criyyae,
ecrnm UMeeTCcs) agpec  ONeKTPOHHOW  MOYTbl  OPUMOMYECKOro nuvua WM UHAMBUAOYanbHOro
npegnpvHUMaTens;

(nn. "B" B pea. MNocTtaHosneHus MNpasutensctea P® ot 17.07.2014 N 670)

MpumeyaHwue.

Mn. "r" n. 9 (B pea. NoctaHoBneHus lNpasutensctBa PP ot 31.05.2018 N 633) He npumeHsieTca K
NPaBOOTHOLLEHUAM, CBA3aHHbIM C OCYLUECTBIEHMEM rOCYyLapCTBEHHOW peructpaumm MeouumMHCKUX
usgenun, BosHukwmnm go 13.06.2018.

) B OTHOLUEHUM YNOSTHOMOYEHHOro NpeAcTaBuTens npomssoauTens (M3rotoBMTENs) - NosiHoe U (B
cryyae, ecrnm MMeeTcs) COKpalleHHOe HavMeHOBaHWe, B TOM u4ucrie (OUPMEHHOe HaumeHOBaHue,
opraHu3aLMoHHO-NpaBoBas hopma IPUANYECKOro Nuua, agpec MecTa ero HaxoXAeHUs unn pamunus,
nvs u (B cny4vae, ecnv MeeTcs) OTYECTBO, PEKBU3NTLI JOKYMEHTA, yAOCTOBEPSIOLLErO NIMYHOCTb, aapec
MecCTa XUTenbCTBa MHAMBUAOYaNbHOrO NpeanpuHMMaTens, a Takke Homepa TenedoHOB U (B cryyae,
ecrnm UMeeTCcs) agpec  SNeKTPOHHOW  MOYTbl  OPUMOMYECKOro nuvua  WAM  UHAMBUAOYanNbHOro
npegnpvHumarens;

(nn. "r" B pea. NoctaHosneHus MNMpasutensctea P® ot 31.05.2018 N 633)

MpumeyaHwue.




Mn. "g" n. 9 (B peq. MNMoctaHoBneHus lMNpasutenbctea PO ot 31.05.2018 N 633) He npumeHsieTca K
NPaBOOTHOLLEHNSIM, CBA3AHHbIM C OCYLLECTBIEHMEM FOCy4apPCTBEHHOW perucrtpaumm mMeguuuHCKUX
n3genun, Bo3Hukwnm go 13.06.2018.

A) B OTHOLLEHMN NnLa, Ha UMSI KOTOPOro MOXET ObiTb Bbl4AHO PErMcTpauoHHOe YAOCTOBEPEHNE, -
nonHoe u (B criyyae, ecnu uMeeTCcs) COKpalleHHOe HauMeHOBaHvWe, B TOM 4ucrie UpMEHHOe
HaumeHOBaHWe, OpraHn3aLUnoHHO-NpaBoBas popma IPUANYECKOro Nnua, aapec MecTa ero HaxoXaeHUs
nnu amunusg, umsa n (B cnydvae, ecnv UMeeTcs) OTYECTBO, PEKBU3UTLI JOKYMEHTa, YAOCTOBEPSOLErO
MIMYHOCTb, adpec MecCTa >XUTenbCTBa WHOMBUAYaANbHOTO MpeanpuHUMaTtens, a Takke Homepa
TeneoHOB ¥ (B cnyvae, ecnv WMeeTcs) aapec INEeKTPOHHOW MNOYTbl HOPUAMYECKOrO Nuua unm
NHAMBUAYanNbHOro NpeanpuHMMaTens;

(nn. "a" B pea. MNMoctaHoBneHus MNMpasutensctea P® ot 31.05.2018 N 633)

€) MecTo Npon3BoACTBa MEAULMHCKOro U3aenus;

X) HasHayeHve MeanUMHCKOro u3aenus, ycTaHOBNeHHOe Npomu3BoanTeNneM (M3roToBuTenem);
(B peq. MNMoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

3) BMAO MEOULUMHCKOro Wu3genus B COOTBETCTBUM C HOMEHKNATypHOW  Kraccudukaumen
MeOULMHCKUX U3Oenui;

W) Knacc MOTEeHUManbHOro pucka MNpUMEHEHUS MEeAUUMHCKOro M3genus B COOTBETCTBUMM C
HOMEHKNaTypHOW knaccudukaumen MeguLMHCKUX N3aenuim;

K) kog ObLepoccninckoro knaccndmkaTopa NPoayKUMm No BUAAM 3KOHOMUYECKON AeATENbHOCTY;
(nn. "k" B pea. NocTtaHosneHusa MNpasutenbctea PO ot 10.02.2017 N 160)

n) ceedeHuss o crnocobe MNonyYeHnsi perncTpaLMoHHOro yAOCTOBEPEHUs, a Takke MHGopMaLuu,
CBSI3aHHOW C NpoLieAypoVi rocyaapCTBEHHOW perucTpaumnm MeauuuMHCKoro nsgenms.

10. [na rocyoapCTBEHHON permcTpaumm MeauumMHCKOro nusgenus (3a UCKoYeHneM MeguuUmMHCKNX
N30enuin, BKIIOYEHHbIX B NepeYveHb) NPeacTaBnsnTCa cneayowme OKYMEHTbI:
(B pea. MNMoctaHoBneHus Mpasutensctea PP ot 18.03.2020 N 299)

a) Konusa [OOKyMeHTa, MOATBEepXAaloLwero mnofHOMOYNst  YNOMHOMOYEHHOrO NpeacTaBuTens
npounssoanTens (M3rotoBUTEnNs);
(B pea. MNMoctaHoBneHus Mpaeutensctea PO ot 17.07.2014 N 670)

6) cBeAeHMs 0 HOPMATMBHOW AOKYMEHTaLUM Ha MeAULMHCKOE U3AENME;

B) TEXHMYECKasi LOKYMEHTaLUMsI NPOM3BOANTENS (M3rOTOBUTENS) HA MEAMLMHCKOE N3LENNE;
(B pea. MNMoctaHoBneHun MNMpasutensctea PO o1 17.10.2013 N 930, ot 17.07.2014 N 670)

r) akcnnyaTaumMoHHasa AOKYMEHTaums NponssoanTens (M3rotoBuUTeNs) Ha MeamumMHCKoe usgenve, B
TOM YUCIE UHCTPYKLMS NO NMPUMEHEHMIO UMW PYKOBOACTBO MO 3KCMnyaTaumm MeanLUMHCKOro N3aenusi;
(B pea. MoctaHosneHun MNMpasutensctea PO o1 17.10.2013 N 930, ot 17.07.2014 N 670)

A) otorpacdmyeckne wusobpaxeHmsa obwero Buaa MeOUUMHCKOroO U3genuss BMeCTe C
NPUHAONEXHOCTAMM, HeobOXoAUMbIMKM AN NPUMEHEHUS MEOAMLUMHCKOrO WU3Aenust Mo Ha3Ha4YeHuHo
(pa3mepom He meHee 18 x 24 caHTMMeTpa);

(8 pea. MNMoctaHoBneHus Mpaeutensctea PO ot 17.10.2013 N 930)




e) OOKYMEHTbI, noaTeepXaanwne pedynbtaTtbl TEXHUYECKUX ncnbiTaHMn MEOULIMHCKOrO N3aenns;

) OOKYMEHTbI, NMOATBEPXKAAOLME pe3ynbTaTbl TOKCUKOMNOrMYECKUX UCCreqoBaHUA MeauLUHCKOro
N3aenus, NCNonb3oBaHWe KOTOPOro NpeanonaraeT Hanuyme KoHTakTa ¢ OpraHM3MOM YEernoBeKa;

3) OOKyMEeHTbl, MOATBepXAawlwme pesynbTaTbl UCHbITAHUA MELUUMHCKOrO u3genus B Lensax
YyTBEPXOEHUA Tuna CpeactB WM3MEPEHMN (B OTHOWEHUM MEAUUMHCKUX W3Oenun, OTHOCALLMXCH K
cpeacTBaM  M3MepeHun B cdpepe rocygapCTBEHHOrO  perynupoBaHusa obecneyeHnss eauHCTBa
U3MepeHui, rnepeyeHb KOTopbIX YyTBepxaaeTca MuHUCTEepCTBOM 3apaBooxpaHeHus Poccumnckon
depnepayunn);

) OMNMUCb JOKYMEHTOB;

MpumeyaHwue.

Mn. "k" n. 10 (B peq. NMoctaHoBneHus lMpaButensctea PO ot 31.05.2018 N 633) He npumeHseTcs K
NPaBOOTHOLUEHWSIM, CBSA3aHHbIM C OCYLLECTBNEHWEM TOCYAAapPCTBEHHOW perncTpauunm MeauumHCKMX
usgenun, Bo3Hukwnm go 13.06.2018.

K) 4NS MeguumHCKUX m3genum 1 knacca NOTEeHUManbHOro pucka NPUMEHEHMS U MeOULMHCKUX
n3genuin ana AMarHoCTUKM in vitro - cBegeHwsi, NoATBepXAaoWmMe KINHUYECKY0 3(EKTUBHOCTL U
6e30nMacHOCTb MeAULIMHCKUX U3Oenun;

(nn. "k" B pea. MNMoctaHoBneHus Mpaeutensctea PP ot 31.05.2018 N 633)

N) NPOEKT nnaHa KIMHUYECKMX MUCMNbITaHUA MEeOULMHCKOro usgenvs ¢ o60CHOBbLIBAKOLMMU €ro
matepuanamu (B criyyae, ecrniv umeeTcs);
(nn. "n" BBeaeH MNocTtaHosneHuem Mpasutensctea P® ot 17.07.2014 N 670)

MpumeyaHwue.

Mn. "m" n. 10 (B pea. MNoctaHoBneHus lMpasutensctea P® o1 31.05.2018 N 633) He npumMeHsieTcs K
NPaBOOTHOLUEHWSIM, CBS3aHHbIM C OCYLLECTBNEHWEM TOCYAAapCTBEHHOW perncrpauum MeauumHCKMX
usgenun, BosHukwmnm go 13.06.2018.

M) CBeOEHMSI O BblAaHHbIX PErnCTPUPYIOLLMM OpPraHoOM paspeLLeHMsaX Ha BBO3 MEOULMHCKUX
n3genuin c Lenbi UX rocyaapCTBEHHOW peructpauumn (ans MeguuuHCKMX U3Oenuin UHOCTPaHHOro
npov3BoacTBa);

(nn. "m" BBegeH lMNoctaHosneHmem Mpaeutensctea PP ot 31.05.2018 N 633)

MpumeyaHwue.

Mn. "H" n. 10 (B peq. MNoctaHoBneHua Mpasutensctea PO ot 31.05.2018 N 633) He npumeHsieTca K
NPaBOOTHOLLEHUAM, CBA3aHHbIM C OCYLUECTBIEHMEM rOCYyLapCTBEHHOW peructpaumm MeouumMHCKUX
usgenun, BosHukwmnm go 13.06.2018.

H)  KOMMW  [OOKYMEHTOB, MNOATBEPXAAMWMX  Ka4yecTBO  feKapCTBEHHOro  npenapara,
dapmaueBTMHecKor cybcTaHumm, BMonormyeckoro martepmnana u MHOro BeLlecTBa, C UCMNONb30BaHNEM
KOTOpbIX NPOM3BEAEHO MeAWLMHCKOe W3aenve Wnu KoTopble BXOAAT B €ro CocTaB U KOTopble
npegHasHavyeHbl ANA  MPUMEHEHMS TOMbKO C  YYETOM Ha3HavyeHus MeOMLMHCKOrO u3genus,
OnpeferneHHoro npou3BoguTeneM, M BbldaHHbIX B COOTBETCTBMM C 3aKOHOAATENbCTBOM CTPaHbl
NMPOUCXOXOEHNS NeKapCTBEHHOro npenapaTa, ¢apmaueBTUYeckon cybctaHumm, 6Guonornyeckoro
martepuana u UHOro BeLlecTBa.

(nn. "H" BBeaeH MNoctaHoBnennem lMNpasutensctea P® ot 31.05.2018 N 633)




11. B cny4yae ecnn OOKYMeHTbl, yKka3aHHble B nyHkTe 10 Hactoswmx [NpaBun, coctaBneHbl Ha
WHOCTPaHHOM $3blKe, OHWN NPEeLCTaBMSTCA C 3aBEPEHHBIM B YCTAHOBNEHHOM MOPsiAKE NMEPEBOAOM Ha
PYCCKUIA A3bIK.

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

12. Cpokn n nocnenoBaTenibHOCTb aAMUHUCTPATUBHBIX Npoueayp U aadMUHUCTPATMBHbBIX OENCTBUI
perncTpupyloLLero opraHa yctaHaesnmsatoTca paspabatbiBaeMbiM B COOTBETCTBUW C MOCTaHOBMEHUEM
MpasutenbctBa Poccuiickon denepaumm ot 16 mas 2011 r. N 373 agMUHUCTpaATUBHBIM perfiameHToOM
npegocTaBreHns rocygapCTBEHHOM YCryrn No rocyAapCTBEHHOW perncTpauun MeanuuuHCKUX n3genun.

13. 3agBneHune o permctpauun n AOKYMEHTbI, NpeaycMoTpeHHble nyHkTom 10 HacToawwmx MNpasun,
NpeacTaBnalTCa 3asBuUTENeM B PErMCTPUpYOLWMA opraH Ha BymMaXHOM HocuTene HenocpeacTBEHHO
NN HanpaensAlTCA 3aka3HblM MOYTOBLIM OTMPAaBMEHMEM C YBeOOMSIEHMEM O BPYYEHWUM U OMNUCHIO
BMNOXeHWs b0 B 3NEKTPOHHOW hopMe, NoanncaHHbIe 3NEeKTPOHHOW NOAMMUCHIO.

PervnctpupytoLwmn opraH npyuHMMaeT 3asiBNeHne 0 perucrTpaumm n AoOKyMeHTbI, NpegyCMOTPEHHbIe
nyHkToMm 10 HacToswwmx lMpaBun, No onucu, Komnma KOTOPOW C OTMETKOW O JaTe npuvema YyKasaHHbIX
3asABMNeHMs U OOKYMEHTOB B [€Hb MpMemMa Bpy4aeTcsl 3asBUTENI0 UMM HamnpasnsieTcs emy 3akasHbiM
NMOYTOBbIM OTMpaBfeHVeM C YBEAOMNIEHMEM O BpyyYeHUM nuBo B 3NEKTPOHHOW dopme Mo
TenekoMMYHVKaLUNOHHbLIM KaHanam CBS3N.

(8 peq. MNMoctaHoBneHus Mpasutensctea PP ot 17.07.2014 N 670)

14. Peructpupytowmin opraH He BnpaBe TpeboBaTb OT 3asBUTENS YKasbiBaTb B 3asiBNEHUU O
peructpaumm cBedeHusl, He MpeayCMOTPeHHble nyHKToM 9 HacTtodwmx [lpasBun, u nNpeacTaBnsATb
OOKYMEHTbI, HE NpeaycMoTpeHHble nyHKToM 10 HacToawmx Mpasun.

15. B TeueHne 5 paboumx gHen co AHA NOCTYMSEHNA 3asiBNEHUA O perncTpauum n OJOKYMEHTOB,
npegycMoTpeHHbIX nyHkTom 10 HacTtoswwmx [lpaBur, perncTpupyrowmin opraH npoBOAUT MPOBEPKY
MOMHOTbI M AOCTOBEPHOCTU COAEPKALUUXCA B HUX CBEAEHWUA, B TOM 4YuUCNe NyTEM CPaBHEHUSA TaKkux
CBEOEHUN CO CBeAeHMsIMW, NpeacTaBfeHHbIMM B MOpsSAKe MEeXBEAOMCTBEHHOMO MH(OPMAaLMOHHOMO
B3aMMOAENCTBUS.

(B peq. MNMoctaHoBneHus MNMpasutensctea P® ot 17.07.2014 N 670)

16. B cnyyae ecnu 3asBrieHne o perncrtpauum oopMneHoO C HapyLleHMEM MONOXEHUN MyHKTa 9
HacTtoawmx [MpaBun u (UnNu) B 3asdBNEHWM yKa3aHbl HELOCTOBEpPHble cBedeHus NGO [OKYMEHTbI,
npegycmoTpeHHble nyHktom 10 Hactoawwux [paBun, npeactaBneHbl He B MOMHOM ob6beme,
PErnCTpUpYIOLLM  OpraH Bpy4YaeT 3asBUTEN0 yBeAOMMEHWE O HeobXoOUMOCTM YCTpaHeHus B
30-OHEBHbIA  CPOK BbISIBMIEHHbLIX HapyweHun un (unu) npegctaBneHns AOKYMEHTOB, KOTopble
OTCYTCTBYIOT, NMBO HanpaenseT Takoe YBeAOMMEHWe 3aKa3HbIM MOYTOBbIM OTMPaBfeHNneM C
yBeOMSIEHVUEM O BpPYyYEHUU UK B POPME IMEKTPOHHOro AOKYMEHTa, MOAMUCAHHOIO 3MeKTPOHHOM
NoANUChbIo, TGO B 3NEKTPOHHOW hopMe NO TENEKOMMYHUKALNOHHBIM KaHarnam CBS3W.

(B peq. MNMoctaHoBneHus MNMpasutensctea PP ot 17.07.2014 N 670)

YBeoomneHne B Crydae ero HarnpasfieHUs! 3akasHbiM MOYTOBbIM OTMNpPaBfEeHNEM CcyYMTaeTcs
NoNy4YeHHbIM No uctedeHnn 10 pabounx gHen ¢ gaTbl HanpaBfeHUss yBEOOMIIEHNS.
(ab3av BBeneH MoctaHoBnenunem lMpasutensctea PO ot 31.05.2018 N 633)

17. B TedeHne 3 pabounx OHeN co OHSA NpeacTaBneHus Haanexalum obpasomM odOpMIIEHHOro
3asBIIEHMS O permcTpaumm 1 B NOSIHOM o6beMe AOKYMEHTOB, NPeAYCMOTPEHHbIX NyHKTOM 10 HacToALWwmX
MpaBun, a Takke B cnyyae ycTpaHeHuss B 30-OHEBHLIN CPOK BbISIBIIEHHbLIX HapPyLIeHUn n (Mnn)
NpeacTaBneHnsa AOKYMEHTOB, NPeayCMOTPEHHbIX NMyHKTOM 10 HacToswwmx [MpaBun, pernctpupyroLni
OpraH NpMHUMAaeT peLLeHne O Havarne rocyJapCTBEHHOWN perucTpaummn MeguuMHCKUX n3genuin.

18. B cnyyae ecnu B 30-OHEBHbI CPOK HE YCTPaHEHbl BbISIBIIEHHbLIE HapyLleHus u (Mnn) He




npeacTaBneHbl AOKYMEHTbl, KOTOPble OTCYTCTBYIOT, PErUCTPUPYHOLLMIA OpraH MPUHMMAET peLleHune o
BO3BpaTe 3asiBMieHWs1 O perucTpaumm v LOKYMEHTOB, MNPEeAyCMOTPEHHbIX MyHKTOM 10 HacTosLwmx
MpaBun, ¢ MOTMBMPOBaHHLIM 06OCHOBaAHMEM NPUYMH BO3BpaTa.

19. locygapcTBeHHas pervcrtpaums MeOUUUHCKMX u3genui (3a UCKIIYEeHMeM MeLULMHCKUX
N3Oenuin, BKIIOYEHHBIX B MNepevYeHb) OCYLLECTBMASAETCS PErucTpupyrolmnmM OpraHoM B CPOK, He
npesbiwarowmnn 50 pabounx gHen co OHS NPUHATUS PeLleHnst O Hayane rocygapCTBEHHON perncrpaumm
MeOMLMHCKUX N3aenun.

(8 peq. MoctaHoBneHus Mpasutensctea PP ot 18.03.2020 N 299)

CpOK npoeeaeHna KIMHUYEeCKnX McnbITaHUN MeauUUHCKoro usgenust B 50-AHEBHbIN CpOK He
BKIO4YaeTCcA.

20. B TeueHne 3 paboumx OHEW CO OHA NPUHATUSA pelleHuMs O Hayane rocyaapCTBEHHON
perncTpaumMm MeauuMHCKUX u3genuin (3a WCKMYeHWEeM MEOUUMHCKUX WU3Oenun, BKIIYEHHbIX B
nepeyeHb) PerucTpupylowmnn opraH odopMmnseT v BblgaeT 3ajaHve Ha MpoBedeHUe 3KCnepTusbl
KayecTBa, 3EKTUBHOCTH n ©es3onacHocTH MeOWUUHCKoro  msgenua  pegepanbHomy
rocyaapCTBEHHOMY OIOIKETHOMY YUYPEXOEHMIO, HAaXO4AWEMYCS B BEOEHUN PErucTpupyroLero opraHa
(Banee - akcnepTHOE yypexaeHue).

(B peq. MNMoctaHoneHus MNMpasutenscrea PP ot 18.03.2020 N 299)

21. OKkcnepTusa kadvecTtBa, 3QPEKTUBHOCTN N 6€30MacHOCTM MEAULMHCKOIO U3aenvsi NpoBoanTCs
3KCNEPTHbIM YYpeXAeHNeM MNo3TanHO B COOTBETCTBUM C NOPSOKOM, yTBepXaaeMbiM MuHUCTEPCTBOM
3apaBooxpaHeHus Poccunckon ®epepaumn:

a) Ha | aTane ocyLIEeCTBNSAETCA SKCNepPTU3a 3asiBNEHMS O PermcTpauumn n 4OKYMEHTOB, YKa3aHHbIX B
nyHkte 10 Hactoswmx [MpaBun, Ana onpeaeneHns BO3MOXHOCTU (HEBO3MOXHOCTW) NPOBEAEHUS
KNMUHUYECKNX UCMBITAHUA MEAULMHCKOro nsgenust (3a MCKIYeHeM MeauuMHCKMX m3genuin 1 knacca
NOTEHUMANbHOIO PUCKa MPUMEHEHMS U MEOUUMHCKUX M3OEenui Anst AMarHOCTMKM in vitro, a Takke
MEONLMHCKUX U3LAENNI, BKIIOYEHHbIX B NEPEYEHD);

(B pea. MoctaHoBneHun MNMpasutensctea PO o1 31.05.2018 N 633, ot 18.03.2020 N 299)

0) Ha Il aTane ocyllecTBnNsieTCa aKcnepTn3a NOMHOThI U Pe3ynbTaToB NPOBEAEHHbIX TEXHUYECKNX
NCNbITAHUIN, TOKCUKOMOrMYECKUX MCCNegoBaHUmM, KIMHUYECKMX UCNbITAHUI, @ TakKe UCMbITaHUA B Liensx
YyTBEPXOEHUA Tuna CpeactB WM3MEPEHUMN (B OTHOLIEHUM MEAUUMHCKUMX W3OEenuin, OTHOCALMXCS K
cpeactBaM  M3MepeHun B cdpepe  rocyaapCTBEHHOrO  perynupoBaHnsa obecneyeHnss eamHCcTBa
N3MEPEHUN, MnepedeHb KOTopbIX YyTBepXaaetca MuHUCTepCTBOM 34paBooxpaHeHna Poccuinckon
depepauun) (ganee - akcnepTn3a NOMHOTLI U PE3YNbLTATOB UCMbITAHWIA U UCCIEA0BaHNN).

21(1). Mpwn npoBeaeHnn aKcnepTUsbl kKadecTBa, aPPEKTUBHOCTM U 6€30NacHOCTU MEAMULIMHCKOro
n3genus (Ha nobom aTtane) He gonyckaeTcs ucTpeboBaHME SKCMEPTHBIM yUpEeXOEeHMEM Y 3adBUTENS
nnbo MHbIX N, MaTepuanos, HeOBXOAMMbIX ANSA NPOBEAEHUS IKCNEPTUSbI.

B cnyyae HegoCTaTOMHOCTU AN BbIHECEHUS] SKCMEPTOM 3aKM4YeHUs MaTepuarnoB M CBeaeHWN,
coAepXalWmuxcs B NPeACTaBMNeHHbIX 3asiBUTENEeM 3asiBliEHMM O perucTpauum W OOKyMEeHTax,
npeaycMoTpeHHbIX NyHkToM 10 HacTosiwmx MNpaBwn, aKcnepT CTaBWUT BOMPOC O MpeacTaBlieHun emy
HeobXOAMMbIX MaTepuanoB M CBeAEHWU Nepern PYKOBOAUTENEM IKCMNEPTHOIO YYpEeXAeHWs, KOTOpbI
obpalllaeTcss ¢ COOTBETCTBYIOLIMM 3arnpoCcOM B PErMCTPUPYHOLMIA OpraH, BblOaBLWIKUKA 3adaHMe Ha
npoBeAeHne 3KcrnepTu3bl. Pernctpupytowmini opraH B TedeHne 2 pabounx AHEeW co AHS NOCTYnneHust
3anpoca pyKoBOAUTENS SKCMEPTHOrO YYpeXAEeHUst HanpaensieT 3asiBATENO 3anpoc O MpeAcTaBreHum
HeoOXOAMMbIX CBEAEHMIN C yKasaHMeM XapakTepa 3amMeuvaHuii u criocoba ux ycTpaHeHusi. YkasaHHbI
3anpoc HanpaensieTcsl OOHOKPaTHO Ha KaXX4oM 3Tane 3KCnepTusbl kavecTBa, 3PEPEKTUBHOCTA U
6e30MacHOCTM MeLMULMHCKOrO M3denus u MoxeT OblTb nepedaH YnonHOMOYEHHOMY MpPeLCTaBUTENHO
3asBUTENS NIMYHO MO PacnucKy, HanpaBleH 3akasHbiM MOYTOBLIM OTNPABIIEHNEM C YBEAOMIEHNEM O




BPYYEHUN UNWN NepefaH B 3NEKTPOHHOW hopmMe MO TENeKOMMYHMKALUWOHHLIM KaHamnam cBsidau nubo B
dhopmMe aneKTPOHHOro AOKYMEHTa, NOAMMCAHHOIO 3NEKTPOHHON NOAMNUCHIO.
(8 pea. MoctaHoBneHus Mpaeutensctea PO ot 31.05.2018 N 633)

3asButeno 06s13aH nNpeacTaBuMTb OTBET Ha 3anpoC PErncTpypylolero opraHa B CPOK, He
npesbiwarowmin 50 paboumx gHen co gHA NonyveHns aToro 3anpoca. B TedeHne 2 paboyumx gHen co gHA
NOCTYNfeHNa OT 3asdABMTENs OTBETa Ha 3anpoc PErncTpupyloLmii opraH HanpasnsieT Takoh OTBeT B
aKcnepTHoe yupexaeHue. B cnyyae HenpeactaBneHuss no ncredyeHnn 50 paboumx aHen 3asaBuTenem
OTBETa Ha 3anpoC PEerucTpupyrowni opraH B TedeHne 2 paboumx OHen HanpaenseT B 3KCNepTHoe
yuypexgeHue yBedoMIeHMEe O HenpencTaBfieHun 3asBUTENleM OTBETa Ha 3anpoC PEervcTpupyroLero
opraHa gng NoAroTOBKU 3aKNKYEHNS 3KCNEPTHOMO yYpexaeHMs Ha OCHOBAHUN SOKYMEHTOB, MMERLLNXCA
B €ro pacrnopsikKeHuu.

Bpemsi co aHA HanpaeneHus 3anpoca PerncTpupyloLlero opraHa [0 OHS MornydeHus oTBeTa Ha
3anpoc MNn yBedOMIIEHUSI O HenpeacTaBleHNM OTBETA Ha 3anpoc He Y4YUTbIBAEeTCS MPU UCUHUCIEHWM
CpoKa NpOoBeAeHNs IKCNePTU3bl kavecTBa, 3PHEKTUBHOCT M 6E30MaCHOCTU MEeANLMHCKOIO U3aenusi.

B cnyyae ecnu oTBeT Ha 3anpoc, a Takke npunaraemble K HeMy AOKYMEHTbl COCTaBfeHbl Ha
WNHOCTPaHHOM $3blKe, OHU NPEACTaBMSTCA C 3aBEPEHHbIM B YCTAHOBIEHHOM MNopsiake NepeBogoM Ha
PYCCKUA A3bIK.

(ab3av BBegeH MoctaHoBnennem lMpasutensctea PO ot 31.05.2018 N 633)

[Mpun BbISIBNEHUN PErNCTPUPYIOLLIMM OpraHoM B NpeacTaBfeHHbIX 3asBUTENEM B OTBET Ha 3anpoc
AOKYMEHTax HeJOCTOBEPHbIX U (MNW) HEAOCTaTOYHbIX AAHHbLIX UMW OOKYMEHTOB, COCTaBIIEHHbIX WU
cofepXaLmnx TEKCT Ha MHOCTPaHHOM A3blke 6e3 nepeBoda B YCTAHOBNEHHOM MOPSAKE Ha PYCCKUN A3bIK,
perucTpupylownin opraH B TevyeHne 2 pabouvx AHen Bpy4vaeT (HanpasrsieT 3akasHbiM MOYTOBbIM
OTnpaBrieHneM C yBeOMMEHUEM O BPYYEHUU UK B (POPME 3MEKTPOHHOro AOKYMEHTa, NognucaHHOro
SMNEKTPOHHOW Moanuckio, NMB0 B 3NEKTPOHHOW (bopMe MO TereKOMMYHUKAUMOHHBIM KaHarnaMm CBSA3M)
3a8BUTENIO peLleHne O BO3BpaTe YKa3aHHbIX JOKYMEHTOB C MOTMBMPOBAHHbIM OBOCHOBaHMEM MPUYMH
BO3BpaTa U coobLLieHneM O BO3MOXHOCTM MOBTOPHOrO NpeAcTaBneHus 3assutenem Ao uctedeHus 50
pabounx OHeW cO AHA nonyveHus 3anpoca AopaboTaHHbIX AOKymeHTOB. [lpu HenpegcTaBneHwun
3aABUTENEM B YKasaHHbI CpPOK 3anpallvBaeMblX MaTepuanoB W CBEAEHUN 3KCnepTu3a KadvecTsa,
apdekTMBHOCTY 1 6e30MacHOCTU MEeOULMHCKOrO U3Lenus npoJofkaeTcsa Mno  HaxoaswuMMmMcs B
PacrnopsPKEHUN SKCMEPTHOrO  YYPEXAEHUA paHee Mpe[CTaBrieHHbIM 3asiBUTenem [AOKyMeHTam U
cBedeHnAM, coaepxallmMMcs B pernctpaumoHHOM JOCheE.

(a63au BBeaeH NMoctaHoeneHnem Mpasutensctea PO ot 31.05.2018 N 633)
(n. 21(1) BBegeH lNoctaHoBneHueM lNpasutensctea PO ot 17.07.2014 N 670)

22. Ha | atane akcneptmsbl kayecTBa, ahPEeKTMBHOCTM U ©E30MacHOCTU MEOULMHCKOro n3genus
3KCNEepPTHOE yupexaeHne B CPOK, He npeBbiwatowmnin 20 pabounx OHEM co AHA MONyyYeHus 3agaHus,
OCYyLLEeCTBSET cnegyoLlime MeponpuaTus:

a) NpoBeAEeHME IKCNEePTM3bl 3asBNEHNSI O perncTpaumm n 4OKYMEHTOB, NPeAYyCMOTPEHHbIX MYHKTOM
10 nHacToswwmx lNpaBun, ang onpeneneHns BO3MOXHOCTU (HEBO3MOXHOCTM) MPOBEAEHUS KINMHUYECKMX
McnbITaHUM MeaULMHCKOro U3aenus;

0) odopmrieHne u HanpaerneHve B PErNCTPUPYIOLMIN OpraH 3akMiovYeHUs O BO3MOXHOCTU
(HEBO3MOXXHOCTM) NPOBEAEHUST KITMHUYECKUX MUCMbITAHUIA MEOULMHCKOro uagenus (C ykasaHMem npuymH
N 06OCHOBaHMEM HEBO3MOXHOCTM MX MpoBedeHus), popmMa KoToporo yteepxaaetcsd MuHucTepcTtBoMm
3apaBooxpaHeHust Poccuinckon ®eaepaumn.

23. OcHoBaHMEM Ansi BbIHECEHMS OKCMEePTHbIM y4pexaeHnem 3akrnyYeHnsa O HEeBO3MOXHOCTU
npoeegeHnsa KInnHNYeCKnx ncnbITaHUN MEOULMHCKOro U3genus Uim HeBO3MOXHOCTU rocy,u,apCTBeHHoﬁ
perncrtpaunn meamumHCKOro n3gernmna ABrnAeTCA:




(8 peq. MoctaHoBneHus Mpasutensctea PP ot 17.07.2014 N 670)

a) HecooTBeTCTBME MeAUUMHCKOro wusgenus TpeboBaHWsSIM HOPMAaTMBHOWM  AOKYMEHTaLuuu,
TEXHUYECKOM U (Mnn) SKCnnyaTalMOHHOM AOKYMEHTaLMM npom3soauTens (M3rotoBuTens);
(8 peq. MoctaHoBneHwun MNpaeutensctea PP ot 17.10.2013 N 930, ot 17.07.2014 N 670)

0) oTcyTCTBME AOKa3aTenbCTB 6€30MacHOCTM MEAULIMHCKOrO U3Aenusl.
(8 pea. MoctaHoBneHus Mpaeutensctea PP ot 17.07.2014 N 670)

24. Peructpupyowmin opraH B TedyeHme 5 paboumx AHENM CO AHA NOyyYeHus OT IKCNEePTHOro
YyUpeXaoeHusa 3aknio4eHns O BO3MOXHOCTM (HEBO3MOXHOCTW) MNPOBEAEHUSA KITMHUYECKUX WCMbITaHUN
MEANLMNHCKOro U3nenunsi OCyLWeCcTBISET crieqyowme MeponpusaTus:

a) OLleHKa 3aknyeHus AN onpefdeneHus COOTBETCTBMSA 3a4aHui0 Ha NMpoBedeHWe 3KCnepTu3bl
kavyecTBa, 3ddeKkTMBHOCTM 1 6esonacHOCTM MeauuMHCKOro usgenus. B cnyyae ycrtaHoBneHus
HECOOTBETCTBMS 3aKITIOYEHUS IKCMEPTHOro YYpexaeHWs YyKasaHHOMY 3a[aHuio Takoe 3aknoyeHue
BO3BpAaLLAeTCAd B SKCMEPTHOe yuypexaeHuve Ha JopaboTKy, CpOK KOTOPOW cocTasnseT He Gonee 2
pabouunx AHEeNn Co OHSI MONyYEeHNst AKCMEPTHBIM yUpeXaeHeM BO3BPALLEHHOrO 3aKTOYeHNs;

(8 peq. MNMoctaHoBneHus Mpasutensctea PP ot 31.05.2018 N 633)

6) NpUHATME pelleHuss O Bbidaye paspelleHuss Ha MpoBedeHUe KIUMHUYECKUX WCMbITaHWI
MeAUUMHCKOro m3genust unu ob oTkase B rocyAapCTBEHHOM pernctpaumm MeguUMHCKOro U3fenus,
KOTopoe ohopmIisieTCs NPUKa3oM PErMcCTPUPYIOLLLErO OpraHa, U yBeAOMIleHVe 3asiBUTENS O NMPUHATOM
peLueHny;

B) Bblgaya (HanpaBrieHVe 3akasHbIM NMOYTOBbLIM OTNPABIIEHNEM C YBEAOMITEHMEM O BPYYEHUMN UMK
B cbopmMe 3MEeKTPOHHOro AOKYMEHTa, NMOANMCAHHOIO 3fEeKTPOHHON MOANMUCHI0) 3asiBUTENO paspeLleHust
Ha npoBedeHue KIUMHWYECKMX MUCMbITaHUA MeOMLMHCKOrO M3genusi, opma KoTOoporo yTBepxaaeTcs
PErncTpupyoLLIMM OpraHoM, U BHECEHWE COOTBETCTBYHOLLMX CBEAEHUIN B PeecTp BblAaHHbIX paspeLleHnii
Ha MpoBedEeHNe KIUHWYECKUX WCMbITAaHUN MeOMUMHCKOTO W3fenusi, Nopsigok BeAeHWUst KOTOpOoro
yTBEpXOaeTCcss PerncTpupylolmMmMm opraHom, nubo yBegomneHme o6 oOTkaze B rOCY4apCTBEHHOM
perncTpaumm MeaMUMHCKOro U3nenus ¢ ykasaHuem npuydnH otkasa.

25. OcHoBaHVeM AN NPUHSATUSE pelleHnst 06 oTkase B rocyaapCTBEHHOW perncTpauumn siBnseTcs
nony4yeHne pPervcTpypyowmnmM OpraHoM OT 3KCMEPTHOro YYpeXAEeHWUsl 3aKMYeHUst O HEBO3MOXHOCTU
NpoBeAEHUS] KNMUHUYECKUX UCTIbITAHUIA MeQULMHCKOrO U3aenus.

26. KnuHnyeckne ucnblTaHUs MeAULUHCKOro U3nenus, 3a UCKMYeHMeM MeauLMHCKUX nsgenuin 1
Knacca noTeHUMarnbHOro pucka MNPUMEHEHUS U MEeOVUMHCKUX M3Oenun Ans AWarHoCTUKM in  vitro,
OCYLLECTBMAITCA B paMKax OLIEeHKM COOTBETCTBUSA, MOPSAOK MPOBEAEHMS KOTOPOW YyTBepXaaeTcs
MuHucTepcTBOM 3apaBooxpaHeHus Poccuickon ®epepauun.

(8 pea. MoctaHoBneHus Mpaeutensctea PP ot 31.05.2018 N 633)

KnuHuyeckne ucnbITaHUA MEeOUUMHCKOrO M3Aenus, 3a WUCKNIYeHMeM MeaWMUMHCKUX usgenui 1
Knacca noTeHuManbHOro pucka NPUMEHEHN U MeQULIMHCKUX U3OEeNnn Ana AMarHOCTUKK in vitro, a Takke
MEOVLMHCKUX W3LOENWA, BKIKOYEHHbIX B MNepeyeHb, MNpPOBOAATCA HA OCHOBaHMM pas3pelleHns Ha
nposefeHne KNMHUYECKNX UCMbITaHWUMI, BbIAAHHOIO PErMCTPUPYIOLLMM OpraHoMm, a Takke 3aknoyeHns ob
3TMYecKo OOOCHOBAHHOCTM MNPOBEAEHMUS KIMHUYECKMX MWCMbITaHWMA, BbI4AHHOTO COBETOM MO 3TUKE
MwuHucTepcTBa 3gpaBooxpaHeHnsa Poccunckon ®epepauum, B Cnyyasax, YCTaHOBMEHHbLIX yKa3aHHbIMU
lNpasunamm.

(8 pea. MoctaHoBneHun NMpasutensctea PO ot 31.05.2018 N 633, ot 18.03.2020 N 299)

CocTaB yka3aHHOro coBeTa MO 3TUKE M MOSMOXEHME O Hem YyTBepxaarTca MuHucTepcTBOM
3apaBooxpaHeHust Poccuinckon ®eaepaumn.




KnuHuyeckme ucnbiTaHMa MEeOULMHCKOrO M3Jenus NpoBOAATCS B MEAWMUMHCKUMX OpraHu3aumsx,
oTBevawowWmx TpeboBaHusaM, yTBepXOAeHHbIM  MuHUCTEpCTBOM  3gpaBooxpaHeHusi  Poccuiickonm
denepaumn. YCTaHOBNEHME COOTBETCTBUS  MEOMUMHCKMX  OpraHu3auuMm 3Tmm  TpeboBaHuAM
OCYLLIECTBSETCA PErMCTPMPYIOLLUM OpraHoM B NOpsiAKe, YCTaHOBNEHHOM YKa3aHHbIM MUHUCTEPCTBOM.

27. lNepeyeHb MeOULMHCKNX OpraHM3auun, NMeLmMX npaso NpoBOANUTL KIMHUYECKNE UCTbITaHUA
MEeONUMHCKUX M3OEenui, U peecTp BblaHHbIX paspelleHud Ha nposBefeHue KIMHUYECKUX UCTbITaHWUn
MeOUUMHCKUX  u3genui  onybnukoBbIBAOTCA W pa3MelLalTcs  PerucTpupylowmum  OpraHom B
YyCTaHOBIIEHHOM nm nopsiake Ha CBOEM oduumnansHOM caunTte B
NHPOPMaLIMOHHO-TENEKOMMYHUKaLUMOHHON ceTn "NIHTepHeT".

28. pun NPUHATMX pelleHus O Bblgave paspelleHus Ha MpoBedeHUEe KIMHUYECKUX WUCMbITaHun
MEOMUMHCKOrO  U3AEenusa  PerucTpupyrlownin  opraH npuvHUMaeT pelleHne O MNPUOCTaHOBMEHUM
rocyaapCTBEHHOW perncrpaumm MeauumHCKOro nsaenusa 4o AHA NPUHATUS peLleHust perucTpupytowero
opraHa O BO30OHOBMNEHWM rocyAapCTBEHHOW perncrpaumv MeauuMHCKOro usgenvsi, B COOTBETCTBUMU C
nyHkToMm 30 HacToswmx [NMpasun.

29. O KIMHWYECKMX  UCMBITAHUAX  MEOUUMHCKOrO  u3genus  3asiBuTenb  yBedomnsieT
PEerncTpupyoLLMiA opraH B TedeHne 5 pabounx AHeln ¢ Hayana nx NpoBeaeHus.

30. Mo OKOHYaHWUWN KITMHUYECKUX UCMbITAHUA MEAULMHCKOIO U34enus 3asBuTernb NpeacTaBnsieT B
PErnCTpUpYIOLWLMI OpraH 3asBrieHne O BO30OHOBEHUN rOCy4apCTBEHHOM perncrpaumm MeauuMHCKOro
n3genus un pesynbTatbl KAVMHUYECKUX WCMNbITaHUA MEeOUUMHCKOrO M3genus, a Takke [OKYMEHTHI,
yKasaHHble B nognyHkrax "6" - "3", "k" u "n" nyHkta 10 HacTosAwwmx [paBun, B criyyae, ecnm B HUX
BHECEHbl U3MEHEHMWS N0 pe3ynbTaTaM KIMMHUYECKUX UCTbITAHUA MEOULMHCKOrO n3genus.

(8 peq. MNMoctaHoBneHus Mpasutensctea PP ot 17.07.2014 N 670)

31. Peructpupylowmnin opraH B TevyeHue 2 paboumx AHEeW CO LHA MNOSyYeHUss OOKYMEHTOB,
yKasaHHbIX B NMyHKTe 30 HacTtoawwmx [MpaBun, NpyuHUMaeT pelleHe 0 BO30OHOBEHUM FOCYAapCTBEHHOM
pernctpaumm MeguumMHCKOro n3genusi.

PelueHne o BO306HOBNEHUN rOCy4apCTBEHHOW PErNCTPaUmMM MEANLMHCKOrO N3aennst NpUHMMaeTcs
perucTpmpyownm opraHom Mo pesynbTtatam MpPOBEepKM MOMAHOTbl M AOCTOBEPHOCTM CBEeOEHWMN,
coAaepXalwmuxcss B NPeAcTaBreHHbIX B PErUCTPUPYIOWMUIN  OpraH 3asiBfeHuM O BO306HOBREHUN
rocyJapCTBEHHON perncrpauum MeauLMHCKOrO U3AENUA N UHbIX OOKYMEHTax, ykasaHHbIX B nyHkTe 30
HacToawwmx MNpasun.

B cnyyae ecnu 3Tm [OKYMEHTbI NMpeacTaBfieHbl HE B MOMIHOM OOBbEME UNU B HUX BbISIBMEHbI
HEOOCTOBEpPHbIE [aHHble, a Takke B Cry4yae MpeacTaBfeHUs LOOKYMEHTOB, COCTaBMIEHHbIX Ha
WHOCTPaHHOM £3blke, 6e3 3aBepeHHOro B YCTAaHOBIIEHHOM MOpsiAKe NepeBofa Ha PYCCKUA A3bIK,
PErMcTpUpYOLLNIA OpraH BpydaeT (HanpaensaeT 3aka3HbiM MOYTOBLIM OTMPABNEHNEM C YBEOOMIIEHMEM O
BPYYEHUN UNM B (POPME SMEKTPOHHOrO AOKYMEHTA, MOAMMCAHHOrO 3NEKTPOHHOW MNOAMUCbio, Nbo B
3NEKTPOHHON hopMe MO TENEeKOMMYHMKALMOHHBIM KaHaram CBsi3W) 3asiBUTENO pelleHne O Bo3BpaTe
3asABMneHMsa 0 BO30OHOBNEHMN rOCYAapCTBEHHOW perncTpaunum MeauumnMHCKOro n3genus ¢ NnpuroXeHmem K
HEeMy yKa3aHHbIX JOKYMEHTOB M U3NOXEHNEM MPUYMH, MOCMAYXMBLUMX OCHOBAHWEM ANsi TaKOro BO3BpaTa.
OQHOBpPEMEHHO perucTpupylownin - opraH coobllaeT 3asBUTEN0 O BO3MOXHOCTM  NMOBTOPHOrO
npeacTaBneHns 3asiBNeHns 0 BO30OHOBNEHNM roCy4apCTBEHHON perncTpaLmm MeaMLUMHCKOro N3aenumsi ¢
NPUIOXEHNEM K HEMY JOPabOTaHHbIX JOKYMEHTOB.

(n. 31 B pen. NoctaHoBneHus MNpasutenbctea PP ot 31.05.2018 N 633)

32. Ha Il atane akcnepTu3bl kadyecTBa, 3ddEKTUBHOCTN N 6e30NacHOCTU MeAULIMHCKOrO U3aenus
PErNCTPUPYIOLLMI OpraH B TeveHne 2 paboumx OHEW CO AOHS MPUHATUS pelleHnss O BO30OHOBNEHUU
roCcyJapCTBEHHON perncrpaumm MeguuMHCKOrO M34enusi Ha OCHOBaHWWM 3adaHus Ha npoBedeHue
aKcnepTusbl kavecTBa, 3MEHEKTUBHOCTM M 0E30MacHOCTU MEeOULMHCKOrO W3Oenusi, BbldaHHOrO B




COOTBETCTBMMN C MNYHKTOM 20 HacToALwnX npaBVIJ'I, Hanpaendet B 3KCNepTHOe Yy4pexaeHune
npencrtaBiieHHble 3aAaBUTeNIeM pe3yribTaTbl KITMHNYECKUX ncnbITaHUN MeOULIMHCKOrO N3genng.

33. OkcnepTHoOe yypexaeHne B CpoK, He npesbiwarowmi 10 paboumx gHenm co OHS NosnyvyeHus
AOKYMEHTOB, YyKa3aHHbIX B nNyHKTe 32 HacTtoswux [lpaBun, npoBoauT 3KCNEpPTU3Y MOSMHOTbI U
pe3ynbTaTtoB MNPOBEAEHHbIX WUCMbITaHUM M MUCCneoBaHWMM, a Tawkke 0odopMmmnseT U HanpaenseT B
PErNCTPUPYIOLLMI OpraH 3akroyeHne no pesynbTaTaMm 3KCNepTu3bl KavecTBa, 3PdPeKTMBHOCTU W
GesonacHOCTM  MeauMuMHCKOro  usgenusa, d@opma  KoToporo  yTBepxpaetca  MuHucTepcTBOM
3apaBooxpaHeHnsa Poccuiickon ®enepaumu.

34. B cpok, He npeBbiwatowmn 10 paboumx gHen co AHA NONyYeHUs 3akNYeHUs, YKkasaHHOro B
nyHkTe 33 HacTosAwmx MNpaBun, perncTpupyoLwnii opraH OCyLLECTBISIET cneayowme MeponpudaTus:

a) OLeHKa 3aKyeHust AN onpeerneHvs COOTBETCTBMS 3adaHui0 Ha MpOBEeAeHWe 3KCMepTu3bl
kayectBa, 3(dEKTUBHOCTM U 6e30nMacHOCTU MeauLMHCKOro wsgenusa. B cnyyae ycTaHoBReHwus
HECOOTBETCTBUS 3aKIMIOYEHUS IKCMEPTHOro YYpexaeHWs yKasaHHOMY 3a[aHuio Takoe 3aknoyeHue
BO3BpALLAEeTCAd B IKCMEPTHOE yuypexaeHve Ha JopaboTKy, CPOK KOTOPOW cocTaBnsieT He Oonee 2
pabouunx AHEeNn COo OHSI NOIyYEeHNst AKCMEPTHBIM YYpeXaeHeM BO3BPALLEHHOrO 3aKToYeHus;

(B peq. MNMoctaHoeneHus Mpasutensctea PP ot 31.05.2018 N 633)

6) NpUHATME peLLeHnst O rocyaapCTBEHHOW perncTpaumm MeauLmMHCKOro nsgenms unu ob otkase B
rocyapCTBEHHOM  perucTpauuv MeOUUMHCKOTO  K3genus, KoTtopoe odopmnsieTcss  npukasom
perucTpupyloLero opraHa, M yBeoOMIIEHWE 3asiBUTENst O MPUHATOM pelleHUn (3a UCKIYEHUEM
MEeONLMHCKUX U3AENUN, BKIOYEHHbIX B NEPeYeHb);

(8 peq. MNMoctaHoBneHus Mpasutensctea PP ot 18.03.2020 N 299)

B) ochopmneHue 1 Bbigava (HanpaeneHne 3akasHbiM NOYTOBbIM OTNPaBIEHMEM C YBEAOMIIEHUEM O
BPYYEHUN MNN B (POpPME INEKTPOHHOrO AOKYMEHTA, MOAMMCAHHOIO 3MeKTPOHHOW NoAnuchbio, nNnbo
nepegadya B 93NIEKTPOHHOW opMe MO TENEKOMMYHMKALMOHHLIM KaHanaMm CBs3W) 3asBUTENo
PErMcTpaumMoHHOro YAOCTOBEPEHMA NMOO yBeaomneHust o6 OoTka3e B rocygapCTBEHHOW pervctpaumm
MEOMLMHCKOrO M3Oenua C ykasaHMeM MNpUYMH OTKasa (3a WUCKIYEeHMEeM MeAUUMHCKUX WU3aenun,
BKITHOYEHHbIX B MEPEYEHb).

(B pea. MoctaHoBneHun MNMpaButensctea PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)

35. OcHoBaHVWsSIMM ONA  NPUHATUS  PErUCTPUPYIOLLMM  OpraHom pelleHnss o6 oTkase B
rocy4apCTBEHHOW perncTpaumm MeauUMHCKOro usgenusa (3a WUCKMIOYEHUMEM MEeLUUMHCKUX W3Oenun,
BKJTFOYEHHbIX B NEPEYEHb) ABMNAOTCS:

(8 pea. MoctaHoBneHus Mpaeutensctea PP ot 18.03.2020 N 299)

a) nonydeHne OT IKCMEPTHOrO YUYPEXAEHUS 3aKYeHUst Mo pesynbTaTaMm 3KCNepTu3bl KadecTBa,
appeKkTBHOCTU N Be30MaCHOCTN MEANLMHCKOro N3aenns, CBMAeTeNnbCTBYOLWEro O TOM, YTO KayecTBo,
n (nnn) adpdektmBHOCTb, U (UnKM) 6Ge3onacHOCTb PErMCTPUPYEMOrOo MELMUMHCKOrO M3genusd He
NOATBEPXKAEHbI MNOSyYEHHbIMWU AaHHbIMW, W (MNK) O TOM, YTO PUCK NPUYMHEHUS Bpeda 300POBbIO
rpaxgaH n MeguuMHCKUX paboTHWKOB BCNeACTBME MPUMEHEHUS MELMULMHCKOrO U3genus npesblaeT
3O PEKTMBHOCTb €0 NPUMEHEHUS;

0) BbIsIBNEHWE PErnCTpMpyloWwmMM OpraHoM MO pesynbTaTam rocy4apCTBEHHOrO KOHTPONsA 3a
obpalleHneM MeauLMHCKUX U34enni HeCOOTBETCTBMI AaHHbIX 06 addeKTMBHOCTU U 0 6Ge3onacHoCTU
MEOMUMHCKOrO U3Aenus AaHHbIM O MEAWUMHCKOM U3denuu, CoAepXalMMmcsi B 3asiBNIeHMU O
permcTpaumm n JoKyMeHTax, ykadaHHbIx B nyHkTe 10 HacTosawmx Mpasun.

(n. 35 B pen. MNoctaHoBnenus MNpasutensctea PP ot 31.05.2018 N 633)

36. B TeueHne 1 paboyero OHs Mocrie MPUHSATUS PELLEHUS O FOCyO4aPCTBEHHOW perucTpauum
MEAMLMHCKOro U3Aenusi permMcTpypyoLwunii opraH BHOCUT faHHbIE O 3aperncTpypoBaHHOM MEANLUHCKOM




n3genun B rocyaapCTBEHHbIM peecTp B nopsaake, NpeaycMOTPEHHOM nocTtaHoBreHnem lMpaButenscTea
Poccuinckon ®egepaumm ot 19 noHa 2012 r. N 615.
(8 pea. MNMoctaHoBneHun MNMpasutensctea PO o1 17.07.2014 N 670, ot 31.05.2018 N 633)

MpumeyaHwue.

M. 37 (B pea. MNocrtaHoBnenus [lMpaButensctBa PP ot 31.05.2018 N 633) He npumeHsAeTcs K
NPaBOOTHOLLEHUAM, CBS3aHHLIM C OCYLLECTBMEHUEM FOCYAAPCTBEHHOW perncrpauun MeamnLnHCKUX
usgenun, BosHukwmnm go 13.06.2018.

37. K “3MeHeHusIM, BHOCUMbIM B [OOKYMEHTbI, CoAepXalluecs B pPerucTpauuMoHHOM [oCbe, He
TpeObyoLWMM NpoBeaeHUs IKCNepTUsbl KavecTBa, IPPEKTUBHOCTM U 6Ge30nacHOCTU MELMLMHCKOro
n3genus, oTHOCATCSA:

a) U3AMEHeHWe cBeaeHui 0 3asiBUTENe, BKMOYasi CBEAEHUS:
0 peopraHu3aumm PUANYECKOro N1ua;

00 W3MEHEHMM HaMMEHOBaHWA HOPUAMYECKOro nuua (nonHoro u (B criyvyae, ecnm umeeTcs)
COKpAaLLLEHHOro, B TOM YMcne hMpMEeHHOro HaMMeHoBaHus1), agpeca MecTa ero HaxoXaAeHUs;

00 U3MEHEeHUU (*)aMI/IJ'II/II/I, MMEeHN " (B cny4yae, ecnu VIMeeTCFl) oTyeCTBa, afpeca MecTa
XnUtenbCtBa MHOMBUAYyaNbHOro npeanpuHnMmatena U pekBU3NTOB AOOKYMEHTA, YyOOCTOBEPAILEro ero
JIMYHOCTDb,

6) M3MeHeHWe CBedeHW O nuue, Ha MM KOTOPOro MOXeT ObiTb BblAaHO PerMcTpaLmoHHoe
y[AOCTOBEPEHMEe Ha MEAMLMHCKOE U3fenune, BKIoYas cBeeHUs:

0 peopraHm3aunn pPUANYECKOro Nmua;

06 M3MEHeHUM HauMeHOBaHuSA puandeckoro nuua (nonHoro u (B criyyae, ecnv umeeTtcs)
COKpaLLEHHOro, B TOM 4ucre (UPMEHHOro HauMeHOBaHMWS), agpeca MecTa €ro HaxOXOeHWUs Wunm
damunum, umeHn u (B cnyvae, ecnm MMeeTcs) OTYEeCTBA, MECTa XUTENbCTBA MHAMBUOYANbHOrO
npeanpvHuMaTens;

B) M3MEHeHWe agpeca MecTa NPon3BOACTBA (M3roTOBMEHUS) MEANLMHCKOIO U3Aenns;

r) N'3MEHEHME HANMEHOBAHWNSI MEAMLMHCKOIO U3aenus B criyyae, ecriv He U3MEHWUNChL CBOWCTBA U
XapaKkTepUCTUKKN, BMUSOLLME HA KavyecTBO, 3p(eKTMBHOCTbL M 6e30nacHOCTb MEAMLMHCKOro W3aenus,
NN COBEPLUEHCTBYIOTCS €ro CBOWCTBA W XapakKTEPUCTUKM MNPU HEU3MEHHOCTU (OYHKLUMOHANbHOro
HasHayeHusa 1 (UnNn) NpMHUKMNa OencTBus, NpeaycmaTpuBatoLLee:

nobaeneHne (I/ICKJ'IPO‘-IeHI/Ie) I'IpI/IHaD,J'Ie)KHOCTeIZ MeOUUMHCKOro wusgenuna wuin u3MeHeHne unx
HanMeHOBaHUA,

yKazaHue, M3MEHEHWEe W UCKIIOYEeHWEe TOBApHOro 3Haka W MHbIX CpeacTB WHAMBUAyanusauum
MeOULMHCKOro U3genvs;

M3MEHEHNEe KONMYecTBa eauHUL, MEAMUMHCKOrO M3Oenusl MNM  ero  COCTaBHbIX YacTew,
KOMMMEKTYHOLLMX, YKa3aHHbIX B NMPUNOXEHUN K PEMMCTPaLIMOHHOMY YAOCTOBEPEHMUIO;

yKasaHue Unv UCKIYeHne BapMaHToOB UCMOSHEHMs (Moaenen) MeauunHCKOro n3nenus;

N3MEeHEHNE MAPKNPOBKU U (I/IJ'II/I) ynakoBKM MeaNLUNHCKOro n3gennd,




) W3MEeHeHMe npousBoauTenem (M3roToBUTENEM) MEAULMHCKOrO M3Aenusi CPOKOB [AeWCTBUS
AOKYMEHTOB, COAEPXKaLLMXCS B perncTpaumoHHOM OOCLE;

€) nsmeHeHne nHgopmauum o6 ynorTHOMOYEHHOM NpeacTaBuTene npomssoguTens (M3roToBUTenNs)
MeOULMHCKOro n3genus.
(n. 37 B pen. MNMoctaHoeneHus MNMpasutensctea PP ot 31.05.2018 N 633)

MpymevaHwue.

M. 38 (B pen. lMNMocrtaHoBneHnus [paButensctBa PP ot 31.05.2018 N 633) He npumeHsieTcs K
NPaBOOTHOLLEHNSIM, CBA3AHHbIM C OCYLLECTBIEHMEM FOCYy4apCTBEHHOW perucrTpaumm MeguuuHCKUX
n3genun, Bo3Hukwnm go 13.06.2018.

38. Ona BHeceHUs B [LOKYMEHTbI, COAepXalmecs B PErncTpaumMoOHHOM [OCbe, W3MEHEHWN,
yKasaHHbIX B nyHkTe 37 HacTtoswwmx lMpasun, 3asaBuTenb He nosgHee yYem vepes 30 paboumx gHenm co
OHS UBMEHEHUSA COOTBETCTBYIOLLMX AaHHbIX NPeACTaBNSET (HanpaBnsieT) B PErMCTPUPYIOLLMIA OpraH:

a) 3asiBrieHne O BHECEHUM U3MEHEHUN B JOKYMEHTbl, coaepxalimecs B pernctpaumoHHOM AoCbe
(oanee - 3asiBNieHME O BHECEHUN U3MEHEHMI), OPOPMITIEHHOE B COOTBETCTBUMN C MYHKTOM 9 HaCTOSALLMNX
Mpasun;

6) konuio [OKyMeHTa, noATBepXAaloLero MOfHOMOYUSA YNONIHOMOYEHHOro npeacTaBuTens
npovssoauTens (M3rotoBUTENs);

B) [OOKYMEHTbl M CBEAEHWS O COOTBETCTBYHOLUMX W3MEHEHMAX, B TOM 4YMUCAE [AOKYMEHTbI,
nogTeepXxaaroLlme N3MeHeHud, ykasaHHble B nofanyHkTax "a" - "B" nyHkta 37 Hactoawwmx [Mpasun, a
Takke B criydae N3MeHeHUns HauMeHOBaHUA MeaULUMHCKOrO n3genus:

cBegeHunA o HOpMaTMBHOVI AOOKyMeHTauun Ha meanunHCKoe n3genune;

TEXHUYECKYI0 [OKYMEHTaLMIO NpPOU3BOAMUTENS (M3rOTOBWUTENS) Ha MeauuMHCKoe usgenwue,
NnpuBeAEHHY0 B COOTBETCTBME C HOBbIM HaMEHOBaHMEM MeOULIMHCKOrO U3 enus;

aKCcnnyaTaunoHHyHO AOKyMeHTauunto npon3BoanTena (I/13FOTOBI/ITeJ'IF|) Ha MeguuunHcKoe mnagernue (B
TOM 4ucne MHCTPYKUMKO No NpUMEHEHUIO UM PYKOBOACTBO MO 3Kcnnyataunun MmeanumHCKoro VI3LI,eJ'IVIF|),
npmeeneHHyo B COOTBETCTBME C HOBbIM HauMeHOBaHeEM MeaNLMHCKOro n3aenusa,

doTorpaduyeckne  nsobpaxeHnss obwero BuAa  MEOMUMHCKOrO  u3genua  BMecTe C
NPUHASNEXHOCTAMM, HeobXoauMbIMKM AN NPUMEHEHUS MEOUUMHCKOrO MU34enua Mo HasHavyeHuto
(pasmepom He meHee 18 caHTMMETPOB B ASIMHY U 24 CAaHTUMETPOB B LUMPUHY);

r) AOKYMEHTbI NPOU3BOAMTENS U (MNK) OpraHn3auuii, OCYLLECTBISIOWMNX NPOBEAEHNE TEXHUYECKMX
NUCMbITaHUIN,  TOKCUKOINOIMYECKUX  MUCCredoBaHUMn, KMUHUYECKUX  UCMbITaHWA  (pes3ynbTaThbl
COOTBETCTBYHOLLMX UCMbITAHWIA), NOATBEPXKAAOLWME, YTO BHECEHME 3asIBNIEHHLIX U3MEHEHUI He BreveT
N3MEHEHNSI CBOMCTB W XapaKTepUCTMK, BINUSIOLLMX Ha KayecTBO, 3deKTUBHOCTb M 6Ge3onacHOCTb
MEAMLMHCKOrO W3Oenusi, WM COBEpLUEHCTBYET CBOWCTBA M XapaKTePUCTUKU MpU HEU3MEeHHOCTU
pYHKLMOHANbLHOIo HasHayYeHus 1 (Mnu) NpuHUMna AencTBUS MeauLMHCKOro U3aenus;

) opurnHan perncTpaumMoHHOro yaoctoBepeHus (ayonukar);

€) ONUCb JOKYMEHTOB.
(n. 38 B pea. NMoctaHosneHus MNpasutensctea PP ot 31.05.2018 N 633)




MpumeyaHwue.

M. 39 (B pea. MNocrtaHoenenus [lMpaButensctBa PP ot 31.05.2018 N 633) He npumeHseTcs K
NPaBOOTHOLLEHUAM, CBA3aHHbIM C OCYLIECTBIEHMEM rOCy4apCTBEHHOW perucTpaumm MeouuMHCKUX
usgenun, BosHukwmnm go 13.06.2018.

39. BHeceHMe namMeHeHnn B AOKYMEHTbI, yKaszaHHble B nognyHkTax "B" u "r" nyHkta 10 HacToAwmx
MpaBun (3a uckMYeHUeM cryyaeB, ykadaHHbIX B noanyHkte "r" nyHkta 37 Hactosawmx [pasun),
OCyLLecTBMseTCs MO pesynbTataM 9KCMepTu3bl KadvecTBa, adpdekTmBHocTM u  BesonacHoOCTH
MeAMLMHCKOro u3genus, npoBefeHHON B nopsake, aHanorMvyHoM MOpsiAKY MNPOBEAEHUS 3KCNepTu3bl
kayecTBa, adpdeKTMBHOCTM M 6e30NacHOCTU MEAMULMHCKOro M3genus B Lensx ero rocyaapCTBEHHOW
permctpaumMm B COOTBETCTBMM C MyHKTOM 21 Hactoswwmx [lpaBun, B crnyyae ecrniv pernctTpupyromm
OpraHoMm Mo pesynbTataM MNPOBEPKU MOMHOTbI W AOCTOBEPHOCTU CBEAEHWN, COAEPXALLUMXCS B
NpeacTaBneHHbIX OOKYMEHTax, YCTaAHOBIEHO, YTO BHECEHWE 3asiBNIEHHbIX W3MEHEHWA BReveT
N3MEHEHNe CBOMCTB W XapaKTepUCTUK, BIMUSIOWMX Ha KayecTBO, 3PdPEeKTUBHOCTb M 6e3onacHoCTb
MEeOMLMHCKOrO WU3LEenus, UM COBEPLUEHCTBYET ero CBOMCTBA W XapaKTEePUCTUKM MPU HEU3MEHHOCTU
PYHKLMOHANbLHOro HasHadYeHus 1 (Mnu) NnpuHUmMna AencTBnst MegULMHCKOro M3genus.

(n. 39 B pen. MNMoctaHoeneHus MNMpasutensctea PP ot 31.05.2018 N 633)

MpymevaHwue.

M3meHeHusa, BHeceHHble locTtaHoBneHnem [lpaButensctea P® ot 31.05.2018 N 633 B n. 40, He
NPUMEHSIOTCA K MPaBOOTHOLLIEHUSAM, CBA3AHHbIM C OCYLLIECTBIIEHNEM rOCyAapCTBEHHOW perncrpauum
MeOULUMUHCKUX n3genui, Bo3Hmkwinm go 13.06.2018.

40. B cnyyae ecnvn OOKYMeEHTbI, NpeaycMoTpeHHble nyHkToM 38 HacToswux Npasun, cocTtasneHsbl
Ha WHOCTPAHHOM £13blKe, OHU MPEeACTaBsATCA C 3aBEPEHHbIM B YCTAHOBIEHHOM MOPsiAKe NnepeBooM
Ha PYCCKUN A3bIK.
(8 peq. MoctaHoBneHwun MNpaeutensctea PP ot 17.07.2014 N 670, ot 31.05.2018 N 633)

MpumevaHwue.

M3meHeHuns, BHeceHHble [locTtaHoBneHnem [lpasutensctea PO ot 31.05.2018 N 633 B n. 41, He
NMPUMEHSIIOTCS K NPABOOTHOLLEHMAM, CBSA3aHHLIM C OCYLLECTBNIEHMEM rOCy4apCTBEHHOWN perncTpauumn
MeOULUMUHCKUX n3genuin, Bo3Hmkwinm go 13.06.2018.

41. 3aaBneHne 0 BHECEHUMN U3MEHEHUIN N OOKYMEHTbI, MPeAyCMOTPEHHbIE MYHKTOM 38 HacTOsLWMX
MpaBun, NPUHUMAKOTCS PErnCTPUPYHOLLMM OpraHoM MO OMWUCK, KOMWUS KOTOPOWM C OTMETKOW O Aarte
nprvema ykasaHHbIX 3asiBNeHns 1 JOKYMEHTOB B AeHb Nprvema BpyyYaeTcs 3asBUTENO UK HanpaBnseTcs
eMy 3aKkasHblM MOYTOBbIM OTMPaBfIEHNEM C YBEAOMIIEHMEM O BPYYEHUM UNK B POPME INEKTPOHHOIO
AOKYMEHTa, MOAMNWCAHHOrO  3MEeKTPOHHOW  noAanucbio, NGO B 3MEKTPOHHOM  opme Mo
TENEKOMMYHMKALMOHHBIM KaHanam CBA3M.

(8 peq. MoctaHoBneHwun MNpasutensctea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

MpumevaHwue.

M3meHeHuns, BHeceHHble [locTtaHoBneHnem [lpasutensctea PO ot 31.05.2018 N 633 B n. 42, He
NMPUMEHSIIOTCS K NPABOOTHOLLEHWAM, CBSAA3aHHLIM C OCYLLECTBNIEHMEM rOCy4apCTBEHHOWN perncrpauumn
MeOULUMUHCKUX n3genuin, Bo3Hmkwnm go 13.06.2018.

42. Pernctpupytowuin opraH He Brnpase TpeboBaTb OT 3asBUTENS NPeACTaBNeHNa JOKYMEHTOB, He
npegycMOTPEHHbIX NyHKTOM 38 HacTosawmx Mpasumn.
(8 pea. MoctaHoBneHus Mpaeutensctea PO ot 31.05.2018 N 633)




MpymevaHwue.

M3meHeHusa, BHeceHHble locTtaHoBneHnem [lpaButensctea P® ot 31.05.2018 N 633 B n. 43, He
MPUMEHSIOTCA K MPaBOOTHOLLIEHUSAM, CBA3aHHbIM C OCYLLIECTBIIEHNEM rOCy4apCTBEHHOM perncrpauum
MeAULMHCKUX n3genuin, Bo3Hmkwnm ao 13.06.2018.

43. B TeyeHvne 5 paboumx OHEW CO OHA NOCTYNfEeHWs 3asBfEHUS O BHECEHUU U3MEHEHUN U
OOKYMEHTOB, NpeayCcMOTPeHHbIX NyHKTOM 38 Hactodawmx lNpaBun, perucTpupyowmnin opraH npoBoauT
NPOBEPKY MOMHOTLI U AOCTOBEPHOCTM CBELEHWI, COAEPXKALLUNXCA B HUX, B TOM YMCE NYTEM CPaABHEHUS
TakKMx CBeOeHMW CO  cBedeHWaAMM, NpeacTtaBfieHHbIMM B MOpsiake  MeXBe4OMCTBEHHOMO
MHGOPMaLMOHHOIo B3aMMOLAENCTBUS.

(B pea. MNMoctaHoBneHun MNMpasutensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

MpumeyaHwue.

M3meHeHus, BHeceHHble [locTtaHoBneHnem [lpasutensctea PO ot 31.05.2018 N 633 B n. 44, He
NMPUMEHSIIOTCS K NPABOOTHOLLEHUSAIM, CBSAA3aHHbLIM C OCYLLIECTBNIEHMEM rOCy4apCTBEHHOW perucTpauum
MeaULMHCKUX n3genuin, Bo3Hmkwum ao 13.06.2018.

44, B crnydae ecnn K 3asiBlEHNO O BHECEHUN W3MEHEHWW He npunaralTcs OOKYMEHTbl B
COOTBETCTBMU C nognyHkTamm "6" - "e" nyHkTa 38 HacTosawmx Mpasun n (Mnu) B 3asBNEHUM O BHECEHMWM
N3MEHEHWI YKa3aHbl HEAOCTOBEpPHble CBeAEeHUs NMOO [OOKYMEHTbl, NpeayCMOTPEHHble MyHKToM 38
HacToswwux NpaBun, npeacTaBneHbl He B NOSIHOM 06beMe, PerMcTpupyoLLMiA OpraH BpyyYaeT 3asBUTENIO
yBegoMneHne o HeobxoaummocTn ycTpaHeHusi B 30-OHEBHbI CPOK BbISIBNEHHbIX HapyleHui n (1nwu)
npeacTaBneHns AOKYMEHTOB, KOTOpble OTCYTCTBYIOT, MO0 HanpaBnseT Takoe yBeAoMIieHne B opme
9NEKTPOHHOro OOKYMEeHTa, MOAMUCAHHOIO 3SMEKTPOHHOW MOAMUCHIO, UMM B 3MEKTPOHHOW dopme Mo
TENEKOMMYHUKALUMOHHBIM KaHanam CBs3W, Uin 3akasHbIM MOYTOBLIM OTNPaBfieHMEM C YBEOOMIEHUEM O
BPYYEHUN.

(B pea. MoctaHosneHwun Mpasutensctea PP ot 17.07.2014 N 670, ot 31.05.2018 N 633)

MpumeyaHwue.

M3meHeHuns, BHeceHHble [locTtaHoBneHnem [lpasutensctea P® ot 31.05.2018 N 633 B n. 45, He
NPUMEHSAIOTCA K MPaBOOTHOLLIEHUSAM, CBA3aHHbIM C OCYLLLECTBIIEHNEM rOCYy4apCTBEHHOW perncrpauum
MeOULMUHCKUX n3genui, Bo3Humkwinm go 13.06.2018.

45. B TedeHne 3 pabounx OHEn co OHA npencTaBfeHns Hagnexawmum obpasom odhopMIIEHHOro
3asBIIEHNS O BHECEHUN U3MEHEHWI U B MOSIHOM OObEME OOKYMEHTOB, NMPeAyCMOTPEHHbIX NMyHKTOM 38
HacTosawwmx [lpaBun, perncTpypylowmin opraH nNPUHUMaET pelleHMe O PaCCMOTPEHUU YKa3aHHbIX
3asBIEHNS U OOKYMEHTOB UNuU (B Crydae MX HECOOTBETCTBUS MOSOXKEHWsIM NyHKTa 38 HacTosawmx
MpaBun) 06 Mx BO3BpaTE C MOTUBNPOBAHHLIM 0OOCHOBAHWEM NPUYMH BO3BpaTa.

(B pea. MoctaHosneHus Mpasutensctea PP ot 31.05.2018 N 633)

MpumevaHwue.

M3meHeHuns, BHeceHHble [locTtaHoBneHnem [lpasutensctea PO ot 31.05.2018 N 633 B n. 46, He
NMPUMEHSIIOTCS K NPABOOTHOLLEHMAM, CBSI3aHHLIM C OCYLLECTBIEHMEM rOCYLapCTBEHHOM perucTpauum
MeOULUMUHCKUX n3genuin, Bo3Hmkwnm go 13.06.2018.

46. B cnyvae ecnn B 30-AHEBHbLIN CPOK HE YCTPaHEHbl BbISBEHHblE HapyLeHWs u (unu) He
npeacTaBneHbl AOKYMEHTbI, KOTOPble OTCYTCTBYIOT, PErucTpUpylowwmnin opraH NpuHUMaeT pelleHve o
BO3BpaTe 3asBIEeHNsI O BHECEHUN U3MEHEHWUI N JOKYMEHTOB, NPeAyCMOTPEHHbIX MYHKTOM 38 HacToALLMX




MpaBun, ¢ MOTUBMPOBAHHLIM 0BGOCHOBAHMEM MPUYMH BO3BpaTa.
(8 pea. MNMoctaHoBneHus Mpaeutensctea PO ot 31.05.2018 N 633)

MpumeyaHwue.

M. 47 (B8 pen. MNocrtaHoBneHus [MpasutenbctBa PP ot 31.05.2018 N 633) He npumeHsieTcs K
NPaBOOTHOLUEHWSIM, CBSA3aHHbIM C OCYLLECTBNEHWEM TOCYAapCTBEHHOW perncTpauunm MeauumHCKMX
n3genun, Bo3Hukwnm go 13.06.2018.

47. BHeceHMe W3MEHEHWA B [OKYMEHTbl, COAep)Xalmecs B pPerucTpaumoHHOM [JOCbe, He
TpebyoWwmnx npoBeaeHUs 3KCNepTu3bl KayecTBa, 3pdeKkTMBHOCTM M 6e30nacHOCTU MEeOULMHCKOro
n3genus, ocyLecTBNAETCa PermcTpmpyoLLMM OpraHoM B CPOK, HE MpeBblwatowmi 15 paboumx gHen co
OHA MPUHATUS pPELUEHUS O pPacCMOTPEHUM 3asiBNEHUS O BHECEHUM W3MEHEHUM W OOKYMEHTOB,
npenycMOTPEHHbIX NyHKTOM 38 HacTosawmx Mpasun.

BHeceHne n3MeHeHM B OOKYMEHTbI, coAepXaliMecs B pPermcTpauuoHHOM [ocbe, Tpebyrowmnx
npoBedeHns JKCnepTusbl KadecTBa, 3PPEeKTMBHOCTM U Be30nacHOCTU MeOULMHCKOro u3genus,
OCYLLECTBIAETCA PErMCTPUPYIOLUMM OpraHoM B CPOK, He npeBbiwarowmi 35 pabounx gHenm co OHS
MPUHATUA pPELUEHNA O PaCCMOTPEHMU 3asIBMEHWS O BHECEHUU U3MEHEHWA W [OOKYMEHTOB,
npeaycMOTpPeHHbIX NyHKTOM 38 HacTodawmx Mpasun.

(n. 47 B pen. MNoctaHosnenns MNpasutensctea P® ot 31.05.2018 N 633)

MpumeyaHwue.

M3meHeHusa, BHeceHHble locTtaHoBneHnem [lpaButensctea P® ot 31.05.2018 N 633 B n. 48, He
NPUMEHSAIOTCH K NPaABOOTHOLLEHUAM, CBA3aHHbLIM C OCYLLLECTBNEHUEM rocyfapCTBEHHOM perucTpauum
MeaULMHCKUX n3genuin, Bo3Hmkwnm ao 13.06.2018.

48. CpoK NpUHATUA PErNCTPUPYIOLLMM OpPraHOM PEeLUEHUS O BHECEHUUM U3MEHEHWIN B LOKYMEHTbI,
copgepxawmecs B pPerncrtpaumMoHHOM [OCbe, MCHUCASIETCA CO OHA MOCTYMMEHUS B PErNCTPUPYHOLLMIA
opraH Hagnexawum obpazom 0GPOPMITIEHHOrO 3aABMEHNA O BHECEHUM U3MEHEHWI U B NOMIHOM obbeme
OOKYMEHTOB, NpPeayCMOTPEHHbIX NYHKTOM 38 HacTodAwmx Mpaswun.

(8 peq. MoctaHoBneHus Mpasutensctea PP ot 31.05.2018 N 633)

MpymevaHwue.

M. 49 (B pea. lMNocrtaHoBnenus [lMpaButensctBa PP ot 31.05.2018 N 633) He npumeHseTcs K
NPaBOOTHOLUEHWSIM, CBSA3aHHbIM C OCYLLECTBEHWEM TOCYAapCTBEHHOW perncrpauunm MeauumHCKMUX
n3genun, Bo3Hukwnm go 13.06.2018.

49. lpn BHeCeHUN U3MEHEHUA B [OOKYMEHTbI, coAepXalimecs B peructpaumoHHOM [OCbe,
PErMCTPUPYIOLLNIA OpraH OCYLLECTBASIET cneayolme MeponpusaTus:

a) NPUHATME PELUEHNS O BHECEHUWN U3MEHEHWIA B JOKYMEHTbI, COAepKallMecs B perncTpaLMoHHOM
[A0Cbe, KOTOpPoe 0POPMIAETCA NPUKA3OM PETUCTPUPYHOLLLETO OpraHa;

6) Bblgaya 9KCMEPTHOMY YuYpexaeHuio 3adaHus Ha npoBedeHWe 3JKCrepTu3bl KavyecTsa,
3PPEKTUBHOCTM M Ge30nacHOCTU MEeOULMHCKOTO U3Lenust M OLeHKa 3aKmioyYeHus IKCMepTHOro
yupexneHus Ans onpefeneHus COOTBETCTBUSA ero 3afaHuio Ha NpoBe[eHMe 3KCNepTu3bl KavecTBa,
apdekTnBHOCTM N 6e30NacHOCTU MeOULMHCKOrO u3genusa (B cryyae, yCTaHOBIEHHOM MNyHKToMm 39
HacToswux Mpasun). B cny4yae ycTtaHOBNEHUs HECOOTBETCTBUSA 3aKIMIOYEHNSA IKCMEPTHOrO yYpexaeHns
yKa3aHHOMY 3aJaHuIo Takoe 3akftoyeHue BO3BpallaeTcss B IKCMepTHOe ydypexzaeHve Ha [opaboTky,
CPOK KOTOpPOW cocTaBnsieT He Gonee 2 paboymx OHEW CO AHSA MOMYYEHUS SKCNEPTHbIM YYpexaeHUeM




BO3BpaALLEHHOro 3aKrt4YeHn4d;

B) yBeAOMIIEHME B NMUCbMEHHOW (hopme 3asBUTEens O MPUHATOM peLUeHWM 3aKa3HblM MOYTOBbIM
OTnpaBfeHneM C yBeJOMIEHNEM O BPyYEeHUN Unu B popme 3NEKTPOHHOrO AOKYMEHTa, NOANUCAHHOro
SMNEKTPOHHOW MOANUCLIO, NMMBO B 3NEKTPOHHON (hOpMe MO TeNeKOMMYHWUKALMOHHBbIM KaHanam CBSA3u C
npunoXxeHvem nepeodopmMNEHHOro perncTpaLMoHHOro yaoCToBepeHust (B cryyae BHECEHUS U3MEHEHWN
B HEr0) 1 paHee BblAAaHHOIO PerncTpaumMoHHOrO YAOCTOBEPEHMS C OTMETKOW O ero HeaenCTBUTENbHOCTH
(c ykasaHuem pathbl).

(n. 49 B pepn. MNMoctaHoeneHus MNMpasuTtensctea PP ot 31.05.2018 N 633)

MpumevaHwue.

M. 49(1) (B pen. MNocrtaHoBneHus [MpasutenbctBa PO ot 31.05.2018 N 633) He npumeHseTcs K
NPaBOOTHOLUEHUSIM, CBSA3aHHbIM C OCYLLECTBIEHWEM TOCYyAapCTBEHHOW perncrpauun MeauumHCKMX
n3genun, Bo3Hukwnm go 13.06.2018.

49(1). OcHOBaHMAMW 051 BbIHECEHMWSI SKCNEPTHBIM YUYPEXOEHNEM 3aKNOYEHNST O HEBO3MOXKHOCTM

BHECEHUSI N3MEHEHUN B OOKYMEHTbI, MPeayCMOTPEHHble nognyHktamu "B" u "r" nyHkta 10 HacToswmx
Mpasun, asnsawoTcS:

a) HeJOCTOBEPHOCTb NpeaACcTaBNeHHbIX CBeAeHMN, 060CHOBbLIBaOLWNX BHECEHNE U3MEHEHWI, B TOM
yucre BbISIBNIEHHBIX PErMCTPUPYIOLLMM OpraHoM Mo pe3ynbTaTam rOCYyAapCTBEHHOrO KOHTPOMs 3a
obpalleHneM MeauLNHCKNX U3OENN;

6) oTcyTCcTBME B NpeAcTaBfeHHbIX 3asBUTENEM OOKyMeHTax CBeAEeHWN, noaTBEpXAaloLmX, YTO
N3MEHEHMs, BHOCUMblE B [OKYMEHTbI, cogepaliMecss B pPerncTtpauMoHHOM [0Cbe, He BNeKyT
N3MEHEHME CBOWCTB W XapakKTEPUCTUK, BIUSAIOLWMX HA KavyecTBO, 3(PPeKTMBHOCTbL M Ge3onacHOCTb
MEOMLUMHCKOrO U3Oenus, WM COBEPLUEHCTBYIOT CBOWCTBA W XapaKTEPUCTUKM NPU HEU3MEHHOCTM
hYHKLMOHANbLHOIo HasHayYeHus 1 (Mnu) NpuHUMna AenCcTBUst MEQULIMHCKOrO U3Oenus.

(n. 49(1) BBeneH NoctaHoBneHnem lNpasutensctea PO ot 31.05.2018 N 633)

MpumeyaHwue.

M. 49(2) (B pea. MNoctaHoBneHusa [lNpasutensctBa P® ot 31.05.2018 N 633) He npumeHsieTcs K
NPaBOOTHOLUEHUAM, CBSA3aHHbIM C OCYLLECTBIIEHWEM TOCYAapCTBEHHOW permcrpaumm MeauLMHCKUX
usgenun, BosHukwmnm go 13.06.2018.

49(2). Pernctpupyrowmn opraH B TeyeHue 2 paboumx OHen CO OHSA MOSNyYeHUsl 3aKiioveHUs
9KCMEPTHOrO  YYpeXOeHUsa MpUHUMAET peleHne O BO3MOXHOCTM (HEBO3MOXHOCTU) BHECEHWS
N3MEHEHU B OOKYMEHTbl, COoAepXallnecsi B PermcTpaumoHHOM [OCbe, U yBEAOMMSET O MPUHATOM
peLleHnn 3asBUTENS 3aKka3HbIM MOYTOBLIM OTMPAaBMNEHNEM C YyBEOOMIIEHMEM O BPYyYEHUN UNK B hopMe
9NEKTPOHHOr0 [OKYMEHTa, MOAMUCAHHOrO 3MEKTPOHHOW MNOAMUCHID, NGO B 3MNEKTPOHHOM dopme no
TEeNneKoOMMYHMKaLNOHHbLIM KaHarnam CBs3W.

OcHoBaHMeEM AN NpUHATUS pelleHns o6 oTkaze BO BHECEHUW W3MEHEHUN B [OOKYMEHTbI,
copgepxawmecs B perucTpauuoHHOM [OCbe, SBMSAETCA MNOSlyYeHWe PEerncTpyupyrowMM OpraHoM OT
9KCMEPTHOrO YUYpPEeXOAEeHUS 3aKMiOYEeHUS O HEeBO3MOXHOCTU BHECEHUS WU3MEHEHWA B [OOKYMEHThI,
coaepxalmecs B permctpaumoHHOM 4OCbe MeOMLMHCKOrO U3genvs.

(n. 49(2) BBeneH MNoctaHoBneHnem lNpasutensctea PO ot 31.05.2018 N 633)

50. YTpaTtun cuny. - lNoctaHoeneHue lMNMpasutensctea P® ot 31.05.2018 N 633.

51. B TeveHue 1 pa60t-|ero AHA nocne NpuHATUA pelleHna o BHeCeHUn N3MEHEeHUN B OOKYMEHThI,
coaeplxauimecd B permctpauMoHHOM O0oCbe, COOTBETCTBYOLLMNE CBEAEHUA BHOCATCA B rocy,u,apCTBeHanZ




peecTp B nopsagke, npegycMoTpeHHOM noctaHoBneHuem lMNMpasuTensctBa Poccunckon degepauum ot 19
nioHsa 2012 . N 615.
(8 pea. MNMoctaHoBneHun NMpasutensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

52. B cnyyae yTpaTbl PErncTpaumMoOHHOrO YAOCTOBEPEHUS WM €ro Mnopyn 3asiBUTENb Brnpase
006paTUTbCs B pErMCTPUPYIOLLMIA OpraH C 3asiBNeHMeM O npefocTaBneHnn aybnvkara permcTpaumoHHOro
yOOCTOBEpPEHUS (ganee - 3asBneHne o npegocTaBneHnn gybnukarta).

B cnyyae nopun pernctpauMoHHOro yaOCTOBEPEHUS K 3asiBNIEHUIO O NpeocTaBneHun gybnukaTa
npunaraeTcs UCNOPYEHHOE PErncTPaLMOHHOE Ya0CTOBEPEHME.

53. B TeueHne 7 paboumx OHENW CO OHA NOMyYeHuUs OOKYMEHTOB, YKasdaHHbIX B MNyHKTe 52
HacToswwmx MNpaBun, perMcTpupyowmnin opraH opopmMmnseT aybnukat permctTpaumoHHOro yaocToBepeHns
Ha 6naHke permcTpaumoHHOro yaoCTOBEPEHMS C NoMeTkaMu "aybnukat" n "opurmHan permctpaumoHHOro
yAOCTOBEPEHNS NPU3HaeTCa HeQeNCTBYIOWNM" U BpyYaeT Takon AybnuvkaTt 3asBuTento Unv Hanpasnset
ero 3akasHbIM MOYTOBLIM OTMPaBNEHNEM C YBEAOMIIEHNEM O BPYYEHUN.

(8 peq. MNMoctaHoBneHus Mpasutensctea P® ot 17.07.2014 N 670)

54. Peructpupyrowun opraH popmMmpyeT permctpaumoHHoe JOCbe U3 cneayowmx JOKYMEHTOB:

a) 3asBneHne O permcTpauumn n JOKyMeHTbl, NpeaycMoTpeHHble nyHkTom 10 Hactoswwmx Mpasun,
3asBneHve O BO30OHOBEHUM rOCYOAPCTBEHHOW peructpauun MeauuuHCKOro usgenus, 3anpocbl U
AOKYMEHTbI, npeaycMoTpeHHble nyHktamy 21(1) n 30 HacTtoswux [NpaBun, 3asiBNeHve O BHECEHUM
N3MEHEHUN N OOKYMEHTbI, NpeaycMOoTpeHHble NyHKToM 38 HacTosawmx lMpaBun, a Takke 3asBneHue o
npegocTasneHun ayonukara;

(8 peq. MNMoctaHoBneHwn MNpaeutensctea PP ot 17.07.2014 N 670, ot 31.05.2018 N 633)

6) konua 3agaHua Ha NpoBedeHWe 3KCMepTu3bl kavecTBa, 3IPdEKTMBHOCTM M BesonacHoCcTu
MeOMLMHCKOro n3aenusi, 0popMNeHHOro permcTpmpyowmmM opraHom;

B) KONUsi OCHOPMITEHHOrO PErnCTPUPYHOLLMM OpraHOM paspeLleHnst Ha NpOoBeAeHMNe KIMHUYECKUX
UCMbITAHWUI MEANLMHCKOIO N3nenus;

F) 3aKIo4eHnd, OCbOpMJ'IeHHbIe OKCNEepTHbIM y4ypexaeHnem npu nposengeHnn ISKCNepTu3bl
KavyecTBa, Sd)d)eKTMBHOCTM 1 6Ge3onacHoOCTH MeONLUNHCKOro n3genusa;

4) KOnmmn Npukasos, 0POPMIIEHHbIX PEMUCTPUPYHOLLUM OpPraHOM;

€) Konus perncTpaLmoHHOro yA0CTOBEPEHNS UMK YBEOOMITEHUIA, OCDOPMIIEHHBIX PErUCTPUPYIOLLIM
opraHom;

X) konus gybnuvkaTta pernctpauMoHHOro YAOCTOBEPEHMS, OMOPMIIEHHOTO PEerncTpUpyoLLMM
OpraHoMm.

55. YTpaTtun cuny. - NoctaHoeneHue MNMpasutensctea PO ot 31.05.2018 N 633.

55(1). OcHOBaHUsIMU ANsi BbIHECEHUST 3KCMNEPTHBIM YYpEeXaeHNeM 3akiioyYeHUs 0 HEBO3MOXHOCTU

BHECEHNSA N3MEHEHNN B OOKYMEHTbI, MPeayCMOTPEHHbIe nognyHktamu "B" 1 "r" nyHkta 10 HacToswmx
Mpasun, asnst0TCS:

a) HEOOCTOBEPHOCTb NpeacTtaBiieHHbIX cBefieHnin, 060CHOBbLIBAIOLLMX BHECEHNE N3MEHEHUN;

6) oTcyTCTBME CBEAEHWUI, MOATBEPXKAAOLWMX HEU3MEHHOCTb (DYHKLMOHANbHOrO HasHayYeHust U
(unNKn) nNpuHUMNA OencTBUs MEeOMUMHCKOrO MW3denusl, B CBA3U C BHOCMMbIMKM U3MEHEHUSIMU B




OOKYMEHTaLMIO.
(n. 55(1) BBegeH lNoctaHoBneHnem lNpasutensctea PO ot 17.07.2014 N 670)

55(2). A63aupbl nepBbI - BTOpon yTpatunm cuny. - [NoctaHoBnenue [lpaButenbctBa PP ot
31.05.2018 N 633.

XpaHeHne perncTtpaumoHHOro LOCbe OCYLLECTBASETCA PEerncTpupyrowmMM OpraHom B MOpsiake,
YCTaHOBIIEHHOM 3aKkoHogaTenbCcTBOM Poccuinckon ®egepaumm 06 apxmBHOM gene.
(n. 55(2) BBeaeH MNMoctaHosneHnneM Mpasutensctea PP ot 17.07.2014 N 670)

56. B pernctpalMoHHOM Y4OCTOBEPEHMMN YKa3bIBaAOTCS CeayoLime CBeAeHNs:

a) HanMeHoBaHMe MeguunHCKOro mapgenuna (C YKa3aHnem I'IpI/IHaLU'Ie)KHOCTeI;I, HeobOxoanMbIX Ons
npuUMeHeHna meanunHCKoro n3gennd no Ha3Haqumo);

6) fgaTa rocyaapcTBEHHOW perncTpauum MeauLMHCKOro U3Aenust U ero permMcTpaumnoHHbIn HoMmep;

MpymevaHwue.

Mn. "8" n. 56 (B peq. MNoctaHoBneHus MNpasutensctea P® ot 31.05.2018 N 633) He npumeHseTcs K
NPaBOOTHOLUEHWSIM, CBSA3aHHbIM C OCYLLECTBIEHWEM TOCYAapCTBEHHOW perncrpauunm MeauumHCKMUX
n3genun, Bo3Hukwnm go 13.06.2018.

B) B OTHOLLEHWUM NNLA, HA UMS KOTOPOro BblAaHO perncTpaunoHHoe yaoCcToBepeHue, - nonHoe 1 (B
crnyyae, ecnvm MMeeTcsl) COKpalleHHOe HaMMeHOBaHWe, B TOM u4ucrie (UPMEHHOE HauMeEHOBaHUe,
OopraHM3auMoHHO-NpaBoBasi hopMa HPUANYECKOTO NMLA 1 agpec MecTa ero HaxoXxaeHus nnu pamunms,
umMa 1M (B cnydae, ecnu MMeeTcsl) OT4eCTBO, afpec MecTa XWTenbCTBa WHAUBMAYANbHOMO
npegnpvHumarens;

(nn. "B" B pea. MNMoctaHoBneHusa MNpaeutensctea PP ot 31.05.2018 N 633)

MpumeyaHwue.

M3meHeHus, BHeceHHble [NocTtaHoBneHnem lMpasutensctBa PO ot 31.05.2018 N 633 B nn. "r" n. 56,
He TMPUMMEHSAITCA K MPaBOOTHOLIEHUSAM, CBSA3aHHbIM C OCYLIEeCTBMEHMEM rOCyAapCTBEHHOWM
peructpaumm meguunHCKNX nagenni, BosHmkwmnm go 13.06.2018.

r) B OTHOLWEHW/ MpoM3BOAUTENS (M3rOTOBUTENS) - MOMHoe WU (B Ccrnyyae, ecnv uMeeTcs)
COKpallleHHOoe HauMeHoBaHue, B TOM 4ucre UpMeHHOe HauMeHOBaHWe, OpraHu3aunoHHO-NpaBoBas
dopMa 1 agpec MecTa HaxoXxgeHus unu dpamunus, ums u (B cnyyae, ecnm MMeeTcsl) OTYECTBO, agpec
MeCTa XWUTeNbCTBa MHANBMAYANbHOIO NpeanpuHUMaTens;

(8 peq. MoctaHoBneHwun MNpaeutensctea PP ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[) MecTo NpounsBoAcTBa MEANLMHCKOrO U3aenus;

€) HoMep PerncTpaLnoHHOrO AOCLE;

MpumeyaHwue.

MoctaHoBneHuem lNpasutenbctea PP ot 31.05.2018 N 633 nn. "X" nckro4veH. YkazaHHOE N3MEHEHNE
HEe TMPUMEHSIETCA K MPaBOOTHOLIEHNSAM, CBsI3aHHbIM C OCYLLIECTBIEHMEM T[OCYO4apCTBEHHOM
peructpaumm meguunHCKNX nagennin, BosHmkwmnm go 13.06.2018.

X) yTpatun cuny. - NMoctaHosneHue Mpasutensctea PP ot 31.05.2018 N 633;




3) Knacc MOTEHUManbHOroO pucka MNPUMEHEHUs MEeOMLMHCKOTO u3genusa B COOTBETCTBUMM C
HOMEHKNAaTYpHON  Knaccudukaumen MeouumHCKUX — u3genun, yrteepxgaemon  MuHUCTepcTBOM
3apaBooxpaHeHnsa Poccuiickon ®egepaumm;

1) kog OBLepoccMincKoro knaccudukaTopa NPOAYKUUN No BUAaM 3KOHOMUYECKOW AeATENbHOCTU.
(nn. "n" B pea. MNoctaHosnenwus MNMpasutensctea PP ot 10.02.2017 N 160)

57. Pernctpupytowmin opraH npuHUMaeT pelleHne ob OTMeHe rocyqapCTBEHHOM perncrpauumn
MeANLUUHCKOro u3fenns B cnegyowmx cryyasx:

a) nogaya 3asBUTENeM 3asiBreHUs 06 OTMEHe roCyAapCTBEHHOW perncTpaumm MeauLMHCKOro
n3genvs;

6) BbIHECEHME CyOOM peLleHUss O HapylleHuM npasB npaBoobnagaTens Ha pesynbTaTbl
WHTENNeKTyanbHoW AesTenbHOCTU U MNpPUPaBHEHHbIE K HUM CpeacTBa MHAMBMAYyanu3auum npu
obpalleHn MeanLMHCKUX U3nenui;

B) NpeacTaBrieHne ynornHoMoYeHHbIM [paBuTtensctBoM Poccunckon depepaummn degepanbHbIM
OpraHoM WCMOSTHUTENbLHON BNacTu No pesyrnbTatamM OCYLLECTBNSEMOro UM rocyAapCTBEHHOrO KOHTPOIS
3a obpalleHneM MeguUMHCKUX W3Oenuin, cBedeHun, nogTeepxaarwmnx dakTbl M 0bCToATenbLCTBA,
co3farolme yrposy XWM3HWU M 340POBbIO FpaXaaH U MeOUUUHCKMX PaboTHWKOB MpU MPUMEHEHUN U
aKcnnyaTaumm MeauUNHCKUX U3LAENnN;

) BblSIBIEHWE PErUCTPUPYIOLLUMM OpraHoMm Mo pe3ynbTaTtaMm roCyAapCTBEHHOrO KOHTpOns 3a
obpalleHneM MeauUMHCKUX W34enMn HeLOCTOBEPHOCTU CBEAEeHWA B [AOKYMEHTaX, COOepXalumxcs B
perncTpaumMoHHOM AOCbe, NpeACTaBeHHbIX 3asBUTENEM M MOBMUSBLUMX Ha pesynbTaTbl 3KCNEpPTU3bI
kavecTBa, 3pPeKTMBHOCTM 1 6€30NacHOCTN MEONLIMHCKOrO U3Aenus;

(nn. "r" BBeaeH MNoctaHoBnenunem lMpasutensctea P® ot 31.05.2018 N 633)

4) nonyvyeHne pPerucTpupyrowmm OpraHoM 3akmiOYEeHUN 3KCMEPTHOrO yYpexaeHust O TOM, 4YTO
copepxalmecst B rocygapCTBEHHOM PEECTPE MHCTPYMEHT, annapart, npubop, obopynoBaHue, matepuan
N Npo4Yne m3genusi No cBOeMy (PyHKUMOHANBbHOMY Ha3HAYEHWUO U (UNN) NPUHUMNY OENCTBUS HE MOryT
NPUMEHSATLCA B MEOUUMHCKUX LIENSX U He SBMATCA MEAULMHCKAMU M3genuamu. Takoe 3akmntoveHue
npeacTaeBnsieTcs (HanpaBnsaeTCsl) SKCNEePTHLIM YYpPEXAEHMEM B PErmcTpupyowmi opraH B TeveHune 10
pabounx [OHerW CO [HA MOCTYMNfIeHMS B 3KCMNEPTHOE Y4YpexAeHMe COOTBETCTBYHOLLErO 3afaHus
PErNCTPUPYIOLLErO OpraHa ¢ NpUnoXeHneM AOKYMEHTOB PErMcTpaLMoOHHOro 4OChe;

(nn. "a" BBegeH MNMoctaHoBneHuem lMNpasutensctea P® ot 31.05.2018 N 633)

€) HanuuMe OCHOBaHWM, YKa3aHHbIX B MyHkTe 57(17) HacTtoswwux [MpaBun (B OTHOLLEHWM
MeOMLMHCKOrO U3enus, BKMIOYEHHOro B NepeYveHb);
(nn. "e" BBeaeH MNocTtaHosneHuem lMpasutensctea PP ot 18.03.2020 N 299)

X) HenpeacTaBneHne 3asBuUTeNeM AOKYMEHTOB, yKasdaHHbIX B NyHKTe 57(10) HacToawwmx MNpasun (B
OTHOLLEHUN MEeOULMHCKOrO U3LEeNus, BKITIOYEHHOIO B NepeYeHb);
(nn. "x" sBepeH lNocTtaHosneHuem lMpasutensctea PP ot 18.03.2020 N 299)

3) MNpUHATUE [ABaXAbl PErncTpypylowMM OpraHoM pelleHus O BO3BpaTe [LOKYMEHTOB B
COOTBETCTBMM C MNyHKTOM 57(13) HacToswwmx [MpaBun (B OTHOWEHUMM MELOUUMHCKOrO u3nenus,
BKITHOYEHHOrO B NEPEYEHb);

(nn. "3" BBeaeH MNMocTtaHoBneHnem MNpasutensctea PO ot 18.03.2020 N 299)

n) HenpeacTaBfieHne 3asBUTENEM LOKYMEHTOB, NPenyCMOTPEHHbIX NyHKTOM 57(10) HacTodAwmx
MpaBun, B TeyeHne 50 paboumx OHENW CO OHA NPUHATUA PErnCTPUPYIOLLMM OpPraHOM peLLeHus O
BO3BpaTe [OKYMEHTOB B COOTBETCTBMM C NyHKTOM 57(13) HacToawmx [lpaBun (B OTHOLWEHWUM




MeOMLMHCKOrO 34enusi, BKMOYEHHOrO B NepeYveHb);
(nn. "n" BBeaeH NMoctaHoBneHnem Mpasutensctea PO ot 18.03.2020 N 299)

K) UCKITtOYeHe MeAULIMHCKOrO U3Aenns U3 nepeyHs.
(nn. "k" BBegeH lMNMoctaHoBneHnem Mpasutensctea PO ot 18.03.2020 N 299)

57(1). locypapcTBeHHasi perucTpaums MeOVUMHCKOrO U3Oenusi, BKIIOYEHHOrO0 B MNepeveHb,
NPOBOANTCA OAHOKPATHO B OTHOLUEHWUM OAHOr0 HaVMMEHOBaHWS MeOMUMHCKOrO W3Aenus OJHOro
npoussoauTens (M3rotoBuTens).

(n. 57(1) BBeaeH MNMoctaHosneHneM Mpasutensctea PP ot 18.03.2020 N 299)

57(2). Ons rocygapCTBEHHON perucrpauuv MeauUMHCKOro U3Oenusi, BKIMOYEHHOTO B NepeyeHb,
3asBuUTENb NPeAcTaBnseT NMbo HanpaBnseT B PerncTpupyloLLMii opraH 3asiBfieHne o perucrpauuu, a
TaKkKe creayroLlme 4OKYMEHTbI:

a) KoMusi [OOKyMeHTa, MoATBEpXKAAaloLero MofIHOMOYMS  YNOMHOMOYEHHOTO NpeacTaBUTENs
NpPOV3BOAMTENS (M3rOTOBUTENS);

6) TexHnyeckas LOKyMeHTauusa Npon3BoanTens (M3roToBMTENS) HA MEeAULMHCKOE N3aenue;

B) 3KCNNyaTauMoHHas AOKYMeHTaLus Npou3BoanTens (M3roToBUTENS) HA MeaULMHCKOe M3aenue,
B TOM YMCNEe UHCTPYKLUS MO NPUMEHEHMIO UM PYKOBOACTBO MO 3KCMyaTaumMm MeauLmMHCKOro U3aenus;

r) coTtorpaguyeckne wulobpaxeHms obwero Buoa MeOuUMHCKOro u3genus BMecTe C
NPUHAOIEXHOCTAMM, HeobXoAUMbIMM AN NPUMEHEHUST MEOUUMHCKOrO WU34enus Mo Ha3Ha4YeHuHo
(pa3mepom He meHee 18 Ha 24 caHTumeTpa);

A) OnN“Cb JOKYMEHTOB.
(n. 57(2) BBegeH NMoctaHoBneHueM lNpasutensctea PP ot 18.03.2020 N 299)

57(3). B cnyyae ecnu OOKYMeHTbI, yka3aHHble B nyHkTax 57(2) u 57(10) HacTtoswwux [Mpasun,
COCTaBMEHbl HA MHOCTPaHHOM £3blKe, OHW NPEACTaBNATCA C 3aBEPEHHbIM B YCTaHOBMEHHOM Nopsifake
nepeBo4OM Ha PYCCKUMN A3bIK.

(n. 57(3) BBegeH lNoctaHoeneHnem lNpasutensctea PO ot 18.03.2020 N 299)

57(4). 3asaBrneHne o peructpauum M OOKYMEHTbI, NpefycMOTpeHHble nyHkTamu 57(2) n 57(10)
HacToswmx MpaBun, NpeacTaBnsOTCA 3asBUTENEM B PErMCTPUPYIOLLUIA OpraH Ha ByMaxXHOM HocuTene
HenocpeacTBEHHO WU HanpaensloTCs 3aka3HbIM MOYTOBbLIM OTMPaBliEHNEM C YyBEAOMIEHWEM O
BPYYEHMUN N ONUCBIO BNOXEHNS NGO B 9NeKTPOHHON hopme, NoANMCaHHbIE 3NIEKTPOHHON NOAMNUCHIO.

Pernctpupytowmin opraH npuHMUMaeT 3asBfieHWE O PerucTpauum M ykasaHHble [OKYMEHTbl Mo
OMMCK, KOMUSA KOTOPOM C OTMETKOM O AdaTe npvema 3TUX 3asiBIEeHWst U AOKYMEHTOB B AE€Hb npuema
BpyYaeTCs 3asiBUTENIO MW HaMpaBnseTcsl eMy 3akasHbIM NOYTOBbIM OTNPaBEHNEM C YBELOMITEHNEM O
BPYYE€HUN NGO B 3NEKTPOHHOM hOpME MO TENEKOMMYHMKALMOHHBLIM KaHanam CBs3W.

(n. 57(4) BBegeH NoctaHoeneHnem lNpasutensctea PO ot 18.03.2020 N 299)

57(5). Pernctpupytowmii opraH He BnpaBe TpeboBaTb OT 3asBMTENS yKasbliBaTb B 3aSIBNIEHUUN O
perucTpaumMm CBefeHusi, He MpefyCcMOTpeHHble NyHKTOM 9 Hactosawmx [lpasBun, v npeacTaeBnsTb
AOKYMEHTbI, He NpefycMoTpeHHble nyHkTamu 57(2) n 57(10) HacToswmx MNpasun.

(n. 57(5) BBegeH NoctaHoeneHmem lNpasutensctea PO ot 18.03.2020 N 299)

57(6). B oTHOWEHMM MeOULMHCKOrO U3AENusi, BKIMOYEHHOrO B NMepeyveHb, B TeveHne 3 paboumx
OHEen co AHA NOCTYNneHns 3asiBNeHnsa O perncrpaumm n AoKyMeHTOB, NPeayCMOTPEHHbIX NMYHKTOM 57(2)
HacTosawwux [lpaBun, perncTpypyowmin opraH nNpoOBOAMT MPOBEPKY MOMHOTbI U OOCTOBEPHOCTU




COAEpXaluxcsi B HUX CBEOEHUN, B TOM 4MCre NyTeM CPaBHEHWS TakMX CBEOEHWUA CO CBEAEHMAMMU,
npeacTaBneHHbIMU B NOPSAKE MEXBEAOMCTBEHHOIO MHPOPMALMOHHOIO B3aMMOLENCTBUS.
(n. 57(6) BBegeH NoctaHoBneHnem lNpasutensctea PO ot 18.03.2020 N 299)

57(7). B cny4ae ecnu B OTHOWEHUN MEOUUUHCKOrO W3AENusi, BKIIIOYEHHOTO B MeEpeyYeHb,
3asBrieHMe O peructpaumMm oopmMreHO C HapyleHWeM MonoXeHnn nyHkta 9 Hactoawwmx Mpasun wm
(Mnn) B 3asiBNEHUM yKasaHbl HEAOCTOBEPHble CBeAeHUs MO0 AOKYMEHTbI, NpeayCMOTPEHHbIE NMYyHKTOM
57(2) Hactoswwmx lMpaBun, npeactaBneHbl HE B MOMHOM OObeMe, PErncTpypylowmn opraH Bpy4vaeT
3aABUTENO yBEAOMSIEHNE O HEeobXOOUMOCTM YCTPaHEHWSI BbISBIIEHHbIX HApPYLWEHUWW B CpPOK, He
npesbilaoWwmnn 5 pabounx AHen, NGO HanpaensieT Takoe YyBeAOMMEHWE 3akasHbiM MOYTOBbLIM
OTnpaBfieHNEM C yBEOOMSIEHMEM O BPYYEHUM UNKN B (pOpMeE IMEKTPOHHOrO AOKYMEHTA, NOAMUCAHHOrO
3NEKTPOHHOW NOANUCHI0, NMMBO B 9NEKTPOHHOM hOPME MO TENEKOMMYHMKALMOHHBIM KaHanaMm CBA3W.

(n. 57(7) BBegeH NoctaHoBneHnem lNpasutensctea PO ot 18.03.2020 N 299)

57(8). B OTHOWeEHUMM MeAWUMHCKOro U3Oenus, BKIIOYEHHOrO B MepevYeHb, B CPOK, He
npeBbiWamWnn 5 paboymx OHEWM co OHS NpeacTaBreHud Hagnexawmm o6pa3oM ogOopMIIEHHOro
3asBMNEHNA O perucTpauun M OOKYMEHTOB, NMpeayCMOTPEHHbIX NyHKTOM 57(2) Hactosawmx [Mpasun, B
nonHoMm obbeme, a Takke B Criydyae YCTpaHEHUs B CPOK, YCTAHOBMEHHbIM NMYHKTOM 57(7) HacTosAwmX
MpaBun, BbISBMEHHbIX HapyweHuhn W (MnNn) nNpeacTaBneHus  HegocTalwwmux  LOKYMEHTOB
pPerncTpupyoLnii OpraH oCyLLECTBNAET criegytolme MeponpusaTus:

a) NpPUHATME peLleHNs O TOCYAapCTBEHHOW perncTpaumm MeAMLMHCKOrO U3Oenusl, KoTopoe
ohopMnseTCs NPUKA3OM PErmcTpUPYHLLLEro OpraHa;

6) odbopmneHune n Bblgaya (HanpaBneHne 3aka3HbiM NOYTOBbLIM OTNPABIIEHMEM C YBEOOMIIEHUEM O
BPYYEHUN UM B (POPME SMEKTPOHHOIrO AOKYMEHTa, MOAMUCAHHOIO 3SMEKTPOHHOW MNoAnuchblo, Nnbo
nepegaya B ONEeKTPOHHOM opMe nNo TenekOMMYHUKALUMOHHBIM KaHanam CBA3WU)  3asBUTENO
PEermcTpaumMoHHOro yaoCTOBEPEHUS.

(n. 57(8) BBeneH NoctaHoBneHnem lNpaButensctBa PO ot 18.03.2020 N 299)

57(9). B cnyyae ecnv B OTHOLUEHUM MEOULMHCKOrO U3AENus, BKIMIOYEHHOrO B NepeyeHb, B CPOK,
YCTaHOBIIEHHbIV NYHKTOM 57(7) HacToswwmx NpaBur, He yCTpaHeHbl BbISIBIIEHHbIE HapyLeHns 1 (Mnn) He
npeacTaBneHbl HeOBXoAMMbIE LOKYMEHTbI, PErUCTPUPYIOLWNIA OpraH NpUHMMaeT pelleHne O Bo3BpaTte
3asABMNeHs O perucTpauun U OOKYMEHTOB, MpefyCMOTPEHHbIX NMyHKToM 57(2) Hactoawwmx [Npasun, ¢
MOTMBMPOBAHHbLIM O6OCHOBaHNEM NPUYNH BO3BpaTa.

B cnyyae oTcyTCTBMS MEOMLMHCKOTO U3Aenus B nepeyvHe u (Unv) HapylweHUs NoNoXeHUA NyHKTa
57(1) HacTosAwmx [NpaBun perucTpypyowWnin opraH NPUHUMAET peLleHne O BO3BpaTe 3asiBMIEHMSI O
peructpaumm n JOKyMeHTOB, NpeayCMOTPEHHbIX NYHKTOM 57(2) HacTosawmx Npasun, ¢ MOTUBUPOBaHHbLIM
ob6ocHOBaHMEM MpUYKH BO3BpaTa.

(n. 57(9) BBegeH NoctaHoBneHnem lNpaesutensctea PO ot 18.03.2020 N 299)

57(10). B cpok, He npeBbiwatowmn 150 paboumx gHEn cCO OHSA rocygapCTBEHHOM permcrpauum
MEOMLMHCKOrO  M3Oenusl, BK/IOYEHHOrO B MepeveHb, 3aaBuTenb 00s3aH npeactaBuTb B
PErNCTPUPYIOLLMIA OpraH creayowme AOKYMEHTbI:

a) Konuna OOKyMeHTa, noAarsepxXaawuwiero nosiHoMo4na YyrnosIHOMOYEHHOro npeacrtaButend
npoun3soguTens (I/I3FOTOBVITeJ'IFI);

6) cBegeHMsa 0 HOPMATMBHOWM AOKYMEHTaLMN Ha MeOULMHCKOE U3OEeNueE;
B) OOKYMEHTbI, yKa3aHHble B noanyHkTax "0", "B" n "r" nyHkta 57(2) HacTosawwmx NMpasun (B cnyyae

BHECEHWSI B HUX U3MEHEHUS MO pesyrbTaTtam NpoBeAEeHHbIX UCTbITaHUIN (MccneaoBaHnii) MeguULMHCKOro
n3genus);




) AOKYMEHTbI, NoATBEpXAaoLWwme pesynbTaThl TEXHUYECKMX UCMbITAHUA MEOULMHCKOrO n3genus,
BbldaHHble  hbedepanbHbiM  rocygapCTBEHHbIM — OHOMKETHBIM — ydpexaeHueMm  "Bcepoccunckun
Hay4YHO-UCCneaoBaTenbCkKMA WM UCMbITATENbHbIA  MHCTUTYT MEeAUUMHCKON TexHukn" depepanbHom
cnyx6bl N0 Haa3opy B cdhepe 3apaBOOXpaHEHUs (ganee - yupexaeHue);

,EI,) OOKYMEHTbI, noAaTBepXaarowmne pedyrbTaTbl TOKCUKONMOIMYeCKnX nccrnegoBaHuin MeanuMHCKOro
n3genuna, Mcnosib3oBaHME KOTOPOro npegnonaraet Hanlnnydnme KOHTakta C OpraHM3mMomMm YerioBekKa,
BblAaHHblIE y4peXaeHnewm;,

€) [OOKyMeHTbl, noaTBepXaarwlwme pesynbTatbl UCMbITAHUA MEAUUMHCKOrO u3genus B uensax
yTBEPXKOEHUS TuUna CpeacTB W3MEepeHUn (B OTHOLIEHUUM MEAMUMHCKUX WU34eNIMn, OTHOCALMXCA K
cpeactBaM  u3MepeHun, B cdepe rocyfapCTBEHHOro perynupoBaHus obecneveHus eauHCTBa
U3MepeHui, rnepeyeHb KOTopbIX YyTBepxaaeTca MuHUCTepCTBOM 3apaBooxpaHeHus Poccumnckon
depepauun), BolgaHHbIE YUPEXOAEHNEM;

X) AOKYMEHTbI, noaTBepXaatoLwme pesynbTaTtbl KNMHUYECKMX UCMbITAaHUN MEAULWNHCKOro U3nenus,
NpOBEOEHHbIX B  MEAMUMHCKOM oOpraHuM3auum rocygapCTBEHHOM CUCTEMbl  3[4paBOOXPAHEHUS,
oTBevawwen TpeboBaHusaM, yTBepXAeHHbIM MuHMCTEPCTBOM  34paBoOXpaHeHusi  Poccuiickon
depepauuy;

3) KOMUM  [OOKYMEHTOB, TMOATBEPXKAALWMX  KayeCcTBO  JIEKApCTBEHHOro  npenapara,
thapmaLieBTUYECKON CyGCTaHLUMM, GUONOrMYeckoro MaTepuana u UHOro BELLECTBa, C UCMONb30BaHNEM
KOTOPbIX NMPOU3BEAEHO MEAMLMHCKOE U3Aenne Wnv KOTopble BXOAST B €ro CocTaB M MpeAHasHa4eHbl
ANs  MPUMEHEHUs TOMbKO C YY4EeTOM HasHayeHus MeOWLMHCKOro u3genus, onpeneneHHoro
npousBoauTENeM, W BblAAHHbIX B COOTBETCTBUM C 3aKOHOOATENbCTBOM CTpaHbl MPOUCXOXOEHUS
nekapcTBeHHOro npenapaTta, apmaueBTUyeckon cybcTaHuum, Guonormyeckoro matepuana v MHOro
BelLecTBa;

1) opuUrnHan permcTpaLnoHHOro yA0CTOBEPEHNS;

K) ONMMCb OOKYMEHTOB.
(n. 57(10) BBegeH NoctaHoBneHneM lNpasuTtensctea P® ot 18.03.2020 N 299)

57(11). B TeueHne 5 pabounx gHen Co AHA NOCTYNNEHUst LOKYMEHTOB, NPeAYCMOTPEHHbIX MYHKTOM
57(10) HacTtoawmx lMpaBun, perncTpupyowmin opraH NpoOBOAUT NPOBEPKY MOJSTHOTbI U OOCTOBEPHOCTU
coAepXaluxcs B HUX CBeOEeHUW, B TOM YuCre NyTeM CpPaBHEHWUs TakuX CBEOEHWA CO CBEAEHUAMM,
cogepxawumMucsa B BblAaHHOM B COOTBETCTBMM C HacToswumu [lpaBunamun perucTpaumoHHOM
YyAOCTOBEPEHUM Ha MeOMUMHCKOEe U3fenue, BKIYEeHHOe B MepeyeHb, a Takke npeacTaBrieHHbIMU B
nopsiake MexsefoMCTBEHHOrO MHPOPMALIMOHHOIO B3aUMOAENCTBUS.

B cnyyae ecnu ykasaHHble JOKYMEHTbl NPeACTaBeHbl HE B MONIHOM OGbeMe, PervcTpupyoLLuii
opraH BpyyaeT 3asiBATEN yBedoMreHve o Heobxogumoctn B 30-OHEBHbIA CPOK YCTPaHUTb
BbISIBNIEHHblE HapylleHust 1 (Mnu) npeacTaBuTb HegocTalowme AOKYyMEeHTbl NbOo HanpaBnseT Takoe
yBEIOMIIEHME 3aKa3HbIM MOYTOBbLIM OTNPABIIEHNEM C YBEAOMIIEHMEM O BpYyYeHUM unu B opme
9MNEKTPOHHOro [AOKYMEHTa, MOAMUCAHHOrO 3MIEKTPOHHOW MOAMUCHLID, NGO B 3MEKTPOHHOM dopMe Mo
TENeKoOMMYHUKaLMOHHBLIM KaHanam CBsi3u.

YBegomneHne B Cryvyae €ero HanpaefeHusi 3akasHblM MOYTOBbIM OTNpPaBfEHMEM CUYMTaEeTCs
nony4eHHbIM No ucrteyeHmnn 10 paboyumx AHEN Co AHA HanpaBneHnst yBe4OMITEHUS.
(n. 57(11) BBegeH NoctaHoBneHmem lNpaeutensctea PO ot 18.03.2020 N 299)

57(12). B TeueHme 3 paboumx OHEW CO OHSA NpencTaBrieHus B MOMHOM OObemMe [OKYMEHTOB,
npegycMoTpeHHbIX nyHkToM 57(10) HacTosawmx MNpasun, a Takke B criydae yctpaHeHus B 30-4HEBHbIV
CPOK BbISIBMEHHbIX HapyweHuin u (unu) npegctaBneHns B 30-OHEBHbIN  CPOK  [OKYMEHTOB,




npeaycMOoTpeHHbIX NyHKToM 57(10) HacToawmx MpaBun, perucTpupyrowwmnin opraH NpyHMMaeT peLleHne
O Hayane npoBedeHUs 3KCNepTU3bl KavecTBa, 3A(PPEeKTUBHOCTU U Be30MacHOCTU MeAULMHCKOrOo
n3genus, BKIIOYEHHOrO B NepeyeHb.

(n. 57(12) BBeaeH NMoctaHoBneHvem lMpasutensctea PP ot 18.03.2020 N 299)

57(13). B cnyyae ecnu B 30-gHEBHbIN CPOK HE YCTPaHEHb! BbIABIEHHbIE HAPYLUIEHUA U (UNKn) He
npeacTaBreHbl HeJocTawme AOKYMEHTbl, PerncTpupyowmin oprad NpMHUMaeT pelleHne o Bo3Bparte
AOKYMEHTOB, NpefyCMOTpeHHbIX nyHkTom 57(10) Hactoawwux [lpaBun, C  MOTUBMPOBAHHbLIM
o6ocHOBaHVeM NpUYKH Bo3BpaTa.

(n. 57(13) BBegeH MNoctaHoBneHnem lNpasuTtensctea P® ot 18.03.2020 N 299)

57(14). B TeveHune 3 pabounx AHeN CO OHA MPUHATUA peLleHns O Hadvarne npoBeaeHUs aKCnepTu3bl
kayecTBa, 9dPEKTUBHOCTM W 6e30MacHOCTU MEeOUUMHCKUX W3LENUA, BKITYEHHbIX B MNEpeyveHb,
perucTpupyowmn opraH odopmrseT M BblAaeT 3adaHMe Ha npoBedeHue 3KCNepTu3bl KadvecTsa,
appekTnBHOCTU N Be30nacHOCTU MeAMULMHCKOrO U3AENUS SKCMEPTHOMY YUYpEXOEHWIO.

(n. 57(14) BBeaeH NoctaHoBneHnem lNpasuTtensctea P® ot 18.03.2020 N 299)

57(15). Okcneptusa kayecTtBa, 9dekTMBHOCTM M 6Ge30macHOCTM MEeAMUMHCKOro u3genus,
BKMIOYEHHOrO B NepedeHb, NPOBOAUTCA B COOTBETCTBUM C MOAMYHKTOM "O" nyHKTa 21 HacTosALwmX
Mpasun.

(n. 57(15) BBeaeH NoctaHoBneHnem lNpasuTtensctea P® ot 18.03.2020 N 299)

57(16). B cpok, He npesbiwatowmn 10 pabounx aHen co AHS NOMNy4YeHUs 3aKnioYeHUs, yKka3saHHOro
B NyHKTe 33 HacToAwmx NpaBun, perMcTpupyroLLmMii opraH ocyLLecTBNAeT creayroLme MeponpusaTms:

a) OLeHKa 3aKIMYEHUSI KCMEPTHOTO yUpEeXAEeHUs AN OonpeaeneHnss ero COoTBETCTBUSI 3a4aHNI0
Ha nNpoBedeHMEe 3KCMepTu3bl KayecTBa, 3PEEKTUBHOCTM M 6E30MacHOCTU MEAMLMHCKOro U3genwus,
BKITIOYEHHOrO B nepedeHb. B cnyvae ycTtaHOBMNEHMs HECOOTBETCTBMS 3aKIHOYEHMSI IKCMEPTHOro
YUYPEXOEHUS YKa3aHHOMY 3a[aHuI0 Takoe 3aK/toYeHVe BO3BPALLAETCs B IKCMEPTHOE ydpexaeHue Ha
AopaboTKy, CPOK KOTOPOW cocTaBnsieT He bonee 2 pabounx OHEW CO AHA MOfydeHUsa 3KCMEPTHLIM
yypexxgeHnem BO3BpaLLEHHOro 3aKNiveHus;

0) NPUHATME peLLeHnst O NOATBEPXKAEHMUN rOCYyAapCTBEHHOW perncTpauum MegumUmnHCKOro nsgenus,
BKITIOYEHHOTO B NepeyeHb, a Takke odOpMieHWe YBELOMSIEHUSI O MPUHSTOM peLUeHWM U Bblgaya
(HanpaBneHve 3akasHbIM MOYTOBLIM OTMPABIEHMEM C YBEOOMIIEHMEM O BPYYEHUU MNN B opme
3MEeKTPOHHOro [OOKYMEHTa, MOAMMCAHHOrO 3MEeKTPOHHOM Mnoanucbio, NMBo nepenada B SMEKTPOHHOM
dopmMe MO  TENeKOMMYHMKALMOHHbIM  KaHanam CBsi3W) €ero 3asiBUTEN0 € MPUNIOKEHMEM
nepeodOpMIIEHHOIO PErMCTPaLMOHHOIO YAOCTOBEPEHNS;

B) MpuUHATWE pelleHnss 06 OTMeHe rocy4apCTBEHHOM perucTpaumn MeauLMHCKOro u3genus,
BKIIOYEHHOrO B NepeyveHb, KOTopoe OopMIISeTcss NpuKasoM PerucTpupyrowero opraHa, ¢ usbaTvem
paHee BbIAAHHOrO PEerncTpaLMoHHOro YAOCTOBEPEHUS W yBeOOMIIeHMEeM 3asBUTENA O MNPUHSATOM
peLLeHnn.

(n. 57(16) BBegeH NoctaHoBneHueM lNpasuTtensctea PO ot 18.03.2020 N 299)

57(17). OcHoBaHWsIMW ONS MNPUHATUS  PETUCTPUPYIOLLMM  OpraHoMm pelleHuMst o6 OoTMmeHe
rocyfapCTBEHHOM perncTpaumm MeanumnHCKOro N3aenmusi, BKIOYEHHOro B nepedeHb, ABMaTCS:

a) 3aKMoYeHNE IKCNEPTHONO YUPEXKOAEHUS NO pe3yrbTaTaM IKCNepTu3bl kadectsa, 3PEKTUBHOCTA
n 6e3onacHOCTM MeOMLMHCKOrO W3Aenusi, CBUAETENbCTBYOLWEE O TOM, YTO KayecTtBo, WU (Mnu)
ahheKTUBHOCTb, U (UnNK) Ge3onacHOCTb MEAMUMHCKOrO M3Aenvsi He NOATBEpPXKAEHbl MOMyYeHHbIMU
AaHHbIMW, U (UNX) O TOM, YTO PUCK NPUYMHEHUS Bpeaa 340POBbLI0 rpaxaaH U MeAMLMHCKUX paboTHUKOB
BCMNEACTBUE MPUMEHEHNS MEeOULMHCKOro u3aenvs npesbiliaeT 3dEKTUBHOCTb €ro NpUMEHEHUs, U
(Mnn) o ToM, YTO MeaULIMHCKOE U3LeNnne He COOTBETCTBYET TpeboBaHNSIM HOPMATMBHOW AOKYMEHTaLNN,




TEXHMUYECKOM M (UNK) IKCNNyaTaunMoHHOM AOKYMEHTaUUN NnpomssBoanTens (M3rotoButens), u (Mnu) o Tom,
YTO JoKa3aTenbcTBa 6€30NacHOCTU MEAULIMHCKOIrO U34enus OTCYTCTBYIOT;

6) BbisIBNEHVWE PErncTpupylowumM OpraHoM no pesynbTaTtaM roCy4apCTBEHHOro KOHTPOMs 3a
obpalieHeM MeauUMHCKUX M3Oenui HecoOTBETCTBMSA AaHHbiX 06 addekTBHOCTM n Be3onacHoCTU
MEOMUMHCKOrO U3aenus AaHHbIM O MEAWUMHCKOM Uu3genuu, coaepxawmmcss B 3asiBNeHun O
pernctpaumm n oKyMeHTax, NpeayCMoTpeHHbIX nyHkTamu 57(2) n 57(10) HacTosawmx Mpaswmn.

(n. 57(17) BBeaeH NMoctaHoBneHuem lMpasutensctea PP ot 18.03.2020 N 299)

57(18). BHeceHue w3MeHeHWN B [OKYMEHTbl, COAepXalumecsd B pPerucTpaumoHHOM [oCbe
MeOMLMHCKOrO WU3Aenus, BKIHOYEHHOTrO0 B MepedeHb, OCYLLECTBISeTCA nocne MNPUHATUSA pelleHns o
NoATBEPXKAEHUN rOCyAapCTBEHHON pernctpauum MeauumHCKOro usgenns B COOTBETCTBUM C MyHKTaMu
37 - 49(2), 51 n 55(1) HacTosAwmx MNpaswun.

(n. 57(18) BBegeH NoctaHoBneHneM [NpasuTtensctea P® ot 18.03.2020 N 299)

57(19). Bblgaya Agybnvkata perncTpauyoHHOro  YOOCTOBEPEHUS MeOULMHCKOro  usgenus,
BKITIOYEHHOrO B NepeYeHb, rocyaapCTBEHHAsA perncTpaums KoToporo nogTBepXXaeHa, OCyLLEeCTBSETCS B
nopsaake, npeaycMoTpeHHOM nyHkTamu 52 un 53 HacToswmx Mpasun.

(n. 57(19) BBeaeH NoctaHoBneHneM lNpasuTtensctea P® ot 18.03.2020 N 299)

57(20). Peructpupyrowmii opradH popmmpyeT perucTpaumoHHOe OOCbe MeAWMLMHCKOro U3genuvs,
BKIFOYEHHOrO B NepeYveHb, U3 cneayowmnx JOKYMEHTOB:

a) 3asBneHve O perucTpauum n [OOKYMEHTbl, NpedyCMOTpeHHble nyHktamu 57(2) n 57(10)
HacToswwmx [paBun, 3anpocbl U AOKYMEHTbI, NpedycMOTpeHHble nyHKToMm 21(1) HacTosawwmx [Mpaswun,
3asBfieHNEe O BHECEHUU U3MEHEHUI N OOKYMEHTbLI, NPeayCMOTPEHHbIE NYHKTOM 38 HacToawmx Npasun,
a TaKxe 3asBrieHvne o npegocTasneHum gybnukara;

06) konuMs 3afaHuMs  PErncTpUpYIOLLEro opraHa Ha npoBedeHMe JKCNepTusbl KavecTBsa,
3 PEKTUBHOCTM 1 6E30NACHOCTU MEANLIMHCKOrO U3Aenus;

B) 3aKM4eHUsl, O(OPMIIEHHbIE 3JKCMEPTHbIM YYPEXOEHNEM MpU MPOBEAEHUN SKCMEPTU3bI
kayecTBa, 3PPEKTUBHOCTM U 6E30NaCHOCTU MEANLIMHCKOTO U3enus;

r) KONuM NpUKasoB, 0POPMIEHHBIX PETMCTPUPYHOLLMM OPraHoM;

[) KOnusi permcTpaunoHHOro ya40CTOBEPEHNS U yBEAOMMEHNIA, 0DOPMIIEHHbIX PETMCTPUPYHOLLAM
opraHom;

e) konua aybnukata perncTpaumMoHHOrO yAOCTOBEPEHUS, OMOPMIEHHOIO PErucTPUpPYHLLUM
OpraHom.
(n. 57(20) BBegeH MNoctaHoeneHnem lNpasutensctea PO ot 18.03.2020 N 299)

58. Peructpupylowun opraH pasmellaetr MUHAPOPMaUUIO, CBA3AHHYIO C  OCYLLEeCTBNEeHUeM
rocydapCTBEHHOW peructpauun MeauUMHCKOro u3genus, BHEeCEeHWEM W3MEHEHUW B [AOKYMEHTbI,
coaepxaliuecs B permctTpaunmoHHOM Aocke, U Bblgaden gybnukata permctpauuoHHOro yaocToBepeHus,
Ha cBoeM odmumMansHOM canTe B UH(POPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTu "VIHTepHeT".

(B peq. MNMoctaHoBneHus MNMpasutensctea PP ot 31.05.2018 N 633)

58(1). OKcnepTHOEe Yy4pexdeHne OCYLIECTBISET KOHCYNbTMPOBaHWE MO BOMpocam Mpoueayp,
CBSI3aHHbIX C rOCYAApPCTBEHHOW perncrpaumMen MeauuUMHCKUX u3genuin, B nopsiake, yCTaHOBIEHHOM
PErNCTPUPYIOLLMM OpPraHoM.

(n. 58(1) BBegeH NoctaHoBneHnem lNpasutensctea PO ot 10.02.2017 N 160)




59. PeweHnsa n penctsus (6e3gencTBue) perMcTpupyrollero opraHa, nosnekwue 3a cobown
HapylleHne npaB lpUAMYECKOrO nuua, WHOUBMAYANbHOro NpeAnpuHUMaTtens, a Takke 3akniyeHus
9KCMEPTHOro yypexaeHus no pesynbTataMm MpoBedeHHbIX MM B COOTBETCTBMM C HACTOALMUMMU
MpaBunammn akcneptTna MoryT ObiTb oOOXanoBaHbl 3asBATENEM B NOpsgke, YCTaHOBEHHOM
3akoHogaTtenbcTBoM Poccurickon degepaunn.

(B pea. MNMoctaHosneHun MNMpaeutensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

MpunoxeHue
K MpaBunam rocygapcTBeHHOWM
perncTpaumm MeamuUmMHCKUX n3nenumn

NEPEYEHb
MEQWULMHCKUX U3OENUA C HU3KOW CTENEHBIO MOTEHUWMAIIBHOIO PUCKA
X NMPUMEHEHUA, B OTHOLLEHUN KOTOPbLIX YCTAHOBJIEHbI OCOBEHHOCTHU
rOCYOAPCTBEHHOW PETMCTPALIUA

CnMCoK M3MEHSIIOLLNX AOKYMEHTOB
(BBeneH NoctaHoBneHneM lMpasutensctea PO o1 18.03.2020 N 299)

Bug HanmeHoBaHue

1. 104010 KocTiom nsonupytomi

2. 122540 MepyaTkn cMOTpOBbIE/NpOLIeAYPHbIE U3 NaTeKca reBew,
HeonyApeHHble, HeCcTepurbHbIe

3. 122560 MepuaTkn cMoTpoBLIE/NPOLEeaYPHbIE N3 NaTeKca reBeun, onyapeHHble

4. 129350 XanaT onepaunoHHbIN 0QHOPAa30BOro NCMONb30BaHUS

5. 129380 Xanat onepauMOHHbIN MHOrOpa3oBOro UCMNOSib30BaHUS

6. 129870 Xanat nsonupyroLmn MHOropa3oBoro UCNosib30BaHus

7. 129880 XanaT u3onupyoLmin 0aHOpasoBOro UCNoNb30BaHUS

8. 132380 Macka nuueBas ong 3awmTbl AblXaTenbHbIX MyTe MHOropasoBoOro
NCNonb30BaHUA

9. 139350 Mep4aTkn cMOTpOBbIE/NpOLIeAYPHbIE U3 MONMXNOPONpPeHa,
HeonyapeHHble

10. 139360 Mep4aTkn cMOTpOBbIE/NpOLIeAYPHBIE U3 MONMXNOPONpPeHa,
onyapeHHble

11. 141650 Baxunbl TokoHenpoBoasLINE, HECTEPUNbHbIE

12. 157010 Xanart ans nauneHTa ogHopa3oBOro UCnofb30BaHUs

13. 157240 Xanat ons nauneHTa MHOropasoBOro UCnofb30BaHUs




14.
15.
16.
17.
18.
19.
20.
21.

22.
23.
24,
25.
26.

27.
28.
29.

30.

31.

32.

33.
34.
35.

36.

164050
164070
180770
181360
181520
181830
182450
185830

185850
188380
205280
205290
248320

269290
293810
298450

311720

320790

321530

332470
349230
351490

367580

Xanat npoueaypHbii 0QHOPa30BOro NCMoNb30BaHUA
Xanat npoueaypHbii MHOropas3oBOro NCMOMNb30BaHUS
PecnupaTop obLero npumeHeHus

KocTioM XmMpypruyeckuin U3onmpyroLun

Macka xnpyprudeckas MHOropasoBOro UCrnofnb30BaHUs
PecnnpaTop xupyprudeckun

Macka xupypruyeckasi 0qHOpPa3oBOro UCMOMb30BaHUA

MepyaTkm cMOTPOBbIE/NPOLIEAYPHbLIE HUTPUIOBbLIE, HEONYAPEHHbIE,
HecTepuIbHble

MepyaTkm CMOTPOBbIE/NPOLEAYPHLIE HUTPUIOBLIE, ONyAPEHHbIE
KocTiom Xupypruyeckuii Ha MaHxeTax

MepyaTkm cMOTpOBbLIe/NpoLeAYPHbIE BUHUIOBbLIE, HEONYAPEHHbIE
MepyaTkM cMOTpOBbIe/NpoLeaypPHbIE BUHUIOBbLIE, ONyAPEHHbIe

KocTiom xmpypruveckmii 0ogHOpa3oBOro UCMofb30BaHMs,
HecTepunbHbIn

Baxunbl BogoHenpoHuuaemMble
Baxunbl TokonpoBoasime, HecTepUnbHble

MepyaTkm cMOTPOBbIE/NPOLIEAYPHBIE U3 FBAKOIOBOrO NaTekca,
HeonyapeHHble

MepyaTkM CMOTPOBbIE/NPOLIEAYPHbIE U3 ATUNEHBUHUNALETATA,
HeonyapeHHble, HeCcTepurbHble

MepyaTkM cMOTPOBbIE/NPOLIEAYPHbLIE HUTPUIOBbLIE, HEONYAPEHHbIE,
aHTMbakTepuanbHble

MepyaTkM CMOTPOBbIE/NPOLIEAYPHbIE NONMM30NPEHOBLIE,
HeonyapeHHble

Habop ogexabl Xnpypruiecknin/CMoTpoBON
MepyaTkn cMOTpOBbIE/NpoLEAYPHbIE MONTMN3ONPEHOBLIE, ONYAPEHHbIE

MepyaTkM cMOTPOBbLIE/NPOLIEAYPHbIE U3 NaTekca reBeu,
HeonyApeHHble, HecTepurbHble, aHTMbakTepuanbHble

Macka nuueBasi 4ns 3almTbl AblXaTernbHbIX NyTen 04HOPa3oBoro
MCMonb30BaHUA
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