[lokyMeHT npeaocTaBneH KoHcynbTaHTIIoC

NPABUTE/NIbCTBO POCCUNCKOM GEAEPALIUN

NOCTAHOBJIEHUE
oT 27 aekabpsa 2012 r. N 1416

OB YTBEPXXAEHUU NPABUN
rOCYAAPCTBEHHOM PETUCTPALIUM MELOULIMHCKUX U3OENUIA

CrNnCOK M3MEHAILWMX LOKYMEHTOB
(B pea. MoctaHoBneHui MpaBuTtenbctea PO ot 17.10.2013 N 930,
o7 17.07.2014 N 670, o1 10.02.2017 N 160, ot 31.05.2018 N 633)

B cooTBeTcTBMM co cTaTbel 38 deaepanbHoro 3akoHa "O6 ocHoBax OXpaHbl 340POBbsA rpaXKaaH B
Poccuitckoit Pepepaumn” Mpasutenbctso Poccuitickolt Pegepaumm noctaHOBASET:

1. YTBepauTb Nnpuaaraemsbie MNpaBuaa rocy4apcTBEHHON PerncTpaumm MeauumHCKUX nsgenmm.
2. YCTaHOBUTD, YTO:

a) PEerncTpaunoHHbIE YOOCTOBEPEHNA Ha U3aenna MmeaguumnHCKOro HasHadyeHna n MmeanunHCKyro
TEXHUKY C YCTAaHOB/NIEHHbIM CPOKOM AEﬁCTBMH, BblAaHHbIE A0 AHA BCTYN/1€HUA B CUYy HaACToAWEro
NOCTaHOBNEHMNA, ,ﬂ,el\;ICTByIOT A0 UCTe4eHNA YKa3aHHOro B HUX CpoKa AEﬁCTBMH;

6) perucTpaumMoHHble YAOCTOBEPEHUA HA U3AENMA MEAULMHCKOrO HasHauyeHUs U MeAULUHCKYIO
TEXHUKY BECCPOYHOro AEeNCTBUA, BblAAHHbIE A0 AHA BCTYNJEHUA B CUY HACTOALLErO MOCTAHOB/IEHMUS,
AencTBUTeIbHbI U noasaexaT 3ameHe o 1 aHeapa 2021 r. Ha perncTpauMoHHble YAOCTOBEPEHUA Mo
dopme, yTBepKaaemon PeaepanbHol cayKboi no Hagzopy B chepe 34paBOOXPAHEHMUS.

(B peq. NocraHoBneHui MpaButenbctea PO ot 17.10.2013 N 930, o1 10.02.2017 N 160)

3aMeHa pPerucTpaumMoHHOro YyAOCTOBEPEHMA OCyLEecTBAseTca 6e3 MNpoXoXAeHWs npouenypbl
rocyapCTBEHHON PEerucTpaunmnm mMeguuMHCKUMX U34e/MiA Ha OCHOBaHWWU 3asB/IeHUs, NpeacTaB/NeHHOro
3ansBuTenem B PefepanbHyto Cayxby No Hags3opy B chepe 34paBOOXPaAHEHUA, C YKa3zaHUEM CBeOEeHWUN,
npeaycmoTpeHHbIX MpaBuaamu, yTBEPKAEHHbIMW HACTOALLMM NOCTAaHOBEHUEM.

3. FocyaapcTBeHHanA perncrpaumsa MeamumMHCKUX U3Lenunii, NpeacTaBAeHHbIX Ha roCcyAapCTBEHHYHO
perncTpaumio 4o AHA BCTYNJEHMA B CU/Y HACTOALLErO NMOCTaHOBAEHMA, OCYLLECTBAAETCA HAa OCHOBAHMM
AOKYMEHTOB, MpPeACTaBAEHHbIX A0 AHA BCTYM/JEHWA B CUY HACTOALLEro MOCTAHOB/EHUA, a TaKXkKe
3aAB/IEHNA O rOCYAapPCTBEHHOW perncTpaumm meamumMHCKOro nsaenvsa, NpeacTaBieHHoro 3aasutenem B
cooTBeTCcTBUM ¢ lpaBuaamm, yTBEPKAEHHBIMU HACTOALWMM NOCTaHOBAeHNeM, B DeaepanbHyo Cnyxoy
no Hazzopy B chepe 34PaBOOXPAHEHMS.

4. Peanusaumsa NOJHOMOYUIA, NPEAYCMOTPEHHbIX HACTOALLMM MOCTAHOBNEHMEM, OCYLLECTBAAETCA
B Mpegenax ycTaHoB/eHHbIX [paBuTenbcTBoM Poccuiickont depepaumu npeaenbHOM YMCAEHHOCTU
paboTHWKOB LeHTpanbHOro annapata deaepanbHoi cay:KObl N0 HaA30py B chepe 34paBOOXPaHEHMS, A
TaKke OOKETHbIX acCCUIHOBAHUK, NpeaycMOTpeHHbIx Chnyxkbe B depepanbHom blogyKeTe Ha
PYKOBOACTBO U yrpaB/ieHne B chepe yCTaHOBAEHHbIX QYHKLMIMA.

5. HactoAwee noctaHoBAEHMe BCTynaeT B cuay ¢ 1 AHBapsa 2013 r.

MNpeacenatens MNpasutensbcTea
Poccuiickoin Pepepaumn
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O.MEJBEAEB

YT1BEpKAEHDI

nocraHosneHuem MpaBuTeNbCTBA
Poccuitckoit depepaunm

oT 27 aekabps 2012 r. N 1416

NPABUNIA
rOCYAAPCTBEHHOI PETUCTPALIUM MELOULIMHCKUX U3OENUIA

CnnCOK U3MEHAILWMX JOKYMEHTOB
(B pea. MoctaHoBneHui MpaBuTtenbcTea PO ot 17.10.2013 N 930,
o7 17.07.2014 N 670, o1 10.02.2017 N 160, ot 31.05.2018 N 633)

1. Hactoawme lMpaBuna yctaHaBAMBAIOT NOPAAOK rOCYAapCTBEHHOM perncrtpaumm meamumHCKUX
n3genuii, nognexalimx obpalleHmo Ha TeppuTopun Poccuinckon Pegepauuiu.

2. TocynapCTBEHHOM perucTpauum nogsexart ntobble MHCTPYMEHTbI, annapatbl, npubopbl,
obopygoBaHuMe, maTepuasnbl U NPOYME U3LENNA, NTPUMEHSEMbIE B MEAULMHCKUX LENAX OTAENBHO UK B
CoYeTaHMM Mexay COOOM, a TaKKe BMecCTe C APYrMMU MPUHASNEKHOCTAMM, HeobxogumbiMu ans
NPUMEHEHMA YKa3aHHbIX U34EeNN MO Ha3HaYeHMIO, BKAOYAs CneuunasbHoe nporpammHoe obecneveHue,
M npegHasHayeHHble npounssoguTenem (M3rotosutenem) gasa nNpodUNaKTUKK, ANATHOCTUKU, NeYEeHUs U
MeAVLMHCKON peabunutaumm 3aboneBaHUil, MOHWUTOPUHIA COCTOAHUA OPraHU3Ma YesI0BEeKa,
npoBeseHNA MeAULNHCKMX UCCAeA0BaHUIA, BOCCTAHOB/IEHMA, 3aMELLEHNA, USMEHEHUA aHaTOMMYECKOM
CTPYKTYpPbl  MAM  GU3MOAOTMYECKMX  YHKUMIA  OpraHnama, npefoTBpalleHna WAM  NpepbiBaHUA
6epeMeHHOCTU, PYHKLUMOHAIbHOE Ha3HAYeHWEe KOTOPbIX He peannsyeTtca nytem $papmaKoiorMyeckoro,
MMMYHONOIMMYECKOFO, TEHETUYECKOrO WM MeTaboIMYecKoro BO3LENCTBMA HA OPraHU3M 4esloBeKa
(nanee - megMUMHCKUE n3aenms).

(8 pea. NoctaHoBNeHuMA MpaButenbcTea PO ot 17.07.2014 N 670)

MeguunHcKmne nsgenma, U3rotToBJsieHHble MO0 MHAMBUAYANbHbIM 3aKa3am NaLUMEHTOB, K KOTOPbIM
npeabABNAKTCA CneuunanbHble Tpe6OBaHMFI NOo Ha3Ha4YeHU mMegnunHCKUX pa6OTHVIKOB N KOTOpble
npegHasHa4veHbl UCKNHOYNUTENBHO ana TNMYHOTO MCNoNb30BaHUA KOHKPETHbIM nauneHToMm,
FOCVAapCTBeHHOVI perncTtpaunmn He noagnexar.

3. TocyaapCTBeHHaa perucTpaums MeauuMHCKUX u3genuin  ocywectensetca depepanbHoi
cny»60l no Haazopy B chepe 3apaBooxpaHeHnn (ganee - perucTpupyowmnii opraH).

4. B HacToALWMX I'Ipanmax MCNonb3yrTCA ceayrouime OCHOBHbIE MOHATUA!

"6e30NacHOCTb MEeAULMHCKOrO nsaenua’ - oTcyTcTBME HeaoMnyCTUMOrO PUCKa NPUYMHEHMA Bpeaa
W3HUW, 300POBbLI0 YENOBEKA M OKpyXKalolen cpede Npu MCNoAb30BaHUM MEeAULMHCKOro M34enna no
Ha3Ha4YeHMIO B YCA0BUAX, NPeayCMOTPEHHbIX MPOM3BOAUTENEM (M3FOTOBUTENEM);

(8 pea. NoctaHoBNeHuMA MpaButenbctea PO ot 17.07.2014 N 670)

"KayecTBo MeAMUMHCKOTo u3aenua" - COBOKYMHOCTb CBOWCTB U XapaKTepPUCTUK MeAMLMUHCKOro
n3nenua, BAUAIOLWLMX Ha ero cnocobHoCTb AeicTBOBaTb MO Ha3HAYeHWIO NPW YCI0BUKM COOTBETCTBUA
TpeboBaHMAM HOPMAaTUBHOW [AOKYMEHTaUMKM, TeXHUYECKOW U 3IKCMNAyaTaUuMOHHOW [AOKyMeHTauuu
npoussoguTens (usrotosutens);

(8 pea. NoctaHoBneHui Mpasutensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)
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"KANMHMYECKME  ucnbiTaHua" - pa3pa60TaHHoe M 3anlaHNpoBaHHOE CUCTEMATUYECKOE
nccnegoBaHue, npegnpuHAToe, B TOM 4ynucne C y4yaCctmem 4enoseka B KayecrtBe Cy6'beI-(Ta AnAa oueHKu
6e3sonacHoOCTU U 3¢¢EKTVIBHOCTM MeOULLIMHCKOTO U3aenunsa;

"HopmMaTMBHas AOKyMeHTauus" - AOKYMEHTbl, pernameHTmpyolwme tpeboBaHus 6e3onacHocTH,
KayecTBa, a TaKKe npegnosiaraemyto 3pPeKTMBHOCTb MPEAYCMOTPEHHOTO MPUMEHEHUS U METOAbl
KOHTPO/Ii COOTBETCTBUA MEAMULMHCKOTrO U3aeNns 3TUM TpeboBaHUAM;

"perncrpaumoHHoe aocbe" - KOMMIEKT AOKYMEHTOB, NMPeAcTaBAseMblX A7 rocyaapcTBeHHOM
perncTpaunmn, BHECEHUA W3MEHEHWI B TaKME JAOKYMEHTbl, @ TaKKe KOMuM pelleHunin, MNPUHATbIX
PErnCcTPUpPYIOLWMM OPraHOM B OTHOLLEHUN KOHKPETHOTO MeAMULIMHCKOIo N3aenus;

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

"TexHMYecKan OKyMeHTauma nponssoantens (M3rotosutenn)" - AOKYMEHTbI, pernameHTmpytowme
KOHCTPYKLMIO MeAULUUHCKOrO M3Aenua, ycTaHaB/MBalOWME TeXHUUYeckne TpeboBaHUs M coaepkalume
OaHHble AanAa  ero pas3paboTKK, NPOM3BOACTBA, MPUMEHEHMA, 3KchayaTauuum, TeXHUYECKoro
06CNyKMBaHMA, PEMOHTA, YTUAM3ALUM UIN YHUUTOXKEHUS;

(8 pea. NoctaHoBneHui Mpasutensctea PO ot 17.10.2013 N 930, o1 17.07.2014 N 670)

"TeXHUYecKMe UCNbITaHUA" - UCMbITAHUA C LEeNbio ONpeaesieHMA COOTBETCTBMA XapaKTepPUCTUK
(cBOMCTB) MeaMUMHCKOro u3genus TpeboBaHWAM HOPMAaTUBHOW AOKYMEHTALUWUW, TeXHUYecKon W
3KCMN/yaTaUMOHHON [IOKYMEHTaUMU npoussoauTena (M3rotoBuTensa) M NPUHATAA NOCAeAyoWero
peLleHns 0 BO3SMOMKHOCTU MPOBEAEHUA KIMHUYECKUX UCTbITAHUI;

(8 pea. NoctaHosneHui Mpasutenbctea PO ot 17.10.2013 N 930, o1 17.07.2014 N 670)

"TOKCUMKOMIOrMYeckue wuccnegoBaHusa" - uccneaoBaHWsAs B LENAX OUEHKU  buonornyeckomn
6€30MacHOCTM MeAMUMHCKOrO W3OEeNUs W MPUHATUA MOCNeAyHoLero pelweHna O BO3MOXHOCTU
NpoBeAeHUA KAMHUYECKUX UCMbITaHUIA;

"YNONHOMOUYEHHbIN NpeAcTaBuUTeNb NpoussoguTensa (M3rotosuTens)" - opuauyeckoe ANLO UK
WMHAMBUAYANbHLIA NpeanpUHUMAaTENb, 3aPerMcTpUpoBaHHble Ha TeppuTopum Poccuitckoit Peaepaumn,
YNOAHOMOYEHHbIE Npou3BOAUTENEM (M3TOTOBUTENEM) MEOMUMHCKOro M3genus npeactaBnaTb €ero
MHTepecbl No Bonpocam obpalleHna MeguuUMHCKOro U3aenna Ha Tepputopum Poccuiickoin ®eaepaunn,
B TOM 4YMC/ie NO BOMPOCam MpoLeayp OLEHKM COOTBETCTBMA M rOCYAapCTBEHHOM PerncTpaumm, Ha Ums
KOTOPOro MOKeT bbITb BblA4aHO PerncTpaunoHHoe yA0CTOBEPEHME Ha MeaUUMHCKOE U3genme;

(B peq. NocTtaHoBneHui MpaButenbctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

"JKcnnyaTauMOHHanA  AOKyMeHTaumsa  npousBoauTens  (usrotoButens)" -  OOKYMEHTHI,
npegHasHayeHHble A1 O03HAKOMJIEHMA NOTPebuTens ¢ KOHCTPYKUMEN MeaULMHCKOro wsgenus,
pernameHTUpYIoLLME YCAOBUA U NpaBMAa SKCNayaTauMmu (MCNoib3oBaHWeE MO Ha3HaYeHUo, TEXHUYecKoe
06CNYKMBaHME, TEKYLMI PEMOHT, XpaHeHWe U TPaHCNOPTUPOBKA), rapaHTUPOBaHHbIE NPOU3BOAUTENEM
(M3rotoBUTENEM) 3HAUYEHMA OCHOBHbIX NAapPaMeTPOB, XapaKTePUCTUK (CBOMCTB) MegULMHCKOTro U3aenus,
rapaHTUHbIE 0653aTeNbCTBA, a TaKXKe CBeAEHMS O ero yTUAN3aUmMm UAM YHUUTOXKEHUN;

(8 pea. NoctaHoBneHui MpaButenbctea PO ot 17.10.2013 N 930, o1 17.07.2014 N 670)

"3pPEeKTUBHOCTD  MeAMUMHCKOrO uM3gaenua" - COBOKYMHOCTb CBOWCTB W XapaKTepUCTUK
MeAMUMHCKOTO M3aenus, obecrneumBalolnX AOCTUXKEHWE Lenel npeaHasHauyeHWs, YCTAHOBJ/IEHHbIX
npoussoguTenem (M3roToBUTENIEM) U NOATBEPKAEHHOIO NMPAKTUKON KAMHUYECKOTO NPUMEHEHMS.

(8 pea. NoctaHoBNeHuMA MpaButenbctea PO ot 17.07.2014 N 670)

5. rOCY,CI,apCTBEHHa‘r'I perncrtpaumna meguumnHCKuX VI3,£I,€I]MI\;1 nposoauUTCA HAa OCHOBaHWU
PE3yNIbTaTOB TEXHUYECKUX MCHbITaHMﬁ, TOKCUKO/TOTN4eCKnx MCCﬂeAOBaHMl\;I, KIMHNYECKUNX VICFIbITaHMﬁ,
npeacrtaBnAroWmx coboli d)OprI OUEeHKN cooTBeTCcTBnA MeaAUUNHCKUX VI3AEHVII\/‘I C y4dyeTom
Kl'IaCCVId)MKaLI,MVI B 3aBUCUMOCTU OT MOTEHLMA/IbHOIO PUCKa UX NPUMEHEHUA, U SKCNEPTU3bl Ka4yecCTBa,
3¢¢eKTVIBHOCTM n 6es3onacHoCTH MegNLLMHCKUX Msp,enmﬁ C yyeTom KﬂaCCMd)VIKaLI,MM B 3@aBUCMMOCTU OT
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NMOTEHLMANbHOIO PUCKA UX MPUMEHEHMA, a TaKKe WUCMbITAHUN B LEensx YTBep:KAEeHUA TUNa cpeacts
M3MEpPEHUI (B OTHOLIEHUUM MEAMUMHCKUX U3OEe/MA, OTHOCALIMXCS K CpeacTBam M3mepeHuin B cohepe
rocygapcTBEHHOrO  peryampoBaHua obecneyeHus eauHCTBA M3MEPEHWUN, MNepeyeHb KOTOopbIX
yTBEprKAaeTca MuUHMUCTEPCTBOM 34paBooxpaHeHnn Poccnitickoit ®egepaumn).

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 17.07.2014 N 670)

ObecneyeHne opraHusaumm paboTbl N0  GOPMMPOBAHUIO U  BeAEHUIO HOMEHKNATypPHOM
KnaccuduKauum MeanNUUHCKUX 34NN NO BUAAM OCYLLECTBAAETCA PErMCTPUPYIOLLMM OPraHOM.
(ab3aL, BBeaeH MNoctaHoBneHnem Mpasutensctsa PO ot 17.07.2014 N 670)

Mpn M3MeHeHUN BUAA MESULMHCKOTO U34ENUA B PaMKax paboTbl MO0 OPMMPOBAHUIO N BELEHUIO
HOMEHKNATYyPHOMN KnaccuduKkaumum MmeanuumMHCKUX U3genmin no BMaam, yTeepxagaemon MuHUCTepcTBOM
34paBooxpaHeHua Poccuiickon depepaupnm, PerncTPUpPYOWMA OpraH BHOCMT B PEECTPOBYHD 3anuCb
rocyJapCTBEHHOTO  peectpa  MEeAMUMHCKMX  M34eNvi W opraHusaumii  (MHAMBUAYaANbHbIX
npeanpuvHMMaTenei), OCyLLECTBAAIOLLMX NPOU3BOACTBO M U3TOTOBIEHNE MEANUMHCKUX U3aenunit (oanee
- TOCYAapCTBEHHbIN pPeecTp), COOTBETCTBYOLEE U3MEHEHUNE U YBEAOMAAET 06 3TOM HOPUANYECKOE NLO
WA WUHOMBUAYANbHOTO NpPeAnpuUHMMATEeNs, Ha MMSA  KOTOPOro  BblAAHO  perncrpaumoHHoe
yA0CTOBEPEHME Ha MEAULMHCKOE U3aenne, BUL KOTOPOro U3MeHeH, B TedeHune 20 paboumnx gHel ¢ aathbl
BHECEHMA U3MEHEHMA B PEECTPOBYHO 3aMMCb rOCYAaPCTBEHHOIO peecTpa.

(ab3aL BBeaeH MNoctaHoBneHnem Mpasutenbctea PO ot 31.05.2018 N 633)

6. JloKymeHTOM, noATBepKAAaloWUM GaKT rocyaapcTBEHHON pernctpaumMm meauuUHCKOro
nsgenna, ABNAETCA PErvcTpauMoHHOE YAOCTOBEPeHMEe Ha MeauuuHCcKoe u3genve (ganee -
peructpaunoHHoe ypoctosepeHue). dopma pPeErMcTpaLMOHHOrO YAOCTOBEPEHUA  YTBEPMKAaeTcA
PErnCTPUPYIOLLUM OPraHOM.

PerncrpaumoHHoe yaoctosepeHme Bblaaetca 6eccpoyHo.

7. TocyaapcTBeHHaA NOLWAMHA YNAayMBaeTCs B COOTBETCTBUM C 3aKOHOAATE/NbCTBOM PoccuiicKol
denepauun o Hanorax 1 cbopax.

NHdopmauma 06 ynnate rocyaapcTBEHHOM NOLWANHbBI 3aNpallnBaeTCA PErMCTPUPYHIOLLMM OPraHoOM
B NOPAAKE MEXBEAOMCTBEHHOrO MHPOPMALMOHHOIO B3aMMOLENCTBUA B COOTBETCTBUU ¢ PeaepanibHbIM
3akoHoM "O6 opraHM3aumMmn NpeaoCcTaBAeHUA roCyAapCTBEHHbIX U MyHUUMMNANbHbIX ycayr",

8. [lna rocynapCTBEHHOM perucTpaumm MeguuMHCKOro M3genva paspaboTyuKk, npousBoauTesb
(3rotoBUTENL) MEOMUUMHCKOTO W3AEAUA MAW  YNOJIHOMOYEHHbIM nNpeacTaBuUTe b NPOU3BOAUTENS
(u3rotoBuTensa) (manee - 3asABUTENb) NPeACTaBAsSeT AMOO HanpaBAfeT B PErvcTPUPYIOWMI opraH
3aAB/eHME O rOCYAapPCTBEHHOM perncTpaumm meguLmMHCKOro U3aenus, a TakKe AOKYMEHTbI, YKa3aHHble
B NyHKTe 10 HacToAwwmx Mpasunn.

(n. 8 B pea. MNoctaHoBneHun MpasuTtenbctea PO ot 17.07.2014 N 670)

9. B 3aaBneHumn o FOCVAapCTBEHHOﬁ perncrpaunm megnumMHCKOro nsaenua (,a,anee - 3aAB/sieHne o
perMCTpaLI,MM) YKa3blBalOTCA caegyroume ceeaeHunA:

KoHcynbTaHTIAKOC: NpumeyaHue.

N3meHeHun, BHeceHHble lNocTaHoBneHMem lMpasutenbctsa ot 31.05.2018 N 633 B nn. "a" n. 9, He
NPUMEHAIOTCA K NPAaBOOTHOLLEHMAM, CBA3aHHbIM C OCYLLLECTB/IEHWMEM FOCYAaPCTBEHHOM PerncTpaLmm
MeAULMHCKUX U3aenuin, BosHMKWKnm ao 13.06.2018.

a) HauMeHOBaHWe MeAULIMHCKOro usaenmsa (c ykasaHMem npuHagieskHocTel, Heobxoaumbix Aaa
NPUMeHeHUA MeaULMHCKOTo U3Aenuns No HasHavyeHuo), Npu 3TOM 3aABUTE/b YKa3biBaeT TOBAPHbIN 3HaK
M MHble CpeacTBa UHAUBUAYANU3aLMM MeAULMHCKOrO U3AeNus B Cayvyae MX HaHeceHMA Ha YnaKoBKy
MeANLUNHCKOro U3aenms;
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(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 31.05.2018 N 633)

KoHcynbTaHTMAOC: NpymeyaHue.

Mn. "6" n. 9 (B pea. MoctaHoBneHus MpasuTtenbctBa oT 31.05.2018 N 633) He nNpuMeHAeTcs K
NPaBOOTHOLIEHMAM, CBA3AHHbIM C OCYLLECTBNEHWEM FOCYAAPCTBEHHON PErucTpaunmn MeauLUMHCKUX
n3genuin, BosHMKWwum ao 13.06.2018.

6) B OTHOWeEHMM pas3paboTuMka - nonHoe M (B cCAyyae, ecnM MMeeTCs) COKpalleHHoe
HaMmeHOBaHMe, B TOM uucne GUPMEHHOe HauMMeHOBaHMe, OpraHW3auMoHHO-NpaBoBas ¢opma
IOPUAMYECKOro NNLA, agpec MecTa ero HaxoxaeHua unm damuamsa, uma u (B caydae, ecnu Mmeetcs)
OTYEeCTBO, PEeKBU3UTbI [AOKYMeHTa, YAOCTOBEPAIOWIEro /MYHOCTb, aApec MecTa KMTeNbCTBa
WHAMBMAYANbHOIO NpeAnpuHUMATENA, a TakKe Homepa TenedoHoB U (B ciydae, ecan nmeetcs) agpec
3/1eKTPOHHOM NOYTbI FOPUANYECKOro ANLA MU MHAUBUAYANAbHOIO NpeAnpuHUMaTens;

(nn."6" B pea. NoctaHoBneHus MpaButenbcTea PO o1 31.05.2018 N 633)

B) B OTHOLIEHUM NPOM3BOAMUTENA (M3rOTOBUTENA) MEAULIMHCKOIO U3AEAUA - MOJIHOE U (B C/yyae,
€C/IN MMeeTcA) COKpalleHHOe HaMMeHOBaHWe, B TOM uucie OGUPMEHHOe HaMMeHOBaHWe,
OpraHMn3aLMoHHO-NpaBoBas Gopma IPUAMYECKOTO MLA, AAPEC MECTA HAXOXKAEHUA Uan Gamuamsa, UMs
M (B cnyyae, ecam MMeEeTCs) OTYECTBO, PEKBM3WUTbI AOKYMEHTa, YA0CTOBEPSAIOLWEro /IMYHOCTb, afpec
MECTa KUTEeNbCTBA MHAMBMAYANbHOIO MpeanpuUHMMATENs, a TaKkKe Homepa TenedoHoB u (B cayyae,
€CAN  MMeeTcs) aapec 3NEKTPOHHOW MOoYTbl  IOPUAMYECKOTO MLA  WMAWM  UHOMBUAYANbHOTO
npegnpuHMMmaTens;

(nn. "8" B pea. MNoctaHoBneHus MpaBuTtenscrtea PO o1 17.07.2014 N 670)

KoHcynbTaHTIAOC: NpumeyaHue.

Mn. "r'" n. 9 (B pea. MoctaHoBneHua MpasuTtenbctBa oT 31.05.2018 N 633) He nNpumeHsAeTca K
NPaBOOTHOLIEHMAM, CBSI3aHHbIM C OCYLLECTBNEHUEM FOCYAAPCTBEHHON PErucTpaummn MeauLUHCKUX
n3aenuin, BosHMKWKUm ao 13.06.2018.

r) B OTHOLEHWW YNOJIHOMOYEHHOIO NpeacTaBUTeNs NPoM3BOANTENS (M3rOTOBUTENA) - NOHOE U (B
Cny4yae, ec/iM MMeeTCs) COKpalleHHOe HaMMeHOBaHWe, B TOM yucine GUpMeHHOe HaMMEHOBaHWe,
OpraHM3aUMOoHHO-NPaBoBas Gopma HPUINYECKOTO ML, adPeC MecTa ero HaxoXaeHua uan damuams,
UMa U (B ciydae, ecinm UMeeTCs) OTYECTBO, PEKBM3UTbLI AOKYMEHTA, YAO0CTOBEPAOLWErO SIMYHOCTb, afpec
MECTa KUTENbCTBA MHAMBUAYA/NIbHOIO NpeanpuHUMATENs, a TaKXKe Homepa TenedoHoB U (B caydae,
€CcNM  MMeeTcA) agpec  3/IeKTPOHHOW  MOoYTbl  IOPUAMYECKOTO AMLA  WAW  UHAMBUAYANbHOTO
npeanpuHUMmaTens;

(nn. "r" B pea. MNoctaHoBneHus MpaBuTtenbctea PO ot 31.05.2018 N 633)

KoHcynbTaHTlAOC: NpyMeyaHme.

Mn. "a" n. 9 (8 pea. MoctaHoBneHus MMpasutenbctBa ot 31.05.2018 N 633) He npumeHAeTca K
NPaBOOTHOLIEHMAM, CBA3aHHbIM C OCYLLECTBNEHUEM FOCYAAPCTBEHHON perucTpaunmn mMeamumHCKUX
nsgenvi, BosHMKwum o 13.06.2018.

A1) B OTHOLWIEHMM NNLA, HA UMA KOTOPOTO MOKET BbITb BblAaHO pPerucTpaLumMoHHoe yaoCToBepeHue,
- NonHoe M (B cnydae, ecin MMeeTCA) COKpalleHHOe HaumeHoBaHue, B TOM uucie dupmeHHoe
HaMMeHOBaHMe, OpraHu3aUMoHHO-NpaBoBas ¢opma PUAMYECKOro /fuua, ajapec Mecta  ero
HaxoXaeHna nam damuana, uma u (B cayyae, ecanm MMEeTcA) OTYECTBO, PEKBU3UTbI AOKYMEHTa,
YA0CTOBEPAIOLLErO MMYHOCTb, afpec MecTa KUTeNbCTBa MHANBMAYabHOIO NpeanpuHMMaTeNs, a TakKe
Homepa TenedoHOB U (B Ciyyae, ecan MMeeTca) aapec 3/1eKTPOHHOW MoYTbl KPUANYECKOro ANLA MK
WMHAMBUAYANbHOrO NpeanpuHMMaTens;
(nn. "a" B pea. MNoctaHoBneHus Mpasutensctea PO ot 31.05.2018 N 633)
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e) mecTo Npon3BoACTBa MeAgULMHCKOro N3aenus;

) HasHayYeHne MeaNLMHCKOro U34enna, yCTaHOBEHHOe Npou3BoauTenem (M3rotoBuTenem);
(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 17.07.2014 N 670)

3) BWMA MEAMLIMHCKOrO W3A4enns B COOTBETCTBMM C HOMEHKAATYPHOW KaaccuduKaumen
MeAULIMHCKUX N3aenuni;

M) Knacc MOTEHLMANbHOIO PUCKa MNPUMEHEHUA MeAWMLMHCKOrO M3Zenus B COOTBETCTBMU C
HOMEHKAaTypHOM Knaccndbukaumen meamumMHCKUX U3aennii;

K) Koa, ObLwepoccninckoro KnaccuduKkaTopa NpoayKLMmM No BUAAM SKOHOMUYECKON AeATeNbHOCTY;
(nn. "k" B peq. MoctaHoBneHus MpasuTtenbctsa PO o1 10.02.2017 N 160)

N) cBeaeHna o cnocobe NoJslyYeHUn PEervcTpaLMoHHOrO YAOCTOBEPEHUS, a TaKke MHGopMaumK,
CBA3aHHOW C NpoLeAyPOM rocyAapCTBEHHON perncTpauumn MeauLMHCKOro Usaenus.

10. [lns rocyAapCTBEHHON perncrpaumMmM MeamLMHCKOro Usaenva npeacraBasaioTca cneayowme
JOKYMEHTbI:

a) KonuA [JOKYMeHTa, MOoATBEpP’)KAalollero MoJIHOMOUYUSA YMNOJIHOMOYEHHOTO MNpeacTaBuTens
npoussoauTens (usrotosutens);
(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 17.07.2014 N 670)

6) cBegeHMA 0 HOPMATUBHOM AOKYMEHTALUMM Ha MeAULIMHCKOe U3aenune;

B) TEXHMYECKAA LOKYMEHTALLMA NPOM3BOAUTENSA (M3rOTOBUTENA) HA MEANLMHCKOE U3LeNue;
(8 pea. NoctaHoBneHui Mpasutenbctea PO ot 17.10.2013 N 930, o1 17.07.2014 N 670)

r) aKcnnyaTauMOHHan AOKYMEHTauus Npov3BoanTeNA (M3rotToBuTeNa) Ha MeauUNHCKOe usaenue,
B TOM YUCNE€ UHCTPYKLMA NO MPUMEHEHUIO UM PYKOBOACTBO MO 3KCMyaTaunum meayunHCKOro nsgenus;
(B peq. NocraHoBneHui MpaButenbctea PO o1 17.10.2013 N 930, o1 17.07.2014 N 670)

4) ¢oTtorpaduueckme un30b6paxkeHMa obuwero BuAa MEAMUMHCKOrO U3aenva BMecTe ¢
NPUHAANENKHOCTAMM, HEODXOAMMBIMU ANA MPUMEHEHUA MEAMUMHCKOTO W34eNns MO HasHayeHWuto
(pasmepom He meHee 18 x 24 caHTUMeETpPA);

(8 pea. NoctaHoBNeHuMA MpaButenbcTea PO ot 17.10.2013 N 930)

e) AOKYMEHTbI, noAaTBEpPKAAOWMNE pe3ynbrtaTtbl TEXHUYECKUX NCNbITaHUN MegunuUnHCKOro nsaenua,

)'K) AOKYMEHTDI, noarsepxgarowme pe3ynbTaThbl TOKCUKOIOTUYECKUX VICCI'Ie,EI,OBaHMﬁ
MeOUNLMHCKOIo nsaenna, ncnonb3oBaHMe KOTOPOro npeanosaraet Hamvyme KOHTaKTa C OpPraHnM3mom
4Ye/10BEKaQ,

3) [OKYMEHTbI, MoATBep:KAatolwme pesynbTaTbl UCMbITAaHWMI MEeAUUMHCKOrO M34enus B LUensx
YTBEPKAEHUA TUNA CPEACTB U3MepeHWi (B OTHOWEHUU MELMULMHCKUX W3LEeNUN, OTHOCALUMXCA K
CpeAcTBam M3MepPEHUIA B chepe rocyapCTBEHHOro peryiMpoBaHmsa obecneyeHna eanHCTBa M3MEPEHUNA,
nepeyeHb KOTOPbIX yTBEPKAaeTcA MUHUCTEPCTBOM 34paBooxpaHeHna Poccuitckoin ®eaepaunn);

1) ONUCb AOKYMEHTOB;

KoHcynbTaHTIAKOC: NpumeyaHue.

Mn. "k" n. 10 (B pea. MoctaHoBneHua MMpaButenbctea oT 31.05.2018 N 633) He nNpuMmeHseTca K
NPaBOOTHOLUEHWNAM, CBA3AHHbIM C OCYLLECTB/IEHMEM TOCYAAPCTBEHHON PEFUCTPALUN MELMULIUHCKUX
n3aenuin, BosHMKWum ao 13.06.2018.
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K) ANS MeANUMHCKUX M3gennii 1 Knacca NOTeHUMaNbHOrO PUCKa NPUMEHEHUA U MeAULUMHCKUX
n3genuii ona AMarHoCTUKK in vitro - cBedeHus, noATBepKAatolme KAMHUYECKYH 3GGEeKTUBHOCTL U
6e30MNacHOCTb MeANLNHCKUX U3aennit;

(nn. "k" B peq. MoctaHoBneHus MpasuTtenbctsa PO o1 31.05.2018 N 633)

N) NPOEKT NiaHa KAUHUYECKMX WUCMbITaHUA MeAMLMHCKOro usgenna ¢ o60CHOBbLIBAOWMMU ero
maTtepuanamu (B cayyae, eciv UMeeTcs);
(nn. "n" BBeaeH MocrtaHoBneHnem Mpasutensctea PP ot 17.07.2014 N 670)

KoHcynbTaHTMAOC: NpymeyaHue.

Mn. "m" n. 10 (B pea. MocrtaHoBneHua Mpasutenbctea ot 31.05.2018 N 633) He npumeHseTcs K
NPaBOOTHOLIEHMAM, CBS3aHHbIM C OCYLLECTBNIEHMEM TOCYAAPCTBEHHOM PEerncTpauum MeanumMHCKUX
n3genuin, BosHMKWum ao 13.06.2018.

M) CBeAeHMs O BblAAHHbIX PErUCTPUPYIOWMM OPraHOM paspelleHMAX Ha BBO3 MeAMUMHCKUX
M3genuMi C Uenblo UX rocygapCTBEHHOW peructpaumm (a8 MeauUMHCKUX U3Le/MA MHOCTPaHHOro
npou3BoAcTBa);

(nn. "m" BBepeH MoctaHoBneHnem Mpasutenscrtsa PO ot 31.05.2018 N 633)

KoHcynbTaHTMAOC: NpuMeYaHme.

Mn. "H" n. 10 (B pea. MoctaHoBneHua MNpasutenbctea oT 31.05.2018 N 633) He nNpumeHseTcs K
NPaBOOTHOLUEHWNAM, CBA3AHHbIM C OCYLLECTB/IEHUEM TOCYAAPCTBEHHOW PErUCTPALUN MELMULIUMHCKUX
n3aenuin, BosHMKWum ao 13.06.2018.

H)  KOMMM  [OOKYMEHTOB, NOATBEP)KAAIOWMX  KAYeCcTBO  JIEKAPCTBEHHOrO  Npenapara,
dbapmaueBTUYECKON CybCTaHLMKM, BUONOrMYECKOrO MaTepuana U MHOro BELLECTBA, C MCMNO/Ib30BAHUEM
KOTOPbIX MPOW3BEAEHO MEAMUMHCKOE W3LE/ME WM KOTOPble BXOAAT B €ro COCTaB M KoTopble
npefHasHayeHbol ANA MNPUMEHEHUA TONbKO C YYETOM HA3HAYeHWUA MEeAMUMHCKOro U3aenus,
onpeaeneHHOro npousBoaMTeENEeM, W BblAAHHbIX B COOTBETCTBMM C 3aKOHOAATE/NIbCTBOM CTPaHbl
NPOUCXOXKAEHMA JNIEKAPCTBEHHOrO npenapaTa, d¢apmaueBTUYeckon cybcTaHumm, 6uonornyeckoro
MaTepuana U MHOro BeLLecTsa.

(nn. "n" BBeaeH MocTaHoBneHnem Mpasutenbcrsa PP ot 31.05.2018 N 633)

11. B cnyyae ecnm OOKYMEHTbI, yKasaHHble B NMyHKTe 10 HactoAwwmx [MpaBua, cOCTaBfieHbl HA
WHOCTPAHHOM A3bIKE, OHW NPEACTABAAIOTCA C 3aBEPEHHbIM B YCTAHOB/IEHHOM MOpPAAKE NepeBoLOM Ha
PYCCKUI A3bIK.

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

12. CpoKkun 1 nocnepoBaTe/IbHOCTb aAMUHUCTPATUBHBIX MPOLEAYP M aAMUHUCTPATUBHbBIX AENCTBUIA
PEruCTPUPYIOLLEr0 OpraHa ycTaHaB/AMBAOTCA pas3pabaTbiBaeMbiM B COOTBETCTBUM C MOCTAHOB/IEHMEM
MpasutenbctBa Poccuiickoint ®egepaumm ot 16 maa 2011 r. N 373 aAMUHUCTPATUBHbIM PErTAMEHTOM
npeaocTaBAeHUA rocyAapCTBEHHOM YCAYIN NO rOCYyAapCTBEHHON PErncTpaLmmn MeguunHCKUX U3AENNA.

13. 3aaBneHne 0 perncTpauum u JOKYMeHTbl, NpeaycMoTpeHHble NyHKTOM 10 HacToAawmx Mpasun,
NPeACTaBAAIOTCA 3aABUTENIEM B PErUCTPUPYIOLLMIA OpraH Ha GymaxKHOM HOCuTesle HenocpeacTBEHHO
WAW HANPaB/AKTCA 3aKa3HbIM MOYTOBbIM OTNpPaBJAEHMEM C YBEAOMJIEHMEM O BPYYEHWU M OMUCHIO
BNOXKEHMA MO0 B 3NEKTPOHHON Popme, NoANNCAHHbIE 3NEKTPOHHON NOAMNMUCHIO.

Perncrpupytowmii opraH NpUHMMAaET 3aAB/IEHNE O PErncTPaLLMM U AOKYMEHTbI, MPeAyCMOTPEHHbIe
nyHkTom 10 HacToAwwmx MpaBua, MO OMUCK, KOMWUA KOTOPOM C OTMETKOM O JaTe Npuvema yKasaHHbIX
3aAB/IEHNA U AOKYMEHTOB B AEHb NpuMema BpyyaeTcA 3adABUTENI0 WM HAnNpaBAsEeTCA eMy 3aKasHbIM
MOYTOBbLIM OTNPaBAEHMEM C YBEAOM/JEHMEM O BpydYeHUMUM AMbo B 3/7EKTPOHHOW dopme Mo
TENEKOMMYHUKALMOHHbBIM KaHanam CBA3N.
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(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 17.07.2014 N 670)

14. PerucTpupytowmini opraH He BnpaBe TpeboBaTb OT 3aABUTENS YKA3blBaTb B 3aAB/EHUWN O
pernuctpauum ceeaeHus, He NPeaycCMOTPEHHble MNyHKTOM 9 Hactoswwmx [paBua, U NpeactaBAsaTb
AOKYMEHTbI, He NpeayCcMOTPeHHble MYHKTOM 10 HacToawmx Mpaswua.

15. B TeyeHune 5 paboumx gHel co AHA MNOCTYMJEHUS 3aABNEHMA O PErncTpaummn U AOKYMEHTOB,
NpeaycMoOTPEHHbIX NMyHKTOM 10 HacTtoAwmx [MpasBun, PerucTpupyrowmii opraH NpoBOAWUT MPOBEPKY
NMO/IHOTbl U [OCTOBEPHOCTU COAEPMKALLMXCA B HUX CBEAEHWIN, B TOM YMCAEe MyTEM CPaBHEHWUA TAKUX
CBELEHUN CO CBEAEHUAMM, MPEeACTaBAEHHbIMM B MOPALKE MEXKBEAOMCTBEHHOIO WMHPOPMALMOHHOIO
B3aMmoaencTeums.

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

16. B cnyyae ecnu 3aaBneHMe 0 pernctpaumm oGopMIeHO C HapyLeHUEM MOOXKEHUIM NyHKTa 9
HacToAwmx Mpasun u (MnM) B 3aABJEHMM YKA3aHbl HeAOCTOBEPHble cCBeAeHUA NMBO [OKYMEHTI,
npeaycmoTpeHHble nyHKTom 10 HactoAwmx [paBua, npeacTasaeHbl He B MNOAHOM ob6beme,
PEruCTPUPYIOWMNI OpraH Bpy4YaeT 3aABUTEN0 yBeAOMIEHME O HeobxoaMMOCTM YycTpaHeHua B 30-
OHEBHbIM CPOK BbIIBJIEHHbIX HapyLeHU U (Man) npeacTaBAeHNA LOKYMEHTOB, KOTOPbIe OTCYTCTBYIOT,
nMbo HanpaBnseT TaKoe yBeAOM/IEHME 33aKasHbIM MOYTOBbIM OTMPABJAEHMEM C YyBELOMJIEHWMEM O
BPYYEHUM UAN B POpPMe 3NEKTPOHHOTO AOKYMEHTA, MNOAMMUCAHHOIO 3/1EKTPOHHOW noanucobto, AnMbo B
3NIeKTPOHHOM PopMe NO TENEKOMMYHUKALMOHHBIM KaHanam CBA3MN.

(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 17.07.2014 N 670)

YBeAomMneHWe B C/ayyae ero Hanpas/eHWs 3aKa3HbiM MOYTOBbIM OTMNPaBNEHUEM CYMUTAETCA
Nosly4eHHbIM No uctevyeHmm 10 paboymx gHel ¢ AaTbl HANPaBAEHMA YBELOMIEHMS.
(ab3aL, BBeaeH MNoctaHoBneHnem Mpasutenbctea PO ot 31.05.2018 N 633)

17. B TeyeHune 3 pabounx AHeN CO AHA NPeACTaBAeHUA Hagnexalwmm obpasom opopMAEHHOTO
3aAB/IEHNA O PEerucTpauum M B MNONHOM O6beme [AOKYMEHTOB, MNPeAyCMOTPEHHbIX MyHKTom 10
HacToawwmx MpaBua, a TaKkKe B cyyae ycTpaHeHus B 30-AHEBHbIM CPOK BbIAB/IEHHbIX HAPYLLUEHWUIA U (Man)
npeacTaBNeHUa AOKYMEHTOB, NPeAyCMOTPeHHbIX MyHKTom 10 Hactoawmx [paBua, perucTpupyowmi
opraH NPMHMMAET PELLEHNE O Hayasle rocyAapCTBEHHON PerncTpaumm MeanuUMHCKUX U3aenmni.

18. B cnyyae ecan B 30-AHEBHbIN CPOK HE YCTPaHEHbl BbIABNEHHblE HapylweHUa U (Mau) He
npeacTaB/eHbl AOKYMEHTbI, KOTOpble OTCYTCTBYHOT, PErMCTPUPYIOWMA OopraH MPUHUMAET pelleHue o
BO3BpaTe 3anAB/IEHMA O PerncTpaumm M [AOKYMEHTOB, MNPeayCMOTPEHHbIX MyHKToM 10 HacToAawmx
MpaBua, c MOTMBMPOBaHHbLIM 060CHOBaHMEM NPUYMH BO3BpaTa.

19. FocypapcTBeHHan perucTpauus MeauLMHCKUX M3L4eNUiA OCYLLECTBAAETCS PEerucTpupyowmnm
OpraHOM B CPOK, He npeBblwatowmii 50 pabounx AHEN CO AHA MPUHATMA pPeeHus o Hadvane
rocyAapCTBEHHOW perncTpaunm MeguunHCKUX U3aenvm.

CpOK nposeaeHNA KANMHUYECKUX MCNbITaHWUM MeaununHCKOro mn3genna B SO-AHEBHbIﬁ CPOK He
BK/1IO4aeTCA.

20. B TeuyeHue 3 paboumx AOHeN CO AHA MNPUHATAA pPelleHMA O Hayane rocyaapCTBeHHoM
perncTpauum MeauuUMHCKUX WM34eNUiA PerncTpupyrowmii opraH odopmaseT U BblgaeT 3afdaHue Ha
npoBeAeHMe 3KCMepTU3bl KadyecTBa, 3PPeKTUBHOCTM M 6e30MacHOCTM MeAMLMHCKOro U3aenuvs
depepanbHOMy  rocyapCTBEHHOMY  OHOMKETHOMY  YUPEXAEHUIO, HAXO4ALWeMycs B BeAeHUM
PEerncTpupyoLLero opraHa (aanee - aKCNepTHOe yYperKaeHUe).

21. IKcnepTM3a KayecTBa, 3GPEKTUBHOCTM M 6e30MNacHOCTY MegUUMHCKOTo M3aenns NpoBoAUTCA
3KCMEPTHbIM yYperKaeHWEeM MO3TaNHO B COOTBETCTBMM C MOPALKOM, yTBEepKAaeMbiM MUWHUCTEPCTBOM
34paBooXpaHeHus Poccuiickont Peaepaumu:

a) Ha | aTane ocywecTBNAAETCA IKCNEpPTU3a 3aABAEHNA O PerucTpaumm u JOKYMEHTOB, YKa3aHHbIX B
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nyHKkte 10 Hactoawmx [paBun, ona onpeaeneHus BO3MOMKHOCTU (HEBO3MOMKHOCTM) NpoBeAeHUs
KAMHUYECKUX UCMbITAHUN MEeAUUMHCKOrO n3aenma (3a UCKAoYeHMeM MeanUMHCKUX nsgenmin 1 Knacca
NMOTEHLMANbHOIO PUCKa MPUMEHEHMUA U MEAULIUHCKUX N3NNI AN AUArHOCTMKM in vitro);

(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 31.05.2018 N 633)

6) Ha Il aTane ocywecTBAAETCA 3KCMEpPTU3a NOJIHOTbI U PEe3y/IbTaToB NPOBEAEHHbIX TEXHUYECKUX
NCNbITAHUIN, TOKCUKONOTMYECKUX UCCIeA0BaHNN, KNMHUYECKUX UCMbITAHWUM, @ TaKXKe UCMbITaHUI B Lensax
YTBEPKAEHUS TUNA CPEACTB U3IMEPEeHUNA (B OTHOLUEHUUM MeAMLMHCKUX WU3AeNUIA, OTHOCALIMXCA K
cpeAcTBam U3mepeHuit B chepe rocyaapCTBEHHOTO pPeryinpoBaHua obecneyeHna eaMHCTBA U3MEPEHUN,
nepeyeHb KOTOPbIX yTBEPXKAaeTcs MUHUCTEPCTBOM 3paBooxpaHeHus Poccuiickoit denepaunn) (nanee
- 3KCNepTU3a NOSHOTbI U PEe3yNbTAaTOB UCMbITAHUI U UCCNea0BaHNN).

21(1). Npw npoBeaeHUM 3KCNEepPTM3bl KayecTBa, IPPEKTUBHOCTM U HE30MacHOCTU MeANULNHCKOTo
nsgenva (Ha nobom sTane) He AOMNycKaeTca UCTpPeboBaHWE IKCMEPTHLIM YUYpeXKAeHUEM Yy 3asBUTeNn
NMBO UHbIX UL, MaTepuanos, HeE0bXoAMMbIX A1A NPOBEAEHUA IKCNEPTU3bI.

B cnyyae HegoOCTaTOYHOCTM ANA BbIHECEHMA IKCMNEPTOM 3aK/OYEHUS MaTepPUanoB U CBEAEHUN,
cofepXalWmxca B NPEACTAaBNEHHbIX 3anABUTENIEM 3aBEHUMM O pPernctpaumm u  [OOKYMEHTaX,
npeaycMoTpeHHbIXx nyHkTom 10 Hactoswmx MpaBua, 3KCNepT CTaBUT BOMPOC O MNPeacTaBAEHUU emy
HeobXoaAMMbIX MaTepuUasnoB U CBeAEHUN nepen, PyKOBOAMTENIEM 3KCMEPTHOIO Yy4YpeXKAeHMUA, KOTopbIi
obpallaeTcs C COOTBETCTBYHOLIMM 3aMpoCcoOM B PErucTpupyroLlmii opraH, BbiAaBLWIMIKA 3afaHMe Ha
NnpoBefleHME 3KCNepTU3bl. PerncTpmpytowmii opraH B TedeHne 2 paboumx gHen co AHA MNOCTynaeHus
3anpoca PyKOBOAUTENA IKCMEPTHOrO YUYPEeXAEeHWA HanpaBaseT 3aaBUTE/NI0 3anNpocC O NpPeacTaBAeHUM
HeobxoAMMbIX CBEAEHUIM C YKa3aHMEM XapaKTepa 3ameydaHuii U cnocoba mx ycTpaHeHUs. YKas3aHHbIM
3anpoc HanpasAseTcA OLHOKPATHO Ha KaX4oM 3Tane 3KcnepTusbl KadecTBa, 3PPeKTUBHOCTU W
6€30MacHOCTU MeAMUMHCKOFO U3AEeNNA U MOXKET ObiTb nepesaH yno/HOMOYEHHOMY MpPeLCTaBUTENHO
3aABUTENA JIMYHO MOA PACMMCKY, HANPaB/ieH 3aKa3HbIM MOYTOBbIM OTMPaB/AEHMEM C YBEAOMNEHNEM O
BPYYEHUU MAWN NepenaH B 3/IEKTPOHHOM dopme Mo TeNEKOMMYHUKALMOHHbIM KaHanam cBasn nmbo B
dopme 3/1eKTPOHHOIO AOKYMEHTA, NOAMNMCAHHOIO 3/1EKTPOHHOM NOANUCHIO.

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

3anBuTeNb 06f3aH NPeACTaBUTb OTBET Ha 3aMpoc PEervcTpupyloWero opraHa B CPOK, He
npesblwatowmin 50 pabounx gHel co AHA NOAYyYeHMs 3TOro 3anpoca. B TeueHue 2 paboumnx AHel co AHA
NOCTYN/JEHNA OT 3aABUTENA OTBETa Ha 3anpoc PErncTpypyloWMii opraH HanpaBfAeT Takoh OTBeT B
3KCMepPTHOE yupexaeHue. B cnyyae HenpeAacTasieHua nNo uctedyeHun 50 paboumx gHel 3asBUTENEM
OTBETa Ha 3anpoc PerncTpupylolmii opraH B TedeHue 2 paboumx AHeil HanpaeaseT B 3KcCnepTHoe
yupexkaeHue yBegoMNeHWe O HenpeacTaBJAeHUMM 3anaBMTE/NIeM OTBETa Ha 3anpoc PerncTpupyloLLero
opraHa Ana noArOTOBKM 3aKOYEHMSA 3JKCNEpPTHOTo Yy4YperAeHWA Ha OCHOBAHWW [OKYMEHTOB,
NMEIOLLNXCA B €ro PacrnopsKeHuu.

BDEMH CO AHA HanpaBaeHuA 3anpocCa perncTpupyrowlero opraHa oo AHA nosiy4eHumA OTBETA Ha
3anpoc nam yegomneHma o HenpeacrtaBl€eHUM OTBE€Ta HA 3anpoC HE y4dUTbIBAae€TCA nNpu UCHUCNIEHUU
CpOKa npoBeneHnAa akcnepTn3bl Ka4yecCTBa, Bd)d)EKTI/IBHOCTI/I n 6esonacHocTU MeOULLMHCKOTO nsagenuna.

B cnyyae ecnv oTBET Ha 3aMpoC, a TaKXKe Mpuaaraemble K HEMY [AOKYMEHTbl COCTaB/ieHbl Ha
MHOCTPaHHOM A3blKe, OHW NPEeACTABAAIOTCA C 3aBEPEHHbIM B YCTaHOBNEHHOM MOPAAKE NepeBoOM Ha
PYCCKWNIA A3bIK.

(ab3aL, BBeaeH MNoctaHoBneHnem Mpasutenbctea PO ot 31.05.2018 N 633)

MpyY BbIABAEHUN PETUCTPUPYIOLLMM OPraHOM B NPeACTaB/EeHHbIX 3aABUTENEM B OTBET Ha 3anpoc
AOKYMEHTax HeAoCTOBEPHbIX M (MAM) HEeAOCTaTOUYHbIX AAHHbIX MAW AOKYMEHTOB, COCTaB/IEHHbIX WU
CoAepKalMX TEKCT Ha MHOCTPAHHOM A3blKe 6e3 NnepeBoaa B YCTaHOBAEHHOM MOPAAKE Ha PYCCKUI A3bIK,
perucTpupylowmii opraH B TeuyeHue 2 paboumx AHel BpyyaeT (HaNpaB/seT 3aKasHbIM MOYTOBbLIM
OTNpaBJEHMEM C YBEAOM/IEHMEM O BPYYEHUM WU B POPME 3/IEKTPOHHOTO AOKYMEHTa, NOANUCAHHOTO
3/1EKTPOHHOM NoANKUCblo, 60 B 3/1EKTPOHHON $OopMe MO TeSIEKOMMYHWUKALMOHHBIM KaHasaM CBA3W)
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3aABMTE/NI0 pelleHne O Bo3BpaTe YKasaHHbIX AOKYMEHTOB C MOTUBUPOBAHHbIM 060CHOBAHMEM MPUYUH
BO3BpaTa U cooblieHMeM O BO3MOXHOCTU NOBTOPHOroO NpeAcTaB/ieHUn 3aasuTenem A0 uctedyeHma 50
paboumx AHel co AHA NoJydeHMA 3anpoca AopaboTaHHbIX AOKYMeHToB. [pu HenpeacTaBieHUU
3anABMTe/IeM B YKa3aHHbIM CPOK 3anpalMBaeMblX MaTepuanoB U CBeAEHMI 3KCMepTM3a KadyecTsa,
addeKTMBHOCTM U  6e30MacHOCTM MeAMUMHCKOTO u3denva NpPOoAo/XKaeTcaA Mo  HaxodAwMmca B
pacnopaAXKeHUM 3SKCNEepPTHOro YupexkaeHus paHee npeAcTaBAeHHbIM 3asBUTENeM AOKYMeHTaM MU
cBeAeHUAM, coaepKallMMcs B perMcTpaumoHHOM Aocbe.

(ab3aL BBegeH MNoctaHoBneHnem MpasuTtensctea PO ot 31.05.2018 N 633)

(n. 21(1) BBegeH MoctaHoBneHnem Mpasutenbctea PP ot 17.07.2014 N 670)

22. Ha | atane akcneptunsbl KavyectBa, 3PpPeKTUBHOCTU M 6E30MacHOCTU MEeAMLMHCKOro M3aenus
3KCNEepTHOE yuYpexkAeHue B CPOK, He npesblwarowmii 20 pabounx gHel co AHS NOJyYeHMA 3adaHus,
OCYLLECTB/IAET caeayolmMe MeponpusaTusa:

a) npoBefeHMEe 3KCNepTusbl 3aABAEHMA O PerncTpauum U AOKYMEHTOB, MPesyCMOTPEHHbIX
nyHkTom 10 HacToAwwmx [paBua, ONS onpeaeneHns BO3MOMHOCTM (HEBO3MOXKHOCTM) NpoBedeHUs
KAMHWUYECKUX UCMbITAHNI MeAULMHCKOTO U3aenus;

6) odopmneHne W HanpaBNeHWE B PETUCTPUPYIOLLMA OpPraH 3aKAHOYEHUS O BO3MOMKHOCTU
(HeBO3MOKHOCTM) NpoBeAEHNA KANMHUYECKUX UCMBITAHUI MEeAULMHCKOTO U34eNns (C YKasaHMeM NPUYMH
M 060CHOBAaHMEM HEBO3MOXKHOCTU UX NpoBeAeHus), Gopma KOTOpPOro yTeepxaaeTcas MuHUCTEpPCTBOM
34paBooxpaHeHunsa Poccuinckon depepaumn.

23. OcHOBaHMEeM ONA BblHECEHMA IKCMEpPTHbIM ydpexAeHMEM 3aKJYEeHUA O HEeBO3MOXHOCTU
NpPoBeLeHMA KINHUYECKMX UCMbITAHUA MeAULMHCKOTO U34ENUA UAN HEBO3MOMKHOCTU rOCYAapCTBEHHOM
perucrpauum meauumHCKOro u3aenns ABAAeTCA:

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

a) HecooTBETCTBME MEAMUMHCKOrO u3genua TpeboBaHMAM HOPMATUBHOM AOKYMEHTaLMM,
TEXHUYECKOM U (MAK) IKCNNYATALMOHHOM AOKYMEHTALMM NPon3BoguTensn (M3rotosmTens);
(8 pea. NoctaHoBneHui Mpasutenbctea PO ot 17.10.2013 N 930, o1 17.07.2014 N 670)

6) oTcyTCcTBME AOKa3aTeNbCcTB 6€30MaCHOCTU MeAULMHCKOro U3aenus.
(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 17.07.2014 N 670)

24. Pernctpypytowmn opraH B TeyeHme 5 paboumx gHein co AHA MOAYyYEeHUs OT 3KCMEPTHOro
YUPEKAEHUA 3aKNHOYEHUS O BO3MOMKHOCTU (HEBO3MOXKHOCTU) MPOBEAEHUA KAMHUYECKUX WUCMbITaHWUI
MeaMUMHCKOro U3aenna ocyLWwecTBAAET caeaytolme meponpuaTUA:

a) OUEHKa 3aK/loYeHUs AN onpeaesieHUss COOTBETCTBMA 334aHUI0 Ha MpoBeAeHWe 3KCnepTu3bl
KayectBa, 3¢GPEeKTUBHOCTM M 6e30MacHOCTM MeAMLMHCKOro u3genusa. B ciayyae yCTaHOBAEHUSA
HECOOTBETCTBMA 3aK/OYEHMA ISKCMEPTHOrO Yy4yperKAeHWA YKasaHHOMY 33a[aHMI0 TaKoe 3aK/loveHue
BO3BpALLAETCA B 3KCNepTHOE yuypexaeHuve Ha A0paboTKy, CPOK KOTOpoi cocTaBaseT He 6onee 2
pabounx gHel Co AHA NOAYYEHMA SKCNEPTHLIM yUpeXAEHMEM BO3BPALLEHHOMO 3aK/10UYEHMS;

(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 31.05.2018 N 633)

6) NPpUHATUE peleHna O Bblda4ye pa3peweHna Ha nposegeHne KAUMHUYECKUX NCNbITaHNI
MeaununHCKOro unsgenna unun 06 oTkase B I'OCV,CI,apCTBeHHOﬁ perncrpaunmn meamumnHCKoOro mnigenwua,
KOTOpoe Od)OpMJ'IHeTC‘r'I NMPUKAa3oOM perucTpupyrowero opraHa, U1 ysegomineHmne 3aasmntena o nNnpuUHATOM
peweHnn;

B) Bblgaya (HanpaBnem/le 3adKa3HbIM MOYTOBbIM OTNpaBaeHNEM C yBEOOMNIEHNEM O BPYyHEHUN NN
B cbopme 3/1EKTPOHHOI0 AOKYMEHTa, No4MNUCaHHOIo 3HEKTpOHHOﬁ I'IOAI'IVICbPO) 3aABUTENIO pa3peleHnA
Ha npoBegeHune KANHUYECKUX NCNbITaHWU MeagnumnHCKOro mn3aenwus, cbopma KOTOpPOro yrteepxaaetca
PErMcCTpmUpyrowiMm opraHom, 1 BHeceHne COOTBETCTBYHOLLUNX CBE,CI,GHMVI B peecTp BblAaHHbIX pa3p9LLleHMl\;1
Ha npoBeaeHne KAMHUYECKUX UCNbITaHNI MeaununHCKOro wmsaenna, nopAaaokK BeageHUA KOTOopOoro
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YTBEPKAAETCA PErUCTPUPYIOLLMM OpraHom, nMbo ysBegomieHne 06 OTKase B rocyAapCTBEHHOM
perncTpauum MmegmuMHCKOro nU3aenms C ykasaHMem NpuyYmH oTKasa.

25. OCHOBaHWEM A1 NPUHATUA pelueHns ob OTKase B roCyfapCTBEHHOM pPerucTpauumn asasetcs
noJlyyeHue PerucTpUpyoWmMM OPraHOM OT 3KCMEPTHOro YYPEXKAEHUA 3aKNH0UYEeHUA O HEBO3MOMKHOCTU
NpoBeAeHUA KAMHUYECKUX UCMbITAHUI MEAULMHCKOIO U34enus.

26. KAnHM4YecKkme ncnbiTaHUA MeANLMHCKOrO U3aenuns, 3a UCKIoYeHMEM MeaUUMHCKUX usgennin 1
KNnacca MOTEHLMANbHOFO PUCKA MPUMEHEHMA U MEAULMHCKUX U3AEeNUi AAs AMArHOCTUKK in vitro,
OCYLLECTBAAIOTCA B pPaMKax OUEHKM COOTBETCTBMA, MOPASOK MPOBEAEHUA KOTOPOWM yTBep:KpaeTca
MuHUCTEpPCTBOM 34paBoOXpaHeHmMa Poccuiickoin Deaepauum.

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

KAMHWYEeCKMe UCNbITAaHUA MEeAULMHCKOIO U3AENUA, 32 UCKAOYEHUEM MEAMUMHCKUX n3genmnin 1
Knacca MNOTEHUMANbHOIO pPUCKA MPUMEHEHUA U MEOULMHCKUX U3Aenui Ana ANarHOCTUKM in vitro,
NPOBOAATCA Ha OCHOBAHWM paspelleHna Ha NpoBeAeHWe KAMHUYECKUX WCMbITaHUN, BblAAHHOIO
PErUCTPUPYIOLLMM OPraHOM, a TaKXKe 3aKauveHus 06 3Tudeckol 0O6OCHOBAHHOCTM MNpoBeseHUA
KNMHUYECKUX UCMbITAHUI, BbIAAHHOIO COBETOM MO 3TMKe MUHUCTepCTBa 34paBoOXpaHeHnA Poccminckom
Pepepaunmn, B ciyyanx, yCTaHOBAEHHbIX YKa3aHHbIMK MpaBuiamu.

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 31.05.2018 N 633)

CoctaB yKa3aHHOro coBeTa MO 3TUKE U MNOJIOKEHWEe O Hem yTBepKAaarTca MuHucTepcTBOm
34paBooxpaHeHua Poccuiickon deaepaumm.

KnnHuyeckne ucnbiTaHUs MeANUMHCKOTO U3AEeNnva NpOoBOAATCA B MEAMUMHCKUX OPraHM3auusx,
oTBeyallmx TpeboBaHMAM, YTBEPKAEHHbIM MUHUCTEPCTBOM  34paBooxpaHeHua  Poccuiickol
depepaunn. YcTaHOB/MEHME  COOTBETCTBMA  MEOMLMHCKMX  OpraHM3aumii  3tum  TpeboBaHMAM
OCYLLECTBNISETCA PErMCTPUPYHOLLUM OPraHOM B NOPSAKe, YyCTaHOBIEHHOM YKa3aHHbIM MUHUCTEPCTBOM.

27. MepeyeHb MeANLMHCKMX OpraHn3aumii, UMelLWwmx NPaBo NPoOBOAMTb KAMHUYECKME UCTbITaHNA
MEAMLMHCKNX U34EeNNIA, N PEecTp BblAAaHHbIX Pa3pelleHnii Ha NpPoBeAeHMEe KAMHUYECKUX UCMbITaHUM
MEAMLMHCKUX  M34enuii  onybAMKOBbLIBAOTCA M pasMeLLaloTcd  PerucTpupylowum opraHom B
YCTaHOB/MIEHHOM MM  NopagKke Ha cBoeMm  oduumanbHom  calite B MHOOPMALMOHHO-
TeNeKOMMYHUKaUNOHHOM ceTn "UHTepHeT".

28. Mpy NPUHATUN peLleHnA O Bblgaye paspelleHns Ha NpoBedeHUEe KAMHUYECKMX MCNbITaHWUM
MEAULMHCKOIO U34EeNnA  PErUCTPUpPYOWMIA  OpraH MNpPUHUMAET pelleHne O NPUOCTAHOBAEHUU
rocyfapcTBEHHOM PErNCTPALUM MELULIMHCKOTO M34ENUA 40 AHS NPUHATUA PELLEHMA PETUCTPUPYIOLLErO
opraHa o BO30OHOBNEHUW TOCYAAPCTBEHHON perncTpaLmm meguuuMHCKOro M3aenusa, B COOTBETCTBMM C
nyHKTom 30 HacToAwwmx Mpasuan.

29. O KAMHUYECKMX WCMbITAaHUAX MEAMUMHCKOrO  M34enua  3asaBuTeNb  yBegoMAseT
PerncTpupyoLLmMiA opraH B Te4eHne 5 paboumx gHel ¢ Havana ux NpoBeaeHus.

30. Mo OKOHYAHUWU KAMHUYECKUX UCMBITAaHUN MEANUMHCKOTO M34ennsa 3asasuTeNb NPeacTaBaseT B
PErUCTPUPYIOLNI OpraH 3asB/ieHNEe O BO30OHOBNEHUWN FOCYAAPCTBEHHON PErMCTPaLUN MegULMHCKOIo
n3genma M pesynbTaTbl KAWMHUYECKUX WCMbITAHUA MEAMUMHCKOTO W34enusA, a TaKKe [OKYMEHTb,
YyKa3aHHble B nognyHkTtax "6"-"3", "K" mu "n" nyHkta 10 Hactoawwmx lpaBun, B cnyyae, ecim B HUX
BHECEHbI U3BMEHEHMA NO pe3ynbTaTamM KANHUYECKUX UCMbITaHWI MegULMHCKOIO N3aenus.

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

31. Peructpupytowmii opraH B TedeHue 2 paboumx AHeN cO AHA MOJYYEHUS LOKYMEHTOB,
yKa3aHHbIX B NyHKTe 30 HacToawmx MNpaBua, NPMHUMAET pelleHne 0 BO30H6HOBIEHUN FOCyAapcTBEHHOM
perncTpauum megmLMHCKOro usgaenus.

PeweHne o BO306HOBAEHMUMU FOCV,EI,apCTBeHHOI‘;I perncrtpaummn  meanunHCKoro wmsagenuva
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NMPUHUMAETCA PErncTpmpyrowmm OpraHom no pe3ynbraTtam NPOBEPKU NONHOTbI U OOCTOBEPHOCTU
CBEAEHMI\/‘L coaepxawmnxca B npeacrtaB/1€HHbIX B peI'MCTpVIpyl'OLLI,VIﬁ OpraH 3aAaBaeHnn o BO306OHOBNEHUU
FOCVﬂ,apCTBEHHOﬁ perncrtpaunmn meanumHCKOro n3genma N NHblX AOKYMEHTAX, YKa3aHHbIX B MNMYHKTE 30
HaCTOALWMNX I'Ipanm.

B cnyyae ecan 3T AOKYMEHTblI MpPeacTaBiAeHbl He B MOJIHOM O6beMe WAW B HUX BbIAAB/IEHDI
He[OCTOBEPHbIE [AaHHble, a TaKXe B C/y4yae MNpeacTaBNeHUA [OKYMEHTOB, COCTaB/EHHbIX Ha
WHOCTpPaHHOM f3blke, 6e3 3aBepeHHOro B YCTaHOBAEHHOM MNOpPAAKE MNepeBoAad Ha PYCCKUIA A3bIK,
PEruCTPUPYIOLWNI OpraH Bpy4YaeT (HanpaBaseT 3aKasHbIM NOYTOBLIM OTMNPaBIeHNEM C YBEAOMJIEHUEM O
BPYYEHUN MAM B POpMe INEKTPOHHOTO AOKYMEHTA, MOAMNUCAHHOIO 3NEKTPOHHON nognucbto, nnbo B
3NEKTPOHHON dOopMe MO TENIEKOMMYHUKALMOHHbIM KaHalam CBA3W) 3aABUTENI0 pelleHWe O BO3BpaTe
3aAB/ieHMA 0 BO30OHOBNEHUM FOCYAAaPCTBEHHOM PEerncTpaLmMm MeanumHCKOro N3AeNnNa ¢ NPUIOKEHNEM
K HEeMy YKa3aHHbIX AOKYMEHTOB W W3NOXKEHWEM MNPUYMH, MOCAYXUBLUMX OCHOBAHMEM /A TAKOro
Bo3BpaTa. O4HOBPEMEHHO PErnCcTPUPYIOLLMIA OpraH coobLLaeT 3aABUTEN0 O BO3MOXKHOCTM NOBTOPHOTO
npeacTaBNeHNA 3aABNEHNA O BO30OHOBAEHUM TOCYAAaPCTBEHHOM PerucTpaunmn meanumHCKoro msaenmsa
C NPUNONKEHMEM K HEMY A0PAOOTAHHbIX LOKYMEHTOB.

(n. 31 B peaq,. MocTtaHoBneHuA Mpasutenbctsa PP ot 31.05.2018 N 633)

32. Ha Il aTane akcnepTusbl KayecTtsa, 3pHeKTMBHOCTU U 6e30NacHOCTM MeAMLMHCKOro usaenus
PErnucTpUpyloLWMiA opraH B TeuyeHne 2 paboumx AHel Co AHA NPUHATUA pelleHWUA O BO30OHOBNEHMM
rocyAapCTBEHHOW pPerucTpauuMm MegmuUMHCKOrO M3genvs Ha OCHOBaHWWM 3aJaHua Ha npoBeAeHue
3KCNepTM3bl KayecTBa, 3PPEeKTUBHOCTM M 6e30MacHOCTM MEAMLMHCKOro W34enus, BblAaHHOTMo B
COOTBETCTBMM C NyHKTOM 20 HactoAwwux [paBua, HanNpaBAfeT B 3KCNEPTHOE yupexgeHue
npeacTaB/eHHble 3aABUTENIEM PE3YbTaTbl KAMHUYECKUX UCMbITAHWI MEAULMHCKOTO U3aenms.

33. JKcnepTHOE yypexaeHne B CPOK, He npesblwatowmn 10 paboumx AHen co AHA MOoJyYeHus
OOKYMEHTOB, YKasaHHbIX B NyHKTe 32 HactoAawmx [lpaBua, NpoBOAUT 3KCNEepTU3y MOAHOTbl U
pesy/sbTaToOB NPOBEAEHHbIX WCMbITAHUA UM UCCAEAOBAaHWI, a TaKxKe odopmaseT M HanpaBnaseT B
PErncTPUpPYIOWMA OpraH 3aK/aloyeHMe Mo pe3y/bTaTamM 3KCMepTM3bl KayvecTBa, 3¢GPEeKTUBHOCTU M
6e3onacHOCTM  MeaMUMHCKOro  u3genus, ¢opma KoToporo yTBepxpaetca  MUHUCTEPCTBOM
34paBooxpaHeHusa Poccuiickon deaepauymm.

34. B cpok, He npesbliwatowmit 10 paboumx AHeN co AHA NONAYYEHMA 3aKAHOUEHMSA, YKAa3aHHOToO B
nyHKTe 33 HacToAwmX MNpaBua, perncTpUpYOLLMIA OpraH OCyLLECTBAAET ceaylowme MeponpuaTms:

a) OLEHKa 3aK/N4YeHua ANA onpefeneHus COOTBETCTBUS 3aZaHMI0 Ha NMpPOBeAeHWe 3KCnepTusbl
KayectBa, 3(PeKTMBHOCTM U 6e3onacHOCTM MeaUUMHCKOro usgenusa. B cnyyae ycTaHOBAEeHUN
HECOOTBETCTBUA 3aK/IOUYEHUA SKCMEPTHOrO YYPEeXAEHWA YKAa3aHHOMY 33[aHUI0 TaKOe 3aK/IyYeHue
BO3BPALLAETCA B 3KCMEPTHOe y4ypexaeHue Ha [0paboTKy, CPOK KOTOpoW cocTaBndeT He 6onee 2
pabounx gHel co AHA NOMyYEeHUS SKCMEPTHbLIM yupeKgeHMeM BO3BPALLEHHOIO 3aK/TIOYEHUS;

(8 pea. NMoctaHoBneHusa Mpasutenbctea PO o1 31.05.2018 N 633)

6) NnpuHATUE PELUEHNA O I'OCY,EI,apCTBeHHOlL/'I perncrpauunm meagmymnHCKoro n3genna nnn 06 oTKase B
I'OCY,EI,BpCTBEHHOI?I perncrpaunmn  meguumMHCKOro usaennda, Kotopoe Od)OpMJ'IFlETC’r'I NPUKasom
perncTpmpytowLero opraHa, h ysegomneHme 3aAasnTen1a 0 NPUHATOM peLeHnn;

B) opopmieHNe 1 Bblgaya (HanpasaeHne 3aKasHbIM MOYTOBLIM OTMNPaBAEHUEM C YBEAOMIEHUEM O
BpyYeHUM UM B GOpPMEe 3NEKTPOHHOIO AOKYMEHTa, MOAMMCAHHOIO 31EKTPOHHOM MOAMNMCLIO, NMBO
nepefada B 3/7EKTPOHHOW ¢Gopme MO TENEeKOMMYHMKAUMOHHbLIM KaHanamM CBA3W) 3aaBUTEO
perncTpaunoHHOro yaocrosepeHuns anbo yBegomneHus ob OTKase B rocyAapCTBEHHOM perncrpauuu
MeAMLMHCKOro U3A4eNM1sA C yKasaHMeM NPUUYMH OTKasa.

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 17.07.2014 N 670)

35. OCHOBaHMSAMW pJNAa  NPUHATAA  PErUCTPUPYIOWMM OpPraHoM pelweHuss o6 oTKase B
rocyfapCTBEHHOW PerncTpaunm MeamLmMHCKOro U3aenms aBasoTCs:
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a) Nosly4eHMe OT IKCMEPTHOrO YUYPEKAEHUA 3aKNHOUYEHUA MO pe3ynbTaTamM SKCNepPTU3bl KAYecTBa,
3¢ deKTMBHOCTU U He30nNacHOCTU MeaMLMHCKOTO U3AeNmnA, CBUAETENbCTBYIOWENO O TOM, YTO Ka4YecTBo, U
(nnn) addekTnBHOCTL, M (MNM) 6e3oNacHOCTb PEFUCTPUPYEMOrO  MEAMUMHCKOTO WU34enuns He
NnoATBEPXKAEHDI MOMYYEHHBIMU AAHHBIMWU, U (MAK) O TOM, YTO PUCK MPUUMHEHMA Bpesa 340POBbIO
rpaxgaH u MeauLMHCKUX PaboTHUMKOB BCAEACTBME MPUMEHEHUA MEAULMHCKOrO U3A4EeANA NpeBblaeT
3P PEeKTUBHOCTb €ro NPUMEHEHMS;

6) BbIiBIEHWE PErUCTPUPYIOWMM OPraHoM Mo pesynbTaTamM rOCYAapCTBEHHOIO KOHTPO/A 3a
obpalleHMem MeaANLMHCKUX U3Ae/IniA HeCOOTBETCTBUIM AaHHbIX 06 3pdeKTUBHOCTU M 0 Be3onacHoOCTH
MEeAMUMHCKOrO M3aenua AaHHbIM O MEAULMHCKOM WU3LeNUU, COAEPXALWMMCA B 3aABNEHUM O
perncrTpauum n AOKyMeHTax, yKasaHHbIX B nyHKTe 10 HacTtoawmx MNpasun.

(n. 35 B peaq, MocraHoBneHuA Mpasutenbcrsa PP ot 31.05.2018 N 633)

36. B TeyeHne 1 paboyero AHA Mnocne NPUHATUA PELIEHMA O FOCYAAPCTBEHHOM perncrTpaumm
MEAVLMHCKOTO  M34EeNUA  PErUCTPUPYIOWMIA  OpraH BHOCUT fAaHHble O 33apPerucTpupoBaHHOM
MEeOVNLMHCKOM U34eNnn B roCyapCTBEHHbIM peecTp B NopAAKe, NpelyCMOTPEHHOM MOCTAHOBAEHUEM
Mpasutenbctsa Poccuiickon Peaepaumm ot 19 utoHs 2012 r. N 615.

(8 pea. NoctaHoBneHui MpaButensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

KoHcynbTaHTlAOC: NpumeyaHue.

M. 37 (8 pea. MoctraHoBneHwus [pasutenbctBa oT 31.05.2018 N 633) He npuMeHAeTcs K
NPaBOOTHOLIEHWNAM, CBA3AHHbIM C OCYLLECTB/IEHUEM TOCYAAPCTBEHHON PErUCTPALUN MEeLMULUHCKUX
n3aenuin, BosHMKWum ao 13.06.2018.

37. K nameHeHuAm, BHOCUMbIM B AOKYMEHTbI, coaepKauimeca B pernctpaumoHHoOm AocCbe, He
Tp86yl0LLI,VIM nposeaeHMA 3KCNEPTU3bl Ka4yecTBa, 3d)d)eKTMBHOCTM n 6esonacHocTu megnumnHCKoOro
n3genna, OTHOCATCA:

a) U3MeHeHMne CBeAEeHUIN O 3aABUTeNe, BKAOUYasA CBeAeHNA:
0 peopraHM3aLmmn IPUANYECKOro nLa;

06 M3MEHeHUW HaUMeHOBaHUS IOpPNOAN4YeCKoOro nuua (I'IO/'IHOFO n (B Ccnyyae, ecnu VIMeeTCH)
COKpalleHHOoro, B Tom 4ncne d)MpMeHHOFO HaMMEHOBaHMﬂ), agpeca MmecCta ero HaxoxaeHua,

06 M3meHeHUM GaMUAnKN, UMEHU U (B CyYae, eCIN MMEETCA) OTYECTBa, agpeca MecTa XKUTeNbCTBa
WHAMBUAYANbHOrO NPeanpUHUMATENS U PEKBU3UTOB AOKYMEHTA, YA0CTOBEPAIOLLErO €ro JIMYHOCTL;

6) N3MEHEHNE CBE,D,EHMﬁ O /2imue, Ha UMA KOTOPOro MmoXKeT 6bITb BblgaHO pPerncrtpautmoHHOE
yOoctoBepeHne Ha megunumHCKoe n3genne, BKardaa CBeaeHUA:

O peopraHnsaunmn ropuan4ecKkoro nnua;

06 U3MEHEHUW HaUMeHOBaHUSA IOpUAnN4ecKoro nuua (I'IOﬂHOFO n (B Cny4dyae, ecniu VIMeF_‘TCFl)
COKpalleHHOoro, B TomM 4ucne d)MpMEHHOI'O HaMMeHOBaHMH), ajpeca MeCTa €ero HaxoxXaeHua Uunu
d)amvmmm, MMEHN U (B CQyvyae, ecnum MMeeTCH) OT4eCTBa, MeCTa XWUTenbCTBa WUHAUBUAYA/IbHOTO
npegnpuHUMaTena,

B) U3MEHEeHUe aapeca MecTa NPou3BoACTBa (M3roToBAEHUA) MeAMLIMHCKOTO U3aenus;

r) U3MeHeHne HaMMeHOBaHMA MeAULMHCKOTO U34enns B Clydae, ec/iv He U3SMEHUIUCh CBOICTBaA U
XapaKTepPUCTUKK, BAMAIOWME Ha KayecTBO, 3GdEeKTMBHOCTb M 6e30nacHOCTb MeAULMHCKOro U3aenus,
MW COBEPLUEHCTBYIOTCA €ro CBOMCTBA M XapPaKTEPUCTUKM NPU HEUIMEHHOCTU PYHKLUMOHANbHOro
HasHayeHuA 1 (MAKn) NpUHUMNA AenCcTBUSA, NpedycmaTpuBatoLLee:
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fobaBneHne (MCKAOYEHUE) NpPUHAANEXHOCTEN MEeAMUMHCKOTO W3AeNUs WUAU U3MEHEHUe UuX
HaMMeHOBaHMA;

YKa3aHue, nameHeHme mn UCKNK4YeHne TOBAPHOro 3HaKa U UHbIX Cpeacts nHOaunsumayaansauunmn
MeanUnMHCKOTo nsaenuna;

M3MEHEHME KOAMYeCcTBa eAVHWUL, MeAMUMHCKOrO W3A4e/Ma WAM  ero COCTaBHbIX 4acTen,
KOMMJIEKTYIOLNX, YKA3aHHbIX B MPUIOKEHUM K PETUCTPALMOHHOMY YAOCTOBEPEHMIO;

yKasaHue Uan UCKIoUYeHUe BapuaHTOB UCNONHEHUS (Moaeneit) meauLMHCKOro nsaenus;
M3MEHEHNE MAapPKUPOBKU U (MNN) yNaKOBKN MeOULMHCKOTo nsgenus;

[) M3MeHeHWe npousBoauTenem (M3rotToBuUTeNem) MeAMUMHCKOrO WM3AEeNUs CPOKOB AelCTBUSA
OOKYMEHTOB, COAEPKaLLMXCA B PErucTpaLMoHHOM A0CbE;

e) u3MeHeHMe WHbopmauuum 06  YNONHOMOYEHHOM npeacTaBuTene npousBoAuTeNs
(n3rotoBUTENA) MEAULIMHCKOTO NU3AENns.
(n. 37 B pepq, MocTtaHoBneHua Mpasutenbctsa PP ot 31.05.2018 N 633)

KoHcynbTaHTlAKOC: NpumeyaHue.

M. 38 (8 pea. MoctraHoBneHwus [pasutenbctea ot 31.05.2018 N 633) He npumeHsAeTcs K
NMPaBOOTHOLIEHMAM, CBA3AHHbIM C OCYLLECTBAEHMEM FOCYAapPCTBEHHON PEerucTpauum mMeauLnHCKUX
nsagenni, BosHMKWwnm go 13.06.2018.

38. [nA BHecCeHMs B AOKYMEHTbl, COAEpKallMeca B PEerncrpauMoHHOM [A0Cbe, U3MEHEHMN,
YKa3aHHbIX B NyHKTe 37 HacToAwmx MNpasuA, 3aaBuUTeNb He no3gHee Yyem Yyepes 30 paboumx gHel co gHA
N3MeHEeHMA COOTBETCTBYIOLWMX AaHHbIX NPeACTaBAAET (HanpaBAseT) B PErucTPUPYOWMIA opraH:

a) 3afBNEeHNE O BHECEHUN U3MEHEHWNI B AOKYMEHTbI, COAEeprKallMecs B perncTpaLMoHHOM A0Cbe
(nanee - 3asBNeHMEe 0 BHECEHUU U3IMEHEHUN), OPOPMAEHHOE B COOTBETCTBMM C NMYHKTOM 9 HacToAWMX
Mpasun;

6) KonmWio [OKYMeHTa, MNOATBEP)KAAIOWEro MOJHOMOUYMA YMNONHOMOYEHHOrO MpeacTaBuTens
npoussoautens (M3rotosutens);

B) OOKYMEHTbl M CBEAEHUss O COOTBETCTBYIOLMX M3MEHEHUAX, B TOM YUCAE [OKYMEHTbI,
noaTBep:Kaatowme M3MeHeHMA, yKasaHHble B noanyHkTax "a" - "B" nyHkta 37 HactoAwwmx Mpasun, a
TaKKe B C/ly4ae U3MEHEHUA HAMMEHOBAHMA MeANLNHCKOTO U3aenusa:

cBeageHuAa o HOpMaTMBHOﬁ AOKYMeHTaUMUN Ha MeJNLUUNHCKOE nU3aenune,

TEXHUYECKYHO [AOOKYMEeHTauuo npomssoaunTena (VI3I'OTOBVIT€I'IFI) Ha MeguunHCKoe wusaenue,
npmneeaeHHyO B COOTBETCTBME C HOBbIM HaMMEHOBaAaHNEM MEOULUNHCKOIO N3aenuna,;

3KCNyaTaUMOHHYI0 AOKYMEHTALMIO NPOU3BOAUTENS (M3rOTOBUTENA) HA MeANUMHCKOoe u3genuve (B
TOM YMC/Ie UHCTPYKLMIO MO NPUMEHEHWNIO UKW PYKOBOACTBO MO 3KCMAyaTaLMmu MeaULMHCKOTo usaenus),
npuBeaeHHY B COOTBETCTBME C HOBbIM HAMMEHOBaHUEM MEANLNHCKOTO U3genus;

doTorpaduyeckne usobpaxkeHus obuiero BMAA  MEOMUMHCKOIO  U3genus BmecTe ¢
NPUHAANENKHOCTAMW, HEOBXOAMMBbIMM ANA NPUMEHEHUA MEAMUMHCKOrO M34eNus Mo HasHauyeHuto
(pasmepom He meHee 18 CaHTUMETPOB B ANNHY M 24 CAHTUMETPOB B WNPUHY);

r) AOKYMEHTbI MPOU3BOANTENA U (MM) OPraHN3aLMIA, OCYLLLECTBAAIOLLMX NPOBEAEHNE TEXHUUYECKUX
MCMbITAaHWIM,  TOKCMKONOTMYECKUX  MCCNEAOBAHWA,  KAMHUYECKMX  WUCNbITaHWA  (pe3ynbTaThbl
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COOTBETCTBYHOLWMX MUCNbITaHUI), NOATBEPKAAIOLMNE, YTO BHECEHWE 3aABAEHHbIX M3MEHEHUI He Baeyet
M3MEHEHUA CBOWMCTB U XapaKTEPUCTUK, BAUAIOLLMX Ha KavyecTBO, 3PPeKTUBHOCTb UM He3onacHoCTb
MeANUNHCKOTO UM34eNnA, WUAU COBEPLUEHCTBYET CBOMCTBA W XapaKTEPUCTUKU NPU HEU3IMEHHOCTM
dYHKUMOHANbHOTO HasHaYeHna 1 (MaM) NpuHLMNa AeNcTBUA MeAULMHCKOro U3aenus;

[) opuUrMHan perucTpaumMoHHoro ygocrosepeHuma (aybnmkar);

€) onucb AOKYMEHTOB.
(n. 38 B pea,. MocTtaHoBneHuA Mpasutenbcrsa PP ot 31.05.2018 N 633)

KoHcynbTaHTIAKOC: NpumeyaHue.

M. 39 (B pea. MoctaHoBneHua [MpaBuTenbctBa oT 31.05.2018 N 633) He npumeHseTca K
NPaBOOTHOLIEHMAM, CBSAI3aHHbIM C OCYLLECTBNEHWEM FOCYAAPCTBEHHON PErucTpaummnm MeamLmMHCKUX
nsaenvin, BosHMkwmnm o 13.06.2018.

39. BHeceHMe M3MeHEHW B LLOKYMEHTbI, YKa3aHHble B nognyHKTax "8" u "r" nyHkTa 10 HacToAwwmx
MpaBun (3a WCKAOYEHMEM C/y4aeB, YKasaHHbIX B nognyHKTe "r" nyHkta 37 Hactoswmx Mpasun),
OCYLLECTBNAETCA MO pe3y/nbTaTaM  3KCNepTusbl KavecTBa, 3P¢PeKTMBHOCTM M HesonacHocTu
MeANUNHCKOTO M3aenusa, NpoBeAeHHON B MOpAAKe, aHA/JIOrMYHOM MOPAAKY NPOBEAEHMA SKCNepPTU3bI
KayecTBa, 3pPeKTMBHOCTM M 6E30MacHOCTU MEAMUMHCKOIO M3LEeNna B LLENsSX ero rocyAapcTBeHHOM
perucTpauumn B COOTBETCTBMM C NYyHKTOM 21 Hactoawmx [paBua, B cCayyae ecaum perucTpupyroLLmm
OpraHoM no pe3y/nbTaTaM MPOBEPKM MONHOTbI M [OCTOBEPHOCTU CBEAEHWI, COAEP)KALLMXCA B
npeAcTaBAEHHbIX JOKYMEHTaX, YCTAHOB/IEHO, UTO BHECEHWNE 3aAB/IEHHbIX USMEHEHW B/iIeYET N3SMEHEHME
CBOMCTB M XapaKTEPUCTUK, BAUAIOWMX Ha KayecTBo, 3PPeKTMBHOCTb M 6e30MacHOCTb MeAUUNHCKOrO
U3[enuaA, AN COBEPLUEHCTBYET €ro CBOMCTBA M XapPaKTEPUCTUKM NPU HEM3MEHHOCTU QYHKLMOHANBHOTO
Ha3HayeHuA 1 (MAK) NPUHUMNE AENCTBUA MEAULMHCKOTO U3aenus.

(n. 39 B pea, MocTtaHoBneHuA Mpasutenbctsa PP ot 31.05.2018 N 633)

KoHcynbTaHTIAOC: NpuMmeyaHue.

M3meHeHunAa, BHeceHHble [loctaHoBneHnem [lpaButensctea ot 31.05.2018 N 633 B8 n. 40, He
NPUMEHAIOTCA K NPaBOOTHOLIEHMAM, CBA3aHHbIM C OCYLLECTB/IEHMEM FOCYAAaPCTBEHHOM pPerncTpaumm
MeOMULMHCKUX U34enni, BOSHMKWKM o 13.06.2018.

40. B cnyyae ecnn OKYMeHTbI, NpeaycMOTpeHHble NnyHKTom 38 HacToAwwmx MpaBua, cocTasneHbl
Ha MHOCTPAHHOM A3blKe, OHMU NPeACTaBAATCA C 3aBEPEHHbIM B YCTAHOBJIEHHOM MOPAAKE MEPeBOAOM
Ha PYCCKUI A3bIK.
(B peq. NocTtaHoBneHui MpaButenbctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

KoHcynbTaHTlAOC: NnpyMeYaHume.

M3meHeHua, BHeceHHble [locTtaHoBneHnem [pasutenbctea ot 31.05.2018 N 633 B n. 41, He
NPUMEHAIOTCA K NPAaBOOTHOLLEHMAM, CBA3aHHbIM C OCYLLECTB/IEHWMEM FOCYAAPCTBEHHOMN PerncTpaLmm
MeAULMHCKUX U3aenuin, BosHMKWwum ao 13.06.2018.

41. 3asB/eHME O BHECEHUN U3MEHEHUI N AOKYMEHTbI, MPeayCMOTPEHHbIE MYHKTOM 38 HacToALLMX
MpaBua, NPUHUMAIOTCA PErucTPUPYIOLLMM OPraHOM MO OMUCKM, KOMMA KOTOPOW C OTMETKOW o aaTte
npuema yKasaHHbIX 3aABAeHMUA U AOKYMEHTOB B ieHb NpMema Bpy4YaeTca 3aaBUTENI0 MAW HanpasaseTca
eMy 3aKa3HbIM MOYTOBbIM OTMPaBAEHMEM C YBEAOMIEHUEM O BPYYEHUN UK B Gpopme 3/1eKTPOHHOro
JOKYMeHTa, MOAMMCAHHOrO  3/IeKTPOHHOM  MoAnucbio, AMBO B  3NEKTPOHHON  dopme no
TeNIeKOMMYHMKaLUMOHHbIM KaHanam CBA3M.

(8 pea. NoctaHoBneHui Mpasutensctea PO ot 17.07.2014 N 670, o1 31.05.2018 N 633)
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KoHcynbTaHTIAKOC: NpumeyaHue.

M3meHeHunAa, BHeceHHble [loctaHoBneHnem [lpasutenbctea ot 31.05.2018 N 633 B n. 42, He
NPUMEHSAIOTCA K MPaBOOTHOLIEHUAM, CBA3AHHbIM C OCYLLECTBIEHMEM FOCYAaPCTBEHHOM perncTpaunm
MeAULMHCKUX U3aenuim, BosHMKWKum a0 13.06.2018.

42. Pernctpupytowmin opraH He Bnpase TpeboBaTb OT 3aABUTENA NPEeACTaBAEHUA AOKYMEHTOB, He
npeaycMmoTpeHHbIX NyHKTOM 38 HacToawmx MNpasun.
(B pea. MocrtaHoBneHua Mpasutensctea PP ot 31.05.2018 N 633)

KoHcynbTaHTIAKOC: NpumeyaHue.

M3meHeHunAa, BHeceHHble [loctaHoBneHnem [lpasutenbctea ot 31.05.2018 N 633 B n. 43, He
NPUMEHAIOTCA K MPaBOOTHOLIEHUAM, CBA3AHHbIM C OCYLLECTB/IEHMEM FOCYAAPCTBEHHON perncTpaumnm
MeAULUMHCKUX U3aenun, BosHMKWKm ao 13.06.2018.

43. B TeyeHune 5 paboumx AHel co AHA NOCTYN/JEHUA 3aABJEHUA O BHECEHUU WM3MEHEHUN U
OOKYMEHTOB, NpeAyCMOTPeHHbIX NyHKTOM 38 HactoAawmx lNpaBua, perncTtpupyowmn opraH nposoauT
NPOBEPKY NONHOTbI U AOCTOBEPHOCTU CBEAEHWUN, COAEPKALWMXCA B HUX, B TOM YMCNE NYyTEM CPaBHEHWMA
TaKMX CBEOEHMA CO  CBeAEeHWAMM, NpPeACTaB/NeHHbIMM B MOPAAKE  MEeXBeLOMCTBEHHOTO
MHGOPMALNOHHOIO B3aMMOLeNCTBUA.

(8 pea. NoctaHoBneHui MpaButensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

KoHcynbTaHTIAOC: NpumeyaHue.

M3meHeHna, BHeceHHble [locTtaHoBneHnem [pasutenbctea ot 31.05.2018 N 633 B n. 44, He
NPUMEHSIOTCA K MPaBOOTHOLIEHMAM, CBA3aHHbIM C OCYLLECTBIEHUEM FOCYAAaPCTBEHHOM perncTpaumnm
MeOMULMHCKUX U34enni, BOSHMKWKM Ao 13.06.2018.

44. B cnyyae ecnu K 3afBAEHUIO O BHECEHUM M3MEHEHW He npuaaraloTcA AOKYMEHTbl B
COOTBETCTBUM C NoanyHKTamm "6" - "e" nyHkTa 38 HacTtosawwmx Mpasua 1 (MAn) B 3aABNEHUN O BHECEHUU
M3MEHEHMN YKa3aHbl HEAOCTOBEpPHble CBeAEHWUs NMBO0 AOKYMEHTbl, NpeayCMOTPeHHble NyHKTom 38
HacToswwmx Mpasun, npeacTaBieHbl He B NOJIHOM 06beMe, PermcTPUpPYIOLLMIN OpraH BpyYaeT 3asBUTENHO
yBe4oM/IeHNe 0 HeobxoAMMOCTM ycTpaHeHUs B 30-AHEBHbIM CPOK BbIABAEHHbIX HapyweHun u (unm)
NpeAcTaBNEeHNA LOKYMEHTOB, KOTOPble OTCYTCTBYIOT, MO0 HanpaB/seT Takoe yBeaomieHune B popme
3NEKTPOHHOTO [OKYMEHTA, MOAMMCAHHOIO 3/IEKTPOHHOW NOAMUCHIO, UAM B 3NEKTPOHHOU dopme no
TEIEKOMMYHMKALMOHHbIM KaHa/lam CBS3M, UM 3aKa3HbIM MOYTOBbIM OTMPABAEHMEM C YBEAOMIEHUEM
0 BpyYEHUM.

(8 pea. NoctaHoBneHui Mpasutenbctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

KoHcynbTaHTIAKOC: NpumeyaHue.

M3meHeHns, BHeceHHble [locTtaHoBneHnem [pasutenbctea ot 31.05.2018 N 633 B n. 45, He
NPUMEHAIOTCA K MPaBOOTHOLIEHUSAM, CBA3AaHHbIM C OCYLLECTB/IEHWEM FOCYAAPCTBEHHOM perncrpaunm
MeAULMHCKUX U3aenuin, BosHMKWKnm ao 13.06.2018.

45. B TeyeHune 3 paboumx AHeW co AHA NpeacTaBAeHUA Haaaexawmm obpasom opopmMaEHHOTO
3aAB/IEHUA O BHECEHMU U3MEHEHUIN U B NOJIHOM 06beMe AOKYMEHTOB, NPEAYCMOTPEHHbIX NMyHKTOM 38
HacToswmx [MpaBua, PErncTpupylowmMin OpraH MNPUHUMAET pelleHne O PACCMOTPEHUM YKa3aHHbIX
3afB/IEHMA U AOKYMEHTOB WAKM (B C/y4ae WX HECOOTBETCTBMA MOJIONKEHUSAM MyHKTa 38 HacCToALMX
MpaBun) 06 nx BO3BpaTe C MOTUBMPOBAHHbLIM 06OCHOBAHMEM NPUYNH BO3BPaTa.

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 31.05.2018 N 633)
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KoHcynbTaHTIAKOC: NpumeyaHue.

M3meHeHunAa, BHeceHHble [loctaHoBneHnem [lpasutenbctea ot 31.05.2018 N 633 B n. 46, He
NPUMEHSAIOTCA K MPaBOOTHOLIEHUSAM, CBA3AHHbIM C OCYLLECTB/IEHMEM FOCYAaPCTBEHHON perncrpaumnm
MeAULMHCKUX U3aenuin, BosHMKWKm ao 13.06.2018.

46. B cnyyae ecnn B 30-gHEBHbIM CPOK HE YCTpaHEHbl BbIsIBAIEHHbIE HapylweHus u (unan) He
npeacTaBeHbl AOKYMEHTbI, KOTOPbIe OTCYTCTBYIOT, PErnMCTPUPYIOWMA OpraH NpPUHUMAET pelleHne o
BO3BpaTe 3aABAEHUA O BHECEHUN W3MEHEHWI W [JOKYMEHTOB, MNPeAYyCMOTPEHHbIX MyHKTOM 38
HacToawwmx MNpaBuna, ¢ MOTUBMPOBAHHbIM 06OCHOBaHMEM NPUYMH BO3BpaTa.

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 31.05.2018 N 633)

KoHcynbTaHTlAOC: NnpuMeyaHme.

M. 47 (8 pea. MoctraHoBneHwus [pasutenbctBa oT 31.05.2018 N 633) He npuMeHAeTcs K
NPaBOOTHOLIEHWNAM, CBA3AHHbIM C OCYLLECTB/IEHMEM TOCYAAPCTBEHHOW PErUCTPaLLUN MeLULUHCKUX
n3aenuin, BosHMKWum ao 13.06.2018.

47. BHeceHWe W3MEHEHWI B [OKYMEHTbl, COAEep)Kalimeca B PerucTpaumoHHOM [OCbe, He
Tpebyowmnx MNpPoBeAEHUsA 3KCMepTU3bl KavecTBa, 3PPEKTUBHOCTM M He3onacHOCTU MeaULMHCKOro
U34eN1A, OCYLLECTBAAETCA PEFNCTPUPYIOWMM OPraHOM B CPOK, He npesblwatowmii 15 pabounx gHein co
OHA TMPUHATUA peleHMA O pPacCMOTPEHUM 3aAB/IEHMA O BHECEHWW U3MEHEHUA W [OKYMEHTOB,
npeaycMmoTpeHHbIX NyHKTOM 38 HacToawmx MNpasun.

BHeceHne M3MEHeHUI B OOKYMEHTbI, COAEPKALLMECA B PErucTpaumMoHHOM focbe, Tpebyrowmx
NnpoBeseHMA 3KCNepTusbl KayecTBa, 3¢PEeKTMBHOCTM M 6e30nacHOCTU  MeOMLMHCKOro wusgenus,
OCYLLECTBNAETCA PErucTpUpyloLMM OpraHoOM B CPOK, He npesblwatowmii 35 paboumx gHein co AHA
NPUHATUA peLeHnA O PaCcCMOTPEHUM 33ABNEHUA O BHECEHWU U3MEHEHWM U  [OKYMEHTOB,
npeaycMoTpeHHbIX NyHKTOM 38 HacToAawmx MNpasun.

(n. 47 B pea. MNoctaHoBneHus MpaButenbctea PO ot 31.05.2018 N 633)

KoHcynbTaHTlAOC: NpMeYaHme.

M3meHeHna, BHeceHHble [locTtaHoBneHnem [pasutenbctea ot 31.05.2018 N 633 B n. 48, He
NPUMEHAIOTCA K MPaBOOTHOLIEHUAM, CBA3AHHbIM C OCYLLECTB/IEHMEM FOCYAAaPCTBEHHON perncTpaumnm
MeAULMHCKUX U3aenuin, BosHMKWKnm ao 13.06.2018.

48. CpoK NPUHATUA PETUCTPUPYIOLLMM OPraHOM pPeLleHUA O BHECEHUM U3MEHEHUN B AOKYMEHTbI,
coaepKawmeca B PerMcTpauMoOHHOM A0Cbe, UCYUCAAETCA CO AHA MOCTYMN/AEHUA B PEerucTpupytowmni
opraH Hagnexalmm obpasom 0bopPMAEHHOTO 3aABEHNSA O BHECEHUN U3MEHEHWUI U B NOJIHOM 06beme
[OKYMEHTOB, NPeAyCMOTPEHHbIX NyHKTOM 38 HacTosawmx [Mpasua.

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

KoHcynbTaHTIAKOC: NpumeyaHue.

M. 49 (8 pea. MoctaHoBneHus [pasutenbctBa oT 31.05.2018 N 633) He npumeHsAeTcs K
NMPaBOOTHOLUEHWUAM, CBA3AHHbIM C OCYLLECTB/IEHUEM TOCYAAPCTBEHHON PErncTPaLmnm MeaULUHCKUX
nsaenvi, BosHMKwum o 13.06.2018.

49. MNpu BHECEHUM W3MEHEHWN B AOKYMEHTbI, COoAeprKalimMeca B PerncTpauMoHHOM Jocbe,
PErnCcTPUPYIOLLMIA OPraH OCYLLLECTBAAET CeAyHoLWMe MEPONPUATUA:

a) nNpuUHATME peleHnA O BHECEHUM W3MEHEHWUA B [AOKYMEHTbl, cogepKalumvecAa B
perncTpaunoHHOM A0Cbe, KOTOPoe 0POPMAAETCA MPUKA3OM PErnCTPUPYIOLLErO OpraHa;
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6) Bblgauya IKCMEPTHOMY Y4YperKAEHUIO 33a4aHuA Ha MNpoBeAeHMEe 3KCNepTU3bl KayecTBa,
abPeKTMBHOCTM M 6€30MacHOCTM MEeAULMHCKOTO M34eNMA W OLEHKa 3aK/OYEHMS 3KCMNepTHOro
YUYPEXKAEHUS ONA onpeaeneHus COOTBETCTBMA ero 3aZaHuio Ha NpoBeAEeHWe 3KCMNepTU3bl KayecTsa,
apPeKTMBHOCTM M 6e30MacHOCTU MEeAMUMHCKOro m3genvsa (B cayyae, YCTaHOB/AEHHOM MyHKTom 39
HacToAwwmx Mpasun). B cnyyae ycTaHOBNAEHMS HECOOTBETCTBMA 3aKNHOYEHUA IKCNEPTHOIO yupeRaeHus
YKa3aHHOMY 33a[aHUWI0 TaKoe 3aK/oYeHWe BO3BPALLAETCA B 3KCNEPTHOE yyperkaeHWe Ha AopaboTky,
CPOK KOTOpOl cocTaBnseT He 6onee 2 pabounx gHel co AHA MOAYYEHMA IKCMEPTHLIM yUYpeRaeHMem
BO3BpALLEHHOr0 3aKN0YEHNUS;

B) yBe4OM/IeHUE B NMUCbMEHHOW dopme 3anaBUTENA O MPUHATOM PELUEHUM 3aKasHbIM MOYTOBbIM
OTNPaBAEHMEM C YBEAOMIEHNEM O BPYYEHUN UK B GOPME 3EKTPOHHOIO AOKYMEHTA, NOAMMCAHHOIO
3NIEKTPOHHOM NOAMNUCHIO, MO0 B 3NEKTPOHHOM dopme MO TENEKOMMYHUKALMOHHbIM KaHanam CBA3U C
npuaoXeHnem nepeodOpPMIEHHOIr0 PEerncTpauMoHHOro yaoctoBepeHua (B C/ly4yae BHeceHus
M3MEHEHWA B HEro) M paHee BbIAAHHOIO PErucTPaLMOHHOrO YAOCTOBEPEHUS C OTMETKOW O ero
HeeNCTBUTENbHOCTU (C yKasaHueM aaThbl).

(n. 49 B pea. MNoctaHoBneHus Mpasutenbctea PO ot 31.05.2018 N 633)

KoHcynbTaHTMAOC: NpUMeyaHme.

M. 49(1) (8 pea. MNoctaHoBneHua [MpasutenbctBa oT 31.05.2018 N 633) He npumeHAeTca K
NPaBOOTHOLIEHUAM, CBA3aHHbIM C OCYLLECTB/IEHUEM TOCY[AaPCTBEHHOW PErncTpaumm MmeauLUHCKUX
n3aenuin, BosHMKWum ao 13.06.2018.

49(1). OcHoBaHMAMM NA BblHECEHWA 9KCNEPTHbIM y4peXaAeHNEM 3aK/TI0HEHNA O HEBO3MOXKHOCTU
n_n

BHECEHUA U3MEHEHWNI B JOKYMEHTbI, NPeAyCMOTPeHHble noanyHkTamm "B" u "r" nyHkTta 10 HacToAwmx
Mpasun, aBnstoTcs:

a) He4OCTOBEPHOCTb NPEACTaB/EHHbIX CBeAeHUI, 060CHOBbLIBAIOLWMX BHECEHNE U3MEHEHUI, B TOM
ynucae BbIABAEHHbIX PErucTPMPYIOLLMM OPraHoOM MO pesy/ibTaTam roCy4apCTBEHHOrO KOHTPO/A 3a
obpalleHeM MeaULNHCKUX U34eNni;

6) oTcyTCTBME B MpenCTaBAEHHbIX 3afBUTENEM OOKYMEHTaxX CBeLEeHWM, MOATBEPXKAAIOLWMX, YTO
U3MEHEHWs, BHOCMMblE B JOKYMEHTbl, COAEepXKallMecs B PErucTpaLuMoOHHOM JOCbe, He BJIeKyT
M3MEHEHWEe CBOWCTB M XapaKTEPUCTUK, BAUAIOWMX HA KayecTBO, 3ddeKTMBHOCTL M 6He3omnacHoCTb
MEAMLMHCKOrO M34eN1s, UAN COBEPLUEHCTBYIOT CBOWCTBA W XapaKTEPUCTUKU MNpPU HEU3MEHHOCTU
dYHKLMOHANBbHOMO Ha3HaYeHUA U (MAK) NpUHUMNA AeNCTBUA MEAUULMHCKOTO U34EeNUs.

(n. 49(1) BBeaeH MoctaHoBneHnem MNpasutenbctea PP ot 31.05.2018 N 633)

KoHcynbTaHTIAKOC: NpumeyaHue.

M. 49(2) (8 pea. MNoctaHoBneHua [MpasutensctBa oT 31.05.2018 N 633) He npuMeHaeTca K
NPaBOOTHOLUEHMAM, CBSA3aHHbIM C OCYLLECTBNIEHMEM FOCYAAPCTBEHHOM PErncTpaumm MeanUMHCKUX
n3aenuin, BosHMKWum ao 13.06.2018.

49(2). PerucTpupytowmini opraH B TedeHne 2 paboumx gHel Co AHA NOMYYEHWUA 3aKAlYeHun
3KCMEPTHOMO Y4YPeXKOAEeHM MPUHUMAET pelleHMe O BO3MOXHOCTM (HEBO3MOXHOCTM) BHECeHuA
M3MEHEHW B AOKYMEHTbI, COAEprKaliMecs B PerncTpalMoOHHOM [OCbe, U YBEAOMAAET O MPUHATOM
peleHnn 3aaBUTENA 3aKasHbIM NOYTOBLIM OTMPABIEHWEM C YBEAOM/IEHMEM O BPYyYEHUU UK B dopme
3/1IEKTPOHHOIO AOKYMEHTA, MOAMUCAaHHOrO 3/IeKTPOHHOM MOAMUCHI0, MO0 B 3/IEKTPOHHOW dopme Mo
TENEKOMMYHUKALLMOHHbBIM KaHa/1am CBA3MN.

OcHoBaHuem Aana NPUHATUA peleHnA 06 OTKase BO BHECEHUM W3MEHEHWI B AOKYMEHTbI,
cogepxawmeca B pPeErnctpayMoHHOmMm AOo0Cbe, ABAAETCA noaydyeHne pernctpyupyrouwlMm opraHom oOT
9KCNEPTHOro y4ypexageHna 3aknk4yeHna O HEBO3MOXKHOCTU BHeCEeHUA U3MEHEHUN B AOKYMEHTbI,
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cogeprkalymeca B permcTpauMoHHOM A0Cbe MeANLMHCKOro u3aenms.
(n. 49(2) BBegeH MoctaHoBneHnem MNpasutenbctea PP ot 31.05.2018 N 633)

50. YTpaTtun cuny. - NMoctaHosneHue Mpasutenbctea PO ot 31.05.2018 N 633.

51. B TeueHune 1 pabouyero AHA Nocne NPUHATUA peLleHna O BHECEHUM USMEHEHUIM B AOKYMEHTbI,
cozeprKalmecs B permcTpaLMoOHHOM AOCbE, COOTBETCTBYHOLIME CBEAEHMA BHOCATCA B FOCYAaPCTBEHHbIN
peecTp B nopsaake, npeaycMoTpeHHOM noctaHosneHnem MpasuTtensctea Poccuinickonn ®eaepauymm ot 19
noHa 2012 r. N 615.

(8 pea. NoctaHoBneHui Mpasutenbctea PO ot 17.07.2014 N 670, o1 31.05.2018 N 633)

52. B cnyyae ytpaTtbl peruMcTpauMOHHOro yAOCTOBEPEHUA WUAW ero nopyu 3aaBuTeNb Brpase
06paTUTLCA B PErUCTPUPYIOLLMIA OPraH C 3asBIEHWMEM O NpeaocTaBaeHnn aybanKaTa permcTpaumoHHOro
yA0cToBepeHua (ganee - 3asBeHNE 0 NpenocTaBaeHmm gybaunkara).

B cnyyae nopym perncTpauMoHHOro yA0CTOBEPEHMA K 3aABAEHUI0 O NpesoCcTaBaeHnmn [],y6I'IMKaTa
npunaraetTca ncnopyeHHoe perncTtpaumoHHoe yaocrosepeHme.

53. B TeyeHue 7 pabouux AHEN cO AHA MNOJYYEHUA [AOKYMEHTOB, YKa3aHHbIX B MyHKTe 52
HacToAwmx MpaBua, perncTpmpyowmin oprad obopmanet aybanKaT permcTpaumoHHOro yaoCTOBEPEHMS
Ha ©6naHKe pPerncrtpaumMoHHOro  yAOCTOBEepeHuAa C nomeTkamm  "aybnaukat" wn "opurmHan
PEerucTpPaunoHHOro YAOCTOBEPEHUS TMPU3HAETCA HeAencTByloWMM" U BpydyaeT Takon aybaukar
33ABUTE/IIO UM HAaNpaB/iAEeT ero 3aKasHblM NMOYTOBbIM OTNPAB/IEHNEM C YBEAOMIEHMEM O BPYUYEHUN.

(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 17.07.2014 N 670)

54. Perncrpupytowmii opraH GopmumpyeT permcTpauMoHHoe A0Cbe U3 Cleayowmnx 4OKYMEHTOB:

a) 3aABNEHME O PEFUCTPALMMN U AOKYMEHTbI, NPeaycMoTPeHHble NyHKTOM 10 HacToawwmx MNpasua,
3anBAeHNEe O BO30OHOBNEHWMW TFOCYAAPCTBEHHOW PErMcTpaumm MeguLMHCKOro W3fenuvsa, 3anpocbl U
OOKYMEHTbI, NpeaycMoTpeHHble nyHKTamu 21(1) n 30 Hactoawwmx lNpaBua, 3asBieHWE O BHECEHUM
U3MEHEHUWN N AOKYMEHTbl, NpeAyCMOTpeHHble NyHKTOM 38 HacToAawmx MNpaBun, a TakKe 3aAaBieHne o
npegocrasneHnn aybamkara;

(8 pea. NoctaHoBneHui Mpasutenbctea PO ot 17.07.2014 N 670, o1 31.05.2018 N 633)

6) Konusa 3afJaHWA Ha NpoBedeHWME 3KCNEePTM3bl KavecTBa, 3GGEKTMBHOCTUM M He3onacHoCTU
MeaULMHCKOro nsaenmsa, opopmieHHOro PEFMCTPUPYIOWMM OPraHOM,;

B) KOMMA 0GOPMIEHHOTO PErUCTPUPYIOWUM OPraHOM paspelleHna Ha NpoBeaeHne KANHUYECKUX
NCNbITAaHUN MEANUMHCKOTO U3aenus;

r) 3aKkn4eHus, OPOPM/EHHble 3KCNEPTHbIM YuperKaeHWeM Mpu NpPoBeAeHUWN 3KCnepTU3bl
KayecTBa, 3¢ deKTMBHOCTU M 6e30MacHOCTU MeAULMHCKOro U3AEeNMS;

Z) KOnuu NpuKasos, 0pOPMIEHHbIX PEFUCTPUPYIOLUM OPraHOM;

€) KOMmua  PEerucTpaumoHHOrO  YAOCTOBEPEHWA  WAM  YBeLOMJIeHWH,  OPOPM/IEHHbIX
PErnucTpUpyoLLMM OPraHom;

X) Konua aybauvKaTa pPerncTpauMoOHHOrO YyAOCTOBEPeHUs, OPpOPMIEHHOrO0 PErncTpUpyoLLMM
opraHom.

55. YTpatun cuny. - NMocraHosneHue Mpasutenoctsa PP ot 31.05.2018 N 633.

55(1). OcHOBaHMAMM ANA BbIHECEHWUA SKCNEPTHLIM YUpeXKAeHNEM 3aKNHOUEHNA O HEBO3MOMXKHOCTU
n_n

BHECEHWA U3MEHEHWUI B JOKYMEHTbI, NpesycMoTpeHHble nognyHkTamu "B" u "r'" nyHkTa 10 HacToAwmx
Mpasun, aBnstoTcs:
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a) HeAO0CTOBEPHOCTb NpeacTaB/IEHHbIX CBE,CI,EHVIVI, 06OCHOBbIBaIOLLI,MX BHECEHUe M3MEHeHMﬁ;

6) oTcyTcTBME CBefeHWi, MOATBEP:KAAWMNX HEU3MEHHOCTb (QYHKLMOHA/NbHOrO HasHaydeHua u
(vnn) npuHUMNa AencTBMA MeAULMHCKOrO U3Aenuns, B CBA3M C BHOCMMbIMW MU3MEHEHUAMU B
OOKyMeHTauMio.

(n. 55(1) BBegeH MoctaHoBneHnem Mpasutenbctea PP ot 17.07.2014 N 670)

55(2). A63aubl nepBblit - BTOPOW yTpaTuauM cunay. - [locTaHoBneHune Mpasutenbctea PP ot
31.05.2018 N 633.

XpaHeHue pPerncTpaLmMoHHOro A0Cbe OCYLIECTBASETCA PErncTpupylollMm OpraHom B MOPAJKe,
YCTaHOBNEHHOM 3aKoHoAaTenbcTBOM Poccuiickon ®enepaumm 06 apxmsHom aene.
(n. 55(2) BBegeH MoctaHoBneHnem MNpasutenbctea PP ot 17.07.2014 N 670)

56.B PETNCTPAULNOHHOM YAOCTOBEPEHNN YKA3bIBAKOTCA Caeaytouine ceeaeHunA:

a) HanmeHoBaHNne MmeanunHCKoOro nsaenuna (C YKasaHnem I'IpMHE]LI,I'IEH(HOCTEVI, HEO6XO,CI,MMbIX Aana
npumeHeHna megnumHCKoro nsaenna no Ha3Ha‘-IEHVHO);

6) gaTta rocy4apcTBEHHOMN PerncTpaumm MeanUmHCKOro U3Ae/na U ero PermcTpaLumoHHblii Homep;

KoHcynbTaHTIAOC: NpuMmeYaHue.

Mn. "8" n. 56 (B pen. MoctaHoBneHus Mpasutensctea ot 31.05.2018 N 633) He npumeHseTca K
NMPaBOOTHOLIEHMAM, CBA3AHHbIM C OCYLLECTBNEHMEM FOCYAapPCTBEHHON perucTpauum mMeauunuHCKUX
nsaenvin, BosHMKwmnm o 13.06.2018.

B) B OTHOLIEHWM ML, HA MMA KOTOPOTO BblAAaHO PErUCTPALMOHHOE YAOCTOBEPEHUNE, - NOHOE U (B
C/lyyae, ec/iM MMEEeTCs) COKpalleHHoe HaMMeHOBaHWe, B TOM uucie GpUPMEHHOE HaMMeHOBaHWe,
OpraHM3aLMoHHO-NpaBoBan Gopma PUANYECKOTO ANLLA U aAPEC MECTA Er0 HAXOXKAEHUA UAK pamuaus,
uma un (B cnydae, ecaM  MMeeTcs) OT4YeCTBO, aApec MecTa KUTeNbCTBa WHAVBUAYANbHOTO
npegnpuHMMmaTens;

(nn. "8" B pea. MNoctaHoBneHus MpaBuTtenbctea PO o1 31.05.2018 N 633)

KoHcynbTaHTIAKOC: NpumeyaHue.

N3meHeHun, BHeceHHble MocTaHoBneHnem MpaButensctea ot 31.05.2018 N 633 8 nn. "r" n. 56, He
NPUMEHAIOTCA K NPAaBOOTHOLLEHMAM, CBA3aHHbIM C OCYLLLECTB/IEHNEM FOCYAaPCTBEHHOM PerncTpaumm
MeAULMHCKUX U3aenuin, BosHMKWKnm a0 13.06.2018.

r) B OTHOWeHWMWM npousBoauTens (M3rotoBuTens) - nosHoe W (B caydyae, ecanm umeetcs)
COKpallleHHoe HaMmeHoBaHWe, B TOM 4Yucne pupmeHHoe HaMMeHOBaHMe, OpraHM3aLMOHHO-NPaBOBas
dopma M agpec mMecTa HaxoKaeHua uam pamunma, umsa u (B caydae, ecainm MMeeTca) oT4ecTBo, agpec
MEeCTa UTeNbCTBa UHANBUAYANbHOTO NpeanpuHuMmaTens;

(8 peq. NocTtaHoBneHui MpaButenbctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

Zl) MecTo Npon3BOACTBa MEAULIMHCKOTO U3aenvs;
€) Homep perncTpaLmoHHOro A0CbE;
KoHcynbTaHTIAKOC: NpumeyaHue.
MocTtaHoBneHnem MpasuTtenbctea oT 31.05.2018 N 633 nn. "k" nckntoveH. YKazaHHOe M3MEHEHUE He

NPUMEHAETCA K NPaBOOTHOLIEHUSM, CBA3@HHbIM C OCYLLECTBNEHMEM FrOCYyAaPCTBEHHOMN pPerncTpaumnm
MeAULMHCKUX U3aenuin, BosHMKWum ao 13.06.2018.
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X) yTpaTtun cuny. - NoctaHosneHue MNpasutenbctea PP ot 31.05.2018 N 633;

3) K/JacC NOTEHUMANbHOTO pUCKA MPUMEHEHUS MEAMUMHCKOTO M34eAMA B COOTBETCTBUM C
HOMEHKNATYPHOM  KnaccuduKaumen MeOUMUMHCKUX U3Aenui, yTBep:KAaemol MUHUCTepcTBOM
34paBooXpaHeHus Poccuiickoin Peaepauuu;

1) Koz O6LLEepPOCCUNCKOro KnaccupuKkaTopa NpoayKLUKM Mo BUAAM SKOHOMUYECKOW AeATE/IbHOCTHU.
(nn. "n" B pea. NoctaHoBneHus MpasuTtenbctea PO ot 10.02.2017 N 160)

57. Pernctpupyowmn opraH npMHMUMaeT pelleHne ob OTMeHe rocyAapCTBEHHOM perncTpaumnm
MEeONLMHCKOIO U34eMMA B CIEAYIOWMX CAYyYasX:

a) nogavya 3aABUTENIEM 3aAB/IEHUA 06 oTmeHe I'OCYAapCTBeHHOﬁ perncrpaunmn megnumHCKOro
n3aenna;

6) BblHECEHME CYAOM pelleHnAa O HapyweHun npae npaBoobnagatens Ha pesynbTaThbl
WHTENNEKTYaNIbHOM  AEeATeNbHOCTM W MNpPUPaBHEHHbIE K HUM CpeacTBa WMHAMBMAYyaNUsauum npwu
obpalleHnM MegULMHCKUX U34eNnid;

B) NpeacTaB/iieHne ynoaHoMouYeHHbIM MpaButenbctBoMm Poccuiickoit deaepaumm dpeaepasbHbiM
OPraHOM MCMNOJIHATE/IbHOW BAACTU MO pe3y/ibTaTaM OCYyLLeCTB/ASeMOro MM rocyapCTBEHHOTO KOHTPONS
3a obpalleHnem MeAMUMHCKUX M34e/Ini, CBeAeHUM, noaTBepXaatowmx ¢aktbl U 06CTOATENbCTBA,
co3gatolme yrposy KM3HW U 340POBbIO TpakKaaH U MeAUUMHCKUX PaboTHUKOB MPU MPUMEHEHUU U
3KcnAyaTaumMm MegULMHCKUX U3Lennii;

r) BbIABNEHWE PErUCTPUPYIOLMM OpraHoM NO pesynbTaTaM roCyAapCTBEHHOIO KOHTPOAA 3a
obpalleHeM MeAULMHCKUX MU3LEeNUIA HeAOCTOBEPHOCTM CBEAEHUIM B AOKYMEHTaX, COAEPMKalLMXcA B
pPerncTpaunMoHHOM A0Cbe, MPeAcTaBAEHHbIX 3afBUTENEM W MOBAMABLUMX Ha Pe3y/bTaTbl 3KCNepTU3bl
KayecTBa, 3¢ PeKTMBHOCTU M 6e30MacHOCTU MeAULMHCKOro U3AeNus;

(nn. "r" BBeaeH MNoctaHoBneHnem Mpasutenscrea PP ot 31.05.2018 N 633)

A) nonyyeHne PerucTpypylolMM OpPraHOM 3aK/OUYEHUA SKCMEPTHOrO YUYPEXKAEeHUs O TOM, 4TO
cogeprkalmeca B rocy4apCTBEHHOM peecTpe MHCTPYMEHT, annapat, npubop, obopyaoBaHue, maTepuan
M Npoyne usgenma no cBoemy GpyHKUMOHANbHOMY Ha3HauyeHUIo U (MAK) NPUHUMNY AEWCTBUS HE MOTYyT
NPUMEHATBCA B MEAUUMHCKUX LEeNax U He ABAAITCA MeAUUMHCKUMU u3gennamu. Takoe 3akiodeHue
npeacTaBnserca (HanpaBAAETCA) SKCNEPTHbIM YYPEKAEHUEM B PErUCTPUPYIOLWMIA opraH B TedyeHne 10
pabouMx AHeM CcOo [AHA MOCTYM/IEHUS B 3JKCMEepTHoe YypexkaeHue COOTBETCTBYIOLLEro 3ajaHus
PErUCTPUPYIOLLEro OpraHa C NPUIOKEHNEM AOKYMEHTOB PErmcTpaLMOHHOIo A0ChE.

(nn."n" BBeaeH MNoctaHoBneHnem MpasuTenbcTea PO ot 31.05.2018 N 633)

58. Peructpupylowmii opraH pasmellaer MHOOPMALMIO, CBA3AHHYIO C OCYLLECTBAEHMEM
rocyAapCTBEHHOW pPerucTpauuMm MeguuUMHCKOrO W34envs, BHECEeHMEM W3MEHEHWUW B [AOKYMEHTbI,
cofepKalimecs B perncTpauMoHHOM A0Cbe, M Bblaayei aybanKaTa perMcTpaumMoHHOro ya0CTOBEPEHNS,
Ha cBoem o0dMLMaNbHOM caiTe B MHGOPMaLMOHHO-TEIEKOMMYHUKALUMOHHOM ceTu "UHTepHeT".

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 31.05.2018 N 633)

58(1). IKCMepTHOE y4pexAeHMe OCYLLECTB/AAET KOHCY/IbTUPOBaHME MO BOMPOCam npoueayp,
CBA3AHHbIX C rOCyAapCTBEHHOW permcrpaumen MegumuuMHCKUX W3OeANi, B NOpAAKe, YCTaHOB/JEHHOM
PErncTPUPYIOLLMM OPraHoM.

(n. 58(1) BBeaeH MoctaHoBneHnem MpasuTennbcrtsa PP ot 10.02.2017 N 160)

59. PeweHuns n pencteusa (6e3nencTBue) pervcTpupyrollero opraHa, rnosfeKkwue 3a cobol
HapyweHWe NpaB PUAMYECKOTO MLA, UHOMBUAYANLHOTO NMPEeANPUHUMATENS, a TaKKe 3aKNiuYeHus
3KCMEPTHOrO y4YpexaeHua Mo pesynbTaTamM MpoOBeAeHHbIX MM B COOTBETCTBMM C HACTOAWMMM
MpaBunamm 3KCNepTM3 MOryT ObiTb 063KanoBaHbl 3aABUTENEM B MOPAAKe, YCTaHOBAEHHOM
3aKoHogaTenbcTBOM Poccuiickon Peaepauun.
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(8 pea. NoctaHoBneHui Mpasutensctea PO ot 17.07.2014 N 670, o1 31.05.2018 N 633)
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