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MeOULUHCKUX U3pennmn
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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 30 HOABPA 2024 I'. Ne 1684
MOCKBA

06 yTBepxxaeHumM MNpaBnn rocy4apCTBEHHON PErnCcTpaLun MESNLMHCKINX N3AeNNIA

MpaBnTenbCTBO Poccminckon denepaumy NoCcTaHOBASET:

1. YTBepanTh Nnpunaraemble MNMpasuia rocyf4apCTBEHHON perncTpaumm MeguumMHCKUX N34enni.

2. FocypapCTBeHHasa peructpaumna MeauUnHCKUX U3Leninin, B TOM Yucsie rocyfapcTBEHHas perncrpaums
MeLNLMHCKNX N34ENNIA C HU3KOW CTEMNeHbIo NMOTEHUNANbHOMO PUCKa UX NPUMEHEHMS, B OTHOLLEHUN
KOTOPbIX YCTaHOBNEHbI 0COBEHHOCTN FOCYAaPCTBEHHOW PErNCTPaLNN, BHECEHNE N3MEHEHWU B AOKYMEHTHI,
copepxalymecs B permcTpaunoHHbIX O0Cbe Ha MeAULUNHCKME N3LeNns, 3asB/eHNst 0 KOTOPbIX
npeacTaBneHbl B PegepabHyto CNy>X0y No Haa3o0py B chepe 34paBOOXPaHEHNS [0 AHSA BCTYMNJIEHNS B CUY
HaCTOSALLEro NOCTaHOBNEHMNS, OCYLLLECTBAAIOTCA B COOTBETCTBUM C TpeboBaHMAMM NPaBWA roCyLapCTBEHHON
perncTpauumn MeguLmMHCKUX 3fennin, 4eCTBoBaBLUNX A0 AHA BCTYMJIEHNS B CUY HAacTOsLLEro
NMOCTaHOBJIEHUSA.

PernctpauunoHHble yaoCTOBEPEHMS, BbllaHHbIE HAa MeAULNHCKMe n3henns, npowejLmne rocy4apCTBeHHYH0
pPerncTpaumio Ha 0CHOBaHMM 3aABJIEHUS, NPeACTaBAeHHOr0 B ®efepanbHyto cinyxby no Haasopy B chepe
3[1paBOOXPaHEHUs [0 AHA BCTYNAeHUs B cuiy MpaBul, yTBEPXAEHHbIX HACTOALLMM NOCTaHOB/IEHNEM,
AENCTBYIOT [0 BHECEHUS N3MEHEHWI B CBEAEHNS, COAEP)KaLLMeCs B peeCTpPOoBOM 3anncu rocyaapCTBEHHOro
peecTpa MeAULUHCKUX U3Leni 1 opraHn3aunia (MHANBUAYa bHbIX NpeanpuHuMaTenen),
OCYLLECTBASALWNX NPON3BOACTBO U U3rOTOBAEHNE MEAULIUHCKUX U3LENNN.

3. MeauUMHCKMe opraHn3aunmn, COOTBETCTBYIOLWME TPebOBaHNAM K MeANLMHCKM OpraHn3aunsam,
NPOBOAALLUM KIMHNYECKME UCMbITAaHUS MEeANLNHCKUX U3LENNIA, YTBEP)KLEHHLIM B YCTaHOBIEHHOM
nopsiike, 1 NOATBEPAMBLUME TaKoe cooTBeTCTBME A0 1 mapTa 2025 r., ysegomnsaioT GefepasbHyto ciyxby
no Haa30py B Chepe 34paBOOXPaHEHNSA MOCPEACTBOM HanpaB/ieHns NCbMa B aApec yKa3aHHON Crnyx0bbl
(Ha 6yMa>xHOM HoCMTesle HEMOCPEeACTBEHHO, UK 3aKa3HbIM NOYTOBLIM OTMPAB/JEHNEM C YBEOMJIEHNEM O
BPYYeHUU, K B POPME 31eKTPOHHOr0 OKYMEHTA, NOAMMCAHHOM0 YCUIEHHOW KBannuLMpoBaHHON
3N1EeKTPOHHON NOAMNUCHIO MW YCUSIEHHON HEKBANMMDULIMPOBAHHOW 31EKTPOHHOW MOANUCKI0, CepTudmKaT
KJ1to4a MPOBEPKM KOTOPOW CO3AaH 1 UCMONb3YETCA B MHPPACTPYKTYype, obecneynBatoLlen nHPOpPMaLnoHHO-
TeXHOJIOrM4yeckoe B3aMMoAenCcTBme MHPOPMALIMOHHbBIX CUCTEM, UCMOJb3YEMbIX N5 NpefoCcTaBaeHNs
rOCYAAPCTBEHHbIX Y MyHULMNAMAbHbLIX YCAYT B 3IEKTPOHHOWN hopMe, B YCTaHOBJIEHHOM [paBUTENbCTBOM
Poccuinckon ®epepaumm nopsiake, Ha 3NEKTPOHHLIN agpec PeaepanbHOl Cyxbbl Mo Hag3opy B cepe
3A4paBooxpaHeHuns) 0o 1 ceHTabpa 2025 r. o cooTBeTCTBUMN TpeboBaHUAM, YCTAHOBAEHHbLIM NOAMYHKTOM "e"
NyHKTa 6 1 (nam) nognyHKToM "a" nyHkTa 7 MNpaBun, yTBEP)KAEHHbIX HACTOALNM NOCTAaHOBIEHNEM.

4. Mpu3HaTb yTpaTUBLLUMYK CUAY aKTbl [paBuTensCcTBa Poccuinckon ®epepaLui No NepeyHto coraacHo
NPUNOXEHMIO.

5. ¥YTBepauTb npuiaraemole N3MEeHeHNs, KOTOpble BHOCATCS B aKTbl [1paBuTensCTBa Poccunckon
depepauymm.

6. Peannszaumsa nonHOMOYNIA, NPEeAYCMOTPEHHbBIX HACTOALLMM MOCTAHOBEHNEM, OCYLLECTBAAETCA
depepanscHon cnyxbon No Hag3opy B chepe 34paBOOXPaHEHUS B Npefenax yCTaHOBJIEHHOW
MpaBuTeNbCTBOM Poccuinckon Pepepalnn npenenbHon YNCIEHHOCTM ee pabOTHMKOB, a TakXXe B 4)KETHbIX
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aCCUrHOBaHUN, NpeayCcMOTPeHHbIX ®efepanbHoi ciy>kbe Mo Haf3o0py B chepe 34paBOOXPaAHEHMA Ha
PYKOBOLCTBO W yripasieHue B chepe yCTaHOBAEHHbIX (DYHKLUMNA.

7. HacTosllwee nocTaHoB/IeHMe BCTynaeT B cuay ¢ 1 mapTta 2025 r., 3a nckao4eHneM nognyHkTa "e" nyHkTa
137 MpaBun, yTBEP>KAEHHbIX HACTOALLMM NOCTAHOB/IEHNEM, KOTOPbIN BCTYNaeT B cuny ¢ 1 ceHTabpsa 2027
r.

MyHKTbI 1, 2 1 6 HAacTOoALWEro NOCTaHoBAeHUA 1 [paBuna, yTBEPXKAEHHbIE HACTOALLNM NMOCTAaHOBNEHMEM,
aencteytoT fo 31 gekabpsa 2028 r., 3a uckaodeHnem nyHKToB 63, 87 1 101 yka3aHHbIX [paBu, KoTopble
aencTBytoT o 31 gekabpsa 2025 r.

Mpencepatens NpaBnuTenbCTBA

Poccuiickon ®epepaumn M.MuwycTuH

YTBEPXXEHbI

nocTaHoBeHVeM lNpaBUTeNbLCTBA
Poccuinckon ®epepauun

oT 30 Hosbps 2024 r. Ne 1684

MPABUNA
roCcygapCTBEHHOW PerncTpaunm MeanuunHCKUX n3aenmn
|. ObLime nonoXeHns

1. HacToswue MpaBnna yCcTaHaBAUBAOT NOPAAOK roCy4apCTBEHHON perncTpaumm MeguumHCKUX 3genni,
noanexawunx obpalleHunio Ha TeppuTopun Poccuinckon ®enepauun (fanee - MEANLUHCKUE U3LENNS).

2. FocypapCTBEHHON perncTpauny nognexat nobble MHCTPYMeHThI, annapaTsl, npubopsl, 06opyaoBaHue,
MaTepumasbl U NpoYne N3Lenns, NpUMeHseMble B MEAULNHCKNX Lensax OTAEeSIbHO UK B COYETAHUN MexXay
coboln, a Takxxe BMecTe C ApYyruMun npuHaanexXHoCcTaMmn, HeobxoguMbIMN A1 NPUMEHEHNS YKa3aHHbIX
n3genni nNo HasHa4yeHuo, BKAKYasa cneunanbHoe NnporpamMMmHoe obecneyeHmne, n NnpegHa3HavYeHHble
Npon3BOANTENEM (M3roTOBUTENEM) ANA NPODUNAKTUKN, ONArHOCTUKN, NNIEYEHNS N MEANLINHCKOW
peabunntaunn 3aboneBaHnn, MOHUTOPUHIA COCTOSHMA OPraHn3Ma YenoBeKa, NMPoBeAeHNA MeLULNHCKMX
nccaenoBaHui, BOCCTAHOBIEHNS, 3aMeLLEeHNS, U3MEHEHUSA aHAaTOMUYECKON CTPYKTYPbI UK
PU3N0OrNYeCcKmX YHKLNA opraHn3Ma, NpenoTBpaLleHns uan npepbiBaHus bepeMeHHOCTH,
(PYHKLMOHaIbHOE Ha3Ha4YeHNe KOTOPbIX HE peannsyeTcs nyTeM (hapMakoorn4yeckoro,
MMMYHOJI0rM4EeCKOro, FeHeTUYECKOro nam MeTabonmyeckoro BO3AENCTBMS Ha OPraHM3M YesloBeKa.

Ha Tepputopun Poccuinckon ®enepauumn He perncTpupyroTcs MeanUNHCKNE U3Lenns, yKasaHHble B 4acTh 5
cTaTbk 38 PenepanbHOro 3akoHa "0O6 0CHOBax 0xpaHbl 340P0BbA rpakaaH B Poccuinckon Genepauun'.

3. F'ocypapCTBEHHaa perncrpaumsa MeanunHCKMX n3genmin ocywectsnasetcs ®PegepanbHon cnyxbon no
Hafg30py B chepe 34paBOOXPaAHEHUSA (Oanee - perncTpupyroLwmnin oprat).

4. B HacTosiwmx MpaBunax UCNosib3yoTCsA Cefytoume OCHOBHbIE MOHATUS:

"6e30MacHOCTb MEAULNHCKNX U3gennin" - OTCYyTCTBME HEQOMYCTMMOrO pUcKa, CBA3aHHOI0 C MPUYNHEHNEM
Bpeda XXWU3HW, 3[0POBbI0 YEJIOBEKA U OKPYIKAIOLLIEN CPeaE;

"[0Ka3aTeNlbHble MaTepuasbl NPOM3BOANTENS (M3rOTOBUTENSA) MEANLUHCKOrO n3genms” - nokasaTesbHble
MaTepuabl (4OKYyMEHTbI) MPOM3BOAMTENS (M3rOTOBMTENS) MEONLIMHCKOrO U34EINA WX MHOW OpraHn3auunm,
cogepxalime pesysibTaTbl UCMbITAHWNA B LENSAX ONpeesieHns kadyecTBa 1 6e30MacHOCTM MeaULMHCKOro
n30enmsa, COOTBETCTBUS €ro XapakKTepUCTUK (CBOMNCTB) TPeboBaHMAM HOPMATUBHOW OOKYMEHTaLWN,
TEXHNYECKOMN W 3KCMJIyaTalMOHHON AOKYMEHTauMmM Npon3BoanTens (M3rotosutens) n (Mam) nccnenoBaHunin
C Lenbto oueHKn bronormnyeckon 6€30MNacHOCTU MEAULMHCKOrO n3aenmns, a Takxxe obocHoBaHue
BbIOpaHHbLIX METOL0B, NX BaNAHOCTU, MO3BOJIAIOLLNE OLLEHUTbL NPUMEHSEMbIE METOAbI (METOAMNKN) U
nepeyeHb NCMosb3yeMoro UcnbiTaTesbHoro obopynoBaHms;

"3a8BMTENL" - NPOM3BOAMTENb (M3rOTOBUTESb) MEAULMHCKOIrO U3AEANS WU YNOJHOMOYEHHbIN
npencTaBUTeNb NPON3BOAUTENS (M3rOTOBUTENS);
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"e INHbIN TNYHBIN KabuHeT 3asBuTens" - NogCMCTEMa €AUHOI0 JINYHOro KabuHeTa 3asBuUTeNs B
henepanbHON rocygapCcTBEHHON NHOPMALIMOHHON cucTeMe "EQUHBIA NopTan roCyfapCTBEHHbIX U1
MyHMLMMOANbHbIX YCAYr (DyHKUURA)";

"eQUHbIN NNYHBIA KabMHET MeANLMHCKOWM OpraHM3aumumn' - noacucTeMa equHoOro NYHoro kabuHeTta
MeONLNHCKON opraHu3auny B gefepasbHON rocyAapCTBEHHON MHOPMaLMOHHON cucTeme "EQMHbIN
nopTan roCyAapCTBEHHbIX K MyHUUMUNAAbHbIX YCAYr (pyHKUNR)";

"KayeCTBO MEANLMHCKOro n3genuns" - COBOKYMHOCTb CBOMCTB 1 XapaKTeEPUCTUK MeQULIMHCKOro n3genus,
B/IMSAOLNX Ha ero CNoCcobHOCThb AENCTBOBAThL MO HAa3HAYEHWUIO MPY YCII0BUN COOTBETCTBUSA TPEOOBAHUSAM
HOPMaTUBHOW OOKYMEHTaLUWUW, TEXHUYECKON U 3KCMyaTaLUNOHHON OOKYMEHTaUMM Npon3BogmTens
(n3roToBuTens). MNoa HazHa4YeHNEM MeQMNLMHCKOrO U3AENNS MOHNMAETCs peLleHme Npon3BoanuTens
(n3roToBuTENA) B OTHOLIEHUW LENEBOr0 NCMOJIb30BaHNA MeQMLIMHCKOrO U34e/ns, OCHOBAHHOE Ha ero
cneunduYecknx CBONCTBax, obecneymnBaoWnX LOCTUXKEHNE Lenell MeanLMHCKOro NPUMEHEHUS, 1
OTPa’KEHHOE B TEXHMYECKON W 3KCMJIyaTaLMOHHON AOKYMEHTaUMmM Npon3BoanTens (M3rotosutens);
"KNMHMYECKME NCNblTaHUs" - pa3paboTaHHOE U 3anJaHNPOBaHHOE CUCTEMATMYECKOE NCCneaoBaHue,
npeanpuHATOE B TOM YMCAE C y4acTMEM YeloBeKa B KavyecTBe cybbekTa, 414 oueHKkn 6e3o0nacHoOCTM 1

3 EKTUBHOCTN MEANLMHCKOrO N3aenuns;

"Mogenb (Mapka) MeauUMHCKOro n3genns" - BapuaHT UCMOJHEHNS MEAULUHCKOrO N3aenms,
XapaKTepM3yLWNACA ONpeaeseHHbIMA KOHCTPYKTUBHO-TEXHONOMMYECKUMUN PELLEHNAMUN N KOHKPETHBLIMU
3HaYeHNSIMN NoKa3aTesien ero Lenesoro (PyHKLMOHaIbHOr0) Ha3HayYeHNs;

"HOopMaTMBHas OOKYMeHTaUuMa" - QOKYMEHT, pernameHTupylowmin TpebosaHus 6e3onacHoCTW, KavyecTBa, a
Tak)Xe npeanonaraemyto speKTUBHOCTb NPEAYCMOTPEHHONO NPUMEHEHNS U METOblI KOHTPOIS
COOTBETCTBUSA MEAMLIMHCKOrO n3genns stum tTpebosaHnam. CocTaB CBEAEHUI, YKa3biBaeMbIX B
HOPMaTUBHOW OOKYMEHTaLWW, YTBEPXKAAETCA PErMCTPUPYIOLLUM OPraHoM;

"MpMHaLNeXHOCTb" - n3genune, He SBASIOLWEECH MEANLMHCKMUM U3aenneM, onpeLesieHHoe ero
Npon3BoAUTENEM OJ19 COBMECTHOIO NPUMEHEHNS C O4HUM UM HECKONbKUMUN MEAULNHCKMMN U34ennsamu
NPW UCMob30BaHNN B COOTBETCTBMM C UX HAa3HAYEHMEM;

"nponseoanTenb (M3roTOBMTENb) MEAULMHCKOrO n3aenmsa" - opnandeckoe anLo nan 3aperncTpmpoBaHHoe
B KayeCTBE UHAMBUAYAbHOIO NpeanpuHUMaTens Gru3nyeckoe 1L, 0TBETCTBEHHbIE 3a pa3paboTKy u
N3roToBJIEHNE MeULINHCKOr0 n34enns, genatolmne ero JOCTYMNHbIM A1 UCMN0JIb30BaHUA OT CBOEro UMeHN
He3aBMCKMMO OT TOro, pa3paboTaHo u (UnK) N3roToBAEHO MEOULMHCKOE U3genne 3TUM JIMLLOM UK OT ero
UMeHN OPYruM MLOM (nuamMm), N Hecylme OTBETCTBEHHOCTL 3a 6€30MacHOCTb, KaYyeCTBO U
3hheKTUBHOCTb MEANLNHCKOro n3genus;

"Npon3BoACTBEHHAs NoWaaKa" - TeppuTopManbHO 060Co06AEHHBIN KOMMIEKC, MPeAHa3HaYeHHbIN AN
BbIMOJIHEHWS BCEro Npouecca Npou3BoACTBa MEANLIMHCKOrO N34eNUS WK ero onpefeneHHbix cTaani. Mog,
onpefeneHHbIMN CTagnsaMN NPOM3BOLACTBEHHOIO NMpoLecca NoOHNUMaTCH:

N3roTOBJIEHNE BCEr0 MEAULMHCKOr0 N3AEeNNs NN ero 0CHOBHbIX 6J10KOB, KpOME OCHOBHbIX 6/10KOB,
ABNANLWNXCA MEONLNHCKUMN N3OeNnamm, 3aperncTpupoBaHHbIMU B YCTAHOBJIEHHOM MOPSAKe Ha
Tepputopun Poccuinckon ®epepaumnmn, B TepputopranbHo 060cobeHHbIX KOMMIEKCaX, BXOAALLMX B
OpraHU3auUnOHHYI0 CTPYKTYPY Npou3BoamTens (M3roToBnTens) MeanUmnHCKOro n3genns;

N3roTOBJIEHME MO AOrOBOPAM CO CTOPOHHUM NMPon3BoANTENEM (MOAPALYNKOM) BCEr0 MEQULIMHCKOrO
N30enns UM ero 0CHOBHbIX 610KOB, KPOME OCHOBHLIX 6/10KOB, ABASIOLLMXCA MEANLUHCKUMW N3LENNAMN,
3aperncTpMpoBaHHbLIMU B YCTAaHOBJIEHHOM MOPAAKE Ha Tepputopum Poccunckon ®epepaunn;
CTEpUAN3aLna MEQULNHCKOro n3aenms (4nsa MeauuNHCKNX U3AENNA, BbiNYyCKAeMbIX B CTEPUILHOM BUAE);
MapKMWPOBKa MeANLIMHCKOro n3aenmsa (Npu ocywecTBAEHUN MapKNPOBKM NPOMN3BOONTENIEM
(n3roToBUTENEM) MEONLIMHCKOrO M34EN14).

MoA 0CHOBHbIMK 6/10KaMW MOHMMAOTCS M3AEANSA, KPOME 3anacHbIX YacTen MeauLUNHCKOro N3aenuns,
BbiMyCKaeMble B 0bpalleHne 0T MMEHWN NPOM3BOANTENS (M3rOTOBUTENS) PETUCTPUPYEMOr0 MEANLNHCKOrO
N3Lenus, MeXxaHN4eCcKn He CBA3aHHble C APYruMy OCHOBHbLIMW B10KaMy MeAULMHCKOro N34ennsa npu
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nocTaBke MeaULMHCKOro nsgenusa n obecnevvsatowme GyHKLUNOHMPOBaHNE MEAULMHCKOIO U3gennsa B
COOTBETCTBUM C HAa3HAYEHNEM.

Mpon3BOACTBEHHONM MJIOLLAAKON MEANLNHCKMNX N3OSN HE MOTYT SBAATLCA 34aHNE, COOPYXKEHME,
nomelleHne C HasHavyeHnem "xunoe";

"perncTpaunoHHoe foCbe" - KOMMIEKT AOKYMEHTOB, NpeACTaBASAEMbIN 3aS9BUTENEM 419 FOCYAAaPCTBEHHOM
permcTpaumm MeauumMHCKOro n3genms, BHeCeHNa U3MEHEHUN B TakKne LOKYMEHTbl, OTMEHbI
roCyapCTBEHHOW PErncTpaunm MeanLNHCKOro N34enuns, a TakXKe KOMuu pelleHnia, MPpuHATbIX
PErnCTPUPYIOLLMM OpraHoM 1 pefepasibHbIM roCyAapCTBEHHbLIM BI0XKETHBLIM YYpeK AEeHNEM, HaX0AALWLMMCS
B BEEHUMN PErMCTPUPYIOLLLEro opraHa (fanee - 3KCNepTHOE yyYpexaeHne), B OTHOLLEHNN KOHKPETHOr o
MeLULNHCKOro n3genus;

"DErNCTPaLMOHHbLIA HOMEP MeAULMHCKOro n3genma" - kogosoe 0b603HayYeHNe, NpUcBanBaeMoe
MeONLUHCKOMY N34eII0 NPY ero rocyaapCTBEHHON perncTpaumnm, nog KOTopbiM OHO BHOCUTCS B
roCyapCTBEHHbIN peecTp MeANLIMHCKUX N3OENNA U OpraHn3aunin (MHOMBNAYaNbHbIX NpeanpuHUMaTenen),
OCYLLECTBJIAIOLLNX MPON3BOACTBO N U3rOTOBJIEHNE MEANLIMHCKUX U3LeNnNi (Lanee - roCyfapCTBEHHbIN
peecTp), N COXpaHAeMoe HeM3MeHHbIM Npu obpaLLeHnn MeauLNHCKOro N3penms;

"TexHnYyecKas JOKyMEeHTaUns Npon3BoanTens (M3roToBUTENS) MEAULMHCKOro n3genmnsa” - LOKYMeHT
(DOKYMEHTbI), pernamMmeHTUPYIOWMI KOHCTPYKLNIO MEANLIMHCKONO U3AeNNs, YyCTaHaBIMBaOLWNIA
TexHnyeckme TpeboBaHNS 1 COAEPXKALLNIA faHHble 411 ero pa3paboTKu, NMPpon3BOACTBa, NMPUMEHEHMS,
3KCMyaTauum, TEXHNYECKOro 06CnyKnBaHNA, PEMOHTA, YTUAM3ALUN UK YHUHTOXKEHUS;

"TeXHNn4yeckmne NUCnblTaHNA MegULMHCKOro n3genms" - UCNblTaHUS C LEenbio onpeaesieHns KkadyecTsa 1
6e30MacHOCTM MeANLMHCKOro N34enuns, COOTBETCTBMSA €ro XapakKTepUcTuk (CBONCTB) TpeboBaHMAM
HOPMATMBHOMN LOKYMEHTALNN, TEXHUYECKON N IKCMyaTaUMOHHON OKYMEHTaUnM Npon3BoanTens
(n3roToBUTENSA) U NPUHATUA NOCAEAYIOWEr0 peLleHns 0 BOSMOXXHOCTY MPOBEAEHUSA KINHNYECKMX
NCMNbITaHUI, NPOBeEHHbIE B aKKPeAUTOBAHHONM B HaLMOHAIbHOW CUCTEME aKKpeaUTauun NCnbliTaTeNbHOW
nabopatopun (LeHTpe) C y4eToM 061acTy ee akkpeamTaLmu,

"TOKCMKOJIOrMyeckmne nccnefoBaHna MeguuUnHCKOro n3genma” - nCcnefoBaHms B LENsx OUeHKN
bronornyeckon 6e3omacHOCTM MeQULMHCKOr0 N3LEeNna U NPUHATMA NOCIEAYIOWEro peweHns o
BO3MOXXHOCTW NPOBEAEHNSA KIIMHUYECKNX UCTIbITAHUIA, NPOBEAEHHbIE B aKKPEAUTOBAHHOW B HaLMOHAaIbHON
CMCTEME aKKpeamnTaLmm ncnoiTatenbHonm nabopatopum (LeHTpe) € y4eToM 0bacTn ee akkpeauTaumm;,
"YNOSIHOMOYEHHBIN NPeacTaBuTEb MPOM3BOAUTENS (M3FrOTOBUTENA) MEAULMHCKOrO nsgenua” -
topnanyeckoe nLo Uan 3aperncTpMpoBaHHOE B Ka4YeCTBE MHAUBUAYAJIbLHOMO NpeanpuHuMaTens
hursmyeckoe nuuo, ABnALWMNECs pe3nageHTamn Poccuiickon ®egepaumm, ynoaHOMOYEHHbIE
npounssoguTeneM (M3roToBUTENEM) MEAULMHCKOrO N3LeNns NpeacTaBasTb €ro MUHTEPECHl N0 BONPOCaM
obpalleHna MeguUNHCKOro n3aenns Ha Tepputopum Poccuinckon depgepaunm, B TOM YUCIe MO BONpPOCam
npouenyp OLEeHKN COOTBETCTBUA U rOCYAAapCTBEHHOW perncrpauung;

"3KcnyaTaunoHHaa OOKYMeHTaumMsa Npon3BoanTens (M3roToBnTens) MeAULNHCKOro n3genus" - LOKYMeHT
(IOKYMEHTbI), NpefHa3HaYeHHbIA AJ1 03HAKOMJIEHNS NOTPEOUTENS C KOHCTPYKLMEN MeANLIMHCKOro
n3nennsa, pernaMeHTUpYoLWnIA YCI0BMA 1 NpaBKia aKCnayaTauum (MCnoib3oBaHMe Mo Ha3HaYeHuIo,
TexHu4eckoe 0b6CcnyKnBaHne, TEKYLLNA PEMOHT, XPaHEHME 1 TPAaHCMOPTMPOBKA), FrapaHTUPOBaHHbIE
npounsBoauTenem (M3roToBUTENEM) 3HAYEHNSA OCHOBHbLIX NapaMeTpoB, XapakKTePUCTUK (CBONCTB)
MeONLUHCKOro n3aenmns, rapaHTuinHole 0653aTeNbCTBa, @ TakXXe CBeAeHWs 0 ero yTuansaunm nam
YHUYTOXEHWUY;

"3NEeKTPOHHbLIN KabUHeT 3aaBMTend" - CepBUC B aBTOMaTU3UPOBAHHON MHGOPMALIMOHHON CUCTeEME
PErncTpMpyoLLEro opraHa B MHOOPMaLMOHHO-TENEKOMMYHUKALIMOHHON ceTun "HTepHeT" (nanee - CeThb
"MIHTepHeT"), NO3BONSAIOWLNIA 3a89BUTEIIO MOCAE NPOXOXKAEHMA NpoLeaypbl naeHTUMUKaLmm n
ayTeHTU(MKaLMN OCYLLECTBASATb B3aUMOLENCTBUE C PETMCTPUPYIOLLM OPraHoM, a TakxXe Moay4uTb
LOCTYN K CBEAEHUAM U OOKYMEHTaM, CoAep)Xallumcs B permcTpaunoHHOM A0Ckbe, B C/yHasX,
npegycMoTPEHHbIX HacToAWMMK MNpasuiamu;
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"3NEeKTPOHHbIN 00pa3 AOKYMEHTA" - HOKYMEHT Ha ByMa)kHOM HocuTesne, Npeobpa3oBaHHbIN B 3/IEKTPOHHYIO
(hopMy NyTeM CKaHMPOBaHWA C COXPaHEHNEM ero PeKBU3NTOB;

"3(bheKTUBHOCTb MEeAULMHCKOro n3genmsa" - cnocobHoCTb MeANLNHCKOrO M34enns COOTBETCTBOBATb
Ha3Ha4yeHWo, yCTaHOBNEHHOMY MpoussoguTenemM (M3rotosuTenem). dMHEKTUBHOCTb MeANLNHCKOr0
n3penus NOATBEPXKAAETCS NPAKTUKON KINHUYECKOr0 NPUMEHEHMNS, B TOM YUC/E KJIMHUYECKUMU
NCNbITAHUAMN.

5. FTocypapCTBeHHaa perncrpaumns MeauUMHCKUX U3Lenunin, NOATBEPKAeHNE 3M(PEKTUBHOCTU KOTOPbIX
TpebyeT NpoBefeHUS KJIIMHUYECKUX UCMBITaHWUIA C yYaCcTMEM YEOBEKa U MOYyYEHNS pa3peLleHns
perncTpupytoLero opraHa Ha npoBefeHne KJIMHWYeCKUX UCMbITaHWIA, OCYLLEeCTBIAeTCSA B COOTBETCTBUM C
nyHKTamu 63 - 86 HacToawmx Mpasun.

locyfapCTBEeHHaa permctpauma MeauUNHCKUX n3genuin, nogTeepXxaeHne 3s(phHekTUBHOCTN KOTOPbIX He
TpebyeT npoBefeHNS KIMHUYECKUX UCMLITAHWUIA C y4acTUEM Yesl0BEeKa UK NOJTyHeHWs pa3peLleHmns
perncTpupytowero opraHa Ha NpoBeAeHNe TakKNX KJIMHNYECKUX UCMbITaHWI, OCYLLECTBAAETCS B
COOTBETCTBUM C NyHKTaMu 87 - 100 HacToAwmx Mpasu.

BHeceHne N3MeHeHNN B OKYMEHTbI, COAEPXKALLMECS B PErMCTPaLMOHHOM LOCbe, OCYLLECTBASETCS B
COOTBETCTBUM C NyHKTaMmn 112 - 118 HacToAwmx MNpaBna B OTHOLIEHUN N3MEHEHWI, He TpebyoLinx
NpoBeAeHNs 3KCNepTuM3bl KavecTBa, 3PHeKTUBHOCTY 1 6e30nacHOCTM MeANLIMHCKOro U3AeNns, U B
COOTBETCTBUM C NyHKTamMn 120 - 133 HacToAwmx MpaBu B OTHOLLIEHWUN U3MEHEHUI, Tpebyowmnx
NpoBeAeHNs IKCNepTM3bl Ka4ecTBa, IPHeKTUBHOCTY 1 6e30MacHOCT MeLULIMHCKOrO U3AEeNus.
BHeceHne U3MeHeHUN B LOKYMEHTbI, COAEPXKaLLMecs B permcTpauuoHHOM 40CbE, Ha MPOrpaMMHOe
obecneyeHne C NPUMEHEHNEM TEXHOJIOMMIN UCKYCCTBEHHOMO NHTEN/IEKTa, ABASOWeecs MeAULNHCKUM
n3gesnivem, oCyLLecTBASETCA B COOTBETCTBMM C NyHKTamn 112 - 118, nnn 120 - 133, nam 1351 136
HacTosawmx Mpasu.

locypapcTBeHHas perucTpaums MeguUMHCKMX U34ennin NpoBOAUTCA Ha OCHOBAHMMN pe3ynbTaToB
TEXHUYECKMX UCMbITaHUIA, TOKCMKOOMMYECKMNX NCCef0BaHUN, KIMHNYECKUX NCMbITaHWI, NpeacTaBasowmx
coboi hopMbl OLLEHKM COOTBETCTBUS MEAULIMHCKUX U3LENNA C YHETOM KNacCMpuKaumm B 3aBUCUMOCTM OT
NOTEHLMaIbHOrO PUCKa UX MPUMEHEHUS, MHCMEKTUPOBaHUSA MPOM3BOACTBA, aHaIn3a foKa3aTesbHbIX
MaTepuasoB NPon3BOAMTENA (M3rOTOBUTENS) MEeAULUHCKOrO U34enuns, 3KCnepTussl kKa4yecTsa,
3hheKTUBHOCTM 1 6€30NaCHOCTU MEANLIMHCKINX U3AeNnNA C Y4eTOM KnaccuurkaLmm B 3aBUCUMOCTU OT
NOTEHLMANbHOr0 PUCKa UX NMPUMEHEHNS, @ TaKXKe UCTMbITaHWI B LieNiaX YTBEPXKAEHUSA TUNa CPeacTs
M3MepeHuit (B OTHOLLEHUN MEAULMHCKUX U3AENIMIA, OTHOCALLMXCS K CPEeACTBAM U3MepeHnin B cdhepe
roCyfapCTBEHHOrO peryanpoBaHus obecnevyeHnsa eonHCTBA U3MEPEHNIA, MepeYeHb KOTOPbIX YTBEP)KAAeTCS
MuHNCTepCcTBOM 34paBooxpaHeHns Poccuinckon ®enepaumm).

6. KnnHnyeckume ncnbiTaHua MeauUUHCKUX U3Lenunin (3a UCKIYeHNeM MeAULNHCKUX U34eNnn Ans
AVArHOCTUKK in vitro) NpoBOAATCS B MEANLMHCKUX OpPraHM3aumnsx, 0TBeYaLWwmx ceayowmm
TpeboBaHuaM:

a) HaJIM4me JIMLEH3MMN Ha OCYLLIECTBJIEHNE MEANLIMHCKON AeATENbHOCTM C yKa3aHMeM nepeyHs paboT
(ycnyr), coCTaBASAOWMX MEQULNHCKYIO OEATENBHOCTL, MCXOAA U3 Ha3HaYeHns n 061acT NpUMeHeHns
MeONLUNHCKUX U3LEeNNA, B OTHOLLEHMNMN KOTOPbIX MPOBOAATCA UCMbITaHUS;

6) HanM4yme B yCcTaBe MEAULMHCKOW OpraHn3auun cneayowmx BUaoB LeATeNbHOCTU:

Hay4Has (Hay4Ho-uccnegoBaTenbCkas) AesTebHOCTh;

npoBefeHne KJIMHNYECKUX UCMbITaHUN MegULMHCKUX N3ENNiA;

B) Ha/MymMe OTAeNeHNs (NanaTbl) MHTEHCUBHOW Tepanun 1 peaHUMaLmm (B Cnyvyae NpoBefeHuns
KJIMHNYECKUX UCMbITaHUA MeANLIMHCKUX N3LENUN C y4aCcTNeM YesloBEKa B KayecTBe cybbekTa,
OTHOCAWMXCA K Knaccam 26 1 3 B 3aBUCMMOCTW OT NMOTEHLMASILHOTO PUCKA NPUMEHEHWS);

r) obecneyeHne 3alnNTbl KOH(UAEHLUNANbHOW MHOpMaLIK;

L) Hannyne CTaHZAPTHbIX ONepaLMoHHbIX Mpoueayp, periaMeHTUPYOLWNX NpoBeAeHNe KIIMHNYECKNX
NCAbITAHUA MEANLIMHCKNX U3AENIA, OXBAThIBAKOLLUX B TOM YuCe:
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KBaJIM(pMKaLMOHHbIe TpeboBaHUs 1 0by4yeHne nepcoHana;

B3aMMOJENCTBNE C KOMUTETOM MO 3TUKE;

noayyeHne NHHOPMNPOBAHHOIO COrnacus;

NnopsiAoK NpoBeAeHNs KNMHUYECKUX UCTbITaHWIA;

BEAEHMNE 1 YHeT LOKYMEHTALNN KINHNYECKOro NCMbITaHNS;

npouenypsl, CBA3aHHbIE C CO3AaHNEM 1 BeputmKaLumen Habopa AaHHbIX OA5 NPOBEAEHNS KINHNYECKNX
NCNbITaHUI NporpaMMHOro obecneyeHns C NPUMEHEHNEM TEXHONOMMIN MCKYCCTBEHHOIO NHTENJIEKTA,
ABNAIOLWEr0CS MEANLMHCKAM U3aenmeM (B Calydyae NpPoBeAEHNS TaKUX UCMBITAHUI);

e) obecnevyeHne BHeECEHMS CBEAEHWN O NPOBEAEHHbIX NCMbITAHWUAX, BKIOYas CBEAEHNS O BblJaHHOM aKTe
OLEHKMN pe3ynbTaTOB KANHUYECKNX UCMbITaHUI, B aBTOMaTU3NPOBaHHYO MH(POPMALMOHHYIO CUCTEMY
PEerncTpupyoLLEro opraHa B NopsaKke, yCTaHOBAEHHOM PEFMCTPUPYIOLLUM OPraHoM;

)K) Haan4me y CneunasmcToB MeaNUNHCKON opraHn3aLmm, HenocpeacTBEHHO NMPOBOAALLMX NPOLEAyYpbI,
CBSA3@HHbIE C KJIMHUYECKUMW UCMbITAaHUAMW, AN NPUHUMAKOLWMX PELLEHUS], CBA3AHHbIE C KJIMHUYECKUMU
NCNbITaHNAMW, BbICLLIEr0 MeAMLIMHCKOr0 06pa3oBaHmMa Mo CrneumansHOCTU B COOTBETCTBUM C 061acTbio
MeANLMHCKOro NPUMEHeHNs MeANLNHCKOro N3aenns.

7. K MEOUUMHCKMM OpraHm3aumnsaM, NpoBoAsALMM KINHUYECKME UCMbITAHUS MeANLIMHCKUX N3AeNUn ans
AVarHOCTUKK in vitro, npeabasaaoTca cnegytowme TpeboBaHUs:

a) HaJIM4me IMLEH3MM Ha OCYLLIECTBJIEHNE MEANLIMHCKON AeATENbHOCTM NO NabopaToOpHOM ANAarHOCTUKE U
KJIMHMYeCKon 1abopaTopHON AMarHOCTUKE;

6) HanM4yme B yCTaBe MeAULUHCKOWM OpraHn3auun ceayoumx BU0B 4eATeNbHOCTH:

Hay4Has (Hay4yHO-NccnenoBaTeNbCKas) OEATENbHOCTb;

npoBefeHNe KJIMHNYECKUX UCMbITaHUA MEQULMHCKUX N30ENNNA;

B) obecneyeHmne 3aWwnThl KOHOUAEHLMANBHON NHOPMaLNK;

) HanAn4Yne CTaHOAPTHLIX ONepPaLMOHHbIX MpoLeayp, PerlaMeHTUPYOLWNX NPOBEeLEHNE KIIMHNYECKNX
NCMNbITaHNIA MeANLMHCKNX N3AENNIA, OXBAThIBAIOLUX B TOM YKCTIE:

KBaJIM(PMKaLMOHHbIe TpeboBaHUs 1 0by4yeHne nepcoHana;

NopsaoK NOBEPKM 1 KannubpoBku 0bopynoBaHUS;

NnopsiAoK NpoBeAeHNs KNMHUYECKUX UCTbITaHWIA;

BEAEHMNE 1 YHeT LOKYMEHTALUN KINHUYECKNX UCMbITAHWN,

4) obecneyeHne BHECEHNS CBEAEHMIA O NPOBEAEHHbIX KIIMHNYECKUX UCMbITAHNAX, BKJIOYAsA CBEAEHMNS O
BblAAHHOM aKT€e OLEHKMN pe3yabTaTOB KANHUYECKNX UCMbITAaHUA MeANLUHCKOro U3aenns ons AuarHoCTUKN
in vitro, B aBTOMaTM3UPOBaHHY0 MHDOPMALIMOHHYI0 CUCTEMY PETNCTPUPYIOLLErO OpraHa B NopsilKe,
YCTaHOBJ/IEHHOM PErnUCTPUPYIOLLUM OpPraHoM;

€) Haan4me y cneunanncToB MeANLNHCKON opraHnsaumnm, HenocpeaCTBEHHO MPOBOAALLMX NpOLEeaypbl,
CBSA3@HHbIE C KJIMHUYECKUMW UCMbITAaHUAMW, AN MPUHUMAIOLWMX PELLEHUS, CBA3AHHbIE C KJIMHUYECKUMU
NCNbITaHNAMW, BbICLLIEro MeanumnHCcKoro obpasoBaHmsa nnbo cpenHero NnpodeccnoHasbHOro MegULMHCKOrO
obpa3oBaHMA MO CNeLmnasbHOCTN B COOTBETCTBUM C 061aCTbi0 MEAULMHCKOrO MPUMEHEHNS MEANLIMHCKOMO
nsgenus.

8. YcTaHOB/IEHNE COOTBETCTBMA MEANLNHCKON opraHnsaunm TpeboBaHnam NyHKTOB 6 1 (MaKn) 7 HaCTOALWMX
MpaBun oCyLECTBAAETCSA PErMCTPUPYIOLLMM OPraHOM B LLENSX NPU3HAHUSA KOMMETEHTHOCTW MeANLIMHCKOW
OopraHu3aunn B NPoBeAeHNN KINHUYECKMX NCAbITAHUA MeANLNHCKMX N34S N0 COOTBETCTBYOWEMY
NPoGuI0 MEOULMHCKON MOMOLLIX, OKa3biBAaEMON MEANLNHCKON OpraHn3aLumnen.

Pernctpupytowmii opraH oCcyLecTBSeT BeAeHNE NepeyHs MeaNLUNHCKNX OpraHn3aumnin, NpoBoasLLNX
KJVMHUYECKUE UCTbITaHUS, 1 pa3MeLlaeT ero Ha CBoeM oumunanbHOM canTe B ceTu "IHTepHeT".

9. MeaMUMHCKasa opraHn3auus, nNJaHupyoLwas NPoBOANTb KJIMHWYECKUE NCMbITaHNS MeQULIMHCKNX
n3genui, npeacTaBnseT B perncTpupyowmin opraH ¢ UCNoab3oBaHMeM elepasbHON FocyAapCTBEHHOM
NHMOPMaLMOHHON cucTeMbl "EANHBIN MOPTa roCy4apCTBEHHbIX U MYHULMMANbHbLIX YCAyr (hyHKumn)"
3asBJIeHNE 0 HAMepPEeHUN NPOBOANTL KMHUYECKNE NCMbITaHNS MeQULMHCKUX N3AEANA N OOKYMEHTbI,
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yKa3aHHble B NyHKTe 11 HacTosAwmx Mpaswui, B hOpMe 3NeKTPOHHbIX LOKYMEHTOB U 3JIEKTPOHHbIX
06pa30B AOKYMEHTOB, MOAMWCAHHbIX YCUNEHHON KBaN(PULMPOBAHHON 3/IEKTPOHHON NOANNCHI0 UK
YCUAEHHON HEKBAaNNMULMPOBAHHON 3/1EKTPOHHON MOAMMUCHIO, CEPTUDUKAT KtoHa MPOBEPKMN KOTOPOWA
Co34aH 1 NCrnonb3yeTcs B MHPpacTPYKType, obecneymBatowlen MHHOPMaLNOHHO-TEXHOIOTNYECKoe
B3aMMOLeNCTBUE NHPOPMALIMOHHBIX CUCTEM, NCMOb3YEMbIX 419 NPeA0CTaB/IEHNS rOCy4apCTBEHHbIX 1
MYHMULMMNANbHbIX YCAYT B 3/1EKTPOHHON (hopMe, B YCTaHOBIEHHOM [paBnTebCTBOM POCCUMINCKON
depepaumm nopsake (fanee - 3a8BJeHNE 0 MPOBEAEHUN KJIMHNYECKUX UCMbITAHWIA).

10. B 3aBf€HMM 0 NPOBEAEHNMN KIMHNYECKUX NCMbITaHWUIA YKa3blBAOTCA Clefyowme CBeAEHUS:

a) NoJIHOE N COKpaLLEHHOE (MpW HaNNYnKn) HAaUMEHOBaHMSA, B TOM YMcie (MPMEHHOE HaMEHOBaHWeE,
OpraHu3aunoHHO-NpaBoBas GopMa MeAULUHCKON OpraHn3auny, agpec MecTa HaxoXXAeHMs, a Takxe
HOMepa TenedoHOB 1 aApeca 3JIEKTPOHHOWN NOYThl MEAULMHCKOWN OpraHm3aumn (Mpu Haamydum);

6) pekBM3NTbI MNLEH3NN Ha MEOULMNHCKYIO OEATEbHOCTb;

B) WAEHTUMUKALMOHHBIA HOMEpP HaNoronaTenbLInKa;

r) nepeyeHb paboT (ycayr) B COOTBETCTBUM C JINLLEH3NEN Ha OCYLLECTB/IEHNE MEANLIMHCKOWN OEATENbHOCTY;
4) UHopMaUUs 0 HannyYumM (OTCYTCTBUN) aKKpeaUTaLumn B HaLMOHaIbHON CUCTEME aKKpeanTaumm B
KayecTBe ncnbiTaTeNbHOW NabopaTopun (LeHTpa) 1 (Mnn) MeanumnHcKon nabopatopun (418 MeQULMHCKNX
OopraHu3auni, NPoOBOAALLNX KJIMHNYECKNE NCMbITAHUA MEAULUHCKUX U3LENNA ONS ANArHOCTUKK in vitro);
e) cBefleHnsa 0 CAaHUTaPHO-3NNAEMUONOrMYECKOM 3aKIKYeHMI (C yKa3aHneM HoMepa 1 AaTbl) 0
COOTBETCTBUMN CaHUTAPHbLIM MpaBKaaM NOMELLEHUI, HeobX0AUMbIX A5 BbINOJHEHUS paboT (ycnyr) npu
OCYLLeCTBIEHUN MeLULNHCKON AeATeIbHOCTM MO aHeCTe3Mo0rMn U peaHMMaTo ornn (3a NCKAOYEHNEM
MeONLNHCKUX OpraHn3aumni, NpoBoasWmMX KINHNYECKNE UCMbITaHNA MEAULNHCKUX N3OeNnin ans
ONArHOCTUKM in Vvitro);

)K) CBeLleHMA 0 CAHUTAPHO-3MNAEMUONOrMYECKOM 3aKJII04YeHNI (C yKa3aHneM HoMepa v Aatbl) 0
COOTBETCTBUMN CaHUTAPHbLIM MpaBMaaM NOMELLEHUI, HeobX0AUMbIX A5 BbINOJHEHUS paboT (ycnyr) npu
OCYLLECTBJIEHNN MEANLMHCKON AEATENbHOCTY MO TabopaTOPHON ANArHOCTUKE, KJIMHUYECKON
nabopaTopHON AMarHoCTHKe (AN MeQULNHCKNX OpraHn3aunii, NpoBOAALWLMX KINHUYECKNE NCMbITaHNA
MeOVLMUHCKUX U3oenni ons ouarHoCTUKN in vitro);

3) CBEEHNS 0 CAHMTAPHO-3NUAEMMNOSIONMYECKOM 3aK/IIOYEHNM O COOTBETCTBUW YCAOBUIA BLIMOAHEHNS paboT
¢ bBronornyeckmmm BelecTeamm, 6MoNOrnM4ecknMn 1 MMKPOBNOIOrNYECKMMIM OPraHU3MaMm N nx
TOKCUMHaMM CaHUTapHbIM Npasuaam (418 MegUUMHCKUX OpraHn3aLnia, MPOBOAALLNX KJIMHNYECKne
NCNbITaHNA MEANUNHCKMNX N3OeMA AN AMarHOCTUKM in vitro);

1) PEKBU3NTLI LOKYMEHTOB, MOATBEPXKAAIOLWNX COOTBETCTBME CMELMaANCTOB MEAULMHCKON OpraHn3aunng,
HenocpeaCcTBEHHO NPOBOASALMNX MPoLEenypbl, CBA3aHHbIE C KIIMHUYECKUMW UCMbITAHUAMKN, UK
NPVHMMAIOLLNX PeLleHNs, CBA3aHHbIE C KIMHUYECKUMU UCMbITaHNAMK, TpeboBaHMAM NoanyHKTa "X" NyHKTa
6 1 (nnn) noanyHkTa "e" nyHkTa 7 HacTosawmx MNpaBun, C yKasaHnem aMuiania, UMeH n oT4ecTs (Npw
HaM4Mn) CNneumnanncTos, AaT POXXAEHNS, YPOBHA 06pa3oBaHUs, HAUMEHOBAHMA CNeLnanbHOCTH, CepUn 1
HOMepa OOoKyMeHTa 06 06pa3oBaHUK, ero AaThbl, @ TakXKe CTPAax0BOro HOMepa UHAMBUAYAbHOIO IMLEBOI0
cyeTa.

11. na ycTaHOBNEHWNS COOTBETCTBUSA MEANLIMHCKUX OpraHu3aunin TpeboBaHnsaM, NpeabaBasgeMbiM K
MeONLUHCKMM OpraHm3auunsaM, NpoBoAsWMM KIMHUYECKUE NCMbITaHUS MeQULMHCKUX N3AENNNA,
MeONLNHCKON OpraHu3aumnen npeacTaBasoTCcsa ceayowmne JOKYMEHTbI, 3aBEpeHHble MeaNLIMHCKOW
opraHusaunen B yCTaHOB/IEHHOM MOpPsAAKe:

a) KOMun LOKYMEHTOB, MOATBEPXKAAOLWNX HanyYne oTaeNeHns (NanaTbl) MUHTEHCMBHOWN Tepanun 1
peaHuMauun (B Cly4ae NPoBEAEHUSA KINHNYECKMX UCMBITAaHUA MeANLNUHCKUX N34eNni C y4acTmem
YyesnoBeKa B KayecTBe CybbekTa, OTHOCALWMXCS K Knaccam 26 n 3 B 3aBUCMMOCTM OT NMOTEHLUMNANIbHOr0O pUCKa
NPUMEHEeHNS);

6) Konus yTBepXXAEHHOr0 PYKOBOAMTENEM MEANLIMHCKON OpraHn3aLmmn GOKYMEHTa, YCTaHaBIMBAOLWErO
KOEYHbIN (POHA, CTPYKTYPY U WITAaTHOE pacnmcaHne MeanLUMHCKOW opraHmu3aumnm;
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B) KON OOKYMEHTOB, MOATBEPXAAKLWMNX HANYME KINMHUKO-ANArHOCTUYECKONM (AnarHoCTU4eCcKom)
nabopaTopum C ykazaHueM ee npodunsa (414 MeAULUHCKUX OpraHn3aLnii, NPOBOAALLMNX KIMHNYECKNe
NCMNbITaHNA MeOULUHCKUX N3Oennin ona ANarHoCcTuky in vitro);

) KONWS YTBEPXAEHHOIO PYKOBOAMTENEM MEAMNLMHCKON OpraHn3aL M JOKYMeHTa, YCTaHaBIMBAOLWEro
nopsfok paboTel C KOHPUAEHLUMANBHON HOPMaLLMEN;

[) KONUN CTaHAaPTHbIX ONepauroHHbIX NPoLesyp, PeriaMeHTUPYOWNX npoBeeHne KINHNYeCcKmx
NCNbITaHUI MEeANLNHCKUX U3OENNIA;

€) Konusa yTBEP>XXAEHHOr0 PyKOBOAUTENIEM MEANLNHCKON OpraHn3aunm JOKYMeHTa, yCTaHaBIMBaoLWero
NopsLoK Nepeaayn CBeAeHUN 0 NPOBEAEHHBIX KIUHUYECKNX UCMbITaHUAX, BKAOYas CBELEHUS O BblAAHHOM
aKTe OLeHKMN pe3ynbTaToB KAUHUYECKUX UCMAbITaHUIA, B @BTOMATU3NPOBAHHYIO NMH(OPMALMOHHYIO CUCTEMY
depepansHon cnyx6bbl N0 Haa30py B chepe 34PaBOOXPAHEHNS;

)K) KOMW LOKYMEHTOB, MOATBEPXAAIOLLNX COOTBETCTBME CNEeLManncToB MeAULNHCKON OpraHm3aLumy,
HenocpeaCcTBEHHO NPOBOAALMX MpoLeaypbl, CBA3aHHbIE C KIUHUYECKUMU UCMbITAHUAMU, UK
NPUHNMAIOLLNX PELUEHNS, CBA3@HHbIE C KIMHUYECKUMU UCMbITaHNAMK, TpeboBaHMAM NoanyHKTa "X" MyHKTa
6 1 (nnn) NnoanyHkTa "e" NyHKTa 7 HacTosawwmx Mpasun (NpeacTaBasaloTCA B Cyvae, eCc/in LOKYMEHTI
noayyeHsbl cneunanucTamm 4o 1992 roga, nam BblaHsl cneumannctam obpasoBaTebHbIMU
OpraHM3aumnamMu, BXOAALLMMUN B COCTaB CUMOBbLIX CTPYKTYP WSIM BOEHHbIX BeLOMCTB Poccuinckon ®epepavmm,
UM NOJIyYeHbl CNeunanncTamm 3a pybexxom).

12. MeguLmMHCKas opraHn3aLns Bnpase NnpeacTaBuTb JOKYMEHThI, CBEAEHNS O KOTOPbIX YKa3blBalOTCA B
3a5BJIEHUMN O MPOBEAEHUN KJIMHNYECKNX UCMbITAHWMI B COOTBETCTBMM C NYHKTOM 10 HacTosAwmx Mpaswa, no
COBCTBEHHON UHMLIMATMBE.

PernctpupytoLwmn opraH He Brnipase TpeboBaTb NpeLCTaBNeHNS JOKYMEHTOB U UHGOPMaL MK, KOTopble
Haxo4ATCS B PacnopsiXKeHUN OpraHos, NPefoCTaBAAWMX FroCyAapCTBEHHbIE YCYri, OPraHos,
NpeaoCcTaBAAOLLNX MyHULUNANBHbIE YCAYTW, UHBIX FOCYAAaPCTBEHHbIX OPraHoB, OPraHoB MeCTHOr0
caMoynpaBfieHns 11nbo NoABeAOMCTBEHHbIX FOCYAAaPCTBEHHBLIM OpraHam Wan opraHaM MecTHOro
CaMOynpaBfIeHNs OpraHM3aLmi, y4acTBYOLWNX B NPeAOCTaBAEHUN FOCY LapCTBEHHbIX Y MYHULMNAJbHbIX
yCayr.

Pernctpupytowmin opraH He Brnpase TpeboBaTb 0T MEAMLMHCKOW OpraHn3aummn npeacTaBaeHmns
LOKYMEHTOB, He NpeayCMOTPEHHbIX NYHKTOM 11 HacToawmx Mpasun.

13. [JoKyMeHTbl, YKa3aHHble B NyHKTe 11 HacTosawmx MpaBu, 40MXKHbI 6bITh BbINOJHEHbI B MHOMOLIBETHOM
topmaTe ¢ pa3pelLeHnem He MeHee 300 ToYek Ha ANM B hopMaTe *.pdf C TEKCTOBBLIM CN0EM C
BO3MO>KHOCTbI0 BblAEIEHNSA N KONMpPOBaHus BJ10KOB, a TakXe 0CyLLEeCTBeHNs NoMCKa.

Pa3mep ntoboro ns ansioB SLOKYMEHTOB, YKa3aHHbIX B HAaCTOSALLEM NYHKTE, HE JO/KeH npesbiwaTts 100 M6.
3aaBneHne 0 NPoBeAeHNN KINHNYECKUX UCMbITAHWIA N AOKYMEHTbI, NpecTaBieHHble MeAULVMHCKON
opraHusauuen B COOTBETCTBMM C NYHKTOM 11 HacToAwmx Mpasu, NPUHUMAIOTCA U PerucTpmpyoTcs
PerncTpupytoLLMM OPraHoM B AeHb UX MOCTYNAEHWS.

14. PernctpupyoLLnin opraH B CPOK, He npesbiwatowmnin 20 paboynx gHen co gHA NOCTYNIEHNS 3asBIeHNS
0 MPOBELEHUN KIANHUYECKNX UCMLITAHUA N LOKYMEHTOB, MPeACTaBAEHHbIX MEAULUHCKOW OpraHu3aunen B
COOTBETCTBUM C NyHKTOM 11 HacTosAwwmx MpaBua, paccMaTpUBaET UX, MPOBOAUT NPOBEPKY MOJHOTHI U
LOCTOBEPHOCTY COAEPKALLMXCA B HUX CBEAEHUI, MPOBEPKY COOTBETCTBUSA MEAMLMHCKON OpraHn3auun
TpeboBaHNAM K MEAULMHCKMM OpraHn3aumamM, NPoBOAALUM KINHUYECKNE UCbITaHNSA MeAULNHCKUX
N30en1Min, YCTaHOBIEHHBLIM MYHKTaMn 6 1 (nnn) 7 HacToawwmx Mpasui.

MpoBepKa y4peanTenbHbIX JOKYMEHTOB Y HANNYNA Y MEANLIMHCKON OpraHu3aLmm auLeH3nn Ha
OCyLLeCTB/IEHNE MEANLIMHCKOWN OeATEeNbHOCTM B COOTBETCTBMM C 06/1aCTbi0 MEANLIMHCKOrO NPUMEHEHNS
MeLMNLMHCKNX N34 OCYLLECTBASETCA PErNCTPUPYIOWMM OPraHoM C UCMONb30BaHNEM eAUHON CUCTEMBI
MeXXBEe[OMCTBEHHOI 0 3/IEKTPOHHOIr0 B3aUMOLENCTBMUSA U NOAKNOYAEMbIX K HEW pernoHasbHbIX CUCTEM
MeXXBe4OMCTBEHHOM0 3/1eKTPOHHOI0 B3aUMOLENCTBMA NN MO MEXBELOMCTBEHHOMY 3anpocy
pPerncTpupyoLLero opraHa.
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15. PeructpupyoLLunin opraH B CPOK, MPeayCMOTPEHHLIN MYHKTOM 14 HacToAwmx MNpaBwa, NnpuHUMaeT
peLleHne 0 COOTBETCTBMM UAN HECOOTBETCTBMM MEAMLMHCKOM OpraHm3auumn TpeboBaHUAM K MeANLUHCKNM
OopraHu3aunsam, NPOBOAALLUM KJINHNYECKNE NCMbITAHNA MEANLNHCKUX N34EeNNA, YCTAHOBIEHHbIM MYyHKTaMM
6 1 (nnun) 7 HacToswmx Mpasmnn, KOTOpPoe 0hOPMASETCA COOTBETCTBYIOLLMM peLleHneM.

16. B c/iyqae NpuHATUSA peLLleHns 0 COOTBETCTBUN MEANLIMHCKON opraHn3aumm TpeboBaHmsaMm,
YCTAHOBJ/IEHHbIM MYyHKTaMu 6 1 (nam) 7 HacTosAwmx Mpasui, perncTpUpyOWUn oprand B AeHb NPUHATUS
YKa3aHHOr0 peLLeHnst BHOCUT CBEAEHNS 0 MeANLNHCKON OpraHn3aLmm B nepevyeHb MegnumMHCKNX
OopraHu3auni, NPoOBOAALLMNX KJIMHNYECKNE NCMbITaHNA MEAULUHCKUX U3Lenni, n coobliaeT MeanunHCKOWM
OpraHu3aunn 0 BKIOYEHUN B NEPEYEHb MEANLIMHCKNX OpraHM3aLui, NpoBOAALLNX KNIMHUYECKue
NCMNbITaHNA MEANLNHCKMNX N34eSIMin, NOCPELCTBOM pa3MeLLeHNs COOTBETCTBYIOLWEr0 YBEAOMIEHUS B
eNHOM INYHOM KabuHeTe MeaNLMHCKON OpraHn3aumm.

17. NepeyeHb MEANUNHCKMNX OpraHn3aumnin, NPOBOASALLNX KINHNYECKME UCMbITaHUA MEANLIMHCKUX N34eNUN,
COAEPXUT CnegyroLine ceeaeHns:

a) faTa BKJOYEHNS B MepeyveHb MeQULMHCKUX OpraHn3aunii, MpoBOAALLNX KIMHNYECKNE NCTbITaHNA
MeONLUNHCKNX U3Lennii;

6) nonHoe HanMeHOoBaHWe, OpPraHM3aLNOHHO-NPaBoBas hopMa MeQULMHCKON OpraHmM3aLung;

B) apec MecTa HaxoXXAEeHNS MeQULMHCKON OpraHn3aunm;

) KOHTaKTHbIA TenedoH, hakc (Npu Hann4nun);

[) agpec 3IeKTPOHHOW NoYThl (Npy Hannyun);

e) nepeyeHb paboT (ycnyr) B COOTBETCTBUN C JIMLEH3NEN HA OCYLLECTBIEHNE MEONLINHCKON 0eATENbHOCTH.
18. B c/iyqae NpuHATUS peLLeHns 0 HECOOTBETCTBMM MeAMULMHCKON OpraHmM3auumn TpeboBaHUsM,
YCTAHOB/IEHHbIM MYHKTaMu 6 1 (1amn) 7 HacTosAwmx MpaBwa, perncTpUpYOLWUn oprad B AeHb NPUHATUS
YKa3aHHOr0 pelleHns ysegomMaseT MeQuLMHCKY OpraHn3aLmio nocpeacTBOM pasMeLLeHns
COOTBETCTBYIOLLEro yBeAOMEHNS C MOTUBMPOBAHHLIM 0B60CHOBAHMEM MPUHSATOrO PELLUEHUS B € ANHOM
JINYHOM KabunHeTe MeaNLMHCKOWM OpraHn3auuu.

19. NcknoyeHme 13 nepeyHsa MeanUnHCKMX OpraHn3aumin, NpoBOASLLNX KINHUYECKME UCMbITaHUS
MeONLNHCKUX U3LeNniA, OCYLLEeCTBAAETCSA PErNCTPUPYIOLLMM OPraHOM B CAedyoWnX cayyanx:

a) nogaYa 3aaBneHns 06 NCKAYEHNN U3 NEPEYHS MEQULIMHCKUX OPraHU3aLnii, MPOBOAALLMX KINHUYECKNE
NCMNbITaHNSA MeAULINHCKNX N34eunin, B hopMe INEeKTPOHHOr0 4OKYMEHTa, NOAMUCAHHOI0 YyCMAEHHON
KBaMMOULMPOBAHHON 3/IEKTPOHHON MOAMNCHIO WM YCUIEHHON HEKBANNDULIMPOBAHHON 3/1EKTPOHHOM
NoAnncblo, NOCPeACTBOM €ANHOr0 JINYHOro KabrnHeTa MeaULMHCKON OpraHmM3auung;

6) BbIIBNIEHNE PErUCTPUPYIOLLUM OPraHOM HapyLueHnin 06s3aTeNbHbIX TPeboBaHWI MNPy NPOBEAEHUN
MeOMLUNHCKOM OpraHu3aumen KIMHNYECKNX UCNbITaHNN MeAULIMHCKUX U3OENNA NO pe3ynbTaTam
OCYLLLeCTBJIEHNS rOCY4apCTBEHHOIr0 KOHTPOJIA 3@ obpalleHneM MeaANLUNHCKUX N3Lennn;

B) NpeAcTaB/eHNe MeANLIMHCKOW OpraHn3aumen HeoCTOBEPHbLIX CBEAEHN NPpU Nogaye 3a8BIEHNS O
NpPOBeAEHNN KINHUYECKNX UCMbITaHUA 1 LOKYMEHTOB, NPeACTaB/IEHHbIX B COOTBETCTBUM C MYHKTOM 11
HacToawwmx MNpaBui, a TakXXe Npu 0hoOPMAEHNN aKTOB KJIMHUYECKUX UCTIbITaHWN MeQULMHCKUX U3LENNNA;

r) "MKBUAALMSA MEANLNHCKON OpraHn3aumm nan npekpalleHne 4encTBus JMLEH3UN Ha OCYLLECTBIEHNE
MeONLNHCKON AeATeNbHOCTY;

[l) HECBOEBPEMEHHOE NPeACTaB/IEHNE NN HENPEACTaBeHNE CBEAEHNA U JOKYMEHTOB, MPEAYCMOTPEHHbIX
nyHKTOM 20 HacToAwwmx Mpasun;

e) HeyBeoMfeHNe 10 1 ceHTA6ps 2025 r. perncTpupytoLLero opraHa 0 COOTBETCTBMM TpeboBaHMAM,
YCTaHOBJIEHHbIM MOAMYHKTOM "e" NyHKTa 6 1 (Mnun) NoANyHKTOM "A" NnyHKTa 7 HacToAwmx Mpasu.

20. B cnyyae nsmMeHeHUs CBefeHni, COAEPXKALLMXCSA B NepeyHe MeaNLNHCKNX OpraHn3aumin, NnpoBoaALmnX
KJINHNYECKUE UCMbITaHNS MEQULMHCKUX U3AENNA, MEANLIMHCKAsA OpPraHM3aLns, BKIOYEHHas B NepeyeHb
MeONLNHCKUX OpraHn3aumi, NpoBoAAWMX KANHNYECKNE UCNbITaHNA MeAULNHCKX n3aennn, B TedeHne 30
KaneH4apHbIX AHEN CO OHS U3MEHEHMA TaKMX CBeAeHWI NpeacTaBaseT B perncTpupyoLwmin opraH c
NCMNOJIb30BaHNEM eNHOro INYHOro KabnHeTa MeaMLIMHCKOM OpraHn3auumn 3asaBfeHne 0 BHECEHNN
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N3MEHEHWUI B YKa3aHHbIe CBELAEHMS, @ TaKXXe AOKYMEeHTbl, MOATBEPXAatoWwmne AaHHble U3MeHeHus, B hopme
3NEKTPOHHbIX LOKYMEHTOB UM 3NEKTPOHHbIX 06pa30B 4OKYMEHTOB, MOANMUCAHHbLIX YCUSIEHHON
KBaJIM(PULMPOBAHHON 3/IEKTPOHHON NOAMNCHI0 NN YCUAEHHON HEKBAaNN(ULMPOBAHHON 3/1EKTPOHHON
NoAMuUChLIO.

Pernctpupytowmn opraH B TedyeHne 20 paboynx gHeln co AHA NpeAcTaBAeHNa MeAULNHCKOW OpraHn3aumnen
3a5BJIEHNS O BHECEHUN N3MEHEHW B CBEAEHUS, COAEPXKALLMECS B NepevyHe MeaULNHCKNX OpraHn3auni,
NPOBOAALLNX KNUHUYECKUE UCMLITaHNA MEAULNHCKUX N3AeNNRA:

paccMaTpuBaeT NpeacTaB/IEHHbIE 3adBNEHNE U OKYMEHTHI;

coobwaeT MeaNLNHCKON OpraHM3aLnm 0 MPUHATOM PeLLEHNN B MUCbMEHHOM BUAE NMYTEM ero pasMeLleHuns
B (hOpMe 3/1eKTPOHHOIr0 AOKYMeHTa, MOAMUCAHHOM0 YCUIEHHON KBaU(ULIMPOBAHHOW 31€KTPOHHOW
NOAMWCLIO YNOJIHOMOYEHHOI0 LO/PKHOCTHOMO LA, B €ANHOM JIMYHOM KabuHeTe MeanLMHCKOW
opraHu3auuu.

21. B cnyvyae UCKJIIOYEHUS 13 NepeyHs MeguLMHCKUX OpraHn3aunii, MpoBOAALLNX KJIMHMYECKUE NCMbITaHNS
MeLNLMHCKNX N34eNni (3@ UCK0YeHeM CnyYast, NPefyCMOTPEHHOM0 NOAMYHKTOM "a" nyHKTa 19
HacToawwmx MNpasnn), MeAULMHCKasa opraHn3aumsa Bnpase 06paTUTbCA MOBTOPHO B PErNCTPUPYIOLLMIA OpraH
C 3as1B/IEHNEM O MPOBELEHUN KIANHUYECKUX NCMbITAHUA MOCAE YCTPAHEHUS 3aMeYaHNIN, MOCAYKMBLUNX
NPUYNHOWN NCKIIIOYEHNS, HO He paHee YeM Yepes 3 rofia Co AHSA UCK/I0YEHUS U3 yKa3aHHOro nepeyHs.

B cnyyae NOBTOPHOIO BbIABJIEHUS PErNCTPUPYIOLMM OPraHOM HapyLUeHW Npu NpoBeaeHnn MegnLmMHCKON
opraHm3aunen KMMHNYECKNX UCMbITaHUA MEANLMHCKMX N3AeNNA MeANLMHCKAs OpraHn3aumns UCKIoYaeTcs
13 NepeyHa MeauUNHCKMX OpraHn3aumin, NPOBOAAWMNX KINHNYECKME UCMbITaHUS MEANLNHCKUX N34euni,
6e3 npaBa MOBTOPHOWN NOLa4M 3adBEHUSA O MPOBEAEHNN KINHUYECKUX UCMbITAHUNA.

22. MeAuUMHCKMe opraHu3aunm, NpoBoAsALLME KIVHNYECKMNE UCMBITaHUSA MEAULUHCKUX U3LEeNNA, BHOCAT
CBeLleHMs 0 NpoBeAeHHbIX NCMbITaHWAX B @BTOMaTU3MPOBAHHYIO MH(OPMALMOHHYI0 CUCTEMY
pPerncTpupyoLLero opraHa B CpoK, He npeBbllualownii 3 paboynx OHEN Co AHSA NX 3aBEpLUEHUS.

23. PeeCTp BblAaHHbIX pa3peLleHnin Ha NpoBefeHne KINHUYECKUX NCMbITaHUA MeANLIMHCKX N34eni
pa3MeLLlaeTCcs PerucTPUPYOLMM OPraHoM B YCTaHOBIEHHOM UM MOPSAKE Ha CBOEM O(hMLIMaNbHOM CaliTe B
cetn "UHTepHeT".

24. OcobeHHOCTN rocyAapCTBEHHOW perncTpauny MeauUnHCKMX N3aemin oTe4ecTBEHHOIO NPON3BOACTBA
(MeoUUMHCKUX U3LeNunin, B 3aBAeHNN 0 FOCYAapCTBEHHON pernctpauun (oanee - 3asBieHNe 0
permcTpaumm) KOTopbIX B Ka4eCcTBE NPOU3BOANTENS (M3rOTOBMTENSA) YKA3aHO topuanyYecKoe nLo uim
3aperncTpupoBaHHOE B Ka4eCTBe MHAMBMUAYAJILHOO NPeAnpuH1MaTens hm3nyeckoe AnLo, SBAsoLnecs
pe3ngeHTamu Poccuinckon ®egepaumm, a TakKe MMetoLmne Nnpon3BoACTBEHHYIO MAOLWAAKY Ha TeppuTopumn
Poccuinckon degepaunn) npu ycnoBun NpoBegeHNA TEXHUYECKUX NUCMbITaHUA N TOKCUKOJIOTNYECKIMX
nccnefoBaHMn MeAULMHCKOrO U3AeNns, @ TakXXe UCMbITaHUA MeAULUHCKOro U3Lenns B Lensx
yTBEPXAEHMSA TUNa CPeACTB U3MEPEHUN (B OTHOLIEHUN MeANLIMHCKUX U3LENUN, OTHOCALLMXCS K CpeacTBaM
M3MepeHuin B chepe rocylapCTBEHHOro perynmpoBaHus obecneyeHns eAnNHCTBa U3MepPEHUI, nepeyeHb
KOTOpPbIX yTBEpXAaeTcs MUMHNCTEPCTBOM 34 paBooXpaHeHns Poccuinckon denepaunn) B hegepaibHOM
rocyLapCcTBEHHOM B104KETHOM yypexaeHnn "BCepoCCUNCKUN HayYHO-NCCNefoBaTENbCKUNA 1
NCNblITaTeNbHbIA MHCTUTYT MEAULUHCKON TeXHNKKN" ®efepanbHon ciayxbbl Mo Haa3opy B cdhepe
3[4paBOOXPaHEHNA (fanee - yupexxaeHune), KIMHNYECKUX UCAbITaHUIA - B MEAULIMHCKUX OPraHn3aumnsx,
oTBevaLWmx TpeboBaHNAM, yCTaHOBNEHHbLIM NyHKTaMu 6 1 7 HacToALWmMX [MpaBui, BKIOYEHHbIX B CETb
HaLMOHaNbHbIX MEeANLUHCKMX NCCefoBaTeIbCKMX LLeHTPOB, COCTaB KOTOPOWN yTBepXAeH MUHNCTEPCTBOM
34paBooxpaHeHns Poccunckon deaepauum, a Takxe NporpaMMHoro obecneveHns ¢ NnpUMeHeHNeM
TEXHOJIOTNIA NCKYCCTBEHHOIO UHTE/IEKTA, MpeAHa3HavYeHHoro oas 06paboTkn MeanuMHCKNX
n306pakeHnin, MoNy4YEeHHbLIX NPY MPOBELEHUN PEHTIEHONIOMMYECKNX NCCNEeA0BaHWUIA, BKOYas
KOMMbIOTEPHYIO TOMOrpaduio, peHTreHorpaduio, ooporpadumio 1 MaMMorpaduio, Npu ycaoBuu
NPOBeAEHNSA KINHNYECKNX NCMbITAHUA B FOCYAapCTBEHHOM BIOJXKETHOM YYpPEXAEHNMN 30PaBOOXPAHEHMNS
ropofa MockBbl "Hay4HO-MPaKTUYECKNIA KIUHNYECKUA LLeHTP AUArHOCTUKU 1 TeneMeauLnHCKNX
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TexHonornn lenapTameHTa 3[paBooxpaHeHns ropoda MockBbl" (fanee COOTBETCTBEHHO - KIIMHUYECKINIA
LEHTP, OTEYECTBEHHbIE MEANLUHCKME U3[eNns), NPeayCcMoTpeHbl nyHkTamm 101 - 109 HacToswwmx Mpasuin.
[ocynapCTBEHHAA permcrpaumsa 0Te4eCTBEHHbIX MEANLIMHCKUX N34ENNN OCYLLECTBASETCA B COOTBETCTBUM
C NyHKTaMu 63 - 86 nnm 87 - 100 HacToAwmx Mpasmn nmbo B COOTBETCTBUMN C 0COBEHHOCTAMM
roCyfapCTBEHHOW PerncTpauum oTe4eCTBEHHbIX MEANLNHCKIX N34e/IMiA, YCTaHOBIEHHbIMM NyHKTamn 101 -
109 HacTosiwux Mpasun, nNo BbiIbOpy 3asBUTENS.

25. ®aKT rocyaapCTBEHHOW perncTpauumn MeanLnUHCKOro n3aenmsa B COOTBETCTBUAN C HACTOALWMMM
MpaBnnamu NOATBEPXKAAETCA PEECTPOBOWN 3anmnCbio, BHOCMMOWN PErMCTPUPYIOLLNM OPraHoOM B
roCynapCTBEHHbLIN peecTp (Aanee - peecTpoBas 3anuchk).

lFocynapCTBEHHaA permcrpauma MeauUnHCKOro n3genuns B COOTBETCTBMM C HacTosAwmMK Mpasuiamu
ABnsieTcs 6eccpoyHon.

26. BkJiloyeHme B 0HY peecTpoBYiO 3aMnCb HECKOJIbKMX Moaenen (Mapok) MeauLMHCKOro n3aenms, B Tom
4yucsie OTHOCALLUMXCA K pasHbIM BUAAM MeANLNHCKUX U3LeNnii B COOTBETCTBMM C HOMEHKNATYPHOW
KJlaccudunkaumen MeANLUNHCKUX U3LENNIA MO BMAaM, YTBEPXXAAeMOoN MUHNCTEPCTBOM 34PaBO0XPaHEHNS
Poccuinckon ®egepaumm (ganee - HOMEHKNAATYPHas Klaccuukauma MeanuLUNHCKNX N3Lennin no smgam),
BO3MO>XHO NPW YC/I0OBMM COOTBETCTBUSA 3TUX MoLesNien (MapoK) BCeM CIeAYIOLLMM KPUTEPUAM:

a) Npon3BOACTBO MoAesien (MapoK) MeANLUHCKOr0 N34enms ocyLWwecTBaAseTcs 04HUM Npon3BoanTenemM
(n3roToBuTENIEM) MO OOHOWN TEXHNYECKOW OOKYMEHTaLUMUN NPON3BOANTENS (M3rOTOBUTENS);

6) mogenn (Mapkun) MeaNUNHCKOr0o M3AeNNs OTHOCATCS K OAHOMY KNacCy NoTeHLMNaIbHOro pucka
NpYMeHEeHNS;

B) MOAENN (MapKK) MEANLIMHCKOIO M34e/IMs UMEIOT 04NHAKoBoE DYHKLMOHAIbHOE Ha3Ha4YeHne v NPUHLMUN
JencTBus,;

r) Mmogenn (Mapkm) MeanuUMHCKOro N3genns npeaHasHayveHbl s onpeaeseHmnsa Haamama n (nnn)
KOJIMYECTBEHHOI0 CoAepXaHuns B bruonornyeckon npobe 04HOro 1 TOro Xe KJANHNYECKN (ANarHOCTUYECKN)
3Ha4YMMOro aHanuTa (aHannToB) (O MeOULUUHCKUX N3Oennin ons ONarHoCcTUKK in vitro);

A) mooenn (Mapku) MeguLUMHCKOro U3genns UMET Pa3InyHbie KOMMIEKTaUMMW, HE BAUSIOLLME Ha NPUHLNN
paboTbl U QYHKLMOHaNbHOE Ha3HaYeHNe, YTO N03BONSAET obecneynTb pacluMpeHne uan cneunann3auno nx
NPUMEHEHUS B MEAULMHCKUX Liensx (Mo NpUMEHNMOCTHN);

e) mogenn (Mapku) MeanUNHCKOr0o M3AEeNNSA MMEIKOT pa3inyHbie TEXHNYECKMEe NapaMeTpbl, He BAUAIOWME Ha
NpVHUMN paboTbl N PYHKLMOHANLHOE Ha3HaveHne (Mo MPUMEHUMOCTI);

X) Mogenu (Mapku) MeamumMHCKoro nsgenns obpasyroT TUMOPa3MePH:IN (MOAENbHbINA) P UK ABAAIOTCS
rPYNnov NCMOAHEHNS MEeAULMHCKOro ngenus. Mpy 3ToM nog rpynmnon NCNOJHEHNS MeULMHCKOrO
n3genna NoHMMatoTCAa n3aennsa, B OTHOWEHUN KOTOPbIX BbIMOJIHEHBI O4WNH prI'II'IOBOI7I HyepTtex ;J,eTane|7| n
(nnn) ofHa TexHWYecKas LOKyMeHTauus nponssoanTens (M3roToBUTeNa) Ha MEAULUHCKOE N3henue;

3) Mogenn (Mapkm) MeaANLUUHCKOro U34enmnsa NMeoT 0AUHAKOBbIE NPU3HAKN B YacTu:

obnactTn npuMeHeHuns;

WNHBA3NBHOCTMK;

CTEPUILHOCTM (B TOM YMC/e C yYETOM METOLOB CTEPUAN3ALMN);

4acCTOTbl NCMOJIb30BaHNA (OAHOKPATHOE NPUMEHEHME, MHOrOKpPaTHOE NPUMEHEHMNE OAHUM MaLWEHTOM,
MHOroKpaTHOE nNpnMeHeHne HeECKOJIbKUMK I'IaLI,I/IeHTaMVI),'

3KCMyaTaUNOHHBIX N KOHCTPYKTUBHbIX 0cobeHHOCTEN.

27. TocynapcTBeHHas NoLWMHA 3a COBEPLUEHNE PErUCTPUPYIOLLMM OPraHOM AEeNCTBUM MPW OCYLLECTBIEHUN
roCyapCTBEHHOW PerncTpauumn MeanUUHCKNX n3gennii yniadnBaeTcs B COOTBETCTBUM C
3aK0HOaTeNbCTBOM Poccuinckon denepaunn o Hanorax un cbopax.

NHpopmaLunto 06 ynnate rocy1apCTBEHHON NMOLLNHBI PEFUCTPUPYIOLLMIA OPraH noJiyvyaeT NnocpeacTBoOM
AocTyna K F'ocyaapCTBEHHOM MH(POPMALIMOHHOM CUCTEME O FOCYAAPCTBEHHbLIX U MYHULMNAbHbIX
nnatexxax, NpeayCcMOTPEHHON cTaTben 213 PeaepanbHOro 3akoHa "06 opraHusauum npeaocTaBAeHNS
roCyAapCTBEHHbIX Y MyHULMNAAbHbIX yCayr",
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28. Pernctpupytowmin opraH pasMeLwaeT MHGOpMaL Mo, CBA3aHHYI C OCYLLECTBIEHNEM rOCyAapCTBEHHOM
perncTpaumm MeanuMHCKOro n3genns, BHECEHMEM U3MEHEHUIN B OKYMEHTbLI, COAepXallnecs B
perncTpaumoHHOM LOCbe, U OTMEHON rOCyAapCTBEHHOW perncTpaummn, Ha CBoemM omUnanbHOM CaiTe B
ceTn "IHTepHeT", B €AMHOM NINYHOM KabunHeTe 3a8BUTENS U INEKTPOHHOM KabuHeTe 3asaBuTens.

29. B uensax npoxoxaeHnsa npoueaypbl rocyaapCTBEHHOW perncTpaunm MeanUnHCKOro n3genmns
WHOCTPaHHbI NPON3BOAUTENb (M3rOTOBUTESb) MEANLIMHCKOrO U3AENNS AO/KEH Ha3HAYMTb
YNOJIHOMOYEHHOI 0 NPeACTaBNTENS NPOM3BOANTENS (M3roTOBUTENS), AENCTBYIOLWEro B Nepuog obpalleHuns
MeONLNHCKOro n3genmsa Ha Tepputopumn Poccninckon degepaunn, 1 NoO4LEP)KNBATh B aKTyalbHOM
COCTOAHMM MH(OPMALMIO O TaKOM NpeacTaBUTene NPon3BoanTeNs (M3roToBUTENS), COLEPKALLYIOCS B
perncTpaLmMoHHOM LoChe.

B cnyyae ecnm ceepeHnsa 06 ynoaHOMOYEHHOM MpeAcTaBUTENE MPOU3BOANTENS (M3rOTOBMTENS) HE
yKa3aHbl B JOKYMEHTaxX, COLEepPXKaLLMXCA B PErMCTPaLNOHHOM 0CbE, UK ABNISIOTCS HeaKTyaslbHbIMMY,
WHOCTPaHHbIA Npon3BoanTeNb (M3rotoBuTesNb) A0 1 ceHTA6ps 2027 . AO/KEH HAa3HAYUTb
YNOJIHOMOYEHHOI 0 NPeACTaBNTENS NPOM3BOANTENSA (M3roTOBUTENS), AENCTBYIOLWEro B Nepuog obpalleHuns
MeONLNHCKOro n3genmsa Ha Tepputopun Poccninckon degepaunn, Nam akTyaansnpoBaTb CBEAEHNSA O HEM.
30. lo nofgayv B perucTpupyoLLnn opraH 3adaB/eHMA 0 perncTpaunum MeguLnHCKoro n3aenns nam o
BHECEHWW N3MEHEHWI B JOKYMEHTbI, COAep Kallnecs B perncTpaLMoHHOM J0Cbe, B COOTBETCTBUM C
nyHkTamu 63, 87, 112, 120 n 135 HacToAwwmx MpaBun namM nofgayn B y4pexaeHune 3asBieHuns o NpoBefeHnn
3KCMepTU3bl KavyecTBa, 3PNEKTUBHOCTN 1 6€30MaCHOCTU OTEYECTBEHHOIO MEAULMHCKOrO N3AEeNNs B
COOTBETCTBMUM € NyHKTOM 101 HacToAwmx MpaBnn 3asaBMTENb OCYLLECTBASET cOOp AOKa3aTebCTB
6e30nacHOCTY 1 3PPEKTUBHOCTU MEANLNHCKOTO U341 1 NOAr0TOBKY COOTBETCTBYIOLNX AOKYMEHTOB
perncTpaLmoHHOro foche.

31. B uenax noAroToOBKM OOKYMEHTOB, COAEPXKALLMNXCSA B PErMCTPaLMOHHOM A0Ckbe, ANS UX NoCeayowero
npeacTaBAeHNs B PErNCTPUPYIOLLIA OPraH UK yyYpexxaeHne 3aa8uTesb (N0 MPUMEHUMOCTU B 3aBUCUMOCTH
OT npouenypsbl):

a) obecneymBaeT NpoBeAeHNEe TEXHNYECKNX UCMBITAHUA 1 (MNK) BKJIIOYAET B KOMMJIEKT JOKYMEHTOB
nUMerLLneca AaHHble (LoKa3aTebHble MaTepuasbl NPOM3BOANTENSA (M3roTOBUTENSA) MEAULUHCKOIO
n3penus);

6) obecneymBaeT npoBeAeHNe TOKCUKOIOrMYECKUX NCCeA0BaHNA MeAULNHCKOrO n3genus un (unwm)
NpYHaaNeXHOCTEN K MeAULNHCKOMY U3Aennto, NPsMo N OnocpenoBaHHO KOHTaKTUPYIOLLKX C
MOBEPXHOCTbLIO TeNa YesI0OBEKA, ero CAN3NCTbIMK 0060/104KaMK, BHYTPEHHMMIN CpedaMn opraHmima, as
KOTOPbIX YKa3aHHOE B3aMOLENCTBUE (KOHTaKT) ABSeTCA HE0OX0ANMbIM A5 BbINOJHEHNS X
npegHa3sHavyeHHbIX PYHKUMIA, U (MNK) BKAOYAET B KOMMJIEKT AOKYMEHTOB MMEIOLLMNECS OaHHbIE
(DoKa3aTenbHble MaTepuanbl MPON3BOANTENS (M3rOTOBUTENA) MEAMLIMHCKOrO U3Aenns);

B) obecneynBaeT NpPoBeAEHNE KJIMHNYECKUX UCMBITaHWA MeANLMHCKOrO M3AeNns (3a UCKITIOYEHNEM
roCyfapCTBEHHOW PerncTpauumn MeanunuHCKNX n3genuin, noagTeepXxaeHne spdekTUBHOCTU KOTOPbIX
TpebyeT NpoBefeHUS KJIMHUYECKUX UCMBITaHWIA C y4aCcTMEM YeNOBEKa U MOYyYEHNS pa3peLleHns
pPerncTpupyoLLEero opraHa, ocyLecTBAgeMon B COOTBETCTBUMN C MYHKTaMK 63 - 86 HacToawwmx Mpaswun).
KnnHnyeckne ncnbiTaHna B LeAAX rocyfapCTBEHHOW perncTpauumn MeanunuHCKoro n3genms,
noaTeepXxaeHne 3heKTUBHOCTM KOTOPOro TpebyeT NpoBefeHNs KIMHUYECKUX UCMbITaHWIA C y4acTUeM
4yesnoBeKa (3a UCKJIIOYEHNEM O0TEYECTBEHHbLIX MEANLIMHCKUX N34EeNNIA, MeAULUHCKNX U3Lenni ans
AVArHOCTUKK in vitro, MeaNUMHCKUX N34eNni, NpowewmnX rocy1apCTBEHHYI0 PerncTpauunio B
COOTBETCTBUMN C 0COBEHHOCTAMMU, YyCTaHOBAEHHbIMU MpaBnuTeNbCTBOM Poccuinckon ®epepaumm, 1
nporpaMMHoOro obecneyeHus, aBAAOLWEr0CA MEAULNHCKMM U34ennem), NpoBOAATCA Ha OCHOBAHUN
pa3peleHns Ha NpoBedeHNe KIMHUYECKNX NCMbITaHWI, BbiAAHHOMO PErMCTPUPYIOLLNM OPraHoM, a Takxe
3aKo4eHns 06 aTnuyeckon oboCHOBAHHOCTY MPOBEAEHUSA KINHNYECKMUX UCMbITAHWUIA, BblAAaHHOMO COBETOM
no 3Tuke B chepe obpalleHnsa MeaANLUNHCKUX n3aennin MMHMCTepCcTBa 34paBooXpaHeHns Poccuinckonm
depnepaumm (ganee - COBET MO 3TUKE), B C/IyYasX, YCTAHOBJIEHHbIX HacToAWMMM MpaBuaamm.
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KnnHnyeckmne ncnbiTaHns € y4acTUEM YesIoBEKA B LIeSIAX rOCyAapCTBEHHON perncTpaumum oTe4eCTBEHHOM O
MeONLMUHCKOro n3aenmsa NpoBoAATCA Ha OCHOBaHWUW 3aKJilo4yeHmns 06 3Tmyeckon 060CHOBaHHOCTH
NpoBeAeHNS KJIMHNYECKUX NCMbITaHWI, BbIAAHHOrO COBETOM MO 3TMKE, B C/y4asX, yCTaHOBIEHHbIX
HacToawwmmy MpaBmnamn. PaspelleHne Ha NpPoBeAeHNE KIMHUYECKMX NCMbITAHWUA C y4acTUEM YeSlOBEKa,
BblJaBaEMOE PErnCTPUPYIOLLMM OPraHOM, A5 0TEYECTBEHHbIX MEeAULUHCKNX U34enni, npouenypa
roCcygapCTBEHHOW pPerncTpauunm KoTopbix byneT oCcyuecTBASTLCSA B COOTBETCTBUM C NyHKTamm 101 - 109
HacToawwmx MNpaeun, He TpebyeTcs.

Ons MeanuMHCKNX N3Aennin Ans ANarHoCTUKM in vitro, MEOULMHCKUX M34enniA, NpoLweaLnx
roCyapCTBEHHYIO PErncTpaL o B COOTBETCTBMM C 0COBEHHOCTSIMM, YCTAaHOBJIEHHbIMU [paBUTENBCTBOM
Poccuinckon ®egepalmm, 1 nporpaMMHoro obecneyeHmns, SBASAIOWEroCa MEAULUHCKAM N3LEeNNeM,
noJiy4eHune paspeLleHmnsa perncTpupyowero opraHa Ha NnpoBefeHne KINHNYECKUX UCNbITaHNIA, B TOM Yuce
C y4aCTUeM YesioBeKa, He TpebyeTcs;

r) obecneymBaeT NpoBeAeHNE UCMbITAHWIA B LIENAX YTBEPXKAEHNSA TUMNA CPEACTB U3MEPEHUI (B OTHOLLEHMWN
MeONLNHCKNX U3LeNnNiA, OTHOCSLLMXCS K CPeACTBaM N3MEPEHUI B chepe rocyaapCTBEHHOO
perynnpoBaHus obecrnevyeHuns egnHCTBa N3MEPEHNIA, MepeYeHb KOTOPbIX yTBEpXAaeTCca MUHNCTEPCTBOM
3[paBooxpaHeHns Poccunckon ®enepaunn);

4) obecneymBaeT NpoBefeHNE UHCNEKTUPOBAHUSA MPON3BOACTBA MEANLIMHCKUX N34ENUN HA COOTBETCTBME
TpeboBaHMAM K BHEAPEHUIO, NOAOEPXKAHUIO N OLEHKE CUCTEMBI YNPaBIEHNS Ka4eCTBOM MeANLMHCKNX
n3gennii B 3aBUCUMOCTY OT MNOTEHLMANbHOIO PUCKa UX NMPUMEHEHMS, YTBEPXKAEHHbIM [TpaBMTENLCTBOM
Poccuinickon ®epepaumnn (ganee - TpeboBaHMa K BHEAPEHWUIO, NOAOEP)KAHMWIO U OLIEHKE CUCTEMbI
ynpaBfieHNsA Ka4eCTBOM MeAULMHCKUX n3aennin). NepBuyHoe NHCMNEKTMPOBaHME NPOU3BOACTBA
MeONLUHCKNX U34eNnii Ha COOTBETCTBUE TpeboBaHMAM K BHEAPEHMIO, MOALEPKAHMIO U OLLEHKE CUCTEMbI
yrnpasfiieHNs Ka4eCcTBOM MeAULMHCKUX U3LENNiA, BbINOJIHEHHOE B LiensaxX NpeacTaBiieHnsa ero pesy/ibTaToB B
PEerncTpUpYOLUIA OpraH nam y4pexaeHue B paMmkax npoueayp, NpeayCcMoTpeHHbIX pasgenamu |l - Vi
HacTosAWwwmx MpaBua, LOMKHO ObITb MPOBEAEHO YUYPEXAEHNEM NN SKCMEPTHBLIM YYpEeKAEHNEM.

32. CoBeT N0 3TUKE ABASETCA NOCTOAHHO OENCTBYOWMUM OpraHoM, co3gaHHbIM MUHUCTEPCTBOM

34 paBooxpaHeHuns Poccuinckon degepaunn gns npoBefeHNs aKCNepTnsbl 3Tu4eckon 060CHOBaHHOCTH
NPOBENEHNS KJIMHNYECKUX UCTMIBITAHWIA MeAULIMHCKUX M3OENUIA C y4aCTUEM YeoBEKA B KayecTBe cybbekTa
(manee - aTMYyeCkasn aKCnepTn3a).

33. OCHOBHbIMK 3afl@a4aMu COBETA MO 3TUKE ABNAIOTCH:

a) NpoBeAeHMNe 3TUYECKON KCMEPTM3bl LOKYMEHTOB, CBA3AHHbIX C MPOBEAEHNEM KINHUYECKUX UCMbITAHWIA
MeONLUNHCKUX U3Lennii;

6) BbiZava 3ak04eHns 06 3Tn4eckon 060CHOBAHHOCTM BO3MOXXHOCTY UM HEBO3MOXXHOCTM NPOBEAEHNA
KJIMHNYECKUX UCMbITaHUA MEANLIMHCKUX N3LENUN C y4aCTUEM YesloBEKA B KayecTBe cybbekTa.

34. CoBeT o 3TUKe B COOTBETCTBUMN C BO3JIOXKEHHbIMW Ha HEro 3aja4yaMy UMeeT Npaso:

a) noay4yaTb AOKYMEHThI, Heobxoaumble oas NPOBEAEHUS STUYECKON 3KCMEPTM3bI;

6) 3anpawwnBaTh y 3a8BUTENA HEAOCTAOLME MaTeprabl, HeobxoanMble AN NPOBEAEHNS STUYECKOW
3KCMNepTuU3bI.

35. CocTaB coBeTa M0 3TUKe yTBepKAaeTcs MUHMCTEPCTBOM 34paBooxpaHeHns Poccuinckon degepaunm un
hopMuMpyeTCs U3 NpeacTaBUTeNen MeANLIMHCKINX, HaYYHbIX OpraHu3auunin, obpa3oBaTeNbHbIX YYpPeXX AEHNI
BbiCLero obpa3oBaHmMs, a Takxe NpeacTaBnTenen obwecTBEHHbIX OpraHn3aLmii, peanrmo3Hbix
opraHmM3auunn n cpeacTs MacCoBoOW MHDOPMaLUK (anee - 3KCNepTbl COBETA).

Yncno npeacrtaBuTenen MegUMUMHCKUX OPraHM3aLnini He MOXXEeT NPeBbILLATb NOJIOBMHY 06LLero Yncna
3KCMNepToB COBETA.

36. CocTaB coBeTa M0 3TUKe NepecMaTpuBaeTCs No Mepe HeobXoAMMOCTU, HO He Yallle OAHOro pa3a B rof.
i3MeHeHns n fonosHeHMsA B COCTaB COBETa MO 3TUKE YyTBEP)KAAKTCS NpUKa3oM MmnHmMcTepcTea
3[paBooxpaHeHns Poccunckon Gepepauuum.

37. B cocTaB coBeTa Mo 3TMKe BXOAAT NpeacenaTesb, ero 3aMecTUTENN U YeHbl COBETa Mo 3TUKE.
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38. MNpeacenatenb COBETa MO 3TUKe Ha3HavYaeTcsd MMHUCTPOM 3apaBooxpaHeHns Poccuinckon ®egepauum
13 YMCNa 3KCNepTOB COBETA, MMEIOLWMX BbiCLLEE MeEAULMUHCKOE 06pa3oBaHNe, HayUYHYIO CTEMNeHb KaHanaaTa
MeONLUNHCKNX HayK WK LOKTOpa MEAULMHCKNX HayK 1 ONblT paboTbl MO NpoBeAEHNIO KIANHNYECKMX
NCMbITAaHUN MEOULNHCKUX N3OENA U Pa3peLLeHNo BOMPOCOB, CBA3@HHLIX C 3TUYECKMMU acneKkTaMu
KJINHNYECKUX UCMbITaHWI MEQULMHCKUX N3AENNNA.

39. MpeacenaTtens COBETA MO 3TUKE OCYLLIECTBASET 0bLLiee pyKOBOACTBO, ONpenensieT HanpaB/ieHUs
paboTbl COBETa MO 3TUKE, OpraHn3yeT ero paboTy, pacnpenenseT 0653aHHOCTN MeX Ay 3KCNepTaMm
COBETa, OCYLLECTBASET KOHTPO/b 3a NPOBEAEHNEM 3TUYECKON IKCNEPTU3bI.

B oTcyTCTBME NpeacenaTens coBeTa Mo 3TUKe ero 0683aHHOCTU UCNONHAET OAUH U3 3aMeCcTUTENEN,
NUMeLLNA BbiCLLee MeauumHckoe obpasoBaHme.

40. DKCNepThbl COBETa HE A0JHKHbI HAXOANTLCSA B KaKoM-11Mbo 3aBMCMMOCTM OT NPOU3BOANTENEN
(n3roToBUTENEN) MEOULMHCKUX U3AENANA N APYTUX UL, 3aUHTEPECOBAHHLIX B pe3yJibTaTaX 3TUYeCKow
3KCNepTuU3bI.

41. B coBeTe MO0 3TWKE MOryT CO34aBaTbCs IKCNEPTHbIE rpynmnbl.

42. K 3kcnepTaM COBETa NpeabaBAATCS cnegyolwmne TpebosaHms:

a) ANna nuu, UMeLLNX BbiCLLee MeanLMHCKoe obpa3oBaHue:

HaJinymne NocaeBy30BCKOro v (MaK) LOMNOAHUTENBHOMO NPOtheccMoHanbHoro obpasoBaHus, cepTudnkaTa
crneunannucTa;

HaJnyne onbiTa paboTbl MO NPOBEAEHMNIO KJIMHWYECKUX UCTMbITaHUA MEANLMHCKUX N34ENNA U pa3peLleHto
BOMPOCOB, CBA3AHHbLIX C 3TUYECKMMMN acNeKTaMMN KJIMHNYECKUX UCMbITaHWN MeQULMHCKUX N30ENNNA;

6) NS NHbIX NnL;

Hasm4ne Bbicwero obpasoBaHus;

Hann4me onbiTa paboTbl U 3HaHWUM B 061aCTU 3TUYECKUX 1 MPABOBLIX aCMEKTOB 3alUThl NpaB 1 cBo6oAbI
YyesioBeKa U rpakfaHuHa.

43. 3acefaHnAa COBETa MO 3TUKE NMPOBOLAATCA NpefcefaTesieM UK Mo ero NopyvYeHuIo 3amecTuTenem
npegcenatens n oQopMAAITCA NPOTOKONOM, KOTOPLIA NOAMNUCLIBAETCA NpeacenaTesieM CoBeTa no 3TUKe
WUNKN ero 3amecTuTenem.

MaTepuasbl K 04epeHOMY 3acefaHunI0 COBETa MO 3TUKE HanpaBAATCA 3KCNepTaM CoBeTa Mo 3TUKe
AenapTaMeHToM MUHUCTepPCTBa 34paBoOXpaHeHns Poccminckon degepaunm, OTBETCTBEHHBIM 3a
OpraHn3auUnoHHO-TeXHNYeCcKoe obecneyeHmne coBeTa Mo 3TKe (fanee - fenapTaMeHT), He NO34HEe YeM 3a
3 paboyux OHS A0 Ha3HAYeHHOro fenapTaMeHTOM CPOKa NPOBEAEHMNS 3acedaHuns.

44, 3acefaHve CoBeTa MO 3TUKe CHUTAETCHA MPaBOMOYHbLIM, €CJIN Ha HEM MPUCYTCTBYET HE MeHee ABYX
TpeTen ero YaeHoB.

JKCnepTbl COBETA Yy4aCTBYIOT B ero paboTe IMYHO, LenernpoBaHne NoAHOMOYNI HE AOMNYyCKaeTCs.

45. OKCnepThl COBETA, y4aCTBYOLWME B NJIAHNPYEMOM KJIMHNYECKOM UCMbITaHUM MeANLMHCKOro U3genus,
He MPMBMEKAOTCA K 3TUYECKON 3KCNepTur3e.

46. PelleHmne coBeTa Mo 3TUKE MPUHMMAETCA OTKPbITbIM F0J10COBAHMEM MPOCTbIM 60LLINHCTBOM FOI0COB
NPUCYTCTBYIOLMX Ha 3acefaHnmM 3KCMNEePTOB COBETA.

B csiyvyae paBeHCTBa rojloCoB NPUHATBLIM CHUTAETCS peLleHne, 3a KOTOpoe Nporosiocosall
npegcefaTenbCTBYOWNIA Ha 3aceaHnn COBETa Mo 3TUKE.

47. Mo pe3ynbTaTaM 3acefaHns COBeTa Mo 3TMKe 0DOPMAAETCS 3akoveHne 06 aTuyeckon
060CHOBaHHOCTM NPOBEAEHNS KINHUYECKNX UCMbITaHUIA MEANLMHCKOrO N3aenuns no popme CornacHo
NPUNOXEHUIO, KOTOPOE NOAMUCLIBAETCA NpefcenaTesieM CoOBETa MO 3TUKE UK ero 3amectutenem. OguH
3K3eMMAsAp 3aK/0YEeHNA BpyYaeTCa 3a8BUTESTI0 UM HarnpaBiseTCs eMy 3aKa3HbIM MOYTOBLIM
OoTnpaB/ieHNEM C yBeOMJIEHNEM O BPYYEHUN, @ BTOPOIN IK3EMMISAP XPaHUTCA B AenapTaMeHTe.

48. IKCNepT COBETA, HECOrACHLIN C MPUHATLIM PELUEHNEM, UMeEeT NPaBO B MMCbMEHHON (DOPME U3N0XKUTb
cBOe 0coboe MHEeHWe, KOTOPOe NpuUaraeTCcs K COOTBETCTBYIOLLEMY 3aK/IIOYEHNIO COBETA MO 3TUKE,
npenycMoTpeHHOMY MYyHKTOM 47 HacToawmx MNpaBun, n ABNSETCS ero HEOTHEMJIEMON HacTblo.
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49. VHhopMaLmsi 0 coCTaBe COBETA MO 3TUKE U NaaHax ero paboTkl pa3MeLlaeTcs B COOTBETCTBYIOLLEM
pa3sfene Ha cante MnHMCTepCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm B cetn "IHTepHeT" 1
nogLep>XXnBaeTcs B akTyaslbHOM COCTOAHMNMN.

VH(popMaLns o TekyLLen aeaTeslbHOCT COBeTa Mo 3TUKe pa3MeLlaeTca B COOTBETCTBYIOLEM pa3gesie Ha
canTe MnHMCTepCTBa 34paBooxpaHeHns Poccuinckon ®epepaunmn B ceTn "MIHTepHeT" B TeyeHmne 3 paboynx
LHEN Co OHA NpoBeAeHNs 3acefaHnsa coBeTa Mo 3TUKe.

50. 9KcnepTHOE yyYpexaeHMe No XenaHU 3a9BMTeNs A0 Havana npouenypsl FoCyapCTBEHHON
perncTpaumm oCyLWeCcTBASET KOHCYIbTUPOBaHWE, B TOM YUC/Ie MO BONPOCaM npouenyp, CBA3aHHbIX C
rocyfapCTBEHHON perncTpaunen MeguUMHCKNX n3gennin, BKaYas npeaBapuTesibHbIA aHaan3 n OLEHKY
perncTpaumoHHOro Jocoe, B NopsaKe, yCTaHOBJIEHHOM PErucTpUpYyoLUM OpraHoMm.

KoHCynbTMpOBaHUe He aBnseTca 06493aTeNbHbIM 15 NOAYYEHUS rOCYAapCTBEHHOM YCYri no
roCyZapCTBEHHOMN perncrpaummn MegnmumHCKUX n3genun.

B uensax cobnoaeHns NpuHLUMNOB He3aBUCUMMOCTU 1 6eCNPUCTPACTHOCTU NPU NPOBEAEHNN SKCMEPTU3bI
Ka4vecTBa, 3PHeKTUBHOCTH 1 6e30MacHOCTN MeANLIMHCKOrO N3AEeNNs, a TakXe NCKIIYEHNS BO3SMOXXHOCTY
KOH(JIMKTa MHTePeCcoB AO/IKHOCTHbIE JINLA SKCMEPTHOr0 yYpexAeHUs, oCyLeCcTBAsSBLLME
KOHCYJIbTUPOBaHWE UAN NHCNEKTUPOBAHME NPON3BOACTBA MEANLIMHCKUX U3LEeNUN Ha COOTBETCTBME
TpeboBaHNAM K BHEAPEHUIO, NOAAEPXKAHUIO Y OLEHKE CUCTEMbI YNpaBAeHNS Ka4yeCTBOM MeANLIMHCKNX
N30eanin, He MOryT NPOBOAMTbL IKCMEPTU3Y KavyecTBa, 3PDEKTUBHOCTH 1 6e30MacHOCTM MeANLMHCKOro
n3genns, No KOTOPOMY NPOBOAUIOCHE KOHCYJIbTUPOBaHKE.

51. B OTHOWEHNN MEAMLIMHCKOrO U3AENNS 3a9BUTENIEM MOXKET ObiTb NPeACTaB/IEHO TOJIbKO O4HO 13
3a9BJIEHUN, NPefyCMOTPEHHbIX NYHKTOM 63, nan NyHKTOM 87, nav nognyHKTom "a" nyHkTa 101, nan
NOAMNyHKTOM "a" nyHKTa 112, nunn noanyHKToM "a" nyHkTa 120, nav nyHkTom 135 HacTosAwmx Mpasui. B
cnyyae npencTaB/eHUs AN HanpPaB/IeHUS B PErMCTPUPYIOLLNIA OpraH WK yYpexxaeHvne B nepuos
PacCMOTPEHNA UM PErncTpPaLMoOHHOro LOCbe B COOTBETCTBUM C NpoLeaypor, NpesyCMOTPEHHOW
HacToAwwmMN MNpaBunamm (00 BbIHECEHNS UTOFOBOr0 pPELLEHNS, NMPeayCMOTPEHHOIr0 AaHHOW Npoueaypon),
MOBTOPHOr0 1 (MNKN) HOBOMO 3asBJIEHUA U3 YKa3aHHbIX B MPEAJI0XEeHUN NepBOM HACTOALLEro NyHKTa B
OTHOLUEHUN [AHHOIM0 MeAULMHCKOro U3fenmsa Takoe 3asBieHne perucTpupyowmM opraHom nuim
yYpexaeHneM He NpuHNMaeTcs.

52. Peructpupytowinii opraH opmMupyeT pernucTpaunuoHHoe [0Che U3 CeayoLWnX JOKYMEHTOB (Mo
NPUMEHNMOCTN):

a) 3asBJIeHMe 0 perucTpauny u LOKyMeHTbl, NpeayCMOTPeHHble NyHKTOM 65, uan 87, unn 101 HacTosAwmx
MpaBwnn, 3a8BaeHMe 0 BO30OHOBIEHUN FOCYAAPCTBEHHOW PErNCTPaLNN MEAULNHCKOrO N34eNuns n
LOKYMEHTbI, NpefyCcMOoTpeHHble NyHKTOM 80 HacToAwmx MNpasui, 3anpocbl K LOKYMEHTHI,
npeaycMoTPeHHble MYHKTOM 74 nnm 96 HacTosawmx MNpasun, 3asBaeHne 0 BHECEHUN U3MEHEHUN,
COAEPKALLMXCS B PErTMCTPALNOHHOM A0CbE, U JOKYMEHTbI, MPeAyCMOTPEHHbIe NyHKTamMu 112 n (unun) 120
HacTosAwwmx Mpasun, a Takxe 3asB/eHne 06 0TMeHe rocyAapCTBEHHON perncTpaumm MeanLmHCKOro
n3nenns n JOKYMEHTbI, NpelycMOTpPeHHble NoanyHKToM "6" nyHkTa 139 HacTosiwux Mpasun;

6) Konus 3afaHns Ha NPOBELEHNE IKCMEePTMN3bl KayecTBa, IMPEKTUBHOCTU 1 6€30NaCHOCTN MEANLNHCKOMO
n3genmsa, ohOpPMJIEHHOI0 PErncCTPUPYIOLLMM OPraHoM;

B) 3aKJIt04eHNS, OPOPMIIEHHbBIE IKCMEPTHBLIM yYpexAeHneM Npu NpoBefeHnn 3KCnepTu3bl Ka4ecTsa,
3hHeKTUBHOCTM 1 6e30NacCHOCTN MEAMNLIMHCKOr0 U3Lenuns;

) BO3pa)KeHnsa 3asaBMTeNA Ha 3aK/04eHNe SKCNEPTHOro yYpexxaeHnsa npy NpoBeaeHUN 3KCNepTun3bl
Ka4vecTBa, 3PHeKTUBHOCTH 1 6e30MacHOCTM MeANLIMHCKOrO U3AEeNNs, peLleHns perncTpupyoLwero opraHa
Mo NTOram pacCMOTPEHNSA BO3PaXKEHNIN 3aBUTENA Ha 3aKJIIOYEHME;

[l) KONUU NPMKa3oB perncTpmpytoLLero opraHa;

e) Konuy yBeLoMIeHUI, HanpaBfeHHbIX PErNCTPUPYIOLLMM OpraHoM;

)K) KONMnK 0T4eTOB 06 MHCMEKTMPOBAHMMN NPON3BOLACTBA MEAULIMHCKOrO N34ENNS.

53. [lokyMeHTbl, cofepxallinecs B perucTpaLnuoHHOM L0Ckbe, MPeAcTaBAA0TCSA B PErUCTPUPYIOLLMIA OpraH €
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1CMNO/b30BaHNEM eNHOI0 IMYHOr0 KabuHeTa 3adaBUTENSA B (DOPME IIEKTPOHHBIX LOKYMEHTOB W
3N1EKTPOHHbIX 06pa30B AOKYMEHTOB, NOAMUCAHHBIX YCUJIEHHOW KBanN®ULUPOBAHHON 3/1EKTPOHHOM
NOAMNUCHIO NN YCUNEHHON HEKBAANMDPULMPOBAHHON SNEKTPOHHOM MOAMWCHIO 3aABUTENS.

JOKyMeHTbl Ha ByMa>kHOM HOCUTeNe, COAEep KaLLMECs B PErMcTPaLUoOHHOM A0Cbe, 3/1eKTPOHHbIE 06pas3bl
KOTOPbIX MPeACTaBAAOTCA 3ad9BMTENEM, O/KHbI ObiTh 3aBEPEHbI B YCTAaHOBIEHHOM MOPSAKE.

54. lokyMeHTbl, CoAepKalLlnecs B perncTpaLnoHHOM 00Cke, LO/MKHbI ObITb BbINOJIHEHLI B MHOIOLBETHOM
topmaTe ¢ pa3pelLeHnem He MeHee 300 ToYek Ha ANM B hopMaTe *.pdf C TEKCTOBBLIM CN0EM C
BO3MO>KHOCTbI0 BblAEJIEHNSA N KONMpPOBaHus B10KOB, a TakXXe 0CYyLLeCTBeHNs NoMCKa.

Pa3smep noboro n3 annoB perncTpaLnMoHHOro 40Cbe He A0/HKEH NpeBbiaTb 100 M6.

B KaXX[0M [LOKYMeHTe, COAepKallemMcs B perucTpaLoHHOM Aocbe, 0643aTeNlbHO A0JKHA BbITh yKa3aHa
[laTa ero Bblgayu.

55. B cnyvae ecnv LOKYMEHTbI, COAepXallmecs B perucTpaLMoHHOM J0Cbe, COCTaBAEHbl HA MHOCTPaHHOM
A3bIKE, OHM NPeACTaBAAOTCSA C 3aBEPEHHBIM B YCTAHOBJIEHHOM MOPSAAKE NepeBoAOM Ha PYCCKMI A3bIK.

56. TexHn4yecKas AOKYMeEHTaLNs NPon3BOANTENS (M3rOTOBUTENA) Ha MEeANLUHCKOE N3denune,
3KCMyaTaunoHHasa LOKYMEHTaUmMa Npon3BoamTens (M3rotToBuTens) Ha MegmumMHCKoe n3aenne, B TOM
YUCNIe UHCTPYKLMA MO MPUMEHEHWIO U PYKOBOACTBO MO 3KCMayaTauMm MeQULMHCKOro N3fenns, Moryt
ObITb OMNOIHUTENLHO BHECEHbI MOCPEACTBOM €4ANHOI0 INYHOro KabrnHeTa 3a8BUTENSA B BUAE CBEAEHWN,
NOAMMUCaHHBIX YCUJIEHHON KBAaNUMULUNPOBAHHOW 3/1EKTPOHHON NOANUCHI0 NN YCUSIEHHON
HeKBaNUMOULMPOBAHHON 31EKTPOHHON MNOAMMCHIO 3a8BUTENS.

57. ObecneyeHune opraHunsauum paboTel N0 HOPMUPOBAHNIO N BEAEHWNIO HOMEHKAATYPHOM KnacCudurKaumm
MeONLNHCKUX U3OeNnii No BUAaM OCYLLECTBAETCS PEFUCTPUPYIOLWLMM OPraHoM.

58. Mpwn n3meHeHMn BUAA MEANLIMHCKOrO U3Aenns B pamMmkax paboTbl Mo (DOPMMPOBAHNIO N BEAEHWIO
HOMEHKIaTYPHON Knaccupukaumm MegmumMHCKUX U34EeNnn No BUaAaM pPerncTpupyowmi opraH ysegomMnsaeTt
nocpeacTBOM EKTPOHHOrO KabuHeTa 3a9BMTENa O NAaHMPYEMOM N3MEHEHUW BUA, COLEPXKaLLerocs B
peecTpoBON 3anuncu.

B TeyeHme 15 paboynx OHEN CO AHA pa3MeLLEeHNs B INEKTPOHHOM KabunHeTe 3afBUTeNs YyBELOMIEHUS,
yKa3aHHOro B ab3aLie NepBOM HaCTOALLEr0 NyHKTA, 3a8BUTEb BMpaBe 03HAKOMUTBLCS C HUM 1 MPY HaAN4Ymm
BO3Pa)KEHNIN HaNpPaBUTb UX B PErMCTPUPYIOLLNIA OpraH NOCPeACTBOM 3/1EKTPOHHOr0 KabuHeTa 3asBuUTENS.
YKa3aHHble BO3paXKeHus HanpaBAaloTCA 3asBUTENEM O4HOKPATHO.

B cnyyae ecav B yCTaHOBJIEHHbIN CPOK BO3Pa)keHMs 3adaBUTENSA HE NOCTYNWAN, PErMCTPUPYIOLWMIA OpraH
OCYLLECTBASET MEPONPUATUSA MO BHECEHMNIO N3MEHEHWIA B PEECTPOBYIO 3aMnuChb.

B cnydyae nocTynaeHus NnocpeacTBOM 3JIEKTPOHHOI0 KabvHeTa 3asBUTeNs B CPOK, HE NPeBbILatowmnin 15
pabouunx [HeNn, BO3parKeHn 3a8BUTENS NO N3MEHEHUIO BUAA MEANLIMHCKOrO U3AENNS PErNCTPUPYIOLLMIA
opraH B Te4yeHue 30 paboyux gHen CO AHSA NOCTYMNJIEHUS BO3PaXXEHWUI pacCMaTpUBaET KX, B TOM Yucne ¢
npvBAEYEHNEM 3KCNEPTHOrO y4YpexaeHus.

B cnyyae NpuHATUS pelleHns 0 NPU3HaHUN BO3PaXKeHUIN NOJIHOCTbIO UM YaCTUYHO 060CHOBAHHbIMK
MeponpusATUA NO BHECEHMIO U3MEHEHWNI B PEECTPOBYIO 3aNUCh HE OCYLLLECTBASATCS.

B cnyyae NpuHATUS pelleHns o NPU3HAHUN BO3PaXKEHUIN NOJIHOCTbIO UM YaCTUYHO He 060CHOBaHHbLIMU
PerncTpupyoLnin opraH yBeaoMASET 0 MPUHATOM peLleHnn NoCPeacTBOM I/IEKTPOHHOro KabnHeTa
3a9BUTENS (C MOTMBMPOBAHHBLIM 0O0CHOBAHWEM NMPUHSATOrO PELUEHNS) U OCYLLECTBISET MEPONPUATMSA MO
BHECEHUIO COOTBETCTBYIOLLMX U3MEHEHWI B PEECTPOBYIO 3aMuChb.

59. Cpoku 1 nocnenoBaTebHOCTb aAMUHUCTPATUBHbBIX NPOLeayp U agMUHUCTPATUBHBLIX LENCTBUN
pPerncTpupyoLLero opraHa yCTaHaBMBaOTCS aAMUHUCTPATUBHLIM PeriaMeHToOM No NpefoCTaBAEHNIO
roCyapCTBEHHOM YCAYrK MO rOCyaapCTBEHHON perncTpaumm MeanumHCKMX n3gennin, papabatoeiBaembiM B
COOTBETCTBUU C TpebOBaHUAMM, YCTaHOBNEHHbIMW MpaBUTENLCTBOM Poccuinckon ®enepauuu.

60. Ha TeppuTopumn Poccuiickon degepaunm He LONYCKaTCS:

a) perncTpaumsa pasnyHbiX MegULMHCKUX U34eNNA N0 OAHUM HAUMEHOBaHNEM;

6) perncTpauns B Ka4yecTBe MeQULMHCKUX U3AENNA NPOAYKLAN, HAUMEHOBAHMNE KOTOPON COAEPXXUTCA B
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[oCynapCTBEHHOM peecTpe IeKapCTBEHHbIX CPEACTB AN MeAMLIMHCKOr0o NpMMeHeHUs, EQnHom peectpe
3apernucTpmMpoBaHHbIX NEKAPCTBEHHbIX CPeACTB EBPa3nNCKOro SKOHOMMYECKOro Colo3a Un CoOBMaaaeT C
HanMeHoBaHMeM BUOOrNYecKn akTUBHOM A06aBKM K NuLLe, CBeAEHMSA 0 KOTOPOW codepxxaTtca B EqnHom
peecTpe CBMAETENLCTB 0 FOCYAapPCTBEHHOW perncTpaunmy Nnpoaykumnn. ECcnm nekapcTBeHHoOe CpeacTBO WK
Bronornyeckn akTnBHas fobaBKa K nuLle ABAAETCH KOMMOHEHTOM MeAMLMHCKOrO U3Aenns, ux
HanWMeHOBaHMA MOryT UCMO0/b30BaTbCS B HAVMMEHOBAHUN MEAULNMHCKOrO N34eNns;

B) MOBTOPHas perucrpauus ogHMM Npou3BoANTENEM OQHOMO U TOIO XXe MeQULMHCKOro N3Lennsa noa NUHbIM
HanuMeHOBaHMEM.

61. B uensax NpoxoxaeHnsa npouenypbl rocygapCTBEHHOW perncTpaunm MeAnuLnMHCKOro n3genmns
Npon3BOANTENb (M3roTOBUTE/b) MEAULNHCKOrO N3aenuns ooshkeH obecnevynTb COOTBETCTBME
MeLMLMHCKOr0o U3genuns cnepyowmnm TpeboBaHnaM (No NpUMEHUMOCTW):

a) He JOoMyCKAeTCa OrpaHNYeHne B3aMM03aMeHAEMOCTU MeANLNHCKUX U3AeNNA MyTEM NCMOJb30BaHMNS
cneumanbHbIX TEXHUYECKMX UK MPOrpaMMHbIX CPENCTB UK APYrMMmn cnocobamm, ecnm 370 He
npenHa3HavyeHo ans obecneyveHns 6e30nacHOCTU U 3PPEKTUBHOCTU MEAULNHCKOIO N3OENNS;

6) nonyckaeTcs NOATBEP)KAEHNE BO3MOXHOCTI COBMECTHOI0 NPUMEHEHMNS PEFMCTPUPYEMOTO
MeONLUMNHCKOro n3pgenna Cc opyrmMm MmegnunHCKnM n3gennem MHoro npon3soanTens (I/I3FOTOBI/ITeJ'IFI),
3apernucTpmMpoBaHHbIM B COOTBETCTBUN C TpeboBaHNSMM 3aKoHOdaTenbCTBa Poccuinckon ®egepaumm B
cchepe rocyaapCTBEHHOW PerncTpauny MeaUUNHCKUX n3aenunia. Mpu 3TOM COBMECTHOE NPUMEHeHNe
PerncTpmMpyemMoro MeauLmMHCKOro n3genns ¢ MeaUUUHCKM n3aeameM MHOro Npon3BoanTens
(n3roToBUTENA) OCYLLLECTBASETCS C Y4ETOM 0CODEHHOCTEN, YCTAHOBJIEHHBIX B 3KCMyaTaLUOHHOW
OOKYMeHTauunn nponssogntend (I/I3FOTOBVITeJ'If~I) Ha pernctpmnpyemoe MmeanuUnMHCKOeE n3noeaune.

62. PelweHns n gencreus (besnencrene) perncTprpyowero opraHa, nosaekwne 3a cobon HapyLleHne
npaB IOPMANYECKOro AL MM GU3NYECKOro NIMLA, 3apPErnCTPUPOBAHHOMO B Ka4eCTBE NHAMBUAYAJILHOTO
npeanpuHUMaTeNs, a Tak)Xe 3aK/I04EeHNS SKCNEPTHOro y4YpexxaeHns no pesybTaTaM NpoBeAeHHbIX UM B
COOTBETCTBUM C HacToAWMMN MMpaBuiamMm 3KCNepTU3 MoryT BbiTb 06>)KanoBaHbl 3a8BUTEIEM B MOPAAKE,
YCTaHOBJIEHHOM 3aKOHOA4aTeNbCTBOM Poccuinckon Genepauun.

Il. FocynapCTBEeHHAsA perncTpauns MeguUNHCKUX N3Lennia, NoATBEePXAEHNE 3PHEKTUBHOCTM KOTOPbIX
TpebyeT NPoBEAEHNS KNMHNYECKMX UCMBITAHWIA C yHaCTUEM YeIOBEKA W MOJTYYEHNS pa3peLleHms
PErnuCcTPUPYIOLLEro OpraHa Ha NpoBefeHne KIMHNYECKNX UCMbITaHWIA

63. [lna rocyaapCTBEHHOW perucTpaunm MeAnLUHCKOro n3fenus, NnoaTBepXXaeHne 3PeKTUBHOCTH
KoToporo TpebyeT NpoBefeHNs KIMHUYECKNX UCMbITaHUIA C y4acTheM Yesl0BEKa U MOJTyHeHUs pa3peLleHns
pPerncTpupyoLLero opraHa Ha NPoBeAeHNe KINHUYECKUX UCbITaHWIA, 3a8BUTENb NOCPEACTBOM e4MHOMO0
NNYHOrO KabuHeTa 3aaBUTeNs NPeAcTaBAseT B PErMCTPUPYIOWUA OpraH 3asfBfieHMe 0 perucTpauuu, a
TakXXe [OKYMEHTbI, yKa3aHHble B MyHKTe 65 HacToawmx Mpasua. (MyHKT gencteyeT 4o 31 aekabps 2025 r.
- NYHKT 7 HacToswero MocTaHoBAeHWA)

64. B 3aaB/1eHUN 0 perncTpauny ykasblBaloTCa clelyoLne CBeLeHuns:

a) HaMMeHOBaHNe MeMLIMHCKOro u3genus (C ykasaHmem mogenei (Mapok) MeLuLMHCKOro N3Aenuns, nx
COCTaBa W MpUHaAIeXHOCTEeN, He06XOANMBIX 415 MPUMEHEHUS MEAULMHCKOMO U3LENINSA UKW ero Mofenei
(Mapok) No Ha3HayeHuo (NpY HaAM4yKMK), NPU 3TOM 3a9BUTENb YKa3blBAeT TOBAPHbLIN 3HAK U MHblEe CPeACTBa
NHAMBUAYaNU3aLUN MeQULUHCKOrO U3LeNNa B Clyvae UX HaHeCeHns Ha yNakoBKY MeauLUHCKOro U3Lenus;
6) B OTHOLUEHUN MPON3BOAMTENS (M3rOTOBMTENS) MEAULUHCKOIO N3LENNS:

IOPUANYECKOrOo LA - NOJIHOE U COKpaLleHHoe (Npy Haan4nnM) HaUMeHoBaHMUS (C TpaHCAUTepaLnen),
OpraHu3aunoHHo-NpaBoBas popMa, MAEHTUDNKALMOHHBIA HOMEP HanoronaaTenbwuka (ons
npousBoAuTENeN, ABNAIOLNXCSA pe3naeHTaMm Poccuinckon ®enepaLunm), agpec MecTa HaxoXXaeHus, a
TakXxe HoMep TenedoHa 1 afpec 3N1eKTPOHHOW MOYThI;

(hU3n4ecKoro simua, 3aperncTpUpoBaHHOrO B Ka4yecTBe MHAVBUAYAJIbLHOrO NpeanpuHuMaTens, - hamMmuaus,
MMA 1 OTYECTBO (MPU HANNYUN), PEKBU3UTBI LOKYMEHTA, YA0CTOBEPSIOLLEr0 JNYHOCTb,
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NAEHTUDUKALMOHHBIA HOMEP HaloronaaTesblUnKa (419 NPON3BOANTENEN, ABASIOLWMNXCA Pe3naeHTaMn
Poccuinckon ®epepaummn), alpec MecTa XUTENbCTBA, a TakXXe HOMep TenedoHa 1 afpec 3NeKTPOHHOM
noYThl;

B) B OTHOLUEHUW YNONHOMOYEHHOIr0 NPeACTaBUTENS NMPOU3BOANTENS (M3rOTOBUTENS):

IOPMANYECKOrO Sl - MOJIHOE N COKPALLEHHOe (MpX HaanYumn) HauMeHoBaHMA (C TpaHCAUTepaunen),
OopraHmM3aLnoHHO-NpaBoBas dopMa, NOEHTUPNKALMOHHBIA HOMEP HasloronaaTenblmnKa, agpec MecTa
HaX0XXAEHUS, a TakKe HoMep TenedoHa 1 aapec 3eKTPOHHON NOYThI;

hm3myeckoro nnua, 3aperncTPUPOBaAHHOIO B Ka4eCTBE UHAMBUAYANbLHOr0 NpeanpuHuMaTens, - GaMnans,
NUMS 1 OTYECTBO (NPU HaIMYNK), PEKBU3NTbI OKYMEHTA, YAOCTOBEPSAOLWErO JINYHOCTb,
NAEHTNDUKALMOHHLIN HOMEpP HaforonaaTeNbluKa, agpec MecTa XUTENbCTBA, a TakXe HoMep TenedoHa U
afpec 3JIEKTPOHHON MOYThI;

r) HAaMMeHOBaHWe (HanMeHOBaHUSA) (C TpaHCAMTepaLnen) NPOM3BOACTBEHHOW MJIOLALKM
(Mpon3BOACTBEHHbIX MJIOLWAA0K), aapec (agpeca) MmecTa ee (1x) HaX0XKOEHUS;

[l) Ha3HaYeHMe MeANLNHCKOro N3aenus, yCTaHOBIEHHOE NPOU3BOAMTENEM (M3rOTOBUTENEM) B
COOTBETCTBUMN C TEXHNYECKOM W IKCMIyaTaLUMOHHON AOKYMEeHTaUnen Ha MeAuLNHCKOe n3gesnue;

e) Bua U BuAbl MEANLNHCKOrO N3AENNS B COOTBETCTBUM C HOMEHKNATYPHOW Knaccuukauunen
MeONLUUHCKUX U3ZeNni No BuaaM B C/lyvae, NpeayCMOTPEHHOM MNYHKTOM 26 HacTosawmx MNpasun;

)K) KNnacc NOTEHUMANbHOr0 pUCKa NPMMEHEHNS MeQNLIMHCKOrO N34esns B COOTBETCTBUN C HOMEHKJIATYPHOWN
KJlaccudnkaumen MeANUNHCKUX N34eNMiA Mo KaaccaM B 3aBUCMMOCTY OT NOTEHLMaNbHOr0 pucKa nx
NPUMEHEHUS, yTBEPXKAAaeMON MMHNCTEPCTBOM 34paBooXxpaHeHmnsa Poccninckon ®degepaunu;

3) ko4 O6LLEepOCCUNCKOro KnaccmukaTopa NPoAyKLMM NO BUAAM 3KOHOMUYECKON AeATEeNLHOCTH (fanee -
KJlaccudukaTop);

n) CBEAEHNS O BO3MOXHOCTU (HEBO3MOXXHOCTW) OTHECEHNA MEANLIMHCKOrO N3aenns:

K MporpaMMHOMY obecrneyeHunto, SBASAIOLLEMYCS MEQULMHCKUM N3OENNEM;

K MporpaMmmMHoMy obecrneyeHnto ¢ NPUMEHEHNEM TEXHOOM U UCKYCCTBEHHOMO MHTENNEKTA, SBASIOLLIEMYCS
MeONLUHCKUM N3Lennem;

K) CBEAEHUSA 0 HaANYUM (OTCYTCTBUN) Y MEANLMHCKOrO n3genus n (uam) npuHagiexHocTen K Hemy
NPSIMOro UM onocpenoBaHHOr0 KOHTaKTa C MOBEPXHOCTLIO Tea YeSIOBEKA, ero CAN3NCTLIMK 060n04KaMu,
BHYTPEHHMMM CpeaaMn OpraHn3Ma, Aas KOTOPbIX YKa3aHHOe B3auMOoAenCTBME (KOHTAKT) ABAsSeTCA
HeobXx0aMMbIM 41151 BbIMOJHEHNS UX MPeAHa3HaYeHHON YHKLUUK;

N) cBeaeHuns 06 oTHeCeHUN MeANLNHCKOrO M34eNus K CpeicTBaM U3MepeHUin B cchepe rocyaapCcTBEHHOMO
perynmpoBaHusa obecrneyeHnss eANHCTBa N3MEPEHNIA, MepPeYeHb KOTOPbIX yTBEPXAaeTcd MUHUCTEPCTBOM
3[paBooxpaHeHns Poccunckon ®epepauunu;

M) HOMep, faTa NPOTOKOa TEXHUYECKUX NCMbITaHUA MEAVNLIMHCKOrO U3AENNS, a TaK)Xe HanMeHOBaHNe
ncnblTaTeNbHON nabopaTopun, BblAaBLUEN NPOTOKON UCMbITAHWIA, U CBEAEHUS O HOMEPE 3amnucKu o0 Hel B
peecTpe akKpeanMTOoBaHHbIX anL;

H) HOMep, AaTa NPOTOKOMa TOKCUKOIOrMYECKUX NCCNea0BaHNA MEOULMHCKOrO n3genus n (nanm)
NPUHaLNEeXHOCTEN K MEANLIMHCKOMY U3AENNto, NPSMO UM ONOCPeNOBaHHO KOHTaKTUPYHOLLINX C
MOBEPXHOCTbLIO Tea YesI0BEKa, ero CAN3NCTbiMM 060104KaMK, BHYTPEHHMMM CpedaMu opraHmima, oas
KOTOPbIX YKa3aHHOE B3aMOAENCTBUE (KOHTAKT) ABNSETCS HEOOX0ANMbIM A5 BbINOJHEHNS UX
npefHa3Ha4YeHHbIX PYHKLNIA, @ TakK)Xe HauMeHOBaHWe ncnbiTaTeNbHOM NabopaTopuu, BblAaBLIEN MPOTOKO
NccnenoBaHnin, N CBEEHNS O HOMEPE 3aMuCh 0 HEN B PEECTPe aKKpeauTOBaHHbIX Nl

0) HOMep, AaTa NPOTOKOJIa UCMbITAaHNI MEAULMHCKOrO N34eNNs B LEeNsSX YTBEP)KAEHNS TUMa CPeacTs
N3MEepPEHNI (B OTHOLLEHNWN MEOULMHCKNX U34e/NiA, OTHOCALMXCSA K CpeaCcTBaM N3MepeHun B chepe
roCcyoapCTBEHHOr0 peryanpoBaHus obecnevyeHnsa eanHCTBA U3MEPEHNIA, MepeYeHb KOTOPbIX YTBEP)XAAETCS
MuHNCTEepCTBOM 34paBooxpaHeHns Poccminckon degepaunmn), a Takxe HavMeHoBaHWe UCMbITaTeIbHON
nabopaTopuu, BblAaBLLIEN NPOTOKON UCMbITaHWUIA, U CBELIEHNS O HOMEPE 3aMucu 0 Hell B peecTpe
aKKpeaUTOBaHHbIX UL,
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n) gaTa U HOMep OTYETa 0 pe3yJibTaTax UHCMEKTMPOBAHNSA, CPOK ero AeNCTBUS, a TaKXXe HaUMEHOBaHUe
opraHu3auunn, NPoBOAMBLLEN NHCMEKTUPOBaHME (yKa3biBAlOTCA B C/lyHae NPOBeAEHNS MHCNEKLNN
NHCMEKTUPYIOLWEN OpraHn3aumnen, Haxogawenca B Be4eHnmn (Mo4YNHEHNN) perncTprpyowWwero opraHa);

p) cBefieHns 0 HeobxoamMocTu (OTCYTCTBUM HEOBX0ANMOCTM) NPOBEAEHNS KJIMHNYECKUX UCMbITAHWIA C
y4acTMEM YeSI0BEKa;

C) CBEOEHUNS 0 HaNN4Mn (OTCYTCTBUM) B COCTaBE MEANLIMHCKOrO U34enna NeKapCTBEHHOrO NpenapaTa,
hapMaueBTNYeCKON cybcTaHumMm, Bonornyeckoro maTeprana u MHOro LENCTBYIOLLErO BELLECTBa;

T) CBEAEHMSA O BbIMYCKE U3AENA B CTEPUILHOM (HECTEPUJIbHOM) BUAE;

Y) PEKBU3NTHI fOKYMEHTa (A OKYMEHTOB), MOATBEP )X AAOLLErO NPABO NCMOAb30BaHUS NPON3BOAUTENEM
(n3roToBMTENEM) TOBAPHOIrO 3HaKa M MHbIX CPEACTB NHAUBMAYANMN3ALMN MEQULNHCKOIO N3LENNA B CyYae
NX HAHECEHMNA Ha YMaKoBKY MEANLMHCKOrO N3aenns;

) cBeneHns 06 onnaTe rocyaapCTBEHHON NOWANHBI (daTa U HOMEpP NAATEXHOro NopyYeHns (MaaTeXHbIX
nopyveHnin);

X) CBeleHNs 0 perncTpaunoHHOM HOMEpe 1 AaTe rocyaapCTBEHHON perncTpauumn MeanuLUHCKOro n3genms
(BHECEHMSA N3MEHEHWI B [OKYMEHTHI, COAep Kallnecs B perncTpaunoHHOM A0Cbe) (M0 NpUMEHNMOCTN);

L) CBeAEHNS 0 BO3SMOXKHOCTW (HEBO3MOXHOCTMW) OTHECEHUS MEANLIMHCKOIO U3AENNS K MEANLINHCKIM
n3gennam gnaa ouarHocTuKM in vitro;

Y4) cBefeHMs 06 yBeOMNEHNSX O BBO3€ MEAULNHCKOro N3esns C Liefibio ero rocy1apCcTBeHHON
perncTpaumm, nogaHHbIX B PErMCTPUPYIOLLINIA OpraH;

L) cBeaeHust 06 0TBETCTBEHHOCTW 3as8BUTENS 3@ NOCTOBEPHOCTb U MAEHTUYHOCTbL MHOPMaLIMK,
COoAep>XaLlencs B permcTpaLlnuoHHOM AOCbE U 3asBJIEHUN O pErnCTpaLnn.

65. [1ns rocyaapCTBEHHOWN perncTpauun MeanuunUHCKOro n3genms, NogTeepxaeHue 3 heKTUBHOCTM
KoToporo TpebyeT NpoBeAeHNS KINHUYECKUX UCMbITAHWIA C Yy4aCTUEM YeSIOBEKA U MOJIYHEHUS pa3peLLeHmns
PerncTpupytoLero opraHa Ha NPoBeAeHNE KIMHUYECKUX NCMbITaHWA, MPeaCcTaBAfoTCA cegytoume
JOKYMEHTbI:

a) konus (Konuu) JoKyMeHTa (LOKYMEHTOB), NoATBepXAatoLwero (NoATBEPKAAOLWMX) NOJHOMOYNUS
YMNOJIHOMOYEHHOI 0 NPeACcTaBnTENS NPOM3BOANTENSA (M3roTOBUTENSA) NO NPEeACTaBNEHNIO UHTEPECOB
Nnpon3BOANTENS (M3roTOBUTENS), HECEHMIO OTBETCTBEHHOCTM B YacTW obpalleHna MeanLUNHCKOro n3aenus
Ha TeppuTopun Poccuinckon ®epepaumn, B TOM 4MUCse No BOMpPoOCcaM npouenyp OLueHKN COOTBETCTBUSA 1
roCcyapCTBEHHON PErncTpaunm MegmUmnHCKOro N3aenns, a Takxe Nno 3aBepeHnto JOKYMEHTOB
npon3BoANTENS (M3roTOBUTENS), BCTYNUBLUErO (BCTYNMBLUMX) B CUY A0 0POPMIEHNS COOTBETCTBYOLMNX
JIOKYMEHTOB (QOKYMEHT (OOKYMEHTbI) ABNseTCa (9BasTCA) 0653aTeNbHbIM (0653aTeNbHBIMK) ANS
WHOCTPaHHbIX MPOM3BOAUTENEN (M3rOTOBUTENIEN), OTEYECTBEHHLIMU NPON3BOANTENSAMU (M3rOTOBUTENAMN)
LOKYMEHT (LOKYMEHTbI) NpeacTaBadeTcs (MpeacTaBAAOTCA) B Cy4ae HaMYns yNoaHOMOYEHHOM 0
npeacTaBMTeNns nponssoanTens (M3rotosuTens);

6) cBeieHMa 0 HOPMATMBHOW AOKYMEHTaUMM Ha MeANLNHCKOE n3aenue;

B) TEXHMYECKAs OOKYMEHTaLMs Npou3BoanTens (M3roToBUTeNs) Ha MeanLUHCKOe n3genue;

) aKCnayaTauuoHHasa OOKYMEHTaLMsa Npon3BoanTeNs (M3roTOBUTENS) HAa MEANLIMHCKOE U3enune, B TOM
YUCNIe UHCTPYKLMA MO MPUMEHEHWIO UM PYKOBOACTBO MO 3KCMyaTauun MeaNLUHCKOro N3genms;

1) uBeTHble hoTOorpacduyeckmne n3obpaxeHns obLiero Buaa MegnmUMHCKOro U3genns, moaenen (Mapok)
MeONLNHCKOro n3aenmsa n NnpuHagiexHocTen, HeobxoanMbIX 415 NPUMEHEHUSA MEANLIMHCKOrO U3Aenns no
Ha3HayvyeHuto (pa3mMepoM He MeHee 18 x 24 caHTMMeTpa), a TakXKe U306parkeHns MapKUPOBKMN U YMaKOBKU
(LBETHbIE MaKeTbl YNaKOBOK 1 3TUKETOK, COAep Kallne TEKCT OPUrMHaIbHOW MapKUPOBKN 1
JOMOJIHNTENIbHON MapKMPOBKM Ha PYCCKOM S13blIKE, HAHOCUMOW Ha MeOULMHCKME N3aeNns, MPON3BEAEHHbIE
3a npegenamn Poccninckon degepaunn);

€) NPOeKT onncaHma Tuna CpeacTBa N3IMEPEHNIA, ABAAIOWEroCs MEANLNHCKAM n3gennemM (B OTHOLLIEHUN
MeONLUNHCKNX N3OEeNNA, OTHOCALLMXCSA K CpeacTBaM U3MepeHnin B cepe rocyaapCTBEHHOIO
perynupoBaHus obecrnevyeHns eAnHCTBa N3MEPEHNIA, MepPeYeHb KOTOPbIX YyTBEpXKAaeTCcsa MUHNCTEPCTBOM
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3[paBooxpaHeHns Poccunckon ®epepauun);

)X) MeToAuKa NOBEPKM TUMNa CPeacTBa U3MepPEeHUi, SBASIOWErocsd MeANLMHCKUM n3genmemM (B OTHOLLEHMNM
MeONLUNHCKNX U3LEeNNA, OTHOCALLMXCS K CPeACTBaM N3MeEpeHni B chepe rocyaapCTBEHHOro
perynnpoBaHus obecrnevyeHns eanHCTBa N3MEPEHUIA, MEPeYEHb KOTOPbIX YTBEpPXKAaeTCcsa MUHUCTEPCTBOM
34paBooxpaHeHus Poccuiickon Gegepaunn);

3) NPOEKT MJiaHa KANHNYECKMX UCMbITAaHUA MeANLNHCKOr0 N34enmns ¢ y4acTUeM YesoBeka C
0060CHOBbLIBAOLWMMIY €r0 MaTepuanamm (Npu Hanndum);

1) OKYMEHTbI, MOATBEPXXAAtOLWME BO3SMOXHOCTb OCYLLECTBAEHNS NPOM3BOACTBA MO aapecy (agpecam),
yKa3aHHOMY (YKa3aHHbIM) B 3asiBJIEHUN O PErUCTpaLnmn B KAa4eCTBE NPON3BOLCTBEHHON
(Mpon3BOACTBEHHBIX) MAOLWAAKM (N0WwanoK) (Mo MPUMEHMMOCTI): OKYMEHTbI, MOATBEPXAAtoLme
Hasimyue yCcaoBuiA NPON3BOACTBA, U (MK) KoMK cepTUNKATOB COOTBETCTBUSA CUCTEMbI MEHEO)KMEHTA
KayecTBa TpeboBaHNAM MeXrocygapCcTBeHHOro ctaHgapTa FOCT I1SO 13485-2017 "U3penns meguumHCKue.
CncTeMbl MeHeO)KMEHTa KavyecTBa. TpeboBaHWUS AN1a Lenen peryanpoBaHus”, yTBep)X4eHHOro 1
BBegeHHoro B gencraue ¢ 1 noHs 2018 r. (ganee - FOCT ISO 13485-2017), nam COOTBETCTBYIOLLENO
MexayHapogHoro ctaHfapTa ISO 13485:2016 "U3pgenusa meguumHckmne. CUCTEMbl MeHeI)XKMeHTa KayecTBsa.
TpeboBaHuna ons uenen perynmposaHns" (ganee - 1ISO 13485:2016), a Takxe KON OTYETOB O paHee
NpoBeAeHHbIX MHCNEKLMAX Ha COOTBETCTBME YKa3aHHbIM CTaHAapTaM (B Ciayvae npeacTaBiaeHns
yKa3aHHbIX CepTURMNKATOB COOTBETCTBUSA), 1 (MK) KOMUWN LOKYMEHTOB, MOATBEPXKAAOLWMNX COOTBETCTBME
CMCTEMbI YNpaB/ieHUs KavyecTBOM TpeboBaHUAM K BHEAPEHNIO, NOALEPXKAHNIO N OLEHKE CUCTEMBI
ynpaBieHns Ka4eCcTBOM MeAULMHCKUX U34ennin (NpeacTaBasioTCa B C/lyvae NPOBEAEHNSA NHCAEKLUN
NHCMEKTUPYIOLLEN OpraHn3aumnen, Haxoasawencsa B BegeHnmn (nog4ynMHeHnn) opraHa rocy4apCTBEHHON
BJIACTM roCyAapcTBa - YieHa EBpa3ninckoro 3KOHOMMYECKOro Cot3a, YNOJHOMOYEHHOM0 Ha OCYLLEeCTBEHME
1 (M) KOOPAMHALMIO BEATENBHOCTM B Chepe obpalleHNs MeaNLMHCKINX 34NN Ha TEPPUTOPUN 3TOrO
rocypapcTBa, 3a MCKatoyYeHnem Poccuinckon ®epepaumm);

K) LOKYMEHTbI, NOATBEpXAatoLme NpaBo NCN0Ab30BaHUA NpoussoauTenemM (M3roToBUTENIEM) TOBAPHOIO
3HaKa M MHbIX CPeACTB UHAMBMAYANM3ALMN MEAULMHCKOIO N3LENNA B CJly4ae UX HaHECEHNS Ha YMaKoBKY
MeONLUHCKOro n3genms (npeactaBnasaioTcs B Cyvae, ec/iv CBeeHMs He BHECEHbl B COOTBETCTBYOLWME
peecTpbl PeaepasibHOM CNy>XObl MO MHTENNEKTYaSIbHON COBCTBEHHOCTHN);

J1) KONUN JOKYMEHTOB, MOATBEPXKAAIOLLMX Ka4eCTBO JIEKAPCTBEHHOMO NpenapaTa, hapMaLeBTUYeCKon
cybcTaHumm, 6ronormyeckoro MaTepmana u NHOro BELWECTBa, C MCMOJIb30BaHNEM KOTOPLIX MPOM3BEAEHO
MeOMLUNHCKOE n3genne niv KoTopble BXOAAT B €ro COCTaB U npefHa3HayeHbl 415 NPpUMEHeHUs TONbKO C
Y4€TOM Ha3Ha4YeHUs MegMLMHCKOr0o U3aenns, onpeaeneHHoro Npon3BoanTesneMm, BblAaHHbIX B
COOTBETCTBMUM C 3aKOHOAATENbCTBOM CTPaHbl MPOUCXOXAEHMA NEKAaPCTBEHHOrO NpenapaTa,
thapMaueBTnYeckon cybcTaHumm, Brnonornyeckoro maTeprana 1 MHOIO BELLECTBa;

M) KOMua [OKYMeHTa, NOATBEP)XAAOLWEro perncTpaLmio Npou3BoaAnTeNs (M3roToBuUTeNS) B KaYecTse
lopnanyYeckoro amua anmbo MHAMBNAYaNbHOIO NpeanpUHUMaTeNs (3a NCKIIYEHNEM MeANLIMHCKNX N34enunn,
NPON3BOANTENSAMU KOTOPbLIX ABAAOTCA pe3ngeHThl Poccninckon degepaunn);

H) NiaH KJIMHUYECKOro MOHUTOPKHIA (419 MESULMHCKUX M34EeNniA KlacCa NOTEHLUNaNbHOro pucka
NPYMEHEHNS 3, @ TakXe MeAULNHCKNX U3LENNA, UMMNIAHTUPYEMbIX B OPraHn3M YenoBeka, kiacca
NOTEHLMNAIbHOro pUcKa NpuMeHeHns 26);

0) foKa3zaTeslbHble MaTepunasbl NPOM3BOANTENS (M3roTOBUTENSA) MEAULNHCKOrO n3genms (no
NPUMEHNMOCTN):

[lOKa3aTesibHble MaTepuasibl NPOU3BOANTENS (M3roTOBUTENS) MEOULIMHCKOrO U3Le/IMa B HYacTu
onpefeneHns Kayectsa 1 6€30MacHOCTN MEeAULNHCKOro N34enmns, COOTBETCTBMA ero XapakTepucTuk
(cBonicTB) TpebOBaHUSAM HOPMATMBHOW LOKYMEHTALMMN, TEXHWYECKOW 1 3KCMyaTaLUOHHON AOKYMEHTALNN
npon3BoanTens (M3roToBuTENS);

foKa3aTeslbHble MaTepurasbl NPOM3BOANTENS (M3roTOBUTENSA) MEAULMHCKOIO U34eNns B 4acTu
nccnenoBaHW B LieNax oueHkn buonornyeckon 6e3onacHoCT MeAMLIMHCKOrO U3Aenns.
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66. PerucTpupytownii opraH He Brnpase TpeboBaTh OT 3aABUTENN yKa3blBaTb B 3aABJIEHNM O perncrpaumu
CBeLleHuns, He NpedyCMOTpeHHble MyHKTOM 64 HacToAawmX MNpaBui, 1 NpeacTaBisaTb JOKYMEHTHI, He
npegycMoTpeHHble MYHKTOM 65 HacTosAwmx Mpaswu.

3asBuTeNb BNpaBe NpeACcTaBUTb JOKYMEHTbI, CBEAEHUS 0 KOTOPbIX YKa3blBAOTCS B 3aABNEHUN O
permcrpaumm B COOTBETCTBMM C nognyHKTamm "mM" - "n", "y" n "4" nyHkTa 64 HacToAwmx Mpaswu, no
CoBCTBEHHON NHMLMATMBE.

3aaBuTeNb BNpaBe NpeAcTaBUTb MHble HEOBXOAUMbIE fOKYMEHTbI N0 COBCTBEHHOW MHULMATHUBE.

67. B TeyeHune 5 paboumx OHeR Co AHA NOCTYNAEHUS 3asBNIEHNS O PEFUCTPALIMN U [LOKYMEHTOB,
npefycMOTPEHHbIX MYHKTOM 65 HacToAwmx Mpasui, perucTpupyoLwmin opraH NpoBoANT NPOBEPKY
MOAHOTHI U JOCTOBEPHOCTU COAEPKALLUMNXCS B HUX CBEAEHWIN, B TOM YuUCSie MyTeM CpaBHEHUS TakumX
CBefeHWIn Co CBeeHNAaMHN, NpeacTaBIeHHbIMI OpraHaMun rocyjapCTBEHHOW BAacTW B Nopsaake
MeXXBeLOMCTBEHHOIr0 MHHOPMALMOHHOMO B3aMMOAENCTBAA NOCPELCTBOM CUCTEMbI MEXBEAOMCTBEHHOMO
3/1eKTPOHHOI 0 B3aUMOLENCTBUS.

68. B cnyyae ecsiv 3asBsieHMe 0 perucTpauny oHopMaeHo C HapyLleHneM NoNoXeHU NyHKTa 64
HacTosawwmx Mpasun, n (Mn) NpeacTaBieHHblE LOKYMEHTbl 0hOPMJIEHbI C HApYLLUEHUEM MON0XKEHNI
NyHKTOB 53 - 55 HacToAwmx Mpaswua, 1 (1K) B 3a9BIEHNN O PErnmcTpaLum 1 NpeacTaBieHHbIX JOKYMEHTax
yKa3aHbl HeJOCTOBEPHbIE CBELEHUS, UM LLOKYMEHTbI, NpefyCMOTPEeHHble MyHKTOM 65 HacToawmx MNpasun,
npeacTaB/eHbl He B MOJIHOM 06beMe, perucTpmpyoLLniA OpraH yBeLoOMIIAET 3aABMTeNs 0 HeobXxoAMMoCTu
yCTPaHEHWS BbISBNIEHHbLIX HApPYLUEHWUIA 1 (1K) NpeacTaBAeHUs OTCYTCTBYIOWMX LOKYMEHTOB B TeveHune 30
paboynx OHeN Co OHA pa3MeLLeHNs Takoro yBelOMIeHNs B (POPME 3IEKTPOHHOIO AOKYMEHTA,
NOAMNMUCAaHHOI O YCUIEHHON KBaJIM(PULMPOBAHHON 31€KTPOHHOM MNOAMUCHIO YNOJIHOMOYEHHOI 0
LO/KHOCTHOrO MLa, B € AIMHOM JIMYHOM KabuHeTe 3aaBUTeNs U 3/1eKTPOHHOM KabrHeTe 3asBuUTeNS.
YCTpaHeHue BbISIBNEHHbIX HapyLLeHU 1 (Mnn) NpeacTaB/ieHNe JOKYMEHTOB, KOTOPble OTCYTCTBYIOT,
3a8BUTENb OCYLLECTBASET NOCPEACTBOM €AUHOr0 IMYHOr0 KabuHeTa 3asaBuTens.

Bpems co OHA yBeAOMJIEHNA PETNCTPUPYIOLLMM OPraHoM 3asaBuUTeNd A0 OHA NoJly4eHns oTBeTa Ha
yBe[oMJIeHne Uin yBeLoMIeHUs O HeNnpeacTaBleHU 0TBeTa Ha 3arpocC He YYUTbIBAETCS MPU UCYUCTIEHUN
CPOKa rocyapCTBEHHON perncTpaumm MeLuLnHCKOro n3genus.

69. B TeyeHue 2 paboymx LHEN CO AHA 3aBEPLUEHNS NPOBEPKU, MPEAYCMOTPEHHON NYHKTOM 67 HaCTOALMX
Mpasun (B cnyvyae npefcTaBieHUs Hagnexalwmm obpa3omMm opopMAEHHOr0 3a8BIEHNS O perncTpaLnm n B
NosHOM 0bbeme LOKYMEHTOB, MpeAyCMOTPEHHbIX MYHKTOM 65 HacToAwwmx MpaBu), @ Takxe B Ciyyae
yCTpaHeHWs B CPOK, He npesbiwatowmin 30 paboynx gHel, BbIIBAEHHbIX HApYyLLEHWU 1 (Mnn)
npeacTaBneHnsa JOKYMEHTOB, NPefyCMOTPEHHbIX MYHKTOM 65 HacToswwmx MpaBus, perucTpupyoLwwnin opraH
NPYHYMaeT peLleHre 0 HavaJsle rocyaapCTBEHHOW perncTpaunm MeAnLNHCKOro n3genus.

70. B cny4yae ecniv B CpoK, He npesbiwatowmin 30 paboynx gHen, He yCTpaHeHbl BbIABAEHHbIE HAPYLLUEHNS U
(nnn) He NpeAcTaBieHbl [OKYMEHTbI, KOTOPble OTCYTCTBYIOT, B TOM YUCJ/IE C YYETOM MOJIOXKEHMSA MYyHKTa 53
HacTosAwwmx Mpasun, perncTpupyoLwnin opraH NpMHUMaeT peLleHe 0 NpeKkpaLLeHnun fanbHenwero
pacCMOTPEeHNs 3asBJIEHNA O PErUCTPaLMK U LOKYMEHTOB, NPefyCMOTPEHHbIX MYHKTOM 65 HacToALWwmMX
Mpasun, n MHGOPMUPYET 06 ITOM 3a8BUTENS NYTEM pa3MeLLEeHNs B (DOPMe SNEKTPOHHOIO AOKYMEHTA,
NOAMWCAHHOI0 YCUNEHHOW KBaMMPULNPOBAHHON 31E€KTPOHHON NOAMMUCHIO YNOJIHOMOYEHHOI 0
LOJ/DKHOCTHOMO LA, B €4MHOM JIMYHOM KabuHeTe 3adBUTEeNS N INIeKTPOHHOM KabnHeTe 3as8BUTeNS
COOTBETCTBYIOLLErO YBEAOMJIEHNS C MOTUBMPOBAHHLIM 060CHOBaHMEM NPUYUH MPUHATUSA YKa3aHHOro
peLleHuns.

71. TocyfapCTBEHHAs perncTpaumna MeanLMHCKNX N3aennin, NoaTeepxaeHmne 3phekTUBHOCTY KOTOPbIX
TpebyeT NpoBeAeHUS KIIMHNYECKUX UCMbITaHWIA C y4aCTMEM YesloBeKa 1 NOYYEHNS pa3peLleHuns
pPerncTpupytoLero opraHa Ha nNnpoBefeHne KJIMHWYeCKUX UCMbITaHWI, OCYLLEeCTBIAeTCH perncTpupyowmm
OpraHoM B CpPOK, He npesblatownin 50 paboyunx gHen o AHA NOCTYNJEHUS 3a9BAEHNSA O perncTpaLmm u
[OKYMEHTOB, NpeayCcMOTPEeHHbIX MYHKTOM 65 HacToawmx Mpasun.

CpoK NpoBeAeHNs KINHNYECKNX NCMbITaHUA MeAULUHCKOrO N34eNnNs C y4acTUeM Yel0BeKa B YKa3aHHbIN
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50-OHEBHbIN CPOK HE BKJIDYAETCS.

72. B TeyeHune 2 paboyunx OHeN CO AHA NPUHATWA PELUEHMS O HaYvasle rocy4apCTBEHHON perncTpaumm
MeONLNHCKOro N34esma perucTpupyowmnin opraH ohopMaseT 1 BblgaeT 3afaHne Ha NpoBeaeHne
3KCMNepTU3bl KavyecTBa, 3PNEKTUBHOCTU 1 6€30MaCHOCTU MEOULMNHCKOrO N3OS SKCNEPTHOMY
yupexaeHuio (fanee - 3afaHne Ha NPoBeAeHNE IKCNEPTU3bI).

73. DKcnepTmM3a KavecTBa, 3PPeEKTUBHOCTN 1 6€30MacHOCTN MELULMHCKOTro U3aenns, oas NoATBEP K AeHNS
3(pHEKTMBHOCTN KOTOPOro TpebyeTcs NpoBeAeHNE KIMHUYECKUX UCTMbITaHWIA C Y4acTMEM YesloBEKa U
NnoJiy4eHne paspeLleHmnsa perucTpupyoLLero opraHa Ha npoBefeHmne KJANHNYECKUX UCNbITaHni, NPOBOANTCA
3KCMEPTHbIM yYpeXLeHMEM NO3TarnHoO B COOTBETCTBUM C NOPAAKOM, YTBEPXKAAEMbIM MUHNCTEPCTBOM
3[paBooxpaHeHus Poccuiickon degepaunn:

a) Ha | 3Tane oCyLWeCcTBAAETCS 3KCNepTM3a 3a89BJI€HNS O PerncTpaum n LOKYMEHTOB, yKa3aHHbIX B MyHKTe
65 HacToAwmx MpaBua, 4Nna onpeaeneHns BO3MOXXHOCTH (HEBO3MOXKHOCTIW) NPOBEAEHNS KJIMHNYECKNX
NCMNbITaHUN MEAULNHCKOro N34enmnsa C y4acTUEM YENOoBEKA;

6) Ha Il 3Tane oCyLLeCcTBAAIOTCA 3KCNePTW3a NOJIHOThI U Pe3yNbTaTOB NPOBEAEHHbLIX TEXHUYECKNX
NCMbITaHUIN, TOKCUKOJIOTMYECKMX NCCAeL0BaHNIN, KIMHUYECKUX NCMbITaHUIA, NCMbITaHWIA B LLenax
YyTBEPXKIEHNSA TUMNA CPEACTB M3MEPEHUI (B OTHOLIEHUN MEANLIMHCKUX N34ENNA, OTHOCALLMXCS K CPeaCcTBaM
n3MepeHnin B chepe rocyfapCTBEHHOM0 peryanpoBaHusa obecneyeHnsa eonHCTBaA U3MEPEHNIA, MepeYeHb
KOTOPbIX yTBEpPXAaeTCca MUHUCTEePCTBOM 34paBooxpaHeHns Poccminckon ®egepanmm), MHCNEKTUPOBAHNS
NPOM3BOLCTBA, @ TaKXe aHaN3 foKa3aTesIbHbIX MaTepUanoB NponssoanTens (M3roToBnTenNs)
MeOMLMHCKOro n3aenns (ganee - s3KCnepTu3a NOJHOTHI U Pe3yabTaToB UCMbITAHWUIA U NCCAe0BaHNN).

74. Mpwn NnpoBefeHNN 3KCNEPTU3bI Ka4ecTBa, 3PdeKTUBHOCTU 1 6e30MaCcHOCTM MeaULMHCKOro nsgenns (Ha
nobom sTane) He gonyckaeTca nctpeboBaHme 3KCNEPTHLIM YYpPEXXAEHNEM Y 3adBUTENSA MO0 MHBIX N
MaTepuanos, HeOHXOANMbIX 415 NMPOBEAEHNS IKCNEPTMU3bI.

B cnyyae HegoCTaTOMHOCTU A9 BbIHECEHWS 3KCMEPTOM IKCMEPTHOM0 YYpexaeHus (ganee - akcnepT)
3aKJ/II0YEHNSA MaTepranoB U CBEAEHUN, COAEP)KALLUXCA B NPeACTaB/IEHHbIX 3asBUTENEM 3a8BIEHNMN O
perncTpaumm n 4oOKyMeHTax, NpeayCMOTPEHHbIX MYHKTOM 65 HacTosAwwmx MpaBun, 3KCNepT CTaBUT BOMNPOC
0 NpeAcTaBaeHnn eMy HeobX04MMbIX MaTepPMaoB 1N CBEAEHN Nepes PyKOBOAUTENEM 3KCNEPTHOro
YyUYpeXxaeHus, KoTopblii 0bpalllaeTcs C COOTBETCTBYOLLMM 3aNpoCOM B PEFUCTPUPYIOLLMIA OpraH, BblAaBLUMNA
3aaHne Ha NpoBeLeHMe IKCNepTmM3bl. YKa3aHHbIN 3anpocC AOJHKEH COAEPXKaTb MCYEPMbIBAOLLNA NepeYyeHb
BCEX BOMPOCOB, MAaTEPUAJIOB 1 CBEAEHWN, HEOOXOANMbIX SKCNEPTY ANS NPOBEAEHNSA SKCNEPTU3bI.
Pernctpupytownii opraH B TedeHne 2 paboymx OHen Co AHA NOCTYMNAEHNS 3anpoca PyKoBOAUTeNS
3KCMEPTHOr0 yYpexXAeHNA HanpaBAseT 3aaBUTE0 3aNpocC 0 NpeacTaBaeHnn HeobXxoANMbIX MaTepranos u
CBELIEHMI C YKa3aHMEeM XapaKTepa 3aMevyaHunin n cnocoba nx ycTpaHeHns. YKasaHHbIA 3anpoc
HanpaB/AeTCA O4HOKPATHO Ha Ka)XA0M 3Tane 3KCNepTu3bl KavyecTBa, 3PHeKTMBHOCTH 1 Be3onacHOCTK
MeONLNHCKOro n3genms B hopMe 371eKTPOHHOro AOKYMEHTa, NoANMCaHHOrO YCUIeHHON
KBaJIM(PULMPOBAHHON 3/1IEKTPOHHOWN NOAMNCHI0 YNOJHOMOYEHHOr0 AO/PKHOCTHOMO nLa, MOCPeaCcTBOM
pa3MelLLeHNs B 31IEKTPOHHOM KabuHeTe 3aaBUTeNA U eAUHOM INYHOM KabuHeTe 3asaBuTens.

3asBuTeNb 0653aH NPeacTaBMTb OTBET Ha 3anpoC PErMCTPUPYIOLLLEr0 OpraHa NnocpeacTBOM eAUHOro
JIM4yHoro kKabmHeTa 3aaBMTeNA B CPOK, He npeBbiwatownin 50 pabo4nx gHen co 4HA HanpaB/IeHUS 3TOro
3anpoca. B TeyeHune 2 paboymx gHen Co AHA NOCTYMJEHUS OT 3aSBUTENS OTBETA Ha 3anpoc
PerncTpupyoLWnin opraH HanpaeaseT OTBET B 9KCMEPTHOE yypexaeHune. B cnyvyae HenpeacTaBaeHms no
ncTeyeHun 50 paboynx OHeN 3adaBUTENEM OTBETA Ha 3anNpoC PErMCTPUPYIOLLNIA OpraH B TeyeHune 2 paboymx
AHEN HanpaB/ieT B 3KCMEPTHOE yYpeXxdeHne yBeOMIeHE 0 HeMpeaCTaBeHNN 3as9BUTESIEM OTBETA Ha
3aMpoC PerncTpupyoLwwero opraHa a4as NoAroTOBKM 3aKJII04YEHUSA SKCNEPTHOrO yYpeXXAeHNS Ha OCHOBaHWN
LOKYMEHTOB, MMEIOLNXCS B €r0 PaCnops>XeHnn.

Bpemsa co oHA HanpaBaeHUs 3anpoca perncTpmpyowero opraHa Lo AHSA NoJiy4eHua 0TBeTa Ha 3anpoc Uiam
yBeAOMJIEHNA O HenpeaCTaBAeHUM O0TBETa Ha 3anpocC He YY4UTbIBAeTCS NPU UCHUCIEHUN CPOKa NpoBeaeHNs
3KCMepTn3bl KavyecTBa, SPNHEKTUBHOCTY 1 6€30MaCHOCTU MEAULUHCKOrO N34esnmns.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 22 n3 53



Mpu BbISBNEHUN PETMCTPUPYIOLLIMM OPraHOM B MpeAcTaB/IeHHbIX 3as9BUTENEM B OTBET Ha 3anpoc
perncTpmpyoLLero opraHa 4OKyMeHTax HeLOCTOBEPHbLIX U (1K) HELOCTAaTOYHbIX CBEAEHUIA 1 (1K)
HeCOOTBETCTBUSA 0(POPMIEHNS NpeAcTaBIeHHbIX JOKYMEHTOB MOJIOXKEHUSAM MYHKTOB 53 - 55 HacToALWMX
MpaBun perncTpmpyroLwmin opraH B Te4eHne 2 paboynx gHen HanpasaseT (B (hOpMe 3NEKTPOHHOI0
LOKYMEHTa, MOANMNCAHHOM0 YCUIEHHOW KBanNUULMPOBAHHON 31EKTPOHHON MOAMMCHIO YNOJHOMOYEHHOI O
JOKHOCTHOMO 1L, NOCPeACTBOM Pa3MeLLEHNs B 3JIEKTPOHHOM KabuHeTe 3as8BUTENS U e AUHOM JINYHOM
KabunHeTe 3as8BNTENA) 3a89BUTENO MOTMBNPOBAHHOE peLLeHNe 0 BOSMOXXHOCTY MOBTOPHOIO NpeacTaB/ieHUs
3asBUTENIEM 10 UcTeveHmsa 50 pabounx aHen co OHA HanpaBaeHUs 3anpoca AopaboTaHHbIX JOKYMEHTOB.
Mpy HenpencTaBiEHUN 3a9BMTENEM B YKa3aHHbIA CPOK 3anpallvBaeMblX MaTEPUAJIOB U CBELEHWNA
3KCNepTn3a KavyecTBa, IPPeKTUBHoOCTM 1 6e30nacHOCTM MeMLIMHCKOrO U3AeNns NPoao/HKaeTcs no
HaXOAALLMMCS B PaCMOPSXXEHNMN SKCMNEPTHOI0 YYPEX 4EHNS paHee NpeacTaB/ieHHbIM 3a8BUTENIEM
LOKYMEHTaM U1 CBeAEeHUSM, COAEePXXaLlLMMCS B perncTpaLMoHHOM LOChe.

75. Ha | aTane akcnepTusbl Ka4yecTBa, 3PPEKTUBHOCTU 1 HE30MaCHOCTU MEAMLIMHCKOrO N3aenns
3KCMepPTHOE yYpeXKaeHne B CPOK, He NpeBbillaowmin 17 paboynx gHen co AHSA NOAyYeHUs 3allaHns Ha
npoBefeHNe 3KCMEePTM3bl, OCYLLECTBAAET CefyoLne MeponpuaTus:

a) NpoBeAeHNe 3KCNePTU3bI 3aBNEHNS 0 PErMCTPALN U JOKYMEHTOB, MPEAYCMOTPEHHbIX MYHKTOM 65
HacToawwmx MNpasun, 4N onpeaeneHns BO3MOXXHOCTI (HEBO3MOXXHOCTW) NPOBEAEHNS KTMHUYECKUX
NCMbITAaHUN MEANLIMHCKOrO N34enns C y4aCTUEM YEN0BEKa;

6) ochopMneHne N HanpaBieHNe B PErMCTPUPYIOLNIA OpraH 3akto4eHNs 0 BO3MOXXHOCTMN (HEBO3MOXXHOCTHN)
NPOBEAEHNSA KIMHUYECKNX UCMIBITAHUA MEAVNLIMHCKOrO M34ens C y4aCTUEM YenoBeKa (C yKa3aHUeM
NPUYMH 1 060CHOBAHNEM HEBO3MOXKHOCTMW MX NPOBEAEHUS), HOPMa KOTOPOro yTBEP)KAAETCS
MuHNCTEpPCTBOM 34paBooxpaHeHns Poccminckon depepaunn (fanee - 3akal04eHne 0 NpoBeaeHnn
KJVHUYECKUX NCMbITaHNA MEeQNLNHCKOr0O U3enns).

76. OCHOBaHMAMN 0151 BbIHECEHMWS IKCMEPTHLIM YYpPeXX AEHNEM 3aKJII04EHUS 0 NPOBEAEHNN KINHNYECKMX
NCMbITAaHUN MEANLMHCKOrO U3aenns, CBUAETENbCTBYOLLEr0 0 HEBO3MOXXHOCTY NPOBEAEHUS KJIMHNYECKNX
NCNbITaHNIN MEOULMHCKOrO N3OeNNS C yYaCTUEM YesoBEKA, SBNAIOTCA:

a) HeCoOTBETCTBME MEAMNLIMHCKOro n3genns TpeboBaHMAM HOPMATUBHON AOKYMEHTaLMW, TEXHNYECKON 1
(nnn) akcnayaTauMoHHON 4OKYMEHTauumn npon3soanTens (M3rotosuTens);

6) oTCcyTCTBME OOKa3aTenbCTB 6@30NacHOCTN MeAMLIMHCKOrO U3Aenns,;

B) Ha/IM4Me HeOCTOBEPHbLIX CBEAEHUN B OKYMEHTaX, COOEPXKALLNXCA B PErMCTPaLNOHHOM A0Che.

77. Pernctpmpyowmin opraH B TeyeHme 5 paboynx gHen co OHSA NosyYeHns OT 3KCMEPTHOMO yYpeKAeHNs
3aKJIIOYEHUS 0 MPOBEAEHUN KINHUYECKUX NCMBbITAHUA MEONLIMHCKOrO U34e/Ma OCYLECTBASET cneayollne
MeponpusaTns:

a) OLEHKa 3aK/l04eHNS 0 MPOBEAEHUN KJIMHNYECKUX NCMbITaHUA MeAMLIMHCKOrO U3genns oas onpegeneHms
COOTBETCTBMSA 3aaHNI0 Ha NPOBeAEHMNE IKCNepPTM3bl. B cnyvae yCTaHOBAEHUSA HECOOTBETCTBUSA
3aKJII0OYEHNS 0 MPOBEAEHNMN KINHNYECKMX NCMbITaHUA MEANLIMHCKOrO M3AeNNs 3a4aHN0 Takoe 3aKloYeHne
BO3BpPALLAETCS B 9KCMEPTHOE yupexaeHne Ha 1opaboTKy, CPOK KOTOPOI cocTaBnseT He bosiee 2 paboynx
LHEN CO OHS MOSyYeHNs SKCMEPTHBLIM YYpeXX AEHNEM BO3BPALLEHHOIO 3aKJIIO4YEHNS O NPOBEAEHNN
KJVMHUYECKUX NCMbITaHUA MeQNLINHCKOro U3aenus;

6) B clyqae NonyyeHns 3akI0YeHNs 0 NPOBEAEHNN KIMHUYECKUX UCMbITaHUA MEAULIMHCKOrO M3Aenns,
npenycMOTPEHHOr0 NYHKTOM 76 HacToawwmx MNpasua, He Nno3aHee cnepytowero paboyero gHa nocne
NPOBEAEHNS OLEHKN 3aKJTIOYEHNS O NPOBEAEHNN KITIMHUYECKNX UCMbITaHUA MEANLMHCKOro n3genuns ans
onpefeneHns COOTBETCTBUS 3af4aHNI0 Ha NPOBEAEHNE 3KCNEPTU3bl PErMCTPUPYIOLLAA OpraH pasMellaeT
3JIEKTPOHHbIV 06pa3 3aK/104EHNS 0 MPOBEAEHNN KINHNYECKNX UCTbITAHNMIA MEANLUHCKOrO N3aenus,
COOTBETCTBYIOLLEro 3aflaHNI0 Ha MPOBEAEHNE IKCNEPTU3bI, B 3/IEKTPOHHOM KabnHeTe 3asaBuTens u
HanpaB/iseT COOTBETCTBYIOLWME CBEAEHNS B € ANHBIA INYHbIN KabUHET 3aaBuTens.

B TeyeHme 10 paboymx gHen Co AHA pa3MeLLEeHNS B SNEKTPOHHOM KabuHeTe 3adBUTENS 3aK/THOYEHUS O
NpoBefeHNN KINHUYECKNX NCMbITaHUA MEAULIMHCKOrO M3AENNS, YKa3aHHOIO B MyHKTE 76 HAaCTOALLNX
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MpaBwn, 3a8BUTENb BpaBe 03HAKOMUTLCS C 3aKN0O4EHNEM O NMPOBEAEHNN KINHUYECKNX UCMbITaHWIA
MeONLUNHCKOro N34enuns v, Npu Haanynum Bo3pa)KeHUn, HarnpasmuTb CBOU BO3PaXKeHUS Ha 3aK/l04eHne o
NpoBeAeHNN KINHUYECKNX NCMbITaHNA MEANLMHCKOrO M34eNns NOCPeaCcTBOM 3NEKTPOHHOro KabnHeTa
3aaBuUTenN .

B ciyyae nocTynaeHus NocpeacTBOM 31eKTPOHHOr0 kKabrHeTa 3a8BUTeNs B CPOK, He NpeBbiwatoLwmn 10
paboynx OHEN, BO3ParKEHWUI 3aBUTENS Ha 3aK/I0OYEHME O NPOBEAEHNN KJIMHUYECKUX UCMBITaHWIA
MeLMNLMHCKOr0 U3genuns, NnpefycMoTpeHHoe NYHKTOM 76 HacToawmx MpaBua, perucTpupyoLwnii opraH B
TeyeHune 30 paboynx gHen co AHA MNOCTYMEHNSA BO3PaXKEHUN pacCMaTpPUBAET UX C MPUBJIEYEHNEM
3KCMNEPTHOro y4YpexAeHUs, BblHeCLLero COOTBETCTBYIOLLLEE 3aK/04eHe 0 NPOBeLeHNN KIIMHNYECKNX
NCAbITAHUA MEAULIMHCKOrO u3fenus. B cnyyae ecnv B yCTaHOBNEHHbIN CPOK BO3PaXKeHNA 3adBUTENS He
NOCTYNWAN, PEFTMCTPUPYIOLLINIA OpraH OCYLLECTBASET MEPONPUATUSA, NMPeayCMOTPEHHbIE NOANYHKTaMm "B" 1
"r'" HacTosLLero nyHKTa. Mpy pacCMOTPEHMIN BO3PaXKEHUIN PErNCTPUPYIOLLMIA OpraH npyu HeobxoanMocTu
[ayn NOSCHEHMI NPUBJEKAET 3aaBUTeNS.

Mo uToram paccCMOTPEHMS BO3PaXKeHWUI NPUHUMAETCS peLleHne 0 NPU3HaHNK BO3paXKeHUn 060CHOBAHHbLIMM
MOJIHOCTbIO UM HYaCTUYHO, OhOpPMIISieMOe MNCbMOM PEerncTpUpyoLLEero opraHa 1 HarnpasasemMmoe B agpec
3KCMNEPTHOr0 yYpeXAeHUA C MPUI0XKEHNEM 3aKITIOYEHUS O NPOBEAEHNN KIMHUYECKNX UCMbITaHWA
MeLMLMHCKOr0o u3genuns, NnpefycMOTPEHHOr0 NYHKTOM 76 HacTosAwux MNpaswn, Ha fopaboTKy, CPOK
KOTOPOW He NpeBbIWaeT 5 paboynx gHen Co AHA NOYYEHUS SKCMEPTHLIM yYpeKAeHMEM BO3BPALLEHHOMO
3aKJI04EHUS 0 MPOBEAEHUN KINHNYECKMX UCMbITaHUA MeAULNHCKOro n3genuns, nnbo o Npu3HaHum
BO3PaXXeHWI MOJIHOCTbIO HE 060CHOBAHHbIMMU.

BpeMs o OHS pa3MeLleHns perncTpupyowmnm OpraHoM B 3/1eKTPOHHOM KabrHeTe 3asBUTeNs 3aKI04YeHUS
0 MPOBEeLEHUN KINHUYECKUX UCMbITaHNA MeAULNHCKOrO U34eNns, yKa3aHHOro B MyHKTe 76 HAaCTOALLMX
MpaBun, 4O NPUHATUS PeLLeHNs No NToraM PacCMOTPEHNS BO3PaXKeHU HE YYUTbIBAETCA Npu NCHUCIEHNN
CpOKa NPOBEAEHNSA IKCNEPTU3bl Ka4yecTBa, IPPeKTUBHOCTH 1 He30MacHOCT MeAULNHCKOro N3eNns;

B) MPUHATME peLleHns O Bblhayvye paspeLlleHns Ha npoBeieHmne KJIMHNYECKUX NCNbITaHU MeanLMHCKOro
n3penus nnn 06 oTKase B roCyfapCTBEHHOW perncTpauny MeauLNHCKOro N3genns, Kotopoe opopMaseTcs
NpPUKa3oM perucTpupyoLLero opraHa, U MHMOPMUPOBaHME 3adBMTENSA O NMPUHATOM pPeLLeHnn NyTem
pa3MeLLeHns COOTBETCTBYIOLWEr0 YBeAOMIEHUS B (hOpMe 31IeKTPOHHOIO LOKYMEeHTa, NoANNCaHHOro
YCUSIEHHON KBaNN(ULMPOBAHHON 3/1EKTPOHHON NOAMNUCHIO YNOJHOMOYEHHOr0 LO/MKHOCTHOMO ML, B
eOMHOM INYHOM KabuHeTe 3a9BUTENSA N SIEKTPOHHOM KabUHeTe 3adBuUTENS;

) BHECEHME 3aMnUCK B PEECTP BblAaHHbLIX pa3peLleHnid Ha NpoBeAeHNe KINHNYECKNX NCMbITaHWUA
MeOMLUNHCKOro n3fenvs, NopsLok BefeHUs KOTOPOro yTBepXAaeTCsa PErucTpupyoLwmnumM opraHom.

78. Tpu NPUHATUN PeLLEeHUs O Bblaye pa3peLleHns Ha npoBefeHne KINHNYeCKUX NCIbITaHUi
MeLMLMHCKOr0 U3AeNins perucTpupyoLwWwmnin opraH NnpuHUMaeT peLleHre 0 NPUoCTaHOBAEHUN NpoLeypbl
roCyAapCTBEHHOW perncTpaunum MeanUnUHCKOro n3genmns 0o AHSA NPUHATUS PerncTpUpyoWwmMM opraHoM
pelueHns o BO306HOBEHNY roCy4apCTBEHHON perncTpaunm MeauLMHCKOro n3genns B COOTBETCTBIUM C
NyHKTOM 81 HacToawmx Mpasui.

79. O KNUHUYECKNX UCMBbITAaHUAX MEAULUHCKOro U34enna C y4acTheM YenoBeKa 3asaBMTeNb NOCPesCcTBOM
€[MHOr0 IMYHOr0 KabuHeTa 3adBUTENSA YBEAOMASET PErncTPUPYIOLWMA opraH B TevyeHme 5 paboynx gHen ¢
Hayasla ux nposeneHus.

80. Mo OKOHYaHMMN KINHNYECKUX UCMbITAHWA MEAULIMHCKOrO U34eNns C y4acTUeM YesloBeKa 3aaBMTeSb
NnocpencTBOM €AUHOr0 JIMYHOrO KabnHeTa 3aaBMTENS NPEACTABNSET B PErMCTPUPYIOLLNIA OpraH 3asBlieHne
0 BO306HOBAEHUN FOCYAaPCTBEHHOW perncTpaLny MeauLNHCKOro N3aenns, 3asBfieHne 0 perncTpaLwumy,
ohopMJIEHHOE B COOTBETCTBUN C MYHKTOM 64 HacTosAWwMX MNpaBui, cogepxxallee akTyaan3npoBaHHble
cBepeHns (npyn HeobXxoAUMMOCTM) N CBEAEHNA O pe3yJibTaTaX KIMHUYECKUX UCMBITaHUA MEeANLMHCKOrO
n3penuns C y4actmeM YyenoBeka (B OTHOLUIEHUMN KIMHNUYECKUX UCMbITaHWIA, 3aBepLUeHHbIX [0 1 ceHTAbps
2025 r., cBeLeHUs NpeacTaBasioTCa B BUAE LOKYMEHTOB), @ TakXe OOKYMEHThI, yKa3aHHble B MOANYyHKTax
"6" - "X" 1 "H" NyHKTa 65 HacTosAwmx MNpaBmn, B Cly4ae eC/iv B HUX BHECEHbI U3MEHEHUS MO pe3ynbTaTaM
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KAUHUYECKNX UCMBITaHUA MEAULIMHCKOrO U3AeNns C y4acTMeM YeN0BeKa, a TakXXe akTyaln3npoBaHHble
LOKYMEHTbI, NpefyCMOTpeHHble NoAnyHKTaMu "a", "n" n "M" nyHkTa 65 HacTosawwmx Mpasun (rnpu
HeobxoamMocTw).

3asBuTeNb BNpaBe NpeACcTaBUTb JOKYMEHTbI, CBEAEHUS 0 KOTOPbIX YKa3blBAOTCS B 3aABNEHUN O
perncTpaumm B COOTBETCTBUM C NoANyHKTamu "M" - "n", "y" n "4" nyHkTa 64 HacToawmx Mpasun (B cnyyae
BHECEHUS B HUX U3MEHEHMWI), @ TaKXXe [OKYMEHTbI, NOATBEPXKAAloWMe pe3ybTaThl KJIMHUYECKUX
MCAbITaHWIA, 3aBepLUeHHbIX nocne 1 ceHTabps 2025 r., no cobCTBEHHON MHULMATUBE.

81. Pernctpupytowmin opraH B TedeHune 2 paboynx OHen Co OHA NOAyYeHNS JOKYMEHTOB, YKa3aHHbIX B
nyHkTe 80 HacToAwmx NMpaBu, NPUHUMAET peLleHne o BO30OHOBAEHUN FOCY AapCTBEHHOWN perncTpaunm
MeONLUHCKOro n3genus.

PelwweHne o B0306HOBNEHUN FOCYAAapPCTBEHHON PerncTpaLm MeauLMHCKOro n3aennsa npuHmmMaeTcs
PerncTpupyoLLMM OpraHoM no pesyabTaTaM NPOBEPKMW NMOAHOThI 1 LOCTOBEPHOCTU CBELEHUN,
cofepXKalluxcs B NpeAcTaB/IEHHbIX B PErMCTPUPYIOLLMIA OpraH 3asaBieHn 0 BO30OHOBIEHWN
roCyfapCTBEHHOW perncTpaunum MeAnUNHCKOro U3Lenuns U UHbIX JOKYMEHTaXx, yKa3aHHbIX B NyHKTe 80
HacToAwmx Mpaswn.

B cnydyae ecniv 3T [OKYMEHThI NPeACTaBAeHbl HE B MOJHOM 06beMe UK B HUX BbISIBJIEHbI HEA0CTOBEPHLIE
[laHHble, @ TaKXXe B C/ly4ae BbIIBSIEHNSA HECOOTBETCTBUSA OPOPMIIEHNS NpeacTaB/IeHHbIX JOKYMEHTOB
NOJIOXKEHUAM NYHKTOB 53 - 55 HacToAwmx MpaBua, perncTpupyowmnin opraH HanpaeaseT (B hopme
3N1EKTPOHHOr0 AOKYMeHTa, MOAMUCAHHOM0 YCUEHHON KBaAU(ULIMPOBAHHOW 3N1EKTPOHHOMN MOAMNUCHI0
YMOJIHOMOYEHHOI 0 AO/KHOCTHOrO NnLia, MOCPEACTBOM Pa3MeLLEeHUs B €AMHOM JIMYHOM KabuHeTe
3a89BUTENA N 3NIEKTPOHHOM KabuHeTe 3adBUTENA) 3a9BUTENI0 PELLEHME O MPeKpaLLeHnn fasibHenwero
paccMOTpeHWs 3as8B1eHNs 0 BO306HOBEHUM roCy4apCTBEHHOW perncTpauny MeauUnHCKOro n3genns c
MOTUBUPOBAHHLIM 060CHOBAHMEM MPUYNH NPUHATUSA YKa3aHHOro pewweHns. O4HOBPEMEHHO
pPerncTpupyroLLnMin opraH coobLLaeT 3as8BUTEN0 0 BO3MOXXHOCTM NOBTOPHOIr0 NpeAcTaBeHUs 3a9BNeHNs 0
BO306HOBAEHUN rOCYJapCTBEHHON perncTpauun MeLuLMHCKOro U3fenns ¢ NpuaoXKeHNeM K HeMy
n0paboTaHHbIX JOKYMEHTOB MOCPEACTBOM eANHOM0 INYHOro KabnHeTa 3aaBuUTeNS.

82. Ha Il aTane akcnepTun3bl KavecTBa, INHEKTUBHOCTY 1 6€30NacHOCTN MEANLNHCKOrO N34enuns
PErncTpUpPYIOLWLNIA OpraH B Te4yeHne 2 paboymx AHEN CO AHA MPUHATUA pelleHns 0 BO30OHOBNEHNM
rocyapCTBEHHON perncTpaumm MeamLmMHCKOro u3fenuns Ha OCHOBaHUM 3afaHnsa Ha NpoBeaeHne
3KCMepTU3bl, BbILAHHOIO B COOTBETCTBMM C MYHKTOM 72 HacToAwmX [MpaBu, HanpasJiSeT B IKCNepTHoe
yuypexaeHue npefcTaBfieHHbIe 3a9BUTENEM pe3ybTaThl KIIMHUYECKUX UCTLITaHUA MeLULMHCKOrO N3Aenuns
C y4aCTUeM YeJIoBEKa, a TaKXKe UHble JOKYMEHTbI, NpefcTaB/IeHHbIe 3aABNTEIEM B COOTBETCTBUM C
nyHKTOM 80 HacTosAwwmx Mpasuin.

83. 9KcnepTHOe yypexaeHue B CPOK, He NpeBbllaownii 8 paboynx gHen co AHA NONYyYEeHUS JOKYMEHTOB,
yKa3aHHbIX B MyHKTe 80 HacToAwmx MNpaBusi, MPOBOANT 3KCNEPTU3Y NOJIHOTHI U PE3Y/IbTAaTOB NMPOBELEHHbIX
NCAbITAHWIA N NCCNENOBAHUM, @ TaKXXe 0hOPMIISAET U HanpaBAseT B PErnCTPUPYIOLLMIA OpraH 3aKyeHne
no pesyfibTaTaM 3KCNepTUsbl Ka4yecTBa, 3PPeKTUBHOCTY 1 6€30MacHOCTN MEANLIMHCKOrO n3genns, opma
KOTOPOro yTBepxxgaetcs MUHUCTEPCTBOM 34paBooxpaHeHuns Poccninckon depepaumu.

84. OCHOBaHVAMWN A5 BbIHECEHWSA SKCMEPTHLIM YYpeXxAeHNeM 3akJI4YeHNs Mo pe3ysibTaTaM 3KCNepTu3bl
KayvecTBa, 3pHeKTUBHOCTY 1 6e30MacHOCTM MeAULIMHCKOrO N3AeNNs, CBULETENbCTBYIOLLEr0 0
HEBO3MOXXHOCTW rOCy4apCTBEHHOW PerncTpaLny MeaULNHCKOro N3Lenns, SBasTCa:

a) HeCoOTBETCTBME MEANLIMHCKOrO n3aenus TpeboBaHMAM HOPMaTUBHOW LOKYMEHTaLUNN, TEXHNYECKON U
(nnu) akcnayaTauMoHHON AOKYMEHTaLMM NPOM3BOAUTENS (M3rOTOBUTENS);

6) oTcyTCTBME A0OKA3aTeNbCTB KayecTBa, 1 (nan) agdekTmBHOCTH, 1 (Mnn) 6e3onacHOCTN MeQULIMHCKOrO
nsgenus;

B) YCTaHOBNEHMWE, YTO PUCK NPUYNHEHUS Bpeaa 340POBbI0 rpaXjaH 1 MeAULUNHCKUX paboTHMKOB
BC/IeACTBUE MPUMEHEHNS MeONLMHCKOro U3henns npesbillaeT 3NHEKTUBHOCTL €ro NpUMeHeHns;

r) NpeAcTaBneHNe HeLO0CTOBEPHbIX CBEAEHUI B LOKYMEHTaX, COLEPXKALLUXCSA B PerncTpaLnoHHOM A0Che.

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 251353



85. B cpok, He npeBbiWwaoLWwmnin 7 paboynx gHen co AHS NoayvyeHns 3akl4YeHns No pesyabTaTaM
9KCMepTu3bl KayecTBa, 3IhPEKTUBHOCTU 1 6€30NaCHOCTN MEAULMHCKOrO U3LENNS, PErNCTPUPYIOLLMIA OpraH
OCYLLeCTBJIAeT C/iefylolne MeponpuaTus:

a) OLleHKa 3aKJIlo4eHns No pe3yabTaTaM 3KCMepTU3bl KavecTBa, 3PHEKTUBHOCTM 1 Be30nacHOCTK
MeONLUUHCKOro n3fenuns, ykasaHHoro B nyHkTe 83 HacTtosAwmx Mpasun, ona onpenesieHna COOTBETCTBUA
3a[l@aHMI0 Ha NPOBELleHNe 3KCMepTu3bl. B ciyyae yCcTaHOBJIEHNS HECOOTBETCTBUSA 3aK/HOYEHMS MO
pe3ynbTaTaM 3KCNepTU3bl Ka4ecTBa, IPHeKTUBHOCTY 1 6e30MacHOCTM MeANLIMHCKOrO U34enuns
YKa3aHHOMY 3a[laHUI0 TaKoe 3aKJ/l0YeHe BO3BPALLAETCA B 3KCMEPTHOE YUYpexXaeHne Ha fopaboTKy, Cpok
KOTOpOW cocTaBnseT He Bonee 2 paboynx gHelN CO AHA NOAYYEHUS IKCMEPTHLIM yYpeKAeHNeM
BO3BpPALLEHHOr0 3aK/04eHUs No pe3ysbTaTaM 3KCNepTu3bl KayecTsa, 3hPEeKTUBHOCTU 1 Be3zonacHoCTH
MeOVLUNHCKOro N3nenus;

6) B cnyvyae nonyvyeHnsa 3akloYeHnsa No pesyabTaTaM 3KCNepTM3bl Ka4ecTBa, IPHeKTUBHOCTHY 1
6e30MacHOCTM MeANLUMHCKOro N3aenuns, NpeayCcMOTPEHHOr0 NYHKTOM 84 HacToAwmx MpaBu, He No3aHee
cnepytowero paboyero gHsA Nocsie NpoBeAeHNS OLEHKN TaKOro 3aK/tl04eHUs 45 onpeaeneHuns
COOTBETCTBUSA 3aA4aHNI0 HA NPOBEAEHNE IKCNEPTU3bl PETMCTPUPYIOLLNIA OpraH pa3MeLLaeT 3/IeKTPOHHbIN
obpa3 3aK/YEeHNS No pe3ysibTaTaM 3KCNePTM3bl KavyecTBa, IPPEKTUBHOCTH 1 6e30MacHOCTK
MeONLUUHCKOro n3fenuns, COOTBETCTBYIOLWEro 3a4aHnio Ha NpoBeleHne 3KCMepTusbl, B 3JIEKTPOHHOM
KabnHeTe 3a8BMTENS U HanpaB/iSeT COOTBETCTBYIOLLME CBEEHUS B €AUHBIA INYHBIA KabNHET 3asaBuTens.
B TeyeHune 10 paboymx AHEN CO AHSA pa3MeLLEeHNs B INEKTPOHHOM KabrnHeTe 3asBUTeNs 3aKI04YeHUs no
pe3ynbTaTaM 3KCNepPTU3bl KavecTBa, 3PHEKTUBHOCTM 1 6€30NaCHOCTN MeANLIMHCKOr0 U3Lesnuns,
yKa3aHHOro B nyHKTe 84 HacTosAwwmx Mpasun, 3aaBMTeNb BripaBe 03HaKOMUTLCA C 3aKJI0YeHMeM Mo
pe3ynbTaTaM 3KCNepTU3bl KavecTBa, 3PHEKTUBHOCTM U 6€30NaCHOCTU MEAMULIMHCKOrO U3Lenuns u, npu
HaJ M4 BO3PaXKEHWUIA, HanpaBuTb CBOW BO3PaXKEHUSA Ha Takoe 3aKJil4YeHne NocpeCcTBOM 31eKTPOHHOI0
KabunHeTa 3asBuUTENS.

B cnydyae nocTtynaeHus nocpeacTBOM 3/IEKTPOHHOIO KabnHeTa 3asBUTeNs B CPOK, HE NpeBbiwatowmin 10
paboynx OHEN, BO3ParKEHU 3aBUTENS Ha 3aK/0YeHMe MO pe3ynbTaTaM dKCNePTU3bl Ka4ecTBa,
3(pbheKkTMBHOCTY 1 6€30MacHOCTU MEANLNHCKOrO N34emns, NPeayCcMOTPEHHOe MYHKTOM 84 HacToALWMX
MpaBun, perncTpupytowmnin opraH B TedeHne 30 paboynx gHeNn Co AHA NOCTYMJIEHNS BO3PaXKEHUN
paccMaTpuBaeT UX C MpUBJIEYEHNEM 3KCMNEPTHOr0 YYpexx4eHNs, BbIHECLIEero 3To 3ak/j4deHune. B cnyyae
€C/IN B YCTaHOBJIEHHbIN CPOK BO3PaXKeHMNA 3adBUTENSA HE NOCTYNWAN, PErMCTPUPYIOLNIA OpraH
OCYLLECTBJIAeT MeponpuaTus, NpefycMoTpeHHble NoanyHKTamu "B" 1 "r" HacToswero nyHkTa. Mpwu
PacCMOTPEHUMN BO3PaKEHNI PErMCTPUPYIOLWMIA OpPraH npu HeobxoauMOCTK Aa4vn NOSACHEHWI NMPUBNEKaET
3aaBuUTeN .

Mo uToram paccMOTpPeHMUS BO3paXKeHU NPUHUMAETCS peLleHre 0 NPU3HaHUK BO3paxKeHUn 060CHOBaHHbLIMM
MOJIHOCTbIO UJIN YaCTUYHO, KOTOPOE 0HOPMIISETCS MMCbMOM PErNCTPUPYIOLLLEro OpraHa 1 HanpasJigeTca B
afpec dKCNepTHOro yyYpexk4eHns C NpUIoXKeHneM 3akJIi4YeHns no pesysbTaTaM 3KCNepTu3bl KavecTsa,
3(hHeKTUBHOCTU 1 6€30MaCHOCTU MEAULNHCKOrO N3aeNuns, NPeayCMOTPEHHOIO NYHKTOM 84 HacToALLMX
Mpasun, Tpebytowero nopaboTKmM, CPOK KOTOPON He npeBbIwaeT 5 paboymx AHEN Co AHA NoNyYeHns
3KCMEPTHbLIM y4YpeXXAeHNeM BO3BPALLEHHOr0 3aKatoyeHns, MMbo 0 NPU3HaHUK BO3PaXXEHWU MOHOCTbIO He
000CHOBaHHbLIMN.

BpeMs €O OHS pa3MeLleHns perucTpupyoLwmnuM opraHoM B 31eKTPOHHOM KabrHeTe 3asBUTeNs 3aKI04eHUs
no pe3yJsibTaTaM 3KCNepPTM3bl Ka4ecTBa, IPNEKTUBHOCTY 1 6e30MacHOCTM MeANLNHCKOro N3aenns,
yKa3aHHOro B nyHKTe 84 HacToAwmx [Mpasun, 4o NPUHATUA peLleHns Nno nToraMm paccMoTpeHus
BO3Pa)KEHMNIN HE y4YNTbIBAETCSA NPW MCYUCIIEHMNIN CPOKA MPOBELAEHMNS IKCNEPTU3bl KayecTBa, IPPEKTUBHOCTM
1 6€30MacHOCTN MEANLNHCKOrO N34enus;

B) MPUHATME peLLeHns 0 roCyAapCTBEHHON perncTpaLmm MeauLmHCKoro nsgenus unm ob otkase B
roCyfapCTBEHHOW perncTpaunm MeanUnHCKOro n3genus, Kotopoe ohopMaseTcs NpukasoM
perncTpupytoLwero opraHa, U MHPOPMUPOBAHNE 3aABUTENSA O NMPUHATOM peLLeHMN NyTeM pa3MeLleHns
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COOTBETCTBYIOLLEr0 yBeAOMAEHUS B (DOPME 3/IEKTPOHHOI0 AOKYMEHTa, MOANNUCAHHOIO YCUJIEHHON
KBaJIN(PULMPOBAHHON 3/1EKTPOHHOW NOAMNCHI0 YNOJHOMOYEHHOr0 AO/KHOCTHOrO NLa, B € ANHOM JINYHOM
KabunHeTe 3a8BNTENA U INEKTPOHHOM KabuHeTe 3aaBuUTENS;

) BHECEHMNE PeecTPOBOW 3aNnCKh B FOCYAaPCTBEHHbIN peecTp.

86. OCHOBaHMAMW AN NPUHATUSA PErMCTPUPYIOLLMM OPraHOM peLleHmnsa 06 0TKase B rocyAapCTBEHHOM
perncTpaumm MeanumHCKOro n3genns SBasTCs:

a) Nojsly4YeHme perncTpmpyoLLnMM OpraHoM OT SKCMEPTHOMO YYPEXXAEHNS 3aK/I04YEHUS O NMPOBEAEHN
KJIVMHUYECKUX NCMbITaHNA MeONLNHCKOr0 U34enuns, CBUOETENbCTBYOLWErO 0 HEBO3MOXKHOCTU NMPOBEAEHNS
KJIMHNYECKNX UCMbITaHUN MeONUNHCKOro n3pnenmna Cc y4aCtnem 4enoBeka,

6) nony4YeHme OT IKCMEPTHOr0 YYPEXXAEHNS 3aKOYEHNS MO pe3ySibTaTaM 3KCMNepTU3bl KayecTsa,
3(pHeKTMBHOCTU 1 6€30MaCHOCTN MEOULNHCKOTO N3AEeNNs, CBUAETENbCTBYIOLWEN0 O HEBO3MOXXHOCTHU
roCyapCTBEHHOW PErncTpaunm MeanLnHCKOro n3genus, n (Mnn) NPUHATNE perncTpupyowmMM opraHoM
peLleHns 0 MPU3HaHNK BO3PaXXeHWU 3aaBUTeNss He 060CHOBAHHbLIMU MOHOCTbIO MW YAaCTWUYHO;

B) BbISIBJIEHNE PErNCTPUPYIOLLMM OPraHOM MO pe3y/bTaTaM efepasbHOro rocy4apCTBEHHOrO KOHTPOS
(Hap3opa) 3a obpalleHnemM MeaNUUHCKNX U3LeNniA HECOOTBETCTBUIN AaHHbLIX 06 3hPheKTUBHOCTM 1 O
b6e3onacHoCcTU MeONUNHCKOro n3penna naHHbIM 0 MeUUUNHCKOM n3gennn, cogepXalnmcs B 3adaBieHNN O
perncTpaumm n 4OKyMeHTaXx, yKa3aHHbIX B MyHKTax 65 n 80 HacTosawwmx Mpasui.

Ill. TocymapCcTBEHHAA perncTpaumsa MeauUnHCKUX N30ennin, nogTeepXxaeHne 3HeKTUBHOCTN KOTOPbIX HE
TpebyeT NpoBefeHNS KIIMHUYECKUX UCMBITAHWIA C y4acTUEM YEI0BEKA UM NOJTyHEHNS pa3peLleHmns
pPerncTpupytoLero opraHa Ha NPoBeAeHNEe TakKUX KJIMHNYECKUX UCMbITaHWI

87. lna rocynapCTBEHHOM PerncTpauumn MeauumnHCKoro n3aenns, noagTBepXaeHmne speKTUBHOCTK
KOTOPOro He TpebyeT NpoBeAeHNs KNMHUYECKUX UCTMbITaHWUIA C Y4acTMEM YesI0BEKA WX NOJTyYEeHUS
pa3pelleHns perncTpupyLEero opraHa Ha NpoBeAeHNe Taknx KIMHUYECKUX NCMbITaHWUIA, 3a8BUTENb
NnocpeaCcTBOM eINHOro IMYHOro KabunHeTa 3aSBUTENS NPEACTABASET B PErMCTPUPYIOLLUIA OpraH 3asBieHne
0 perucTpauuun, opopmMaeHHOe B COOTBETCTBUM C MYHKTOM 64 HacToAwmx MNpaBua n 4ONOAHUTENbHO
cogepxallee CBefeHNs 0 HanU4mMm (OTCYTCTBMMW) Y NPOrpamMMHoro obecneyeHns C NpUMeHeHNeM
TEXHOJIOTNA NCKYCCTBEHHOIO UHTEJ/IIEKTA, SBASAIOLLEr0Cs MEAULNHCKAM U34eMEM, BCTPOEHHON yHKLMUN
aBTOMaTUYECKOWN Nepenayn B NOpsaKe, yTBEP)KAEHHOM PErMCTPUPYIOLLIMM OPraHoM, B
aBTOMaTU3NPOBAHHYO MH(POPMALMOHHYIO CUCTEMY PErNCTPUPYIOLLETrO OpraHa uHgopmaLumn ob
obpabaTbiBaeMbIX AaHHbIX, pe3ynbTaTax AeNncTBUS NPorpaMMHOro obecneyeHms C MpMMeHeHNeM
TEXHONOMMNIA UCKYCCTBEHHOIO0 UHTEIIEKTA, ABAAIOWErocs MEAULMHCKMM N3OeNeM, a Tak)Ke CBeAEHWN,
npenycMoTPeHHbIX NOPSAKOM coobleHns cybbekTammn obpalleHns MeauuMHCKUX n3gennin 06o Bcex
CNyyasx BblsBAEHNS NOBOYHbIX AENCTBUIA, HE YKa3aHHbIX B UHCTPYKLMMX MO NPUMEHEHWIO NN PYKOBOCTBE
Mo 3KCnayaTauum MeQULMHCKOro N3OENNS, 0 HEXeNaTeNbHbIX PeakLUUsax Npu ero npuMmeHeHnn, 0o
0COBEHHOCTSX B3aMMOAENCTBNS MEQULIMHCKUX M3aennin mexay cobon, o hakTax n 06 obcToAaTeNnbCTBaxX,
CO3JaloLWMX Yrpo3y XN3HU 1 340POBbI0 FpaXKAaH 1 MeAULUHCKUX PabOTHMKOB MpU MPUMEHEHNUN 1
3KCMyaTauum MeANLUNHCKNX N3LeNni, yTBepXA4aeMbiM MUHNCTEPCTBOM 34paBOOXPaHeHNs POCCMINCKON
depepaumnn (ganee - nopsaaok coobueHns cybbekTamm obpalleHns MeguUmMHCKUX n3aennin o6o Bcex
Cnyvyasx BblgBAeHNS NOBOYHbIX 4ENCTBUIA), @ TaKXXe CBEAEHUS 0 pe3y/bTaTaX KANHUYECKMNX NCAbITaHWUIA
MeguUMHCKOro nigenus (bes y4actns 4yenoBeka) C yKa3aHMeM HOMepa, AaThbl akTa OLIEHKMN pe3y/ibTaToB
KJIMHNYECKNX UCMbITaHUN MeagnunHCKOro n3gennd, HamnmeHoBaHUA MGJJ,VILI,I/IHCKOVI OopraHn3aunn, a Takxe
cnepylouine JOKyMeHTbI:

a) konusa (Konuu) JOKyMeHTa (LOKYyMEHTOB), MoATBepXAatowero (NoATBEP K AAOLWMX) NOJHOMOYNS
YNOJIHOMOYEHHOI 0 NPeACTaBNTENS NPOM3BOANTENS (M3roTOBMTENS) NO NPEACTaBEHNIO UHTEPECOB
npon3BoANTENS (M3roTOBUTENS), HECEHMIO OTBETCTBEHHOCTM B YacTu obpalleHna MeanLUNHCKOro n3aenus
Ha TeppuTopun Poccuinckon ®epepaumn, B TOM YMUCSIE MO BOMPOCaM npouenyp OLUeHKN COOTBETCTBUS 1
roCyAapCTBEHHOW PerncTpauum MeanUnUHCKOro n3aenamns, a Takxxe rno 3aBepeHunio JOKYMeHTa (4OKYMEHTOB)
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npon3BoANTENA (M3roTOBUTENS), BCTYNUBLUErO (BCTYMNMBLUMX) B CUSTY A0 OPOPMIEHNS COOTBETCTBYOLLMX
LOKYMEHTOB (LOKYMEHT (QOKYMeHThI) ABNseTCs (ABnstoTCa) 0653aTenbHbIM (06583aTENbHBIMK) ANS
WMHOCTPaHHbIX MPOM3BOAUTENEN (M3roTOBUTENEN), OTEHECTBEHHbLIMW NPOU3BOANTENAMUN (M3rOTOBUTENAMM)
npencTaBnseTCcs (NPeACcTaBASOTCA) B Clyvae HannM4msa yrnosJHOMOYEHHOr0 NPeacTaBMTeNs NPOU3BOANTENS
(n3roToBuTenNs);

6) cBeAeHMA 0 HOPMATMBHON AOKYMEHTALMMN Ha MEANLNHCKOE N3LENNE;

B) TEXHMYECKAA AOKYMEHTaLMS NPON3BOANTENS (M3roTOBUTENS) Ha MEANLIMHCKOE U3Lenne;

) aKCnayaTauuoHHaa AOKYMEHTaLmMa Npon3BoanTens (M3roToBuTens) Ha MeanmunHCKoe n3genune, B TOM
YuCNie UHCTPYKLMA MO MPUMEHEHWIO UM PYKOBOACTBO MO 3KCMyaTauunm MeAULNHCKOrO U3Oenuns;

L) UBeTHble hoTorpaduyeckune nsobpaxeHns obLiero suaa MefULUMHCKOrO n3genus, moaenen (Mapok)
MeLMLMHCKOr0 U3LeNns N NpuHaaNeXHoOCTeN, HEOOXOANMbIX 15 NPUMEHEHNS MELULIMHCKOrO M3AeNns Mo
Ha3HayeHuo (pa3mMepoM He MmeHee 18 x 24 caHTMMETpa), a TakXKe U306parKeHns MapKNUPOBKMN U YMaKOBKU
(LBETHbIE MaKeTbl YNaKOBOK 1 3TUKETOK, CoAep Xallne TEKCT OpUrMHaIbHOW MapKUPOBKA 1
LOMNOJSIHNTENIbHON MAapKMPOBKM Ha PYCCKOM SI3blKe, HAHOCMMOW Ha MeaULMHCKUE N34enns, NPpon3BeaeHHble
3a npegenamun Poccninckon degepaunn) (3a MCKOYEHMEM NporpaMMHOro obecneyeHus, aBasoLwerocs
MeONLUHCKUM N30ennem);

€) uBeTHble hoTorpadmyeckne n3obpaxkeHns 31eKTPOHHONO HOCUTENS U UHTepPdenca NPorpaMMHOro
obecneyeHns (pa3mepom He MeHee 18 x 24 caHTUMeTpa) (A1 NporpamMMHOro obecnevyeHuns, SBASKOLLEr0Cs
MeONLUNHCKUM N34eNneM), a TakKe n3obparkeHns MapKUpPOBKM 1 YMaKOBKMN (MpW Hannymm);

)K) MPOEKT onncaHna Tuna CpeacTBa N3IMepeHnid, ABAAIOWErocs MeANLUNHCKM n3gennemM (B OTHOLLEHUN
MeONLUNHCKNX N3OEeNNA, OTHOCALWLMXCSA K CPeacTBaM U3MepeHnin B chepe rocyaapCTBEHHOI0
perynnpoBaHus obecrnevyeHns eanHCTBa N3MEPEHNIA, MepeYeHb KOTOPbIX yTBEpXKAaeTCca MUHNCTEPCTBOM
3[4paBooxpaHeHns Poccunckon ®epepaunn);

3) METOAMKa MOBEPKM TUMa CPpeAcTBa N3MEPEHNI, ABASAIOLLEr0CS MEANLIMHCKUM U3gennem (B OTHOLWEHNN
MeONLUNHCKUX U3LeNnii, OTHOCSALLMXCS K CPeACTBaM N3MepeHni B chepe rocyaapCTBEHHOro
perynnpoBaHus obecrnevyeHns eanHCTBa N3MEPEHNIA, MEPEYEHb KOTOPbIX YTBEpPXKAAeTCs MUHNCTEPCTBOM
34paBooxpaHeHuns Poccuickon degepaunn);

1) DOKYMEHTbI, MOATBEPXXAAtoWMe pe3ysibTaTbl KINMHUYECKMX UCMbITAHUA MeANLUNHCKNX n3aenmn (no
NPYMEHMMOCTK, B 3aBMCMMOCTM OT AaTbl):

LOKYMEHTbI, NOATBEPXKAAoLNe pe3ynbTaThl KJIMHNYECKUX NCMbITaHWN (B OTHOLWEHUN KINHUYECKNX
NCNbITaHWI, 3aBepLleHHbIX A0 1 ceHTabpsa 2025 r.);

LOKYMEHTbI, NOATBEPXKAAOLNE pe3ynbTaThl KIIMHNYECKUX NCMbITaHWUN (B OTHOLLEHUN KIUHUYECKNX
NCNbITaHWIA, 3aBepLlleHHbIX nocne 1 ceHTabps 2025 r.) (Mo uHMLMaTUBE 3asaBUTENSA);

K) LOKYMEHThI, MOATBEpXXAaloLMe BO3MOXXHOCTb OCYLLECTBIEHNS MPOU3BOACTBA MO aapecy (agpecam),
yKa3aHHOMY (yKa3aHHbIM) B 3a5BJIEHUUN O perncTpaLunm B ka4ecTse NpoOn3BOACTBEHHON
(Mpon3BOACTBEHHBIX) MOLWaAKM (NaoWwanok) (Mo MPUMEHMMOCTI): OOKYMEHTbI, MOATBEPXAAtoLme
Hasm4ne yCcaoBuiA NPON3BOACTBA, U (MK) KoMK cepTUNKATOB COOTBETCTBUSA CUCTEMbI MEHEO)KMEHTA
KadvecTBa TpeboBaHunam FOCT ISO 13485-2017 nnm ISO 13485:2016, a TakKe KOMWM OTHETOB 0 paHee
NpoBeEeHHbIX MHCNEKLMAX Ha COOTBETCTBME YKa3aHHbIM CTaHAapTaM (B Ciayvae npeacTaBiaeHns
YyKa3aHHbIX CepTURNKATOB COOTBETCTBUS), U (MIM) KONUWN LOKYMEHTOB, MOATBEPXKAAIOLWMNX COOTBETCTBME
CMCTEMbI YNpaB/ieHUs KavyecTBOM TpeboBaHUAM K BHEAPEHNIO, MOALEPXKAHNIO N OLEHKE CUCTEMBI
yrnpaBieHns Ka4eCcTBOM MeAULMHCKUX U3Lennin (NpeacTaBasaoTCsa B Clyvae NPOBEAEHNS NHCAEKLUN
WNHCNEKTUPYIOLWEN OpraHn3aumen, Haxoasalenca B BeAeHnn (Mo4YNHEHN) OpraHa rocyAapCTBEHHOM
BJIACTM roCyfaapcTBa - YieHa EBpa3ninckoro 3KOHOMMYECKOro Cot3a, YNOJHOMOYEHHOM0 Ha OCYLLeCTBEHME
1 (M) KOOpAMHALMIO AeATENbHOCTY B chepe obpalleHns MeanUMHCKUX 34NN Ha TEPPUTOPUN 3TOrO
rocypapcTBa, 3a uckatoyeHnem Poccuinckon ®epepaumn);

N1) BOKYMEHThI, MOATBEPXAAK0LLME NPaBO UCMONb30BaHNSA NPOU3BOANTENEM (M3rOTOBMUTEIEM) TOBApPHOrO
3HaKa W NHbIX CPeACTB NHANBMAYAAN3aLMM MEQNLIMHCKOrO U3AENNS B C/lyYae UX HaHECEHNS Ha YNaKOBKY
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MeaMLMHCKOro n3aennsa (NpegocTaBAsoTCS B ClyYae, eCin CBEEeHNS HE BHECEHbI B COOTBETCTBYOLLNE
peecTpbl PeaepasibHOM CNy>XObl MO MHTENNEKTYaSIbHON COBCTBEHHOCTHN);

M) KOMWUW LOKYMEHTOB, NOATBEPKAALLNX Ka4eCTBO JIeKapCTBEHHOro NpenapaTa, dapMaleBTUYeCKon
cybcTaHumm, buonornyeckoro MaTepuasa u MHOro BeWECTBa, C MCMNOJIb30BaHNEM KOTOPbLIX MPON3BEAEHO
MeOMLUNHCKOE n3henne uiv KoTopble BXOLAT B ero COCTaB M KOTopble npefHa3HavYeHbl 418 npuMeHeHns
TOJIbKO C yYETOM Ha3Ha4YeHUs MeAULMHCKOro N3aenuns, onpeneseHHoro Npon3BoAnTENEM, BblAaHHbIX B
COOTBETCTBMUM C 3aKOHOAATENIbCTBOM CTPaHbl MPOUCXOXAEHMA NEKapCTBEHHOr0 NpenapaTa,
thapmaueBTU4eckon cybcTaHumm, BUONOrNYeCcKoro MmaTepuana n MHOro0 BeLWECTBa (KpoMe MegnLUNHCKNX
n30ennin ons OUarHoCcTuKK in vitro);

H) KOMMa OKYMeHTa, NOATBEP)XAAOLWEr0 perncTpaLmio Npon3BoanTens (M3roToBMTeNs) B Ka4ecTse
lOpUaNYecKoro amua nmbo MHAMBNAYaNbHOIrO NpeanpUHUMaTeNs (3a UCKIIYEHNEM MEANLIMHCKUX N30enuni,
NPOM3BOANTENAMN KOTOPLIX ABAAOTCS pe3naeHThl Poccminckon ®epepaumnn);

0) NAaH KJANHNYECKOr0 MOHUTOPUHTra (A9 MEOUUMHCKNX M34eNniA KacCa NOTEHUMAIbHOMO prUCKa
NPUMEHEHUS 3, a TaKXe MEAULNHCKNX U3LENNA, UMMIAHTUPYEMbIX B OPraHn3M YesioBeka, Kiacca
NoTEeHLMaNbHOro pucka npumeHeHns 26);

n) gOKa3aTesibHble MaTepuasbl NPon3BoANTENS (M3rOTOBUTENSA) MEANLMHCKOIO n3genuns (no
NPUMEHNMOCTW):

J0Ka3aTesibHble MaTepnaJsibl MPON3BOANTENS (M3rOTOBMUTENS) MEOMLIMHCKOrO U34E/IMA B HYacTun
onpefeneHns Kayectra 1 6€30MacHOCTU MEAULNHCKOrO N34eNns, COOTBETCTBUSA €ro XapakTepucTuk
(cBoncTB) TpeboBaHUAM HOPMATUBHOM OOKYMEHTALMW, TEXHNYECKON 1 3KCMIyaTalMOHHON AOKYMEHTaUmnm
npounsBoaunTens (M3roToBuTeNs);

[0Ka3aTeslbHble MaTepmrasbl MPOM3BOANTENS (M3roTOBUTENSA) MEAULMHCKOIO U341 B YacTu
nccnenoBaHUi B LENSX oUeHKK buonornyeckon 6e3onacHoOCT MeAMLIMHCKOrO U3aenns.

88. Pernctpupytowimin opraH He BnpaBe TpeboBaTb OT 3as8BUTENSA yKa3biBaTb B 3a8BAEHNN O Permcrpaumm
CBeAEeHUS, He NPenyCMOTPEHHbIE MYHKTOM 64 HacToswmx MNpaBun, n NpeacTaBasaTb AOKYMEHTHI, HE
npefycMoTpPeHHbIe MYHKTOM 87 HacToawmx Mpasua.

3asBuTeENb BNpaBe NpeacTaBUTb AJOKYMEHTbI, CBEAEHNS O KOTOPbIX YKa3blBAOTCS B 3aABAEHUN O
permcrpaumm B COOTBETCTBMM C nognyHKTamm "mM" - "n", "y" 1 "4" nyHkTa 64 HacToAwmx Mpaswn, no
cobCTBEHHOW MHMLMATKBE.

3asBUTENb BNpaBe NPeAcTaBUTb MHble HEOOX0AMMble [OKYMEHTbI MO COBCTBEHHON UHULMATUBE.

89. B TeyeHune 5 paboymx QHeWN CO AHA NOCTYNIEHNS 3a5BNEHNSA O PErUCTPALIMN U LOKYMEHTOB,
npeaycMOTPEHHbIX MYHKTOM 87 HacTosawmx MNpaBu, perncTpupyoLLIniA opraH NPOBOAUT MPOBEPKY
NOJIHOTbI U LOCTOBEPHOCTM COO4EPXKALLUXCSH B HUX CBEAEHWIA, B TOM YUCE NYTEM CPAaBHEHUNSA TaKmNX
CBELEHMIN CO CBEAEHNSAMMN, NPeACTaBIEHHbIMU OpraHaMm rocy4japCTBEHHON BAACTX B MOPSALKe
MeXBeLOMCTBEHHOI0 MH(OPMaLMOHHOI0 B3aMMOAENCTBUS MOCPEACTBOM CUCTEMbI MEXXBELOMCTBEHHOIO
3NEKTPOHHOr0 B3aNMOAENCTBUS.

90. B cniyyae ecnu 3asBAeHne 0 perncTpaumnum oopMIeHO C HapyLLEHNEM MOJIOXKEHUN NMYHKTa 64
HacToawwmx Mpasun, n (Nn) NpeacTaB/ieHHbIE JOKYMEHTbI 0POPMIIEHBI C HAPYLLUEHNEM MONOXKEHWIA
NyHKTOB 53 - 55 HacToAwmx Mpasw, 1 (1an) B 3a9BNEHNN O PErnCTPaLUN 1N NpeaCcTaBAeHHbIX 4OKYMEHTax
yKa3aHbl HeJOCTOBEPHbIE CBEAEHUS, UMW AOKYMEHTbI, MPeayCMOTPEeHHbIE MYHKTOM 87 HacToswmx Mpasun,
npeacTaBieHbl He B MOJIHOM 06beMe, perncTpUpyoLLIAA opraH yBegoMaseT 3asaBmMTensd 0 HeobxoamMmMocTm
YCTPaHEHMA BbISIBJIEHHbIX HAPYLUEHUA 1 (Mn) NpeacTaBAeHns OTCYTCTBYIOLWMUX JOKYMEHTOB B TedeHune 30
paboyunx OHen Co AHA pa3MeLLEeHNs Takoro yBefoMaeHns B PopMe 31eKTPOHHOIO AOKYMEHTA,
NoAnMMCaHHOro YCUAEHHOW KBaNM(NLMPOBAHHON 3/IEKTPOHHON NOAMUCHI0 YNOJHOMOYEHHOI 0
JO/IKHOCTHOMO NLA, B €AUHOM JINYHOM KabUHeTe 3a89BUTENS 1 SNEKTPOHHOM KabnHeTe 3aaBuTens.
YcTpaHeHne BbISBAEHHbIX HapyLleHui 1 () npeactaBfieHNne LOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT,
3a5BUTESNb OCYLLIECTBASET NOCPEACTBOM eQUHOr0 INYHOr0 KabuHeTa 3asBuUTENS.

Bpems co oHA yBeJOMAEHUS PerncTpupyowmMm opraHoM 3asasutens 40 AHA NoJlyYyeHUs OTBeTa Ha
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yBeAoMJIeHMe Un yBEAOMIEHNSA O HENpeaCTaBAeHU 0TBETa Ha COOTBETCTBYHIOLLMIA 3anpocC He
YHUTLIBAETCS NPU MCHNCNEHNIN CPOKA FOCYLAapPCTBEHHON perncTpauumn MeguuLMHCKOro n3genus.

91. B TeveHue 3 paboymx OHeEWN CO AHA 3aBepLleHMs NPOBEPKY, MPefYyCMOTPEHHON MYHKTOM 89 HaCTOALWMNX
Mpasun (B cnyvyae npeacTaBaeHUs Hagnexawmm obpa3omM opopMAEHHOr0 3a8BEHNS O PErMCTPaLLA 1 B
NoAHOM 06beMe JOKYMEHTOB, MPeayCMOTPEHHbIX MyHKTOM 87 HacToAwmx MNpaBunn), a Takxe B C/lyyae
YyCTpaHeHMs B CPOK, He npeBbiwatowunin 30 paboynx gHen, BbISBAEHHbIX HapyLUEHWA K (1)
npeacTaBneHnsa JOKYMEHTOB, NPeAYyCMOTPEHHbIX MYHKTOM 87 HacTosLWMX MpaBus, perucTpupyoLunin oprax
NPVHMMaET peLleHne 0 Havasie roCygapCTBEHHOW PerncTpaunm MeanUnHCKOro n3genus.

92. B cnyyvae ecnn B CPOK, He npesbiwatowmin 30 paboynx gHewn, He yCTPaHEeHbI BbISIBIEHHbIE HAPYLUEHUS 1
(Mnu) He NpeAcTaBAEeHbl 4OKYMEHThI, KOTOpble OTCYTCTBYIOT, B TOM YUC/IEe C Y4ETOM MOJIOXKEHUS NYyHKTa 53
HacToAwwmx MNpaBui, perncTpupyroLLnii opraH NPUHUMAET peLLeHne 0 NpekpaLleHny gafbHenwero
PacCMOTPEHNS 3a8BIEHNS O PErMCTPaLLUM U LOKYMEHTOB, NPefyCMOTPEHHbIX MYHKTOM 87 HacTOsALWMUX
Mpasun, n nHopmmpyeT 06 3TOM 3adBUTENSA MYyTEM Pa3MeLLeHNs COOTBETCTBYIOLLENO YBEAOMIEHNS C
MOTMBMPOBAHHbLIM 060CHOBAHWNEM MPUYNH MPUHATUA YKa3aHHOMO peLleHns B hopMe 3/1eKTPOHHOro
LOKYMEHTa, MOAMMCAHHOI0 YCUJIEHHOW KBanNULMPOBAHHON 31€KTPOHHON MNOAMMCHIO YNOJHOMOYEHHOI O
LOJDKHOCTHOMO Nnua, B eAMHOM JIMYHOM KabuHeTe 3aABUTeNs N 3NeKTPOHHOM KabrHeTe 3asBuTens.

93. F'ocypapcTBEHHasa perncTpauns MeauUMHCKUX N3Lennid, NoaTeepXXaeHne 3PMeKTUBHOCTY KOTOPLIX He
TpebyeT NpoBefeHNS KJIMHUYECKUX UCMBITAHWIA C y4acTUEM YEI0BEKA UM NOJTYYEHNS pa3peLleHmns
PerncTpupyoLLero opraHa Ha NPOBEeAEHNE TaKUX KIMHUYECKUX UCMBITaHWI, OCYLLEeCTBASETCS
PerncTpupyoLwmnm opraHomM B CpoK, He npesbiwatowmin 31 paboyero gHA CO AHS NOCTYNEHUSA 3a8BAEHNS O
perncTpaummn n LOKyMeHTOB, NMPeAYyCMOTPEHHbIX MYHKTOM 87 HacToswmx Mpasun.

94. B TeyeHue 3 paboyunx fHen CoO AHA NPUHATUSA peLleHns 0 Havase rocyJapCTBEHHON perncrpaumum
MeONLNHCKOro N34esina perucTpupyowmnin oprad ohopMnseT 1 BblgaeT 3ajaHne Ha NpoBeaeHne
IKCMEepTU3bl IKCMNEPTHOMY YUHPEXXAEHUIO.

95. B OTHOLWEHUN MEANLIMHCKUX N3OENNRA, A5 NOATBEPXKAEHUS 3O HEKTUBHOCTIN KOTOPLIX HE TpebyeTcs
npoBeAeHne KNNHNYECKNX UCMbITAaHUIA C yH4aCTUEM YENTI0BEKA NN MONYYEHUS pa3peLleHns
perncTpupytoLero opraHa Ha NpPoBeAeHNEe TakKNX KJIMHNYECKUX UCMbITaHWI, 3KCNEepTN3a 3as9BJIEHUSA O
perncTpaumm n LOKYMeHTOB, YKa3aHHbIX B MyHKTe 87 HacToAwmx MNpaBuia, oCcywecTBASETCA OAHOBPEMEHHO
C NPOBEAEHNEM 3KCNEePTU3bl MOAHOThI U Pe3yibTaTOB UCMbITaHUA U UCCeA0BaHWI B CPOK, He
npesbiwatowmnin 10 paboynx OHEN CO AHA NOAYYEHNS IKCNEPTHBLIM YYPEXXAEHNEM COOTBETCTBYIOLLENO
3aaHna perucTpupytowero opraHa.

96. MNpu NpoBeAeHNN 3KCNEPTU3bl KA4eCTBa, 3IPPEKTUBHOCTU N BE30MACHOCTU MEANLIMHCKOrO N34eNs He
L0MNyCKaeTcs ncTpeboBaHMe 3KCMEPTHLIM YYpeKAeHNEM Y 3a8BMTENS MNB0 NHbIX ML, MaTepunanos,
HeobxoaMMbIX AN MPOBELEHUS IKCMEePTU3bI.

B cnyyae HeJoCTaTOMHOCTU 419 BbIHECEHUS 3KCMEPTOM 3aK/loHeHNs MaTepranos 1 CBEAEHNN,
cofepXalmnxcs B NpeAcTaBeHHbIX 3a5BMTE/IEM 3aAB/IEHUN O PErucTpaLmm n JOKyMeHTaXx,
npefycMOTPEeHHbIX MYHKTOM 87 HacToAwmx MpaBu, 3KCNepT CTaBUT BOMPOC 0 NpeAcTaB/IeHUN eMy
HeobX04MMbIX MaTEPUASIOB 1 CBELEHU Nepes PYKOBOAMTENEM IKCNEPTHOMO YYPEXAEHNS, KOTOPLIN
obpalLaeTcsa C COOTBETCTBYIOLWMM 3aMPOCOM B PErMCTPUPYIOLLNIA OpraH, BblAaBLUNA 3a4aHne Ha
NpoBeAeHNE 3KCNEPTM3bl. YKa3aHHbIN 3aMpoC AO/KEH COAEPXKaTb MCHEPMbIBAIOLLMIA NepeyeHb BCeX
BOMPOCOB, MaTepUasoB 1 CBeLEeHWNA, HeOOXOANMbIX SKCNEPTY A9 NPOBEAEHMS 3KCNepTU3bl.
Pernctpupytowmnin opraH B Te4yeHne 2 pabo4unx gHen Co OHS NOCTYMNIEHUS 3anpoca PyKOBOANTENS
9KCMEPTHOro y4pexAeHUs HanpaBaseT 3asBUTENI0 3aNpoC 0 NPeAcTaBAeHNN HeOBX0ANMbIX CBEAEHUIA C
yKa3aHMeM xapakTepa 3aMeyvyaHunin n cnocoba mx yctpaHeHns. YKa3aHHbIA 3anpoC HanpaBaseTCs
OOHOKPATHO W NepenaeTcs 3asBUTEN0 B POPME 3IEKTPOHHOIO JOKYMEHTa, NOAMNCAHHOI0 YCUJIEHHON
KBaNM(ULMPOBAHHON 3N1E€KTPOHHON NOAMNUCHIO YNOJHOMOYEHHOr0 AOMKHOCTHOrO AnLa, NocpeacTBOM
pa3MeLLeHNs B 3N1EKTPOHHOM KabuHeTe 3aaBNTeNA U eAUHOM INYHOM KabuHeTe 3asaBuTens.

3aaBuTenb 0653aH NpeACTaBUTb OTBET Ha 3amnpoc PerncTprpyroLLero opraHa nocpescTsoM eauHoro
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JINYHOro KabmHeTa 3asaBUTENSA B CPOK, He MpeBbiatowmii 50 paboymx gHen co AHSA HanpaBeHUs 3TOro
3anpoca. B TeyeHune 2 paboymx gHen Co AHA NOCTYMIEHUS OT 3aSBUTENS OTBETA Ha 3anpoc
PerncTpupyoLWuin opraH HanpasaseT Takol OTBET B 3KCMEPTHOE y4ypexaeHune. B cnyyae HenpeacTaBaeHms
no ncrteyeHun 50 paboumnx aHeln 3asBUTENEM OTBETA Ha 3aMnpoC PErNCTPUPYIOLLMIA OpraH B TeyeHune 2
paboyunx OHen HanpaBaseT B IKCNEPTHOE yyYpexaeHne yBedoMJIEHNE 0 HeNpPeACTaBAeHNN 3a8BUTENEM
OTBETa Ha 3anpoC PerncTpupyoLLero opraHa A NoAroTOBKU 3aK/04eHNS No pe3ysibTaTaM 3KCnepTussbl
KayecTBa, 3QdeKTNBHOCTU 1 6e30MaCHOCTM MeQULMHCKOr0 N3LEeNNS Ha OCHOBaHUW OOKYMEHTOB,
NUMEIOLLNXCA B €ro pacnopsKeHum.

Bpems co OHS HanpaB/iieHWs 3anpoca PerncTpupyoLLero opraHa Ao AHs NoayyYeHns OTBETaA Ha 3anpoc uan
yBEAOMJIEHMA O HENpPeACTaBAEHNM OTBETA Ha 3aMpocC He YY4MUTbIBAeTCSA NPU UCHNCSIEHUN CPOKa MPOBEAEHNS
3KCMepTu3bl KayecTBa, 3 PEKTUBHOCTMU 1 6€30NaCHOCTN MEANLMHCKOrO N3Lenns.

Mpw BbIABAEHUW PETNCTPUPYIOLLMM OPraHOM B NPeACTaB/IEHHbIX 3a8BUTE/IEM B OTBET Ha 3amnpoc
JIOKYMeHTaXx HeJl0CTOBEPHbIX U (1K) HeEAOCTATOYHbIX CBEAEHWNA UAN OKYMEHTOB U (1K) HECOOTBETCTBUSA
0hopMAEHNA NPeACTaBAEHHbIX LOKYMEHTOB NMOJSI0OXKEHNAM MYHKTOB 53 - 55 HacTosAwwmx Mpasun
PerncTpupyoLwwnin opraH B Te4eHune 2 pabo4ymx gHen HanpasnseT (B popMe 3NEKTPOHHOr0 4OKYMEHTA,
NoAMNMCaHHOI0 YCUEHHOWN KBAJIM(PULIMPOBAHHON 3N1EKTPOHHOW NOAMMUCHIO YNOJHOMOYEHHOI 0
AO/MKHOCTHOMO nLa, NOCPeACTBOM Pa3MeLLeHNs B € 4AMHOM INYHOM KabrHeTe 3asaBUTeNs N 31eKTPOHHOM
KabnHeTe 3aaBMTENS) 3a9BMTENIO MOTUBUPOBAHHOE PELLEHNE O BO3MOXXHOCTW NMOBTOPHOrO NpeAcTaB/eHNs
3aaBuUTENEM A0 ncTeveHns 50 paboyunx gHen co AHA HanpaBaeHWs 3anpoca AopaboTaHHbIX JOKYMEHTOB.
Mpy HenpencTaBAEHUN 3adBMTENEM B YKa3aHHbIN CPOK 3anpallvBaeMblX MaTEPUasioB N CBELEHNI
3KCMNepTn3a KavyecTBa, 3PPeKTUBHOCTM 1 6e30MaCcHOCTM MeaMLIMHCKOr0o U3Aenns NpoaosiKaeTcs no
Haxo4AWMNMCS B PaCrnopsXKEHNN IKCMEPTHOI0 YYPEXAEHUSA paHee NpeacTaB/IEHHbIM 3a9BUTENIEM
LOKYMEHTaM 1 CBeAEHMAM, COAepXKalLUnMCs B perncTpaunoHHOM JOCbke.

97. 9KCnepTHOE y4ypexeHune B CPOK, He npeBbiwatowunin 10 paboynx gHen co AHS NoayvYeHUs OOKYMEHTOB,
YyKa3aHHbIX B MyHKTe 87 HacTosawmx MpaBwnsi, NPOBOAUT 3KCNEPTU3Y KavecTBa, 3NPEKTUBHOCTMN U
6e30nNacHOCTV MeANLUNHCKOrO N3AENNS U HanpaBAsSeT B PErNCTPUPYIOLLMIA OpraH 3ak/to4eHne no
pe3ynbTaTaM TakoWN 3KCNepTun3bl.

98. OCHOBaHMAMW NS BbIHECEHUS SKCMEPTHBLIM YYPEXAEHNEM 3aK/IOYEHMSA N0 pe3y/ibTaTaM 3KCNepTU3bl
KayecTBa, 3pdeKTnBHOCTN 1 6e30MacHOCTM MeANLIMHCKOrO U3Aenns, CBUAETEbCTBYIOLWENO 0
HEBO3MOXXHOCTMW roCy4apCTBEHHON perncTpaumm MeauumHCKOro n3genns, SBnsaioTcs:

a) HeCOOTBETCTBME MEeAMNLIMHCKOro n3genns TpeboBaHMAM HOPMATUBHON AOKYMEHTaLMW, TEXHNYECKON 1
(nnn) akcnayaTauMoOHHON AOKYMEHTaUum npon3soanTens (M3rotosuTens);

6) oTCYyTCTBME OOKA3aTENbCTB KayecTBa, U (Unn) spdekTnBHOCTU, 1 (MnKn) 6€30MacHOCTU MeANLNHCKOrO
nsgenus;

B) YCTAHOBJEHWE, YTO PUCK NPUYNHEHUS Bpeaa 340PO0BbI0 FpaXdaH N MeAULNHCKUX pabOTHMKOB
BC/IeACTBUE MPUMEHEHNS MEOULMHCKOrO N34eNnnsa npesbilaeT 3NHEKTUBHOCTb €ro NPUMEHEHUS;

) Hann4ne HeLOCTOBEPHbIX CBEAEHUI B [OKYMEHTaX, COAepPKaLLnXCca B perncTpaLMoHHOM JOCbe.

99. B cpok, He npesbiwatowmin 10 paboymx gHen co AHA NONYYEHUS 3aKJIIOYEHNS N0 pe3ybTaTaM
3KCMepTU3bl KavecTBa, 3PHEKTUBHOCTY 1 6€30MacHOCTU MEANLNHCKOrO N34euns, PErncTpUpyoLnin opraH
OCYLLEeCTBAET Ciefytolme MeponpusaTus:

a) OLEHKa 3aKJ/loYeHNs No pesysibTaTaM 3KCNepTU3bl Ka4yecTBa, 3PdeKTnBHOCTM 1 Be3onacHOCTK
MeONLUNHCKOro N3aenmns, ykasaHHoro B nyHkTe 97 HacTosAwmx Mpaswa, 4na onpegeneHnsa COOTBETCTBUA
3a[aHnI0 Ha NPOBefEeHME IKCMEPTM3bl. B c/iyvae yCcTaHOBEHNS HECOOTBETCTBMSA 3aKI0YEHMS MO
pe3ynbTaTaM 3KCNepTU3bl Ka4ecTBa, 3PHEKTUBHOCTY 1 6E30MacHOCTM MeANLIMHCKOrO N3aenuns
yKa3aHHOMY 3a[aHNI0 TaKoe 3aKJI0YEeHNE BO3BPALLAETCA B SKCNEPTHOE yyYpexAeHne Ha AopaboTky, Cpok
KOTOPOW cocTaBsiseT He bonee 2 paboymx gHEN co AHSA NOAYyYEHMSA IKCMEPTHLIM yYpexX AeHNEM
BO3BpPALLEHHOr0 3aK/l04YeHNs;

6) B cnyvae nonyyeHns 3akal04eHNs No pesysibTaTaM 3KCNepTu3bl KayecTBa, SPPEKTUBHOCTU 1
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6e30MacHOCTM MeANUMHCKOro N3aenns, NpeayCcMOTPEHHOro NyHKTOM 98 HacToAwmx MpaBui, He No3aHee
cnepytowero paboyero gHsA Nocsie NPoBeAeHNS OLEHKN TaKOro 3aK/tl04eHns 45 onpeaeneHus
COOTBETCTBUSA 3aA4aHNI0 HA NPOBEAEHNE IKCNEPTU3bl PETMCTPUPYIOLLNA OpPraH pa3MeLlaeT 3/IeKTPOHHbIN
obpa3 3aK/YEeHNS NO pe3ysibTaTaM 3KCNePTM3bl KavyecTBa, IPPEKTUBHOCTH 1 6e30MacHOCTK
MeONLUUHCKOro n3fenuns, COOTBETCTBYIOLWEro 3a4aHnio Ha NpoBeleHne 3KCMNepTusbl, B 3JIEKTPOHHOM
KabnHeTe 3a8BMTENS U HanpaB/iSeT COOTBETCTBYIOLLME CBEEHUS B €AUHBIA INYHBIA KabNHET 3asaBuTens.
B TeveHune 10 paboymx AHEN CO AHA pa3MEeLLEeHNs B INeKTPOHHOM KabrnHeTe 3asBUTeNs 3aKI04YeHUs no
pe3ynbTaTaM 3KCNepPTU3bl KavecTBa, 3PHEKTUBHOCTM 1 6€30NacHOCTN MeANLIMHCKOr0 U3Lesnuns,
yKa3aHHOro B nyHKTe 98 HacTosAwmx Mpasun, 3aaBMTe b BripaBe 03HaKOMUTBCA C TAKUM 3aK/I0HEeHNEM 1,
NPV HaJIM4yMm BO3PaXXEHWIN, HanpaBnUTb CBOW BO3PaKeHNa NOCPeLCTBOM 3N1EeKTPOHHOro KabuHeTa
3a8BuUTeNA.

B cnyyae nocTynaeHus NocpeacTBOM 31eKTPOHHOr0 KabrnHeTa 3a8BUTeNs B CPOK, He npeBbiwatowmin 10
paboynx OHEN, BO3ParKeHWU 3assBUTENS Ha 3aK/0YEHME MO pe3ybTaTaM 3KCNePTU3bl Ka4ecTBa,
3hheKTUBHOCTM 1 6€30NaCHOCTN MEANLIMHCKOrO U3fenuns, npefycMoTpeHHoe NYHKTOM 98 HacToAwwmX
MpaBun, perncTpupytowmin opraH B TedeHne 30 paboynx gHen co AHSA NOCTYMIEHMNA BO3PaXKEHUN
paccMaTpuBaeT UX C MPUBJIEYEHNEM SKCMEPTHOrO YYpeX4eHNs, BbIHECLIEero 3aktoyeHne no pesysibTaTaM
IKCNepTu3bl KayecTBa, 3 PEKTUBHOCTU 1 6€30NacHOCTN MeaULUHCKOro ngenuns. B cnyyvae ecnum B
YCTAHOBJ/IEHHbIV CPOK BO3PaXXeHWs 3a8BUTENA He NOCTYNUAW, PErncTPUpYoOLWM OpraH ocyLlecTBaseT
MeponpuaTus, NpefycMoTpeHHbIe noanyHKTamMu "B" 1 "r" HacToqwero nyHkTa. [pn paccMoTpeHuun
BO3PaXXEeHWIN PErMCTPUPYHIOLLUA OpraH Npyn HEOBXOAMMOCTM Aayu MOSCHEHUN NPUBEKAET 3aiBUTENS.

o nToram paccMoTPeHNs BO3PaXKeHNIN PerncTpupyowmm opraHoM NpUHUMaeTCs peLlleHre o Npu3HaHum
BO3pa)eHnn 060CHOBaHHbLIMU MOAHOCTbLIO MM YaCTUYHO, KOTOPOe 0hOPMAAETCA MUCbMOM
perncTpupytoLero opraHa 1 HanpaeaseTca B agpec 3KCNepTHOr0 yYpexAeHUa C NpuioKeHnem
3aKJI04EHUS N0 pe3yfibTaTaM 3KCNepTU3bl KavyecTBa, 3hPeKTMBHOCTU 1 He30macHOCTN MeAULNHCKOrOo
n3genns, npenycMoTPeHHOro NyHKToM 98 HacToswwmx MNpaBun, Ha 4opaboTKy, CPOK KOTOPON He
npesbiwaeT 5 paboynx gHer Co AHS NOSYHYEHUS IKCMEPTHLIM yYpeKAeHMEM BO3BPALLEHHOMO 3aKJII0YeHNS
Mo pe3ynbTaTaM 3KCNepPTU3bl Ka4yecTBa, IPPHEKTUBHOCTA 1 6€30MacHOCTN MEeAULNHCKOro n3genms, nmbo o
NPU3HAHWN BO3PaXXEHMIN NMOAHOCTbIO HE 060CHOBAHHbLIMU.

BpeMs €O OHS pa3MeLleHns perucTpupyowmnuM opraHoM B 31eKTPOHHOM KabrHeTe 3aBUTeNs 3aKIo4eHuns
no pe3yJibTaTaM 3KCNePTM3bl Ka4ecTBa, IPNDEKTUBHOCTY 1 6e30MacHOCTM MeANLNHCKOr0 N3aenns,
yKa3aHHOro B nyHKTe 98 HacToAwmx Mpasun, 4o NPUHATUA peLleHns Nno nToramMm paccMoTpeHus
BO3Pa)KEHMNIN HE y4NTbIBAETCSA NPW NCYUCIIEHMNIN CPOKA MPOBELAEHMNS IKCNEPTU3bl KayecTBa, 3PPEKTUBHOCTM
1 6€30MacHOCTN MEANLMHCKOrO N34enus;

B) MPUHATME peLLeHnsa 0 roCyAapCTBEHHON perncTpaLmm MeauLmHCKoro nsgenus unm ob otkase B
roCyfapCTBEHHOW perncTpaunm MeauUnHCKOro n3genus, Kotopoe opopMaseTcs NpukasoM
perncTpupytoLero opraHa, U MHMPOPMUPOBAHNE 3aABUTENSA O NMPUHATOM peLLeHMM NyTeM pasMeLleHns
COOTBETCTBYIOLLEro yBeAOMNAEHNS B JOPME INEKTPOHHOIO AOKYMEHTA, MOAMNCAHHOMO YCUIEHHON
KBaJIM(PULMPOBAHHON 3/1€KTPOHHOWN MOAMNUCHI0 YNOJIHOMOYEHHOr0 AOJ/KHOCTHOrO nLa, B e ANHOM JINYHOM
KabunHeTe 3a8BNTENA U INEKTPOHHOM KabuHeTe 3aaBuUTENS;

) BHECEHME PeecTPOBOW 3aNnCU B FOCYAaPCTBEHHbIN peecTp.

100. OcHOBaHMAMY AN8 NPUHATUS PErNCTPUPYIOLLMM OpraHoM pelleHuns 06 oTKase B roCy4apCTBEHHON
permcTpaumm MeauumMHCKOro n3nenna aBnsiTCs:

a) Nojly4YeHme OT 3KCNepPTHOro yYpexxaeHNs 3aKNio4eHns Nno pesysibTaTaM 3KCnepTusbl KayecTsa,
3(pheKTMBHOCTN 1 6€30MacHOCTU MEAULUHCKOrO N3AeNns, CBUAETENbCTBYIOWEr0 O HEBO3MOXXHOCTHU
roCyfapCTBEHHOW perncTpaunm MeAuUNHCKOro nsgenus, u (Mnn) NpUHATNE perncTpupyowmmMm opraHoM
peLleHns 0 NpU3HaHWK BO3paKeHni 3aaBuTens He 060CHOBaHHbLIMW NOJIHOCTLIO UMW YAaCTUYHO;

6) BbIiBNEHME PErNCTPUPYIOLWMM OPraHOM Mo pe3ynbTaTaM hefepanbHOro rocyaapCTBEHHONO KOHTPOS
(Hag3opa) 3a obpalleHmeM MeaULNHCKUX U3LEANA HECOOTBETCTBUIA AaHHbIX 06 3(h(EKTUBHOCTM U O
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6€e30MacHOCTU MeANLMHCKOr0 N34ENNs AaHHbIM O MEANLMHCKOM U3AENU, COAEPXKALLMMCS B 3asBJIEHUN O
perucTpauum n LOKyMeHTax, yKa3aHHbIX B MyHKTe 87 HacToawwmx Mpasu.

IV. OcobeHHOCTU rocyAapCTBEHHON PErNCTPALIMN 0TEYECTBEHHBIX MEANLUHCKUX N3O

101. [1ns rocygapCTBEHHON PerncTpaumm 0Te4EeCTBEHHbIX MEONLNHCKNX M3OeNn 3aaBUTEb
npeacTaBnseT Mbo HanpaBAsSET B yuYpexaeHne Ha ByMaxxHOM HoCMTene celyolme 4OKYMEHTbI U
cBefeHuns:

a) 3as8B/eHMe 0 NPOBEAEHMNMN IKCNEPTN3bI Ka4eCcTBa, 3PPEKTUBHOCTH 1 6&30MaCHOCTN MeANLNHCKOr0
n3genns, cogeprkallee CBefleHns B COOTBETCTBUN C MYHKTOM 64 HacToawmx MNpasun (3a NCKAOYEHNEM
noanyHkToB "M" - "n", "y" n "4"), n cBEAEHUS 0 HAIMYMK Y NPOrpPaMMHOro obecnevyeHust C NpMMeHeHNeM
TEXHOJIOTNA NCKYCCTBEHHOIO UHTE/IIEKTA, SBNAIOLLEr0CA MEAULNHCKAM U34EIMEM, BCTPOEHHON yHKLMUN
aBTOMATUYECKON nepenayv B NOpaaKe, yTBEPKLEHHOM PErMCTPUPYIOLLNM OpraHoM, B
aBTOMaTU3NPOBAHHYO MH(POPMALMOHHYIO CUCTEMY PErNCTPUPYIOLLLErO OpraHa uHgopmaLun ob
obpabaTbiBaeMbIX AaHHbIX, pe3ynbTaTax AeNCcTBMUSA NPorpamMMHoOro obecneyeHms C NpMMeHeHNeM
TEXHOJIOTNA NCKYCCTBEHHOMO UHTE/IIEKTA, SBAAIOWEroCa MEAULMHCKAM N34eSIMeM, @ TakXXe CBeLeHUN,
npenyCcMOTPEHHbIX NOPSAAKOM coobleHns cybbekTammn obpalleHns MeauuUMHCKUX n3aennin o6o Bcex
C/ly4asx BbiSABJIEHMSA NOBOYHbIX 4ENCTBUN;

6) konua (konun) AOKYMeHTa (AOKYMEHTOB), MOATBEP)XAAOLWEr0 (MOATBEPXKAAIOLLMX) MOMHOMOYMNSA
YMNOJIHOMOYEHHOI0 NPeACTaBNTENS NPOM3BOANTENSA (M3roTOBUTENSA) NO NPEACTaBIEHNIO UHTEPECOB
npoussoanTens (M3roToBUTENS), HECEHNIO OTBETCTBEHHOCTU B YacTU 0OpaLLEeHNS MeANLMHCKOr0 U3aenmns
Ha TeppuTopun Poccuinckon ®epepaum, B TOM 4YMCSe Mo BONpPOCaM npouenyp OLeHKN COOTBETCTBUSA 1
roCyAapCTBEHHOW perncTpauumn MeanunHCKOro n3genus;

B) CBEAEHUS O HOPMATMBHON AOKYMEHTALMUN Ha MEANLIMHCKOE U3AENNE;

) TexHn4Yeckas LOKyMeHTauus nponssognTtens (M3roToBnTeNa) Ha MeAULMHCKOE U3genune;

[) 3KCnyaTaunoHHas OOKYMeHTaumnsa Nnpon3BoanTens (M3roToBUTENS) Ha MeQULIMHCKOE U3aenne, B TOM
YuUCsie UHCTPYKLMA MO MPUMEHEHWIO U PYKOBOACTBO MO 3KCMyaTauunm MeaULUHCKOro N3genms;

e) uBeTHble hoTorpaguryeckne n3obpaxkeHus obuiero Buga MeaANLNHCKOro n3genusi, mogenen (Mapok)
MeONLNHCKOro n3aenmsa n NnpuHagfiexHocTen, HeobxoAUMbIX N5 NPUMEHEHUSA MEANLIMHCKOrO N3Aenns no
Ha3HayeHuto (pa3mMepoM He MmeHee 18 x 24 caHTMMeTpa), a TakXKe U306parKeHns MapKUPOBKMN U YMaKOBKU
(LBETHbIE MaKeTbl YNaKOBOK 1 3TUKETOK, COAEp KaLle TEKCT OPUrMHabHOW MapKUPOBKN 1
AOMNOSHUTENIbHOM MAapKMPOBKM Ha PyCCKOM A3blKe, HAHOCMMOWN Ha MeAULMHCKNE N34enuns, NPpon3BeaeHHble
3a npeaenamun Poccuiickon Pepepaunn) (3a MCKIOYEHUEM NPOrpaMMHOro obecneveHus, aBasoLWerocs
MeONLUHCKAM N34ennem);

)K) UBETHbIE hoTorpaduyeckmne n3obpa>keHns 31eKTPOHHOr0 HOCUTENSA U UHTepdeRCca NPOrpaMMHOro
obecneyeHns (pa3mepom He MeHee 18 x 24 caHTUMeTpa) (AN5 NporpamMMHoOro obecneyeHms, SBAAKOLLErOCs
MeONLUNHCKAM N3L4enneMm), a TakxKe n3obpakeHnsa MapKMpOBKM U YMaKOBKKN (MPW Haan4mm);

3) CBeEHNS 0 OOKYMEHTaX, MOATBEPXKAAOLWMX PE3YIbTaThl TEXHUYECKUX UCMbITAHUA MEANLIMHCKOrO
n3genns, BbiAaHHbIX YY4pPEeXXAEHNEM, N f0Ka3aTeNbHble MaTepuasbl MPoM3BoOANTENSA (M3roTOBUTENS)
MeAMLUMHCKOro n3genns (Nnpu Haan4mn);

1) CBeEeHNA 0 AOKYMEHTaX, NOATBEPKAAOLWMNX pe3ynbTaTbl TOKCUKOJIOrMYECKNX NCCIe10BaHNN
MeANLNHCKOro n3genmsa n (Mnn) NnpuHagnexHocTen K MeaULMHCKOMY N34eN1I0, NPSMO Uan
0MnoCcpeaoBaHHO KOHTAKTUPYIOLWMX C MOBEPXHOCTbIO TeJla Ye/I0BEKA, €ro C/IM3NCTbIMK 060/104KaMu,
BHYTPEHHMMM CpeaaMn opraHn3Ma, Aas KOTOPbIX YKa3aHHOe B3auMOoLeNCTBME (KOHTAKT) ABASETCA
HeobX04MMbIM AN BLIMOJHEHNS UX NPeAHAa3HAYeHHbIX (OYHKLMIA, BbIAAHHBLIX YYPEXAEHNEM, 1
A0Ka3aTeslbHble MaTepmrasibl MPOM3BOANTENS (M3roTOBUTENS) MEAULNHCKOrO n3aenms (npu Hanmyun);

K) CBEAEHUA 0 OKYMEHTaXx, MOATBEPXKAAOLLMX pe3ynbTaTbl UCMbITAHUA MEAULINHCKOrO U3AeNNs B Lieniax
YyTBEPXIAEHMSA TUNA CPEACTB M3MEPEHUI (B OTHOLIEHUN MEANLIMHCKUX N3LEANA, OTHOCALLMXCS K CPeACTBaM
n3MepeHnin B chepe rocyfapCTBEHHOM0 peryanpoBaHus obecneyeHnsa eouHCTBA U3MEPEHNIA, MepeYeHb
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KOTOpbIX yTBEpPXAaeTCca MUHUCTEPCTBOM 34paBooXpaHeHns Poccminckon ®epepaunm), BblAaHHbIX
yupexaeHunem;

J1) BOKYMEHTbI, MOATBEPXKAaloLMe pe3yabTaTbl KANHUYECKNX UCMbITAaHUIN MEANLUHCKUX U3LENNA,
BblAaHHble B MEANLNHCKMX OpraHn3aumsax, oTBevatoLmx TpeboBaHUsAM, yTBEPXKAEHHBIM MUHNCTEPCTBOM
34paBooxpaHeHnsa Poccmnckon deaepaunm, U BKIKOYEHHbIX B CETb HALMOHAbHbLIX MeANLMHCKINX
nccnenoBaTesibCKMX LLEHTPOB, COCTaB KOTOPON yTBepXXAeH MUHUCTEPCTBOM 34paBOOXpaHeHNS POCCMICKON
depfepaumm, U NporpaMMHOro obecnevyeHnsa C NPUMEHEHNEM TEXHOIOMMA NCKYCCTBEHHOMO MHTENEKTa,
npegHa3HavyeHHOro s obpaboTkn MegnUNHCKNX N300paXKeHnn, NoyYeHHbIX NPU NPOBEAEHNN
PEHTIreHO0r MYeCcKnX nccneoBaHnii, BKOYas KOMMbIOTEPHYIO TOMOrpaduio, peHTreHorpagumio,
cdntooporpacuto 1 MamMMorpadgumto, NPy yCNoOBUN NPOBEAEHNSA KIMHNYECKUX UCMbITAHWUI B KIMHNYECKOM
LEeHTpe (B OTHOLLUEHUWN KJIMHWYECKUX UCMbITAaHWIA, 3aBepLlUeHHbIX 10 1 ceHTa6ps 2025 r.), unn ceeneHns o
pe3ynbTaTaX KJANHUYECKUX UCAbITAHUA MEANLIMHCKOrO U3LeNuns C yKasaHueM HoMepa, AaThl akTa
KJIMHNYECKUX NCMbITaHUA MeAULIMHCKOrO U3AeNns, a TakXXe HauMeHOBaHNS MeaULMHCKON opraHu3aunm (B
OTHOLUEHUW KAMHWNYECKNX NCMbITaHWUA, 3aBepLUeHHbIX nocne 1 ceHTabpsa 2025 r.);

M) DOKYMEHTbI, MOATBEPXXAAtOLME BO3SMOXHOCTb OCYLLECTBAEHNS NPOM3BOACTBA MO agpecy (aapecam),
yKa3aHHOMY (yKa3aHHbIM) B 3a5BJIEHUN O perncTpaLunm B ka4yecTse Npon3BOACTBEHHOM
(Mpoun3BOACTBEHHBIX) MAOLWaAKM (NaoWwanok) (Mo MPUMEHMMOCTI): OOKYMEHTbI, MOATBEPXAAtoLme
HaJim4ne yCcaoBuiA NPoOn3BOACTBA, W (Mn) Konum cepTUUKaTOB COOTBETCTBUSA CUCTEMbI MEHE)KMEHTA
KadvecTBa TpeboBaHuam FOCT ISO 13485-2017 nnm ISO 13485:2016, a TakKe KOMWM OTHETOB 0 paHee
NpoBeAEeHHbIX MHCNEKLMAX Ha COOTBETCTBME YKa3aHHbIM CTaHAapTaM (B ciayvae npeacTaBieHns
yKa3aHHbIX CepTU(UKaATOB COOTBETCTBUSA), 1 (MIK) KONUW LOKYMEHTOB, NOATBEPXKAAIOLWMNX COOTBETCTBME
CUCTEMbI YyNpaBaeHns Ka4eCcTBOM TpeboBaHUAM K BHEAPEHMIO, MOAAEPKAHUIO U OLLEHKE CUCTEMbI
yrnpasfiieHNs Ka4eCTBOM MeAULMNHCKUX U3LENNiA;

H) LOKYMEHTbI, MOATBEPXKAaloLLMe NpaBo UCM0Ab30BaHMS NPOU3BOAUTENEM (M3rOTOBUTENEM) TOBAPHOMO
3HaKa W NHbIX CPeacTB NHANBMAYAAN3aLMM MEANLIMHCKOrO U3LeNna B C/lyHae UX HaHeCEeHNS Ha YNaKoBKY
MeONLNHCKOro n3fenus;

0) KOMWW LOKYMEHTOB, MOATBEPXKAAOLNX Ka4eCTBO IeKapCTBEHHOI0 NpenapaTa, hapMaLeBTUYECKOW
cybcTaHumm, 6ronormyeckoro MaTepmana u NHOro BeLWEeCTBa, C MCNOJIb30BaHNEM KOTOPLIX MPOM3BEAEHO
MeONUUHCKOoe N3hesiie UM KOTopble BXOAAT B €ro COCTaB U KOTOpble NpefHa3HavyeHbl A1 NPUMEHEHUS
TOJIbKO C y4€TOM Ha3Ha4yeHMsA MeANLNHCKOrO N34enus, onpenesieHHoro NpoM3BoANTENEM, BblAaHHbIX B
COOTBETCTBUM C 3aKOHOLATENbCTBOM CTPaHbl MPOUCX0XAEHMSA JIeKapCTBEHHOr o npenapara,
thapmaueBTU4eckon cybcTaHumm, BUONOrNYeCKOro MaTepuana n MHOro BELECTBa (KpoMe MegNLUNHCKNX
n30ennin onsa OMarHoCcTUKK in vitro);

n) oNnUCb LOKYMEHTOB, NPeACTaBAeHNe KOTOPbIX NPefyCMOTPEHO HAaCTOALWMM MYHKTOM, C YKa3aHueM
pasgena IV HacTosAwmx Mpasws, B COOTBETCTBMM C KOTOPLIM NAAHUPYETCSA MPOXOXAEHME NpoLeaypbl
roCyLapCTBEHHON perncTpauum 0Te4ecTBEHHOro MeAULMHCKOrO N3Lenns;

p) NnaH KAMHUYECKOr0 MOHUTOPUHIa (A8 MeAULIMHCKUX 34NN Klacca NOTEeHLUMaNbHOro pucka
NPUMEHEHUS 3, a TaKXe MeEAULNHCKNX U3LENNA, UMMIAHTUPYEMbIX B OPraHn3M YesoBeka, Kiacca
NoTEeHLMaNbHOro pucka npumeHeHns 26).

102. TpeboBaHUs, yKka3zaHHbIe B MyHKTax 53, 54 n 56 HacTosAwwmx MpaBun, K AOKyMeHTaM, NpeacTaB/eHmne
KOTOPbIX MPeaycMoTpeHo NyHKToM 101 HacToAwmx MNpaBu, He NPUMEHSAIOTCS.

103. YupexxageHue B TeyeHue 25 paboumnx aHen co gHA NOCTYMNAEHNS JOKYMEHTOB, yKa3aHHbIX B MyHKTe 101
HacToAwmx Mpaswu:

a) NPOBOAUT 3KCNEPTU3Y 3aABJIEHNS O MPOBELEHNMN IKCMEPTU3bl KavecTBa, IPHEKTUBHOCTY 1
6e30MacHOCTM MeANLMHCKOrO N3Aennsa N LOKYMEHTOB, yKa3aHHbIX B MyHKTe 101 HacToswmx Mpasus, B TOM
4yncne oUeHKY NOSIHOThI JOKYMEHTOB M AOCTOBEPHOCTM COAEPXKALLMXCA B HAX CBELEHUIA, C OAHOBPEMEHHbIM
npoBeLeHNEM 3KCMEePTM3bl MNOSHOTHLI U Pe3y/IbTaTOB UCMbITAHWMIA U UCCNef0BaHUN;

6) ohopmnseT 3ak4eHe No pesynbTaTaM IKCNepTU3bl Ka4yecTBa, 3PPEKTMBHOCTU 1 He3omacHOCTH
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MeONLUNHCKOro n3genus;

B) B CJlydae eCin 3aKJIlo4eHre No pesysibTaTaM IKCNepTM3bl KavyecTBa, 3PPeKTUBHOCTH 1 He30MacHOCTH
MeONLNHCKOro n3genms, NpeayCcMoTpeHHOe NoANYHKTOM "6" HacTosALWero NyHKTa, ABaseTcs
NOJIOXKUTESIbHBIM, YYpEeXAEHNEe HarnpaBaseT TakKoe 3aKl0YEeHNE B PErMCTPUPYIOLLNA OpraH.

K 3aK/1l04eHNto No pesyibTaTaM 3KCNepTu3bl KayecTsa, 3MPEKTUBHOCTU 1 6€30NaCHOCTN MeANLUHCKOrO
n3genns, CBMAETeNbCTBYOWEMY 0 BO3SMOXHOCTW FroCy4apCTBEHHON perncTpaumm oTe4ecTBEHHOM O
MegMLUNHCKOro U3genvs, npunaratoTca SOKYMEHThI, NpeacTaBNeHHbIe 3a8BUTESIEM B COOTBETCTBUN C
nyHkTamu 101 n 104 HacToawmx Mpasun;

) B CNyYyae ecv 3aK/toyeHne no pesyabTaTaM 3KCNepTu3bl KayecTsa, IWPEKTUBHOCTU 1 6e30MacHOCTH
MeOMLNHCKOro U3nenna ABnseTca oTpuLaTesibHbIM, yYpexaeHune ysefoMaseT 3as8BUTeNs 0 pesysibTaTtax
NPoBeAEHHOW 3KCNEPTM3bl KAa4eCTBa, 3PHEKTUBHOCTY 1 6€30MacHOCTN MeANLMHCKOr0 U3aenmns (3akasHblM
NMOYTOBLIM OTMPABJAEHNEM C YBELOMIEHNEM O BPYHEHUMN MM B (DOPME JIEKTPOHHOI0 SOKYMEHTA,
NOAMNUCAHHOIO YCUAEHHON KBaM(PULMPOBAHHON 3N1EKTPOHHOM NOAMNCHIO YNOJHOMOYEHHOI 0
LO/DKHOCTHOMO AnLa, NoCcpeacTBOM ero HarnpasieHUs Ha 3JIEKTPOHHYIO MOYTY 3as8BUTENS, afpec KOTOpoWn
yKa3aH B 3asB/IeHNN 0 NPOBEAEHNN SKCNEPTU3bl Ka4ecTBa, IPPeKTUBHOCTU 1 Be3omacHOCTK
MegMLUNHCKOro N34enuns) C NPUN0XEHNEM 3aKJIYEHNS MO pe3yfibTaTaM 3KCNepTu3bl KavyecTsa,
3hheKTUBHOCTM 1 6e30NacCHOCTN MEAMNLIMHCKOrO U3LeNnuns, CBUAETENbCTBYIOLLEr0 0 HEBO3MOXHOCTH
roCyAapCTBEHHOW PerncTpaunm oTe4eCTBEHHOr0 MeANLUHCKOro N3gesnms.

104. B cnyyae HeOCTAaTOYHOCTM O/151 BbIHECEHMS YUYpexX AeHNEeM 3aK/II04EeHMA NO pe3yabTaTaM IKCNepTM3bl
KayecTBa, 3hheKTNBHOCTM 1 6e30NacHOCTN MEAULMHCKOro N3genus, NpegyCMOTPEHHOr0 NoaAnyHKToM "6"
nyHkTa 103 HacToswmx MNpaBun, MaTeEPUAIOB U CBEAEHUN, COAEPKALLMXCA B NMPEeACTaB/IEHHbLIX 3a8BUTENEM
LOKYMEHTax, NpeayCcMOTPeHHbIX NyHKTOM 101 HacTosAwwmx Mpasun, yupexxaeHue B TeyeHue 15 paboumnx
LHEN Co OHA MOCTYMN/IeHNs yKa3aHHbIX JOKYMEHTOB HanpasaseT 3a8BUTENI0 3aKa3HbIM NOYTOBbIM
oTrnpaBJieHNeM C yBeOMJIEHNEM O BPYYEHUN UK B (hOPME 3/IEKTPOHHOIO AOKYMEHTA, NOAMUCAaHHOro
YCUEHHOWN KBaM(MPULMPOBAHHON 31EKTPOHHON NOAMNNCHI0 YNOJHOMOYEHHOr0 AO/KHOCTHOMO Anua,
NoCcpefCTBOM €ro HarnpasieHUs Ha 3JIEKTPOHHYIO MOYTY 3as8BUTENA, afpec KOTOPOW yKa3aH B 3asBJIEHUN O
NpoBeAEeHNM IKCNEPTN3bl KavecTBa, IPPEKTUBHOCTN 1 H€30MacHOCTU MEeAULMHCKOro N34enuns, 3anpoc o
npeacTaBneHnn HeobxoaMMbIX CBEAEHNI C YKa3aHNEM XapaKTepa 3aMeyaHunin 1 cnocoba nx yCTpaHeHus.
YKa3aHHbIN 3anpoc HanpaBaseTca 04HOKPATHO U AOSKEH COAepXKaTb MCYEPMbIBAKOLWLNNA NepeyeHb BCex
BOMPOCOB W MaTepunanoB, HEOOXOAUMBIX IKCNEPTY A5 NPOBEAEHNS IKCNEPTMU3bI.

3aaBuTenb 0653aH NpPeACTaBUTb OTBET Ha 3aMnpocC yYpexXAeHNs B CPOK, He npesbillaowmin 35 paboynx
AHEN Co OHA HanpaB/eHns 3anpoca. YupexaeHune roToBMT 3aKJIl04YeHne No pesynbTaTaM 3KCNepTu3bl
Ka4vecTBa, 3PphHeKTUBHOCTH 1 6e30MacHOCT MeANLMHCKOro n3aenms B TedeHune 10 paboymx fHen co gHA
MOCTYMNJIeHNs OT 3asABUTeSA OTBETa Ha 3anpoc.

B cnydyae HenpencTaBaeHus no ncrtevyeHnn 35 paboymx fHen 3asBMTENEM OTBETA Ha 3aMnpoC yYpexxaeHune
NoAroTaBAMBaET 3akJl0YEHNE N0 pe3ysibTaTaM dKCNepTM3bl KavyecTBa, IPHEKTUBHOCTH 1 Be30nacHOCTK
MeONLNHCKOro N34esina Ha OCHOBaHUM AOKYMEHTOB, UMEKLLUXCA B €r0 PachopsXKeHnN.

Bpems co oHA HanpaBaeHUs yYpexx 4eHMEM 3anpoca A0 AHA NOJyYeHUs 0TBETa Ha 3anpocC He y4YnTbiBaeTCs
npv NCHUCNEHNN CPOKA NPOBEAEHMS IKCMEPTM3bl Ka4eCTBa, 3 HEKTUBHOCTM 1 Be30nacHOCTH
MegMLUNHCKOro n3genus.

105. 3akntoyeHmne no pesynbTaTaM 3KCNEePTU3bl KayecTBa, IMHEKTUBHOCTM U 6€30NacCHOCTU MEeANLMHCKOrO
n3genns, CBMAeTeNbCTBYOLWEEe 0 HEBO3MOXHOCTMW rOCY4apCTBEHHON perncTpaumm oTe4ecTBEHHOM0
MeONLUHCKOro n3aenms, opopMaseTcs y4pexx AeHUeM Npu Haanynum ciaenyroLmnx 0CHOBaHNMA:

a) HeCOOTBETCTBME MEAULMHCKOrO n34enns TpeboBaHNSAM HOPMATUBHON AOKYMEHTALMMN, TEXHUYECKON U
(nnn) akcnayaTauMoHHON LOKYMEHTauumn npon3soanTens (M3rotosnuTens);

6) oTCyTCTBME OOKA3aTeNbCTB KavyecTBa, U (uan) apdekTnBHoCTU, 1 (MaKn) Be30MacHOCTU MEANLUHCKOrO
nsgenus;

B) YCT@HOBJIEHMNE, YTO PUCK MPUYNHEHNS BPeAa 300POBbI0 FpaXaaH U MeaANLUHCKNX paboTHUKOB
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BCJIeACTBUE NPUMEHEHNSA MEAULMHCKOr0 U3Lenuns npesbilaeT 3PPeKTUBHOCTL ero NpuMeHeHus;

) LOKYMEHTHI, yKa3aHHble B NyHKTe 101 HacTosAwwmx Mpasun, He NpeAcTaBAeHbl B MOJHOM 06beMe, B TOM
yucne B pamMkax nyHkTa 104 HacToAwmx Mpasu, 1 (1in) B HUX BbiBAEHbI HELOCTOBEPHbIE CBEAEHMS, U
(1) oHM He cooTBETCTBYIOT TpeboBaHMAM NyHKTa 55 HacToswwmx Mpasun.

106. B cpok, He npeBbIWaowmn 5 paboynx gHen Co AHA NOyHeHWS 3aKN0YeHMs Mo pe3yibTaTaM
3KCMepTu3bl KayecTBa, 3O PEKTNBHOCTM 1 6€30NaCHOCTU MEANLMHCKOrO U34eNunsi, yKa3aHHOro B
noanyHkTe "B" nyHkTa 103 HacToAwmx MNpaBua, perncTpupyrowmMin opraH oCyLLeCcTBASET OLEHKY Takoro
3aKJ/II0OYEHNS N NPUHUMAET peLLeHne 0 BO3BpaTe 3aK/YeHNs B yYpexxaeHne Ha AopaboTKy, CpoK KOTOpon
cocTaBniseT He bonee 2 paboynx OHEN CO AHA NONYYEHNS YYPEXLEHNEM BO3BPALLEHHOIO 3aK/IOYEHUS, UK
NPUHATUN 3aK0YEHUS MO pe3ybTaTaM 3KCNepTu3bl KayecTsa, 3 PeKTUBHOCTU 1 Be3onacHoCTH
MeLMLNHCKOro n3genus.

107. YupexaeHune B CPOK, He npesbillaowmin 2 paboymx AHEN CO AHA NONyYeHNs yBeAOMAEHNS O NPUHATUAN
3aKJI0YEHNS NO pe3yNibTaTaM 3KCNEPTU3bl KavyecTBa, 3hPeKTMBHOCTUN 1 He30MacHOCTN MeAULIMHCKOrO
n3genns, yseoMnseT 3adBuTens (3akasHbiM MOYTOBLIM OTMNPABJIEHVNEM C YBEOMEHNEM O BPYYEHUMN NN B
hopMe 31eKTPOHHOr0 JOKYMEHTa, MOANUCAHHOI0 YCMAEHHON KBaNN(MLINPOBAHHOW 31€KTPOHHON
NOAMUCLI0 YNOJIHOMOYEHHOIr0 AOJ/IKHOCTHOIO SINLa, MOCPEACTBOM €ro HarnpasJIeHUS Ha 3NeKTPOHHYIO MoYTY
3a9BUTENA, aApec KOTOPOW yKa3aH B 3asBJIEHUN, NpefyCMOTPEHHOM NoAnyHKTOM "a" nyHkTa 101
HacTosAwwmx MpaBunn) 0 HeO6XOAMMOCTW NPeACTaBEHNA NOCPEACTBOM €AUHOI0 IMYHOro KabuHeTa
3a89BUTENA B PErUCTPUPYIOLLMIA OpraH B COOTBETCTBUU C TpeboBaHMAMM NyHKTa 53 HacToAwmx Mpasun
3a5BJIEHUS O perucTpaLnm oTe4eCcTBEHHOro MeQULIMHCKOro n3aenms, ohopMJIEHHOr0 B COOTBETCTBMM C
NMYHKTOM 64 HacToAwmX MpaBun 1 JOMNOJHUTENBHO COOEPXKALLErO PEKBM3UTBI 3aKJIl04EeHWs Mo pe3ynbTaTam
3KCNepTu3bl KayecTBa, 3O PEKTUBHOCTM 1 6€30NaCHOCTN 0Te4EeCTBEHHOIr0 MeAULIMHCKOro n3aenns,
0hopMJIEHHOr 0 yupexaeHneM. Cpok Harnpas/ieHUs 3a8BNeHUs 0 PerncTpaunum oTe4eCTBEHHOro
MeLMLMHCKOr0 U3genuns He fosxeH npesbiwaTh 30 paboyux gHen Co OHS HanpaBAeHUS yYpex AeHNEM
yBeOMJIEHUS, NPefyCMOTPEHHOI0 HACTOALWMM MYHKTOM.

108. B Te4yeHune 5 paboynx AHEN CO AHA NOCTYMNAEHNS 3aBNIEHNS O PErncTpaLnm 0Te4eCTBEHHOMO
MeONLNHCKOro N34esnma perucTpupyowmini opraH NpoBOANT NPOBEPKY MOAHOTHI U 4OCTOBEPHOCTH
COAepXKaLlnxcs B HEM CBEAEHUN, B TOM YMC/Ie NyTEM CpaBHEHWS TakUX CBEAEHUN CO CBeAeHUAMU,
npeacTaBAeHHbIMU OpraHaMy rocy4apCTBEHHOW BACTU B NOPSALKE MEXBELOMCTBEHHOI0
WMHMOPMaLMOHHOIO B3aMMOAENCTBNS NOCPEACTBOM CUCTEMbl MEXBELOMCTBEHHOMO 3/1IEKTPOHHOM O
B3aMMOENCTBNUA.

109. B TeyeHne 5 paboymx gHen co aHS 3aBepLUEHNS MPOBEPKM, MPeayCMOTPEHHON NMyHKTOM 108
HacToAwmx Mpaswu:

a) B Cnyyvae npefcTaBieHUs Hagnexawum obpasom ohopMiIeHHOro 3asBIeHNS 0 perncTpaLmm
0TeYeCTBEHHOr0 MeAnLMHCKOro U3genna perncTpupyowmnn oprad NpuHUMaeT peLleHmne o
roCyapCTBEHHON perncrpaunmn MeamumHCKOro nsgenmns, KoTopoe ohopMaseTca npmkasom
perncTpupytoLLero opraHa, MHQOpPMUpPYyeT 3a8BUTENS O MPUHATOM PELUEHUN NYTeM pa3MeLleHuns
COOTBETCTBYIOLLEro yBeJoMNeHNs B JOpMe 3/1eKTPOHHOr0 JOKYMEHTa, MOAMUCAHHOI0 YCUJIEHHON
KBaJIM(PULMPOBAHHON 3/1IEKTPOHHOW MOAMNCHI0 YNOJHOMOYEHHOr0 AO/KHOCTHOrO nLa, B € AUHOM JINYHOM
KabnHeTe 3a9BMTENS U INIEKTPOHHOM KabuHeTe 3aaBUTENS 1 BHOCUT PEeCTPOBYIO 3aMunch B
roCcyLapCTBEHHbIA peecTp;

6) B cnyvyae ecnv B NpeAcTaB/I€HHOM 3asB/EHMMN O PErucTpaLmm 0Te4eCTBEHHOr0 MeANLMHCKOrO N34enns
yKa3aHbl HeLOCTOBEpPHbIe CBefleHUs Nnbo cBefleHUs, NpefyCMOTPEHHbIE MYHKTOM 64 HacTosAwwmx Mpasun,
npeacTaBneHbl He B MOJIHOM 06beMe, perncTpupyoLnini opraH NPUHUMAET peLLeHne 0 NpekpaLleHnn
LanbHeNWero paccCMOTPeHNS 3aaBeHNs 0 PerncTpauumn oTe4eCTBEHHOrO MeANLUHCKOro N3genms u
nHpopMmpyeT 06 3TOM 3aaBUTENA NyTEM pa3MeLLeHNs COOTBETCTBYIOLLEro YBeAOMIEHUS C
MOTMBMPOBAHHbLIM 060CHOBAHMEM MPUYMH NMPUHATUA YKa3aHHOMO PeLLeHNs B hOpPMe 3JIeEKTPOHHOr0
LOKYMEHTa, NOAMNNCAHHOr0 YCUIEHHON KBAaAN(PULMPOBAHHON /1EKTPOHHON NOAMNCHIO YNOSHOMOYEHHOI0

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 36 13 53



JOMKHOCTHOMO NnLa, B €A4MHOM JINYHOM KabuHeTe 3asBUTENS U 3JIEKTPOHHOM KabuHeTe 3aaBMTENS.

V. BHeceHne N3MEeHEHUIA B JOKYMEHThI, COAEPXaLLUNecs B perucTpaLMoHHOM A0Cke, He Tpebyrowmx
NpOoBeeHNs SKCMePTM3bl Ka4ecTBa, IPPEKTUBHOCTU 1 HE30MaCcHOCTM MeAULIMHCKOrO U3AeNuns

110. K M3MEeHEeHUsAM B JOKYMEHTbI, COAEPXXaLLNECS B PErNCTPALMOHHOM 40Cke, Tpebytowum
rocyaapCTBEHHOW PErncTpaLum HOBOro MeANLNHCKOro N3aenuns, 0OTHOCATCS:

a) n3MeHeHus, BnekyLme 3a cobon namMeHeHns PyHKLNOHANIbHOO Ha3HavYeHnsa 1 (MaKn) NpuHumMna
LEeNCTBUSA MeMLIMHCKOrO U3fenns;

6) BKNOYEHNE CBeAEHWI O MOLeNAX (MapKax) 3aperncTpMpoBaHHOro MeANUNHCKOr0 N3AeNns, He
COOTBETCTBYIOLWUX KPUTEPUSAM, YKA3aHHbIM B NMYHKTe 26 HacToawmx Mpasun;

B) U3MEHEHUS, BieKyLUMe 3a cobol 04HOBPEMEHHOE N3MEHEHWE CBEAEHWI O MPOMN3BOAUTENE U
NpPOM3BOLACTBEHHONM MJOWaKe (Mpon3BOACTBEHHbIX NOWaAKax) No OTHOLIEHWIO K CBEAEHNAM, YKa3aHHbIM
B PEECTPOBOM 3aMnNCHK, 3@ UCKJIIOYEHNEM CBeAeHNA 06 opraHn3aLMOHHO-NPaBoBo hopMe, agpece MecTa
HaX0XXAEHNS, peopraHn3aumm, UHbIX CBEAEHN, COAEPXKALLMNXCSA B YCTaBHbIX LOKYMEHTaX.

111. K n3MeHeHnsM, BHOCUMbIM B IOKYMEHTbI, COAEPKaLLNECS B PErMCTPaLMOHHOM A0Chbe, He TpebyoLmnM
NpoOBeEeHNS SKCMEPTM3bl KaYeCTBa, 3PHEKTUBHOCTM 1 6E30NacCHOCTN MEANLNHCKOrO N34enns, 0THOCATCS:
a) M3MEHeHne CPOKOB AENCTBNA LOKYMEHTOB, COAEPXKALLNXCA B PErMCTPaLMOHHOM JOCbe (akTyanm3auuns
JNOKYMEHTOB, COEPKALLUUXCA B PEFNCTPALIMOHHOM A0ChE, 3aSBUTENIEM);

6) n3MeHeHns, KOTOopble BHOCATCA NPOM3BOAUTENIEM (M3roTOBUTENEM) MEAULMHCKNX U3AEANIA KNnacca
NOTEHUMAaNbHOro pUCKa NpMMeHeHna 1 nam HeCcTepusibHbIX MeAULNHCKMUX N34eNnMn Knacca
NOTEHUMAIbHOr0 PUCKa NPMMEHeHNA 2a, NPoLeaLNM OLEHKY CUCTEMbI YNpaBAeHNs KayeCTBOM
MeLMLMHCKOr0o U34esins, BKYaoLWy NpoLEeCcChl MPOeKTUPOBaHNA 1 pa3paboTKn MeauUMHCKUX N3LENNIA,
B COOTBETCTBUM C TPpeBOBaHUAMMN K BHEAPEHWNIO, NOAAEPXKAHNIO N OLEHKE CUCTEMbI YNPABJIEHNS KaYeCTBOM
MeONLUHCKNX n34enni (3a NCKAoYEHNEM U3MEHEHUI, NpedyCMaTPUBAIOLWMX NPOBEAEHNE
roCcyaapCTBEHHOW PErncTpaLum HOBOro MeANLNHCKOro N34enuns B COOTBETCTBUM C MyHKTOM 110
HacToAwwmx Mpasun).

B cnyyae ecav Cpok OenCTBMA OTHeTa 0 pe3ysibTaTax MHCMEKTUPOBaHMA NPOM3BOLACTBA MEAULNHCKOrO
n3gennsa Knacca NoTeHUMaNbHOro pucka NpUMeHeHNs 1 nam HeCcTePUSIbHOr0 MeANLUHCKOro n3aenuns
KJlacCa MNOTEHLMANbHOIrO pUcka NpUMeHeHNs 2a UCTEK, 3aAB/IEHNE O BHECEHNN U3MEHEHNIN B LOKYMEHTHI,
cogeprkalmecs B permcTpaLlmoHHOM A0Cbe, paCCMaTpPUBAETCA B COOTBETCTBUN C OCHOBAHUSIMM,
npefycMoTpeHHbIMU NOAMNYyHKTaMu "a", "B" - "e" HacTofAWwero nyHkTa 1 NnyHKTOoM 119 HacToawwmx MNpasun;
B) MU3MEHEeHWe CBeAeHWI 0 NpoM3BoAuTeNe (M3roToBUTENE) MEAULMHCKOrO U3LENNA, BKIOYas CBEAEeHNS:

0 peopraHu3aunn LPMANYeCKoro nua;

06 M3MeHeHUN HaUMEHOBAHWUI IOPUANYECKOro JinLa (MOHOMO U COKPALLEHHOro (MpW HaanyuKn), B TOM Yucie
(PUPMEHHOr0 HaMMeHOBaH M), agpeca MecTa ero HaxoXXaeHus;

06 n3MeHeHUn hamMnanm, UMeHN 1 0THeCTBa (MpPK HaAMYMKn), agpeca MecTa X1UTebCTBa U3NYECKOro
JiMua, 3aperncTpUpoBaHHOro B KAa4eCTBE MHAMBUAYAbHOIrO NPeAnpUHUMAaTENS, N PEKBU3UTOB LOKYMEHTa,
YOO0CTOBEPSIOLLEr0 ero JINYHOCTb;

06 n3mMeHeHnUn agpeca (aapecoB) NPOV3BOACTBEHHOW (MPOM3BOACTBEHHbIX) MJIOLAAKM (MNOLWAA0K) B
cnyyae, eci U3MeHeHNe BbI3BaHO NepeMMeHOBaHNEM reorpaduyeckoro obbekTa, nepenMeHoBaHNEM
yAnUbl, NAOWaAN WIAN UHOW TEPPUTOPUN, N3MEHEHNEM HYMepaLMn 06BEKTOB agpecaunn, B TOM Yucie
MoOYTOBOr0 MHAEKCA;

) M3meHeHme cBefeHnin o6 ynosHOMOYEHHOM NpeacTaBnTeNe NPON3BOANTENS (M3rOTOBMTENS), BKOYas
cBefleHuns:

0 peopraHu3aunn LPMANYeCKoro nua;

06 U3MEHEHMN HaUMEHOBaHWSA LPUANYECKOrO0 JiMLa (MOJIHOMO 1 COKPALLEHHOMO (MPU HanN4YuMn), B TOM Yncie
(PUPMEHHOro HaMMeHOBaH M), agpeca MecTa ero HaxoXXaeHus;

06 n3MeHeHUn hamMnanm, UMeHN 1 0THeCTBa (MPK HaANYMKn), agpeca MecTa XUTebCTBa U3NYECKOro
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JiMua, 3aperucTpmpoBaHHOr0 B KayeCTBe MHANBUAYAIbHOMO NPeanpuUHMMaTEeNs, U PEKBU3UTOB JOKYMEHTA,
YL,0CTOBEPSIOLErO €ro JNYHOCTb;

[) U3MeHeHne HaMMeHOoBaHNA MeANLVNHCKOro N34einsa B 4YacTW TOBAapHOr0 3HaKa W NHbIX CPeacTB
UHAMBUOYANN3aLNK;

€) NCKoYeHne CBeAEHNIN 0 MOAENN (MapKe) MeaVLIMHCKOr0 N3AeNNs N3 peecTPoBON 3anucy;

)K) M3MEHeHMe amn3aiiHa MapKUpPoBKK 6e3 N3MeHEeHNS CUMBOJIOB, MPUMEHSIEMbIX NPY MAapKUPOBaHUN
MeONLMUHCKOro n3aenuns;

3) U3MEHEHNE KOda KaccudukaTopa B Cayyae BbiIX04a HOBOW pedakumnm KnaccudukaTopa Nocse NpuHATUS
peLleHns 0 rocylapCTBEHHON perncTpaumm MeguumMHCKOro N3fenns unn BHeECEHNA N3MEHEHNI B
LOKYMEHTbI, COlep)XaLlmecs B permcTpaLlnoHHOM oChe.

112. [1ns BHECEHUS B LOKYMEHTbI, COAepXKallMecs B perncTpaLuuoHHOM A0Cbe, U3MEHEHWI, YKa3aHHbIX B
nyHkTe 111 HacToswwmx MpaBun, 3asaBMTeNb He No3aHee Yyem vyepes 90 paboyunx OAHen Co AHA N3MEHEHNS
COOTBETCTBYOLWMX AaHHbIX MPEACTABASET B PEFNCTPUPYIOLLAA OpraH nocpeacTBoOM eanHOro JNYHOro
KabunHeTa 3asBUTENS:

a) 3asB/IeHME O BHECEHUN U3MEHEHUI B [OKYMEHTbI, COAEP)KALLMECS B PETMCTPALMOHHOM A0CbE, He
TpebyloLwmx NPOBeAEHNS SKCMEPTM3bI KaYeCcTBa, 3HEKTUBHOCTY 1 6e30NaCHOCTN MEANLIMHCKOrO M3Aenus,
cofepallee cBeleHUs, YKa3aHHble B NyYHKTe 64 HacTosawmx Mpasun, n LOMONHUTENBHO CoAepXallee
CBeJEHUSA 0 BHOCUMbIX U3MEHEHUSAX, @ TakXe (M0 MPUMEHNMOCTIN) CBEAEHNS O pe3ysibTaTax KJINMHNYECKNX
NCNbITaHUN MEAULNHCKOrO N34esins C yKa3aHneM HoMepa, AaTbl aKTa OLEHKMN pe3yibTaTOoB KJANHNYECKNX
NCMbITAaHUN MEANLMHCKOTO U3OeNNs, a TakXXe HaUMEHOBaHMNA MeANLIMHCKOW OpraHu3aumnm,

6) konua (konun) AOKYMeHTa (AOKYMEHTOB), MOATBEP)XAAOLWEr0 (MOATBEPXKAAIOLLMX) MOMHOMOYMNSA
YMNOJIHOMOYEHHOI0 NPeACTaBNTENS NPOM3BOANTENSA (M3roTOBUTENSA) NO NPEACTaBIEHNIO UHTEPECOB
npon3BOANTENS (M3roTOBUTENS), HECEHMIO OTBETCTBEHHOCTM B YacTW obpalleHna MeanLUNHCKOro N3aenuns
Ha TeppuTopun Poccuinckon ®epepaumn, B TOM 4YMUCSe Mo BOMNpPOCaM npouenyp OLeHKN COOTBETCTBUS 1
roCyapCTBEHHON PErucTpaLnm MeguUNHCKOro N34eNns, a TakXXe Mo 3aBEPEHNIO OOKYMEHTA (JOKYMEHTOB)
Nnpon3BOANTENS (M3roTOBUTENS), BCTYNUBLUErO (BCTYNMBLUMX) B CUY A0 OPOPMSIEHNS COOTBETCTBYIOLMNX
LOKYMEHTOB (OOKYMEHT (BOKYMeHThI) aBnseTcs (aBnsaoTcsa) obs3aTenbHbiM (0653aTeNbHbIMK) A5
WHOCTPaHHbIX MPON3BOAUTENEN (M3rOTOBUTENEN), OTEYECTBEHHBLIMI NPON3BOANTENSAMU (M3rOTOBUTENAMN)
npeacTaBnseTcs (MPpeacTaBAfOTCA) B Clyvae HaaM4yma yrnoJHOMOYEHHOr0 NpeaCcTaBMTeNd NPOU3BOANTENS
(n3rotosutens);

B) JOKYMEHThI, yKa3aHHble B NyHKTEe 65 HacTosAwmx MpaBw, npeTepnesLllne COOTBETCTBYIOLNE N3MEHEHNS
N CBUOETENbCTBYOLWME O TOM, YTO BHECEHUNE ITUX U3MEHEHUI He BieYeT 3a cobon N3MeHeHns CBOMNCTB U
XapaKTepUCTUK MeOULMHCKOro N3OeNuns, BANSAIOLWNX Ha ero 6€30MacHOCTb, Ka4ecTBO U 3DHEKTUBHOCTb,
WA COBEPLLUEHCTBYET €ro CBOMCTBA W XapaKTEPUCTUKIN MPU HEN3MEHHOCTU DYHKLMOHANLHOIO Ha3HaYeHNs
n (M) NnpuHUMNa 4EeENCTBMUS MEAULIMHCKOrO N3aenns,;

) KOMMW 0TYETOB O pe3yjibTaTax MHCMEKTUPOBAHMA NPOM3BOACTBA (B C/lyvyae, MpeayCMOTPEHHOM
nognyHkTom "6" nyHkTa 111 HacToAwmx MpaBnn):

KOMUN OOKYMEHTOB, MOATBEPXKAAIOLLMX COOTBETCTBMNE CUCTEMbI YIPaBNeHNsA KavyecTBOM TpeboBaHMAM K
BHEAPEHNIO, MOALEPXKAHWNIO N OLLEHKE CUCTEMbI YNPaBAEHNS Ka4eCTBOM MeAULMHCKUX U3ennii (B cyvae
NpoBefeHNs NHCNEeKL M UHCNEKTUPYIOLWEen opraHu3aumen, Haxoasawenca B BeieHnm (Noa4nHeHnn)
perncTpupylowero opraHa) (NnpeacTaBaseTcs 3asasmTenem no cobCTBEHHON MHMLMATUBE);

KOMUN OOKYMEHTOB, MOATBEPXAAIOLLMX COOTBETCTBMNE CUCTEMbI YIPaBNeHNs KavyecTBOM TpeboBaHMAM K
BHEAPEHNIO, MOALEPXKAHUNIO N OLLEHKE CUCTEMbI YNPaBIEHNS Ka4eCTBOM MeOAULNHCKUX U3AeNNiA
(MpencTaBNATCA B C/lyYae NPOBeAeHNS UHCMEKL MW MHCNEKTUPYIOLEN OpraHn3aUmnen, Haxoasawencs B
BeAeHUN (MogYMHEHMM) OpraHa rocyjapCTBEeHHON BAACTW rocyfapcTBa - YieHa EBpasminckoro
3KOHOMWYECKOro COt03a, YNOJHOMOYEHHOI0 Ha OCYyLLeCTBAEHNE U (MIn) KOOPANHALMIO feATeNlbHOCTU B
chepe obpalleHns MeANLMHCKX N3OeSIMA Ha TEPPUTOPUMN 3TOMO rocyapCcTBa, 3a UCKIYEHNEM
Poccuiickon ®epeparmm).
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113. PeructpupytoLLnin opraH He BnpaBe TpeboBaTb OT 3a9BUTENS YKa3blBaTb B 3asBJIEHNN O BHECEHUN
N3MEHEHUI B [LOKYMEHTbI, COAEPXKALLMECS B PETMCTPaLMOHHOM A0CbE, He Tpebylowmnx NpoBeaeHN
3KCMepTU3bl KavyecTBa, 3PPEKTUBHOCTA 1 6€30MacCHOCTN MEAULMHCKOrO N34eNns, CBEAEHNS 1
npeacTaBnaTb JOKYMEHTHI, HE NPeayCMOTPEHHbIE MYHKTOM 112 HacToAwmx Mpasun.

3asBuTENb BNpaBe NpeacTaBUTb MHble LOKYMeHTbI, 060CHOBbLIBaIOLME BHECEHNE N3MEHEHWIA, HE BAEKYLLMX
3a Cob0M N3MEHEHNS CBOWMCTB 1 XapaKTEPUCTMK MEANLMHCKOrO N34enns, BANSIOWMX Ha ero 6e30macHoCTb,
Ka4yecTBO 1 3P(PEKTNBHOCTb WM COBEPLUEHCTBYIOLLMX €ro CBOMCTBA U XapaKTEPUCTUKN NP HEM3MEHHOCTM
(PYHKLMOHANbHOIO Ha3HavYeHns 1 (Man) NPUHLMNAG OENCTBUSA MEOULMHCKOro U3aenuns, no cobCTBeHHON
NHMUMaTUBe.

Mpouenypa BHECEHUS N3MEHEHWI B JOKYMEHTbI, COAep KalLnecs B perncTpaunoHHOM AoCbe, He
TpebyLwnx NpoBeaeHNs 3KCNePTU3bl KavecTBa, 3PHEKTUBHOCTM M 6€30NaCHOCTN MeANLIMHCKOr0 U3Lesns,
OCYLLLeCTBAAETCS PErNCTPUPYIOLLMM OPraHOM B CPOK, He npeBbiwatownin 18 paboynx gHen co gHS
NOCTYNEeHNS 3a8BIEHNA O BHECEHUN N3MEHEHWN B [LOKYMEHTbI, COAep)Kallmecs B perncTpaLnoHHoOM
[0Cbe, He TpebyoLnX NpoBeAeHNS 3KCNEPTU3bl KavecTBa, 3NHEKTMBHOCTK 1 Be3onacHoCTH
MeLMLUNHCKOro U3fenvsa, u LOKYMEHTOB, NpefyCMOTPEHHbIX MYHKTOM 112 HacTosAwmx Mpaswu.

114. B TeyeHmne 5 paboynx gHen co OHSA NOCTYMNEHNS 3a8BAEHNS O BHECEHNN N3MEHEHWI B IOKYMEHTHI,
copepxalmecs B permcTpaunmoHHOM A0Cbe, He Tpebylowmnx NpoBeaeHNs 3KCNepTM3bl KaYecTBa,
3(pHeKTMBHOCTU 1 6€30MaCHOCTU MEOULNHCKOrO U3AeNns, U OKYMEHTOB, NPeayCMOTPEHHbIX MyHKTOM 112
HacToAwwmx MNpaBun, perncTpupyoLLMii opraH NPOBOAUT NPOBEPKY MOJSIHOTHI U [OCTOBEPHOCTH
COAEPXKALLMXCS B HAX CBEAEHNIA, B TOM YMCNE MyTEM CPaBHEHMA TaKMX CBEAEHU CO CBEAEHMAMN,
npeacTaBAeHHbIMY OpraHamMmn rocy4apCTBEHHOM BAACTW B NOPSALKE MEXBEAOMCTBEHHOIO
NHOPMaLMOHHOIO B3aMMOAENCTBINS NOCPEACTBOM CUCTEMbI MEXBEAOMCTBEHHOMO 3/IEKTPOHHOI O
B3aNMOLENCTBUS.

115. B cnyyae ecan 3asBneHNe 0 BHECEHUN U3MEHEHWI B OKYMEHTbI, COAEpXXaLLMecs B perncTpaLoHHOM
[0Cbe, He Tpebytowmnx NPoBeAEHNS SKCNEPTU3bl Ka4yeCcTBa, 3hdPeKTMBHOCTI 1 He3omacHOCTH
MeONLNHCKOro n3fenuns, opopMseHo C HapyLLeHeM NoJIOXKeHU NyHKTa 64 n nognyHKTa "a" nyHkTa 112
HacToawwmx MNpasun, n (Man) NnpeacTaB/ieHHbIE JOKYMEHTbI 0POPMIIEHbI C HAPYLLUEHNEM MONOXKEHWIA
NYHKTOB 53 - 55 HacToAwwmx Mpasun, n (Wn) B 3asBAEHUN O BHECEHUN U3MEHEHUI B OKYMEHTHI,
copepxalmecs B permcTpaunmoHHOM AoCbe, He Tpebylowmnx NpoBeaeHNs 3KCNepTM3bl KaYecTBa,
3h(hEeKTUBHOCTM 1 6€30NMaCHOCTU MEANLIMHCKOTO U3AEeNUS N NPEeACTaBNEHHbIX JOKYMEHTaX yYKa3aHbl
He[O0CTOBepHbIE CBeAEeHUS, U (UKN) LOKYMEHTHI, NpefyCMOTPEHHbIe MYHKTOM 112 HacToAwmx Mpaswun,
npeacTaBneHbl He B MOJIHOM 06beMe, perncTpupyroLLni opraH ysegoMaseT 3asaBmTens 0 HeobxoammocTm
YCTPaHeHWs BbISIBJIEHHbIX HapyLleHWUn 1 (Man) npencTaBieHns OTCYTCTBYIOLWNX AOKYMEHTOB B TevyeHue 30
paboyunx OHen Co AHA pa3MeLLEeHNs Takoro yBeLoMaeHns B popMe 31eKTPOHHOIO fOKYMEHTA,
NOAMNMUCAHHOI0 YCUIEHHON KBaJIM(PULMPOBAHHON 3N1EKTPOHHOM NOAMUCHIO YNOJHOMOYEHHOI 0
AO/MKHOCTHOMO NNLa, B €AUHOM JINYHOM KabuHeTe 3a89BUTENS U SNEKTPOHHOM KabnHeTe 3asaBuTens.
YcTpaHeHwve BbIBAIEHHbIX HAPYLUEHWUA 1 (MnKn) NnpeacTaBieHne [OKYMEHTOB, KOTOpble OTCYTCTBYIOT,
3a5BUTESNb OCYLLECTBASET NOCPEACTBOM €AUHOr0 IMYHOr0 KabuHeTa 3aaBUTENS.

Bpemsa co oHA yBeJOMAEHUS PerncTpupyowmMm opraHoM 3asasutens 40 OHA NoJlyYyeHUs oTBeTa Ha
yBEAOMJIEHNE WUJIN YBEAOMJIEHNSA O HEMNPEeACTaBAEHNN OTBETA Ha 3anpoC HE YYUTHLIBAETCS NMPU NCHUCTIEHNN
CpOKa npoLueaypbl BHECEHNS U3MEHEHUIN B LOKYMEHTbI, COAEPXKALLMECS B PErMCTPALMOHHOM A0CLE.

116. B cnyyae ecam B CPoK, He npeBblwatownin 30 paboynx gHen, He YyCTPaHEHb! BbISIBJIEHHbIE HAPYLLEHUS 1
(nnn) He NpefCcTaBsieHbl JOKYMEHThI, KOTOPbIE OTCYTCTBYIOT, B TOM YUCJIE C YH4ETOM MOJI0XKEHMSA NYHKTa 53
HacToAwwmx MNpaBua, perncTpUpyoLLni opraH NPUHUMAET peLLeHne 0 NPeKpaLleHnn AafbHenwero
paccMOTPEeHUs 3asaBIeHNSt O BHECEHUW N3MEHEHUI B LOKYMEHTbI, COAepXXallmMecs B perncTpaLnoHHOM
[0Cbe, He TpebyloLnx NpoBeAeHNs 3KCNepTU3bl KavecTBa, INHEKTMBHOCTY 1 Be3onacHoCTH
MeLMLMHCKOro U3aenuns, ¢ MOTUBUPOBAHHLIM 060CHOBAHMEM MPUYMH NMPUHATUS YKa3aHHOIO pPeLIeHNs.

117. B Te4yeHue 3 paboynx AHEN CO AHA 3aBepLUEHUS NPOBEPKM, MPefyCMOTPEHHON NYHKTOM 114
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HacToawwmx MpaBwA (B CyYae NpefcTaBAeHUs Hagnexawmnm o6pa3omM 0hOPMIEHHOr0 3aABJIEHNS O
BHECEHUN N3MEHEHWI B LOKYMEHTbI, COAEPXKALLMEeCs B PerucTpaLMoHHOM 0Cbe, He TpebytoLwmx
NpoBeAeHNs 3KCNepTuM3bl KavecTBa, 3PHeKTUBHOCTY 1 6e30nacHOCT MeAULIMHCKOro U3aenuns, U B NoJIHOM
obbemMe [OKYMEHTOB, MPeAyCMOTPEHHbLIX MYHKTOM 112 HacToAwwmx MpaBun), a TakxKe B Cyvyae yCTpaHeHus
B CPOK, He npesbiwalownin 30 paboynx AHERN, BbISBAEHHbLIX HapyLLeHUA 1 (unn) NnpeacTaBneHns
AOKYMEHTOB, MPeAyCMOTPEHHbIX MyHKTOM 112 HacToAwmx MpaBua, perncTpupyowmnin opraH NpuHUMaeT
pelueHre 0 Havane nNpouenypbl BHECEHNS U3MEHEHUI B AOKYMEHTHI, COAEPKaLLNECs B PErmcTpaLnoHHOM
L0Cbe.

118. B cpok, He npeBbiwatowmin 10 paboynx aHeN co OHSA NMPUHATUS PELLEHUS O HaYaie NpoLenypsl
BHECEHUS U3MEHEHWI B IOKYMEHTbI, COAepXKallnecs B perucTpaLlnuoHHOM LOCbe, PernCTPUpYoLWNA opraH
OCYLLECTBASET cnefyowmne MeponpuaTuns:

a) NpPUHATUE peLleHUs 0 BHECEHNW N3MEHEHWIN B OKYMEHTbI, COAepXKaLlunecs B perncTpaunuoHHoM Jocke,
KOTOpOe 0hOPMAAETCA MPUKA30M PErNCTPUPYIOLLErO OpraHa, ¥ MHOPMUPOBaHKE 3aABUTENS O MPUHATOM
pelleHnn NyTeM pa3MeLLleHns COOTBETCTBYIOLLEr0 YBEAOMAEHNS B (DOPMeE INEeKTPOHHOr0 AOKYMEHTa,
NOAMWCAHHOI0 YCUNEHHOW KBaMMPULNPOBAHHON 31€KTPOHHON NOAMMUCHIO YNOJIHOMOYEHHOI 0
LOJDKHOCTHOrO NMLa, B eAVHOM JIMYHOM KabuHeTe 3adBUTeNS N 3NEeKTPOHHOM KabnHeTe 3asBuTens;

6) BHeCeHne n3MeHeHWn B peecTpoBYIO 3aMnuchb.

VI. BHECEHME N3MEHEHWNI B JOKYMEHTbI, COAEPXKaLLMecs B perncTpaumnoHHoM focbe, TpebyioLmx
NpoBefeHNs SKCNepTM3bl KavecTBa, 3PHeKTUBHOCTM 1 6&30MacHOCTU MeANLVHCKOrO U3aenus

119. BHeceHne N3MEHEHMNIN B OKYMEHTbI, COAEPXKALLMECS B PErMCTPALMOHHOM LOCbE, 33 UCKIOYEHNEM
CJly4aeB, YKa3aHHbIX B MyHKTe 111 HacTosawmx MpaBu, oCyweCcTBAARTCA MO pe3yabTaTaM 3KCNepTu3bl
KayecTBa, 3deKTnBHOCTN 1 6e30MaCcHOCTM MeaMLIMHCKOro U3genns.

120. Ins BHECEHMA B 4OKYMEHTHI, COAepKallnecs B perncTpaunoHHOM A0Cbe, U3MEHEHWI, YKa3aHHbIX B
nyHkKTe 119 HacToAwwmx MNpaBun, 3a89BNTENb He No3aHee YeM yepe3 90 paboynx gHen Co OHS U3MEHEHMS
COOTBETCTBYIOLLNX AaHHbIX MOCPEACTBOM €4MHOM0 IMYHOro KabrnHeTa 3aaBMTeNd NpeaCTaBAsSET B
PErnCTPUPYIOLLNA OpraH:

a) 3asBJIeHNE O BHECEHUN U3MEHEHUI B JOKYMEHTbI, COAEPXKALLMECS B PETMCTPALMOHHOM A0ChE,
TpebyoLmx NPoBeAEHNS SKCNEPTM3bl KayecTBa, 3DHEKTUBHOCTM 1 6e30NacHOCTN MeANLIMHCKOrO U34enus,
cogepxallee CBeAeHNS, YKa3aHHble B MYHKTe 64 HacToAwmMx MpaBu, U 4ONONHUTESNIbHO COAEpXKallee
CBeLEHMNA 0 BHOCMMbIX N3MEHEHUSIX, @ TakXXe (N0 MPMMEHUMOCTN) CBEAEHNSA O pe3ynbTaTax KINHUYECKNX
NCMbITAaHUN MEAUNLNHCKOrO N34eNns C yKazaHMEM HOMEpPa, AaTbl akTa OLEHKN pe3ynbTaToB KANHUYECKNX
NCNbITaHUN MEANLNHCKOro N34esmns, HaMMeHOBaHNA MeANLNHCKON opraHn3aumm;

6) konuio (konun) JoKyMeHTa (LO0KYMEHTOB), MOATBEPXXAAtOLLEro (NOATBEP K AAOLLNX) NOJTHOMOYNS
YNOJIHOMOYEHHOI 0 NPeACTaBNTENS NPOMU3BOANTENS (M3roTOBUTENS) NO NPEACTABIEHNIO UHTEPECOB
Npon3BOANTENS (M3roTOBUTENS), HECEHMIO OTBETCTBEHHOCTM B YacTu obpalleHna MeaguUNHCKOro n3genuns
Ha TeppuTopun Poccuinckon ®enepaumnm, B TOM YMUCSIe MO BOMNPOCaM npouenyp OLeHKN COOTBETCTBUS 1
roCyfapCTBEHHOW PerncTpauunn, a Takxxe No 3aBepeHNI0 JOKYMeHTa ([OKYMEHTOB) NPON3BOANTENS
(n3rotoBuTeNA), BCTYNMBLLErO (BCTYNMBLLKX) B CUJYy 40 ODOPMIIEHNS COOTBETCTBYIOLWNX AOKYMEHTOB
(DOKYMEHT (BOKYMeHThI) aBaseTcs (aBnsoTcsa) obs3aTenbHbIM (0653aTeNbHBIMM) ANS MHOCTPAHHbIX
npounsBoauTenen (M3roToBUTENEN), 0OTEYECTBEHHBLIMY NPOMN3BOANTENAMMN (M3rOTOBUTENSMN)
npeacTaBnseTcs (NPeacTaBASIOTCA) B Clyvae HaaM4msa yrnoJHOMOYEHHOr0 NPeacTaBMTeNs NPOU3BOANTENS
(n3rotosutens);

B) LOKYMEHTbI, MOATBEPKAAOLLME BO3SMOXHOCTb OCYLLECTBIEHNSA NPON3BOACTBA MO agpecy (agpecam),
yKa3aHHOMY (yKa3aHHbIM) B 3a51BJIEHUMN O perncTpaLunm B Ka4ecTBe NPoOn3BOACTBEHHON
(Mpon3BOACTBEHHbIX) NOLWAaAKK (MI0WanokK) (Mo NPUMEHNUMOCTI): AOKYMEHTbI, MOATBEP XX AAtoLLNE
HaJinyne yCcaoBUIA NPON3BOACTBA, U (MK) Konnun cepTUNKATOB COOTBETCTBUS CUCTEMbI MEHEO)KMEHTA
kavecTBa TpebosaHnam MOCT ISO 13485-2017 wan ISO 13485:2016, a Takxe KONUN OTHETOB O paHee
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NpoBeeHHbIX MHCNEKLMAX Ha COOTBETCTBME YKa3aHHbIM CTaHAapTaM (B ciayvae npeacTaBieHns
YKa3aHHbIX CEPTUGUNKATOB COOTBETCTBUSA), U (MKN) KONUM LOKYMEHTOB, MOATBEP)KAAIOLLNX COOTBETCTBME
CMCTEMbI YNpaB/ieHUs Ka4ecTBOM TpeboBaHUAM K BHEAPEHNIO, MOALEPXKAHNIO N OLLEHKE CUCTEMBI
YyNpaBJieHNA Ka4eCTBOM MeAULMHCKMUX U3aenmin (NpeacTaBasioTCa B ClyYae NpoBeaeHns NHCNEKLUN
WNHCMEKTMPYIOLWEN opraHn3aumen, Haxo4alwenca B Be4eHnmn (Mo44MHEHN) opraHa rocyapCTBEHHON
BJIACTMW roCyfapcTBa - YieHa EBpasminckoro 3KOHOMMYECKOr0 Cot3a, YNOJHOMOYEHHOM0 Ha OCyLLeCcTBIeHne
1 (Man) KoopAMHaLUMIO AeATeNbHOCTY B cdhepe obpalleHns MegnUMHCKUX 34NN Ha TEPPUTOPUN 3TOrO
rocyapCTBa, 3a UCKYeHmem Poccninckon denepaunn);

) DOKYMEHTbI, yKa3aHHble B MyHKTEe 65 HacTosAwmx MpaBwu, npeTepnesLlumne COOTBETCTBYOLWMNE N3MEHEHMNSA
N CBMAETENLCTBYOWME O TOM, YTO BHECEHMNE 3TUX U3MEHEHWI He BaeYeT 3a c0B60N M3MEHEHMNS CBOWCTB 1
XapaKTEPUCTMK MEAULMHCKOrO N34eNns, BANSIOWMX Ha ero 6e30nacHOCTb, Ka4eCTBO U 3hPEKTUBHOCTD,
WA COBEPLLUEHCTBYET €ro CBOMCTBA N XapaKTEPUCTUKIN MPU HEN3MEHHOCTU YHKLNOHAbHOIO Ha3HaYeHNs
1 (nan) NpuHUMNa 4encTBnS MEANLNHCKOrO N3aenus.

3asBUTENb BNpaBe NPeACcTaBUTb MHble OKYMEHTbI, 000CHOBbLIBAIOLLNE BHECEHNE N3MEHEHUIA, HE BEKYLLNX
3a coboi N3MEeHeHNA CBONCTB N XapaKTePUCTUK MeQULMHCKOro N3Aenuns, BAnsALWnX Ha ero 6e3o0macHoCTb,
Ka4yeCTBO 1 3(EKTUBHOCTb M/IM COBEPLUEHCTBYIOLLMX €r0 CBOMCTBa N XapaKTEPUCTUKN NPU HEU3MEHHOCTH
(PYHKLMOHAIbHOr0 Ha3HavYeHns 1 (nam) npuHUUNa SeNCTBMA MeLULNHCKOro n3aenuns, no cobCcTeeHHoN
NHULMATUBE.

121. Peructpupytowwnii opraH He Brpase TpeboBaTb OT 3a8BUTENS YKa3blBaTb B 3asIBJIEHUN O BHECEHUN
N3MEHEHUN B [OKYMEHTbI, COAEPXKALLMECS B PErMCTPaLNOHHOM A0Cbe, TpebyoLwmnx NpoBeaeHUs
3KCMNepTU3bl KavyecTBa, 3PNEKTUBHOCTN 1 B€30MaCHOCTN MEOULMNHCKOIO N3OeNNs, CBEAEHNS 1
npeacTaBnATb LOKYMEHTbI, HE MPefyCMOTPeHHbIe MYHKTOM 120 HacTosAwmx Mpaswu.

122. B TeyeHmne 5 pabounx gHen co OHSA NOCTYMNIEHNS 3a8BAEHNS O BHECEHNN N3MEHEHWIA B IOKYMEHTHI,
cogepxalmecs B permcTpaunoHHoM aockbe, Tpebyowmnx NpoBeaeHUs 3KCNepTU3bl Ka4ecTBa,
3(pHeKTUBHOCTU 1 6€30MaACHOCTU MEAULNHCKOrO U3AeNns, N AOKYMEHTOB, NPeayCMOTPEHHbIX MyHKTOM 120
HacToAWwmMX MpaBua, perncTpupyowmnin opraH NPoBOAMT NPOBEPKY MOJHOTLI U OCTOBEPHOCTH
COAEPXKALLMXCS B HAX CBEAEHNIA, B TOM YMCNE MyTEM CPAaBHEHMA TaKMX CBEAEHU CO CBEAEHMAMN,
npeacTaBAeHHbIMW OpraHamMmn rocy4apCTBEHHOM BAACTW B NOPSAAKE MEXBEAOMCTBEHHOIO
MHGOPMaLMOHHOIO B3aMMOAENCTBINS NOCPEACTBOM CUCTEMbI MEXBELOMCTBEHHOMO 3/1IEKTPOHHOMO
B3aNMOLENCTBUS.

123. B cnyyae ecan 3asBneHNe 0 BHECEHUN U3MEHEHWI B AOKYMEHTbI, COAEPXKaLLMecs B PerncTpaLioHHOM
fnocbe, Tpebyowmx NpoBeAeHNS IKCNePTU3bl Ka4yecTBa, 3PPeKTUBHOCTM 1 6e30MacHOCTN MeULIMHCKOrO
n3genmsa, ohOpPMJIEHO C HAPYLLEHNEM NOJIOXKEHUIN NYHKTa 64 1 noanyHkKTa "a" nyHkTa 120 HacTosWwmx
Mpasun, n (nnn) NnpeacTaBieHHblE LOKYMEHTbI 0hOPMJIEHbI C HApYLUEHWEM MO0XEHWU NYHKTOB 53 - 55
HacToawwmx MNpasun, n (unn) B 3asBNEHNN O BHECEHUW N3MEHEHWI B OKYMEHTHI, cCofepxKalunecs B
perncTpaumoHHOM fOCbe, TPebyloLmX NpoBeAeHNs KCMEPTM3bl KaYeCTBa, 3OPEKTUBHOCTM 1
6e30MacHOCTM MeANLUMHCKOr0 N3Aenns 1 NpeacTaBAeHHbIX JOKYMEHTaxX yKa3aHbl HELOCTOBEPHbIE
cBefeHuns, 1 (MNKN) DOKYMEHTbI, MPeayCMOTPEHHbIE MYHKTOM 120 HacToswmx MpaBun, NpeacTaBeHbl He B
NoJIHOM obbeMe, perncTpupyoLLniA opraH yBeaomMaseT 3as8BUTeNsa 0 HeobXxoAnMOCTY yCTpaHeHns
BbISIBJIEHHbIX HapyLleHW 1 (Unn) NpeacTaBAeHUs OTCYTCTBYIOLNX AOKYMEHTOB B TevyeHune 30 paboymx
AHEN Co OHS pa3MeLleHns Takoro yBeaomaeHns B HopMe 3/1eKTPOHHOro AOKYMeEHTa, NOANUCAaHHOIO
YCUEHHOWN KBaJIM(PULMPOBAHHON 3NEKTPOHHOM NOAMUCHIO YNOJHOMOYEHHOr0 AOKHOCTHOrO nua, B
€0MNHOM JINYHOM KabuHeTe 3ad9BUTENS WU SNEKTPOHHOM KabnHeTe 3asaBmTens. YCTpaHeHNe BbISBNEHHbIX
HapyLeHnn n (unn) npeacTaBieHne JOKYMEHTOB, KOTOpPble OTCYTCTBYIOT, 3a9BUTEb OCYLLECTBASET
NnocpeaCcTBOM eINHOro NIMYHOro KabnHeTa 3aaBUTENS.

Bpemsa co oHA yBeJOMAEHUS PErncTpupyowmMm opraHoM 3asasuTens 40 OHA NoJlyYyeHUs oTBeTa Ha
yBe[oMJIeHMe Un yBe4OMJIEHUS O HeNpeaCTaBAeHU 0TBETa Ha 3anpoC He YYUThIBAETCS MPU UCHUCTIEHUN
CpOKa npoLueaypbl BHECEHNS U3MEHEHUI B LOKYMEHTbI, COAEPXKALLMECS B PErMCTPALMOHHOM A0CLE.
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124. B TeyeHune 3 paboymx gHen co aHS 3aBEpLIEHNS MPOBEPKU, MPeayCMOTPEHHON MYHKTOM 90 HacTOALWMX
Mpasun (B cnyvyae npeAcTaBieHUs Hagnexawmm obpa3oM opopMAEHHOr0 3a8BEHNS O BHECEHUM
N3MEHEHUN B fOKYMEHTbI, COAEP)KALLMECS B PErMCTPaLMOHHOM A0Cbe, Tpebyowmnx NpoBeaeHns
3KCMepTu3bl KayecTBa, 3O PEKTUBHOCTM 1 6€30NaCHOCTN MEANLUHCKOrO N34eNNs, U B MOAHOM 0bbeme
LOKYMEHTOB, NpeayCMOTPEHHbIX NyHKTOM 120 HacToAwwmx Mpasun), a TakxKe B Cyvae yCTpaHeHNs B CPOK,
He npeBblwatownin 30 paboynx gHen, BbIABAEHHbIX HAPYLUEHWA U (MIn) NpeaCcTaBAEHNS [OKYMEHTOB,
nNpeayCcMOTPEHHbIX MYHKTOM 120 HacToAwmx MNpaBun, perncTpupyowmn opraH NPUHUMAET peLleHmne o
Havane npouenypbl BHECEHUSA U3MEHEHMI B JOKYMEHTbI, COAEPXKaLLMeCs B PerncTpaLMoHHOM LOCbe.

125. B cniyyae ecnu B Cpok, He npesbiwatownidi 30 paboymx fHER, He yCTPaHEHbI BbiSBIEHHbIE HAPYLLEHWA U
(Mnu) He NpeAcTaBAEeHbl 4OKYMEHThI, KOTOpble OTCYTCTBYIOT, B TOM YUC/IEe C Y4ETOM MOJIOXKEHUS NYyHKTa 53
HacToAwwmx MNpaBui, perncTpupyroLLnii opraH NPUHUMAET peLLeHne 0 NpekpaLleHny gafbHenwero
PaccMOTPEHNS 3a8BNIEHNS O BHECEHUN U3MEHEHUIN B JOKYMEHTHI, COAEpKaLLNecs B perncTpaLnoHHOM
Aocbe, TpebyLlnx NpoBeAeHNs 3KCNePTU3bl KavecTBa, 3PHEKTUBHOCTY 1 6e30MacHOCTM MeANLMHCKOrO
n3penus, u LOKYMeHTOB, NPeLYyCMOTPEHHbIX MYHKTOM 120 HacToawmx Mpasun, n nHgpopmmpyeT 06 3TOM
3a58BUTENA NYTEM pa3MeLLeHns COOTBETCTBYIOLLEro yBeAOMIEHNA C MOTUBUPOBAHHbIM 060CHOBaHMEM
NPUYUH NPUHATUS YKA3aHHOMO peLleHns B JopMe 31eKTPOHHOr0 OKYMEHTa, MOAMUCAHHOMO YCUSIEHHON
KBanMULMPOBAHHON 3NEKTPOHHOW NOAMNUCHI0 YIOAHOMOYEHHOr0 AOKHOCTHOrO AnLa, B €4MHOM JINYHOM
KabnHeTe 3a9BMTENS U 3NIEKTPOHHOM KabuHeTe 3asaBuTens.

126. BHeceHWe N3MEHEeHU B JOKYMEHThI, COAEPKALLMECS B PErUCTPALMOHHOM A0Cbe, TpebyloLmx
NpoBeAeHNS 3KCNEePTM3bl Ka4ecTBa, 3PHeKTUBHOCTY 1 6e30MacHOCTM MeANLMHCKOro N3aenuns,
OCYLLECTB/IAETCA PErNCTPMPYIOLLMM OPraHOM B CPOK, He MpeBbilwatowmnin 36 paboynx gHen co gHA
NOCTYMNIEHNS 3a8B/IEHUS 0 BHECEHUW U3MEHEHWI B LOKYMEHTbI, COLepXKaLlnecs B perucTpaLuoHHOM
Aocbe, Tpebyolnx NpoBeeHNs 3KCNePTU3bl Ka4eCTBa, SPHEKTUBHOCTY 1 6e30MacHOCTM MeANLMHCKOrO
n3genns, n OKYMEHTOB, NPeayCMOTPEHHbIX NyHKTOM 120 HacToawwmx MNpasui.

127. B Te4yeHune 3 paboymx gHEN Co AHS MPUHATUS PELLEHNS O Havasne nNpoueaypbl BHECEHNS N3MEHEHWI B
LLOKYMEHTbI, cogep)xalimecs B perncTpaunoHHOM A0Cbe, PEerucTpupyoLwwnina oprad opopmaseT 1 BolhaeT
3aaHne Ha NPoBEeLEHME IKCMEPTU3bl IKCMEPTHOMY YHPEXAEHUIO.

128. OkcnepTmM3a 3as8BAEHNS O BHECEHUN U3MEHEHWN B OOKYMEHTbI, COOEPXaLLUNecs B PerncTpaLMoHHOM
nocbe, Tpebyolmx NpoBeaeHNs 3KCNepTU3bl KavecTBa, IPHeKTUBHOCTY 1 6e30MacHOCT MeANLIMHCKOr0o
n3genns, n JOKYMEHTOB, YKa3aHHbIX B MyHKTe 120 HacTosAwmx MpaBui, oCyLLeCcTBAAETCS OAHOBPEMEHHO C
NpoBeAeHNEM 3KCMEPTU3bl MOMHOThI U Pe3ybTaTOB UCMLITAHUA U UCCIEA0BAHUNA B CPOK, He
npesbiwaowmn 15 paboynx gHen co gHSA NOAYHEHNA SIKCMEPTHLIM YYpeXAEeHNEM COOTBETCTBYIOLLErO
3a4aHna perucTpupytowero opraHa.

129. MNpw NpoBeAeHUN IKCNEPTM3bl KayecTBa, IDHeKTUBHOCTM 1 6e€30NacHOCTN MeANLNHCKOrO N3AEeNNS He
L0MNyCKaeTcs ncTpeboBaHMe 3KCMEPTHLIM YYpeKAeHNEM Y 3aaBMTENS MNB0 MHbIX JIML, MaTePUanos,
Heobxo4MMbIX AN MPOBELEHUS IKCMEPTU3bI.

B cnyyae HeJoCTaTOMHOCTU 419 BbIHECEHWS IKCMEPTOM 3aK/0HeHNs MaTepranoB 1 CBEAEHNN,
copepXxallnxca B npencTaB/ieHHbIX 3asBUTeNeM 3a8BJIeHUN O BHECEHUN U3MEHEHUI B OOKYMEHTbI,
copepxalmecs B permcTpaunoHHoM gockbe, TpebyLwmnx NpoBeaeHNs 3KCNepTN3bl Ka4ecTBa,
3hheKTUBHOCTM 1 6€30NaCHOCTU MEANLIMHCKOMO U3AeNUs, U LOKYyMeHTax, NPefyCMOTPEHHbIX MyHKTOM 120
HacTosAwwmx Mpasun, 3KCNepT CTaBUT BOMNPOC O NPeACcTaBAeHUM eMy HEOOXOAUMbIX MaTeprnanoB U CBEAEHUN
nepen pyKoBOAWNTENEM 3KCMEPTHOr0 YYpeXAEHUS, KOTOPbIN obpaLlaeTcs C COOTBETCTBYHOLLMM 3anpocoM B
PerncTpupymoLLnMin opraH, BbiAaBLUNiA 3a4aHNe Ha NpoBeAeHMe IKCNePTU3bl. YKa3aHHbIN 3anpoc A0KeH
copep)xaTb MCYepnbIBaOLWNA NepeYeHb BCEX BOMPOCOB, MaTepMasoB 1 CBeAeHNA, He0bX0ANMbIX IKCNepTy
LN15 NpOBeleHns 3KCrnepTu3bl.

Pernctpupyowmnn opraH B TedyeHne 2 pabo4nx gHewn Co AHS NOCTYMNJIEHUS 3anpoca pyKoBoAUTeNs
3KCMEPTHOr0 YYpeXAEHNS HanpaBAseT 3asBUTENI0 3aNpPOC 0 NPeACTaBAEHNN HEODX0ANMbIX CBEAEHUIA C
yKa3aHMeM xapakTepa 3aMedaHnin u cnocoba nx ycTpaHeHus. YKa3aHHbIN 3anpoc HanpasnseTcs
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OOHOKPaTHO B (hopMe 371eKTPOHHOIr0 AOKYMEHTa, NOAMNNCAHHOIO YCUEHHON KBaM(ULMPOBaHHON
3/IEKTPOHHOWN NOAMUCHI0 YNOJHOMOYEHHOI0 LO/IKHOCTHOMO INLA, MOCPEACTBOM pasMeLleHuns B
3N1EKTPOHHOM KabuHeTe 3asaBMTensa n e4uHOM ANYHOM KabnHeTe 3asBuTens.

3asBuTeNb 0653aH NPeacTaBMTb OTBET Ha 3anpoC PErMCTPUPYIOLLLErO OpraHa NnocpeacTBOM eUHOro
JIM4yHoro KabrHeTa 3aaBMTeNdA B CPOK, He npeBbiwatownin 50 paboynx gHen co 4HA HanpaB/IEHUS 3TOro
3anpoca. B TeyeHmne 2 paboynx OHeN CO AHA NOCTYMJIEHNS OT 3asABMTENS OTBETA Ha 3anpoc
PerncTpupyoLWUn opraH HanpaeaseT Takol OTBET B 3KCMEPTHOE yypexaeHune. B cnyyae HenpeacTaBaeHus
no nctevyeHnn 50 paboynx gHeln 3adaBMUTENEM OTBETA Ha 3aMNpoC PErMCTPUPYIOLLMIA OpraH B TeYeHune 2
paboyunx [Hen HanpaBAseT B 3KCNEPTHOE yyYpeXAeHNE YBEAOMJIEHNE O HEMPEACTABAEHN N 3aBUTENEM
OTBeTa Ha 3anpoc PerucTpupytoLlero opraHa s noaroToBKU 3aKJII0YEHUS 0 BO3SMOXKHOCTM
(HEBO3MOXXHOCTW) BHECEHUS N3MEHEHWI B JOKYMEHThI, Cogep Kallnecs B perncTpaunoHHoM ocbe, hopma
KOTOPOro yTBep>xaaeTcs MMHMCTEPCTBOM 34paBooxXpaHeHus Poccniickon Pegepaunn (ganee - 3akayeHme
0 BHECEHWMN U3MEHEHWI B OOKYMEHTbI, COAEPXaLLMeCs B perncTpaLMoOHHOM J0Cbe), Ha OCHOBAHUN
LOKYMEHTOB, MMEIOLNXCS B €r0 Pacnops>XeHnu.

Bpems co OHSA HanpaB/ieHWsa 3anpoca perncTpupyowero opraHa Ao AHs NoayyYeHnUs OTBETa Ha 3amnpoc uan
yBEAOMJIEHNS O HEMNPeACTaBAEHUN OTBETa Ha 3aMpoC HE YYUTLIBAETCS NPU UCHNCNIEHNN CPOKa NPOBEAEHMNA
3KCMNepTU3bl KavyecTBa, IPHEKTMBHOCTN 1 6€30MaCHOCTU MEANLNHCKOrO N34enmns.

Mpwy BbIABNEHUW PETNCTPUPYIOLLMM OPraHOM B NPeACTaB/I€HHbIX 3a8BUTEIeM B OTBET Ha 3anpoc
AOKYMEHTaX He4OCTOBEPHbIX U (MSIM) HEAOCTATOYHbLIX CBEAEHUI NAN AOKYMEHTOB U (MAN) HECOOTBETCTBUS
othopMJieHNs NpeACcTaBAEHHbIX JOKYMEHTOB NON0OXKEHUAM NYHKTOB 53 - 55 HacToawmx Mpasun
PEerncTpupyoLLMin opraH B Te4eHne 2 paboymx AHEN HanpaBaseT 3asaBMTENO (B (hOpMe 3NIEKTPOHHOI0
LOKYMEHTa, MOANMCAHHOM0 YCUIEHHOW KBannLMPOBAHHON 31EKTPOHHON MNOAMMNCHIO YNOJHOMOYEHHOI O
L0J/DKHOCTHOMO ML, MOCPeACTBOM pa3MeLLeHNS B €4MHOM JIMYHOM KabnHeTe 3aBUTENS U SNIEKTPOHHOM
KabunHeTe 3a8BNTENS) MOTMBUPOBAHHOE PELLEHNE O BO3MOXXHOCTW MOBTOPHOIO NpeacTaBieHuns
3a8BUTENEM A0 ucTeveHnsa 50 paboymx OHEN CO AHA HanpaBJieHNs 3anpoca AopaboTaHHbIX JOKYMEHTOB.
Mpun HenpepcTaBAEHUN 3a89BUTESIEM B YKa3aHHbIN CPOK 3arnpallnBaeMblX JOKYMEHTOB 1 CBEAEHUNA
3KCMepTM3a KavyecTBa, IPPeKTUBHOCTM 1 6e30MacHOCTM MeMLIMHCKOrO U3Aenns Npoaos/HKaeTcs no
HaXOAALLMMCS B PaCroOPsXXEHNN SKCNEPTHOI0 YYpexx 4eHNS paHee NpeacTaB/ieHHbIM 3a8BUTENIEM
LOKYMEHTaM 1 CBeAeHUSM, COAePXXalLMMCs B perncTpaLMoHHOM LoChe.

130. OKCnepTHOE yyYpexxaeHne B CPOK, He NpeBbilLatoLwmii 15 paboynx oHen Co AHA NOSyYeHNs
LOKYMEHTOB, YKa3aHHbIX B NyHKTe 120 HacToAwmx Mpasu, NpOBOAMUT 3KCNEpTU3y, NpeayCMOTPEHHYO
NYHKTOM 127 HacToswmx MpaBun, n HanpaB/seT B PErMCTPUPYIOLMIA OPraH 3ak/l4yeHne 0 BHECEHN
N3MEHEHUN B LOKYMEHTbI, COAEPXaLLNeCs B PerncTpaLmMoHHOM LOChe.

131. OCHOBaHUSAMM 4N1S BbIHECEHUS IKCMEPTHLIM YYpeXXAEHNEM 3aK/0HEHNS O BHECEHWN U3MEHEHWI B
LOKYMEHTbI, cogep)xalimecs B perncTpaunoHHOM A0Cbe, CBMAETENbCTBYIOWEr0 0 HEBO3MOXHOCTH
BHECEHWNS U3MEHEHUI B LOKYMEHTbI, COAEPXKALLMECS B PErMCTPALMOHHOM 40Cbe, ABAAIOTCS:

a) HeJOCTOBEPHOCTb NMPeACTaBJIEHHbIX CBEAEHNI, 000CHOBLIBAKOLLNX BHECEHNE N3MEHEHWIA, B TOM YuUCe
BbISIBJIEHHbIX PEFUCTPUPYIOLLMM OPraHoOM No pesynbTaTaM rocyapCTBEHHOro KOHTpoas (Hag3opa) 3a
obpalleHnemM MeaANUNHCKNX N3Lennn;

6) oTCYyTCTBME B NpefCTaBEHHbIX 3aBUTENIEM AOKYMEHTaxX CBEAEHU, MOATBEPXKAAIOLLMX, YTO UIMEHEHUS,
BHOCUMbIE B AOKYMEHTHI, COAEpP>KaLlMecs B perncTpaumnoHHOM JOCbE, He BIEKYT N3MEHeHNe CBONCTB U
XapaKTEPUCTMK, BAMAIOLNX Ha Ka4yecTBO, 3PDEKTUBHOCTL U 6€30MacHOCTb MEANLIMHCKOrO U3AeNns, nau
COBEPLUEHCTBYIOT CBOMNCTBA W XapaKTEPUCTUKUN NPY HEM3MEHHOCTU (DYHKLIMOHALHOI0 Ha3HavYeHns 1 (nnu)
npuvHUMNa SencTBMA MeAULNHCKOrO N34enns;

B) OTCYTCTBME CBEAEHMI, MOATBEPXKAAIOLNX HEN3MEHHOCTb (PYHKLMOHANLHOI0 Ha3HaYeHUs n (nan)
npuvHUMNa SEeNCTBMA MEAULMHCKOrO N3AEeNNSA B CBA3M C BHOCUMbIMU U3MEHEHNAMW B LOKYMEHTALNIO;

r) HeobXo4MMOCTb NPOBEAEHNS FOCYAapPCTBEHHOWN PerncTpauum HoOBOro MeANLMHCKOro U3Lenmns B
COOTBETCTBUM C NyHKTOM 110 HacToswwmx MNpasun;
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[) Hannyne He[oCTOBEPHbIX CBEAEHUI B JOKYMEHTaX, COAEPXKALLNXCSA B PErMCTPaLNOHHOM f0ChE.

132. B cpok, He npeBbiwatowmnin 10 paboynx gHen co OHSA NOyYeHMs 3aKI0YEHNS O BHECEHUN U3MEHEHUI B
LOKYMEHTbI, COAepXallmecs B perncTpaunoHHOM A0CbEe, PErMCTPUPYIOLLNA OpraH oCyLwecTBaseT
cnepyloLine MeponpuaTus:

a) OLleHKa 3aKJIl04eHNS 0 BHECEHUN U3MEHEHU B OKYMEHThI, COAEPXKaLLMecs B perucTpaLmMoHHOM A0Cbe,
AN5 onpefeneHns COOTBETCTBUSA 3aflaHUIO Ha NMPOoBeLeHNe 3KCNepTussl. B ciyyae ycTaHoOBEHNS
HeCOOTBETCTBUSA 3aK/I0YEHUS O BHECEHNN U3MEHEHWIN B OKYMEHTbI, COAEPXKaLLMecs B perncTpaLuoHHOM
A0Cbe, YKa3aHHOMY 3aaHNI0 TaKoe 3aK/oyeHre BO3BpaLlaeTCsa B 9KCMepTHOE yypexaeHme Ha gopaboTky,
CPOK KOTOPOW CcoCTaBnseT He bonee 2 paboymx AHEN CO AHA MNONYYEHNS IKCNEPTHBLIM YYPEXAEHNEM
BO3BpaLLEHHOro 3aK/Il04eHNS;

6) B cnyvyae nonyveHnsa 3akJI0YEHNS 0 BHECEHUN N3MEHEHWNI B AOKYMEHTHI, COAEP KaLLMeCs B
perncTpaumMoHHOM LOCbe, NpeayCMOTPEeHHOro NyHKToM 131 HacTosawwmx MNpasun, He No3gHee cieayowero
paboyero AHA Nocsie NPOBEAEHNS OLEHKMN TaKOro 3aK/l0o4eHNs 19 ONpefeneHns COOTBETCTBUS 3a4aHNio
Ha NPOBeAEeHNEe IKCNEPTN3bl PEFMCTPUPYIOLLNIA OPraH pa3MeLLaeT 3/IEKTPOHHLIA 06pa3 3TOro 3ak4eHns
B 9JIEKTPOHHOM KabuHeTe 3asaBMTeNa 1 HanpaBaseT COOTBETCTBYOLWMNE CBEAEHNS B €AMNHbIV JINYHbIN
KabuHeT 3aaBuTENS.

B TeyeHme 10 paboynx AHEN CO AHA pa3MeLLeHNs B IN1eKTPOHHOM KabrnHeTe 3asBUTeNs 3aKI04eHUs o
BHECEHWW N3MEHEHWI B JOKYMEHThI, CoAep Kallinecs B perncTpaunoHHOM A0Cbe, yKa3aHHOro B nyHkTe 131
HacToawwmx MNpaBu, 3a8BUTENb BMPaBe 03HAKOMUTbLCS C 3aKJIIOYEHNEM O BHECEHWUN N3MEHEHWI B
LOKYMEHTbI, COAepXKaLlmecs B permcTpaunuoHHOM A0CbE, U, MPY HaAN4YMmM BO3Pa)KeHn, HanpasnTb
BO3pa)KeHns NoCPeACTBOM 31EKTPOHHOIr0 KabnHeTa 3aaBUTeNS.

B ciyyae nocTynieHus NocpeacTBOM 3/1eKTPOHHOr0 kKabrvHeTa 3asBUTeNs B CPOK, He npeBbiwatowmin 10
paboynx OHEN, BO3ParKEHU 3aABUTENS Ha 3aK/0YEHNE O BHECEHUN N3MEHEHWI B JOKYMEHTHI,
cofepxalumecs B permcTpaunoHHoM L0Cbe, NpefycMoTpeHHoe NyHKTOM 131 HacToawmx MNpasun,
PerncTpupytoLmin opraH B Te4yeHne 30 paboumx aHen Co AHS NOCTYMIEHUS BO3PaXXEHWNIN paCCMaTPUBAET KX
C NPUBJIEYEHNEM 3KCNEPTHOr0 yYpeXxAeHuns, BbIHECLLEro Takoe 3akoyeHune. B cyyae ecnu B
YCTAHOBJ/IEHHbI CPOK BO3PaXXeHWs 3a8BUTENA He MOCTYNUAN, PErNCTPUPYIOLLMIA OPraH OCyLLeCcTBASeT
MeponpuaTUA, NpefyCMOTPEHHbIE NoAnyHKTaMu "B" 1 "r" HacTosAwero nyHkTa. [pn paccMoTpeHumn
BO3PaKEHMNIN PErncTpupyoLWwmnin oprad Npyu HeobxXxoANMOCTY Aayn NOACHEHWI MPUBNIEKAET 3a8BUTENS.

Mo nToram paccMoOTPeHMS BO3PaXKEHUN NPUHNMAETCA peLleHne O MPU3HAHUM BO3PaXXEHWU MONHOCTbIO UK
4aCTU4HO 060CHOBaHHbLIMK, KOTOPOE 0YOPMASETCSH NMMCbMOM PEruCTPUPYIOLLEro OpraHa 1 HanpasBaseTCs B
agpec 3KCNepTHOro yYpeXAeHns C NPUI0KEHNEM 3aKIK0HEHNS O BHECEHUN U3MEHEHUIN B LOKYMEHTHI,
copepxalmecs B permcTpaumnoHHoOM gockbe, NPpeayCMOTPEHHOro NyHKToM 131 HacTosawmx MNpasun, Ha
nopaboTKy, CPOK KOTOPOM He npeBbiwaeT 5 paboynx gHen Co AHA NOJTyYeHUS 3KCMEPTHLIM yYpexaeHneM
BO3BpPALLEHHOr0 3aK/04eHNS 0 BHECEHWUMN U3MEHEHWIN B JOKYMEHTbI, COAEPXKaLLMeCs B perncTpaumoHHOM
nocbe, NMbo 0 NPU3HaHUM BO3PaXKEHUI NOJIHOCTLI0 HE 060CHOBAHHbIMU.

BpeMs co OHS pa3MeLleHns perncTpupyoLwWwmnM OpraHoM B 3/1EKTPOHHOM KabrHeTe 3asBUTeNs 3aKI0YEHUS
0 BHECEHUM U3MEHEeHUIN B JOKYMEHTbI, COAepXallMecs B perucTpaLMoHHOM 0Cbe, YKa3aHHOrO B MyHKTe
131 HacToswWwwmx MNMpaBun, 4O NPUHATUS PELLUEHUS MO UTOFaM PaCCMOTPEHUS BO3PaXXEHU HE YYUTbIBAETCA
NPV NCYNCIEHNUN CPOKa NPOBEAEHMNS IKCMEPTU3bI Ka4ecTBa, 3NHEKTUBHOCTM 1 B6e30nacHOCTU
MeLMLNHCKOro n3genus;

B) MPUHATME PELLIEHNS O BO3MOXHOCTU (HEBO3MOXXHOCTW) BHECEHNS N3MEHEHWI B AJOKYMEHTHI,
cofepxalumecs B permcTpaunmoHHOM 40Cbe, KOTOPOe 0hopMIISEeTCA NPUKa3oM PerncTpupytowero opraHa, u
NHMOPMUPOBAHUE 3a5ABUTENSA O MPUHATOM PELUEHUN NyTeM HarnpaBieHUs COOTBETCTBYIOLLEro YBeLOMJIEHMA
B hopMe INEKTPOHHOr0 AOKYMEHTA, NOAMMCAHHOI0 YCUIEHHON KBAJMPULNPOBAHHON 3NEKTPOHHON
NOAMUCHIO YMOSIHOMOYEHHOI0 AO/KHOCTHOMO ANLA, UK pa3MeLleHns B €4MHOM INYHOM KabuHeTe
3a89BUTENSA N 3NIEKTPOHHOM KabuHeTe 3adaBuTens;

) BHECEHUNE U3MEHEHWIN B PEECTPOBYIO 3aMnCh (B CyYae NPUHATUS PeLLeHns 0 BOSMOXHOCTY BHECEHMS
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M3MEHEHWI B IOKYMEHTbI, COEepXKallMecs B PerucTpaunoHHOM 40Cbe).

133. OcHOBaHMSAMU ONA NPUHATUS pelleHns 06 0TKase BO BHECEHWUN N3MEHEHUI B IOKYMEHTHI,
collepXKallnecs B permcTpaunoHHOM 0CbE, ABNSIOTCS:

a) NoyYeHne PernucTpupyoLLMM OpraHoM 0T SKCMEPTHOMO YYPEXAEHNS 3aKJTIOYEHUS 0 BHECEHWN
N3MEHEHWI B OKYMEHTbI, COZIEPXKaLLMECS B PErUCTPALIOHHOM OCbE, CBUETE/IbCTBYIOLLETO O
HEBO3MO)XHOCTW BHECEHWS N3MEHEHWI B AOKYMEHTbI, COAEPXKALLNECS B PEFMCTPALMOHHOM [0Cke, U (Un)
MPUHATUE PETUCTPUPYIOLLIM OPraHOM PELLEHUS 0 MPU3HAHUK BO3PAXKEHUIA 3a9BUTENS HE 0O0CHOBAHHLIMU
MOSHOCTbLIO MW HYACTUYHO;

) BbISIBIEHNE PErUCTPUPYIOLLIMM OPraHoOM Mo pe3ynbTaTaM (elepasbHOro rocyaapcTBEHHOr0 KOHTPOS
(Hap3o0pa) 3a obpalleHneM MeaULIMHCKIX N3AeNniA HECOOTBETCTBUI AaHHbIX 06 3(h(EKTNBHOCTY 1 O
6e30nacHOCTM MeAULMHCKOrO N3AENNS AaHHBIM 0 MEAULIMHCKOM U3ENNW, COAEPXKALLNMCS B 3asBJIEHUMN O
BHECEHMUN N3MEHEHUI B JOKYMEHTLI, COEPXKALUMNECS B PETNCTPALIMOHHOM A0Cke, TPebyloL X NpoBeaeHs
3KCNEePTU3bl Ka4ecTBa, 3NEKTUBHOCTY U BE30MACHOCTU MEANLIMHCKOrO U3LENNS, U OKYMEHTAX,
YKa3aHHbIX B NyHKTe 120 HacToAwwmx Mpasu.

VIl. 0cobeHHOCTM BHECEHUS N3MEHEHWI B OOKYMEHTbI, cOAepPXallnecs B peErncTpaumMoHHOM AOChbe Ha
nporpamMmmMmHoe obecneyeHune ¢ npnMmeHeHnem TEXHONOr NN NCKYCCTBEHHOI0 MHTEJNINIEKTA, ABJiAloLLeecA
MEeONLUNHCKUM N30ennem

134. BHeceHWe N3MeHeHUn B JOKYMEHTbI, COAepKaLLMecs B perucTpaLoHHOM A0Cbe Ha MporpaMMHoe
obecneyeHne C NpUMeHeHNeM TEXHOMOM A UCKYCCTBEHHOMO MHTE/IEKTa, ABAsSoLeecs MeANLNHCKUM
nsgenuem:

a) Mpu OTCYTCTBMM Yy NpOrpaMMHOro obecneyeHuns ¢ MPUMEHEHNEM TEXHOJIOM Ui MCKYCCTBEHHOMO
WHTeNNeKTa, ABASIOWErocs MeANLNHCKUM N34eNneM, BCTPOEHHON (hYHKLMN aBTOMATUYECKON nepesayn B
nopsifike, yTBep>XAEHHOM perucTpupyoLmnM opraHom, B aBTOMaTU3NPOBAHHYIO MH(OPMAaLMOHHYIO CUCTEMY
perncTpupytoLLero opraHa nHgopmauum 06 obpabaTbiBaeMbixX AaHHbIX, pe3yfibTaTax AeNCTBUSA
NporpamMMHOro obecrneyeHns C NPUMEHEHNEM TEXHONOM M NCKYCCTBEHHOMO MHTE/IeKTa, SBAAIOLEerocs
MeAULMHCKM U3LEeNIMeM, a TakXKe CBeLleHNI, MpelyCMOTPEHHbIX NOpsAKOM coobuieHuns cybbekTamu
obpalleHns MeaULUHCKUX n3genunin 060 Bcex cnyvasnx BbiABAEHUS NOBOYHbLIX AEeACTBUIA, OCYLLECTBAAETCA B
COOTBETCTBMUM € NyHKTamm 110 - 133 HacToawwmx MpaBua (M0 NPUMEHNMOCTHN);

6) B 4YaCTM BHECEHUS U3MEHEHMWIN B HYMEPALIMIO BEPCUW, KOTOPLIE He BAMAIOT Ha PYHKLNOHANbHOE
Ha3HayeHue 1 (Wamn) NPUHLMN LEeNCTBUA NPOrpaMMHOro obecneyveHns C NpUMeHeHNeM TeXHOI0rnii
MCKYCCTBEHHOr0 UHTENJIEKTa, ABNAIOWErocs MEAULMHCKAM U3AeNIMeM, NP HaJuyYun y Takoro
nNporpamMMHOro obecrnevyeHns BCTPOEHHON (YHKLIMM aBTOMaTUYECKOW Nepefayn B NopsLKe, yTBEP)KAEHHOM
PerncTpupyloLLmM OpraHoM, B aBTOMaTU3MPOBAHHYO NH(POPMALIMOHHYIO CUCTEMY PErnCTPUPYIOLLErO
opraHa nHgopmauun 06 obpabaTeiBaeMbiX AaHHbIX, pe3yfibTaTax AeNCTBMSA YKa3aHHOro NPorpaMMHOro
obecneyeHns, a TakKe CBeLEHMIN, NPeayCMOTPEHHbIX MOPSAKOM coobleHns cybbekTammu obpaleHns
MeLMNLMHCKNX n3aennii 060 BCex CNlydasx BbiiBNeHWS MOBOYHbIX LENCTBUIN, OCYLLECTBASETCS B
COOTBETCTBUM C NyHKTamMu 119 - 133 nam 135 n 136 HacTosawmx MNpasun.

135. [1ns BHECEHUS N3MEHEHWI B AOKYMEHTbI, COAEPXXaLLMecs B perncTpaLuuoHHOM AOCbE Ha MPOrpamMMHoe
obecneyeHne C NPMMEHEHNEM TEXHOIOMMIA UCKYCCTBEHHOMO UHTENIEKTa, ABAsoWeecs MeaULNHCKUM
n3penuem, B HaCcTU BHECEHNS U3MEHEHUIN B HyMepaLuio ero BepCuK, KOTOpble He BAUAIOT Ha ero
(DYHKLIMOHaNbHOE Ha3HayveHne 1 (Mam) NPUHUUN AENCTBKA, 3a8BUTENb NOCPEACTBOM €4MHOr0 IMYHOIO
KabnHeTa 3aaBMTeNa NPeACcTaBNseT B PErucTPUPYIOLLNA OpraH 3asBfieHNe 0 BHECEHUN N3MEHEHWI B
LOKYMEHTbI, COAepXaLlnecs B perncTpaLMoHHOM AOCbe Ha MporpamMMHoe obecneyeHme C NpUMeHeHneM
TEXHOJIOTNIA NCKYCCTBEHHOIO MHTENNIEKTA, SBASALLIEECS MeANLMHCKAM U3LEeSIMEM, B KOTOPOM yKa3blBaloTCA
cnefywolwne cBefeHns:

a) HaMMEHOBaHNE MEeNLIMHCKOr0 U3fenuns;

6) cBegeHMsa 0 perncTpaLmMoHHOM HOMepe U faTe rocyaapCTBEHHOW perncTpauny MeauumnHCKoro n3genns
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(BHECEHUMN N3MEHEHMNIN B JOKYMEHThI, COAEP KaLUMecs B permncTpaunoHHOM A0ChE);

B) B OTHOLUEHUW 3aABUTENS - MOJIHOE M COKpPaLLEHHOEe (MpY HaNN4Mn) HaMMEHOBaHWS, OpPraHn3aLMoOHHO-
npasoBas opMa, NAEHTUGONKALNOHHBIA HOMEp HanoronnaTenbLlMKa (Mpu Hanan4nmn), agpec MecTa
HaX0XXAEHUS - ONS OPUONYECKOro nLa Man daMuans, UMa U 0THECTBO (MPY HaNNYMK), PEKBU3UTDI
LOKYMEHTa, YA0CTOBEPSIOLLEr0 IMYHOCTb, MAEHTUPNKALMOHHBIA HOMEpP HasoronaaTenbwmka (npu
HaAM4Mn), agpec MecTa XUTenbCTBa - AJ19 PU3NYECKOro AnLa, 3aperncTPUpPoBaHHOIO B Ka4ecTBe
WHAMBUAOYANbHOMO NpeanpuHNMaTens, a TakXkxe HoOMep TenedoHa 1 afpec 3NeKTPOHHOW MOYThI
IOPUANYECKOr0 NLa UK Gr3nyYeckoro anua, 3aperncTPUpPoBaHHONO B Ka4yeCTBe NHAMBUAYaAbHOIO
npeanpuHUMaTens;

r) nHopMaLmsa 0 Bepcumn NnporpamMMHoro obecneyeHmsa C NpUMEHEHNEM TEXHONOM NI MCKYCCTBEHHOIO
NHTENNEeKTa, ABAIOWErocs MeANLUHCKUM U34EeNNEM, CBEAEHNS O KOTOPON A0/KHbI ObITb BHECEHbI B
roCyAapCTBEHHbLIN peecTp;

[1) CBeOEeHMs, NO3BOASAKLWME NAEHTUDULNPOBATL PE3ybTaTbl KIIMHNYECKUX UCTIbITAHUIA MPOrPaMMHOr0
obecneyeHns C NPUMEHEHNEM TEXHOJIOT NI UCKYCCTBEHHOIO MHTEINEKTA, ABASIOLLErocs MeanLMHCKUM
nsgenvem (C ykasaHmem Homepa, AaTbl aKTa KINHUYECKUX NCMbITaHUA MeANLIMHCKOrO U3AENNs, a TakXe
HaUMEHOBaHUSA MeAULMHCKON OpraHun3aLunm);

e) ceefeHnsa 06 onnaTe rocyaapCcTBEHHOWN MOWAMHBI (daTa M HOMEpP NAATEXHOro MOpPyYeHNs);

)X) cBefleHns 06 OTBETCTBEHHOCTM 3as8BUTENS 3a LOCTOBEPHOCTb U NAEHTUYHOCTb UHGOPMaLIUN,
COoAepKallencs B permcTpaLlmoHHOM A0CbE U 3asBAEHUN O BHECEHUN N3MEHEHW B JOKYMEHTHI,
coaep)Kallmecs B permcTpaumnoHHOM JOCke Ha nporpaMMHoe obecneyeHne ¢ NPUMEHEHNEM TEXHOIOT
NCKYCCTBEHHOIO MHTENNEKTA, ABASIOLLIEECS MEANLIMHCKM U3AENNEM,

136. B Te4yeHme 5 paboynx gHen co AHSA NOCTYMNAEHMA 3adBAEHNS O BHECEHWNN U3MEHEHWI B LOKYMEHTHI,
coaepxallmecs B permcTpaLluoHHOM A0CbE Ha NporpaMMHoe obecrnevyeHune C NpUMeHEHNEM TEXHONOM I
NCKYCCTBEHHOIO MHTENEKTA, SABASIOLEECHd MEANLNHCKM U3ennemM, perucTpupyoLwWwmin opraH NpoBoanT
NMPOBEPKY MOSIHOTbI 1 JOCTOBEPHOCTU COAEPKALLMXCSA B HEM CBEAEHW, B TOM YMCJSIE MYTEM CPaABHEHNS
TaKUX CBeZIEHMIN CO CBEAEHUSAMM, NPEACTABIEHHbIMU OpraHaMmn rocyapCTBEHHOWN BNacTX B NOpsKe
MeXXBEeAOMCTBEHHOI0 MH(POPMALMOHHOI0 B3aNMO4ENCTBUSA MOCPEACTBOM CUCTEMbI MEXBELOMCTBEHHOIO
3N1EKTPOHHOr0 B3aUMoenCcTBMA. B TeveHne 5 paboyumx OHeN CO AHSA 3aBEPLLUEHNS YKa3aHHON NPOBEPKU:
a) B C/lyvae NpeAcTaB/ieHnsa Haanexalnm obpa3om opopMaEHHOr0 3asBJIEHNSA O BHECEHUN N3MEHEHWIA B
JNOKYMEHTbI, COAep Kallnecst B permcTpaLuoHHOM A0CbE Ha NporpaMmHoe obecneyvyeHune C NpMMeHeHNeM
TEXHOJIOTNA NCKYCCTBEHHOIO UHTEJ/IIEKTA, SBASIOLLEECH MEANLIMHCKUM N3OENNEM, PETUCTPUPYIOLLNIA OpraH
NPUHMMAET peLLUeHNE 0 BHECEHNN N3MEHEHUI B [IOKYMEHTbI, COEP)XallMecs B PermcTpaLuoHHOM A0Cke,
KOTOpPOEe 0hOpPMASETCA NPUKA30M PErUCTPUPYIOLLErO OpraHa, MHOPMUPYET 3asaBUTENSA O MPUHATOM
peleHnn NyTeM pa3MeLleHns COOTBETCTBYIOLLEr0 YBeAOMEHNS B (hOPMeE 3/IEKTPOHHOIO LOKYMEHTa,
NOAMMUCAHHOIr0 YCUIEHHOW KBaIN(ULMPOBAHHON 3IEKTPOHHON NOAMUCHI0 YIOJHOMOYEHHOI O
AO/MKHOCTHOMO nLa, B €4MHOM JINYHOM KabuHeTe 3adBUTENS U 3IEKTPOHHOM KabnHeTe 3aaBmTens, a
Tak)Xe BHOCUT N3MEHEHNS B PEECTPOBYIO 3aMunchb;

6) B cniyvyae ecnm B NpeacTaBNIEHHOM 3asBAEHNN O BHECEHUWN N3MEHEHWI B JOKYMEHTLI, COAep Kallnecs B
perncTpaumMoHHOM LOCbe Ha NporpaMMHoe obecneyeHme C MPUMEHEHNEM TEXHOIOMUA NCKYCCTBEHHOIO
WHTENNEKTa, ABNAIOWEECS MEAULMHCKAM U3ESIMEM, YKa3aHbl HELOCTOBEPHbIE CBelleHNs Nnbo cBeaeHuNs,
npefycMoTpeHHble MYHKTOM 135 HacToAwmx MpaBw, NpeacTaB/ieHbl He B MOJIHOM obbeMe,
PErNCTPUPYIOLWLMIA OPraH NPUHUMAET PELLEHNE O NMPEKPALLEHNIN AaSIbHENLLIEro pacCMOTPEHUS 3asaBIEHNS O
BHECEHWW N3MEHEHWI B AOKYMEHTbI, COAep Kallnecs B perncTpaLMoHHOM A0Cbe Ha NPOorpamMMHoe
obecneyeHne C NPUMEHEHNEM TEXHOJIOM NI UCKYCCTBEHHOMO MHTEJIJIEKTA, ABASIOLEECS MEANLNHCKIM
nsgennem, n nHgpopmupyeT 06 3TOM 3a8BUTENS NYTEM pa3MeLLEHNS COOTBETCTBYHOLLEr0 YBEAOMIIEHUS C
MOTWUBMPOBAHHbLIM 060CHOBaHMEM MPUYUH NPUHATUA YKa3aHHOrO peweHnsa B (popMe 31eKTPOHHOI0
AOKYMeHTa, NoANMCaHHOro yCUAEHHON KBaMPULNPOBAHHON 3N1EKTPOHHOM NOAMNCLIO YMOJHOMOYEHHOIO
AO/MKHOCTHOMO NNLa, B €AUHOM JINYHOM KabuHeTe 3a8BUTENS U SNEKTPOHHOM KabnHeTe 3asaBuTens.
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VIIl. OTMeHa rocyaapCTBEHHOM PErncTpaLmnm MegmumnHCKoro n3aenms

137. PernctpupyoLwnin opraH NpMHUMaeT peLleHne 06 0TMeHe roCyAapCTBEHHON perncTpaumm
MeLMVLMHCKOr0 U3fenuns B CnefyrLlmx cnyvyasx:

a) nofaya 3aABUTENEM MOCPEACTBOM MHOM0 INYHOrO KabnHeTa 3asBuUTeNs 3aaBneHnsa 06 oTMeHe
roCyapCTBEHHON perncTpaum MeanmumMHCKOro n3fenuns, Coaepxallero CBeleHns B COOTBETCTBUM C
NyHKTOM 138 HacToAawmx Mpasun;

6) BbIHECEHME CY0M peLleHUs 0 HapyLleHnn nNpaB npaBoobnafaTens Ha pe3ynbTaThl UHTENNEKTYabHON
AeATeNbHOCTU N NPUPABHEHHbIE K HAM CPeacTBa MHAMBUAYaAM3aLuy npy obpalleHnm MegnuumHCKNX
n3genmn (unm ero mogenen (Mapok);

B) NpeACTaB/ieHne YNoAHOMOYEeHHbIM MpaBuTenLCTBOM Poccuickon ®epepauun pegepasibHbM OpraHoM
NCNOJIHNTEIbHON BJIACTMW MO pe3yfibTaTaM OCYLWEeCTBASEMOro UM efaepasibHoro rocyaapCTBEHHOro
KOHTpONS (Haa3opa) 3a obpalleHnemM MeaULNHCKUX N3LEeNN CBEAEHNIA, NMOATBEPXAAOLWNX (aKThl U
obcToATEeNbCTBA, CO3AA0WME YIPO3Y XU3HN 1 300POBbI0 FpaXKAaH N MeANUNHCKMX paboTHNKOB Npu
NPUMEHEHUN W 3KCMyaTauum MeanUMHCKUX N30enunn;

) BbiiBA€HME PErUCTPUPYIOLLMM OpraHoM No pesynbTaTaM hefepanbHoro rocyLapCTBEHHOr0 KOHTPOS
(Hap3opa) 3a obpalleHnemMm MeaNLUHCKNX U3Oennii HeJ0CTOBEPHOCTU CBEAEHUI B lOKYMEHTAX,
cofepXalmnxcs B perncTpauuoHHOM f0Ckbe, MPeAcTaBAEHHbIX 3a9BUTENEM 1 MOBAUABLUMX Ha pe3ynbTaThl
3KCMepTU3bl KavyecTBa, 3PHEKTUBHOCTY 1 6€30MacHOCTU MEAULUHCKOrO N34enuns;

[) NONy4YeHNe PerncTPUPYIOLLMM OPraHoM 3aKJII04EHNS SKCMEPTHOMO YYPEXAEHNS O TOM, YTO
coepxxalimeca B rocylapCTBEHHOM peecTpe UHCTPYMEHT, annapaT, npubop, obopyLoBaHue, MaTepuan u
npo4yve n3genuns rno ceoeMy yHKLUNOHaNbHOMY Ha3HaYeHUIo 1 (Man) NPUHLUNY LENCTBUSA HE MOryT
NPUMEHATLCA B MEANLIMHCKUX LensxX U (Wn) He ABAAITCS MEQULMHCKUMW NU3OeMAMN. 3aK/lo4yeHmne
3KCMEPTHOr0 y4YpeX4eHNA 0 TOM, 4TO COAEpXKaLlmecs B rocyAapCTBEHHOM peecTpe MHCTPYMEHT, annapar,
npnbop, obopyLoBaHMe, MaTepman 1 Npoyne U3nenmns no CBoemMy yHKLMOHaNbLHOMY Ha3HaYeHWIo 1 (1an)
NPUHLUNY OENCTBUSA HE MOrYT NPUMEHATLCS B MEANLIMHCKMX Lensax 1 (Man) He aBAsioTCA MeANLMHCKUMA
n3gennamun, NpeacTaBnseTcs (HanpaBAsSEeTCA) IKCNEPTHLIM YYPeX AEHNEM B PETMCTPUPYIOLLIAA OpraH B
TeyeHue 10 paboyux gHen CO OHS NOCTYMJIEHUS B IKCMEPTHOE yYpexAeHne COOTBETCTBYIOLLEro 3agaHuns
PerncTpupytoLero opraHa C NpUIoOXKeHNeM LOKYMEHTOB, COAEPXKALLNXCA B PerncTpaLMoOHHOM AOCbe.

B cnyvae nocTynaeHus B perucTpupyoLwwmnii opraH 3akJilo4eHns 3KCNePTHOM0 YYPEXAEHNS O TOM, YTO
WHCTPYMEHT, annapaT, npubop, obopynoBaHne, MaTepman 1 NPoYne U3Lenmns MoryT NpMMeHATbCS B
MeONLMNHCKUX Lensx n (unm) aBnaTbCa MEOULUHCKAM N34ENNEM NOC/E BHECEHNS N3MEHEHWUI B JOKYMEHTHI,
cofepxxalimecs B permcTpaLMoHHOM J0Cbe, U (UK) 0 TOM, YTO peLleHne 0 HEBO3MOXHOCTY MPUMEHEHNS B
MeLMLMHCKMX LLensiXx MHCTPYMeHTa, annapaTa, npubopa, o6opynoBaHUs, MaTepmnana n Npovmx 3genmn un
(1IM) HEBO3MOXHOCTM UX OTHECEHNS K MEANLIMHCKM U34eNNsSM NPUMEHMMO B OTHOLLEHWUN He BCeX
3aperncTpMpoBaHHbIX Mogesien (MapoK) MeQULMHCKOro U3Aenuns, PerncTpupyowmin oprad 4o NpuHATHS
peleHns 06 0TMeHe roCyAapCTBEHHON perncTpaLmm MeanLmMHCKOro n3genmns:

yBeAOMSET 3a9BUTENA NOCPEACTBOM Pa3MeLLeHNs COOTBETCTBYIOLLEr0 yBeAOMEHNS B hopme
3N1EKTPOHHOr0 AOKYMEHTa, MOAMNCAHHOIO YCUNEHHON KBaMGULIMPOBAHHOW 31EKTPOHHOM MOAMUCHI0
YNO/HOMOYEHHOr0 AOJIXKHOCTHOIO AULA, B 3N1EKTPOHHOM KabuHeTe 3aaBuTens, C NPUI0XKEHNEM
3aKJII0OYEHNS IKCNEPTHOro y4YpexxaeHnsa 0 TOM, 4TO COAepKallmecs B rocyaapCTBEHHOM peecTpe
WHCTPYMEHT, annapaT, npubop, obopynoBaHWe, MaTepuan 1 Npoyne n3genms no CBoemy
(OYHKLMOHAIbHOMY Ha3Ha4YeHMo 1 (Man) NPUHLMNY OENCTBMA HE MOMYT MPUMEHSATLCSA B MEANLNHCKNX
uensx u (unn) He ABNSIOTCA MEANLNHCKMMUN M3AeNNSMU, 0 HEOBXOAUMOCTU BHECEHNS U3MEHEHUI B
LOKYMEHTbI, coflep>Kallnecs B perucTpauuoHHoOM LOCbe, B CPOK, He npeBbilatowmin 180 paboynx gHen co
[LHA HanpaB/ieHNs YKa3aHHOr0 yBeAOMJIEHUS;

NPVHUMAET peLleHne 0 NPUOCTaHOBNEHUN AENCTBUA FOCYLapCTBEHHON perncTpauum MeguLMHCKOro
n3penus Ha 180 paboymx gHen Co OHS HanpaBieHUS YBeAOMIEHNS 0 HEOOXOANUMOCTN BHECEHUS U3MEHEHMN
B LOKYMEHTbI, COAepKaLlnecs B perucTpauuoHHOM LOChE;
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€) OTCYTCTBUE BHECEHUNA N3MEHEHWI B [OKYMEHTHI, COAep Kallnecs B perncTpaumoHHOM Aocbe,
noaTeepXxaatoLue nosHOMo4YMsa yNosHOMOYEHHOro NpeAcTaBuTens nponssoanTens (M3roTosuTens) rno
npeacTaBAEHNO MHTEPECOB NPOM3BOANTENS (M3rOTOBUTENS) N HECEHWNIO OTBETCTBEHHOCTM B YacTu
obpalleHnsa MeaULMHCKOro N3Lenns Ha TeppuTopumn Poccuinckon ®epepaumm, B TOM YUCAE MO BONPOCaM
npouenyp OLEeHKN COOTBETCTBUA 1 FOCYAapCTBEHHOW perncTpaunm, npefycMoTpeHHbIX NOANYHKTOM "a"
unn "r'" nyHkTa 111 HacTosiwmx MpaBun, B CPOK, He npeBbiwatowuin 90 paboynx oHEN co AHS OKOHYaHUS
CpOKa AeiCTBMSA COOTBETCTBYIOLLEr0 JOKYMEHTA, UAN OTCYTCTBME B PErnCTPaLMOHHOM LOChE CBEAEHUN O
Ha3Ha4YeHUN YNOJHOMOYEHHOr 0 NPeACTaBMTeNA MPOU3BOAMTENS (M3rOTOBUTENS) B CPOK, HE MPEBbILIAOLLNIA
90 pabo4ux gHewn Co OHS BCTYNAeHUS B cuay TpeboBaHUIi, NpeayCMOTPEHHbIX ab3aLlemM BTOPbIM NyHKTa 29
HacToawwmx MNpaswu.

[0 NpnHATKA peleHns 06 0TMeHe roCcyAapCTBEHHON perncTpaumm MeanumMHCKOro U3fenmns B ciyyae,
npeaycMoTpeHHoM ab3aLeM nepsBbiM HACTOALWEro NOANYHKTA, PErMCTPUPYIOLLNIA OpraH NpUHNMaeT
pelleHne 0 NPMOCTaHOBAEHNUN AeNCTBUSA FOCYyAapCTBEHHON perncTpaunm MeamumnHCKoro nsgenns Ha 90
paboynx OHEN CO AHA OKOHYaHMSA CPOKa AeNCTBUA OKYMEHTA, NMOATBEP)KAAIOLWEr0 NOAHOMOYUS
YNOJIHOMOYEHHOI 0 NPeACcTaBnTENS NPOM3BOANTENSA (M3roTOBUTENSA) NO NPEACTaBEHNIO NUHTEPECOB
npousBoANTeNs (M3roTOBUTENS) N HECEHMIO OTBETCTBEHHOCTM B HacTW 0bpaLleHns MegnLMHCKOr0 n3aenus
Ha TeppuTopumn Poccuinckon ®epepaLimm, B TOM Y1CSie MO BONPOCaM npouenyp OLEeHKN COOTBETCTBUA U
roCyapCTBEHHON PerncTpaumnm, Wim co AHA NCTEYEHNS CPOKa, MPeayCMOTPEHHOro ab3aueM BTOpbIM
nyHKTa 29 HacTosawmx MNpaBuna, ¢ 04HOBPEMEHHbLIM YBeOMIeHneM 06 3TOM BCeX YHaCTHUKOB Cepbl
obpalleHnsa MeauUNHCKMX N34e/Min NocpeacTBOM UHGMOPMALIMOHHOIO MMCbMa, Pa3MeLLaeMoro Ha
omLMaNbHOM CanTe perncTpupyloLlero opraHa B cetu "MIHTepHeT", a TakXXe NocpencTBOM 3/1IeKTPOHHOI 0
KabuHeTa 3a9BMTENS UK NYTEM HanpaBieHWs NPOU3BOANTENO (M3FrOTOBUTENIO) MEAULMHCKOrO U3aenns
yBeLOMJIEHNS 0 HEOOXOAMMOCTM aKTyann3npoBaTb NHGOPMaLMo 06 yNoSNHOMOYEHHOM NPeacTaBmTeNe
npon3BoANTENS (M3roToBUTENS);

)K) OTCYTCTBME B peecTpe 3aKJ/IlYEHNA 0 COOTBETCTBUM TpebOBaHNAM K BHELPEHWIO, MOALEPXKAHWIO U
OLeHKe CUCTeMbl yripaBieHns Ka4eCTBOM MeANLUNHCKNX N34esIMA CBeleHMI 0 NPOBEeLEHHOM
nepruoanyeckom (naaHoOBOM) MHCAEKTUPOBAHWUM WM OTCYTCTBNE BHECEHUSA N3MEHEHWI B LOKYMEHTbI,
cofepxxalimecs B permcTpaLmnoHHOM A0Cbe, B COOTBETCTBUN C MOANYHKTOM "a" nyHkTa 111 HacToAwmx
Mpasun B CPoK, He npesbilaownii 90 paboynx gHen Co AHS OKOHYaHUS CpOKa AeNCTBMSA 0TYeTa O
pe3ynbTaTaX MHCNEKTUPOBAHMA (419 MEeAULNHCKNX U34enni, Npoweawmnx nepeniHoe NHCNeKTUpoBaHme
NPOU3BOACTBA, 3a UCKYEHNEM MEANLIMHCKMX N3AeNNN KNlacCa NOTEHLMANIbHOrO PUCKa NpuMeHeHnsa 1 un
HeCTepWJIbHbIX MEANLIMHCKUX N3AENNIA KacCa MOTEHLMANbHOMO pUCKa NpUMEHEHUS 2a).

[0 NpnHATKA pelweHns 06 0TMeHe rocyAapCTBEHHON perncTpaLmm MeanumHCKOro u3aenmns B ciyyae,
npeanycMoTpeHHOM ab3aLeM nepsBbiM HACTOALWEro NOANYHKTA, PErMCTPUPYIOLLUA OpraH NpUHNMaeT
pelleHne 0 NMPMOCTaHOBAEHUN LENCTBUSA rOCyAapCTBEHHON perncTpaumm MeguumMHCKoro nsgenna Ha 180
paboynx OHeN Co AHA OKOHYaHMSA CPOKa AeNCTBMA OTYeTa O pesybTaTax MHCNEKTMPOBaHUS Nnbo Co AHA
0hopMaeHNA OTPULLATENIbHOMO 3aK0YeHNA Mo UTOram Nepuogn4eckoro (NaaHoBOro) Nan BHENAAHOBOIO
MHCMEKTNPOBAHMSA C OAHOBPEMEHHbLIM yBEAOMIEHNEM 06 3TOM BCEX Y4aCTHUKOB chepbl obpalleHuns
MeONLUUNHCKNX U34ennii nocpeacTsoM MHOPMaLMOHHOI0O NNCbMa, pa3MeLL,aeMoro Ha ojuLumaibHOM canTe
pPerncTpupytoLero opraHa B ceTu "VIHTepHeT", @ Tak)Xxe NOCPeACTBOM JIMYHOIO KabnHeTa 3asaBMTeNs UK
nyTeM HanpasfeHWs NPON3BOAMTENO (M3rOTOBUTENIO) U YNIOAHOMOYEHHOMY NPeACTaBUTEeNto
npousBoanTens (M3roTOBUTENS) MEANLIMHCKOrO U3AEeNS YBEAOMIEHUS 0 HEO6XOAMMOCTW NPOBEAEHNSA
nepuoamnyeckoro (MJaHoBOro) Wix BHEMJIaHOBOr0 MHCNEKTUPOBAHNS;

3) BbIIBNEHNE PErNCTPUPYIOLWMM OPraHOM (hakTa BHECEHUS N3MEHEHUI B JOKYMEHTHI, COAep)Kallinecs B
perncTpaLmMoHHOM A0Cbe Ha NporpaMMHoe obecneyeHune ¢ NPUMEHEHNEM TEXHOOTNIA MCKYCCTBEHHOMO
WHTeJNIeKTa, ABJAoWeecs MeQULIMHCKUM U3LeSIEM, M0 NPUYMHaM, OTJIMYHBIM OT NPeayCMOTPEHHbIX
NyHKTOM 135 HacToawmx Mpasus;

1) HenpeacTaB/eHNe B PErUCTPUPYIOLLUIA OpraH oTYeTa No KAMHUYECKOMY MOHUTOPUHIY MeANLIMHCKOrO
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n3nenns B COOTBETCTBMM C NOPSAAKOM coobLieHns cybbekTamu obpalleHns MequumHCKUX ngennin 06o
BCEX CJIyHasiX BbiABNEHNS NOOOYHbIX 4ENCTBUNA.

[0 NpUHATKS pelleHns 06 0TMeHe rocy4apCTBEHHON perncTpaumm MegmumMHCKOro 3genns B ciyyae,
npenycMoTpeHHOM ab3auem NepBbiM HAaCTOALLErO NOAMYHKTA, PEFMCTPUPYIOLWMNIA OpraH NnpuHUMaeT
pelleHne 0 NPMOCTaHOBAEHNN OENCTBUSA FOCYyAapCTBEHHON perncTpaunm MeamumnHCKoro ngenns Ha 30
paboyunx [Hen Co AHA, YCTAaHOBAEHHOIO MNOPSAKOM coobuieHus cybbekTaMmm obpalleHns MeanLUnHCKX
nsgenni 060 Bcex cay4vasx BbisiBNEHNSA NOOOYHbIX OENCTBMIA C OQHOBPEMEHHbLIM YBEAOMJIEHNEM 06 3TOM
BCEX Y4ACTHMKOB chepbl obpalleHna MeaNUNHCKMX N34eMin NocpeacTBOM NHGOPMALMOHHOIO NUCbMa,
pa3MeLlaemMoro Ha ouLmManbHOM CalTe PerncTpUpyoLero opraHa B cetn "MHTepHeT", a Takxe
NoCpPeACTBOM 3/IEKTPOHHOI0 KabnHeTa 3asaBMTeNd WK NyTeM HanpaBieHWa 3asaBMTEN0 YBELOMEHNS O
HeobX04MMOCTW NpeacTaBNEHNS OTHETA MO KANHWYECKOMY MOHUTOPUHIY MELULIMHCKOrO N3AEeNNs;

K) BbISIBIEHNE PETUCTPUPYIOLLNM OPraHOM HeOCTOBEPHbIX CBEAEHUIN B LOKYMEHTaX, NPeacTaBAEHHbIX
3a58BUTENIEM B paMKax npouenypbl roCy4apCTBEHHON perncTpaumm MeguumMHCKoro nsaenms;

J1) OTHECEeHMNe paHee 3aperncTpMpoBaHHOro MeANLNHCKOrO N3AENNSA K YNCY MEANLIMHCKNX N34eNuni,
npenycMOTPEeHHbIX MYHKTOM 5 4acTu 5 ctaTbn 38 ®efepansbHOro 3akoHa "O6 ocHoBax 0XpaHbl 340P0BbS
rpaxgaaH B Poccuinckon ®epepauyun'.

138. B 3asB1eHMM 06 0OTMEHe rocy4apCTBEHHON perncTpaumm MeguumMHCKoro nsgenms, npeaycMoTpeHHoM
noanyHKToM "a" nyHKTa 137 HacToawmx Mpasun, yKasblBaoTCA Clefyoline CBefeHns:

a) HaMMeHOBaHNe MeANLMHCKOro n3aenus (C ykasaHuem Moaenen (Mapok) MeauLMHCKOro nsaenus, nx
COCTaBa U NPUHALNEXHOCTEN, HEOOXOAMMBIX AJ1F MPUMEHEHNS MEANLIMHCKOrO U3AEeAUS UK ero MoLenen
(MapoK) Mo Ha3Ha4YeHuo (NPU HaNn4KUn);

6) B OTHOLIEHMM NPON3BOANTENS (M3rOTOBMTENSA) MEAULIMHCKOIO U3AENNA - MOJIHOE 1 COKpaLLeHHoe (mpu
HaN4YMnN) HAUMEHOBaHMA (C TpaHCIMTepaLmen), opraHn3aUnoHHO-NpPaBoBas opMa, NAEHTUPNKALNOHHbIN
HOMep HaJioronjaTenblnKa (MpK HannyiuKM), agpec MecTa HaxoXAEeHNS - OAs LOPUANYECKOro AnLa Nan
hamMuansa, UM U 0THECTBO (MPY HAaNNYMK), PEKBU3UTLI LOKYMEHTA, YAOCTOBEPSOLErO NYHOCTD,
NOEHTNDUKALMOHHBIA HOMEpP HanoronaaTenblmnKa (Mpy Hann4mm), afpec MecTa XUTeNbCTBa - ANs
bU3n4eckKoro amua, 3aperncTPUpPOBaHHOrO B Ka4eCcTBe MHAMBUAYAJIbHOrO NPeanpuHMMaTens, a Takxe
HoMep TenedoHa 1 agpec 3/1EKTPOHHON NOYTbI OPUANYECKOrO AnLa WK prU3n4eckoro nmua,
3aperucTpMpoBaHHOro B Ka4ecTBe MHANBMAYANbHOrO NpeanpuHuMaTens;

B) B OTHOLUEHWW YNOJSIHOMOYEHHOr0 NpeacTaBuTens Npon3BoanTens (M3roToBmMTeNd) - MOSHOE U
COKpalLeHHoe (Npy Hann4yMnM) HaMMEeHOBaHWS, OPraHn3aLMoHHO-NPaBoBas MopMa, NAEHTUDNKALMOHHBLIN
HOMep HaJsioronJaTeblinKa, aapec MecTa HaxoOXXAEHNS - 415 IOPUANYECKOro ivua Uan aMmmnuns, umsa u
0TYECTBO (NPWU HaIMYNK), PEKBU3NTLI JOKYMEHTA, YOOCTOBEPSAIOLLErO JIMYHOCTb, UAEHTNHUKALMOHHbIN
HOMep HaJioronJaTeblinKa, agpec MecTa XUTENbCTBa - AN PM3MYeCKoro anLa, 3aperncTpMpoBaHHOro B
KayecTBe MHAMBMAYAJIbHOrO NpeanpuHMMaTENS, a TakKXKe HoMep TenedoHa 1 agpec 31eKTPOHHON NoYThI
IOPMANYECKOrO LA UM (rU3MYecKoro anua, 3aperncTpMpoBaHHOIO B Ka4eCTBe NHAMBMAYALHOMO
npeanpuHuMaTens;

r) AaTa rocyaapCTBEHHOWN pPerncTpauumn MeanLUHCKOro n3aenms (BHeCeHUs N3MEeHEHU B OKYMEHTbI,
copepxalmecs B permcTpaunoHHOM AOCbE) U ero perncTpaunoHHbI HoOMep;

A) MHopMaLUUs 0 NPUYMHaX nodayn 3assseHns 06 oTMeHe rocynapCTBEHHON perncTpauny MeanUmnHCKoro
nsgenus;

e) cBefeHns 06 OTBETCTBEHHOCTY 3asBUTENS 33 LOCTOBEPHOCTb U NAEHTUYHOCTbL MHADOPMaLMK,
coaepxallencs B NpeacTaBieHHbIX JOKYMEHTaX U 3asBaeHnn 06 0oTMeHe rocyaapCTBEHHOW perncTpauum
MeONLNHCKOro n3genms.

139. 3aaBneHne 06 0TMeEHe rocyaapCTBEHHOW perncTpauny MeauunHCKoro n3aenus, npeayCMoTpeHHoe
noAnyHKTOM "a" nyHkTa 137 HacToAwmx MNpasun, MoxeT BbiTb NOLAHO YNOJHOMOYEHHBIM NpeacTaBuTeNem
npon3BoANTENS (M3roToBUTENSA) NPY OLHOBPEMEHHOM BbINOJIHEHUN CeAYIOLLNX YC0BURA:

a) Haan4me B permcTpaLMoHHOM J0Cbe aKTyaslbHOr0 4OKYMEHTa, MOATBEPXKAAIOLLErO MNOJIHOMOYMSA
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YNOJIHOMOYEHHOI 0 NpeACcTaBnTeNsa NPOM3BOANTENA (M3roTOBUTENSA) NO NPEeACTaBNEHNIO UHTEPECOB
Npon3BOANTENS (M3roTOBUTENS), HECEHMIO OTBETCTBEHHOCTM B YacTK obpalleHna MeANLNHCKOro N3aenus
Ha TeppuTopun Poccuinckon ®egepaumn, B TOM 4MCSe No BONpoOCcaM npouenyp OLeHKN COOTBETCTBUSA 1
rocyfapCTBEHHON PErucTpaunn, a Takxxe no 3aBepeHnto JOKYMEHTOB MPOM3BOAUTENS (M3rOTOBUTENSA),
BCTYMNMBLUEr0 B CUY 00 OPOPMIEHNA COOTBETCTBYIOLNX JOKYMEHTOB, W NpeacTaBieHne Takoro
NOKYMEHTa B PErNCTPMPYIOLLMIA OpraH B COOTBETCTBUM C TpeboBaHMAMM NyHKTa 53 HacToAwmx Mpasun
BMeCTe C 3asBseHneM 06 0TMeHe rocyAapCTBEHHON perncTpaunm MeamunHCKoro n3genns,

6) NpencTaBieHne B PEFNCTPUPYIOLLINIA OpraH BMecTe C 3asBiieHneM 06 0TMeHe rocy4apCTBEHHON
perncTpaumm MeanUMHCKOro n3genuns cienyowmx 4oKyMeHTOoB:

MUCbMO NPOM3BOANTENSA (M3rOTOBUTENS), MOATBEPXKAAIOLLEE er0 HAaMepeHNEe OTMEHNTb FOCy 4apCTBEHHYIO
perncTpaumnio MeauLNHCKOro n3genns (B ciydae nogaym 3assneHuns ob oTMeHe rocysapCTBEHHOW
perncTpaumm MeanumMHCKOro n3genns yrnoaHOMOYeHHbIM NpeacTaBuTeemM npon3BoanTens
(n3roToBuTens);

Konusa (Konuu) LOKyMeHTa (LOKYMEHTOB), NOATBEPXKAAOLWEro (MOATBEPXKAAIOLLNX) MONHOMOYMSA
YNOJIHOMOYEHHOI 0 NPeACcTaBnTENS NPOM3BOANTENSA (M3roTOBUTENSA) NO NPEACTaBEHNIO NUHTEPECOB
Nnpon3BOANTENS (M3roTOBUTENS), HECEHMIO OTBETCTBEHHOCTM B YacTW obpalleHna MeaNLUNHCKOro n3aenus
Ha TeppuTopun Poccuinckon ®epepaumn, B TOM 4Y1UCse No BOMNpoOcaM npouenyp OLeHKN COOTBETCTBUSA W
roCyAapCTBEHHOW PerncTpauumn MeanUnHCKOro n3genmns, a Takxxe rno 3aBepeHunio JOKYMeHTa (4OKYMEHTOB)
npounssoauTens (M3roToBUTeNs), BCTYNUBLLErO (BCTYNUBLLMX) B CUY A0 0hOPMJIEHNS COOTBETCTBYIOLLMX
LOKYMEHTOB (B C/ly4ae OTCYyTCTBMA aKTyaslbHOro AOKYMEHTa B perncTpaunoHHOM A0Cbe) (BOKYMEHT
(DOKYMeHTbI) ABNsieTCA (ABNA0TCA) 0643aTenbHbIM (0693aTeNbHbIMK) AN UHOCTPAHHbLIX NPOVU3BOANTENEN
(n3roToBuTENEN), OTEHECTBEHHBLIMM MPON3BOAUTENSMMN (M3rOTOBMTENAMU) NPEACTABAAETCS
(NpeacTaBnaoTCA) B C/lyvae Hann4Msa yrnosJHOMOYEHHOro NpeacTaBuMTeNs NponssoanTens (M3roTosuTens).
140. B cnyyae ecnm 3aaBneHne 06 0TMeHe rocy4apCTBEHHON perncTpaunm MegmumMHCKOro n3genns
npeacTaBeHo C HapylweHnem TpeboBaHnin NnyHkTa 139 HacToswwmx Mpasun, u (nan) NnpeacTaBieHHbIE
LOKYMEHTbI 0(hOPMIIEHBI C HAPYLLUEHNEM NOSIOXKEHUN NYHKTOB 53 - 55 HacToawwmx Mpasun, n (nan) B
3asB/IeHUN 06 OTMeHe rocyapCTBEHHON perncTpaumm MeauumHCKOro n3genmsa n npeacraBiaeHHbIX
[OKYMEHTaX yKa3aHbl HeJOCTOBEPHbIE CBEAEHMNA, U (MN) OOKYMEHTbI, NPeayCMOTPEHHbIE MYHKTOM 139
HacToAwwmx MNpaBun, NpeacTaBAeHbl HE B MNOJHOM 06beMe, perncTpupyoWwmnin opraH B TevyeHune 7 paboynx
AHEN CO OHA NOCTYMNJIeHMsA TaKMX 3a8BJeHNA U JOKYMEHTOB MPUHMMAET peLleHmne 0 npekpaLLeHum
JanbHENWero pacCMOTPEHMS YKa3aHHOro 3asB/eHNS C MOTUBMPOBAHHbIM 060CHOBaHWEM NMPUYMH NMPUHATUS
TaKoro pelweHus.

141. PernctpupytoLwnin opraH B TedeHme 7 paboynx gHeN Co LHA HAaCTYMJeHNs 04HOM0 U3 C/yYaes,
yKa3aHHbIX B MyHKTe 137 HacToAwmx Mpaswu:

a) NPYHMMAET peLleHne 06 0TMeHe rocyfapCTBEHHOW PerncTpauny MeaULNHCKOro N3genns;

6) BHOCKT 3anucb 06 0TMeHe rocyaapCTBEHHOW perncTpaunn B rocy4apCTBEHHbIN peecTp;

B) MHOpMUpyeT 3asBMTENS 06 OTMEHE roCyAapCTBEHHOW perncTpaumnm MeanumnHCKOro n3genms nyTem
pa3MeLleHNsa COOTBETCTBYIOLErO YBEAOMIEHNS B (DOPME 3/IEKTPOHHOIO AOKYMEHTA, NOAMUCAaHHOro
YCUAEHHOWN KBaM(PULMPOBAHHON 3N1EKTPOHHOM NOAMMUCHIO YNOJHOMOYEHHOr0 AOKHOCTHOrO nua, B
eQMNHOM INYHOM KabuHeTe 3adBUTENS U 3/IEKTPOHHOM KabnHeTe 3aaBuTens.

MPUNOXXEHWNE
K MpaBuiam rocyjapCTBEHHON PErnCcTpaLuy MeaULMHCKNX N3aennii

(chopma)
MWnHMCTEpCTBO 34 paBooxpaHeHns Poccuinckon ®enepaLimm

COBET MO 3TUKE
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[llaTa nposefeHns 3aceflaHndA coBeTa no 3Tuke " " 20 .

3AKJTIOMEHUE
006 3Tn4eckon 060CHOBaHHOCTU MPOBEAEHNSA KIVMHUYECKUX NCMbITaHNA MeULVHCKOro U3aenus

Ne or" " 20 .

1. HaumeHoBaHNe MeANLVHCKOr0 U3aenus (C yKkasaHneM npuHaaneXxHocTen, HeobxoAuMbIX as
NMPUMEHEHUS MeAULIMHCKOrO N3OS MO Ha3HAYeHWI0)

2. Mpon3BoaunTens MeAMLMHCKOr0 n3aenus
(MonNHoe 1 cokpalleHHoe (Mpy Hann4mm)

HaMMeHOBaHUS, OpraHn3aLMoHHO-NPaBoBas PopMa IPULNYECKOro anua, agpec ero MecTa HaxoxXLeHuns
nnn hamununs, UM 1 0THECTBO (MPW HaIMYMK), agpec MecTa XNTeNbCTBa PMU3NYECKOro nnua,
3aperncTpMpoBaHHOIo B Ka4eCTBe UHANBMAYANLHOrO NpeanpuHUMaTens)

3. 3aaBuTesnb

4, PeweHune:
(yka3biBatoTCa cBefeHus 06 aTudeckon o6oCHOBaHHOCTY NPOBEAEHUS

KJINHNYECKUX UCMbITaHUA MeANLIMHCKOrO U3genns, NPUYNHbI

Npn NPUHATUN pelleHna 0 HEBO3MOXXHOCTU NpoBegeHNA KNINHNYECKUX

NCNbITAaHNA MEONLIMHCKOro U3aenns)

Mpencenatens coBeTa

(h.n.0.)

(nognuchb)

SKcnepTshl

(th.n.0.)

(nognuce)

MPUNOXXEHWE

K MOoCTaHoBNeHMIo MpaBMTENbCTBA
Poccuiickon ®epepalimu

oT 30 Hosbpsa 2024 r. Ne 1684

MEPEYEHb
yTpaTUBLUMX CUNy aKTOB MpaBuTenbCcTBa Poccuinckon depepaumm

1. MocTaHoBneHue MNpasuTtenbcTBa Poccuiickon ®enepaumm ot 27 gekabps 2012 r. Ne 1416 "06
yTBEpXAeHMM MNpaBua rocyfapCTBEHHON perncTpauny MeauunHckx ngenmin' (CobpaHue
3aKoHogaTenbCcTBa Poccuinckon ®epepaunun, 2013, Ne 1, cT. 14).

2. MocTaHoBneHue MpaBuTenbcTBa Poccunckon ®epepaumm ot 17 okTa6ps 2013 r. Ne 930 "O BHeCeHUM
N3MeHeHUn B nocTaHoBneHme MpaBuTenbcTBa Poccminckon ®Pepepaunm ot 27 gekabps 2012 r. Ne 1416"
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(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2013, Ne 43, cT. 5556).

3. MocTaHosneHue MpasuTenscTBa Poccunckon ®epepaumm ot 17 nionsg 2014 r. Ne 670 "O BHeceHuM
n3MeHeHun B MNpaBuna rocy4apCTBEHHON perncTpaumm MegnuumHckux ngennn” (Cobparne
3aKoHozaTenbcTBa Poccuinckon ®epepaumu, 2014, Ne 30, cT. 4310).

4. MocTaHosneHue MpasuTtenscTea Poccmnckon depepauun ot 10 despans 2017 r. Ne 160 "O BHeceHUn
N3MeHeHU B nocTaHoBneHne MpaBuTenbcTBa Poccuiickonn ®epepaunn ot 27 aekabps 2012 r. Ne 1416"
(CobpaHue 3akoHopaTenbcTBa Poccunckon ®epepaunmm, 2017, Ne 8, cT. 1233).

5. NocTaHoBneHue MpaBntenbcTBa Poccunckon ®egepauum ot 31 masd 2018 r. Ne 633 "O BHECEHUN
n3MeHeHun B MNpaBuna rocyapCTBEHHON PerncTpaumm MmeguumHckux ngenuin" (Cobparue
3aKoHogaTenbcTBa Poccuinckon ®epepaunm, 2018, Ne 24, c1. 3523).

6. NMocTaHoBneHune MpaBnTenscTBa Poccunckon ®epepauum ot 18 mapta 2020 r. Ne 299 "O BHeceHuNn
n3MeHeHun B Mpasuna rocyfapCTBEHHON perucTpaumm meanumHckmux ndgennin” (CobpaHume
3aKoHoaaTenbCTBa Poccuinckon depepaunn, 2020, Ne 12, cT. 1792).

7. NocTtaHoBneHune MpaBntenscTBa Poccuinckon ®epepaunm ot 1 ceHTabps 2020 r. Ne 1335 "O BHeceHuMu
N3MeHeHUs B NyHKT 2 MpaBua rocy4apCTBEHHON pernctpaumm meguumHcknx ngennin” (Cobparne
3aKoHofaTenbCTBa Poccuinckon Penepaumm, 2020, Ne 36, cT. 5637).

8. MocTaHoBneHune MpaButenscTBa Poccunckon Pepepauum oT 24 Hosbpsa 2020 r. Ne 1906 "O BHeceHUwn
n3MeHeHun B MNpaBuna rocyapCTBEHHON PerncTpaumm MeguumHckux ndgennin" (Cobparue
3aKoHodaTenbCTBa Poccunckon ®epepaunmn, 2020, Ne 49, cT. 7897).

YTBEPXXEHbI

nocTaHoBeHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

oT 30 Hosbps 2024 r. Ne 1684

N3MEHEHWA,

KOTOpble BHOCATCA B akTbl MpaButenbcTBa Poccminckon ®egepaumm

1. B noctaHoBneHun MpaBuTenscTBa Poccuinckon ®epepaumm ot 31 gekabpsa 2020 r. Ne 2467 "06
yTBEPXAEHMMN NEPeYHs HOPMATMBHbIX MPABOBbLIX aKTOB M FPYMM HOPMaTWNBHbLIX MPaBOBbIX AaKTOB
MpaBuTenbcTBa Poccninckon degepaum, HOPMATUBHBIX MPABOBbLIX aKTOB, OTAEJIbHbIX NOJIOXKEHNN
HOPMATMBHbIX MPaBOBbIX @aKTOB U rPYMNn HOPMATMBHLIX MPaBOBbIX aKTOB (hefepasbHbIX OPraHoB
NCNOJIHATEIbHON BJIACTW, NPaBOBbIX @KTOB, OTAE/bHbIX MOJIOXKEHWNA NPaBOBbLIX aKTOB, FPYMM NPaBOBbIX
AKTOB UCMOMHUTENbHbIX 1 PAaCMOPAAUTENbHBLIX OPraHoB rocyfapcTeeHHon snact PCOCP n Coto3a CCP,
peleHni FocynapCTBEHHON KOMUCCKM MO Pano4acToTaM, CoaepXKalinx obsizatensHble TpeboBaHUS, B
OTHOLUEHUN KOTOPbIX HE MPUMEHSAOTCS NOJ0XKeHMA YacTen 1, 2 u 3 cTaTbn 15 GepepansHoro 3akoHa "06
obasaTenbHbix TpeboBaHmax B Poccuinckon ®enepauun” (CobpaHune 3akoHogaTenbCcTBa PocCMincKkom
®epepaumnmn, 2021, Ne 2, cT. 471; 2022, Ne 23, cT. 3785; 2024, Ne 25, cT. 3505; Ne 33, cT. 5163; Ne 38, CT.
5651; Ne 40, cT. 5981; Ne 42, cT. 6257; Ne 44, cT. 6619):

a) (MognyHKT yTpaTnn cuny - NMoctaHosneHue MNpasutenbsctBa Poccninckon ®epgepaumm ot 27.10.2025 Ne
1670)

6) B mepeyHe HOpMaTUBHbIX MPaBOBbIX aKTOB U FPYMNMN HOPMATMBHbLIX MPaBOBbIX aKTOB [IpaBUTENbLCTBA
Poccuinckon degepaunm, HOPMaTUBHBIX MPABOBLIX aKTOB, OTAEJIbHbIX NOJIOXXEHUN HOPMATUBHbLIX NPaBOBbIX
aKTOB 1 Fpynn HOPMaTMBHbIX MPaBOBbLIX aKTOB (hefepasibHbIX OPraHOB MCMOJHUTENbHOW BAACTW, MPaBOBbIX
aKTOB, OTAeJIbHbIX MOJI0XKEHWI NPaBOBbIX aKTOB, FPYMNMN NPaBOBbIX aKTOB UCMOJIHUTESbHbIX 1
pacrnopsanTeNnbHbIX OPraHoB rocyfapcteeHHon Baactn PCOCP n Coto3a CCP, peweHunii FocyaapcTBEHHON
KOMWCCMM MO pafnoYvacToTaM, Coaepxalinx obsizatensHble TpeboBaHUS, B OTHOLLIEHUN KOTOPLIX He
NPUMEHAIOTCS MOMoXKeHNs YacTen 1, 2 n 3 ctaTbn 15 ®epepanbHoro 3akoHa "06 0653aTeNbHbIX
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TpeboBaHuax B Poccuinckon ®enepauunmn”, nyHKT 637 NCKNOYNTb.

2. B ab3aue BTOPOM NyHKTa 6 M3MEHEHWI, KOTOPbIE BHOCATCS B NOCTaHOBeHMe [paBuTeNnLCTBa
Poccuinckon ®egepaumm ot 31 aexkabpsa 2020 r. Ne 2467, yTBEpPXAEHHbIX NOCTaHOBNEHNEM [paBMTeNbCTBA
Poccunckon ®egepaumm oT 12 noHa 2024 r. Ne 792 "O BHeCEHUW N3MEHEHWIA B HEKOTOPbIE aKThl

MpaBuTenbcTBa Poccuiickon Pepepaunn” (CobpaHne 3akoHodaTenbcTBa Poccuinckon ®egepaumm, 2024, Ne
25, cT. 3505), undpsbl "637," NCKIOYNTD.
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