006 yTBepxaeHuu MNMpaBun rocyaapcTBeHHOW PerucTpaumm
MeOULUHCKUX U3pennmn

MocTaHoBneHue MpasuTtenbcTBa Poccunckon ®epgepauum « Ne 1416 - o1 27.12.2012 - MpaBuTenbCTBO POCCMINCKON
depepaunn - [1eNCTBYET C U3MEHEHNAMU

MocTtaHoBneHwue MpasuTenbcTBa Poccuinckon ®epepaumm ot 27.12.2012 r. Ne 1416 (CobpaHue
3aKoHoJaTeNnbCTBa Poccninckon ®Pegepaumm ot 2013 1., Ne 1, cT. 14)

MPABUTEJIbCTBO POCCUNCKOW ®ELEPALIN

MOCTAHOBNEHUNE

oT 27 nekabpsa 2012 r. Ne 1416

MOCKBA

YTpaTtuno cuny - NoctaHosneHune MpasutenbcTea Poccunckon Pepepaumm ot 30.11.2024 Ne 1684

06 yTBepxxaeHun MpaBui rocyfapCTBEHHON perncTpaumm

MeONLUNHCKUX U3genni

B cooTBeTCTBMM CO CTaTben 38 PepnepasibHOro 3akoHa "O6 0CHOBaxX OXpaHbl 340POBbSA FpaXkAaH B
Poccuinckon ®egepaummn” MpaBmtenscTBo Poccuinckon ®egepalmm NnoCTaHOBASET:

1. YTBepanTb Npunaraemble MNpasuna rocyLapCTBEHHON perncTpaumm MeguumMHCKUX N30ennia.

2. YCTaHOBWUTb, 4TO:

a) perncTpaunoHHbIe YOOCTOBEPEHUS Ha U3LeNnsa MeQULMHCKOro Ha3HaYeHNSA N MeQULMHCKYIO TEXHUKY C
YCTaHOBJ/IEHHbIM CPOKOM AENCTBUS, BblAaHHbIE [0 AHS BCTYMJIEHUS B CUJY HACTOSALLEro NOCTaHOBJIEHNS,
AENCTBYIOT 4O MCTEYEHMS yKa3aHHOro B HUX CPOKa AENCTBUS;

6) perncTpaunoHHbIe YOOCTOBEPEHUS Ha U3AENNS MEOULMNHCKOrO Ha3HAYeHUS N MEOULMHCKYHO TEXHUKY
6eccpo4yHOro OencTBMA, BblhaHHbIE A0 AHA BCTYMJIEHWSA B CUY HAacTOSALWEr0 NOCTAHOB/IEHMS,
AeNCTBUTENbHbI U NoaJsiexaT 3aMeHe a0 1 aHBapsa 2021 r. Ha perncTpaLnoHHbIe YAO0CTOBEPEHNS MO
thopme, yTBepxLaeMmon PeaepanbHon cnyxbom no Ha30py B chepe 34paBOOXPAHEHNS.

3aMeHa perucTpaunoHHOro yaoCcTOBEPEHNS OCYLLeCTBAAETCS 6e3 NpoxXoXXaeHUs npouenypbl
roCyaapCTBEHHOW PErncTpaLumn MeanLUUHCKNX N3Lennii Ha OCHOBaHMMN 3asaBNIEHUS, NPeaCcTaBeHHOr 0
3aaBuTenem B ®efepancHyto cyxby no Haf30py B chepe 34paBOOXPaHEHNS, C YKa3aHWEM CBeAEHUN,
npefycMoTpeHHbIX MNpaBunamm, yTBEPXAEHHBIMU HACTOSALLUM NOCTaHOBJIEHNEM.

3. FocypapCTBEHHaa perncTpaumnsa MeauunHCKNX n3genmnin, npeacTaBieHHbIX Ha roCyAapCTBEHHYIO
perncTpaumio 4o AHA BCTYMNJIEHMA B CUY HAaCTOALWEro NOCTAHOBEHMNSA, OCYLLECTBASETCA Ha OCHOBaHWM
LOKYMEHTOB, NPeCTaBAEHHbIX 40 AHA BCTYMNAEHNS B CUY HAaCTOALLEr0 MOCTAHOBEHNS, @ TaKXe
3a5BJIEHNSA O rOCYAaPCTBEHHOWN PErnMCTpaLun MeaNLUHCKOro n3genmns, NpeacTaBieHHOro 3asBUTENEM B
COOTBETCTBUU C lMpaBuiamMn, yTBEP)KAEHHLIMU HACTOALLMM NOCTaHOBAEHNEM, B PefepanbHyto ciyxby no
HaA30py B chepe 34paBoOOXpPaHEHNS.

4. Peann3saumsa noJIHOMOYUIA, NPefyCMOTPEHHbIX HACTOALLMM MOCTAaHOBAEHNEM, OCYLLECTBASETCA B
npenenax yCcTaHOBEHHbIX MpaBuTenbCTBOM Poccuinckon ®Pegepauny npeaenbHON YNCAEHHOCTH
paboTHMKOB LIeHTpanbHOro annapata ®PenepanbHol cnyxbbl N0 Haa30py B Chepe 34paBOOXPaAHEHUS, a
Takxe 610 4)KEeTHbIX aCCUFHOBaHWI, NPeayCcMoTpeHHbIx Cnyxbe B heaepansHOM B0 KeTe Ha PyKOBOACTBO
1 ynpaBneHne B chepe YyCTaHOBAEHHbIX (YHKLNNA.

5. HacTosLlee nocTaHoB/IEHMEe BCTYNaeT B cuily € 1 aHBapsa 2013 r.

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepaunn [.Mensenes
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YTBEPXIEHbI

nocTaHoBNeHVeM lNpaBUTenLCTBa
Poccuinckon ®epepauun

oT 27 nekabpsa 2012 r. Ne 1416

MPABUNJTIA

rocyfapCTBEHHON perncTpaunmn mMeguunHCKnX n3genni

1. HacTosiwue MpaBnna yCcTaHaBAUBAOT NOPAAOK roCy4apCTBEHHON perncTpaumm MeguumHCKnUX n3genni,
noanexawux obpalleHunio Ha TeppuTopun Poccuinckon Genepauuu.

2. FocypapCTBEHHON perncTpauny nognexat nobble MHCTPYMeHThI, annapaTsl, npubopsl, 0bopyaoBaHue,
MaTepuasbl U Npoyne ngenns, npuMeHsemole B MeQULMHCKUX Lenax OTOe/IbHO UK B COYEeTaHUn MeXay
cobol, a Takxxe BMecTe C ApYyrumun npuHaanexXHoCcTamMmn, HeobxogumbIMn 419 NMPUMEHEHNS YKa3aHHbIX
n3genni No HasHavyeHuo, BKAKYasa cneunanbHoe NnporpaMMmHoe obecneyeHme, n NnpegHa3HavYeHHble
npou3BoauTeNeM (M3roToBuTeneM) Ana NPoPUIAKTUKN, UArHOCTUKN, TIeYEeHUsA U MeaULINHCKOW
peabunntaunn 3aboneBaHNn, MOHUTOPUHIA COCTOSHMSA OPraHn3Ma YenoBeKa, NMPoBeAeHNA MeAULNHCKMX
nccaenoBaHui, BOCCTAHOBIEHNS, 3aMeLLeHNS, U3MEHEHUSA aHAaTOMUYECKON CTPYKTYPbI UK
PU3N0NIOrNYeCcKX YHKLNA opraHn3Ma, NpenoTBpaLleHNs Uan npepbiBaHUa bepeMeHHOCTH,
(PYHKLNOHAIbHOE Ha3HaYeHne KOTOPbIX He peasin3yeTca nyTem papMakonornyeckoro,
MMMYHOJI0rM4ECKOro, FEHEeTUYECKOro M MeTabonmyeckoro BO3AENCTBMSA Ha OPraHM3M YesloBeKa (fanee -
MeOULUHCKNE U3[enns).

MenonumHcKne nigenus, nepedncrieHHole B nyHKTe 11 ctaton 4 CornaweHms o eANHbIX NPUHLUNAX U
npaBuaax obpalleHns MeQULNHCKNX U3gennii (M3gennin MeguUMHCKOro Ha3HaYeHna 1 MeANLNHCKON
TEeXHWUKWN) B paMKax EBpPa3niickoro aKoOHOMNYeCckoro cot3a oT 23 nekabps 2014 r., B TOM Yucne
MegMLUNHCKNE N30ens, KOTOPbIE N3roTOBMIEHbI N0 NHAMBUAYAJbHBIM 3aKa3aM NaLUeHTOB, K KOTOPbLIM
npeabaBAATCS cneynanbHble TPeboBaHNSA MO Ha3HAYEHUI0 MeANLNHCKMX PabOTHNKOB 1 KOTOPbIE
npegHa3HavyeHbl UCKJIOYUTESIbHO 418 JIMYHOr0 UCMONb30BaHNA KOHKPETHbLIM MaLWeHTOM, a TakxXe
MegMUNHCKNE N3[enns, KoTopble npefHasHadyeHbl 415 UCM0JIb30BaHUSA Ha TEPPUTOPUN MEXOYHAPOLHOIO
MeOMLUNHCKOro KiacTepa Uin Ha TeppuTopusax MHHOBALIMOHHbLIX Hay4YHO-TEXHOJIOrMYECKNX LLeHTPOB, He
nogJsexaT rocyfapCTBEHHON perncTpaunm B COOTBETCTBUM C HYacTbio 5 cTaTbk 38 PefepasibHOro 3aKoHa
"06 ocHOBax OXxpaHbl 340p0BbA rpaxkaaH B Poccuinckon Gegepauun”.

3. FocypapCTBEHHan perncTpaumsa MeanuUnHCKUX U3nenunn ocyectensetcs ®enepasbHon cyxbow no
HaA30py B cchepe 34paBoOOXpaHeHNs (Qanee - perncTpUpyoLWwmnin opraHx).

4. B HacToAwwMX MNpaBnnax NCNonb3yTca cenyLlmne 0CHOBHbIE NOHATUS:

"6e30MacHOCTb MEAULNHCKOrO n3aenma" - oTCyTCTBME HEAOMYCTUMOro PUCKa MNPUYNHEHNS BPEdA XU3HU,
3[10POBbIO YE/I0BEKA U OKPYXatoLWen cpefe npu Ncnosib30BaHMM MequLMHCKOro n3genmsa no Ha3HavyeHuto B
YCNOBMAX, NPeayCMOTPEHHbLIX NPon3BoAMTENEM (M3roTOBUTENEM);

"Ka4yeCTBO MEANLMHCKOro n3genuns" - COBOKYMHOCTb CBOMCTB U XapaKTePUCTUK MeQULMHCKOro n3genms,
BAUSIOLLMX Ha €ro cnocobHOCTb AEeNCTBOBATL MO Ha3HAYEHWIO NPW YCSI0BUN COOTBETCTBMSA TpeboBaHNAM
HOPMATMBHOMN LOKYMEHTALNN, TEXHUYECKON N 3KCMyaTaUNOHHON OKYMeHTaUnyM Npon3BoanTens
(n3rotoBuTens);

"KNMHMYECKMEe NCNblTaHUs" - pa3paboTaHHOE U 3anJaHNPOBaHHOE CUCTEMATMYECKOE MCCneaoBaHue,
npeanpuHATOE, B TOM YMCe C y4acTMEM YesloBeKa B KavyecTBe cybbekTa 414 oueHkn 6e3o0nacHoOCTM 1

3 EKTUBHOCTN MEANLUHCKOrO N34enuns;

"HopMaTMBHaA AOKYMeHTauns" - LOKYMEHTbI, pernaMeHTupytowmne TpebosaHna 6e3onacHOCTH, KayecTBa, a
Tak)Xe npepnnosiaraemyto 3pPeKTUBHOCTb NPesyCMOTPEHHOIr0 MPUMEHEHNS U METObl KOHTPOIS
COOTBETCTBUSA MEANLIMHCKOrO U3aenns sTuM TpeboBaHnaM;

"perncTpaumnoHHoe A0Cbe" - KOMMIEKT JOKYMEHTOB, NMPeACTaBSseMbIX OJ19 FOCYAapCTBEHHOM
perncTpaumm, BHECEHUS N3MEHEHUI B TaKUe AOKYMEHTHI, @ TaKXe KOMWUW PeLUeHNiA, MPUHATbIX
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PErNCTPMPYIOLLINM OPraHOM B OTHOLLEHUN KOHKPETHOI0 MEAMLIMHCKOrO N3aenns;
"TexHn4yeckas LOKyMeHTauus nponssoanTens (M3rotoBuTens)" - QOKYMEHThI, pernaMeHTupyowmue
KOHCTPYKLMIO MEAULMHCKOrO N34eNna, yCTaHaBAMBaloLWMe TexHnYeckne TpeboBaHns n cogepxalimne
JlaHHble Ans ero pa3paboTku, NPon3BOACTBa, NPUMEHEHMNS, IKCNyaTaUWmM, TEXHUYECKOr0 0BC/TYy)XUBaHUS,
PEMOHTA, YTUIN3aLUN UAN YHUYTOXKEHNS;

"TeXHMYeCcKne ncnbiTaHma" - NCNbITaHNS C LieSbIo onpeneneHns COOTBETCTBMSA XapaKTEPUCTUK (CBONCTB)
MeONLUHCKOro n3aenmsa TpeboBaHNSM HOPMATUBHOM AOKYMEHTaLMMN, TEXHUYECKOW 1 3KCNayaTalOHHON
JOKYMeHTauuMm Npon3BoanTens (M3roToBUTeNs) 1 NPUHATUSA NOCAeOYLWEro PeWeHNs 0 BO3MOXXHOCTM
NPOBEEHNS KIMHNYECKUX UCMbITAHWNA,

"TOKCMKOIOrn4yeckmne nccnefoBaHns” - nCCnefoBaHmMA B Lensx oueHkn buonorunyeckon 6esonacHocTu
MeOMLUNHCKOro N34eNna U NPUHATUS NOCEAYIOWEr0 PELIEHNS 0 BO3MOXHOCTW NPOBEAEHNSA KIIMHUYECKINX
NCMbITaHWIA,

"YNOSIHOMOYEHHbIN MPeaCcTaBUTENb MPON3BOAUTENS (M3rOTOBUTENSA)" - OPUANYECKOE JINLIO UK
WUHAMBUAOYANbHbIA NMpeanpuHUMaTeSb, 3apPerncTpPUPOBaHHbIE Ha TeppuTopun Poccuinckon ®enepauun,
YMNOJIHOMOYEHHbIE MPON3BOAUTENEM (M3FrOTOBUTENIEM) MEANLIMHCKOIO U3AENNs NPeacTaBasaTb ero
MHTEepeChl Mo BONpocaM obpalleHns MeanUnHCKOro 3aenns Ha Tepputopumn Poccuinckon ®epepaunn, B
TOM Yyucne No BoNpocam Npoueayp OLEHKN COOTBETCTBMUA 1 rOCYyAapCTBEHHON PErncTpaLmm, Ha nms
KOTOPOro MOXeT ObITh BblAaHO perncTpaLUnoHHOe yA0CTOBEPEHNE HAa MEANLINHCKOE U3enne;
"3KcnayaTaunoHHasa OOKYMeHTaumMsa Npon3BoanTens (M3rotoButens)" - LOKYMeHTbl, NpeaHa3Ha4YeHHbIe AN
03HaKOMJIeHUsI NOTPEBNTENS C KOHCTPYKUMER MEANLIMHCKOrO 34NN, perNaMeHTUPYHoLLIE YC0BUSA 1
npaBuia 3KcnayaTauum (MCnosib3oBaHMe Mo Ha3HAYeHUIO, TEXHUYECKOe 06CNy)KBaHNE, TEKYLLINA PEMOHT,
XPaHEeHne 1 TPaHCMOPTUPOBKaA), rapaHTUPOBaHHbLIE MPOM3BOAUTENIEM (M3rOTOBUTENEM) 3HAYEHNS OCHOBHbIX
napamMeTpoB, XapaKTePUCTUK (CBONCTB) MeAULIMHCKOr0 U3AeNns, rapaHTUNHbIe 0683aTeNbCTBA, @ TakxXe
CBELEHMA 0 ero YyTUAN3aLUnm Nan YHUHTOXEHNN;

"3pheKTMBHOCTb MEONLINHCKOrO U34ensa" - COBOKYMHOCTb CBOMCTB 1 XapaKTEPUCTUK MEeANLIMHCKOrO
nsgenns, obecneynBaoWmMx OCTUXEHNE Lienen NnpefHa3HaYeHNs, YCTaHOBJIEHHbIX MPOU3BOANTENEM
(n3roToBMTENEM) U NOATBEPXKAEHHOIO MPAKTUKON KINHNYECKOr0 NPUMEHEHNS.

5. FocynapCTBEHHaA perncrpaumsa MeanUnHCKNX N3Oennin NpoBoAUTCS Ha OCHOBaHUW Pe3y/bTaToB
TEXHUYECKMX UCMbITaHUA, TOKCMKOIOMMYECKMX NCCNeA0BaHUN, KIMHNYECKUX NCMbITaHWIA, NPeacTaBaAsoWwmnX
cobol hopMbl OLEHKN COOTBETCTBUS MEANLIMHCKMX N3NNI C YY4EeTOM Knaccudukaumm B 3aBUCUMOCTN OT
NOTEHLMANbHOr0 PUCKa UX NMPUMEHEHNS, N 3KCMEPTU3bl KavecTBa, 3PHEKTUBHOCTY 1 6€30MacHOCTH
MeONLUNHCKNX N3OEeNNA C Yy4eTOM KNacCUUKaLumm B 3aBUCUMOCTM OT MOTEHUMANBHOIO0 pUcKa nx
NPUMEHEHUS, @ TaKXXe UCMbITaHWUI B LIeNIAX YTBEPXKAEHNSA TUMNA CPeACTB U3MEPEHNIA (B OTHOLLIEHMK
MeONLUNHCKUX U3LENNA, OTHOCSALLMXCS K CPeACTBaM N3MepeHUi B chepe rocyaapCTBEHHOro
perynupoBaHus obecrnevyeHns eanHCTBa N3MEPEHNIA, MEPEYEHb KOTOPbIX YTBEPXKAaeTCcs MUHUCTEPCTBOM
34paBooxpaHeHus Poccuiickon degepaunn).

OcobeHHOCTM rocy1apCTBEHHON perncTpaumm MeguLMHCKUX 3AeNNii C HU3KOW CTEMNEHbIO
NOTEHUMNAIbHOr0 PUCKa UX NPUMEHEHUS, B OTHOLLIEHNMN KOTOPbIX YCTaHOBAEHbI 0COBEHHOCTK
roCyAapCTBEHHOW PEerncTpaunm, No NepeyHto CoraacHo NpUoXKeHuo (Lanee - nepeyeHsb) NpesyCcMoTPEHbI
nyHKTamu 57 - 572° HacToswwmx Mpasun. (JononHeH - MNocTaHoBeHMe lNpaBuTensCTBa Poccninckon
®epepaumm ot 18.03.2020 Ne 299)

ObecneyeHne opraHusauny paboTsl Mo GOPMUPOBAHNIO 1 BEIEHNIO HOMEHKIATYPHON Knaccudurkaumm
MeONLUHCKUX U34ennii No BUAaM OCyLLEeCTBASETCSH perncTpupyowmm opraHoMm. (JonosiHeH -
MocTaHoBneHne MpaBuTenscTBa Poccuinckon dGepepaunm ot 17.07.2014 Ne 670)

Mpy N3MeHeHUN BUAA MEANLNHCKOro N3aenuns B paMkax paboTbl No gOpMUpPOBaHMIO 1 BEAEHNIO
HOMEHKaTYPHON KNaccmpukaumum MegmumMHCKUX N34ennin no Bngam, yTeepxxagaemon MMHUCTEPCTBOM
3[paBooxpaHeHns Poccunckon ®enepaunn, perncTpmpyowmii opraH BHOCUT B PEECTPOBYIO 3anunchb
roCyfapCTBEHHOr0 peecTpa MeAULNHCKUX U3AENNA 1 OpraHM3auuin (MHANBUAYaAIbHbIX
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npegnpuHuMaTenen), oCyLeCcTBASIOWNX MPON3BOACTBO N U3rOTOBIEHNE MEAMLIMHCKUX U3aenni (oanee -
rOCyZLapCTBEHHbIA peecTp), COOTBETCTBYIOLLEE U3MEHEHWE N yBeAOMASAET 06 3TOM LOpUANYECKOoe L0 UK
WHAMBUAYANbHOIO NpeanpuH1UMaTens, Ha UM KOTOPOro BblAaHO perncTpaumnoHHoe yaoCTOBEPEHNE Ha
MeLMLMHCKOE N3aenne, BUA KOTOPOro N3MeHeH, B TeveHne 20 paboynx gHeN C faTbl BHECEHUS U3MEHEHMNS
B pPeecTpoBYI0 3aMnCb rOCyAapCTBEHHOMO peecTpa. ([ononHeH - NocTtaHoBneHWe MNpaBUTenbCTBa
Poccninckon ®egepaumm ot 31.05.2018 Ne 633)

6. loKyMeHTOM, NOATBEPXKAAKLWMM (haKT roCyLapCTBEHHON perncTpauuy MeauLUHCKOro n3genus,
ABNAETCA PErmcTpaLMoHHOE yOOCTOBEPEHNE Ha MEeAULMHCKOE n3genve (ganee - perncTpaLmoHHoe
yO0CTOBEpeHune). PopMa perncTpaLmoHHOr0 yA0CTOBEPEHNS YTBEPXKAAETCA PEFNCTPUPYIOLWUM OPraHoM.
PernctpaunoHHoe yaocToBepeHue BbifaeTcs 6eccpoyHo.

7. TocynapcTBeHHas NOLWIMHA YNJia4yMBaeTCa B COOTBETCTBUM C 3aKOHOLATENbCTBOM Poccuinckon
depepaumm o Hanorax u cbopax.

NHdopmauns 06 ynnaTe rocy1apCTBEHHON NOLLJIMHBI 3aNpaLlvBaeTCs PErucTPUPYOLLMM OpraHom B
nopsiike MeXXBe4OMCTBEHHOr0 MH(POPMALIMOHHOIO B3aUMOLENCTBUSA B COOTBETCTBUN C PefepanibHbIM
3aKoHOM "O6 opraHm3auumn NpenocTaBAeHNs FoCyAapCTBEHHbIX N MYHULMAAIbHbLIX ycayr",

8. lna rocynapCTBEHHOW PerncTpaunm MeguumnHCKoro n3aenns (3a NCKIYeHneM MequUMHCKNX n3aenun,
BKJIIOYEHHbIX B MepeyeHb) pa3paboTymK, Npom3BoanTeSb (M3roTOBUTENb) MEAULMHCKOIO N3AEANS NN
YNOJIHOMOYEHHbIV NPeacTaBUTENb NPOM3BOAUTENS (M3rOTOBUTENA) (Oanee - 3adBMTeNb) NpeacTaBaseT
nnbo HanpaBnseT B PerucTpMpyoLLMn OpraH 3asB/eHune 0 roCyLapCTBEHHON perncTpauum MeguunuHCKoro
n3genuns, a TakXKe JOKYMEHThI, YKa3aHHble B NMyHKTe 10 HacToawmx Mpasu.

9. B 3asBIeHNN 0 FOCYA,apCTBEHHOWN perncTpaLnuy MeguUNHCKOro n3genns (Lanee - 3asBieHune o
perncTpawmnmn) ykasblBaloTCa cnefyowne CBefeHns:

a) HaMMEHOBAHNE MeMLIMHCKOr0 U3aenmns (C ykasaHueM npuHapieXHoCcTen, HeobXoAnMbIX ANA
NPUMEHEHU MeAMLIMHCKOrO U3AENNS MO Ha3HAYeHNI0), NP 3TOM 3a8BUTESb YKa3blBaeT TOBAPHbIN 3HaK U
WHble CpeaCTBa UHAMBMAYAAN3ALMN MEANLMHCKOrO U34ennsa B C/ly4ae X HaHeCeHNA Ha YNakoBKY
MeLMNLMHCKOr0 U3genuns;

6) B 0THOLWeEHMM pa3paboTynka - NosHoE 1 (B Clyvae, eCn UMEETCA) COKpaLleHHOe HauMeHOoBaHNeE, B TOM
yncne PUpMeHHOe HauMeHoBaHMe, OpraHN3aLMOHHO-NPaBoBas hopMa PUANYECKOro N1ua, agpec MecTa
€ro HaxoXAeHus nam amMmnansa, nMs 1 (B cayvae, eciv UMeeTCs) 0THECTBO, PEKBU3NTHLI 4OKYMEHTA,
YL0CTOBEPSIOLLEr0 IMYHOCTb, agpec MecTa XUTeNbCTBa UHAMBUAYANbHOMO NpeanpuHnuMaTens, a Takxe
HOMepa TenehoHOB 1 (B C/lyYae, eC/in UMeeTCs) aApec 3NEKTPOHHOW MOYThI IOPUANYECKOr0 nLa Nan
WHAMBUAYANbHOMO NpeanpuHnuMaTens;

B) B OTHOLUEHWNMN NPOon3BOANTENS (M3rOTOBUTENSA) MEANLMHCKOIO N34enns - NoJHoe 1 (B cilyvae, ecnu
MMeeTCs) CoOKpalleHHoe HaMeHOoBaHWe, B TOM Yucsie hpMeHHoe HaMeHOBaHWe, OpraHn3aLMoHHO-
npasoBas opMa IPULANYECKOro AnLa, agpec MecTa HaxoXaeHusa nnu pamunns, umsa u (B cnyyae, ecnu
MMeeTCs) 0TYECTBO, PEKBU3NTBI LOKYMEHTA, YAOCTOBEPSIOLLErO JIMYHOCTb, afpec MecTa XUTenbCTBa
WHAMBUAYANbHOMO NpeanpuH1MaTens, a Takxxe Homepa TenedoHOB 1 (B C/lyvae, eCnn umMmeeTcsa) agpec
3N1EKTPOHHOW MOYThI OPUANYECKOr0 UL MW UHAMBUAYANLHOMO NpeanpUHNMaTens;

) B OTHOLUEHMWMN YMOAHOMOYEHHOM0 NpeacTaBMUTe N MPOn3BOAMTENA (M3roTOBUTENS) - MOJIHOE U (B ClyYae,
€CJIN UMeeTCs) COKPaLLEeHHOe HaUMEeHOBaHMNe, B TOM Yucie QUPMEHHOE HaMeHOBaHNe, OpraHn3aLnOHHO-
npasoBas hopMa IOPUANYECKOro NnLLa, alpec MecTa ero HaxoXXAeHUs uan hamMuauns, ums u (B cnyyae,
ec/in nMeeTCs) 0TYECTBO, PEKBU3NTLI LOKYMEHTA, YAOCTOBEPSAIOLLEr0 JINYHOCTb, aapec MecTa XNUTesbCTBa
WMHAVBUAYANbHOrO NpeanpuHUMaTENs, a TakXKe HoMepa TenedoHOB 1 (B ClyYae, ecnun nMeeTcs) agpec
3NEKTPOHHOW MOYThbl OPUANYECKOr0 inLa AN UHAMBUAYANLHOMO NpeanpuHuMaTens;

[) B OTHOLLEHWW NNLLA, HA UMS KOTOPOr0 MOXKET ObITb BblAAHO PErNCTPALMOHHOE YA0CTOBEPEHNE, - MOHOE
1 (B Cnyvae, ecav UMeeTCs) COKpallleHHoe HauMeHoBaHWe, B TOM Yyucie (pupMeHHoe HauMeHoBaHue,
OpraHu3aunoHHO-NpaBoBas GopMa IPUANYECKOro nua, agpec MecTa ero HaxoXXAeHUs nnn amuauns, nMs
1 (B Cnyvyae, eCav UMEeeTCs) OTHECTBO, PEKBM3UTLI JOKYMEHTA, YA0CTOBEPAIOLLEro IMYHOCTb, aApec MecTa
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YKUTENbCTBA NHAMBUAYANLHOrO NPeAnpPUHMMaTENS, a TakXXe HoMepa TenedoHOoB 1 (B C/lyvae, ecnm
MMeeTCA) afpec INEKTPOHHONM MOYThI OPUANYECKOrO iMLa UAN NHONBMAYAbHOIO NPeanpuHNMaTEeNs;

€) MecTo Npom3BOACTBa MEANLNHCKOrO N3aenms;

)K) Ha3HayYeHne MeaNLNHCKOro N3aenmns, yCTaHOBAEHHOE NPON3BOANTENEM (M3rOTOBUTENEM);

3) BUA MEOULMHCKOro N3genna B COOTBETCTBUMN C HOMEHKATYPHON KNaccudukaumnen meanuumHCKnX
n3gennm,

1) KNacc NOTEHUMaNbHOO PUCKa NPUMEHEHUSA MEANLIMHCKOIO U3AeNNst B COOTBETCTBMM C HOMEHKATYypPHOM
Knaccnukaumen MeanumHCKNX N3genunm,

K) Koa Ob6LLepoCCUNCKOro KnaccngmkaTopa NpoayKLUmM No BUAaM SKOHOMUYECKON AeATeNbHOCTH;

1) cBeAeHuns o cnocobe nosyyeHns perncTpaumoHHOro yaoCTOBEPEHNS, @ TakxXe NHGoPMaLUn, CBA3aHHON
C npoueanypon rocyaapCTBEHHOW perncTpauum MeguLNHCKOro n3genms.

10. lna rocygapCTBEHHON perncTpauny MeguumnHCKoro n3genns (3a NCKatoYeHnemMm meauumHCKnX
N30en1i, BKJIKOYEHHbIX B MepeYyeHb) NpeacTaBasoTCs caenywme JOKYMEHThI:

a) Konusa fOKYMeHTa, NOATBEP)XAAOLEr0 NOJIHOMOYUS YNOJIHOMOYEHHOr0 NPeACTaBUTENS NPOU3BOANTENS
(n3rotosutens);

6) cBeleHNs 0 HOPMATUBHOW OOKYMEHTaLUMN Ha MeANLNHCKOE U3aenne;

B) TEXHMYECKAA AOKYMEHTaLMA NPOM3BOANTENSA (M3roTOBUTENSA) HAa MEAULIMHCKOE N3Lenune;

) aKCnayaTauMoHHasa AOKYMEHTaUMs Npom3BoanTens (M3roToBuTeNa) Ha MeAULMHCKOE U3enmne, B TOM
YnUCNie UHCTPYKLMA MO MPUMEHEHWIO UM PYKOBOACTBO MO 3KCMyaTauunm MeAULNHCKOro N3aenms;

a) poTorpaduydeckue nzobpaxeHns obuiero Buaa MeguULIMHCKOro U3aenmsa BMecTe C NMPUHaaIeXHOCTAMN,
HeobxoaMMbIMK 4N NPUMEHEHUS MeANLIMHCKOrO U3Aenns Nno Ha3HavyeHno (pa3amepomM He MeHee 18 x 24
CaHTUMeTpa);

A') hoTorpauryeckmne n3obpaxkeHns 31eKTPOHHON0 HOCUTENS U UHTepPdeCa NporpaMMHoro obecnevyeHus
(pa3mepom He MeHee 18 x 24 caHTMMeTpa) (419 NporpaMMHoro obecnevyeHus, ABAAOLWErOCA MeANLNHCKIM
n3gennem, B TOM Yucsie NporpamMmMHoro obecneyeHms C NPUMeHEHNEM TEXHONOM NI NCKYCCTBEHHOI 0
NUHTennekTa) (B cnyyae, ecnm nMmeetcs); (dononHeH - NMoctaHoBneHKe MpaBuTensCTBa Poccunckom
®epepaumm ot 24.11.2020 Ne 1906)

€) IOKyMeHTbI, MOATBEPXAatoLMNe pPe3yibTaTbl TEXHUYECKMNX NCMbITaHUA MEANLIMHCKOrO N3AENUS;

)K) LOKYMEHTbI, NOATBEP)KAAIOLLNE pe3ynbTaTbl TOKCUKOIOrMYECKMNX NCCNed0BaHNI MEeQNLIMHCKOrO
n3aenmsa, UCrnonb30oBaHNe KOTOPOro NpeanofaraeT Haanymne KOHTakTa C OpraHn3MoM Ye0BEKa;

3) DOKYMEHTbI, MOATBEPXX Ao Me pe3ybTaTbl UCMbITaHUA MEANLIMHCKONO U3AENNS B LIeNAX YTBEPXKAEHUS
TUNa cpeacTB U3MepPEeHUn (B OTHOLIEHUN MeANLIMHCKNX U3OENNA, OTHOCSALLMXCA K CPeaCcTBaM U3MEPEHUI B
cthepe rocyaapCTBEHHOr0 peryanpoBaHmsa obecneyeHns eQNHCTBA M3MEPEHUI, MepPeYEHb KOTOPbIX
yTBEepXadaeTca MMHNCTEePCTBOM 34paBooxpaHeHns Poccuinckon depepaunn);

1) ONNCb OOKYMEHTOB;

K) N9 MeAUUNHCKMX n3aenmin 1 knacca NoTeHUMaNbHOro pucka npuMeHeHmns, MporpaMMHoOro
obecneyeHus, ABNSOLLErOCS MEANLIMHCKUM U3AenneM, B TOM Y/CSie NporpamMMHoro obecnevyeHms c
NPUMEHEHNEM TEXHOJIOMNIA NCKYCCTBEHHOMO UHTEIEKTA, U MEANLNHCKUX U3OENNA AN AMAarHOCTUKK in
vitro - cBeieHns, NoATBEPXKAAOLLNE KINHNYECKYIO 3P(PEKTUBHOCTbL 1 6€30NacHOCTb MeAULMHCKNX
n3penvin;,

J1) NPOEKT NAaHa KANHUYECKNX UCMbITaHNIN MEeAULMHCKOro n3aenms ¢ 060CHOBLIBAOWMMMN ero
MaTepuanamu (B cnyyae, ecnm nMmeetcs); (ononHeH - NoctaHoBneHne MpaBnTensCcTBa Poccumnckom
®epepaumm ot 17.07.2014 Ne 670)

M) CBEAEHMS O BblAAHHbIX PETMCTPUPYIOLLIMM OPraHOM pa3peLleHnsax Ha BBO3 MEAMNLIMHCKUX N3O C
LeNblo NX roCyaapCTBEHHOWN perncTpauum (ons MeauuMHCKNX 3gennin MHOCTPaHHOro NPoW3BOACTBA, 33
NCKJII04YEHMEM NPOrpaMMHOro obecneyeHns, ABAAIOLLErOCa MeANLIMHCKUM U3LeNneM, B TOM yucne
nporpamMMHoro obecnevyeHmns C NPUMEHEHNEM TEXHONOM M MCKYCCTBEHHOIO NHTENIEKTA);

H) KOMUW OOKYMEHTOB, NOATBEPKAALLNX Ka4eCTBO JIEKapCTBEHHOI0 NpenapaTa, dapMaueBTUYECKON
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cybcTaHumm, 6ronormyeckoro MaTepmana u NHOro BeLWEeCTBa, C MCMOJIb30BaHNEM KOTOPLIX MPOM3BEAEHO
MeOMLUNHCKOE n3henne nim KoTopble BXOAAT B €r0 COCTaB M KOTopble npegHa3HavYeHbl gas npumMeHeHns
TOJIbKO C y4€TOM Ha3Ha4yeHMsA MeANLNHCKOr0 N34enuns, onpenesieHHOro NpomM3BoANTENEM, U BblAaHHbIX B
COOTBETCTBMM C 3aKOHOAATENbCTBOM CTPaHbl MPOUCXOXAEHMA NEKAaPCTBEHHOrO NpenapaTa,
thapMaueBTnYeckon cybcTaHumm, brnonornyeckoro mateprana n MHOro BellecTsa. ([onosHeH -
MocTaHoBneHune MpaBuTenscTBa Poccunckon Gepepaumm ot 31.05.2018 Ne 633)

11. B cnyyae ecniv JOKYMEHTHI, YKa3aHHble B MyHKTe 10 HacToAwmx MpaBus, COCTaBe€Hbl Ha MIHOCTPAHHOM
A3bIKE, OHM NPeACTaBAAOTCA C 3aBEPEHHBIM B YCTAHOBJIEHHOM MOPSAAKE NepeBOAOM Ha PYCCKMI A3bIK.

12. Cpokun 1 nocnenoBaTeNbHOCTb aAMUHUCTPATUBHLIX NpoLeayp Y aAMUHUCTPATUBHBLIX OENCTBUI
perncTpupytoLero opraHa yCcTaHaBANBalOTCA pa3pabaTbiBaeMbIM B COOTBETCTBUMN C MOCTaHOBJIEHNEM
MpasuTenbcTBa Poccninckon ®Pegepaumm ot 16 mas 2011 r. Ne 373 aAMUHUCTPATUBHBLIM PErTAMEHTOM
npenocTaBieHns rocy4apCTBEHHOM YCAYrn No rocy4apCTBEHHON perncTpaumm MeguumMHCKUX N3aenunin.
13. 3asBneHne 0 perncTpauum n LOKYMeHTbl, MpeayCcMOTpeHHble NyHKTOM 10 HacToawwmx Mpasun,
NpeacTaBNATCS 3a9BUTENIEM B PEFUCTPUPYIOWMIA OpraH Ha 6yMa)kKHOM HOCUTESIE HEMOCPEACTBEHHO UK
HaNpPaB/AOTCA 3aKa3HbIM NOYTOBbLIM OTMPAB/IEHNEM C YBEAOMIEHNEM O BPYHEHUN U OMUCHIO BAIOXKEHUS
mbo B 371eKTPOHHON hopMe, NoANNCaHHbIE SNEKTPOHHOW NOAMKChHIO.

Pernctpupytownii opraH npMHUMaeT 3a8BJeHNE O PErMCTPaLUN N OKYMEHTbI, MPeAyCMOTPEHHbIE MYHKTOM
10 HacTosAwwmx Mpasun, MO ONUCK, KOMUSA KOTOPO C OTMETKOW 0 faTe NpueMa yKasaHHbIX 3adBaeHns 1
LOKYMEHTOB B [J€Hb NpMeMa BpydaeTcs 3asaBUTeN0 NN HaNpaBaseTCs eMy 3aKa3HbIM MOYTOBLIM
OTNpaB/EHNEM C YBEAOMJIEHNEM O BPYYeHUN MO0 B 31E€KTPOHHON (DOPME MO TeSIEKOMMYHMKALNOHHbIM
KaHasiam CBA3MW.

14. PerncTtpupytowuin opraH He Bnpase TpeboBaTb OT 3adBMTENSA YKa3blBaTb B 3aSBAEHNMN O perncTpauum
CBeLleHuns, He NpeayCMOTPEeHHble NyHKTOM 9 HacToAwmx Mpasun, n NpeacTaBAATb LOKYMEHThI, He
npegycMoTpeHHble nyHKToM 10 HacTosAwmx Mpaswu.

15. B TeyeHue 5 paboyux gHeNn co AHSA NOCTYMNeHNS 3asBNEeHNS 0 PErMcTpauumn u JOKYMEHTOB,
npegycMoTPEHHbIX MYHKTOM 10 HacTosAwmx MNpaBu, perncTpupyroLmnin opraH NpoBoaUT NPOBEPKY
MOJIHOTbI 1 LOCTOBEPHOCTM COAEPXKALLMXCS B HAX CBEAEHW, B TOM YUCe MYTEM CPaBHEHMS TaKMX
CBeJEHUIN CO CBeAEHUAMU, NpeacTaB/eHHbIMW B NOPSAKE MEXBEAOMCTBEHHOMO MHGOPMALIMOHHOIO
B3aNMOLENCTBUS.

16. B cnyyae ecnn 3asB/ieHME 0 perncTpaumm opopMaeHo C HapyLleHNeM NOJIOXKEHUI NyHKTa 9 HaCTOALNX
MpaBun n (nnn) B 3a8BNeHNN YKa3aHbl HELOCTOBEPHbIE CBEAEHUS MO0 HOKYMEHTbLI, MPeayCMOTPEHHbIE
nyHKTOM 10 HacTosAwwmx Mpasun, NnpeacTaBaeHbl He B MOAHOM 06beMe, perncTpupyowmin opraH BpyyaeT
3a8BUTENI0 YBEAOMJIEHNE 0 HEOHBXOANMOCTM YCTpaHeHUs B 30-AHEBHBLIN CPOK BbISIBIEHHbIX HAPYLUEHUI U
(nnn) NpencTaBneHna [OKYMEHTOB, KOTOpble OTCYTCTBYIOT, 1MB0 HanpaBaseT Takoe yBeLOMAeHNE
3aKa3HbIM MOYTOBbLIM OTMPaBAEHNEM C YBEAOMJIEHNEM O BPYHYEHUW UK B (POPME 3/IEKTPOHHOIO LOKYMEHTa,
NOAMUCAHHOIO 3JIEKTPOHHOWN NOANNCHI0, MN6BO0 B 3NEKTPOHHOW hOpME MO TENEKOMMYHUKALNOHHBLIM
KaHafnaM CBA3MN.

YBegoMeHne B C/ly4ae ero HarnpasfieHNs 3aKa3HbIM NOYTOBLIM OTMPaBAEHNEM CHATAETCS NOJYYEHHbLIM MO
ncteveHun 10 paboynx gHen c gaTbl HanpaBaeHnsa ysegomaeHns. (JlonoaHeH - MocTtaHoBneHNe
MpasuTenbcTBa Poccuinckon ®Pegepaumm ot 31.05.2018 Ne 633)

17. B TeyeHune 3 paboynx gHen co AHA NpeacTaBieHns Haanexawmm obpa3om opopMIEHHOr0 3as9BIEHUS O
perncTpaummn n B NoJaHOM 06beMe fOKYMEHTOB, MPeayCMOTPEHHbIX MyHKTOM 10 HacToAwwmx MNpaBun, a
TaKXxe B C/lyyae ycTpaHeHus B 30-OHEBHbLIN CPOK BbISIBAIEHHbIX HAPYLIEHWUA 1 (Un) NpeacTaBieHUs
LOKYMEHTOB, NpefyCcMOTPEeHHbIX NYHKTOM 10 HacToAwmx Mpasw, perncTpupyLwWwmin opraH npuHuMaeT
peLleHne 0 Havae rocyaapCTBEHHON perncTpaumm MeanLMHCKNX U3LEeNnn.

18. B cniyyqae ecnm B 30-4HEBHbIN CPOK HE YCTPAHEHbI BbiSBAIEHHbIE HApyLUEHNA 1 (Uan) He NpeacTaBeHb
LOKYMEHTbI, KOTOPbI€ OTCYTCTBYIOT, PErUCTPUPYIOLLNA OpraH NPUHMMAET peLleHne 0 BO3BpaTe 3asaBJiIeHUs
0 perncTpaumm n LOKYMeHTOB, NpefyCMOTPEHHbIX MYHKTOM 10 HacToawwmx Mpasui, ¢ MOTUBUPOBAHHbIM
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060CHOBaHMEM NMpUYKH BO3BpaTa.

19. F'ocypapCcTBEHHAs PErncTpauns MeQULNHCKUX U3Lennii (3a NCKIIOYEHNEM MEOULMHCKUX N3AENNNA,
BKJIIOYEHHbIX B MepeYeHb) OCYLLEeCTBASETCA PErMCTPUPYIOLLNM OPraHOM B CPOK, He mpeBbiwatowmnin 50
paboumnx OHen Co AHA NPUHATMSA PELIEHMS 0 HaYvasle rocyapCTBEHHON perncTpaumm MegnuumHCKnX
n3oenunn.

CpoK npoBeaeHNs KIIMHNYECKMX UCTIbITAHUI MEANLMHCKOrO n3aenns B 50-AHEBHbIN CPOK HE BKJTIOYAETCS.
20. B TeveHue 3 paboymx gHen Co AHA NPUHATNS PELLEHNS O Havyase rocyAapCTBEHHON perncTpaunm
MeONLNHCKNX N3Oennin (3a NCKIIOYEHNEM MEANLMHCKUX N3OENNN, BKJTIOYEHHBIX B NMEPEYEHD)
perncTpmpyowmn opraH ohopMaseT 1 BblAaeT 3aaHNe Ha NPOBEAEHNE IKCNEPTM3bl Ka4ecTBa,
3(hhekTMBHOCTN 1 Be30MacHOCTN MeAULMHCKOro n3genmsa genepassHOMy rocyaapCTBEHHOMY

610 0KETHOMY YUYpEXXOAEHNIO, HAXOAALLEMYCS B BEIEHNN PEFNCTPUPYIOLLErO OpraHa (fanee - 3KCnepTHoe
yupexaeHue).

21. OkcnepTm3a KavyecTBa, IPpdeKTMBHOCTM 1 6€30MaCHOCTN MEANLIMHCKOIO N34enns NpoBOAUTCS
3KCMNEPTHbLIM yYpeXLeHNEM NO3TanHoO B COOTBETCTBUM C NOPAAKOM, YTBEPXKAAEMbIM MUHNCTEPCTBOM

34 paBooxpaHeHuns Poccuinckon degepaunn:

a) Ha | aTane oCyLeCTBASETCA IKCNEPTM3a 3a8BNEHNSA O PETMCTPALNN N OKYMEHTOB, YKa3aHHbIX B MYyHKTE
10 HacToswwmx MpaBun, gnsa onpeneneHns BO3MOXHOCTN (HEBO3MOXHOCTMN) MPOBEAEHUSA KINHNYECKNX
NCMbITAaHUN MEANLNHCKOrO n3aenns (3a NCKAYeHneM MegNUNHCKNX n3aennin 1 knacca noTeHunasbHOro
pyCKa NPYMEHEHNSs, NPOrpamMMHOro obecneyeHuns, SBASAIOLLErOCA MEAULNHCKAM U34EIMEM, B TOM Yucie
nporpaMMHoro obecrneyeHns C NPUMEHEHNEM TEXHOOMMIN UCKYCCTBEHHOrO MHTENNIEKTA, U MEANLMHCKUX
N30ennMn ons QUarHoCTUKK in vitro, a Tak)Xxe MeQULMHCKNUX U3L4EINNA, BKJIIOYEHHbIX B MEpPeYeHb);

6) Ha Il 3Tane oCyLLeCcTBASETCA IKCNEPTM3a NOHOTLI U Pe3ybTaTOB MPOBEAEHHbIX TEXHUYECKNX
NCMbITaHUIN, TOKCMKONOrMYECKNX NCCed0BaHUN, KINHUYECKUX UCMbITAHWUIA, @ TakXXe UCNbITaHUA B LLensx
yTBEPXXAEHMSA TUNa CPeACTB M3MEPEHUI (B OTHOLEHUN MEANLIMHCKUX N3L4EAUN, OTHOCALLMXCS K CpeacTBaM
N3MepeHnin B chepe rocy1apCTBEHHOI0 peryampoBaHma obecneyeHnss eANHCTBa U3MEPEHWIA, MepPeYeHb
KOTOpPbIX YyTBEPXAaeTCcss MUHUCTEPCTBOM 34paBooXpaHeHnsa Poccuinckon denepaunn) (Lanee - skcnepTmsa
MOJIHOTbI U Pe3yNbTaTOB UCMbITAHUA 1 NCCNed0BaHMM).

21, Mpwn NpoBeAeHNN 3KCNEPTU3bI KavyecTBa, 3PPEeKTUBHOCTU 1 Be30MaCHOCTM MeaULIMHCKOro nsgenns (Ha
nobom sTane) He gonyckaeTca nctpeboBaHme 3KCNEPTHLIM YYpEXXAEHNEM Y 3adBUTENSA MO0 MHBIX N
MaTepuanos, He0bXoAUMBIX A5 MPOBEAEHNS SKCNEPTU3bI.

B cnyyae HegoOCTaTOMHOCTU A9 BbIHECEHNS SKCMEPTOM 3aK/0YEHNS MaTepPUanoB 1 CBEAEHNN,
COAEepKaLMXCs B MpeACTaBJ/IEHHbIX 3a8BMTENIEM 3a5B/IEHNUN O PEFNCTPALM N OOKYMEHTaX,
npenycMoTPeHHbIX MYHKTOM 10 HacToAwmx MpaBu, 3KCNepT CTaBUT BOMPOC O NPeACTaBJIEHUN eMy
HeobXxoaMMbIX MaTepuanoB 1 CBEAEHUI Nepes PYKOBOANTEIEM IKCMEPTHOMO YHPEXXAEHNS, KOTOPbIN
obpallaeTcsa C COOTBETCTBYIOLLMM 3aMPOCOM B PErMCTPUPYIOLLNIA OpraH, BblAaBLINA 3a4aHne Ha
NnpoBefeHNe 3KCNepTu3bl. PerncTpupyowmnin opraH B Te4yeHmne 2 paboymx gHen co AHS NoCTyneHns
3anpoca PyKOBOAMTENS SKCMEPTHOr0 yYPeXAeHNS HanpaBsSeT 3asgBMTES0 3anpoc 0 NpeacTaBiAeHnn
HeobXx0aMMbIX CBEAEHU C yKa3aHNEM XapakKTepa 3amedaHunii n cnocoba nx ycTtpaHeHus. YKa3aHHbIN
3aMpocC HanpaB/AeTCs OAHOKPATHO Ha KaXXAoM 3Tane 3KCNepTu3bl KavyecTBa, IPHEKTUBHOCTY U
6e30nNacHOCTY MeANLIMHCKOrO M3AeNNs U MOXXET BbiTb NepefaH ynoJIHOMOYEHHOMY NPeaCTaBUTENO
3a9BUTENA IMYHO NOL PACNUCKY, HAaMpaBJ/eH 3aKa3HbIM MOYTOBLIM OTMPaBAEHNEM C YBEAOM/IEHNEM O
BPYYEHUW WSIN NepellaH B 3JIEKTPOHHON hopMe Mo TENEKOMMYHUKALIMOHHBIM KaHanaM CBsi3n nnbo B popme
3NEKTPOHHOr0 AOKYMEHTA, NOAMMCAHHOI0 3/1IEKTPOHHON NMOAMUCHIO.

3asBuTeNb 0653aH NPeacTaBMTb OTBET Ha 3aMpoC PErMCTPUPYIOLLLEr0 OpraHa B CPOK, He npeBbillatoLwmii 50
pabounx OHen Co gHA NONyYeHNs 3TOro 3anpoca. B TevyeHune 2 paboynx gHen co AHS NOCTYMEHUs OT
3a58BUTENA OTBETA Ha 3amnpoC PErnCTPUPYIOLLMIA OpraH HanpaB/seT Takon OTBET B IKCMepPTHOE
yupexaeHue. B cnyvyae HenpeacTaBieHus no uctevyeHum 50 paboynx gHen 3asBmTenem 0TBeTa Ha 3anpoc
PerncTpupyoLWwuin opraH B Te4eHue 2 paboymx gHen HanpaBaseT B 3KCMEPTHOE YYpeXxAeHne yBegoMeHmne
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0 HenpeacTaBAEHUN 3aBUTEIEM OTBETA Ha 3aMpoC PErMCTPUPYIOLLLErO OpraHa A NoAroTOBKM
3aKJIIOYEHUS SKCMEPTHOr0 yYpeXAeHNA Ha OCHOBAHNM OKYMEHTOB, UMEIOLLMUXCA B €r0 pacropsXKeHUN.
Bpems co OHSA HanpaB/ieHWsa 3anpoca perncTpupyowero opraHa Ao AHs NoayyYeHUs OTBETa Ha 3amnpoc uan
yBEAOMJIEHNSA O HEMPEACTaBAEHNN OTBETA Ha 3aMpocC He YYMTbIBAETCS NPU UCHNCSIEHUN CPOKa NPoBeaeHNS
3KCMNepTU3bl KavyecTBa, SPHEKTUBHOCTN 1 6€30MaCHOCTU MEANLUHCKOrO N34enmns.

B ciyvyae ecnm OTBET Ha 3aMpocC, a TakXKe npuaraeMble K HeMy JOKYMEHTbl COCTaBeHbl HAa MHOCTPaHHOM
A3bIKE, OHM NPeACcTaBAAOTCSA C 3aBEPEHHBLIM B YCTAaHOBJIEHHOM MOPSAKE NEPEBOAOM Ha PYCCKMI A3bIK.
(OononHeH - MNocTaHoBeHMe MpaBuTenbcTBa Poccuinckon depepaunm ot 31.05.2018 Ne 633)

Mpwv BbIABAEHUW PETNCTPUPYOLLMM OPraHOM B NPeACTaB/IEHHbIX 3asBUTEIEM B OTBET Ha 3anpoc
LOKYMEHTax HeOCTOBEPHbIX U (MSIM) HEAOCTATOYHbIX AaHHbIX UAN LOKYMEHTOB, COCTaBJIEHHbIX NN
coaep>allmx TEKCT Ha UHOCTPaHHOM 5i3blke 6e3 nepeBoda B YCTAHOBJIEHHOM MOPSAKE Ha PYCCKUIA A3bIK,
PerncTpupyoLWwnin opraH B Te4eHue 2 paboynx gHen BpyyaeT (HanpaBaseT 3aka3HbIM MNOYTOBbLIM
OTrpaBJ/IEHNEM C yBEeAOMJIEHNEM O BPYYEHUN UNKN B (DOPME 3/IEKTPOHHOIO AOKYMEHTA, NOAMMCAHHOIO
3NEKTPOHHOM NOANUCHIO, MO0 B 3N1EKTPOHHON (hopMe MO TENEKOMMYHUKALUOHHBIM KaHalaM CBA3W)
3a59BUTENIO peLleHne 0 BO3BPaTe YKa3aHHbIX 4OKYMEHTOB C MOTUBUPOBaHHLIM 060CHOBaHMEM MPUYUH
BO3BpaTa 1 COObLIEHNEM O BO3MOXKHOCTW MOBTOPHOr0 NPeACTaBAEHNS 3as9BUTENEM A0 UCTeveHus 50
paboyunx OHen co gHA NonyyYeHns 3anpoca AopaboTaHHbIX JOKYMEHTOB. [pn HenpeacTaBAeHUN
3a5BUTEJIEM B yKa3aHHbIN CPOK 3amnpallvBaeMblX MaTepmnasioB 1 CBEAEHN 3KCNepTU3a KayecTBa,
3(hheKTMBHOCTN 1 6€30MaCHOCTU MEAULNHCKOrO N34e/Ma NPOAO/IKAETCS MO HaXO4ALWMMCS B
pPacrnopsi>KeHNN 3KCMEPTHOrO YYPEeXXAEHUSA paHee NpeaCcTaB/eHHbIM 3asaBUTENEM JOKYMEHTaM U
CBELlEHMAM, COAEPXKALLMMCA B PErNCTPALMOHHOM Aocke. ([JonosiHeH - NocTaHoBNeHMe MMpaBNUTeIbCTBA
Poccuinckon ®epepaumm ot 31.05.2018 Ne 633)

(MyHKT ponosiHeH - MNocTaHoBAeHMe MNpaBuTenscTBa Poccninckon Pepepaunm ot 17.07.2014 Ne 670)

22. Ha | aTane akcnepTu3sbl Ka4yecTBa, 3PdekTNBHOCTU 1 6€30MacHOCTN MeAULMHCKOro n3genms
3KCMNepPTHOE yYpexieHne B CPOK, He npeBbillaowmin 20 paboynx aHen co OHS NoayyYeHns 3aJaHus,
OCYLLEeCTBAET CiefytoWme MeponpusaTus:

a) NpoBeAeHNe 3KCNepTN3bl 3adBAEHNS O PErUCTPaLUN N OKYMEHTOB, MPeAyCMOTPEHHbIX MyHKTOM 10
HacToawwmx MNpaBun, 0N onpeaeneHns BO3MOXXHOCTU (HEBO3MOXXHOCTW) NPOBEAEHUS KJIMHNYECKUX
NCMNbITaHUN MEOANLUHCKOrO N34enuns;

6) ochopMneHne 1 HanpaBiieHNe B PErMCTPUPYIOLNIA OpraH 3akJIto4eHNS 0 BO3MOXHOCTUW (HEBO3MOXXHOCTHN)
NPOBeAEHNS KIMHNYECKUX UCMbITaHWIA MEQULIMHCKOrO N3AeNnns (C yKa3aHWeM NpuyYnH n 060CHoBaHMEM
HEBO3MOXHOCTW UX NPoBefeHNst), hopMa KOTOPOro yTeepxaaetcsd MMHUCTEPCTBOM 3[paBOOXPaHEHNS
Poccuickon ®epepaumu.

23. OcHOBaHMEM AJi11 BbIHECEHWNS 3KCMEPTHbLIM YYpEeXXAEHNEM 3aK/0HEHNS O HEBO3MOXXHOCTW NpoBeaeHMs
KJIVHUYECKUX NCMNbITaHUA MEQULNHCKOrO U34e/IMS UM HEBO3MOXKHOCTUN rocy4apCTBEHHOW perncTpaumnm
MeONLUHCKOro n3aenns SBnseTcs:

a) HeCOOTBETCTBME MEeAMNLIMHCKOro u3genns TpeboBaHMAM HOPMATUBHOW AOKYMEHTALMN, TEXHUYECKON 1
(nnn) akcnayaTauMoHHON LOKYMEHTaUUmM Npon3soanTens (M3rotosuTens);

6) oTCcyTCTBME OOKa3aTenbCTB 6e30NacHOCT MeaMLIMHCKOrO U3aenns.

24, PerncTpupytoLmin opraH B TedeHne 5 paboyunx gHen co OHSA NOayYeHUs OT SKCMEPTHOr0 YYpeAeHNS
3aKJII04EHNS 0 BO3MOXKHOCTW (HEBO3MOXKHOCTW) NPOBEAEHNS KINHNYECKUX UCMbITaHWI MEULMHCKOrO
N30enma OCyLEeCTBASET CneayoLline MeponpuaTms:

a) OLEHKa 3aK/loYeHns A4 onpeneseHns COOTBETCTBMA 3aaHNIO Ha NPOBEAEHNE IKCNEPTU3bl KayecCTBa,
3¢hpekTMBHOCTM 1 6€30MaCHOCTM MeANLNHCKOro n3genns. B cnyyae ycTaHOBAEHNS HECOOTBETCTBMA
3aKJIIOYEHUNS SKCMEPTHOr0 yYpeXAeHMs yKa3aHHOMY 3a[laHMNI0 Takoe 3aKJIlo4YeHMe BO3BPaLLaeTCs B
3KCMNepTHOE y4ypexaeHne Ha JopaboTKy, CPOK KOTOpon cocTaBnseT He bonee 2 paboynx gHEN co AHA
NOJIyYeHNS IKCMEPTHBIM YYpeXXAEHNEM BO3BPALLEHHOM0 3aK/0YEHNS;

6) NpUHATUE peLLeHns 0 BbiAaye pa3peLleHmns Ha NpoBeaeHne KINHNYECKNX NCAbITaHUA Me4ULNHCKOrO
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n3penus nan 06 oTKase B roCcyaapCTBEHHOW PerncTpauny MeQULNHCKOro N34enns, KOTOpoe opopMaseTcs
NPYKas3oM perucTpupyoLLero opraHa, v yseoMiaeHne 3a9BUTeNA 0 NPUHATOM peLLeHun;

B) BblAaya (HampaBJfieHNe 3aKa3HbIM NMOYTOBLIM OTMPABJ/IEHNEM C YBEAOMJIEHNEM O BPYYEHUN UK B hopme
3NEeKTPOHHOr0 AOKYMEHTa, NOAMUCAHHOIO 3/1IeKTPOHHON NOAMNUCHI0) 3aABUTENI0 pa3peLleHns Ha
npoBeAeHne KNNHNYECKUX UCMbITaHUN MeAULIMHCKOrO n3nenus, hopmMa KOTOpOro yTBepLaeTcs
PerncTpupyoLwmnm OpraHoM, N BHECEHNE COOTBETCTBYIOLLNX CBELEHNIN B peeCTp BblAaHHbIX pa3peLlleHnii Ha
npoBeAeHne KNMHNYECKUX UCMbITaHUN MEANLIMHCKOrO U38enuns, Nopsaok BeieHUs KOTOPOro
YyTBEPXXAAETCSA PErMCTPUPYIOLLUM OpraHoM, 1nbo yBenomieHne 06 oTKase B rocyapCTBEHHON
perncrpaumm MeauumMHCKOro n3fenmsa ¢ ykasaHueM rnpuymH oTkasa.

25. OcHOBaHMeM N9 NPUHATHA pelleHns 06 oTKase B roCyLapCTBEHHON perncrTpauumn aBnseTcs
noJly4yeHne perncTpupyowmmM oOpraHoM OT 3KCMEPTHOrO YYPEeXXAEHNA 3aKJTI0YEHNS 0 HEBO3MOXXHOCTH
NpoBeAeHNS KINHNYECKUX NCMbITaHUA MeAULUHCKOrO N3Lenns.

26. KnuHnyeckme ncnbiTaHUa MeauLMHCKOro n3genuns, 3a UCKItoYeHneM MeauLMHCKUX n3genuin 1 knacca
NOTEHUMNANLHOMO PUCKa NPUMEHEHMNS, NPOrpaMMHOro obecneyeHus, SBAAIOLLEr0CS MeANLNHCKNM
ns3genvnem, B TOM 4ucsie nporpamMMHoro obecneyeHms C NpYMeHEHNEeM TEXHOIOM NI NCKYCCTBEHHOIO
WUHTEeNNeKTa, U MegUUNHCKUX U34eNMA ANa OUarHOCTUKM in Vitro, OCyLWeCcTBAAITCA B paMKaX OLEHKM
COOTBETCTBUS, MOPALOK NPOBEAEHNS KOTOPOW yTBEpXKAaeTCca MUHMCTEPCTBOM 34paBOOXPaHEHUS
Poccninckon degepaunn.

KnuHnyeckne ucnbiTaHna MegULNHCKOr0 U3Lenns, 3a UCKN0YeHneM MeauLNHCKUX n3genuin 1 knacca
NOTEHUMNaIbHOIO PUCKa NPUMEHEHMS, MPOrpaMMHOro obecneyeHus, SBAAOLLEroCs MeANLNHCKIM
n3penuem, B TOM YnCsie NporpaMMHoOro obecnevyeHns C MPUMEHEHNEM TEXHOIOMUA UCKYCCTBEHHOI 0
WUHTEeNNeKTa, U MeAULMHCKUX U3LeNni ANa ANarHOCTMKN in vitro, a TakXe MeaULMHCKUX U3aenun,
BKJIIOYEHHbIX B NepeyeHb, MPOBOAATCA Ha OCHOBAHUWN pa3peLleHns Ha NpoBefeHne KJIMHUYEeCKnX
NCMAbITAHWIA, BbIAAHHOMO PErMCTPUPYIOLLMM OPraHoM, a TakXe 3akoyeHns 06 3Tnyeckon o60CHOBaHHOCTU
NpoBefeHNs KIMHNYECKUX UCMbITaHWI, BbIAAHHOIO COBETOM MO 3TUKE MUHUCTEPCTBA 34paBOOXPaHEHUS
Poccunckon ®epepalimm, B CJlyvasix, yCTaHOBNEHHbIX YKa3aHHbIMY [TpaBunamMu.

CocTaB yKa3aHHOro coeeTa Mo 3TUKe U NoJI0XKeHUe 0 HeM yTBepXXAatTcd MUHNCTEPCTBOM
3[paBooxpaHeHnst Poccunckon ®egepauuum.

KNnnHn4yeckne ncnbiTaHnsa MeQULUHCKOro U3feninsa npoBoasaTCA B MeANLIMHCKUX OpraHu3aunsx,
oTBeYaLWmMX TpeboBaHNAM, yTBEPXKXAEHHBIM MUHNCTEPCTBOM 34paBooXpaHeHns Poccuiickon ®epepaumm.
YcTaHoBNEHNE COOTBETCTBNA MEANLIMHCKMX OpraHn3auuni 3Tum TpeboBaHMAM OCyLLECTBASETCS
perncTpupyoLwmM opraHom B nopsake, yCTaHOBAEHHOM yKa3aHHbIM MUHUCTEPCTBOM.

27. lMepeyeHb MeQULMHCKUX OpraHn3aLnii, UMeoLWwmxX Npaso NPoBOAUTb KIUHUYECKE UCNbITaHWA
MeLVLMHCKNX U3LENNIA, U PeecTp BblAaHHbIX pa3peLlleHnin Ha NPOBeAeHNE KJIMHUYECKUX UCTbITaHWI
MeLNLMHCKNX n3aennii onybIMKOBbLIBAIOTCSA U pa3MeLLaloTCa PErMCTPUPYIOLWUM OPraHOM B YCTaHOB/IEHHOM
1M NopaaKe Ha CBOeM O(hMLMaIbHOM CalTe B MHPOPMALMOHHO-TENEKOMMYHMKALMOHHON ceTn "UHTepHeT".
28. Mpn NPUHATUN peLleHns O Bblaayve paspeLlleHns Ha NpoBefeHNe KINHNYECKUX UCMbITaHNI
MeONLUUNHCKOro N3fenina perucTpupylownin opraH NpMHMMaeT peLleHmne 0 NpUoCcTaHoBIeHNI
roCyAapCTBEHHOW PErncTpaunm MeanUnNHCKOro n3genuns 4o AHS NPUHATUS PeLleHns perncTpupyowero
opraHa 0 B0306HOBJIEHWNM FOCYAAaPCTBEHHON PerncTpaLmm MeauUmMHCKOro n3aenms, B COOTBETCTBMM C
nyHKTOM 30 HacTosAwwmx Mpasun.

29. O KJIMHNYECKNX UCMbITaHNAX MeQULMHCKOrO N3LeNnsa 3aaBMTe b YBEAOMASET PErNCTPUPYIOLWLMIA OpraH
B TeyeHue 5 paboyux gHewn ¢ Havana Ux NPoBeLEHUS.

30. Mo OKOHYaHUN KANHUYECKNX UCMbITaHNIN MEAULMHCKOrO N3LeNna 3asaBMTeNb NpeacTaBnseT B
PErncTpUpPYIOLLMIA OpraH 3asaBiaeHne 0 BO30OHOBAEHNN rOCYAapCTBEHHON perncTpaLmm MeanumHCKoro
N3Lenus n pesynbTaTbl KIMHUYECKUX UCNBbITAHUA MEAULMHCKOrO N3AeNns, a TakXe AOKYMEHThI,
yKa3aHHble B noanyHkTax "6" - "3", "k" 1 "n" nyHkTa 10 HacToawwmx MNpaBun, B Clyvae, eCn B HUX BHECEHbI
M3MEHeHUs No pesynbTaTaM KJIMHUYECKUX UCTbITAHWA MEANLIMHCKOrO U3Lesnuns.
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31. PerncTpupytoLmii opraH B TedeHne 2 paboyumx OHeNn co AHSA NoayYeHUs OKYMEHTOB, yKa3aHHbIX B
nyHkTe 30 HacToAwmx MpaBua, NPUHUMAET peLleHne 0 BO30OHOBAEHUN FOCYAapCTBEHHON perncTpauum
MeONLNHCKOro n3genms.

PelueHne 0 B0O306HOBAEHNM FOCYAAaPCTBEHHON PErncTpaLmm MeauLMHCKOro 3aenms npuHnMaeTcs
PerncTpupyoLLMM OpraHoM rno pesyabTaTaM NPOBEPKMW NMOAHOThI U LOCTOBEPHOCTU CBELEHUNA,
cofepXalmnxcs B NpeAcTaB/IeHHbIX B PErNCTPUPYIOLWMNIA OpraH 3asBieHnn 0 BO30OHOBAEHM
roCyfapCTBEHHOW PerncTpauum MeanUnHCKOro N3aenmns n MHbIX AOKYMEHTaXx, yKa3aHHbIX B MyHKTe 30
HacTosawmx Mpasu.

B cnyyae ecnv 3Tu JOKYMEHThI NpefCTaBAeHbl He B MOJTHOM 06beMe NN B HUX BbISIBJIEHbI HEAOCTOBEPHbIE
LaHHble, @ TakXXe B Cyvyae npefcTaBieHUs JOKYMEHTOB, COCTaB/IEHHbIX HA MHOCTPaHHOM fA3biKe, 6e3
3aBEPEHHOr0 B YCTAHOB/IEHHOM MOPsAAKe nepeBofa Ha PYCCKUA A3blK, PErMCTPUPYIOWNIA OpraH Bpy4YaeT
(HanpaBASeT 3aKa3HbIM NMOYTOBbLIM OTMPAB/IEHNEM C YBEAOMJIEHMEM O BPYYEHUN UK B hopMe
3/1eKTPOHHOr0 AOKYMEHTa, MOAMMCAHHOMO 3NIEKTPOHHON NOAMWCHI0, MO0 B 3/IEKTPOHHOM hopMe Mo
TeNeKOMMYHUKaLNOHHBIM KaHanaM CBA3M) 3a8BUTENI0 peLleHne 0 BO3BpaTe 3asABeHNS 0 BO306GHOBAEHUN
roCyAapCTBEHHOW PerncTpauum MeanUnUHCKOro n3geams C NpuaoXKeHneM K HeMy yKa3aHHbIX JOKYMEHTOB 1
N310)KEHNEM MPUYNH, NOCTYXXUBLUUX OCHOBaHMEM A5 Takoro Bo3spata. OOHOBPEMEHHO PerncTpupyroLnii
opraH coobLLaeT 3a8BUTEN0 O BO3MOXXHOCTM NMOBTOPHOIr0 NpeAcTaBeHUs 3a9BaeHns 0 B0O30O6HOBNEHWN
roCyapCTBEHHON PerncTpaummn MeanumMHCKOro U3aenmns ¢ NpuIoXKeHmeM K Hemy aopaboTaHHbIX
LLOKYMEHTOB.

(MyHKT B pegakuum MNoctaHoBneHns MpaBuTenscTBa Poccuinckon Gepepaunm ot 31.05.2018 Ne 633)

32. Ha Il 3Tane akcnepTu3bl KavecTBa, 3NDHEKTUBHOCTY 1 6€30NacHOCTU MEANLNHCKOrO N3aenuns
PerncTpupyroLWnin opraH B Te4eHune 2 paboymx AHEN Co AHA MPUHATUA pelleHns 0 B0O30OHOBNEHWM
roCyfapCTBEHHOW perncTpaunum MeanunHCKOro n3genmsa Ha OCHoOBaHWUM 3a4aHnNs Ha NpoBefeHmne
9KCMepTu3bl Ka4ecTBa, 3P PEKTUBHOCTM 1 6€30NaCHOCTU MEANLMHCKOrO U3LeNuns, BblLaHHOro B
COOTBETCTBUM C MYHKTOM 20 HacToALWMX MNpaBua, HanpaBASET B 3KCNEPTHOE yYpexxaeHne
npegcTaBeHHbIE 3a8BMTeNIEM pe3ybTaTbl KINHUYECKMX UCTIbITAHUA MeAULIMHCKOrO U3aenus.

33. IKCnepTHOE y4ypexeHune B CPOK, He npesbiwatowmnin 10 paboynx gHen co AHS Noay4YeHUs LOKYMEHTOB,
yKa3aHHbIX B MyHKTe 32 HacToawux Mpasun, NPpoBOAUT 3KCNEPTM3Y NOJHOTHI U Pe3ybTaToB NPOBEAEHHbIX
NCAbITAHWUIA N NCCNENOBAHNUA, a TaKXXe 0hOPMIISET U HanpaBAseT B PErnCTPUPYIOLLMIA OpraH 3aKlyeHne
no pe3yJibTaTaM 3KCNepPTM3bl Ka4yecTBa, IPNEKTUBHOCTN 1 6e30MacHOCTM MeANUMHCKOro n3aenns, popma
KOTOPOro yTBepXxaaetcsa MMHMCTEepCTBOM 34paBooxXpaHeHns Poccunckon depgepauuu.

34. B cpok, He npeBbiwatowmin 10 pabo4mx gHen Co AHSA NOJy4YEHNS 3aKJIIOYEHNS, YKa3aHHOro B MyHKTe 33
HacToAawwmx MNpaBuii, perncTpupyoLLmMini opraH ocyLLeCcTBAAET cliefyowme MeponpusaTus:

a) OLleHKa 3akJiloyYeHnsa oas onpefeneHns COOTBETCTBMA 3a4aHWI0 Ha NPOBeAeHMe SKCNepPTM3bl KavyecTBa,
3hheKTUBHOCTM 1 6€30NaCHOCTN MEANLIMHCKOrO U3aenus. B cnyvyae yCcTaHOBAEHMS HECOOTBETCTBUA
3aKJII0OYEHNS IKCNEPTHOr0 y4YpeXxAeHns yKa3saHHOMY 3a[laHU1I0 Takoe 3akJll4yeHne Bo3BpaLlaeTcs B
3KCMNepTHOE yypexeHne Ha 1opaboTKy, CPOK KOTOpOW cocTaBnseT He bonee 2 paboynx aHEN co OHS
NOJIy4eHNs 3KCNEPTHbLIM yYpeXxKAeHNeM BO3BPaALLEHHOr0 3aK/tl04eHNs;

6) NpUHATUE peLLleHns 0 roCyaapCTBEHHOW PerncTpaunm MeanuUnHCKoOro ndgenus nam ob otkase B
roCyfapCTBEHHOW perncTpaunm MeAuLNHCKOro n3genus, Kotopoe ohopMaseTcs NpukasoM
pPerncTpupyoLLero opraHa, 1 yseaoMaeHne 3as8BUTENS O MPUHATOM peLleHnm (3a NCKIYEHNEM
MeONLUNHCKUX U3LeNNA, BKJTIOYEHHbIX B NEPEY€eHb);

B) opopmMsieHMe ¥ Bblava (HanpasieHne 3aKa3HblM NOYTOBbLIM OTMPaB/ieHNeM C yBeJOMJIEHNEM O BpyYeHUn
nnn B hopMe 31EKTPOHHOI0 AOKYMEHTA, NOAMNMCAHHOIO 3NEKTPOHHOM NOANNCLI0, NMbBO Nepenaya B
3NEeKTPOHHOW (hopMe Mo TeSIeKOMMYHUKaLMOHHbBIM KaHaslaM CBA3M) 3a8BUTES0 perncTpaLnoHHOro
yooctoBepeHus nnubo ysegomneHns ob oTkase B roCyfapCTBEHHOW perncTpauuy MeauunuHCKoro n3genus c
yKa3aH/eM NpuYmH oTKasa (3a NCKN0YeHNneM MeanLMHCKUX U3LEeNURA, BKIIOYEHHbIX B MepeYeHsb).

35. OCHOBaHMAMKW ANS MPUHATUSA PEFUCTPUPYIOLLMM OpPraHOM peLleHus o6 0TKase B rocyAapCTBEHHON
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perncTpaumm MeanumMHCKOro n3genns (3a UCKIIDYEHNEM MEANLIMHCKUX N3O, BKIOYEHHBIX B MEPEYEHD)
ABNSAOTCA:

a) Nosly4YeHme OT IKCMEPTHOr0 YYPEeXAEHNS 3aKN04EHNS MO pe3ySibTaTaM 3KCNepTU3bl KayecTsa,
3(pHeKTMBHOCTU 1 6€30MaCHOCTN MEOULNHCKOrO N3AeNns, CBUAETENbCTBYIOLENO O TOM, YTO Ka4ecTBo, U
(nnn) 3chheKTUBHOCTL, 1 (MnKn) 6€30NacHOCTb PErNCTPUPYEMOro MEANLIMHCKONO U3AENNS He
NOATBEPXAEHbI MOSYYEHHBIMW OAHHBLIMK, U (MJIX) O TOM, YTO PUCK MPUYMHEHNS Bpea 340POBbI0 rpaxkaaH
N MeANLUHCKNX pabOTHNKOB BC1eACTBME NPUMEHEHUSA MEANLIMHCKOIO U3AeNNs NpeBbIaeT
3h(hEKTUBHOCTb €ro NPUMeHeHns;

6) BblsSIBIeHWE PerncTPUpPYOLUM OpraHoM Mo pesyJibTaTaM rocy1apCTBEHHOr0 KOHTPOA 3a obpalleHnem
MeONLUUHCKUX U3LeNniA HECOOTBETCTBUN AaHHbIX 06 3hheKTUBHOCTM 1 0 6e30MacHOCTN MEAULUHCKOrO
N30enma gaHHbIM 0 MEAULMHCKOM M34eNnn, COOEPXKaLLMMCS B 3a89BAEHUN O PerncTpauum n JOKyMeHTax,
yKa3aHHbIX B MyHKTe 10 HacToswwmx Mpasu.

(MyHKT B pegakuum MNoctaHoBneHns MpaButenscTBa Poccuinckon Pepepaunm ot 31.05.2018 Ne 633)

36. B TeveHune 1 paboyero OHS nocse NpUHATUSA peLLEeHNs 0 rOCYAapCTBEHHOW perncTpaunm MeanumnHCKoro
n3genna perncTpupyowmnin opraH BHOCUT AaHHbIE O 3aperncTpMpoBaHHOM MeAMLIMHCKOM U3L4enun B
roCyapCTBEHHbIA peecTp B NopsakKe, NpeayCMOTPEHHOM NoCTaHoBAeHMEM lNpaBnTenbCTBOM Poccrinckom
®epepaumm oT 19 nioHa 2012 r. Ne 615.

37. K u13MeHeHMUsM, BHOCMMbIM B JOKYMEHThI, COZlepKallnecs B PErnMcTpaLoHHOM A0Cbe, He Tpebyouwmm
NpOBeEeHNS SKCMEPTM3bl KaYeCTBa, 3PHEKTUBHOCTM 1 6E30NaCHOCTN MEANLNHCKOrO N34enuns, 0THOCATCS:
a) U3MEeHeHne CBeJeHNI 0 3asBuUTeNe, BKJI0Yas CBeAeHUs:

0 peopraHn3aunn LPMANYeCKOro nua;

06 N3MEeHeHNN HaUMeHOBaHUA PUANYECKOro Anua (NoAHOro 1 (B Clyvae, eCin NMeeTCs) COKPaLLEHHOrO, B
TOM Yumcne pMpMEHHOro HaMMeHOBaHNSA), aapeca MecTa ero HaxoX4eHus;

06 n3MeHeHUn hamMnanm, UMeHn 1 (B Clyvae, €CN MMEETCA) 0THeCTBa, afpeca MecTa XUTeSIbCTBa
WHANBMAYANbHOrO NpeanpuHUMaTens u PEKBU3NTOB AOKYMEHTa, yA0CTOBEPSAIOLLEr0 ero JIMYHOCTb;

6) N3MeHeHne CBEAEHUI O JINLLE, Ha NMSA KOTOPOro MOXKET ObiTb BblAaHO perncTpaLnoHHOe YA0CTOBEPEHME
Ha MeOULWMHCKOEe u3aenne, BKKYas CBeAeHUs:

0 peopraHn3aunn LPMANYeCKOro nLa;

06 N3MEeHeHNN HaUMeHOBaHUA LPUANYECKOro Anua (NoaHOro 1 (B Ciyvae, eCin NMeeTCs) COKPaLLLEHHOro, B
TOM Yumcse pMpMEHHOro HaMMeHOBaHNS), agpeca MecTa ero HaxoXXAeHnus uam pamunmm, MMeHn n (B
cnyyae, eci UMeeTCs) 0TYEeCTBa, MeCTa XUTEeNbCTBA NHANBMAYAbHOIO NPeanpuHNMaTeNs;

B) MU3MEHEeHMe agpeca MeCTa NPON3BOACTBA (M3roTOBJIEHNSA) MEOULIMHCKOrO U3Aenuns;

) N3MEHEeHMEe HaMEHOBaHNS MEOULNHCKOIO N3AeNns B Cydae, eCii HE U3MEHWINCb CBOWCTBA U
XapaKTepUCTUKK, BAMSAIOLWMNE Ha Ka4eCTBO, 3P PEeKTUBHOCTbL 1 6€30NacHOCTb MEAULMHCKOrO U3Aenns, nin
COBEPLUEHCTBYOTCS €ro CBOMCTBA U XapaKTEPUCTUKN MPU HEM3MEHHOCTM PYHKLMNOHANILHOrO Ha3HaYeHns n
(nnn) NpuHUMNa OencTBus, npegycMaTpuBatoLLee:

nobaBneHne (MCKNOYEHNE) NPUHAANEXHOCTEN MEANLNHCKOrO N34enns WU U3MEHEHNE UX HAUMEHOBAHUS;
yKa3aHne, U3MeHEHUNE 1 NCKOYEHWE TOBAPHOr0 3HaKa M WHbIX CPeACTB MHANBMAYAIM3aLMUN
MeaNLIMHCKOro n3aenus,

N3MEHEHNE KONNYeCTBa eQUHNL, MEOULMHCKOTO U3AENNS U €ro COCTaBHbIX YaCTen, KOMMIEKTYIOLWMX,
YKa3aHHbIX B MPUIOXKEHUN K PErMCTPaLMOHHOMY YA0CTOBEPEHNIO;

yKa3zaHune Uan NCKIYEHE BapuaHTOB UCMOTHEHMA (Moaenen) MeANLNHCKOrO N3aenns;

N3MEHEHNEe MapKUPOBKN 1 (MAK) YNaKOBKM MEAUNLIMHCKOrO U3Aenns;

[1) N3MEHEeHMe NPon3BoANTENEM (M3rOTOBUTENEM) MEOULIMHCKOIO U3AENNA CPOKOB OENCTBUSA JOKYMEHTOB,
COOEPXKaLLMXCS B PErMCTPaLNOHHOM A0ChE;

€) n3meHeHne nHhopMauumn 06 ynoaHOMOYEHHOM NpeacTaBuTeNe NPon3BoANTENS (M3roTOBUTENSA)
MegMLUNHCKOro n3genus.

(MyHKT B pefakuumm MNocTtaHoBneHus MNpasuTtenscTBa Poccuinckon ®epgepauum ot 31.05.2018 Ne 633)
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38. [1ns BHECEHUS B OOKYMEHTbI, COLepXXallnecs B perucTpaLMOHHOM A0Cbe, U3MEHEHWI, YKa3aHHbIX B
nyHKTe 37 HacToAwmx MpaBun, 3adBuTeNb He No3aHee Yem Yepes 30 paboyux gHen Co OHS U3MEHEHMS
COOTBETCTBYIOLNX AaHHbIX NPeACTaBAsfET (HanpaBaseT) B PErMCTPUPYIOLLNIA OpraH:

a) 3asBJIeHMe 0 BHECEHUN U3MEHEHUI B LLOKYMEHTHI, CoAepKalinecs B perncTpaunoHHoOM gocee (fanee -
3a8BeHMe 0 BHECEHUN N3MEHEHWI), 0(POPMIIEHHOE B COOTBETCTBUM C NYHKTOM 9 HacToswmx Mpasun;

6) Konuto fOKYMeHTa, NOATBEPXKAAIOLLErO NOJIHOMOYMSA YNOJHOMOYEHHOM0 NPeACTaBUTENS NPON3BOANTENS
(n3rotoButens);

B) AOKYMEHTbI N CBEAEHNS O COOTBETCTBYIOLWLMX N3MEHEHNSX, B TOM YUCNe OOKYMEHTbI, MOATBEPXKAAoLwme
N3MeHEeHUs, yKa3aHHble B NoAnyHKTax "a" - "B" nyHKTa 37 HacTosAwwmx MNpaBu, a Takxe B Cyvae
N3MEHeHUs HauMeHOBaHNA MeLNLNHCKOrO N3LeNuns:

CBeLleHMsA 0 HOPMATMBHOM AOKYMEHTauUn Ha MeguLNHCKOe U3Lenue;

TEXHNYECKYI0 JOKYMEHTaLMI0 NPOn3BoANTENS (M3roTOBUTENS) HA MEeAULIMHCKOE N3Lenne, NpUBEeAEeHHYIO B
COOTBETCTBME C HOBbIM HAUMEHOBAHNEM MeLNLIMHCKOro U3Lesnns;

3KCMIyaTaUNOHHYIO0 OOKYMEHTaUMI0 NPOM3BOANTENSA (M3rOTOBUTENSA) HA MeANLIMHCKOoe n3genune (B TOM
YUCNIE UHCTPYKLMIO MO MPUMEHEHMIO NN PYKOBOACTBO MO 3KCMayaTauMm MegnLMHCKOro n3genns),
npvBeAeHHYI0 B COOTBETCTBUE C HOBbIM HaMMEHOBaHWEM MeANLUHCKOro N3henus;

toTorpacmyeckne nsobpaxeHusa obLiero Buaa MeAULUHCKOrO U3Lenns BMecTe C NpUHaaNeXXHOCTAMMY,
HeobXoaMMbIMU N5 NMPUMEHEHUS MEANLIMHCKOr0 N3AeNns Mo Ha3HavYeHuo (pa3mMepoM He MeHee 18
CAHTUMETPOB B AJIMHY U 24 CAHTUMETPOB B LUNPUHY);

) DOKYMEHTbI MPON3BOANTENS U (MKN) OpraHM3auniA, OCYLLLECTBASAIOWMNX NPOBEAEHNE TEXHNYECKMX
NCNbITaHUIN, TOKCUKOJIOTNYECKUX NCCNef0BaHUI, KIMHUYECKNX UCMbITaHUA (pe3ynbTaTbl COOTBETCTBYIOLLMX
MCAbITaHWR), NOATBEPXKAAIOLLME, YTO BHECEHWE 3a5BIEHHbIX U3MEHEHWI He BNieYeT N3MEeHEeHUs CBONCTB U
XapaKTEPUCTMK, BAMAIOLLNX Ha Ka4yecTBO, 3PDEKTUBHOCTL 1 6€30MacHOCTb MEANLIMHCKOrO U3AEeNns, Nau
COBEpPLUEHCTBYET CBOMCTBA U XapaKTEPUCTUKN MPU HEU3MEHHOCTY (PYHKLIMOHANBHOMO Ha3HaYeHUs 1 (1nnu)
npuvHUMNa SenCcTBMA MeANLMHCKOrO N3aenns;

[l) OpUrMHan perncTpaunoHHOro yaocToBepeHmns (aybnmnkar);

€) ONncCb LOKYMEHTOB.

(MyHKT B pepakumm MoctaHosneHus MpasuTenscTea Poccuinckon ®epepaumm ot 31.05.2018 Ne 633)

39. BHeceHuMe n3MeHeHW B JOKYMEHTbI, YKa3aHHble B NoANyHKTax "B" 1 "r" nyHkTa 10 HacToawwmx Mpasun
(3@ MCKIOYEHNEM C/lyYaeB, yKa3aHHbIX B MOANYHKTE "r" nyHKTa 37 HacTosAwwmx MpaBui), oCyLLeCTBASETCS
no pe3sysibTaTaM 3KCNepPTM3bl Ka4yecTBa, IPPEKTUBHOCTY 1 6e30MacHOCTY MeANLMHCKOro N3aenns,
npoBeLeHHON B MOPSALAKE, aHa0rMYHOM NOPAAKY NMPOBEAEHNS SKCMEPTU3bl KavecTBa, SPNEKTUBHOCTA 1
6e30MacHOCTM MeANLMHCKOrO N3AeNnns B LefidX ero rocyaapCTBEHHOW perncTpaumnm B COOTBETCTBUM C
NMyHKTOM 21 HacToAwwmx Mpasun, B Cnyyae ecyivi perncTpupyroLLMM opraHoM rno pesysbTaTaM NpoBepKu
MOJIHOTbI M LOCTOBEPHOCTMN CBELEHMIN, COAEPXKALLUXCA B NPeACTaB/IEHHbIX JOKYMEHTaX, YCTaHOB/EHO, 4TO
BHECEHUE 3a9BNEHHbIX NU3MEHEHUI BNEYET U3MEHEHME CBONCTB U XapaKTepUCTUK, BAUSIOLLMX Ha Ka4eCTBo,
3hheKTUBHOCTb 1 6€30MaCHOCTb MEAMLIMHCKOrO N3OS, U COBEPLUEHCTBYET €ro CBOMCTBA U
XapakTepuUCTUKN NPY HEM3MEHHOCTU (DYHKLIMOHAIbHOM0 Ha3HavYeHusa 1 (Maun) npuHumMna 4encTens
MeLMLUNHCKOro n3genus.

40. B cnyvae ecnv OOKYMEHTbI, MpeayCcMOTPeHHbIe NyHKTOM 38 HacToAwmx Mpasun, cocTaBeHbl Ha
WHOCTPaHHOM fi3blKe, OHWU NPeLCTaBAATCA C 3aBEPEHHbLIM B YCTaHOB/IEHHOM NOPAAKe NepeBofoM Ha
PYCCKNIA S3bIK.

41. 3asiBNeHNEe 0 BHECEHWNN U3MEHEHUI N JOKYMEHTbI, NPeAyCMOTPEHHbIE MYHKTOM 38 HacTosAwwmx Mpasun,
NPVHNMAIOTCA PErUCTPMPYIOLLM OpPraHoM Mo OMUCK, KOMUS KOTOPOM C OTMETKON 0 JaTe npueMa
yKa3aHHbIX 3a5BJIEHUS U LJOKYMEHTOB B leHb NprYeMa BpyvaeTCsa 3asaBMTeN0 Ui HanpaBaseTcs emy
3aKa3HbIM MOYTOBbLIM OTMpPaBEHNEM C YBELOMJIEHNEM O BPYHEHUW UK B (POPME 3JIEKTPOHHOI0 JOKYMEHTa,
NOAMMCAHHOI0 3/IEKTPOHHON NOANUCHLIO, NB0 B 3IEKTPOHHON (hOPME MO TENEKOMMYHUKALNOHHbLIM
KaHaJjiaM CBA3N.
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42. Pernctpupyownii opraH He Brnpase TpeboBaTb OT 3asSBUTENS NPEACTaBIEHNS OKYMEHTOB, He
npefycMOTPEHHbIX MYHKTOM 38 HacTosAwmx Mpasu.

43. B Te4yeHmne 5 paboynx gHen co OHSA NOCTYNAEHMA 3a9BAEHNS O BHECEHNN U3MEHEHUI U [OKYMEHTOB,
npenycMOTPEHHbIX MYHKTOM 38 HacTosAwmx MpaBusl, perncTpUpYLWMA opraH NpoBOANT NPOBEPKY
MOJIHOTbI U LOCTOBEPHOCTM CBELAEHMNIN, COOAEPXKALLMUXCA B HNUX, B TOM YUC/E MYTEM CPaBHEHMS TaKnX
CBELEHMNI CO CBEAEHNSAMMN, NPeACcTaBNEHHbIMN B NOPAAKE MEXBELOMCTBEHHOI0 NHHOPMALIMOHHOIO
B3aNMOLENCTBUS.

44, B cnyyae ecn K 3a8BJIEHUI0 0 BHECEHUN N3MEHEHWI HE NpUaaratTCa JOKYMEHTbl B COOTBETCTBUM C
noanyHkTamu "6" - "e" nyHkTa 38 HacTosAwmx MpaBun u (1K) B 3asBJIEHUN O BHECEHUN U3MEHEHUN
yKa3aHbl HeLOCTOBEpPHbIe CBEAEHUSA MO0 OOKYMEHTbI, MPeAyCMOTPEHHbIE MYHKTOM 38 HacTosAwmx Mpasun,
NpeacTaBeHbl HE B MOMHOM 06beMe, PerncTpupyLLKA OpraH BPyYaeT 3aaBUTEN0 YBELOMIEHNE O
HeobxoaMMoCTKN yCTpaHeHns B 30-OHEBHbLIN CPOK BbISBAEHHbIX HapyLeHUA 1 (Man) npeacTaBieHns
LOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT, MO0 HanpaBnseT Takoe yBeAoMieHne B (hopMe 3/1eKTPOHHOI0
LOKYMEHTa, NOAMNCAHHOI0 3NEKTPOHHOW NOAMWCHIO, UM B 3IEKTPOHHON hopMe Mo
TeJIEKOMMYHWKALMOHHbIM KaHanaM CBA3M, UK 3aKa3HbiM MOYTOBLIM OTMNPaBieHNEM C YBELOMEHNEM O
BPYYEHUN.

45, B TeyeHune 3 paboynx gHen co OHSA NpeacTaBfieHUs Hagnexalimm obpa3oM 0hOpMAEHHOro 3adBaeHNS O
BHECEHUWN N3MEHEHWI 1 B NOJIHOM 00beMe LOKYMEHTOB, MPEAYCMOTPEHHbIX MYHKTOM 38 HaCTOALLMX
MpaBun, perncTpupyowmin opraH NPUHNMAET peLLeHne 0 PaCCMOTPEHUN YKa3aHHbIX 3asBEHNS U
LNIOKYMEHTOB WM (B CJly4ae UX HECOOTBETCTBUS MOJIOXKEHMAM NMyHKTa 38 HacToawmx Mpasun) 06 nx
BO3BpaTe C MOTMBUPOBAHHbLIM 060CHOBAHUEM MPUYNH BO3BpaTa.

46. B cnyyae ecnn B 30-gHEBHbIN CPOK HE YCTPaHEHbI BbISBIEHHbIE HAPYLUEHNUS 1 (1K) He NpeaCcTaBaeHb
LOKYMEHTbI, KOTOPbIE OTCYTCTBYIOT, PErUCTPUPYIOLLNA OpraH NPUHMMAET peLleHne 0 BO3BpaTe 3asaBJiIeHUs
0 BHECEHUMN U3MEHEHWI N AOKYMEHTOB, NPefyCMOTPEHHbIX MYHKTOM 38 HacTosAwmx Mpasun, C
MOTMBMPOBaHHbLIM 060CHOBaHMEM MPUYMH BO3BpaTa.

47. BHeceHne N3MeHEHMNIN B IOKYMEHTbI, COAEPKaLLMNECS B PErMCTPaLMOHHOM fOCbe, He Tpebyowmux
NpoBeeHNs 3KCMEePTM3bl Ka4ecTBa, 3MPEKTUBHOCTM 1 He30NacHOCTN MeANLIMHCKOrO U3aenns,
OCYLLECTBIAETCS PEFNCTPUPYIOLLMM OPraHOM B CPOK, He MpeBbiwatownin 15 paboynx gHen co aHS
NPUHSATNA PeLeHNS 0 PaCCMOTPEHMMN 3a5BIEHNSA O BHECEHUN N3MEHEHW 1 OOKYMEHTOB, NpeayCMOTPEHHbIX
NyHKTOM 38 HacTosawmx MpasuJi.

BHeceHne N3MeHeHNN B LOKYMEHTbI, COAEPXKALLMECS B PErMCTPaLMOHHOM A0Ckbe, Tpebyowmx NpoBeaeHUs
3KCMepTU3bl KavyecTBa, 3PNHEKTMBHOCTA 1 6€30MacHOCTU MEAULUHCKOrO N34enmns, OCyLWecTBaseTcs
PerncTpupyoLwmnM opraHoM B CPOK, He npeBbillaowmin 35 pabounx gHeN co OHA MPUHATUSA PELLEHUS O
pacCMOTPEHUN 3aABNEHNS O BHECEHWNMN N3MEHEHWIN U AOKYMEHTOB, MPEeAYCMOTPEHHbLIX MYHKTOM 38
HacTosawmx Mpasu.

(MyHKT B pefakuumm MNocTtaHoBneHus MNpasuTtenscTBa Poccuinckon ®epepauum ot 31.05.2018 Ne 633)

48. CpoK NPUHATUS PErNCTPUPYIOLLMM OPraHOM peLleHns 0 BHECEHUN U3MEHEHWI B OKYMEHTHI,
copepxalmecs B permcTpaLlmoHHOM A0CbE, UCHNCAAETCS CO AHA NOCTYMNJEHNS B PEFUCTPUPYIOLWLMIA OpraH
Hagaexalunm obpa3om opopMAEHHOr 0 3a5BJIEHUSA O BHECEHUW N3MEHEHWI U B MOJIHOM 06beme
JOKYMEHTOB, NPefyCMOTPEHHbIX MYHKTOM 38 HacTosAwmx Mpasu.

49. MNpw BHECEHMNN N3MEHEHMNI B LOKYMEHTbI, COAEPXKALLMNECS B PErMCTPaLMOHHOM LOCbE,
PerncTpypyoLWnin opraH oCyLWwecTBASET CneayoLlmne MeponpuaTus:

a) NPUHATUE PELLEHUS O BHECEHUW N3MEHEHWIA B [OKYMEHTLI, COAep Kallnecs B perncTpaunoHHOM A0Cbe,
KOTOpPOE 0hopMASETCA MPUKA30M PErncTpUpYOLLEro OpraHa;

6) BblAa4a 3KCNEPTHOMY YUYPEXAEHUIO 3aaHNS Ha NPOBEEHNE IKCNEPTM3bl KayecTBa, 3NDHEKTUBHOCTY 1
6e30nMacHOCTV MeANLNHCKOrO M3AENNSA N OLEHKA 3aK/0HEHNA SKCMEPTHOMO YYpexxaeHns ans
onpeLeneHns COOTBETCTBUSA €ro 3af4aHNI0 Ha NPOBeAEHNE IKCNEePTU3bl KavecTBa, 3IPHEKTUBHOCTY U
6e30nacHOCTV MeaNLMHCKOro M3aenns (B cnyyae, yCTaHOBIEHHOM NyHKTOM 39 HacToawwmx MNpasun). B
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cnyyae yCTaHOBJIEHUSA HECOOTBETCTBUSA 3aKJIIOYEHUSA SKCNEPTHOrO yYpeXAeHNa yKazaHHOMY 3aaHuIo
TaKoe 3aK/loYeHMe BO3BPaALLAETCA B IKCNEPTHOE YUYpexXaeHre Ha fopaboTKy, CPOK KOTOPON COCTaBASET He
6onee 2 pabo4ymx gHen CO AHA NOJYHEHUS IKCMEPTHbLIM yYpeXXAeHNEM BO3BPALLEHHOr0 3aK/04YeHNS;

B) yBeLlOM/IeH/e B MUCbMEHHON hopMe 3adaBUTeNs 0 NPUHATOM peLleHUN 3aKa3HbIM NOYTOBbIM
OTNpaB/IeHNEM C YBELOMJIEHNEM O BPYYEHUW UK B POPME 3/1eKTPOHHOr0 LLOKYMEHTa, MNOAMUCAHHOIo
3N1eKTPOHHON NOANNCHIO, NB0 B 3IEKTPOHHON (hOPME MO TENIEKOMMYHUKALMOHHBIM KaHalaM CBA3M C
NpuAoXKeHNeM nepeodopMIEHHOr0 PerncTpaLuoHHOro ya0CTOBEpeHWS (B Cily4Yae BHECEHNUS N3MEHEHWI B
HEero) 1 paHee BblAAaHHOI0 PErMCTPALIMOHHOIO YAOCTOBEPEHNS C OTMETKOWN 0 ero HeJeNnCTBUTENLHOCTH (C
yKa3zaHneMm [aThl).

(MyHKT B pefakuumm MNocTtaHoBneHus MNpasuTenbcTBa Poccuinckon ®epepauum ot 31.05.2018 Ne 633)

491, OCHOBaHUAMU LN BbIHECEHWUS SKCMEPTHLIM yYpeXXAeHNEM 3aKI0YEHNSA 0 HEBO3MOXHOCTU BHECEHMA
N3MEHEHWUN B [OKYMEHTbI, NPeayCMOTPEHHbIE NoANyHKTaMm "B" u "r" nyHkTa 10 HacTosAwmx Mpaswnn,
ABNATCA:

a) HeLOCTOBEPHOCTb NPeACTaB/IEHHbIX CBeAeHMN, 060CHOBLIBAKOLLNX BHECEHNE U3MEHEHWI, B TOM YnCIie
BbISIBJIEHHbIX PErMCTPUPYIOLLMM OPraHOM Mo pe3ynbTaTaM rocyfapCTBEHHOINO KOHTPOAA 3a obpalleHneM
MeONLUUHCKUX U3genni;

6) oTcyTCTBME B NPeLCTaBNEHHbIX 3a8BUTENEM JOKYMEHTaX CBEAEHWIN, MOATBEPKAAIOLWMX, YTO U3IMEHEHUS,
BHOCUMbIE B OKYMEHTHI, COAEep)Kallnecs B perncTpaunoHHOM AOCbE, He BIEKYT N3MEeHeHNe CBONCTB U
XapaKTepUCTUK, BANAIOLLNX Ha Ka4yeCcTBO, 3PPEKTUBHOCTL 1 6€30NaCHOCTb MEANLIMHCKOrO U3AeNnuns, nau
COBEPLUEHCTBYIOT CBOMNCTBA W XapakTEPUCTUKN NPY HEM3MEHHOCTY (DYHKLIMOHAbHOMO Ha3HavYeHusa 1 (nnu)
npvHUMNaG SenCTBMA MeAULNHCKOro U3aenus.

(MyHKT pononHeH - MNocTaHoBNeHwMe MNpaBuTenscTBa Poccuiickon ®epepaumm ot 31.05.2018 Ne 633)

492, PerncTpupytowmin opraH B TedeHne 2 paboyunx gHEN Co OHSA MONYYEeHUS 3aK0YEHNS SKCMEPTHOr0
yuYpeXxLeHus NPUHUMAET peLleHne 0 BO3MOXXHOCTU (HEBO3MOXXHOCTMW) BHECEHNS U3MEHEHU B OKYMEHTHI,
copepxalmecs B permcTpaunuoHHOM A0CbE, U YBEAOMASET O NMPUHATOM peLleHnn 3a8BUTENS 3aKa3HbIM
NMOYTOBbLIM OTMpPaB/AEHNEM C YBeOMJIEHUEM O BPYHEHUN UK B (DOPME 3JIEKTPOHHOIO JOKYMEHTa,
NOAMNCAHHOI O 3JIEKTPOHHOWN NOANNCHI0, MNBO0 B 3INEKTPOHHOW hOpME MO TENEKOMMYHUKALNOHHBLIM
KaHasiaM CBA3MN.

OcHoBaHMeM A1 MPUHATUA pelleHns 06 0TKa3e BO BHECEHUN N3MEHEHU B OKYMEHThI, COAepKalLmecs B
perncTpaumMoHHOM LOCbe, ABAAETCA NOJlyHYeHNe PErncTpUpPYOLLMM OPraHoM OT 3KCMEePTHOro yYpexaeHuns
3aKJI04YEHUS 0 HEBO3MOXXHOCTM BHECEHUS U3MEHEHNI B LOKYMEHTbI, COAepXXallmecs B perncTpalmoHHOM
A0Cbe MeAULMHCKOro nsgenns.

(MyHKT pononHeH - MoctaHosneHue MpasuTenbcTBa Poccunckon ®epepaumm ot 31.05.2018 Ne 633)

50. (YTpaTun cuny - NoctaHoBneHue MNpaButenscTBa Poccuinckon ®epepaumm ot 31.05.2018 Ne 633)

51. B TeveHue 1 paboyero AHS nocse NpUHATUS PELLIEHNS 0 BHECEHUN U3MEHEHWI B AOKYMEHTHI,
cofepxxalimecs B perncTpaLMoHHOM 0Cbe, COOTBETCTBYIOLLNE CBEAEHNS BHOCATCS B FrOCYAAaPCTBEHHbIN
peecTp B nopsake, NpeayCMOTPEHHOM NocTaHoBsieHMeM lMpaBuTenbcTBa Poccunckon ®epepauum ot 19
nioHs 2012 r. Ne 615.

52. B cnyyae yTpaTbl permcTpaunoHHOro yaoCTOBEPEHNA UM ero Nop4KM 3as8BUTENb BpaBe 06paTnuTbCs B
PEerncTpupymoLLMin opraH ¢ 3asaBaeHmeM 0 NpeaocTaBieHnn gybamkaTta perncTpaLnoHHOro yaoCTOBEPEHMNS
(manee - 3aaBneHne o NpefocTasneHun gybnmkara).

B cny4yae nopym permcTpaumoHHOro yA0CTOBEPEHNS K 3asiBJIEHMIO O NPefoCTaBaeHUn oybnvkaTa
npuiaraeTcs UCNopYeHHoe perncTpaLmMoHHoe ya0CTOBepeHue.

53. B TeveHue 7 paboumx gHeR Co AHA NOJYHEeHUs JOKYMEHTOB, YKa3aHHbIX B MyHKTe 52 HacTosLWmMX
MpaBun, perncTpupytowmnin opraH oopmaseT gybankat perncTpaunoHHOro yaocTtoBepeHmns Ha bnaHke
perncTpaLmoHHOro yA0CTOBEpPeHNs C moMeTKaMm "aybnnkat" n "opurnuHan perncTpaLoHHOro
yOOCTOBEPEHUS NPU3HAETCA HEAENCTBYOWMM" 1 BpyYaeT Takon AybnukaT 3asaBUTENIO WK HanpaBnseT
ero 3aKa3HblM NMOYTOBbLIM OTMpPaB/eHNEM C YBEAOMJIEHUEM O BPYYEHUN.
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54. Pernctpupytowmin opraH opMmnpyeT PerncTpaLmnoHHoe 00Cke U3 CneayoLnx J0KYMEeHTOB:

a) 3asBJIEHME O perncTpaunn n LOKyMeHTbI, MpeayCMOTPEHHble MyHKTOM 10 HacTosawwmx Mpasun,
3asBJieHne 0 BO30OHOBIEHNN FOCYAAaPCTBEHHOW perncTpauny MeanumnHCKOro n3genns, 3anpochl 1
JNOKYMEHTbI, NPefyCMOTPEeHHble NyHKTaMu 21t n 30 HacToswwmx MNpaBun, 3asBneHNE 0 BHECEHN
N3MEHEHWUN N OOKYMEHTbI, MpefyCMOTPEHHbIe NYHKTOM 38 HacToAwmMX MpaBu, a TakXXe 3asaBJieHne o
npenocTaBneHnn aybnmkaTa;

6) Konusa 3aaHnsa Ha NPoBeAEHNe SKCNEPTU3bl Ka4yecTBa, SPPEKTUBHOCTU 1 6e30MaCHOCTM MEeAULMHCKOrO
n3gennsa, oopMIEHHO0 PErNCTPUPYIOLWLMM OPraHoM;

B) KOMUS 0DOPMIEHHOI0 PErMCTPUPYIOLLNM OPraHOM pa3peLleHnst Ha NPOoBeAeHNE KJIMHNYECKNX
NCMNbITaHUN MEANLNHCKOr0 N34enuns;

r) 3aKI04eHUSA, 0OHOPMAEHHbIE SKCNEPTHBIM YYpeKaeHNEeM Npu NpoBeLeHNN IKCNepTn3bl KavecTsa,
3(pheKTMBHOCTN 1 6€30MacCHOCTU MEANLNHCKOrO N34enuns;

[) KONUN NpMKa3oB, 0POPMIIEHHbLIX PErMCTPUPYIOLLNM OPraHoM;

€) Konusa perncTpaumMoHHOro yaoCTOBEPEHNS AN YBELOMAEHNA, ODOPMIEHHbLIX PErNCTPUPYIOLLAM
OpraHom;

X) Konusa aybnnkaTa perncTpaLnoHHOro yA0CTOBEPEHNS, 0ChOPMAEHHOI0 PErMCTPUPYOLLIM OPraHOM.
55. (YTpaTun cuny - NoctaHoBneHue MNpasutenscTBa Poccuinckon ®epepaumm ot 31.05.2018 Ne 633)

551, OcHOBaHMAMM A5 BbIHECEHUS IKCMEPTHBIM YYpex AeHNeM 3aK/Il04eHNA 0 HEBO3MOXXHOCTU BHECEHUS
N3MEHEHUI B [OKYMEHTbI, NPeAYCMOTPEHHbIE NoANYHKTaMuM "B" 1 "r" nyHkTa 10 HacTosAwmx Mpaswnn,
ABNATCA:

a) He4O0CTOBEPHOCTb NPEeACTaBJIEHHbIX CBeAEHNI, 0D0CHOBbIBAOLNX BHECEHNE N3MEHEHWI;

6) oTCcyTCTBME CBEAEHWIA, MOATBEPXKAAOLWMNX HEU3MEHHOCTb (DYHKLMOHANLHOIrO Ha3HaYeHns u (1am)
npvHUMNaG SenCTBMA MEAULMHCKOrO N34eNuns, B CBA3U C BHOCMMbIMU U3MEHEHMAMN B LOKYMEHTaLNIO.
(MyHKT pononHeH - MocTtaHoBneHue MpaBuTenbcTBa Poccuinckon ®egepaumm ot 17.07.2014 Ne 670)

552, (Ab3au yTpaTun cuny - NoctaHoeneHune MNpaButenbcTBa Poccuiickon Penepaunm oT 31.05.2018 Ne
633)

A63au. (YTpaTun cmny - MoctaHoBneHne MpasutenscTBa Poccuinckon ®epepauum ot 31.05.2018 Ne 633)
XpaHeHue perncTpaumoHHOro 40Cbe OCYLLECTBIAETCS PErNCTPUPYIOLLMM OPraHOM B NMOPSAKe,
YCTaHOB/IEHHOM 3aKOHO4aTeNbCTBOM Poccuinckon ®epepaumm o6 apxmeHom aene.

(MyHKT nonoJsiHeH - MNocTaHoBeHMe MNpaBuTenscTBa Poccninckon Pepepaunm ot 17.07.2014 Ne 670)

56. B permctpaumMoHHOM yO0CTOBEPEHMMN YKa3bIBAOTCA Cieaytolmne CBeaeHns:

a) HaMeHOBaHNe MeANLMHCKOro n3genus (C ykasaHmem npuHagnexxHocTen, HeobxogMmblx aNns
NPUMEHEHUS MeANLMHCKOro U3AeNns Nno Ha3HavYeHuo);

6) naTa rocyaapCTBEHHOWN perncTpaum MeauuMHCKOro N3Lenmsa n ero perucTpaunoHHbINn Homep;

B) B OTHOLLEHUW NIMLLa, Ha MMA KOTOPOro BblAAaHO PErncTpaLMoHHOe YO0CTOBEPEHME, - MOJIHOE U (B Ciyyae,
ec/In NMeeTCs) COKpaLLeHHOe HauMeHOBaHMe, B TOM Yncie (MPMEHHOe HanMeHOBaHWe, OpraHM3aLnoHHO-
npasoBas hopMa IPUANYHECKOro nLa 1 afpec MecTa ero HaxoXaeHusa unn pamunns, umsa u (B cnydae,
ec/In NMeeTCA) 0TYECTBO, afpec MeCcTa XUTeNbCTBa MHANBUAYAbHOrO NPeAnpuHMMaTens;

) B OTHOLUEHMMN NPOM3BOANTENSA (M3rOTOBMTENSA) - MOJIHOE U (B C/lyvae, eC/iM UMEeeTCS) COKpaLleHHoe
HaVMeHOBaHWe, B TOM Yncsie PUPMeHHOE HaMMEHOBaHWE, OpraHn3aLMoHHO-NPaBoBas opMa 1 afapec
MeCTa HaxoXAeHnsa nnn pamuans, umsa u (B cayyae, ecain nMeeTcs) 0TYECTBO, aApec MecTa XUTeNbCTBa
WHAMBUAYANbHOMO NpeanpuHnuMaTens;

[l) MeCcTo Npon3BoACTBa MEANLIMHCKOrO U3Aenns;

€) HoMep pPerncTpaunoHHOro AOCLE;

X) (YTpaTun cuny - MoctaHosneHue MpasuTtenscTBa Poccunckon ®epepaumm ot 31.05.2018 Ne 633)

3) KNacc NOTEHLMANbHOIO pUCKa NPUMEHEHNSA MEANLIMHCKOrO N34ENNsA B COOTBETCTBMM C HOMEHKIATYpPHOW
Knaccnpukaumnen MeanUMHCKUX N3N, yTBepXX 4aeMon MMHNCTepCTBOM 34paBOOXPaHEHNS POCCMIACKON
depepaumu;
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1) Koa OB6LEepPOCCUACKOro KnaccumkaTopa NPOLyKLUMM MO BUAaM SKOHOMUYECKON AEeATENbHOCTH.

57. PerncTpupytolimin opraH NpPUHNMaET pelleHne 06 0TMeHe rocydapCTBEHHON perncTpaunm
MeOMLUNHCKOro U3fesva B cedyowmx cnyyasx:

a) nogava 3asBMTeNEM 3asaBaeHNs 06 0OTMeHe rocyapCTBEHHON perncTpaumm MegnuumMHCKOro n3genns;

6) BbIHECEHME CYOM peLleHns 0 HapyLleHUn npaB NpaBoobnanaTens Ha pe3ynbTaTbl UHTENNEKTYaNbHON
LEATENbHOCTW N NPUPABHEHHbBIE K HUM CPeACTBa MHAMBUAYaM3aUum npy obpaleHnm MeanumnHCKNX
n3oenunnm;

B) NMpeAcTaB/ieHMe YNOJHOMOYEHHbIM paBUTeNbCTBOM Poccuinckon denepaunn denepasbHbIM OpraHom
NCMONHNTESIbHOWN BIACTM NO pe3yabTaTaM OCYLECTBASEMOro UM rocyapCTBEHHOr0 KOHTPOJIA 3a
obpalleHnemM MeaNUNHCKNX N34eNnin, CBeAEHMA, NOATBEPXKAAOWNX DaKTbl 1 06CTOATENbCTBA, Co3atoLne
YrPO3Y XXM3HW 1 3L0POBbI0 FPaXkAaH N MeAULUHCKIX PabOTHMKOB MPU MPUMEHEHNN W 3KCMAyaTaLnm
MeONLUHCKNX U3Lennii;

) BblIBAIeHWE PerncTpupyoLwmnM opraHoM no pesysibTaTaM rocyAapCTBEHHOro KOHTPONA 3a obpalleHrem
MeONUNHCKNX N34eNnid HeJOCTOBEPHOCTU CBEAEHUIN B LOKYMEHTaX, COAEPXKALLUXCA B PerncTpauuoHHOM
[L0Cbe, NpefcTaB/eHHbIX 3asBUTENEM U NOBJIUABLUMX Ha pe3y/ibTaTbl SKCMEPTU3bl KayecTsa,
3(pHeKTMBHOCTN 1 6€30MaCHOCTU MeANLMHCKOro n3aenus; (JlononHeH - NMoctaHoBneHne MNpaBUTENLCTBA
Poccuinckon ®egepaumm ot 31.05.2018 Ne 633)

[) NoflyYeHne perncTpupyroLLMM OpraHoM 3akIl0YeHWNI SKCNEPTHOro y4YpeX4eHNsA 0 TOM, 4TO
copeprkalumecs B rocy4apCTBEHHOM peecTpe MHCTPYMEHT, annapaT, npubop, obopynosaHne, MmaTepuan u
npo4yve n3genuns no cBoeMy yHKLNOHaNbHOMY Ha3HaYeHUIo 1 (Mn) NPUHLUNY LENCTBUSA HE MOryT
NPUMEHATLCSA B MEAMUNHCKUX LLeNaxX U (Mn) He ABAAITCA MeSUUNHCKUMN n3genmamun. Takoe 3akaoveHmne
npeacTaBnAeTCs (HanpaBAAETCA) IKCMEPTHLIM YYPEXXAEHNEM B PETMCTPUPYIOLWLNIA OpraH B TeveHne 10
paboynx OHEN Co AHA MOCTYMAEHNS B 3KCNEPTHOE YYpEeXXAEHNE COOTBETCTBYHIOLLENO 3a4aHNS
perncTpupyoLLero opraHa ¢ nNpuJioXKeHneM LOKYMEHTOB PerucTpaunoHHOro 4OCke;

€) HaJIn4me OCHOBAHWUN, YKa3aHHbIX B NyHKTe 577 HacToswmx MNpaBun (B OTHOLIEHUN MeONLIMHCKOrO
n3nenns, BKIOYEHHOro B nepeyeHs); (lonosHeH - MocTaHoBneHue MNpaBuTenbcTBa Poccninckon
®epepaumm ot 18.03.2020 Ne 299)

XX) HenpeLcTaBneHWe 3a9BUTENIEM OKYMEHTOB, yKa3aHHbIX B MyHKTe 5710 HacTosAwmx Mpasun (B
OTHOLLEHUN MEAUNLINHCKOrO N34eNuNs, BKIOYEHHOr0 B nNepeyeHsb); ([onosHeH - NMocTaHoBAeHME
MNpasuTenbcTBa Poccninckon ®Pegepaumm ot 18.03.2020 Ne 299)

3) NPUHATME ABaXK bl PEFNCTPUPYIOLLMM OPraHOM peLleHns 0 BO3BpaTe LOKYMEHTOB B COOTBETCTBUN C
NMYHKTOM 5713 HacTosAwwmx MpaBna (B OTHOLLIEHUN MEAULMHCKOIrO N3AENNS, BKIIOYEHHOIO B MEPEYEHb);
(OononHeH - MNocTaHoBseHMe MNpaBuTenscTBa Poccunckon Pepepaumm ot 18.03.2020 Ne 299)

1) HenpeacTaBAEHNEe 3a89BUTENEM LOKYMEHTOB, MPeayCMOTPEHHbIX MYHKTOM 571° HacToAwmx Mpasun, B
TeyeHue 50 paboyux gHen Co OHS NPUHATUS PErMCTPUPYIOLLM OPraHOM PELLEHNS 0 BO3BPaTE AOKYMEHTOB
B COOTBETCTBUM C MYHKTOM 573 HacToAwmMX MpaBu (B OTHOWEHNN MEANLNHCKOIO N34ENUS, BKIHOYEHHOr0
B nepeyeHsb); ([lonosHeH - MocTaHoBneHue MNpaBuTenbcTBa Poccninckon Pegepaumm ot 18.03.2020 Ne 299)
K) MCKNOYEHNE MEAULNHCKOrO n3genns n3 nepeyHs. (JononHeH - NMoctaHoBneHMe MpaBUTENbLCTBA
Poccuinckon ®epgepaumm ot 18.03.2020 Ne 299)

571. TocypapCTBeHHasa perncTpaums MeguuUnHCKOro n3genms, BKJtOYeHHOro B nepeyeHb, NpoBoAUTCA
O[HOKPATHO B OTHOLUEHUN O4HOI0 HAUMEHOBaHUSA MeAULMHCKOro N3genuns 04HOro Npom3BoauTens
(n3rotosutens). (JononHeH - MocTtaHoBneHue MNpasuTtenbcTBa Poccninckon ®epgepaumm ot 18.03.2020 Ne
299)

572. lna rocyaapCTBEHHOMN perncTpaunm MeguumnHCKOro n3aesnms, BKIKYEHHOr0 B MepeYyeHb, 3ai9BUTENb
npeacTaBnseT Mbo HanpaBAsSET B PErMCTPUPYIOLLNIA OpraH 3asBeHMe 0 perncTpaunmy, a Takxe
cnepyoune JOKYMEeHThI:

a) Konua [OKyMeHTa, NOATBEP)XAAtoLero NoJIHOMOYUS YNOJIHOMOYEHHOro NpeacTaBnuTeNs NPou3BoaANTEeNs
(n3roToBuTeENs);
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6) TeXHMYeCKas [OKYMEHTaLMs MPOn3BOAMTENS (M3rOTOBMTENS) Ha MEANLIMHCKOE M3AEeNNe;

B) 3KCrJlyaTaUMOHHas LOKYMeHTauusa nponssoanTtens (M3roToBuTesNa) Ha MeAUUNHCKOe nsgenve, B ToM
Yyucne NHCTPYKLUUA Mo NPUMEHEHUIO NN PYKOBOACTBO MO 3KCNayaTauun MeguUnHCKOro n3genns;

r) oTorpadmnyeckne nsobpakeHns obLiero Bmaa MeQULIMHCKOro N3AeNnNs BMecTe C NPpUHaANEXHOCTAMN,
HeobxoAMMbIMU A9 NPUMEHEHNS MELULIMHCKOrO U3AEeNns MO Ha3Ha4YeHuo (pa3mMepoM He MeHee 18 Ha 24
CaHTMMeTpa);

[l) ONNCb OOKYMEHTOB.

(OdonosiHeHO NyHKTOM - [NocTaHoBNeHMe MpaBuTenscTBa Poccuinckon ®egepauum ot 18.03.2020 Ne 299)
573. B c/lydae eCcnu fOKYMEHTbI, YKa3aHHble B NyHKTax 572 n 571° HacTosAwmx MpaBwi, CoOCTaB/eHbl Ha
WHOCTPaHHOM fi3blKe, OHW NPeLCTaBAATCA C 3aBEPEHHbLIM B YCTaHOBJIEHHOM NOPAAKe MNepeBofoM Ha
pycckui a3bik. ([ononHeH - NoctaHoBneHue MpaBnTenscTBa Poccunckon ®epepaunm ot 18.03.2020 Ne
299)

574, 3aaBneHne o perncTpaumm n OOKYyMeHTbl, NpefyCMOTPEHHbIE MyHKTaMun 572 n 571° HacTosAwwmx MNpasun,
NPeacTaBNATCS 3a9BUTENIEM B PErUCTPUPYIOLLMIA OpraH Ha ByMaxHOM HOCMTEe HEMOCPEACTBEHHO UK
HanNpaBAATCA 3aKa3HbIM MOYTOBLIM OTMPaB/ieHNEM C yBeAOMJIEHNEM O BPYYEHUN N OMUCBIO BIIOXKEHUS
nnbo B 3N1eKTPOHHON hopMe, NOANUCAHHbIE 3IEKTPOHHON NOAMUCHIO.

Pernctpupyowmn opraH NpYHUMAET 3asB/ieHne 0 perncTpaLmm 1 yKasaHHble LOKYMEHTbI N0 ONUCK, KONUS
KOTOPOW C OTMETKOM 0 gaTe Nprvema 3TUX 3as8BJIeHNA 1 JOKYMEHTOB B eHb NpueMa Bpy4aeTCs 3as8BUTENI0
WAW HanpaBAsSeTCs eMy 3aKa3HbIM NOYTOBLIM OTMPAB/EHNEM C YBEAOMJIEHNEM O BpyYeHun nnbo B
3NEeKTPOHHOW hopMe MO TEEKOMMYHUKALMOHHbLIM KaHaaM CBA3N.

(OonosHeHO NyHKTOM - [locTaHoBNeHMe MpaBuTensCcTBa Poccuinckon ®egepauum ot 18.03.2020 Ne 299)
575. PernctpupytoLwwmnin opraH He Bripaee TpeboBaTh OT 3afBUTENSA YKa3blBaTb B 3aABJIEHUN O perncrpauuu
CBeleHUsl, He NpefyCMOTPEHHbIe NYHKTOM 9 HacTosawmx MNpasun, n NpeacTaBfiaTb LOKYMEHTHI, He
npenycMoTpeHHble NyHKTaMu 572 n 571° HacToawmx Mpasun. (LonosHeH - MocTaHoBneHWe MpaBUTENbLCTBA
Poccninckon ®eagepaunm ot 18.03.2020 Ne 299)

576. B OTHOLEHNM MEANLIMHCKOrO N34eNns, BKIIOYEHHOr0 B NepeyeHb, B TeyeHue 3 paboymx AHen co gHA
NOCTYMNeHUs 3asBJIEHNA O PerncTpaLmm u LOKYMEHTOB, MPefyCMOTPEHHbIX MYHKTOM 572 HaCTOALLNX
MpaBua, perncTpupyowmMin opraH NPOBOAUT NPOBEPKY MOJHOTHI U 4OCTOBEPHOCTM COLEPXKALLUUXCS B HUX
CBEAEHWI, B TOM YuCSIe MyTeM CPpaBHEHUS TaKMUX CBELEeHWUA CO CBeAEHUAMU, NpeACcTaBeHHbIMU B NOPSALKe
MeXBeLOMCTBEHHOI0 MHGOPMaLMOHHOIo B3aumoaencTeums. (JonoaHeH - NoctaHoBneHne MpaBUTENBLCTBA
Poccuinckon ®epepaumm ot 18.03.2020 Ne 299)

577. B cny4ae ec/qiv B OTHOLUEHUM MeMLNHCKOro n3aenms, BKJIYEHHOO B NepeYeHb, 3asBJIeHNE O
permcrpaumm oopMIEHO C HapyLLeHneM NosoXKeHIn NyHKTa 9 HacToawmx Mpasua u (Mnn) B 3a8BaeHUM
yKa3aHbl HeJOCTOBEpHble CBeLeHNs MO0 LOKYMEHTbI, NPefyCMOTPEHHbIE MYHKTOM 572 HacTOSLLKX
MpaBun, NpeAcTaBieHbl He B MOJHOM 06beMe, PernCTPMPYIOLWMNIA OpraH BPyYaeT 3asBUTENI0 YBEAOMEHMNE
0 HeobX0AUMOCTM YCTPaAHEHUS BbIABAEHHbIX HAPYLLEHWI B CPOK, He NpeBbiwaowmn 5 paboiunx gHewn, nnbo
HanpaBnfeT Takoe yBeLOMJIEHME 3aKa3HbIM NOYTOBLIM OTMNPaBJEHNEM C YBELOMJIEHNEM O BPYYEHUUN UK B
hopMe 31eKTPOHHOro0 AOKYMEHTa, MOAMMCAHHOMO /IEKTPOHHON NOAMNCHI0, MO0 B 3NEKTPOHHOW hopMe Mo
TeJIEKOMMYHMKALMOHHbLIM KaHanaM cBsA3u. ([lononHeH - MocTaHoBAeHMe MpaBuTensCTBa Poccuinckon
®epepaumm ot 18.03.2020 Ne 299)

578. B OTHOLEHNN MeANLNHCKOro N3A4enns, BKAIOYEHHOM0 B NepeyeHb, B CPOK, He NpeBbILLaowmn 5
paboynx OHeN Co AHA NpeAcTaBAeHUs Haanexalwmnm obpa3omM ohopPMIEHHOr0 3asBIEHNS O PErmcTpaunm n
LOKYMEHTOB, NpeayCMOTPEHHbIX MyHKTOM 572 HacTosALwwmx Mpasus, B NOSHOM 06beMe, a TakXe B Cilyvae
yCTpPaHEeHWs B CPOK, YCTAHOBJIEHHbIN MYHKTOM 577 HacToALWMX MNpaBui, BbIABAEHHbLIX HAPYLUEHWIA U (1K)
npeacTaBneHns HeJoCTaLWMX JOKYMEHTOB PErnCcCTPUPYIOLWLMIA OpraH oCyLLeCcTBASET clefyoLme
MeponpuaTUA:

a) NPUHATUE peLLeHNs 0 roCyAapCTBEHHOW perncTpaunum MeanUnMHCKOro n3genuns, Kotopoe oopmaseTcs
NPYKa3oM perucTpupyoLLero opraHa;
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6) ohopmneHne 1 Bbigava (HanpaBsieHNe 3aKa3HbIM MOYTOBbLIM OTMNPABAEHNEM C YBELOMJIEHUEM O BPYHEHWM
nnn B HopMe 371eKTPOHHOI0 AOKYMEHTa, NOAMUCAHHOI0 31EKTPOHHON NoAnuceto, MnMbo nepenaya B
3NEKTPOHHOW hopMe MO TeIEKOMMYHUKALMOHHbLIM KaHaaM CBA3M) 3aSBUTEN0 perncTpaunoHHOro
YA0CTOBEPEHNS.

(JononHeHo NyHKTOM - MNocTaHoBneHue MpaBuTenbcTBa Poccuinckon ®egepaumm ot 18.03.2020 Ne 299)
57°. B cny4ae ec/qin B OTHOLUEHUM MeMLVNHCKOro n3aenmns, BKJIOYEHHOrO B NepeyeHb, B CPOK,
YCTAHOBJ/IEHHbI MYHKTOM 577 HacToAWwMmMX MpaBu, He YCTPaHEHbI BbIIBIEHHbIE HApYLWEHNA U (M) He
npeacTasneHbl He06X0AMMbIE [OKYMEHThI, PErMCTPUPYIOLNA OpraH NpMHMMaeT peLlleHne 0 Bo3BpaTe
3a5BJIEHNS O PErMCTPaLMN N OKYMEHTOB, NPeAyCMOTPEHHbIX MYHKTOM 572 HacToswwmx MNpasun, ¢
MOTWUBMPOBAHHLIM 060CHOBaHMEM MPUYNH BO3BpPaTa.

B cnyvyae oTCyTCTBMS MEAULMHCKONO U34ENNS B NEPEYHE U (Mn) HapyLLEHMSA NOSIOXKEHUN NyHKTa 571
HacToAwwmx MNpaBua PerncTpupyoLLNA opraH NPpUHUMAET PeLLIEHNE 0 BO3BpaTE 3asBIEHNS O perucTpauumn un
JNIOKYMEHTOB, NPeyCMOTPEHHbIX MYHKTOM 572 HacTosiwux MpaBu, ¢ MOTUBUPOBAHHLIM 060CHOBaAHUEM
NpVYMH BO3BpaTa.

(JononHeHo NyHKTOM - MNocTaHoBNeHe MpaBuTenbcTBa Poccuinckon ®egepaumm ot 18.03.2020 Ne 299)
5710, B cpok, He npeBbiatowmin 150 paboynx gHen co AHS rocyaapCTBEHHON perncTpaummn MeguunmHCKoro
n3genns, BKAOYEHHOr0 B NepeYyeHb, 3a8BuTeNb 0643aH NpeacTaBuTh B PpErNCTPUPYIOLLMIA OpraH
cnepyolne LOKyMeHTbI:

a) Konusa JoKyMeHTa, NoATBEP)KAAIOLLEro NOJHOMOYMSA YIOJTHOMOYEHHOIO NpeacTaBUTeNa NPON3BOANTENS
(n3rotoBuTens);

6) cBeieHNs 0 HOPMATUBHOW OOKYMEHTaLUMN Ha MeANLNHCKOE N3enne;

B) LOKYMEHTbI, YKa3aHHble B nognyHkTax "6", "B" un "r" nyHkTa 572 HacTosAwwmx Mpasun (B cnyvyae BHeCeHNS
B HUX U3MEHEeHWSA No pe3yJsibTaTaM NMPoBeAEHHbIX NCMbITaHWUA (MCCNefoBaHNA) MeAULIMHCKOrO U3genns);

) LOKYMEHTbI, NOATBEPXXAAOLWMNE Pe3ybTaTbl TEXHUYECKUX NCMbITaHUA MEANLIMHCKOrO N3Aenns,
BblAaHHble heaepasbHbIM FOCYAaPCTBEHHbIM BIOIXKETHbBIM YYpexxAeHNeM "BCepOCCUNCKNIA HAayYHO-
NCCNeNOBaATENbCKWNIA N UCMbITATENbHbIA UHCTUTYT MEAULMHCKON TeXHUKKN" PeaepanbHOn cnyxbbl no
HaA30py B chepe 34paBoOXpaHeHNs (ganee - ydpexxaeHue);

1) AOKYMEHTbI, NOATBEPXKAaloLNe pe3ynbTaTbl TOKCUKOJIOrMYECKNX UCCIeloBaHNI MeQNLIMHCKOrO
n3nenmsa, NCnonb3oBaHWe KOTOPOro rnpeanosiaraeT Haanyme KOHTaKTa ¢ OpraHn3MoM YesoBeka, BblAaHHbIe
yupexaeHunem;

€) LOKYMEHTbI, MOATBEPXXAAtoLMNE pe3ybTaThl UCNbITAHWA MEQULMHCKOrO U3LENNA B LENSX YTBEPKAEHNS
TUNa cpeacTB M3MepPEeHUin (B OTHOLIEHUN MEeANLIMHCKUX U3OENNA, OTHOCSALLMXCA K CPeaCTBaM U3MEPEHUIA, B
cthepe rocyaapCTBEHHOr0 peryanpoBaHmsa obecneyeHns eQNHCTBA M3MEPEHUI, MepPeYEHb KOTOPbIX
yTBEpXAaeTcsa MMHNCTEPCTBOM 34paBooxpaHeHns Poccminckon ®epepaunm), BblAaHHbIE YYpeXaeHneM;
)K) LOKYMEHTbI, NoATBEPXXAatoLWMe pe3ynbTaThl KIMHUYECKUX UCMbITaHUA MeAULIMHCKOrO U3aenns,
NpoBefeHHbIX B MEAMNLIMHCKOW OpPraHM3auumn rocyaapCTBEHHOM CUCTEMbI 34PaBOOXPAHEHNS, OTBEYaIOLEN
TpeboBaHMAM, yTBEPXKAEHHBIM MUHUCTEPCTBOM 3ApaBooXpaHeHns Poccuiickon ®epepaumu;

3) KOMWUK LOKYMEHTOB, MOATBEPXKAAIOLLMNX KAa4YEeCTBO IEKapCTBEHHOMO NpenapaTa, hapMaueBTU4eCcKon
cybcTaHumm, buonornyeckoro MaTepuasa n NHOro BeWecTBa, C MCMNOJb30BaHNEM KOTOPbLIX MPOU3BEAEHO
MeOULUHCKOEe N3LeNne UM KOTopble BXOAAT B €ro COCTaB U NpefHa3HayeHbl AN NPUMEHEHMNS TONIbKO C
Y4€TOM Ha3Ha4YeHUs MegMLUMHCKOro U3fenns, onpeaeneHHoro Npou3BoaMTENEM, U BblAaHHbIX B
COOTBETCTBUM C 3aKOHOA4ATENbCTBOM CTPaHbl MPOUCX0XAEHMA IeKapCTBEHHOr0 nNpenapaTa,
thapMaueBTNYeCKON cybcTaHumm, Bronornyeckoro maTeprana n MHOroO BELLECTBa;

1) opurnHan perncTpaLmoHHOro ya0CTOBEPEHNS;

K) ONUCb JOKYMEHTOB.

(JononHeHo NyHKTOM - MNMocTaHoBneHne MpaBuTenbcTBa Poccuinckon ®egepaumm ot 18.03.2020 Ne 299)
571, B TeyeHmne 5 pabounx gHen co OHSA NOCTYMNIEHNSA OOKYMEHTOB, NPeayCMOTPEHHbIX MyHKTOM 5710
HacToAwwmx MNpaBua, perncTpupyoLLMii opraH NPOBOAUT NPOBEPKY MOJSIHOTHI U [OCTOBEPHOCTH
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COAEpPXKaLLMXCS B HAX CBEAEHNIA, B TOM YUCNE MyTEM CPaBHEHMA TaKUX CBEAEHU CO CBEeAEHNAMN,
copepXXalMMncs B BbIGAHHOM B COOTBETCTBUM C HacTOAWMMY MpaBunamMmn perncTpaloHHOM
YOOCTOBEPEHMMN Ha MeAUNLNHCKOE N3aenne, BKIYEHHOE B NepPeYeHb, a TakXXe NpeacTaB/ieHHbIMU B
nopsiike MexxBegoMCTBEHHOM0 MHGOPMALIMOHHOI0 B3aMMOLEeNCTBUS.

B cnyyae ecan ykasaHHble JOKYMEHTbI MPeACcTaB/eHbl He B MOJHOM 06bemMe, perucTpupyoLwWwmnin oprax
BPYYaeT 3as8BUTENI0 YBEAOMIEHME 0 HE0OX0AMMOCTH B 30-4HEBHbIN CPOK YCTPAHUTL BbISIBJIEHHbIE
HapyLleHns 1 (nnn) NpeacTaBMTb HEAOCTAOLMNE AOKYMEHTbI MO0 HanpaBAseT Takoe yBeAOMJIEHNe
3aKa3HbIM MOYTOBbLIM OTMPaBAEHNEM C YBEAOMJIEHNEM O BPYHEHUW WK B (hOPME 3/IEKTPOHHOIO LOKYMEHTa,
NoAMNMCaHHOI O 3JIEKTPOHHOWM NOANNCHI0, MNBO0 B 3NEKTPOHHOW hOPME MO TENEKOMMYHUKALMOHHBLIM
KaHanam CBA3MW.

YBeOMNeHve B C/ly4ae ero Hanpas/eHNsa 3aKa3HbiM MOYTOBLIM OTMNPAaBJEHNEM CHMTAETCA NOYYEHHbIM MO
ncteveHun 10 paboynx gHen co AHA HaNpaB/ieHUs YBEAOMIIEHMS.

(donosiHeHO NyHKTOM - [ocTaHoBNeHMe MpaBuTenscTBa Poccuinckon ®egepauum ot 18.03.2020 Ne 299)
5712, B TeyeHmne 3 paboynx gHeN co OHSA NpeacTaBiieHns B NoJIHOM 06beMe JOKYMEHTOB,
npefycMOTPeHHbIX MYHKTOM 571° HacToawwmx MNpaBui, a Takxe B C/lyvae ycTpaHeHnsa B 30-4HEBHbIN CPOK
BbISIBJIEHHbIX HapyLweHui u (unn) npencrtasneHns B 30-0HEBHbLIN CPOK AOKYMEHTOB, NpefyCMOTPEHHbIX
NyHKTOM 571° HacToAwmMX MpaBui, PeErncTPUPYIOLWMIA OpraH NPUHNMaeT peLleHne 0 Havyasle NpoBeaeHmns
3KCMepTu3bl KayecTBa, 3PEKTUBHOCTMN 1 6€30NaCHOCTN MEANLMHCKOrO N34ENNS, BKJIIOYEHHOMO B
nepeyeHnb. (JononHeH - MNoctaHoBneHue MpaBuTenbcTBa Poccuinckon ®epepaumm ot 18.03.2020 Ne 299)
57%3. B cnyyae ecan B 30-OHEBHbIN CPOK HE YCTPaHEHbI BbISIBAIEHHbIE HApyLIeHUs 1 (MK) He NpeacTaBAeHbl
HegoCTalWwme LOKYMEHThI, PErMCTPUPYIOLWLNA OpraH NPUHNUMaEeT peLleHne 0 BO3BpaTe LOKYMEHTOB,
npenycMoTPeHHbIX MYHKTOM 571° HacToawwmx MNpaBua, ¢ MOTMBUPOBaHHbLIM 060CHOBAHNEM MPUYMH
Bo3BpaTa. ([lononHeH - MocTtaHoBneHue MpasutenscTea Poccminckon ®epepaumm ot 18.03.2020 Ne 299)
574, B TeyeHme 3 paboynx gHEN CO OHSA NPUHATUS pELLEeHNs 0 Havasle NPOoBeAEeHMNS SKCMEPTU3bl KayecTBa,
3hheKTUBHOCTM U 6€30MaCHOCTU MEANLIMHCKNX U3AENNIA, BKJIIOYEHHBIX B MEpPeYeHb, PEFMCTPUPYIOLLNIA
opraH oopMndeT 1 BbILAET 3afaHNe Ha NpoBeLeHMe IKCNEePTM3bl KavecTBa, 3PHEKTUBHOCTI 1
6e30nacHOCT MeANLIMHCKOrO U3AENNs SIKCNEPTHOMY y4pexaeHuno. ([lononHeH - MocTaHoBAEHME
MpasuTenbcTBa Poccuinckon ®Pegepaumm ot 18.03.2020 Ne 299)

5715, 3kcnepTusa KayecTBa, 3hHeKTUBHOCTM 1 6e30NacHOCTN MeANLIMHCKOrO M34eNNs, BKIIOYEHHOr0 B
nepeyveHb, NPOBOAMTCS B COOTBETCTBMM C NOAMNYHKTOM "6" nyHKTa 21 HacTosiwmx Mpasun. ([JononHeH -
MocTaHoBseHUe MpaBuTenscTBa Poccuinckon ®epepaumm ot 18.03.2020 Ne 299)

57%6. B cpok, He npeBbiwatowmnin 10 paboynx oHen co gHA NoayyYeHUs 3ak0YEeHNS, YKa3aHHOr0 B MyHKTe
33 HacToAwmX MpaBua, perncCTpupyoLwmMin opraH oCyLLeCcTBASET Caegyowme MeponpusaTus:

a) OLEHKa 3aK/It04eHNA IKCMEPTHOMO YYpeXXAeHUs NS onpeaeneHns ero COOTBeTCTBUS 3a4aHNI0 Ha
NpoBeAeHNE 3KCNEPTM3bl Ka4ecTBa, IPNEKTUBHOCTY 1 6e30MaCHOCTN MEANLNHCKOro N3aenns,
BKJIIOYEHHOr 0 B rnepeyeHb. B c/iyvyae yCTaHOBJIEHMA HECOOTBETCTBUSA 3aK/IIOYEHMSA SKCNEPTHOI0
YYpEXAEHUSA YKa3aHHOMY 3a4aHNI0 TaKoe 3aK/o4eHe BO3BPaLLaeTCa B IKCNEPTHOE yyYpexxaeHne Ha
n0paboTKy, CPOK KOTOPOI COCTaBAsAET He bonee 2 paboymx fHEN CO AHA NONTYHEHNS IKCMEPTHbLIM
y4pexXaeHNeM BO3BPaLLEHHOI0 3aKYEeHNS;

6) NpUHATUE peLLeHns 0 NOATBEPXKAEHNN rOCyAapCTBEHHON perncTpaumm MeguuUmMHCKOro nsaenus,
BKJIIOYEHHOI 0 B MepeYyeHb, a TakxXe opopMIeHne yBegoMAeHUS 0 NMPUHATOM peLleHnn 1 Bbigada
(HanpaBneHWe 3aKa3HbIM MOYTOBLIM OTNPABAEHNEM C YBEAOMJIEHNEM O BPYYEHUN UK B hopme
3NEeKTPOHHOr0 AOKYMEHTA, MOAMMCAHHOI0 3/1IEKTPOHHOM NOANMCHIO, NMBO Nepeaya B 3/1EKTPOHHON hopme
Mo TeJIEKOMMYHMKALMOHHbIM KaHasnaM CBSA3M) ero 3asaBuTesto C NpUIoXKeHNneM nepeodopMIeHHOro
perncTpaumoHHOro yLoCTOBEPEHNS;

B) NpuHATME peweHns 06 oTMeHe rocyfapCTBEHHON perncTpaumm MeguumMHCKOro n3genns, BKAOYeHHOro B
nepeyeHb, KOTOpoe 0hOPMAAETCS NPUKA30M PErMCTPUPYIOLLEr0 OpraHa, C U3bATUEM paHee BblAaHHOIo
perncTpaLmMoHHOro yaooCTOBEPEHUS N yBEAOMIIEHNEM 3aABUTENSA O MPUHATOM peLleHnn.
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(donosiHeHO NyHKTOM - [ocTaHoBNeHMe MpaBuTenscTBa Poccuinckon ®egepauum ot 18.03.2020 Ne 299)
577, OCHOBaHUSAMMW ANS NPUHATUA PErMCTPUPYIOLUM OpraHoM pelleHns 06 0TMeHe rocy1apCTBEHHON
perncTpaumm MeanuMHCKOro n3genuns, BKItOHeHHOro B nepeyeHb, ABASIOTCA:

a) 3aK/II0YEHME IKCNEPTHOr0 YYPEX AEHNSA MO pe3ysibTaTaM 3KCNEePTU3bl KadecTBa, 3PHEKTUBHOCTY U
6e30nacHOCT MeAULIMHCKOrO M34enns, CBUAETENbCTBYIOLEE O TOM, 4TO KayecTBo, U (1nu)
3WhEKTUBHOCTb, 1 (1) 6€30MaCcHOCTb MEANLIMHCKOr0 U3AEeNNA HE MOATBEPXAEHbI MONYYEHHBIMU
AaHHbIMKM, U (1IM) O TOM, YTO PUCK NPUYUHEHNSA Bpeda 340POBb0 FpaXkaaH N MeANUNHCKNX PaboTHNKOB
BC/IeACTBUE MPUMEHEHNS MEOULMHCKOrO N34enmsa npesbliaeT 3OGeKTUBHOCTb ero NpuMeHeHns, n (nam) o
TOM, YTO MEANLIMHCKOE N3[enne He COOTBETCTBYET TpeboBaHNAM HOPMATUBHON AOKYMEHTALNN,
TEXHUYECKON U (1K) 3KCNyaTalUMOHHOW OOKYMEHTaLMmM Npon3BoanTens (nsrotosmutens), u (1am) o Tom,
4YTO AOKa3aTeNbCTBa 6€30MacHOCTU MEAMLIMHCKOrO U3Ae NS OTCYTCTBYIOT;

6) BbISIBIeHWE PerncTPMpPYOLUM OpraHoM no pesyJsibTaTaM rocy4apCTBEHHOr0 KOHTPOA 3a obpalleHmem
MeLNLMHCKNX N34ENNA HECOOTBETCTBMA AaHHbIX 00 3DheKTUBHOCTM 1 6e30NacHOCTN MeANLIMHCKOrO
N30enMa faHHbIM 0 MEAULMHCKOM U3L4eSIK, COAepXXaLlLMMCS B 3a89BAEHUN O perncTpauum n JOKyMeHTax,
npenycMoTpeHHbIX MyHKTaMn 572 n 571° HacToAawmx Mpaswu.

(donosHeHO NyHKTOM - [ocTaHoBNeHMe MpaBuTenscTBa Poccuinckon ®egepauum ot 18.03.2020 Ne 299)
5718, BHeceHne n3MeHeHNN B JOKYMEHTbI, COAEPXKALLMECs B permcTpaLMoHHOM LOCbe MeAMLMHCKOrO
N30enuns, BKIIOYEHHOI0 B MepeYyeHb, OCYLLEeCTBAAETCA Noc/e NPUHATUSA PeLLeHNs O MOLTBEPKAEHUN
roCyapCTBEHHOW pPerncTpauumn MeanLnuHCKOro n3aenms B COOTBETCTBUN C NyHKTaMu 37 - 492, 51 n 55
HacToAwwmx MpaBun. ([ononHeH - MocTtaHoBneHNe MpaBuTtenscTea Poccuinckon ®egepaumnm ot 18.03.2020
Ne 299)

57%°. Bbigada oybankaTa permcTpauMoHHOro ya0CTOBEPEHNS MEQULMHCKOrO N3Aenns, BKIOYEHHOIO B
nepeyeHb, roCyfapCTBEHHAsA PerncTpaLmns KoToporo NoATBEPXKAEHA, OCYLLECTBNAETCA B MOPALKE,
npeaycMoOTPEHHOM NyHKTaMmn 52 n 53 HacToawmx MNpasun. (JononHeH - NocTaHoBneHUe MNpaBuTeNbLCTBA
Poccninckon ®eagepaunm ot 18.03.2020 Ne 299)

5720, Pernctpupyowmnn opraH hopMmpyeT pernctTpaumoHHoe 4oCbe MeAULMHCKOro U3enmns, BKAOYEHHOI0
B MepeyeHb, U3 cnefywmx LOKYMeHTOB:

a) 3asB/IeHMe 0 perncTpauny n LJOKyMeHTbl, NpeayCMOTPeHHble NyHKTaMu 572 n 571° HacTosAwmx Mpasun,
3anpochl N LOKYMEHTbI, MpefyCMOTPeHHble NYHKTOM 21! HacToawwmx MpaBun, 3asBieHne 0 BHECEHUN
N3MEHEHUN N OOKYMEHTbI, MpefyCMOTPEHHbIe NYHKTOM 38 HacToAwmx MpaBu, a TakXe 3asaBJieHne o
npenoctaeneHun gybnukaTa;

6) Konna 3afaHnsa perncTpupyoLLero opraHa Ha NpoBeAeHne 3KCNEePTM3bl KavecTBa, 3HEKTUBHOCTY 1
6e30nacHOCT MeANLNHCKOrO N3AENUS;

B) 3aKJ/It04EHNS, OPOPMIEHHbIE IKCMEPTHBLIM YYpEXAEHNEM NPY MPOBEAEHNN IKCMEPTU3bl Ka4ecTBa,
3(pHeEKTMBHOCTN 1 6€30MaCHOCTU MEAULNHCKOrO N3aenns;

) KOMWW NpUKa3oB, 0OPMIIEHHbIX PErMCTPUPYIOLLUM OpraHoMm;

[) KONus perncTpaunoHHOro yaocToBepeHnsa nnn yBeaomMaeHnin, ohopMaeHHbIX PerncTprupyowmnm
opraHow;

e) konua gybnmkaTta perncTpauMoHHOro yaA0CTOBEPEHUS, 0HOPMAEHHOr0 PErNMCTPUPYIOLLM OPraHOM.
(donosHeHO NyHKTOM - [ocTaHoBNeHMe MpaBuTenbcTBa Poccuinckon ®egepauum ot 18.03.2020 Ne 299)
58. PerncTpupytowwimin opraH pasmeLlaeT MHopMaLmMio, CBA3aHHYIO C OCYLLECTBJIEHNEM FrOCyAapCTBEHHOM
permcrpaumm MeauumHCKOro n3genms, BHeCEHNEM U3MEHEHUI B LOKYMEHTbI, cogep)Kalimecs B
perncTpaumMoHHOM LOCbe, M BbiAayen oybankaTa permcTpaLMoHHOro yao0CTOBEPEHNS, Ha CBOEM
oduLManbHOM canTe B MHGOPMALMOHHO-TENEKOMMYHUKALMOHHOM ceTun "UHTepHeT".

581, IKCnNepTHOE yyYpexaeHne 0CyLeCTBASET KOHCYbTUPOBAHNE MO BONPOCaM npouenyp, CBA3aHHbIX C
roCyfapCTBEHHOW perncrpaunen MeanunHCKUX n3genunn, B nopsgke, yCTaHOBAEHHOM pPerncTpupyowmnm
opraHoM. ([JononHeH - NMoctaHoBneHMe MpaBuTenscTBa Poccuinckon ®egepauum ot 10.02.2017 Ne 160)
59. PewweHuns n gencteus (besnencrene) perncTprpyowero opraHa, NoBsekwne 3a cobon HapyLleHne
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npas IOPUANYECKOro NnLa, UHANBUAYANbHOMO NpeanpuHUMaTENS, @ TakXXe 3aKJII4YeHNS 3KCNepTHOro
yuYpexLeHus no pesynbTaTtaM NpoBEeAEHHbIX UM B COOTBETCTBUM C HacToAWMMY MpaBuaaMmn aKCNepTms
MoryT BbITb 06)XanoBaHbl 3a8BUTENEM B MOPSALAKE, yCTAaHOBIEHHOM 3aKOHOAATEIbCTBOM PoccMinckon
depepauymn.

MPUNOXEHWE

K MpaBunam rocyapCTBEHHON

perncTpaummn MeanLmHCKNX n3aennmn

MEPEYEHb

MeLNLMHCKMX U30eNNiA C HU3KOW CTeNeHbIo NOTEHLNANbHOMO PUCKa UX NPUMEHEHMS, B OTHOLLEHUN
KOTOpPbIX YCTaHOBNEHbI 0COBEHHOCTY FOCYAapCTBEHHOW perncTpaunm

BngHanmeHoBaHuMe

1.104010KocCTiOM N30NUPYIOLLAIA

2.122540MMepyaTky CMOTPOBLIE/NPOLEAYPHbIE U3 NIaTEeKCa reBen, HeonyApeHHble, HeCTepusibHbIe
3.1225600Mep4yaTkn CMOTPOBLIE/MPOLIEAYPHbIE U3 TAaTEKCa FeBeun, onyaApeHHble
4.129350XanaT onepaunoHHbI 0AHOPa30BOro NCMONb30BaHNS

5.129380Xanat onepaLnOHHbIN MHOFOPa30BOro NCMOb30BaHUSA

6.129870XanaTt n30AMpytoLLMiA MHOFOPa30BOro NCM0b30BaHUS

7.129880Xanat nsonmpyowmin 04HOPa3oBOro NCnosib30BaHMA

8.132380Macka numueBas 15 3alUThl AblXaTeJsbHbIX MNYTEN MHOrOPa30BOro NCNOJb30BaHNS
9.139350lMepYaTKn CMOTPOBLIE/NPOLEAYPHbIE U3 MOSIUXJ0PONPEHA, HEONYAPEHHbIE
10.139360MepyaTKy CMOTPOBLIE/MpoLLeAYPHbIE N3 NONNXI0PONPEHa, ONyAPEeHHbIe
11.141650baxnnbl TOKOHENPOBOASALLNE, HECTEPUbHbBIE

12.157010XanaT ona naumeHTa 04HOPA30BOro MCNONb30BaHMUS

13.157240XanaT AN nauMeHTa MHOropa3oBoro UCroJsb30BaHNS

14.164050XanaT npoLeaypHbIn 04HOPA30BOro NCMNob30BaHNA

15.164070XanaT npouenypHbI MHOropa3oBOro UCMOb30BaHNS

16.180770PecnnpaTop 0bLLero npMmeHeHus

17.181360K0CTIOM X1pYpruvyecKmin n30JmpyoLwmnn

18.181520MacKa xmpyprmyeckass MHOropasoBoro Ucrosb30BaHUs

19.181830PecnupaTop XMpypru4yeckun

20.182450Macka xmpypruyeckas oLHOPa30BOro NCMoJib30BaHMA

21.185830MepyaTKM CMOTPOBbLIE/NPOLLEAYPHBIE HUTPWUIIOBLIE, HEOMYAPEHHbIE, HECTEPUSIbHbIE
22.185850MNepyaTKn CMOTPOBLIE/NPOLEYPHLIE HATPUIIOBLIE, ONYAPEHHbIE
23.188380K0CTOM XMPYPrnyecKuin Ha MaHxeTax

24.2052800MepyaTKn CMOTPOBLIE/NpOLefYyPHbLIE BUHUIOBbLIE, HEOMYAPEHHbIe

25.205290MepyaTKn CMOTPOBbLIE/NPOLElyPHbIE BUHUIOBbIE, ONYAPEHHbIe
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26.248320K0CTIOM XMPYpPrnvyeckuin 0ogHOPa3oBoOro NCMoJb30BaHNS, HECTEPUbHBIN

27.269290baxnnbl BOAOHENPOHMLLAEMbIE

28.293810baxunbl ToKONPOBOASLLME, HECTEPUIIbHBIE

29.298450MMepyaTKn CMOTPOBLIE/NpOLefYPHbIE U3 FBAKJIOBOro slaTekca, HeonyapeHHbIe
30.3117200MepyaTKn CMOTpPOBbLIE/MpOLEeAYPHbIE U3 3TUSIEHBUHUNALETATa, HeONyApPeHHble, HEeCTePUsIbHbIe
31.320790MepyaTKM CMOTPOBbLIE/NPOLIEAYPHbIE HATPWUIOBBLIE, HEOMYAPEHHbIE, aHTUBaKTEpUabHbIE
32.3215300MepyaTKn CMOTPOBLIE/NPOLEYPHbLIE MONNN3ONPEHOBLIE, HEONYAPEHHbIE

33.332470Habop opexabl XMpypruyeckunin/CMoTpoBoNn

34.3492300MNep4yaTKn CMOTPOBbLIE/MpoLEAYPHbIE MOJIMN30MNPEHOBLIE, ONMYAPEHHbIE

35.351490MMepyaTKn CMOTPOBLIE/NPOLEAYPHbLIE N3 TAaTEKCA FEeBEN, HEOMYAPEHHbIE, HECTEPUIIbHbIE,
aHTMbaKTepunasbHble

36.367580Macka nuueBas Aa5 3alUTbl AblIXaTesbHbIX NyTEN 0AHOPA30BOro0 UCMOJb30BaHNS

(dononHeHOo npuaoxeHneM - MocTtaHoBneHue MNpasutenbcTBa Poccninckon ®egepaumm ot 18.03.2020 Ne
299)
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