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[Ipoekr

IMPABUTEJIBCTBO POCCUIMCKOH ®EJIEPALINU
IMMOCTAHOBJIEHUE

oT

20 r MNe

MOCKBA

OO0 yTBep:KkIeHNH
ITpaBua rocytapcTBeHHON perucTpanuy MeTUIMHCKHX H3TeTHii

B cootBerctBun ¢ yacthio 4 cratbu 38 denepasnbHOro 3akoHa «O06 OCHOBaxX OXpaHbI
310poBbsi TpaxkaaH B Poccuiickoit ®denepanun» I[lpaButensctBo Poccuiickont deaepannun
ITOCTAHOBIISET:

l. VYrtBepmutrs npunaraemeie IIpaBuiia rocygapCTBEHHOW PEruCTpalud MEAULIMUHCKUX
WU3JCINH.

2. IlpusHare yrpatuBminMu cuiny HopMaTuBHbIe [IpaButensctBa Poccuiickon @enepanun
10 TIEPEYHIO COIVIACHO MPHUIIOKEHUIO.

3. Peanmzanuss NOAHOMOYMM, MNPEAYCMOTPEHHBIX HACTOAIIMM  IOCTAHOBIICHHUEM,
ocymiecTBisieTcsa DenepanbHOM CITy>k00i 10 HaI30py B cepe 31paBOOXpaHCHHS

B Ipenenax ycranoineHHoN IIpasurensctBom Poccuiickon denepannu npeneabHOU
YUCJICHHOCTH €€ paOOTHUKOB, a TaKXKe OIOKETHBIX aCCUTHOBAaHMH, IpeaycMOTpeHHbBIX Ciyx0e
Ha PYKOBOJICTBO U yIpaBjieHUE B chepe YCTAaHOBIECHHBIX (PYHKIIUM.

4. Hacrosmee nocraHoBieHre BeTynaeT B cuity ¢ 1 cenrsOps 2021 r,

32 UCKJIFOYEHUEM IOJI0KEHUM, PETYJIUPYIOLIUX MIPEJOCTABICHUE TOCYIapCTBEHHON yCIyTH
MOCPEACTBOM AIEKTPOHHOTO KaOuHeTa 3asaBUTeNs, U AercTByeT 10 31 nexadbps 2026 roxa.

5. YcranoBuTh, uTO mpenoctaBicHue dDenepanbHON Ciy’k00it To Ham3opy B cdepe
3JIPABOOXPAHEHUS TOCYIAPCTBEHHOM YCIyTH MO FOCYIApCTBEHHON PEruCcTpaliuid MEIUIUHCKUX
U3JIENTUI TOCPEACTBOM HCTONIB30BAHUS AJIEKTPOHHOTO KaOMHETa 3asBUTEINS OCYIIECTBISIETCS C
1 ssuBaps 2023 ropa.

IIpencenarens [IpaBuTenbcTBa
Poccuiickon ®enepanuu M. Mummyctua

YTBepKIEHbI
nocraHosieHueM lIpasurenscrea
Poccniickoit denepaunu

oT Ne
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IIpaBuia
rocyIapCTBeHHOM perucTpauuy MeIULIUHCKUX H3/1eJI1H

I. O0uIme mos1oKeHUA

1Hactossmme IlpaBuiia ycTaHaBAMBAaKOT TNOPSAOK TOCYJApCTBEHHOM  peructpanuu
MEIUIMHCKHUX M3JIETINH, MOAJIeKauuX o0paliennto Ha Tepputopuu Poccuiickoit denepanu.

2l ocynapcTBEHHOM perucrpanuy MOAJIEkKaT J00bIe HMHCTPYMEHTHI, annaparbl, IpruOOpbL,
00opyAOBaHUE, MaTEPUAIIbl U TPOUHE U3JENHSI, IPUMEHSIEMbIE

B MEJUIIMHCKUX LIEJISAX OTACNIBHO WM B COYETAHUU MEXITY COOOM, a TaKKe BMECTE

C IPYTMMH TPUHALIECKHOCTIMHU, HEOOXOOUMBIMU I MIPUMEHEHUSI YKa3aHHBIX W3EITUN
10 Ha3HAYEHMIO, BKJIIOUAs CIEIIMAIbHOE IIPOTPaMMHOE 00ecIIeUeHHeE,

M [peJHa3HAUYCHHbIE  MPOM3BOAUTENEM  (M3rOTOBUTENEM) Ul  MNPOPUIAKTHUKH,
IUArHOCTHUKH, JICYEHUS U MEIUIMHCKON peadunuTanuu 3a001eBaH1il, MOHUTOPUHTA COCTOSTHUS
OpraHu3Ma YeJOBEKa, MPOBEACHHS MEOULIUHCKHX HCCIEAOBaHUI, BOCCTAHOBJIEHUS,
3aMEILIEHUs,, WU3MEHEHMs] AaHATOMUYECKOW CTPYKTYypbl WM (U3HONOTMYECKHX (yHKIUI
OpraHu3Ma, IpeOTBPAILCHUS WU NpephiBaHUS OepeMEHHOCTH, (PYHKIIMOHAIBHOE HAa3HAYCHUE
KOTOPBIX HE peaju3yercs myreM (hapMakoJOrnyecKoro, MMMYHOJIOTHYECKOI0, TEHETHYECKOTO
WM METa0O0JINYECKOTO BO3ICHCTBUS HA OPTaHU3M YeJIOBeKa (J1ajiee — MEIULIUHCKHUE U3JEIIHS).

Ha reppuropun Poccuiickont denepanuu rocy1apcTBEHHON pEruCTpaliu
HE TOJJIEkKAT MEIUIIMHCKUE WU3AENHs, nepeuncieHuble B nyHkTe 11 craren 4 CormameHus o
€IMHbIX MPUHLHUIIAX U [IPaBUJIaX 0OpaleHus MEAUIIMHCKUX U3AEIUNA (M30eIHi MEJULIUHCKOTO
HA3HAUYEHUs U MEIUIMHCKON TEXHUKH) B pamMKax EBpasuiickoro s3KOHOMHYECKOro coro3a oT 23
nexkabpst 2014 roga, B TOM uMclIe MEIUIMHCKUE W3/ENNsA, KOTOpPbIE H3TOTOBIEHBI IO
WHIMBUyAJIbHBIM 3aKa3aM NalMEHTOB, K KOTOPBIM IPEIbSBISAIOTCS CIIELHAJIbHbIE TPEOOBaHUS
M0 HAa3HAYECHUI0O MEAUIMHCKUX PAOOTHHUKOB M KOTOpBIE MPEIHA3HAYEHbI UCKIIIOYUTEIBHO IS
JIMYHOTO HMCMOJIb30BaHUS KOHKPETHBIM MAIIUEHTOM, a TaKXe MEIUIIMHCKHUE U3JENHs, KOTOPbhIe
MpeIHa3HAauYeHbl [Ji HCIOJIb30BaHUS Ha TEPPUTOPUU MEXKAYHAPOTHOTO MEIUIIMHCKOTO
KJIacTepa WIA Ha TEPPUTOPHUSIX NHHOBALIMOHHBIX HAyYHO-TEXHOJOTHYECKUX LIEHTPOB.

3. TlocynmapcTBeHHass  perucrpaunys  MEAULMHCKUX  H3AEIUMH  OCYILIECTBIISIETCS
®denepanbHON cIy)00¥ IO HAA30py B cepe 3ApaBOOXPAHCHHUS

(nanee — perucTpupyrOIIUi OpraH).

4. B Hacrosmux IIpaBunax UCHOAB3yIOTCA CAEAYIOIINUE OCHOBHBIE MOHATHS:

1) ©Oe30macHOCTh MEAMIIMHCKUX W3JIETMH — OTCYTCTBHUE HEIOMYCTHUMOIO pHUCKa,
CBSI3aHHOTO C IPUUMHEHUEM BpENa KU3HH, 310POBbIO YEJIOBEKA, OKPYKAIOIIEH Cpee;

2) 3asBUTENb — POU3BOAUTEID (M3TOTOBUTEIb) MEIULIMHCKOTO U3EIUS

WM YTIOJIHOMOYEHHBIN MPe/ICTaBUTENh TPOU3BOUTENS (M3TOTOBUTENIN);

3) KadyecTBO MEIUIIMHCKOTO W3JETUsl — COBOKYIHOCTh CBOMCTB U XapaKTEPHUCTHK
MEAMIIMHCKOTO W3JIEJHsI, BIUSIONIMX HA €r0 CIIOCOOHOCTH JICWCTBOBATh MO HA3HAYCHUIO TPU
YCIIOBUM COOTBETCTBUS TpeOOBAHHUAM HOPMATUBHOM JOKYMEHTAlUMH, TEXHUYECKOH U
AKCIUTYaTallMOHHOM TOKyMEHTAIlMK MTPOU3BOIUTENS (M3TOTOBUTENS);

4) MeauUMHCKHE U3/eNUd Ul JUArHOCTUKY 1n Vitro — JitoOble HHCTPYMEHTHI, annaparsl,
npuOopbl, 000pyI0BaHUE, MaTepUabl, PEareHThbl, KaIuOpaTopbl, KOHTPOJIbHBIE MaTepHasbl U
MpPOYME M3JIENHsI, IPUMEHSIEMbIE B MEIUIMHCKUX IENIAX OTIAEIbHO WJIM B COUYETAHUM MEXKY
co0oM, a Takke BMECTE C MPUHAMJIEHKHOCTIMHU, HEOOXONUMBIMU JJIs1 PUMEHEHHS YKa3aHHBIX
U3JINIMA 0 Ha3HAYeHWIO (BKJIIOYas CIEHUAIbHOE MPOrpaMMHOE OOecCIeueHue), Hu
NpeJHa3HauE€HHbIe MPOU3BOAUTENEM AJsl IPUMEHEHUs] IPU MCCIEA0BaHUAX In Vitro oOpasLoB
OMOJIOTMUECKNX MAaTepHalioB 4YeJlOBeKa s TONy4YeHHS WHGOpPMAIMH OTHOCUTEIHHO
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(pU3HOIOrHYECKOrO

WJIM MATOJIOTMYECKOTO COCTOSIHUSA, BPOXK/ICHHOM MaTOJI0TUH, MPEAPACTION0KEHHOCTH

K ONPEJEIIEHHOMY KJIMHUYECKOMY COCTOSIHUIO MJIM OOJI€3HU, COBMECTUMOCTH TKaHEH

C TOTCHUHWAJIbHBIM PEIUIUEHTOM, IPOTHO3UPOBAHMUS PEAKIHMH Ha TEpareBTUICCKUE
BO3/IEMCTBUSI, BEIOOpA TEPaAeBTUYECKUX CPEACTB U (MIJIN) KOHTPOJIS JICUCHNUS;

5) Ha3HaYeHHE MEIUIIMHCKOTO H3/ENUsl — pElIeHUE MPOU3BOAUTENS (M3rOTOBUTENS) B
OTHOILIEHUHU IIEJIEBOTO HCIIOJIB30BAaHUS MEIWLMHCKOTO W3JENNsA, OCHOBAaHHOE Ha €ro
CHeIM(PUIECKUX  CBOWMCTBAaX, OOECIEUYMBAIOIINX JOCTIDKCHHE WEJIeH  MEIULHUHCKOTO
NPUMEHEHUS U OTPaXEHHOE B TEXHUYECKOM U OKCIUTyaTallMOHHOM JIOKyMEHTAalluu
IPOU3BOAUTENS (M3TOTOBUTEIS);

6) HOpMaTWBHas JOKyMEHTAIMsi Ha MEIULMHCKOE W3/eIUe —  JIOKyMEHTHI,
periaMeHTupyIole TpeOoBaHUA 0€30MacHOCTH, KayecTBa, a TakkKe IMpearnojiaraeMyo
3pPEKTUBHOCTh TPEAYCMOTPEHHOTO TIPUMEHEHUS U METOIbl KOHTPOJISI COOTBETCTBUS
MEAMLIMHCKOTO U3JENIHsI 3TUM TPEOOBAHUSIM;

7) TpOU3BOAUTENL (M3TOTOBUTEINb) MEAUIIMHCKOTO U3JIENUA — IOPUANYECKOE JIUILO WU
(u3nyeckoe IUIO, 3apEerUCTPUPOBAHHOE B KAaYE€CTBE HMHJMBUIYyAbHOTO MpEANpUHUMATEIS,
OTBETCTBEHHBIE 3a pPa3pabOTKy U W3TOTOBICHWE MEAMIMHCKOTO W3AENUA, ACNAIOLIUE €ro
JOCTYIIHBIM Il UCIIOJIb30BaHUSI OT CBOEr0 MMEHU HE3aBHUCUMO OT TOro, pa3paboTaHo U (WJIH)
M3TOTOBJIEHO MEIULIMHCKOE U3/IeNIMe OTUM JIUIIOM WM OT €r0 UMEHHU JPYTUM JIMLOM (JIMLaMu),
¥ HECYIITNE OTBETCTBEHHOCTD

3a 6€30MaCHOCTb, KaueCTBO U 3P(HEKTUBHOCTH METULIMHCKOTO U3IEIHS;

8) TPUHALIEKHOCTh — U3JENHE, HE SBJIAIONIEeCS MEIULIUHCKUM  U3JIEIHEM,
NpeHa3Hau€HHOE €r0 MPOU3BOAUTEIIEM ISl COBMECTHOTO MPUMEHEHHUSI C OJTHUM

WJIM HECKOJIBKUMH METULMHCKUMU U3AEIUAMU AJI UCIIOJIB30BaHUS B COOTBETCTBUH

C X Ha3HAUYCHUEM;

9) perucTpalMOHHOE JOCb€ HAa MEIUIUHCKOE W3/eINEe — KOMIUIEKT JIOKyMEHTOB,
IPEICTABISIEMBIN 3asBUTEIEM ISl TOCYIapCTBEHHOM PErHCTpPalliyd MEIULUHCKOTO W3JEINNs,
BHECCHHS W3MEHCHUN B Takhe JIOKYMEHTHI, a TaKKe KOIWU pEHICHWH, MPUHATHIX
PETUCTPUPYIOIIMM OpPraHoM U (eiepanbHbIM TOCYIaPCTBEHHBIM OIO/KETHBIM YUPEKICHUEM,
HAXOJAMIEMCSl B BEIACHWHM PETHCTPUPYIONIETO OpraHa, B OTHOIICHWH KOHKPETHOTO
MEIHULIUHCKOTO U3/IEIINS;

10) perucTpamMOHHBII HOMEpP MEIUWLMHCKOTO W3IEIUsl — KOJOBOE OOO3HAUCHUE,
NPUCBAUBAEMOE MEIUIIMHCKUM U3JICNIUSM MPU UX TOCYAAPCTBEHHO PEruCcTpaIiu, Mo KOTOPhIM
OHM BHOCATCS B TOCYIApCTBEHHBIH peecTp MEAMLIMHCKUX W3IEIUd W  OpraHu3anui
(MHIWBUIYaJbHBIX MPEINPUHUMATENECH), OCYIISCTBISIOMINX MPOU3BOACTBO M H3TOTOBIICHUE
MEAMLIMHCKUX W3IEAUM, M COXpaHsSEeMbIii HEU3MEHHBIM MpH OOpaIleHUH MEIULUHCKOrO
U3JICIINS;

11) TexHHMYECKasl TOKyMEHTAIMs TPOU3BOAUTENS (M3TOTOBUTEIIS) MEAUIIMHCKOTO U3/IEIHS
— IIOKYMEHTBI, PETJIaMEHTUPYIOLINE KOHCTPYKIIMIO MEAULIMHCKOTO M3/IETHS, yCTaHABIUBAIOIIIE
TEXHUYECKHE TpeOOBaHUS M COJAEp)KAIlllME JaHHble JUIsl €ero pa3paOOTKH, MPOU3BOJCTBA,
NPUMEHEHHUA, OHKCIUTyaTallud, TEXHUYECKOTO OOCIYKMBAaHUS, PEMOHTA, YTUIU3alUU WIN
YHUUYTOXKCHHSI,

12) TexHMUYECKHE HCTBITAaHUS MEIULUHCKOIO W3NS — MCHOBITAaHUS C  LEJbIo
ompeneneHusl KadecTBa M 0O€30MacHOCTH MEIWIIMHCKOTO HW3JENHs, COOTBETCTBUS €TO
XapakTEepPUCTUK (CBOWCTB) TpeOOBAaHUSM HOPMATUBHON JOKYMEHTAIMH, TEXHUYECKOH W
HKCIUTYaTallUOHHOW  JOKYMEHTAllMM  NPOU3BOAMUTENS  (M3TOTOBHUTENS) W NPUHATHUSA
HOCJIEAYIOLIEr0 PEeIeHHs 0 BO3SMOKHOCTH MTPOBEJACHUS KIMHUYECKUX UCTIBITAHUM;

13) TOKCHKOIOTMYECKHE HUCCIEAOBAHUS MEAUIIMHCKOTO U3EIUS — UCCIEA0BAaHUS B LIETAX
OLICHKH OWOJIOTUYECKOW 0Ee30MacHOCTH MEAULMHCKOTO W3JCIHS W MPUHSATHS TMOCIEAYIOLIETO
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pELICHUSI 0 BO3MOXXHOCTH IIPOBEACHHS KIIMHUYECKUX HCITBITAHUM;

14) ymOTHOMOYEHHBIH TPEACTABUTENb MPOU3BOAUTENS (U3TOTOBUTENSA) MEAUIIMHCKOTO
W3JIeNUsT — IOPUJIMUECKOE JIUIO WK (PU3NUeCcKoe JIUI0, 3apEeTUCTPUPOBAHHOE B KavueCTBE
VHJIMBUIYAJIBHOTO TPEINPUHUMATENIS, SBIIOIKECS pe3uaeHtamu Poccuiickoit Denepannu,
YIOJIHOMOYEHHBIE MPOU3BOAUTENIEM (M3TOTOBUTEIEM) MEAULMHCKOTO HU3JENUs MPEACTABIATh
€ro MHTEPECHI M0 BOMpOocaM oOpalleHus] MEIUIIMHCKOTO U3JIeiusl Ha Tepputopun Poccuiickoi
®epepanuu, B TOM YHCIIE IO BOIPOCAM MPOLEAYpP OLEHKH COOTBETCTBHS Y NOCYAApCTBEHHOU
perucrpanuy;

15) oskcrutyatanmoHHasi JOKYMEHTAIMS TPOU3BOAUTENS (M3rOTOBUTENS) MEIUIIMHCKOTO
U3JIEIUS — JTOKYMEHTHI, TIpeIHa3HauYCHHbIC JJIsi O3HAKOMJICHHUS MOTPEOUTENs C KOHCTPYKIUEH
MEIMIMHCKOTO  U3AENUSA, PEIIAMEHTUPYIOIIME YCIOBUS W NpaBWwiIa  JKCIUIyaTaluu
(ucTonp30BaHKE IO HA3HAYEHUIO, TEXHUUECKOE O0O0CITYKUBaHUE, TEKYIIUA PEMOHT, XpaHEHUE U
TPaAHCTIOPTUPOBKA), TAPAHTUPOBAHHBIC TTPOU3BOAUTENIEM (M3TOTOBUTEIIEM ) 3HAUCHHST OCHOBHBIX
1apamMeTPOB, XapaKTEPUCTUK (CBOMCTB) MEIUIIMHCKOTO U3EIIUs, TapaHTUHbIE 0053aTelbCTBA,
a TaKXKe CBEICHUS

0 €ro yTUJIN3alUU U YHUUTOXKEHUH;

16) »meKkTpoHHBIM KaOMHET 3asBUTENS — CepBUC B ceTu HTepHeT, MO3BOIAIOMINN
3asIBUTEITIO MOCPEICTBOM aBTOMAaTHU3UPOBAHHOMN HH(pOpPMaIIMOHHOM CHUCTEMBI
PETHCTPUPYIOIIETO OpraHa, Mociie MPOXOKICHUS MPOIEAYPhl UISHTU(DHUKAIINN, OCYIIECTBISAT
B3aUMOJICMICTBUE C PETUCTPUPYIONIUM OPTraHOM, a TAKXKE IMOJYUYHUTh JIOCTYN K JOKYMEHTAIIWH,
OTHOCAIIEHCS K PErUCTPALIUN MEAULIUHCKOTO U3ICIIUS

B ClIy4asiX, IPeAyCMOTPEHHBIX HacTosmmuMu [IpaBunamu;

17) >¢dekTUBHOCTh MEAUIIMHCKOTO U3IETHUS — COBOKYITHOCTH CBOMCTB

U XapaKTepUCTUK MEIULMHCKOTO W3AeNus, O0ECIEeUUBAIONINX JTOCTH)KCHHUE Iieyiel
NpeAHa3HAYEHHUsI, YCTAaHOBJIICHHBIX IPOU3BOJIUTENIEM (U3TrOTOBUTEIIEM )

Y TTOATBEPKICHHBIX TPAKTUKON KIIMHUYECKOTO ITPUMEHECHMUS.

5. TocymapcTBeHHast perucTpalus MEAUIUHCKAX U3IEIIANA IIPOBOAUTCS

Ha  OCHOBaHHUM  PE3YJIbTATOB  TEXHUYECKUX  MCIHBITAHUWA,  TOKCHUKOJOTMYECKUX
WCCJIEIOBaHUN, KIMHUYECKUX HWCMBITAHUHA, TMPEACTABISIOMUX €000 (OpMBI  OLIEHKH
COOTBETCTBHS MEIUIIMHCKUX U3ICTUN ¢ yIETOM KJIaCCU(DUKAIIUUA B 3aBUCUMOCTH

OT MOTEHIMAJIBHOTO PUCKA UX MPUMEHEHHUS, U DKCIIEPTU3bl KaueCcTBa, 3(PPEKTUBHOCTH

1 0€30MaCHOCTH MEIUIMHCKUX U3CIHNA ¢ YICTOM KIacCU(DHUKAITUU B 3aBUCUMOCTH

OT IMOTEHIIMAJIBHOIO PUCKA UX MPUMEHEHUS, a TAKKE UCIBITAHUN B LENAX YTBEPKIACHUS
THUIIA CPEICTB U3MEPEHUH (B OTHOIICHUHN MEIUIIMHCKUX U3ACIIUNA, OTHOCSIIUXCS

K CpeacTBaM H3MepeHHil B cdepe rocyqapCTBEHHOIO pEryJupoBaHUsl 00ecIredeHus
€IUHCTBA U3MEPECHUN, NIEPEYEHb KOTOPBIX YTBEPKAACTCA MHUHHCTEPCTBOM 3APABOOXPAHEHUS
Poccuiickoit deneparvn).

6. IIpaBwia rocynapCTBEHHON perucTpaly MEIUIUMHCKUX U3HETUN

C HHU3KOM CTENEHBIO MOTCHUUAIBHOTO PUCKA WX MPUMEHEHHS, B OTHOLICHUU KOTOPBIX
YCTAHOBJIEHbl OCOOCHHOCTH TOCYIAPCTBEHHON pErucTpaluu, 1O [EePEYHI) COMIACHO
MPUWIOKEHHIO (J1aliee — MepeveHb ), MPeAyCMOTpEeHbI MyHKTaMu 48 — 69 Hactosimux [TpaBui.

[IpaBuna roCygapCTBEHHOW PETrUCTPpAlMA MEAULUMUHCKUX H3JEIUA  OTEYECTBEHHOTO
MPOU3BONCTBA (MEAUITMHCKUX U3ETNH, B 3aBICHUN O PETUCTPAIIUU KOTOPHIX
B Ka4eCTBE MPOU3BOJAUTENS (M3TOTOBUTEINSI) yKa3aHO IOPUAMYECKOE JIUIO WM  (U3UUYECKOE
JIMLIO, 3apETUCTPUPOBAHHOE B KAYECTBE WHAWUBUAYAJIBHOTO HPEANPUHUMATENS, SIBJISIIOLIMECS
pesuaentamu Poccuiickoit denepanun) npu yCaIoBUU MPOBEACHUS TEXHUYECKUX UCTIBITAHUN U
TOKCUKOJIOTUYECKUX  MCCJIEAOBAaHUM  MEOUIMHCKOTO HW3MAENHs, a TakXke HCIbITaHUu!
MEIULIHHCKOTO W3S
B LEJAX YTBEPXKIACHUS TUIA CPEICTB HM3MEPEHUM (B OTHONICHUU MEIULIMHCKUX W3JCIIUH,
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OTHOCAILMXCS K CpeAcTBaM M3MEpeHuHM B cdepe TrocCylIapCTBEHHOIO pPEryJupOBaHUS
oOecreueHus €IMHCTBA W3MEpPEHUH, MepeyeHb KOTOPhIX YTBEpXkKAaeTcs MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit ®enepaunn) B denepanbHOM TOCYIapCTBEHHOM OIOIKETHOM
yUpexKIeHUN «BCepoCCHICKHI HAyYHO-HUCCIEA0BATENbCKUN M HCHBITATENIbHBI HHCTUTYT
MEIUIIMHCKON TeXHUKM» DenepabHOM CIyKObI 10 Ha/130py B cepe 3apaBooxpaHeHHs (anee
— YUpexKJICHHE),

a KIMHUYECKUX HMCHBITAHUN — B MEAMIIMHCKUAX OPraHU3alUaX, OTBEYAIOUIUX TPEOOBAHUSM,
YTBEPKIAECHHBIM MHUHUCTEPCTBOM 311paBooxpaneHus Poccniickont denepannu, U BKIFOUCHHBIX B
CETh HAIIMOHAJIBHBIX MEIMIMHCKUX MCCIIEI0BATEIBCKUX LIEHTPOB, COCTaB KOTOPOU YTBEPKIEH
MunuctepctBoM 3apaBooxpaHeHust Pocculickoir dPenepauum (ganee — OTCUECTBEHHBIC
MEIULMHCKHIE U3/1eius), IpeycMoTperbl myHkTamu 70 — 88 Hactosuux [IpaBui.

T'ocymapcrBeHHas peructpanus MEAUUMHCKUX W3EJIMA OTEYECTBEHHOIO IPOU3BOJACTBA C
HU3KOM CTENEHbIO MOTEHIIMAIIBHOTO PUCKA UX MTPUMEHEHHUS
(32 MCKJIFOUEHUEM MEIULMHCKUAX M3JEIUIl C HU3KOM CTENEHbIO IMOTEHLMAJIBHOIO PHUCKA HX
NPUMEHEHHSA, B OTHOLICHHMH KOTOPBIX YCTAHOBJIECHBI OCOOEHHOCTH TOCYIapCTBEHHOM
perucTpalyy, BKIFOYEHHBIX B IEPEUEHB), METUIIMHCKUX U3JI€IUN JUIsl TUarHOCTUKU
In Vvitro, MpOrpaMMHOI0 OOECIEUEHUs, ABIAIOIIEIOCS MEIULIUHCKUM HU3IEINEM, B TOM YHCIIE
[IPOrPaMMHOI0 00€CIeUeHUsT C I[PUMEHEHHEM TEXHOJOTMi HMCKYCCTBEHHOIO WHTEJUIEKTa
OCYLIECTBIIECTCS MO BBIOOPY 3asIBUTENISI B COOTBETCTBUU C ITYHKTaMU
18 — 47 wnacrosumux IlpaBun 11060 B COOTBETCTBHUM C MpaBHIIaMH TOCYApCTBEHHOM
perucTpalud MEIULUHCKUX H3ACJINM OTEYECTBEHHOIO NPOU3BOACTBA, YCTAHOBJIECHHBIMU
nyHkramu 70 — 88 HacTosmux IIpaBun.

T'ocymapcrBeHHass  perucrpanus MEAUIMHCKUX  HU3ACIMM €  HU3KOW  CTEIEHbBIO
MOTCHIIMAJIBHOTO PUCKA WX IPUMEHEHHs, BKIIOYCHHBIX B IIEpEYCHb, OTECYECTBEHHOIO
IIPOU3BOJICTBA OCYILECTBIISIETCS 110 BBIOOPY 3aABUTEIISI B COOTBETCTBUU € IyHKTaMHU
18 — 47 wnactosmux IlpaBun 71100 B COOTBETCTBUM C TMPABWIAMH TOCYIapCTBEHHOMN
PETUCTPAllM MEIUIMHCKUX U3IEIUM OTEUYECTBEHHOIO IIPOM3BOACTBA, YCTAHOBIICHHBIMU
nyHkramu 48 — 69 nacrosmux [Ipasur.

7. JloKkymeHTOM, MTOATBEPKAAOLLUM dakr roCyAapCTBEHHOM perucrpanuu
MEJIMIIMHCKOTO U3JENUS, IBIIAETCS PETUCTPAIMOHHOE YIOCTOBEPEHNE HA METUIIMHCKOE U3JIENNE
(mamee — peructpauuoHHoOe YyrnocroBepeHue). PopMa PpPEerucTPalMoOHHOIO YIOCTOBEPEHUS

YTBEPKAAETCSI PETUCTPUPYIOLIIUM OPraHOM.

PeructpanmoHHoe ynocToBepeHue BbIIAETCsl OECCPOUHO.

8. TocymapcTBeHHas NOLIIMHA YIUIAYUBACTCS B COOTBETCTBUU

¢ 3aKkoHonaTesbeTBoM Poccuiickoit @enepanyu 0 HaJlorax u coopax.

Nudopmanus o0 ymnnare rocyIapCTBEHHOM MOUUIMHBI 3alpalIMBAeTCsl PErHCTPUPYIOLIIM
OpraHOM B MOPSIKE MEXBEIOMCTBEHHOTO HH(DOPMAIITMOHHOTO B3aUMOJICHCTBHS B COOTBETCTBUH
¢ @enepanbHbiM  3akoHOM «OO opraHuzaldM TPEJOCTABICHUS TOCYIAPCTBEHHBIX U
MYHULUIIAIBHBIX YCIYD».

9. Perucrtpupyromnumii opraH pazMeniaeT HHQOpMalnio, CBI3aHHYIO

C OCYUIECTBIICHUEM TOCYAAPCTBEHHOU PETUCTPALMM MEIUIMHCKOTO M3JEIIHsI, BHECCHUEM
M3MEHEHHN B JOKYMEHTBI, COAEPKAIIMECS B PETUCTPALIMOHHOM J10ChE,

BblIaueil yOnuKaTra pEerucTpaliOHHOIO YAOCTOBEPEHUSI M OTMEHBl TOCYJapCTBEHHOM
perucTpaliii Ha CBOEM OQUIMAIBLHOM caiiTe B HHPOPMAIMOHHO-TEIEKOMMYHUKAITMOHHOM
cetu «/HTEpHET.

10. ®enepanbHOE rOCYIaPCTBEHHOE OIOIKETHOE YUPEKACHHUE, HAXOAAIIeeCs

B BEJICHUU PETUCTPHUPYIOIIETO OpraHa (Jjanee — 3KCIEPTHOE YUPEKJIEHUE) OCYIIECTBISCT
KOHCYJIBTUPOBAHUE 10 BOIIPOCAM IPOLEAYP, CBI3aHHBIX
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C TOCYJApPCTBEHHOW PETHCTPALMEN MEIUIMHCKUX HU3JECIUN, B IOPSJIKE, YCTAHOBICHHOM
PETUCTPUPYIOLIUM OPTraHOM.

11. Pemenust u neiictus (6€371eMCTBUE) PETUCTPUPYIONIETO OpraHa, MOBJIEKIINE 3a cO00M
HapylLIEHUE I[paB IOPUJIMYECKOTO JIHIA WIM (PU3MUYECKOTO JHIA, 3apErUCTPUPOBAHHOIO B
KQUeCTBE HWHJMUBUAYAIBHOTO MNPEANPUHUMATENSA, a TaKKe 3aKIIOYEHUS DKCIEPTHOTO
YUPEKICHUS MO pe3yabTaTaM MPOBEAECHHbBIX

UM B COOTBETCTBMU C HacTodAmMMu [IpaBuiaMu sSKCHepTH3 MOTYT OBITH 00KallOBaHBI
3asBUTEJIEM B LIOPSIJKE, yCTAHOBIEHHOM 3aKOHOAATENIbCTBOM Poccuiickon denepannu.

12. OGecrnieyeHne opranuzaiuu padoThl M0 GOPMUPOBAHUIO U BEJIEHUIO HOMEHKJIATYPHOU
KJIacCu(PUKAMM MEIUIIMHCKUX W3ACIUA 10 BHJIaM OCYHICCTBISETCA PErUCTPUPYIONIUM
OpraHoOM.

13. IIpu u3MeHeHnH BUIa METUIIMHCKOTO U3/IENHS B paMKaX pabOThI

no GOpMUPOBAHUIO U BEJACHUIO HOMEHKIATYPHON KIacCU(hUKAIIMKA MEAUITUHCKUX U3
10 BHJAAM, yTBepxKaaemMod MuHucTepcTBOM 3lpaBooxpaHeHusi Pocculickoit depepauuu,
PETHCTPUPYIOIIMI OpraH BHOCHUT B PpEECTPOBYIO 3allMCh TOCYJAapCTBEHHOIO peecTpa
MEIUIMHCKUX ~ M3eMMA W opraHu3amuii  (MHAMBUAYAJbHBIX  MpeanpUHUMATeNei),
OCYIIECTBIISAIOMIMX IIPOU3BOJACTBO M M3TOTOBJICHHWE MEAUIIMHCKUX U3Jenuil (mamnee —
roCyJapCTBEHHBI PEecTp), COOTBETCTBYIOIIEE U3MEHEHUE

¥ YBEIOMJISIET 00 2TOM FOPUAMYECKOE JIMIO WM (PU3NYECKOe JIUIIO, 3aPETUCTPUPOBAHHOE
B Ka4€CTBE WHIMBUIYAJILHOTO TIPEANPUHUMATEINS, Ha UMsI KOTOPOTO BBIJIJAHO PETUCTPAIMOHHOE
YIOCTOBEPEHUE Ha MEUIIMHCKOE U3/IENIHE, BUJI KOTOPOTO U3MEHEH, B TeueHue 20 pabouux 1Hen
C JAaTbl BHECEHHS] U3MEHEHUS

B PEECTPOBYIO 3aIIMCh TOCYAAPCTBEHHOIO PEECTpA.

1€pokn 1 MOCIIENOBATENFHOCTh AIMUHUCTPATUBHBIX MTPOLIEAYP

W aIMUHUCTPATUBHBIX  JICUCTBUM  PErUCTPUPYIOLIETO OpraHa  yCTaHaBJIMBAIOTCS
pa3pabaTbiBaéMbIM B COOTBETCTBUM ¢ mocraHoBieHueMm IlpaBurennctBa Poccuiickoii
®enepannu ot 16 mas 2011 . Ne 373 agMUHUCTPATUBHBIM PEIAMEHTOM

[0 TPEJOCTABIEHUIO TOCYIAPCTBEHHOM YCIYrd IO TOCYIapCTBEHHOM perucrpauuu
MEOUIUHCKUX WU3JICITUI.

15. B peructpallMOHHOM yJIOCTOBEPEHHUH YKa3bIBAKOTCA CIEAYIOIINE CBEICHUS:

1) HamMeHOBaHHE MEAMIIMHCKOTO W3Jenus (C  yKa3aHHEM TPUHAJICKHOCTEH,
HEOOXOIUMBIX JJISI MPUMEHEHUSI MEAUITMHCKOTO U3/ICJIHsI TI0 HA3HAYEHUIO);

2) Jara rocyaapCTBEHHON perucTpaliiyd MEIUIIMHCKOTO U3IeTus
U €ro PEerucTpalioOHHbIA HOMED;

3) B OTHOIIEHUH YIIOJHOMOYEHHOIO MPEICTABUTEINS MTPOU3BOAUTENST (M3TOTOBUTENS) —
MOJIHOE U (B Clly4ae, €ClId UMEETCs) COKpallleHHOE HAMMEHOBAaHHUE,

B TOM 4Hcie (UpMEHHOE HaWMMEHOBaHWE, OpraHU3allMOHHO-TIpaBoBas (opma
IOPUIMYECKOrO JIMIA, apec MEeCTa €ro HaXOXAeHUs Win daMuiausi, uMsa U (B cllydae, eciid
MMEEeTCs) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YAOCTOBEPAIOIIEro JHUYHOCTh, aJpec MecTa
KUTENbCTBA (U3NYECKOTO JUIA, 3apEerUCTPUPOBAHHOTO B KauecTBE HHIUBUAYATbHOTO
NpeanpuHuMaTesi, a Takxke HoMmepa TenedoHOB u (B Cilydyae, €CIM HMEETCs) aJpec
AJIEKTPOHHON TMOYTHI IOPUAMYECKOTO JIMLUA WM (PU3NYECKOTO JIHIA, 3aPErMCTPUPOBAHHOIO B
Ka4eCTBE UHAUBUIYATILHOTO MPEANTPUHUMATEIS;

4) B OTHONIIECHWU MPOU3BOAUTENS (U3TOTOBUTENS) — MOJHOE U (B CIydae, €Clid UMEeeTCsl)
COKpaIlleHHOE¢ HaWMEHOBaHHE, B TOM 4ucie (UpPMEHHOE HaMMEHOBAaHWE, OpPraHU3AIMOHHO-
npaBoBasi opMa IOPUANYECKOTO JIMIIA, aPEeC MECTA €r0 HAXOXKJICHUS WU (pamMuius, uMms u (B
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clly4ae, eCciid UMEETCs) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YI0CTOBEPSIOLIEIO JJUYHOCTh, alpec
MeCTa JKUTEIhCTBA (PU3UUECKOTO JIHIA, 3aPETUCTPUPOBAHHOTO B Ka4€CTBE WHAMBHUIYaTbHOTO
NpeanpuHuMaTeNs, a Takxke HoMmepa TenedoHOB U (B cCiyyae, €CIM HMEETCs) aJpec
AJIEKTPOHHOM TOYTHl FOPUIUYECKOIO JIMIA WK (PU3UYECKOTO JIMIA, 3apeTUCTPUPOBAHHOTO B
Ka4eCTBE WHANBUYaILHOTO TIPEIITPUHUMATEIS,

5) MecTo MPOU3BOACTBA MEAUITMTHCKOTO U3/ICITHS;
6) HOMEp PETUCTPAIMOHHOTO TOCKE;

7) Kjacc MOTEHIMAILHOIO pHUCKa MPUMEHEHUS MEIUIIUHCKOTO U3CIHS

B COOTBETCTBUM C HOMEHKJIATYPHOW KiIacCH()UMKAIUCW MEAWIIMHCKUX HU3JICTUH,
yTBepKIaeMol MunuctepcTBoM 3apaBooxpanenus Poccuiickon denepamuu.

16. XpaneHue perucTpaiiOHHOTO JOChE OCYLIECTBISIETCS PErMCTPUPYIOLIIMM OPraHOM B
MOPSJIKE, YCTAHOBIIEHHOM 3aKOHO/ATENbCTBOM Poccuiickoit Denepanuu

00 apXHBHOM JEle.

17. Peructpupytomuii opran TpUHUMAET pelleHHe 00 OTMEHE TOCyIapCTBEHHOMN
perucTpauyu MEAULMHCKOIO U3 B CIEAYIOIINX CIIydasiX:

1) momaua 3asBUTENEM 3asBICHHS 00 OTMEHE TOCYJApCTBEHHOM perucTpanuu
MEIHUIIMHCKOTO U3IEIIHS;

2) BBIHECEHHE CYJOM pelIeHUs O HapyIIeHUH MIpaB MpaBooOIaaarens
Ha pe3ylbTaThl MHTEIJIEKTYalbHOM JEATEIIbHOCTH W MPUPABHEHHBIE K HUM CpeJCTBa
WHJIMBUAYAJIU3ALUN TPU 00pallleHUH MEUIIMHCKUX U3JIEIIU;

3) npexcrasiieHue ynoiaHoMoueHHbIM IIpaButensctBom Poccuiickoit  ®epepanuu
(enepanbHBIM OpPraHOM MCIIOJIHUTEIBHONW BIACTH MO PE3YyJIbTaTaM OCYLIECTBISIEMOrO UM
rOCyJJapCTBEHHOTO  KOHTPOJisi 3a  OOpallleHMeM  MEIUIIMHCKUX  M3JCNHUMA,  CBEJICHUM,
HNOATBEPKIAOIINX (PAKTBI U 0OCTOATENBCTBA, CO3IAIOIINE YTPO3Y KU3HU U 310POBBIO I'PaX1aH
¥ MEIMLIUHCKUX PaOOTHUKOB IPU PUMEHEHUHU

Y DKCILTyaTaluy MEIULIMHCKAX U3/IEIINN;

4) BBIABICHHE PETHUCTPUPYIONIMM OpPraHOM IO pe3yjbTaraM TroOCYAapCTBEHHOTO
KOHTPOJIS 32 0OpaIlieHueM MEIUIIMHCKUX U3JIeTTUNA HeJIOCTOBEPHOCTH CBEACHUM

B JIOKYMEHTAaX, COJEpXKAIIUXCId B PETUCTPALMOHHOM JOChE, TMPEICTABICHHBIX
3asIBUTEJIEM U TIOBIIMSBIINX HA PE3YyIbTAThI SKCIIEPTU3BI Ka4eCTBa, 3P(HEKTHBHOCTH

1 0€30TMaCHOCTH MEIUITMHCKOTO U3/ICIIHS;

5) mnony4eHHe PErucTPUPYIOIIMM OPraHOM 3aKIIOUYEHHUH HKCIEPTHOTO YUPEKICHHUS O
TOM, YTO COJEpKallhecs] B TOCYIapCTBEHHOM peecTpe HWHCTPYMEHT, ammapar, Ipuoop,
o0opyl0oBaHUE, MaTepUall U MPOYUE U3JEIUS 10 CBOEMY (YHKUMOHAIBHOMY HAa3HAYEHUIO W
(MK) NPUHIIMITY AEMUCTBUSI HE MOTYT MIPUMEHSTHCSA

B MEJIUIIMHCKUX LENSAX U (UITK) HE SBISIIOTCA METUIIMHCKUMU U3JICIHUSIMU.

Takoe 3axiroueHue npeAcTaBiIsieTcs (HanpaBiseTcsl) SKCIEPTHBIM YUPEKICHUEM

B PETUCTPUPYIONTHiT oprad B TeueHue 10 pabounx qHEH CO THS MOCTYTUICHHS

B OKCIIEPTHOE YUPEKIEHUE COOTBETCTBYIOIIETO 3aJaHUs PETUCTPUPYIOLIETO OpraHa

C IPWJIOKEHNEM TOKYMEHTOB PETUCTPALIMIOHHOTO JI0ChHE;
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I1. IIpaBuia rocyrapcTBeHHOM perucTpanuy MeIULIUHCKUX H31eJTHH
(32 HCKJIIOYEeHHeM MeTUIUHCKHUX M3AeJIUHA ¢ HU3KOU CTEeIeHbI0
NMOTEHI[UAJTBHOI0 PUCKA UX NIPUMEHEHH, BKIIOYEHHBIX B lIePeYCHb,
M MeJMUIMHCKUX HU3/IeJIUi 0Te4eCTBEHHOI'0 IPOM3BOICTBA)

18. Jlo 31 nexabpst 2021 roma miis TOCYTapCTBEHHOW PETHCTPAIMHM MEAUITUHCKOTO
W3IEITHS 3aABUTEINb MPEACTABISCT JINOO HAMPaBIsSET

B PETUCTPUPYIOLINM OpraH 3asBICHHUE O TOCYIAPCTBEHHON PETUCTPALMU MEIUIIUHCKOTO
u3zenus (J1ajee — 3asiBJICHUE O PErUCTPAIK) a TAKXKE IOKYMEHTBI, yKa3aHHbIE

B myHkTe 20 Hacrosamux IIpasui.

19. B 3asBiieHUHM O pPETUCTpallUM MEAUIMHCKOTO H3JCJIMS  YKa3bIBAIOTCS CJCIYIOIINE
CBEJICHUS:

1) HaumeHOBaHME MEIMIIMHCKOTO Wu3aenus (C  yKa3aHWeM MPUHAJJICKHOCTEH,
HEOOXOMMMBIX JIJI MPUMEHEHHSI MEIUIIMHCKOTO W3JIETUS 110 HA3HAYCHUIO), TIPH STOM 3asBUTEIIb
YKa3bIBAa€T TOBAPHBIM 3HAK M WMHBIC CPEACTBA MHIMUBHUIyaTU3alUM MEIUIIMHCKOTO HU3JENIHS B
Cllyyae UX HaHECEHHUs Ha YMaKOBKY MEIUIIMHCKOTO U3JEIUS;

2) B OTHOIICHHWH MPOU3BOAUTENS (M3TOTOBUTENS) METUIIMHCKOTO U3/IETUs — MOTHOE U (B
clydae, €CJIM HMEETCs) COKpalleHHOE HaWMEHOBaHHWE, B TOM 4uclie (UPMEHHOE
HaUMEHOBAHUE, OPraHU3AIMOHHO-TIPaBOBasi (GopMa HOPUAMYECKOTO JHUIA, aapec MecTa
HaXOXJIeHUS Win hamMuns, uMsi 1 (B clTydae, eclii UMeeTCsI) OTYECTBO, PEKBU3UTHI JOKYMEHTA,
YVIIOCTOBEPSIOIIETO  JIMYHOCTh,  aapec  MeCTa  JKUTEIbCTBA  (U3HUYECKOIO  JIMIIA,
3apEeTUCTPUPOBAHHOTO B KAue€CTBE WHIWBHUAYAJIBHOTO MPEANPUHUMATENIS, a TaKXke HoMepa
TenedoHOB U (B CiIydae, €CIM UMEETCS) aipeC MMEKTPOHHON MOYTHI FOPHUINYECKOTO JINIA WA
bu3MUECKOTro JINIA, 3apETUCTPUPOBAHHOTO B KAYECTBE WHINBUIYATHHOTO MTPEANPUHUMATEIIS;

3) B OTHONICHUHU YMOJHOMOYEHHOI'O MPEACTABHUTEISI MPOU3BOIUTEINS (M3TOTOBUTENS) —
MOJIHOE U (B ClIyyae, €ClId UMEETCs) COKpaIllEHHOEe HAMMEHOBaHME,

B TOM u4ucie (GUPMEHHOEC HAMMEHOBAaHME, OpraHM3allMOHHO-NpaBoBas ¢opma
IOPHIMYECKOTO JIMIIA, apec MECTa ero HaXOXICHHS Win (pamuaus, uMms U (B ciiydae, eCliH
MMEETCsI) OTYECTBO, PEKBU3HUTHI JIOKYMEHTa, YAOCTOBEPSIOIIECTO JIMYHOCTh, aApec MecTa
KUTEINbCTBA (U3UYECKOTO JIMIA, 3aPETUCTPUPOBAHHOTO B KAueCTBE WHIAMBUIYATHHOTO
MpennpuHuMaTessi, a Takke HoMmepa TenedoHOB HM (B ciydyae, €CIM HMEETCs) ajpec
AJICKTPOHHOM TMOYTHl FOPUIUYECKOTO JIMIA WK (PU3NUECKOro JIMIA, 3aperUCTPUPOBAHHOTO B
Ka4eCTBE MHAUBUIYaTIbLHOTO MPEANTPUHUMATEIS;

4) wmecTo(a) MPOU3BOICTBA MEAUIIMHCKOTO U3/ICIIHS;

5) Ha3HauY€HWE  MEIUIMHCKOTO  M3JENUsl,  YCTAaHOBJCHHOE  IIPOU3BOAUTEIIEM
(M3rOTOBUTENIEM);

6) BUJ MEIUIIMHCKOTO W3JICNHsI B COOTBETCTBMM C HOMEHKIATYPHOW Kiaccudukaimen
MEIUIMHCKHUX U3C/INM;

7)  KJacc MOTEHIMAILHOIO PUCKA MPUMEHEHHUS MEAUITUHCKOTO U3ICIIUS

B COOTBETCTBUHU C HOMEHKJIATYPHOU KiIaccuPpuKanuen MeIUITMHCKIX U3IeTTUH;

8) xom OOmepoccuiickoro kiaaccuukaropa MPOAYKIHMHA TIO BHUAAM SKOHOMUYECKOM
NEATEIIbHOCTH;

9) cBemeHuss O cCHoco0e TMOMYYEHUs] PETHCTPAIMOHHOTO YIOCTOBEPEHHUS, a TaKXKe
uH(popMaIK, CBSI3aHHOW C TPOIEAYpPOH TOCYTapCTBEHHOW PETUCTpAIMd MEAUIIMHCKOTO
156631 (075: 8

20. Jns rocymapCTBEHHOM pErHCTpallid MEAUIMHCKOTO W3JeIusl MPEICTaBISIOTCS
CIEAYIOIINE JOKYMEHTHI:

1) komuga  MOKyMEHTa,  MOATBEPKIAIOMIETO  IMOJHOMOYHUS  YIIOJIHOMOYEHHOTO
MPEACTABUTEIS] IPOU3BOAUTEINS (M3TOTOBUTEIIS);
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2) JIOKYMEHT MPOU3BOAUTEIIS (M3rOTOBUTEIIS), COIEPIKALIUNA CBEICHUS

0 HOPMAaTUMBHOW JIOKYMEHTAIlMW Ha MEIUIIMHCKOE U3JIETIUE;

3) TexHUYecKas JOKYMEHTAIUS IPOU3BOAUTENS (M3TOTOBUTENS)

Ha MEJIUIIMHCKOE U3JIEIINE;

4)  sKCIuTyaTalMOHHAs JOKYMEHTALUS IPOU3BOAUTENS (M3TOTOBUTEA)

Ha MEIMIIMHCKOE W3JENINE, B TOM YHUCJIE WHCTPYKIUS MO MPUMEHEHUIO WM PYyKOBOJCTBO
I10 HKCIUTyaTalui MEIULIMHCKOTO U3IETHS;

5) uBerHsbie QoTorpadhuuecKue N300paKeHUs 00IIETO BUJIa MEIUIIMHCKOTO U3JIEIHUs, €T0
BApUAHTOB MWCIIOMHEHUS (MOJENe) M MPUHAJICKHOCTEH, HEOOXOMMMBIX ISl TPUMEHEHUS
MEIUIIMHCKOTO M3/IeNInA 10 Ha3HaYeHUIo (pa3MepoM He MeHee 18 x 24 caHTUMeETpa), a TaKke
JAHHbIE O MapKUPOBKE W YIAKOBKE (I[BETHBIC MAKEThl YIAKOBOK W AITHUKETOK, COJIEeprKallue
TEKCT MAPKUPOBKHU HA PYCCKOM SI3BIKE);

6) 1uBeTHBIC QoTorpadruuecKkre N300paKEeHUs IECKTPOHHOTO HOCUTEIISI

u uHTepdeiica mporpaMMHoOro odecrieueHus (pazmepom He meHee 18 x 24 canTumeTpa)

(711 IpOrpaMMHOTO O0ECTEUEHHUS], SIBISIOMIETOCS MEAUIMHCKUM HU3ICIUEM, B TOM YUCIE
MPOTPaMMHOTO 00€CTeUeHUs C MPUMEHEHHEeM TEXHOJIOTHMH HMCKYCCTBEHHOTO WHTEIIeKTa) (B
cily4ae, €CJIii UMEeTcs);

7)  JIOKyMEHTHI, MOATBEPXKJAOIIME  PE3yJbTaThl  TEXHUYECKUX UCIIBITAHU I
MEJULIMHCKOTO U3EUs;

8) JOKYMEHTBI, MOJTBEPXKJAIOIINE PE3YJIBTaThl TOKCHUKOJIOTHYECKUX HCCISTOBAHUM
MEJULIMHCKOTO M3/eIusl, HWCIOJIb30BaHUE KOTOPOTO MPEANojaraeT HajJudue KOHTaKTa C
OpraHU3MOM YEJIOBEKa;

9) JOKYMEHTHI, OJATBEPKAAIONINE PE3yIbTaThl UCIBITAHUN MEIUITMHCKOTO H3CIUS B
HEeIsAX YTBEPXKICHUS THUIIA CPEACTB W3MEPEHHU (B OTHOIICHUH MEOUIIMHCKUX W3IETUH,
OTHOCSIIIUXCSI K CpeICcTBAaM H3MEpPEHUl B cdepe TOoCyIapCTBEHHOTO PEryIHpOBaHUS
oOecrieueHusi €IUHCTBA HW3MEPEHUM, MEPEYEHh KOTOPBIX yTBEpKAaeTcss MUHHCTEPCTBOM
3npaBooxpaneHus Poccuiickoit denepanun);

10) mnda  MEAMIMHCKUX M3ACNIUA C HHU3KOM CTENEHbIO MOTEHIMAJIBHOIO pPHCKa
MPUMEHEHUS, TPOTPAMMHOTO 00ECIIEUCHHSI, SIBIISIFOIIIETOCS METUITUHCKAM H3/CIIAEM,

B TOM YHCJIE TTPOTPAMMHOTO O0OECTICUCHHS ¢ MMPUMEHEHUEM TEXHOJIOTUNA MCKYCCTBEHHOTO
UHTEJUIEKTa, M MEAMLMHCKUX W3JeIUd Ui JMAarHOCTUKM 1n  Vitro — CBeJCHUS,
MOJITBEPKAAFOIITNE KITMHUICCKYIO 3(D(PEKTUBHOCTD U O€30MaCHOCTh MEAUITUHCKHIX WU3/ICITHI;

11) mpoeKT miaHa KIMHUYECKUX UCTIHITAHUNA METUITMHCKOTO H3ACIUS

¢ 000CHOBBIBAIOIIMMH €r0 MaTepuaiaMu (B caydae, eClIu UMEETCs);

12) nmoKyMeHTHI, OJITBEPIK/IA0IIUE BOBMOXXHOCTh OCYIIECTBICHUS IIPOU3BOJICTBA

1o agpecy(am), yka3anHOMY(bIM) B 3asIBJIEHUU O PETUCTPALUU;

13) nOKyMEeHTBI, TOATBEPXKJAIONIME  IPABO  KCIOJB30BAHUS  IPOU3BOAUTEIIEM
(M3roTOBUTEJIEM) TOBAPHOIO 3HAKA W MHBIX CPEJACTB WHAWBHyaTU3AllUd MEIUIIMHCKOTO
W3JIeNUsl B CIy4ae UX HAHECEHUS Ha YITAKOBKY MEIUIIUHCKOTO U3ENHS;

14) cBemeHHss O BBIJAHHBIX PETUCTPUPYIONIUM OPraHOM pa3perieHusX Ha BBO3
MEIUIMHCKUX M3ACNIUA C UEIbI0 MX TOCYHapCTBEHHOW perucTpanmuu (Uisi METUIIUHCKHUX
W3JIeJIMd  WHOCTPAHHOTO TPOM3BOJACTBA, 32 MCKIIOYEHHUEM MPOTPAMMHOTO OOeCIeUeHus,
SBJISTFOIIETOCS. MEAUITUHCKAM U3/I€JIMEM, B TOM YKCJIE POrPAMMHOTO 00€CTICUeHUS

C TPUMEHECHHUEM TEXHOJIOTHI UCKYCCTBEHHOTO HHTEIIJIEKTA);

15) komuu JOKYMEHTOB, IOATBEPXKIAIOIIUX KAueCTBO JICKAPCTBEHHOIO IMperapara,
dapmarneBTHUECKONW CyOCTaHIIMM, OWOJOTMYECKOTO Marepuaja ¥ WHOTO BEIIECTBa, C
UCIIOJIb30BAHUEM KOTOPBIX MPOMU3BEACHO MEIUIIMHCKOE M3JIETME WM KOTOPbIE BXOISAT B €rO
COCTaB M KOTOpBIE TPENHA3HAYEHBI [JII IPUMEHEHHS TOJBKO C YYETOM Ha3HAYCHUS
MEJUIIMHCKOTO H3CNHS, ONPEIAEICHHOIO MPOU3BOAUTEIEM, U BBIJIAHHBIX B COOTBETCTBUH C
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3aKOHOJIaTEILCTBOM CTPAHbI MPOUCXOKIEHUS JIEKaPCTBEHHOIO Ipernapara, (papManeBTuyecKoi
cyOcTaHIIMM, OMOJIOTMYECKOr0 Marepuana U MHOIO BellecTBa (KpoMe MEIUIIMHCKUX U3JeNuil
IUTsl AMAarHOCTUKH

in vitro);

16) omnuch TOKYMEHTOB.

21. B cnydae ecnu JOKyMEHTHI, yka3aHHble B mnyHkTe 20 Hacrosumux IlpaBwui,
COCTaBJICHBI HA HHOCTPAHHOM $I3BIKE, OHH IPEICTABIISIIOTCS C 3aBEPEHHBIM

B YCTAHOBJICHHOM IIOPSIJIKE MIEPEBOAOM Ha PYCCKHI SI3bIK.

22. 3asdBIEHME O PETUCTpallMid W JOKYMEHTHI, MPEIyCMOTPEHHblE MyHKTOM 20
Hactosmux [IpaBuit, mpeaCTaBISAIOTCSA 3asBUTENEM B PETUCTPUPYIOIINI OpraH

Ha OyMaXHOM HOCHUTEJE€ HENOCPEACTBEHHO WJIM HANPABISIIOTCS 3aKa3HbIM IOYTOBBIM
OTIIPABIIEHUEM C YBEJOMJICHHEM O BPYYEHMH M OMNHCHIO BJIOKEHHUS JHOO B IJIEKTPOHHOU
dopMe, TOANMUCAHHBIE OJIEKTPOHHOW TOMMUCHIO, JUOO TOCPEICTBOM  HMCHOJIb30BAHMUS
AJIEKTPOHHOI'0 KaOMHETa 3asiBUTEIIS.

Peructpupyromuii opran IpUHUMAET 3asBJIECHUE O PErUCTPALIUH
U IOKYMEHTBI, TPeAyCMOTpEeHHbIe MyHKTOM 20 HacTosmux [IpaBuil, mo onucu, KOmusi KOTOpOu
C OTMETKOW O JaTe€ MpHeMa YKA3aHHBIX 3aABJICHUSA U TOKYMEHTOB B JEHb IIPHUEMA BPY4YaeTCs
3asIBUTEII0 WJIM HAIPABIIAECTCS €My 3aKa3HbIM IOYTOBBIM OTIPABIEHUEM C YBEJOMJIEHUEM O
BPYUYEHHUH JTUOO B DIIEKTPOHHOMN opme
MO0 TEJCKOMMYHHUKAIIMOHHBIM  KaHajaM CBSi3M, JHMOO TOCPEACTBOM  HCIOJIb30BAHUS
AJIEKTPOHHOTO KaOWHeTa.

23. Peructpupytoniuii opraH He BIpaBe TPeOOBaTh OT 3asIBUTENS YKA3bIBATh

B 3a5BJICHUM O PETMCTPALMM CBEICHMsI, HE NPEAYCMOTPEHHBIE HMYHKTOM 19 HacTosmmx
[IpaBui1, 1 IPEACTaBIATh JOKYMEHTBI, HE IIPEeTyCMOTpEHHbIE TYHKTOM 20 Hactosmux [IpaBuit.

24. B teuyenue 5 pabo4ux JHEH CO JIHS MOCTYIUICHUS 3asIBJICHUS O PErUCTpalluu

U JJOKyYMEHTOB, MPEAYCMOTPEeHHbIX MyHKTOM 20 HacTtosmmx [IpaBun, peructpupyronuii
OpraH IPOBOJAUT MPOBEPKY MOIHOTHI U JOCTOBEPHOCTU COAEPKAIINXCS B HUX CBEACHUMN, B TOM
YHUCJIe MYTEM CpPaBHEHUs TaKUX CBEJICHUW CO CBEACHUSIMH, IPEACTABICHHBIMU B IOPSIKE
MEKXBEIOMCTBEHHOTO HH(POPMAILIHOHHOTO B3aUMOZECHCTBHSI.

25. B cayuae ecnu 3asBJICHUE O pErUCTpaluud Oo()OpPMIIEHO C HapyIICHHUEM MOJIOKEHUM
nyHkra 19 nacrosmux IIpaBun v (Win) B 3asiBJICHUU YKa3aHbl HEJOCTOBEPHBIE CBEJICHUS JTHOO
JOKYMEHTBI, IPEAYCMOTpEeHHbIE TYHKTOM 20 Hactosmux [IpaBun, npeacraBiaeHbl HE B OJTHOM
o0ObeMe, PErucCTPUPYIOUIMM OpraH BpydaeT 3asBUTENIO YBEJIOMJIEHHME O HEOOXOIUMOCTH
ycTpaneHusi B 30-IHEBHBIA CpPOK BBIABJICHHBIX HApPyIICHWH H (WIKM) MPenCcTaBICHUS
JOKYMEHTOB, KOTOpbIE€ OTCYTCTBYIOT, JIMOO HaIpaBisieT TaKoe€ YBEJAOMJIEHUE 3aKa3HbIM
MOYTOBBIM OTITPABIEHUEM

C YBEJIOMJICHHEM O BPYYEHHH WJIM B (opMe 3JIEKTPOHHOIO JIOKYMEHTA, MOAMHUCAHHOTO
AJIEKTPOHHOMN MOJIHUCHIO, MO0 B 3JIEKTPOHHOU (OpMe MO TEIEKOMMYHHMKAIIMOHHBIM KaHajaMm
CBSI3U, TMOO MOCPEICTBOM HCIIOIB30BaHNUS IEKTPOHHOTO KaOWHETa 3assBUTEIIS.

VYBEIOMIIEHUE CUMUTAETCS MOJYYEHHBIM B CIIy4a€ €ro HAlpaBIICHUS 3aKa3HbIM MOUYTOBHIM
OTIIpaBJieHUEM — Mo uctedeHuu 10 pabounx JHEH ¢ AaThl HApaBlICHUS YBEOMIICHHUS, B ClIydae
€ro pa3MeIICHMs B JJIEKTPOHHOM KaOMHETE 3asiBUTENSI — C JIaThl €0 Pa3MELIEHUS B HEM.

26. B Teuenne 3 pabounx AHEW €O JHSA TPEACTABIEHUS HaAJICKAIIUM 00pa3oMm
oQOpMJIEHHOTO  3asBJIEHUS O PErucCTpallii W B TMOJHOM O00bEME JOKYMEHTOB,
penycMOTpeHHbIX MyHKTOM 20 HacTosmux [IpaBui, a Takxke B ciiydyae yCTpaHEHUs

B 30-IHEBHBI CPOK BBISIBICHHBIX HApyLIEHWH WM (WIU) TOPEACTaBICHUS JOKYMEHTOB,
OpeayCMOTPEHHbIX OYHKTOM 20 HacTtosmmx IlpaBui, perucTpupyronuil opraH HPUHHAMAET
pelIeHne 0 HadaJle TOCYyAapCTBEHHOW PErUCTPAllNA MENUIIMHCKUX U3IETUM.

https://regulation.gov.ru/projects# 10/32



24.03.2021 HopmaTtmeHble npaBoBble akTbl - OuumanbHbI CanT Ans pasmMeLLeHUs HopmaLumMm 0 NOAroToOBKE HOPMATUBHBIX MPaBOBbIX AKTO. ..

27. B cnyuae ecnu B 30-1HEBHBIN CPOK HE YCTPAHEHBI BBISIBICHHBIC HAPYIICHUS

1 (WIW) HE MPEACTaBICHBI JOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETUCTPUPYIOIIUNA OpraH
MPUHUMAET PEIICHUEe O BO3BpATE 3asBJICHUS O PETUCTPAIlMU U JOKYMEHTOB, MPEyCMOTPEHHBIX
nyHkroM 20 HacTtosmux [IpaBui, ¢ MOTUBUPOBaHHBIM 00OCHOBaHHWEM IPUYUH BO3BpaTa.

28. TocynmapcTBeHHass  perucTpauuss  MEAMIMHCKUX  HW3AEIUA  OCYIIECTBIAETCS
PETUCTPUPYIOIIMM OPTaHOM B CPOK, He MpeBbimaronuii 50 pabounx AHEHl co JHS MPUHATHUS
pEIIeHHs 0 Havyalle TOCYJapCTBEHHOW pEerucTpai MEIUIIMHCKUX H3CIIUMN.

Cpok npoBe/ieHUs KIIMHUYECKUX UCTIBITAHUN METUIIMHCKOTO U3/ETHS
B 50-7THEBHBIN CPOK HE BKJIIOUYAETCHI.

29. B teuenue 3 pabouux IHEW cO AHS MPUHATHUS PEIICHUS O Ha4Yalle TOCYIapCTBEHHOMN
perucTpalnui MEAUIIMHCKUX U3JEIUN PErUCTPUPYIONINI opraH oopMIIsieT U BbIJIaeT 3aJaHue
Ha TIPOBEJCHHE DJKCHEPTU3Bl KauecTBa, d(PPEKTHBHOCTH W OE30MACHOCTH MEAUIIMHCKOTO
W3JICIIUSI DKCIIEPTHOMY YUPEIKJICHUIO.

30. Okcrnieptusa kadecTBa, 3(PHEKTHBHOCTH M 0€30MACHOCTH MEIUIIMHCKOTO W3ICIIHS
MPOBOJIUTCS HKCIIEPTHBIM YUPEIKICHHUEM MOATAITHO B COOTBETCTBUU

C [OPANKOM, YTBEpKIaeMblM MMUHUCTEPCTBOM  37apaBooXpaHeHus Poccuiickoit
ODenepanumu:

1) Hal»aTamne ocyniecTBIsSIETCSsl IKCIIEPTU3a 3asIBJICHUS O PETUCTpaIllun

M JIOKYMEHTOB, YyKa3aHHbIX B mnyHkTe 20 Hacrosimmx IlpaBun, s ompeneneHus
BO3MOXKHOCTH (HEBO3MOXXHOCTH) TPOBEJICHUS KIMHUYCCKUX WCIBITAHUM MEIUITMHCKOTO
u3zenus (3a UCKIFOYCHUEM MEIUIIMHCKUX U3/EIUN ¢ HU3KOM CTENEeHbIO MOTEHIIMAILHOTO PUCKA
MPUMEHEHUS, TTPOTPAMMHOTO OOECIIEUCHMS, SIBISIFOIIETOCS METUIIMHCKUM H3JEIHEM, B TOM
YKCJIe MPOTPAMMHOT0 00eCTieueHus ¢ MPUMEHEHUEM TEXHOJIOTHUN UCKYCCTBEHHOTO MHTEIUICKTA,
Y MEIMIIMHCKUX WU3ACIIUMA IJIs TUarHOCTUKH In Vitro);

2) Ha Il srame oCyIIECTBISIETCS AKCIEPTH3a IMOJHOTHI W PE3YJIbTaTOB MPOBEIICHHBIX
TEXHUYECKUX MCTBITAHUN, TOKCUKOJIOTHYECKUX HCCIEAOBAHUM, KIMHUYECKUX HUCIBITAHUH, a
TaK)K€ MCHBITAHUI B LENSIX YTBEPKIACHUS THUIA CPEICTB HU3MEpeHUH (B OTHOUICHUU
MEIUIMHCKUX H3JEIUN, OTHOCAIIUXCS K CPEICTBaM H3MEpeHuil B cdepe rocyaapcTBEHHOIO
peryaupoBaHusi 00€cCHeYeHus: €AUHCTBA W3MEPEHUN, IEpPEYeHb KOTOPBIX YTBEPXKAAETCS
MunucTepcTBOM 31paBooxpaHeHus Poccuiickoit denepariun) (J1anee — SKCepTu3a MOJTHOTHI U
PE3yIAbTaTOB UCTIBITAHUN

1 UCCJICAOBAHMI).

31. Ilpu mpoBeneHUM DIKCHEPTU3BI KadyecTBa, J(P(HEKTUBHOCTH © OE30MACHOCTH
MEIUIIMHCKOTO u3Menus (Ha Jo00M 3Tare) He JAOMyCKaeTcs HUCTpeOOBaHME HKCIEPTHHIM
YUPEKICHUEM Y 3aIBUTEIIS TMOO UHBIX JIUIl MaTEPUAIOB, HEOOXOIUMBIX

IUTs1 TPOBEACHUS DKCTIEPTU3BI.

B cnyuae HemocTarodHOCTH JUIsi BBIHECEHHUS DSKCIEPTOM 3aKIIIOUCHHUS MaTepuajioB U
CBEJICHUM, COIEpKAIIMUXCS B MPEICTABICHHBIX 3asABUTEJIEM 3asBJICHUM O PErucTpaluv u
JOKYMEHTAaX, MPEeyCMOTPEHHbIX MyHKTOM 20 HacToamux IIpaBui, skcnepT CTaBUT BOMPOC O
MPEICTaBICHUH €My HEOOXOIMMBIX MAaTepHaloB M CBEJIEHUW Tepel PYKOBOJIUTEIEM
AKCIIEPTHOTO  YUPEKICHUS, KOTOPBIA O0OpaliaeTcs ¢ COOTBETCTBYIOIIMM 3alpocoM B
PETUCTPUPYIONIUN OpraH, BbIAABIINNA 3ajaHUE HA IIPOBEACHUE IKCIIEPTU3bl. Perucrpupyromuii
opraH B TeueHue 2 pabouymx JHEW CO JHS MOCTYIUICHUS 3arpoca PYKOBOIUTENS DKCIIEPTHOTO
YUPEKJICHUS HAMIPABIISCT 3aBUTEIIO 3aIPOC
O MPEJICTaBICHUU HEOOXOUMBIX CBEICHUM C YKa3aHUEM XapaKTepa 3aMeuaHuil
1 croco0a X yCTpaHEHHs. YKa3aHHBIN 3amMpoc MOKET HAmpaBIsATHCS HE Oojee IBYyX pa3 Ha
Ka)KJIOM dTarie SKCIepTU3bl KauecTBa, 3Q(PEKTUBHOCTH U OE30MaCHOCTH MEIUIIMHCKOTO U3JIETHS
U MOXET OBITh NepellaH YIOJIHOMOYEHHOMY NMPEACTABUTENIO 3asBUTENS JTUYHO MO PACIIHCKY,
HaIIpaBJICH 3aKa3HbIM MTOYTOBBIM OTIPaBICHUEM
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C YBEJIOMJICHHEM O BPYUYCHUHU WIIH NIEpPE/IaH B JJIEKTPOHHOM popme

MO0 TENEeKOMMYHHMKAIIMOHHBIM KaHaJlaM CBsi3u JHOO0 B (OpME DIEKTPOHHOTO JOKYMEHTA,
MOJIMMUCAaHHOTO AIEKTPOHHOH MOAMKUCHIO WITH TIOCPEICTBOM pa3MEeIeHUS

B DJIGKTPOHHOM KaOWHETE 3asBUTEIIS.

B crydae mepBUYHOTO HaMpaBIeHUs 3aMpoOca PETUCTPUPYIONIETO OpraHa
Ha Ka)XXJIOM U3 3TaroB dKCNEPTU3bl KauecTBa, dPGHEKTUBHOCTH U OE30MACHOCTH MEAUIIMHCKOTO
U3JIEIUs 3asBUTEIb 00s3aH MPEACTABUTH OTBET HA 3alpOC PETHMCTPHUPYIOUIET0 OpraHa B CPOK,
He mpeBbImaromuid 50 padoynx AHEH CO THS TMOMYyYCHHs STOTO 3allpoca, B CIydae MOBTOPHOTO
HaIPaBJICHHS 3aMPOCa PErUCTPUPYIOIIETO OpraHa Ha Ka)JJ0M U3 ITANOB IKCIIEPTU3bI KAYeCTBa,
b HEKTUBHOCTH U OE30MACHOCTH MEAUIIMHCKOTO HM3JENHs — B CPOK, HE MPEBBIMIAIOMMA 25
pabounx IHEH cO JHA TONydYeHHUs 3TOro 3ampoca. B Teduenume 2 paboumx mHEH cO 1HA
MOCTYTUIEHHST OT 3asBUTENS OTBETAa Ha 3alpoC PETHCTPUPYIONINI OpraH HampaBisieT TaKon
OTBET B IKCIIEPTHOE yUupekJeHue. B cirydae HenpencrapneHus no ucredennu 50 padbounx aHeH
(B ciIydae MepBUYHOTO HAIIPaBJIEHUS 3aIpoca) Wi 25 pabouux gHen
(B cirydae IOBTOPHOTO HAITPaBIICHUS 3allpoca) 3assBUTENIEM OTBETA Ha 3aIPOC PETUCTPUPYIOINN
OpraH B TeuyeHue 2 pabouux JHEell HampaBiseT B JKCIEPTHOE YUpEXKJEHUE YBEAOMIIEHHE O
HEIPEICTABICHUN 3asgBUTEIIEM OTBETa Ha 3alpOC PETUCTPUPYIOIIETO OpraHa Uisl MOATOTOBKU
3aKJIFOYCHHSI SKCIIEPTHOTO YUPEIKIACHUS
Ha OCHOBaHUU JIOKYMEHTOB, UIMEIOIINXCS B €0 PACIOPSHKEHUU.

Bpemsi co mqHS HampaBlieHHUs 3ampoca PETUCTPHUPYIONIETO OpraHa 0 JHS TOTy4YeHUS
OTBETa Ha 3alpOC WM YBEJOMJICHHUS O HEMPEACTABICHUU OTBETAa Ha 3alpOC HE YUUTHIBACTCS
NpU UCYUCICHUU CPOKa MPOBEACHUS KCIEPTH3bl KauecTBa, 3((HEKTUBHOCTU U 0€30MacHOCTH
MEAUIIMHCKOTO W3JIEITHSI.

B ciyuae ecam oTBeT Ha 3ampoc, a Takke IMpujiaraeMble K HEeMy JOKYMEHTBI COCTaBJICHBI
HA MTHOCTPAHHOM $I3bIKE, OHU TPEICTABIISAIOTCS C 3aBEPEHHBIM
B YCTAHOBJIEHHOM MOPSAKE IEPEBOJIOM Ha PYyCCKHUI SI3bIK.

[Ipu BBISBICHUHU PETUCTPUPYIOLIMM OPTaHOM B IIPEICTABICHHBIX 3asBUTEIEM
B OTBET Ha 3aIpoC JOKYMEHTaX HEAOCTOBEPHBIX U (MIIM) HEJOCTATOYHBIX TaHHBIX
WJIM IOKYMEHTOB, COCTABJIICHHBIX HIIA COMIEPIKAIINX TEKCT HA MHOCTPAHHOM SI3BIKE
0e3 mepeBo/ia B YCTAHOBJICHHOM IOPSIIKE HA PYCCKUH S3BIK, PETUCTPUPYIONIUH OpTaH
B Te€UeHHE 2 pabounx JHEH BpyyaeT (HampaBisieT 3aKa3HbIM TOYTOBBIM OTIPABICHUEM
C YBCAOMJICHHEM O BpPYYEHHUH WIU B (POpPME BIIEKTPOHHOTO JIOKYMEHTa, MOAIMCAHHOTO
AIIEKTPOHHOMN TMOJIHUCHIO, JTHOO B DJEKTPOHHOU (OopMe MO TEIEKOMMYHHKAIMOHHBIM KaHajaM
CBS3M WU TOCPEICTBOM pa3MEIIEHUs B DIEKTPOHHOM KaOWHETE 3asBUTEINS) 3asgBUTEIIO
pellleHne O BO3Bpare yKa3aHHBIX JOKYMEHTOB C MOTHBHUPOBAaHHBIM OOOCHOBaHHEM IPUYUH
BO3Bpara M COOOIIEHHEM O BO3MOXKHOCTH IOBTOPHOTO MPEJICTABICHUS 3asBUTEIEM [0
ucteueHus: 50 pabouux aHEH (B ciiyyae MEPBUYHOTO HAMpaBICHHS 3ampoca) Wik 25 pabounx
nHeH (B cilydae IMOBTOPHOTO HAMPABJICHUS 3alpoca) Co JHS MOJIyYeHHUs 3arpoca 1I0padoTaHHBIX
JOKYMEHTOB.

[Ipu HenpecTaBIEHNH 3asIBUTEIEM B YKa3aHHBINA CPOK 3apaliuBaeMbIX MaTepUaioB

U CBEICHMI 3KcrepTusa KadecTBa, 3PGEKTUBHOCTH U OE30MaCHOCTU MEAMIIMHCKOTO W3IETUS
NPOJOIDKACTCS 110 HAXOMAIIMMCS B PACHOPSOHKCHHHM OKCIEPTHOTO YUPEXKACHHUS paHee
MPEICTABICHHBIM 3asIBUTEIEM JTIOKYMEHTAM U CBEJECHUSIM, COMIEPIKAIIUMCSI

B PETUCTPAIIMOHHOM JI0CHE.

32. Ha I sramne skcnieptusbl kKayecTBa, 3Q(HEKTUBHOCTH U OE30MMaCHOCTH MEAUIIUMHCKOTO
U3JIENNS SKCIIEPTHOE YUPEKACHHUE B CPOK, HE TPEBBIIIAIOIINN

20 pabouux JHEH COo JTHS MONYYSHUS 3aJJaHus, OCYIECTBIIACT CIASAYIOIINE MEPOTIPUITHS:

a) MPOBENICHUE HKCIIEPTU3BI 3aBICHUS O PETUCTPALUU U JOKYMEHTOB, MPEIYyCMOTPEHHBIX
nyHkToM 20 Hactosmmx IlpaBui, 111 ompenesneHus BO3MOXHOCTH (HEBO3MOKHOCTH)
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MPOBEACHUS KIMHUYECKUX UCITBITAHUM MEIUIIUHCKOTO U3JIEIHS;

0) odopmiieHrE U HANIPABJICHUE B PETUCTPUPYIOLTUI OpraH 3aKJIF0UeHUs
O BO3MOXXHOCTHU (HEBO3MOXKHOCTH) MPOBEACHUS KIMHUYECKUX HCIBITAHUNA MEIUIUHCKOTO
u3nenus (C ykazaHueM NpUYMH U OOOCHOBaHHMEM HEBO3MOXKHOCTH HX MpOBeleHHs), (popma
KOTOPOTO yTBEpxKAaeTCI MUHUCTEPCTBOM 31paBooxpaneHus Poccuiickoit denepanum.

33. OcHoBaHUEM 711 BBIHECEHUSI SKCIIEPTHBIM YUPEKIECHUEM 3aKITFOUCHUS

O HEBO3MOXXHOCTH TIPOBEACHUS KIWHUYECKUX HWCHBITAHUNA MENMIIMHCKOTO H3ACIIHS
SIBJISICTCSL:

a) HECOOTBETCTBUE MEAMIIMHCKOTO M3JENHs TPEOOBAHHUSAM HOPMATUBHOM JOKYMEHTAIIHH,
TEXHUYECKOU U (WJIH) SKCILTYyaTallMOHHOM TOKYMEHTALUU TPOU3BOAUTENS (M3TOTOBUTENS);

0) OTCYyTCTBHE J10Ka3aTEIbCTB 0€301ACHOCTH MEAUITUHCKOTO U3JIEIIHS.

34. Peructpupyromnuii oprad B TeueHue 5 pabouux JTHEN CO THS MOTyUYEHUs

OT 3KCIIEPTHOTO YUPEKJCHUS 3aKITFOUCHUS O BO3MOKHOCTH (HEBO3MOKHOCTH) MPOBEICHUS
KIIMHUYECKUX UCTIBITAHUN MEIULIMHCKOTO U3JEIUs OCYLIECTBIIAET CIECIYIOLINE MEPOIIPUSTHS:

1) oueHka 3aKIIOUEHHs] JUIsl OMPEACIICHUS COOTBETCTBUSA 3aJlaHUI0 HAa MPOBEACHUE
AKCIIEPTHU3bI KauecTBa, 3QPEKTUBHOCTH U OE30MACHOCTH METUIIMHCKOTO U3/IEIHSI.

B ciyyae ycTaHOBIIEHHS HECOOTBETCTBUS 3aKIIFOUCHHS HKCIIEPTHOTO YUPEKICHUS
YKa3aHHOMY 3aJIaHHI0 TaKO€ 3aKJIFOUCHHE BO3BpAILlA€TCsl B SKCIEPTHOE YUYPEXKICHUE Ha
nopaboTKy, CpPOK KOTOpPOH cocCTaBisieT He Ooyiee 2 pabouux JHEW CO JHS TONydeHUs
AKCIIEPTHBIM YUPEIKJICHUEM BO3BPAIICHHOTO 3aKTI0UCHNS,

2) nOpuHSTHE PEIICHHUS O BblJaue pa3penieHusl Ha MPOBEICHUE KIMHUYECKUX UCIBITAHUN
MEIUIIMHCKOTO W3AeNusd Wid 00 OTKa3e B TOCYIApPCTBEHHOW PEruCTPAMH MEIUIIMHCKOTO
U3JIENHs, KOTOpOoe OQOpMIISiIeTCS TPUKA30M PErUCTPUPYIONIETO OpraHa, W yBEJAOMJICHUE
3asBUTEIIS O MPUHITOM PELICHUH;

3) BbIIaya (HaIpaBJICHUE 3aKa3HBIM ITOYTOBBIM OTIPABICHUEM C YBEIIOMJICHUEM

O BpyYeHUHM WM B (opMe DIEKTPOHHOIO JOKYMEHTA, TOJMUCAHHOIO DJIEKTPOHHOMN
MOJNKCHIO) 3asBUTENIO Pa3pelICHUs HA MPOBEICHUE KIMHUYECKUX UCIBITAHUA MEIUIIMHCKOTO
uznenusi, (opMa KOTOPOro yTBEPKIAETCS PETUCTPUPYIOIIMM OpPraHoM, W BHECEHHUE
COOTBETCTBYIOIIUX CBEICHUIN B PEECTP BbIAAHHBIX PAa3pElICHUN HA MPOBEICHUE KIMHUYECKHX
WCTIBITAHUN ~ MEIUIIMHCKOTO  W3JIENUs, IOPSAJI0K BEICHHS  KOTOPOTO  YTBEpPXKJaeTcs
PErUCTPUPYIOIIUM OPTraHoM, JU00 yBelIoMJIeHHE 00 OTKa3e

B rOCYAapCTBEHHON PErUCTpallid MEIUIIMHCKOTO U3JIENUs C YKa3aHUEM IIPUYMH OTKa3a.

3KiiMHMYecKHe MCHBITAaHUS MEIUIMHCKOTO W3JENus, 33 HCKIOYEHUEM MEAUIMHCKUX
M3IEIMA C HH3KOM CTENEHBIO TOTEHIMAJIBHOIO pHUCKAa TMPUMEHEHUA, MPOrPaMMHOIO
obOecrieueHus, SIBJISIOUIETOCS MEIUIMHCKUM M3ICIMEM, B TOM YHCJE MPOrPaMMHOIO
oOecrieyeHusi C MPUMEHEHHEM TEXHOJOTHUI HCKYCCTBEHHOTO HHTEIUIEKTa, U MEIUIIMHCKUX
W3JIeNIUA ISl TMarHOCTUKK 1n Vitro, OCYIIECTBISIOTCS B paMKaxX OIEHKH COOTBETCTBUS,
LOPAJIOK MPOBEAEHUSI KOTOPOM yTBepkKIaeTcss MUHUCTEPCTBOM 31paBooXpaHeHusi Poccuiickon
Oenepauuu.

KiHnyeckue HCObITaHUS MENMIIMHCKOTO HW3MENHs, 3a HUCKIIOUYEHHUEM MEIUIIMHCKUX
M3IENMA C HH3KOM CTENEHBIO TOTEHIMAJBbHOIO pHUCKAa TMPUMEHEHUA, MPOrPaMMHOIO
oOecrieueHus, SIBJISIONIETOCS MEIUIUHCKUM M3ICIMEM, B TOM YHCJE MPOrPaMMHOIO
oOecrieueHusi C MPUMEHEHHEM TEXHOJOTUN HCKYCCTBEHHOTO HMHTEIUIEKTa, U MEIUIIMHCKUX
W3JIeTIUN JIJIsL TUATHOCTUKH 1n Vitro, MpOBOASITCS
Ha OCHOBaHMM pAa3pelICHHs Ha [MPOBEJACHUE KIMHUYECKUX HCIBITAHUM, BbIJAHHOTO
PETHCTPUPYIOIINM OPTaHOM, a TAK)KE 3aKIFOUEHUS 00 AITUIECKOW 000CHOBAHHOCTH MPOBEIACHUS
KIIMHUYECKUX HWCIBITAHUM, BBIJAHHOTO COBETOM IO 3THKE MUWHUCTEpPCTBA 3paBOOXPAHEHHUS
Poccniickoit denepannu, B C1ydasx, yCTAHOBICHHBIX YKa3aHHbIMU [IpaBriiamu.
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CocraB yKa3aHHOIO COBE€Ta II0 JTHUKE U IIOJOKEHUE O HEM YTBEPKIAKOTCA
MunucrepcTBoM 3apaBooxpanenusa Poccuiickon denepanuu.

Knunudeckue uWCObITaHUS MEAMIIMHCKOTO U3JCIHUS TMPOBOAATCA B MEIUIIMHCKUX
Opra”Hu3anusx, OTBEYAIOIIUX TpeOOoBaHMUsIM, YTBEPKICHHBIM MuHuCcTEPCTBOM
3npaBooxpaHeHus Poccuiickoit ®enepanuu. YCTaHOBJIEHHUE COOTBETCTBHSI MEIMIIMHCKUX
OpraHu3aliii 3TUM TPEOOBAHUSAM OCYIIECTBISCTCS PETUCTPUPYIONUIUM OPraHOM B MOPSJIKE,
YCTaHOBJICHHOM YKa3aHHBIM MHUHUCTEPCTBOM.

36. IlepeyeHb MENMIMHCKUX OpraHU3alyid, UMEIOIIUX NPABO NPOBOAUTH KIIMHUYECKHUE
WCTIBITAHUS MEUIIMHCKUX U3JIeNIN, U PEECTP BbIJIAaHHBIX Pa3pelICHUI

Ha MPOBEACHUE KIMHUYECKUX HUCTBITAHUNA MEIUIMHCKUX U3CIUMA OIyOJIMKOBBIBAIOTCSA U
pPa3MEIIAOTCSl PETUCTPUPYIOIIMM OpPraHOM B YCTAHOBJIEHHOM UM TOPSAKE HAa CBOEM
ouIaILHOM caiiTe B HH(POPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHON ceTu « THTEepHETY.

37.1lpu UpUHSATUM PEIICHUS O BbIAAUYE paA3pPEUICHUST HAa MPOBEIACHUE KIMHUYECKUX
WCIIBITAHUN MEIULMHCKOTO U3/EJIUS PETUCTPUPYIOLINM OpraH NIPUHUMAET PELLICHUE

O MOPUOCTAHOBJICHHM TOCYIAPCTBCHHOM PETMCTPALMM MEIHUIMHCKOTO W3JEIUsl A0 IHS
MPUHATUSL PEIICHUs] PErUCTPUPYIONIEr0 OpraHa O BO300HOBIEHUU TOCYAAPCTBEHHOMU
pErucTpaluy MEAUIIMHCKOTO U3MIENNsA, B COOTBETCTBUH € ITyHKTOM 40 HacTostux [IpaBun.

38. 0 KJIMHUYECKUX HCHBITAHUSIX MEIULIMHCKOIO W3JIECJIUS 3asBUTEIb YBEAOMIISIET
PETUCTPUPYIOIIUI OpraH B TEUCHHE 5 pabounx JHEH ¢ Havalla uX MPOBEACHUS.

39. 110 OKOHYAaHWM KIWHUYECKUX UCMBITAHUA MEIUIMHCKOTO W3JCTUs 3asBUTEIb
MPEACTABIAECT B PETHUCTPUPYIOIIMI OpraH 3asiBJICHHE O BO300HOBJICHUU TOCYIapCTBEHHOM
pPErUCTpallii MEIUIIMHCKOTO U3JIETUs U PE3YNbTAThl KIMHUYECKUX HUCTBITAHUN MEIUIUHCKOTO
U3JIENHS, a TaKkKe JOKYMEHTHI, YKa3aHHbIe B TOJAMYHKTax «0» — «» myHKTa 20 HACTOAIIUX
[IpaBui, B ciydae, €ciay B HUX BHECEHBI H3MEHEHHS 110 PE3YJIBTaTaM KIIMHUYECKUX UCTIBITAHUN
MEIMIIUHCKOTO U3JICIIHSI.

40. Peructpupyroliuii oprad B TedeHue 2 pabouux JHEH CO JHS MOMyYSHUS JOKYMEHTOB,
YKa3aHHBIX B IyHKTe 39 Hacrosuux [IpaBui, npuHUMaeT penieHue

0 BO300OHOBJICHUH TOCYIAPCTBEHHOM pErUCTPAIIU MEIUIIMHCKOTO U3/CIIHS.

Pemenne o BO300OHOBIEHWH TOCYNAPCTBEHHOW PETHUCTPAIlMM MEIUIIMHCKOTO W3IETHUs
MPUHUMAETCA PETUCTPUPYIONIUM OpPraHoOM IO pe3yJbTaraM MPOBEPKU TMOJHOTH U
JOCTOBEPHOCTH CBENCHUM, COIEPKAITUXCS B TPEACTABICHHBIX
B PCTUCTPHUPYIOMUNA OpTaH 3asBICHUA O BO300HOBJICHHUH TOCYIAPCTBECHHOW pPETHUCTpAIluN
MEJIMIIMHCKOTO U3/IEUS U UHBIX IOKYMEHTAaX, YKa3aHHbIX B MyHKTe 39 Hactosuux [TpaBui.

B ciiyuae ecnu 5TH TOKyMEHTHI MPEJCTABICHBI HE B TIOTHOM 00bEME WIIM B HUX BBISBICHBI
HEJIOCTOBEPHBIE JIAHHBIE, & TAKXKE B CIy4ae IPEJICTABICHUS JTOKYMEHTOB, COCTABJIICHHBIX Ha
WHOCTPAHHOM SI3bIKe, 0€3 3aBEPEHHOTO B YCTAHOBJICHHOM IMOPSAKE MEPEBOJA HA PYCCKUN S3BIK,
PETUCTPUPYIOIIUN OpraH BpydYaeT (HampaBiseT 3aKa3HbIM ITOUYTOBBIM OTIPABICHHEM C
YBEIIOMJICHUEM O BpYyYEHUHM WIM B (opMe H3JIEKTPOHHOTO JOKYMEHTa, IOIMUCAHHOIO
ANIEKTPOHHOH MOAMKCHIO, THOO B 3NIEKTPOHHOI Popme
M0 TEJIEKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3U WJIM MOCPEICTBOM pa3MENIEHUS
B JICKTPOHHOM KaOWHETE 3aABUTEIIS ) 3asIBUTEIIO PEIICHUE O BO3BPATE 3asBICHUS
0 BO30OHOBJICHUH T'OCYIAPCTBEHHOM pETUCTPALIN MEIUIIMHCKOTO U3/ICIIHS
C MPUIIOKEHUEM K HEMY YKa3aHHbIX JOKYMEHTOB M HW3JIOKEHUEM MNPUYUH, IMOCIYKUBIIUX
OCHOBaHMEM i1 Takoro Bo3Bpara. OJHOBPEMEHHO PETUCTPUPYIOUIMNA OpraH cooOIaeT
3asIBUTEIII0 O BOBMOYKHOCTH ITOBTOPHOI'O MPEJICTABIICHUS 3asBJICHUS
0 BO300OHOBJICHUH TOCYIapCTBEHHON PETUCTPAIIUN MEIUITUTHCKOTO U3IEITHUS
C MPUJIO’)KEHHUEM K HEMY JTOpaOOTaHHBIX JOKYMEHTOB.

41. Ha II stame skcnepTu3bl kadecTBa, 3PHEKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO
W3JIeNIUsI PETUCTPUPYIONIUMI OpraH B TE€YeHUE 2 pabdoyux JHEH cO JAHS IMPUHSATUSI PELICHUS O
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BO30OHOBJICHUM TOCYJAPCTBEHHOM PpETUCTPALMM MEIUIMHCKOTO H3JEIUs Ha OCHOBaHUU
3aJlaHdsl HA TPOBEACHHE OKCMEPTH3bl KadecTBa, JddexkTuBHOCTH U OE30MaCHOCTH
MEIUIIMHCKOTO W3/JIENHs, BBIJAHHOTO B COOTBETCTBUM C MNyHKTOM 39 nHactosmux [IpaBwmi,
HalpaBJiI€T B  JKCIEPTHOE YUYPEXKACHUE TPEICTABICHHBIE 3asBUTEIEM  pe3yJibTarhl
KIIMHUYECKUX UCTIBITAHUNA METUITMHCKOTO M3CIHS.

42. DKcniepTHOE YUpeXKJeHHEe B CpPOK, He mpeBbimarommii 10 pabounx aHel co 1HA
MOJIYYEHHS JTOKYMEHTOB, YKa3aHHBIX B MyHKTe 41 Hactosmux [IpaBui, mpoOBOAMT 3KCHEPTU3Y
MOJIHOTHI ¥ PE3YJIBTATOB IIPOBEICHHBIX UCTIBITAHUN U MCCIICTOBAHUM,

a Takke odopmisieT W HampaBiISeT B PETHCTPUPYIONIMI OpraH 3aKIOYEeHHE IO
pe3yabpTaram SKCIEepTU3bl KadecTBa, 3 (HEKTUBHOCTU U OE30IMaCHOCTH MEIUIIUHCKOTO W3/CIUA,
dbopma KoToporo yTeepkaaercs MunuctepcTBoM 3paBooxpanHeHus Poccuiickoit @eneparuu.

43. OcHOBaHHEM JJISl BBIHECEHUS DKCIIEPTHBIM YUPEKICHUEM 3aKITIOUEHUS

0 HEBO3MOXHOCTHU TOCY/IApCTBEHHON PErUCTPAIIUU MEIUIIMHCKOTO U3JICITHS SBIISICTCS:

1) HecooTBETCTBHE MEAMIIMHCKOTO U3JENHs TPeOOBAaHUSIM HOPMATUBHOMN JIOKyMEHTAIUH,
TEXHUYECKOU U (UJIM) IKCILTyaTallMOHHON JOKYMEHTALUK MPOU3BOAUTENSI (M3TOTOBUTEIS);

2) OTCYTCTBHE JOKa3aTelbCTB KauecTBa U (win) 3hdexTuBHOCTU U (UiK) 6€30MacHOCTH
MEIUIIUTHCKOTO U3/1EINS;

3) ycCTaHOBIIEHHE, UTO PUCK MPUUYMHEHUS BPEa 3/I0POBBIO IpaxaaH

U MEIUIMHCKUX pPaOOTHUKOB BCIEACTBHE TMPUMEHEHHS MEIUIMHCKOTO H3ACIUS
npeBbIaeT 3PEKTUBHOCTD €ro TPUMCEHCHUS.

44. B cpok, He mpeBblmaromuii 10 paboyux JHEW cO JHS MOJTYyYECHHS 3aKIHOYCHUS,
yKa3aHHOro B TyHKTe 42 Hacrosmux [IpaBui, perucTpupyromuidi OpraH OCYIIECTBIISET
CJIETYIOLTUE MEPOTIPUSTHUS

1) omeHka 3akiiOYeHHs Uil OINpPEACIICHHS COOTBETCTBHS 3aJaHUI0 Ha TPOBEICHUE
AKCIIEPTU3bI KauecTBa, 3(P(PEKTUBHOCTU U OE30IaCHOCTH MEIULIMHCKOTO U3IEIHSL.

B cnydae ycTaHOBIEHHS HECOOTBETCTBHUSI 3aKJIIOUEHUS DKCIIEPTHOTO YUPEKICHUS
yKa3aHHOMY 3aJIaHUIO TaKOE€ 3aKIIOYCHHE BO3BPAIIACTCS B AKCIIEPTHOE YUPEKICHUE

Ha J0pabOoTKy, CPOK KOTOpOM cocTamisieT He Oosiee 2 paOoumx AHEH CO JHS MOJy4YEHUS
AKCIIEPTHBIM YUPEKICHUEM BO3BPAIIIEHHOTO 3aKIIIOUEHUS;

2) TpUHATHE PEUICHUS O TOCYIAPCTBEHHON PETUCTPAIIMKM MEAUITUHCKOTO U3JICIHS WU 00
OTKa3e B TOCYIAPCTBEHHOW pPErucTpalud MEIUIMHCKOIO H3JeNusi, KOTopoe odopmisiercs
MPUKA30M PETUCTPUPYIOILIETO OPraHa, U yBEAOMJICHHUE 3asABUTES

O MPUHATOM PEIIEHUU;

3) odopmienue u Bblgava (HarpaBieHUE 3aKa3HbIM MOYTOBBIM OTIIPABIEHUEM

C YBEIIOMJICHUEM O BPYYCHUHU WU B (POPME DICKTPOHHOTO JOKYMEHTA, MOJAINUCAHHOTO
AIEKTPOHHOM MOIMHUCHIO, THOO Meperada B IEKTPOHHOH dhopme

MO TEJICKOMMYHHMKAIIMOHHBIM KaHaJIaM CBSI3U WJIU MOCPEJICTBOM pa3MeEIeHUs

B DJICKTPOHHOM KaOWHETE 3asBUTEIISI) 3asSBUTEIII0 PETUCTPALIMOHHOTO YIOCTOBEPEHUS,
00 yBemOMJICHHS 00 OTKa3e B TOCYIAPCTBEHHON PEruCTpamuyl METUIIMHCKOTO H3AENUs C
yKa3aHUEM MPUUUH OTKa3a.

40 cHOBaHUSAMU TSI MPUHATHS PETUCTPUPYIOIIAM OPTaHOM pEUICHUS

00 OTKa3e B roCyIapCTBEHHON PEruCcTpalii MEIUIIMHCKOTO U3/ICTUs SIBIISIIOTCS:

1) monmydeHHe PEeruCTPUPYIOIIMM OPTaHOM OT DKCIIEPTHOTO YUPEKACHUS 3aKIFOUEHUS O
HEBO3MOXXHOCTH MPOBEACHUS KIIMHUYICCKUX UCITBITAHUN MEAUITUHCKOTO U3ICITHUS;

2) MOJy4YeHHE OT SKCHEPTHOTO YUPEKJCHHS 3aKIIFOUCHHMS 10 pe3yjbTaTaM KCIEePTU3bI
Ka4ecTBa, YQ(PEeKTUBHOCTH M OE30MACHOCTH MEIUIIMHCKOTO W3MEIHs, CBUACTEIbCTBYIOMIETO O
TOM, 4YTO KauecTBo, W (uiu) 3(PPeKTUBHOCTh, W (WIK) OE30MACHOCTh PETHCTPUPYEMOTO
MEIUIIMHCKOTO U3JIETUS HE MOATBEPKIACHBI MOJTYYCHHBIMUA JaHHBIMH, U (W) O TOM, YTO PHUCK
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MPUYUHEHUS BPEJa 310POBBIO T'PAXAaH U MEIULIMHCKUX PAOOTHUKOB BCIIEACTBUE TPUMEHEHUS
MEMIIMHCKOTO U3JIEHsI TPEBBIMIAET 3(PPEKTUBHOCTH €r0 MPUMEHEHHUS;

3) BBISBICHUE PETUCTPUPYIOIIMM OPraHoM TIO pe3ylibTaTaM TOCyAapCTBEHHOTO
KOHTPOJIS 32 OOpalieHueM MEAUIIMHCKUX U3EIHI HECOOTBETCTBHM JIaHHBIX

00 3(ppexkTuBHOCTH B 0 O€30MaCHOCTH MEIUIIMHCKOTO M3ACIHS JaHHBIM

0 MEIMIIMHCKOM W3JIEJIMU, CONEPIKAIMMCS B 3asBICHUHM O PETHCTpPalMyd U JOKYMEHTAaX,
yKa3aHHbIX B ITyHKTE 20 HacTosmux [IpaBui.

46. B Tteuenme 1 pabGouero AHS TOCIE NPHUHITHS PEHICHUS O TOCYIapCTBEHHOM
PErMCTPALIMA MEIULIUHCKOTO U3/EJIHs PETUCTPUPYIOLIMI OpraH BHOCUT JaHHbIE

0 3apETUCTPUPOBAHHOM MEIUIIMHCKOM HM3JIEIUU B TOCYIAPCTBEHHBIN PEECTpP B MOPSIKE,
npeaycMoTpeHHoM nocraHoBnenneM [IpaBurenscrBa Poccuiickoit @enepanuu

ot 19 utons 2012 . Ne 615.

47. Peructpupyroomuii oprad (HOpMUPYET PETUCTPAIIMOHHOE JOChE W3  CIICIYIOIINX
JOKYMEHTOB:

1) 3asBieHHE O perucTpanuu U JOKYMEHTHI, IPEAYyCMOTPEHHbIE MYHKTOM 20 HAaCTOSILIUX
[IpaBu, 3asBIeHUE O BO30OHOBIEHUN FOCYAApPCTBEHHON perucTpauy MEJUIIMHCKOTO U3/eus,
3ampochl U JOKYMEHTHI, IpeaycMOoTpeHHble nyHKkTamu 31 u 39 nactosmux [IpaBui, 3asBieHue
0 BHECEHUU U3MEHEHHUM, COAECPIKALLNECS

B PETMCTPAMOHHOM J0ChE€ M JOKYMEHTBI, MPEAyCMOTpPEHHbIE IMyHKTOM 90 HacToAmmx
[IpaBun, a Takke 3asBICHHE O MPEJOCTaBICHUU JyOIMKaTa PETUCTPAIMOHHOTO
YIOCTOBEPEHHS;

2) Komus 3aJlaHus Ha MPOBEICHUE IKCIIEPTU3bI KauecTBa, 3hheKkTuBHOCTH

1 0€30MaCHOCTH MEAUIIMHCKOTO U3/1eHs, 0(hOPMIICHHOTO PETUCTPUPYIOIIMM OPraHOM;

3) xomusi OPOPMIIEHHOTO PETUCTPUPYIOIINM OPraHOM pa3perieHus

Ha [IPOBEJICHNE KIIMHUYECKUX UCIBITAHUA MEIULUHCKOTO U3/1EIINs;

4) 3zaxsroyeHusi, 0pOPMIIEHHBIE KCTIEPTHBIM YUPEKIEHUEM NMPU MPOBEACHUN IKCIIEPTU3HI
Ka4ecTBa, 3HEeKTUBHOCTH U 0E30MACHOCTH METUIIMHCKOTO U3/EIHNS;

5) xomuM NMpUKa30B, OPOPMIICHHBIX PETUCTPUPYIOLIUM OPTaHOM;

6) Komusi PErucTPaliOHHOTO YAOCTOBEPEHHS WM YBEAOMJICHHH, O(OPMIECHHBIX
PETUCTPUPYIOIIUM OPTaHOM;

7) xomus nyOauKara PErUCTPAIMOHHOTO yI0CTOBEPEHUSI, 0hOpPMIIEHHOTO
PETUCTPUPYIOLINM OPIaHOM.

II1. ITpaBusa rocyiapcTBeHHOM PerucTpanmuu
MeIMUMHCKUX U31eJIUH ¢ HU3KOH CTeNeHbI0 MOTEeHIUAJIbHOI0 PUCKA
X IPUMEHEeHHUs, BKIIOYEHHBbIX B IepeYeHb

48. Jlo 31 nexaOps 2021 roma aJist TOCyIapCTBEHHOM perucTpalud MEAUIIUHCKUX U3
C HU3KOM CTENEHBIO MOTCHIIMAIBHOIO PUCKA UX MPUMEHEHH S, BKIFOUEHHBIX

B IIEPEYEHb (J1ajiee — MEIUIIMHCKOE U3JeNne, BKIIOUYEHHOE B IIEPEYEHb), 3asBUTEIb
MPENCTABIAET TUOO HAMIPABISET B PETUCTPUPYIOLIUNA OpTaH 3asiBICHUE O PETUCTPAIIUH, a TAKKE
CJETYyOUIUE JOKYMEHTHI:

1) xomust  JMOKyMEHTA, MTOATBEPKIAIOIIETO MIOJITHOMOYHSL  YTIOJTHOMOYEHHOTO
MPEACTABUTEIS] IPOU3BOAUTEINS (M3TOTOBUTEIIS);

2) TeXHUUYecKas JOKyMEHTAlus TMPOU3BOAUTENS (M3TOTOBUTENS) Ha MEIUIIMHCKOE
U3JIEIHE;

3) sKcIulyaTallMOHHAs! JOKYMEHTALMS IPOU3BOAUTEINS (M3TOTOBUTEIIS)

Ha MEIMUIMHCKOE W3JENINE, B TOM YHUCJIE WHCTPYKIUS MO MPUMEHEHUIO U PYyKOBOJICTBO
0 AKCIUTyaTallud METUIIMHCKOTO U3/ETHs;
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4) uBetHble (poTorpaduueckre U300pakeHus: 00IIET0 BUAa MEIULIMHCKOTO U3/EIHS, €ro
BapUAHTOB HCIIONHEHUS (MOENiel) M MPUHAJJISKHOCTEeH, HEOOXOMUMBIX Il TMPUMEHEHUS
MEIMIIMHCKOTO W3MICNIMS M0 Ha3HAYCHUIO (pa3MepoM He MeHee 18 x 24 canTumeTpa), a Takke
JAaHHbIE O MapKUPOBKE W YIIAKOBKE (I[BETHBIC MAaKEThl YIAKOBOK W AITHUKETOK, COJIeprKallue
TEKCT MAPKUPOBKHU HA PYCCKOM SI3BIKE);

5) omuch TOKYMEHTOB.

49. TocynapcTBeHHas! peTUCTPALMS MEIUIIUHCKOTO U3IEIINS, BKIIOYEHHOTO

B IIEPEUYECHB, IPOBOAUTCSI OJHOKPATHO B OTHOILIEHUH OJIHOTO BUJIa MEAUIIMHCKOTO U3/EIUs
u (WIM) OAHOTO HAMMEHOBAHUS MEIUIIMHCKOTO U3JENHS  OJHOTO  IPOU3BOIUTENS
(M3rOTOBUTEIIS).

50. B ciyuae eciu JOKYMEHTHI, yKa3aHHble B OyHKTax 48 u 56 Hacrosmmx [IpaBui,
COCTaBJICHbl HA UHOCTPAHHOM $I3bIKE, OHU MPECTABIISIIOTCS C 3aBEPEHHBIM

B YCTAHOBJICHHOM IOPSJIKE MIEPEBOJIOM Ha PYCCKHUU S3BIK.

51. 3asBieHue 0 perucTpaluu U JOKYMEHTBI, IPEAYCMOTPEHHbIE NYHKTAMU

48 u 56 nacrosiuux [IpaBui, mpeACTaBIASIOTCS 3asBUTENIEM B PETUCTPUPYIOIIHNI OpraH

Ha OyMa)XHOM HOCHTEJI€ HEMOCPEJACTBEHHO WJIM HAMpaBISIOTCS 3aKa3HBIM IMOYTOBBIM
OTIIPABJICHUEM C YBEAOMJICHHUEM O BpPYYCHHH U OINHUCHIO BIOXKEHUA JHOO B AJIEKTPOHHOMN
dbopme, TMOANMCAHHBIE 3JEKTPOHHOW IMOANHUCHI0, JIMOO TOCPEACTBOM  HCIOJIb30BAHUS
AIIEKTPOHHOTO KaOMHETA 3asiBUTEISI.

Peructpupytomiuii opran NpUHUMAET 3asBJIICHUE O PETUCTPAIlUU U YKa3aHHbBIC JIOKYMEHTHI
T10 OMKCH, KOTIHSI KOTOPOI C OTMETKOM O JjaTe MpUeMa dTUX 3asiBICHUS
U JOKYMEHTOB B JIeHb MNpHEMA BPYYAECTCS 3asBUTENIO WM HAMpPaBIsETCS €My 3aKa3HbIM
MOYTOBBIM OTIIPABICHUEM C YBEIOMJICHHMEM O BPYUYEHUH JMOO B IJIEKTPOHHOU (opMme Mo
TEJICKOMMYHUKAIIMOHHBIM KaHaJlaM CBS3H, JIN0O MOCPEICTBOM pa3MEIlCHUS
B 2JICKTPOHHOM KaOUHETE 3asiBUTEIIS.

Peructpupyromuii opran He BIpaBe TpeOOBATh OT 3asBUTENS YKa3bIBATh
B 3a5BJICHUM O PETUCTPALAN CBEACHUS, HE MPENyCMOTPEeHHbIE OYHKTOM 19 Hactosmux [IpaBuin,
U TIPEACTABIATh IOKYMEHTBI, HE NMPEyCMOTpeHHbIC TyHKTamMu 48 1 56 Hactosmux [IpaBut.

52. B OTHOILIEHMH MEIULMHCKOTO W3/IeNvs, BKIIOYEHHOTO B MEPEYEHb, B TEUCHHE 3
pabounx JHEH CO JIHS TOCTYIUICHMS 3asBJICHUS O PETUCTPAllMM M JIOKYMEHTOB,
NPEAYCMOTPEHHBIX TYHKTOM 48 Hacrosmmx I[IpaBui, peructpupyrounuid opraH HPOBOAUT
MPOBEPKY MOJIHOTHI M JOCTOBEPHOCTH COJCPKAIIUXCSI B HUX CBEIACHUM, B TOM YHUCJIE MyTEM
CpPaBHEHMS TAKUX CBEAECHUI CO CBEJICHUSIMU, TPEACTABICHHBIMU

B MOPSIIKE MEXBEIOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMOICHCTBHS.

53. B cnyyae eciiv B OTHOLIEHUHU MEIULIMHCKOTO U3/IEIIUsI, BKIIFOYEHHOTO

B [IEPEYCHD, 3asIBJIEHUE O PETUCTPAIIUU O(POPMIIEHO C HAPYIICHHEM TOJOKEHU MyHKTa 19
Hactosiux [IpaBun W (MaM) B 3asBJIICHUM YKa3aHbl HEIOCTOBEPHBIC CBEJCHUS JHOO
JIOKYMEHTBI, IPEelyCMOTPEHHbIE TyHKTOM 48 HacTosmux [IpaBui, npeacrabieHbl

HE B TTOJITHOM 00BhEME, PETUCTPUPYIONINN OpTaH BPYUYaET 3aIBUTEIIO YBEIOMIICHHE

0 HEOOXOIMMOCTH YCTPAHEHHUS BBISABIICHHBIX HAPYIICHUM B CPOK, HE TTPEBBIMIAIOIIHIMA

5 pabouux nHeW, JMUOO HaMpaBiIseT TaKO€ YBEIOMIICHHE 3aKa3HBIM IOYTOBBIM
OTIPABJIICHUEM C YBEIOMJICHUEM O BPYYCHHM WIM B (OpME DIICKTPOHHOTO JIOKYMEHTA,
MOAMMCAHHOTO  DJJIEKTPOHHOM  MOAMMCHIO, JMOO B DJJIEKTpOHHOW  QopmMe MmO
TEJIEKOMMYHHUKAIMOHHBIM KaHaJlaM CBSI3H, JIUOO MOCPEJACTBOM MCIOJb30BAHUS AJICKTPOHHOTO
KaOWHETa 3asIBUTEIIS.

VYBeIOMIIEHUE CUUTAETCS MOJYYEHHBIM B CIIy4ae €ro HampaBJICHUS! 3aKa3HbIM MOYTOBHIM
OTIIpaBJieHUEM — Mo uctedeHuu 10 pabounx JHEH ¢ AaThl HApaBlICHUs YBEOMIICHHUS, B ClIydae
€ro pa3MelIeHMs B AJIEKTPOHHOM KaOMHETE 3asBUTENS — C JIaThl €0 pPa3MELICHUS B HEM.
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54. B OTHOUIEHUU MEIUIIMHCKOTO U3JIEIIHsl, BKJIIOYEHHOI'O B IIEPEYEHB, B CPOK,

HE TpeBBIIAIMN 5 pabounx JHEW CO JHS TPEACTaBICHUS HIISKAIIUM O00pa3oM
0(OPMIICHHOTO 3asBJIICHUS O PETHCTPAIlMd W JOKYMEHTOB, MPEIyCMOTPEHHBIX IYHKTOM 48
Hactosiux [IpaBuii, B mojiHOM 00beMe, a TakKe B CIydae YCTPaHEHUS B CPOK, YCTAHOBJICHHBIN
nyHkToM 53 Hactosimux IlpaBui, BBIABICHHBIX HapylmieHUHM u (WIM) TPEeACTaBICHUS
HEJIOCTAIONMIMX  JOKYMEHTOB  PETUCTPUPYIOLIMM  OpraH  OCYIIECTBISIET  CICIYIOIIUE
MEPOTIPUATHS:

1) npuHsTHE pelICHUST O TOCYJAPCTBEHHOM PETrUCTpallMi MEAUIMHCKOTO W3eIIHs,
KOTOPO€ 0(hOPMIISETCS MPUKA30M PETUCTPUPYIONIETO OpraHa;

2) odopmieHre U BblJIadya (HapaBICHUE 3aKa3HBIM IIOYTOBBIM OTIIPABICHUEM

C YBEIIOMJICHUEM O BPYUYECHUHU WU B (POpME SICKTPOHHOTO JOKYMEHTa, MOJANUCAHHOTO
AIIEKTPOHHOM MOIIMHUCHIO, TUOO Mepeiada B IEKTPOHHOHN dhopme

MO TEJICKOMMYHHMKAIIMOHHBIM KaHaJlaM CBSI3U WJIH MOCPEJICTBOM pa3MeEIeHUs

B JICKTPOHHOM KaOWHETE 3asBUTEJIS) 3asIBUTEIIO PETUCTPALIMOHHOTO YI0CTOBEPEHHUSI.

5B ciyuae ecnu B OTHOIIEHUN MEAUIMHCKOTO U3JIEIIHS, BKIFOUEHHOTO

B [IEPEYEHB, B CPOK, YCTAHOBJIICHHBIN MYHKTOM 53 Hactosiux [IpaBui,

HE YCTpaHCHBI BBIABJICHHBIC HapylleHUs HW (WIM) HE IpeACTaBICHBl HEOOXOIUMBbIC
JIOKYMEHTBI, PETUCTPUPYIOLIUMA OpraH IPUHUMAET PEUICHUE O BO3BpATe 3asBJICHUS

0 PETUCTpalMK U JOKYMEHTOB, MPEIyCMOTPEHHBIX MyHKTOM 48 Hactosmux [IpaBun,

C MOTUBUPOBAHHBIM 00OCHOBAHUEM MTPUYUH BO3BpaTa.

B ciydae oTcyTCTBUS MEIUIIMHCKOTO M3/EIUs B IEpEYHE U (WJIM) HAPYUICHUS TTOJIOKCHUH
nyHkta 49 Hactosimux [IpaBun perucTpupyrolidii OpraH NMPUHUMAET PEIICHUE O BO3BpaTe
3asBJICHUS O PETUCTPALUH U TOKYMEHTOB, IPETyCMOTPEHHBIX MYHKTOM 48 Hactosmux [TpaBui,
C MOTUBUPOBAHHBIM 00OCHOBAHUEM TIPUYUH BO3BpaTa.

56. B cpok, He mnpeBbiuarommii 150 pabounx pHeW €O JHA TOCYIapCTBEHHOMU
perucTpalui MEIUIIMHCKOTO HW3JENIUsI, BKJIOYEHHOTO B IEPEYEHb, 3aABHUTENh O0SM3aH
MIPEJICTAaBUTh B PETUCTPUPYIOLIAN OpraH CICAYIOITHME TOKYMEHTHI:

1) xomus  JOKyMEHTa,  IOATBEPXKIAOUIETO  IOJHOMOYMS  YIIOJHOMOYEHHOIO
MPEACTABUTEINS] IPOU3BOAUTENS (M3TOTOBUTEIIS);

2) JTOKYMEHTBI, yKa3aHHbIE B MyHKTax «0» - «r» myHkTta 48 Hactosimux I[IpaBun (B
ClIy4a€ BHECEHMSI B HHUX U3MEHEHUA [0 pe3yJbraraM IPOBEICHHBIX HCIbITAHUN
(uccnmemoBaHuit) MEIUITUHCKOTO M3ICIIHS);

3) JOKyMEHTBHI,  TMOATBEPKJAIONIME  pe3yldbTaTbl  TEXHUYECKUX  HCTBITAHUH
MEIUIIMHCKOTO U3ICIINS, BBIIAHHBIE YUPEKICHUEM;

4)  JTOKyMEHTbI, MOJTBEPKIAIOIIUE PE3YJbTaThl TOKCHUKOJOTMUECKUX HCCIEIOBAHUM
MEIUIIMHCKOTO H3JAENHsS, HCHOJIb30BaHHWE KOTOPOTO TMpEaAnojaraeT HajJudyde KOHTaKTa ¢
OpraHU3MOM YEJIOBEKA, BBIJJAHHBIC YUPEIKICHUEM;

5) JOKyMEHTBHI, TOATBEPKAAIOIINE Pe3yIbTaThl UCIIBITAHUM MEIUIIMHCKOTO U3JETus B
LENsAX YTBEPKICHUSI THUIA CPEACTB H3MEPEHUU (B OTHOIICHUU MEIMIIMHCKUX W3JEIUN,
OTHOCAIIMXCS K CpEeACTBAM M3MEpPEeHHil, B cdepe TrocyTapCTBEHHOIO PpEryIUpOBaHUS
obecrieueHUs €IMHCTBA H3MEPEHUM, TepedyeHb KOTOPBIX yTBepkaaeTcs MHUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @eepalinn), BbIIAHHBIE YUPEKICHUEM;

6) [IOKYMEHTBbI, TOATBEP)KIAIOLINE  PE3yJbTaTbl  KIMHUYECKUX  HCMBITAHUU
MEJIUIIMHCKOTO M3JEHs, TPOBEACHHBIX B MEAUIIMHCKOM OpraHu3alui TrocydapCTBEHHOU
CHUCTEMBbI 37paBOOXPaHEHUs, OTBeyarolield TpeOOBaHUSIM, YTBEP)KICHHBIM MUHHCTEPCTBOM
3apaBooxpaHenus Poccuiickonn denepanuu;

7) KomuM JOKYMEHTOB, TIOATBEPKIAONIMX Ka4eCTBO JIEKAPCTBEHHOTO Ipernapara,
dbapmarieBTHUeCKO CyOCTaHIIMU, OWOJOTMYECKOTO MaTepuajga W HMHOTO BEIeCTBa, C
WCIIOJIb30BAHMEM KOTOPBIX MPOU3BEACHO MEIUIIMHCKOE HU3JIEJIME WM KOTOPhIE BXOISIT B €rO
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COCTaB M NpPEIHAa3HAYEHbl JUIsI MPUMEHEHUS TOJBKO C yYE€TOM Ha3HAYEHUsT MEIULIMHCKOIO
W3JENUs, ONPEACIICHHOIO  IPOU3BOAWUTENEM, W  BBJAAHHBIX B  COOTBETCTBUU  C
3aKOHOJIaTEIHCTBOM CTpPaHbI MPOUCXOXKICHUS JEKapCTBEHHOTO Tpemnapara, (papManeBTuyecKkoin
cyOcTaHIuU, OMOJIOTHYECKOTO MaTepuajia u HHOTO BEIECTBA;

8) OpuUruHANl PErUCTPALMOHHOIO YI0CTOBEPEHNUS;

9) onuch TOKyMEHTOB.

57. Kiannndgeckne MCOBITAaHUS MEIUIIMHCKUX U3ICINH, BKIIOUYCHHBIX

B IIEPCUYCHB, MPOBOAATCS O€3 MOIMYyYCHHs pa3pelIeHHs Ha IMPOBEICHUE KIMHHMYECKHX
WCIIBITaHUH, BBIJIAHHOTO PETUCTPUPYIOIIMM OPTaHOM, a TaAKKE 3aKJIFOYEHUS

00 9STHYecKkoil 000CHOBAaHHOCTH MPOBEACHUS KIMHUYECKUX MCIBITAHUN, BBIJAHHOTO
COBETOM I10 3THUKE MuHHCTEpCTBA 30paBooxpanenus Pocculickont @enepanun,

B Clly4asix, YyCTaHOBJIEHHBIX YKa3aHHbIMU [IpaBunamu.

5B Teuenue 5 pabouux JHEH CO JHS TOCTYIUICHUS JOKYMEHTOB, MPEIyCMOTPEHHBIX
NyHKTOM 56 Hacrosmux lIpaBui, perucTpupyrommii oprai MpoBOJUT IPOBEPKY MOJHOTHI U
JOCTOBEPHOCTH COAEP)KALLMXCSI B HUX CBEICHUH, B TOM YHCIE IMyTEM CPAaBHEHUS TaKHX
CBEJCHUI CO CBEJACHUSAMH, COJEpXKAIUMMHCS B BBIJJAHHOM B COOTBETCTBHH C HACTOSLIUMH
[IpaBrmiiamMu peTrHCTPALIMOHHOM YIOCTOBEPEHHM HAa MEAULMHCKOE W3JENINE, BKIIOYEHHOE B
IIepeYeHb, a TAKXKE MPEJACTABICHHBIMU B IOPSIKE MEXBEAOMCTBEHHOIO WH()OPMALIOHHOI'O
B3aUMOJICUCTBUSL.

B cinywae ecnm yka3zaHHbIE JOKYMEHTHI TIPEJICTaBIEHbl HE B TMOJHOM 0OBEMe,
PErUCTPUPYIOLINI OpraH Bpy4aeT 3asBUTEI0 YBEJOMIIEHUE O HEOOXOAUMOCTH
B 30-IHEBHBIN CPOK YCTPAHUTH BBISIBICHHbIE HAPYLIEHUS U (UJM) MPEACTABUTH HEAOCTAIOLIUE
JOKYMEHTBI JIMOO HANpaBisieT Takoe YBEJOMJICHHE 3aKa3HbIM IMOYTOBBIM OTIIPABJICHUEM C
YBEIOMJIEHUEM O BpPYYEHUU HUIU B (OpMe HIEKTPOHHOTO JTOKYMEHTa, MOANHUCAHHOTO
AJIEKTPOHHOM MOJIUCHIO, TUOO B AIEKTPOHHOU (hopme
M0 TE€JIEKOMMYHUKAIIMOHHBIM KaHajlaM CBsI3H, JIOO MOCPEICTBOM pa3MEIIeHUs
B AJIEKTPOHHOM KaOMHETE 3asABUTEIIS.

YBegOMJIEHHE CYUTAETCSA NOJYUYEHHBIM B CIIydae €ro HalpaBiCHUS 3aKa3HbIM MOYTOBBIM
OTIpaBlieHueM — 1o ucredeHnu 10 pabounx AHEN ¢ AaThl HAIIPaBIECHUs YBEAOMIICHUS, B CiIydae
€ro pa3MeNIeHHs B JJIEKTPOHHOM KaOMHETE 3asBUTENSl — C JIaThl €r0 pa3MeleHuUs B HEM.

59. B Tteuenne 3 pabounx THEH CO JTHS MPEICTABICHUS B MOJHOM O0ObeMe JOKYMEHTOB,
IPENYCMOTPEHHBIX MYHKTOM 56 Hacrosmmx [lpaBui, a Takxke B ciaydae ycTpaHeHus: B 30-
JTHEBHBIN CPOK BBISIBJICHHBIX HAPYLIECHUI U (UJIN) IPEACTABICHUS

B 30-IHEBHBI CPOK TOKYMEHTOB, MPEIYCMOTPEHHBIX IIYHKTOM 56 Hactosmux [Ipaswi,
PErUCTPUPYIOLINI OpraH NMPUHUMAET PEIICHHE O Hayaje MPOBEACHUS HKCIEPTH3bl KauyecTBa,
3¢ PeKTUBHOCTH U O€30IMaCHOCTH MEIUIIMHCKOTO M3CIHS, BKIFOYCHHOTO

B IIEPCYCHb.

60. B ciyuae ecnu B 30-1HEBHBII CPOK HE YCTPAHEHbI BBISIBICHHbIC HAPYIICHUS U (UJIN)
HE MPEACTABIECHBl HEJOCTAIOIIME JOKYMEHTBI, PETUCTPUPYIOILIHIA OPraH NPUHUMAET PELIECHUE O
BO3BpaTe JIOKYMEHTOB, IPENYCMOTPEHHBIX IIyYHKTOM 56 Hactoamux [IpaBmi, c
MOTHBUPOBAHHBIM 00O0CHOBAHUEM MPUYUH BO3BpATA.

61. B rteyenue 3 paGouux JOHEH €O JHS MPUHATHS PELICHUS O Hayajle MNpPOBEICHUS
HKCIEPTU3bI Ka4eCTBa, IPPEKTUBHOCTH U 0€30MaCHOCTU MEIULMHCKUX W3EIUH, BKIOUEHHBIX
B [IEPEYEHb, PETUCTPUPYIOIINI OpraH 0(hOPMIIIET U BbIJACT 3aJJaHUE

Ha TPOBEJCHUE AKCIEPTU3bl KauecTBa, 3(PPEKTUBHOCTU U OE30MACHOCTH MEIUIIMHCKOTO
U3JEIUS SIKCIEPTHOMY YUPEKICHUIO.

62. Okcneptu3a kadecTBa, dQPEKTUBHOCTH U 0E30MACHOCTH MEIUIIMHCKOTO HU3Jeus,
BKJIIOUEHHOTO B II€pPEYEHb, MPOBOAUTCS B COOTBETCTBUU C MOMMYHKTOM «0» myHkTa 30 u
nyHkra 31 Hacrosmux IIpasuir.
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63. DKCHepTHOE YUpPEexkKIECHUE B CPOK, HE MpeBbIiatomuii 10 pabounx nHei

CO JIHS IOJIy4EHMs IOKYMEHTOB, YKa3aHHBIX B MyHKTe 56 Hactosmux IIpaBun, npoBoaut
HKCIEPTU3Y MOJHOTHI U PE3yJIbTaTOB IPOBEACHHBIX UCIIBITAHUN

U HCCIENOBaHUM, a Takke OQOopMISeT U HaNpaBiseT B PErUCTPUPYIOUIUN OpraH
3aKJIIOYEHHE 10 pe3yiabraTaM »JKCHEpTU3bl KadecTBa, 3((EeKTUBHOCTH U 0O€30MacHOCTU
MEIMIIMHCKOTO W3JIenusl, (hopMa KOTOpOro yTBepKaaeTcss MUHHUCTEPCTBOM 37paBOOXPAHEHUS
Poccuiickoit @enepannm.

64. OcHOBaHMEM /I BBIHECEHUS SKCIIEPTHBIM YUPEKIACHUEM 3aKIIFOUEHUS

0 HEBO3MOYKHOCTH IOCY/IapCTBEHHON PETHCTPALlH MEIUIIMHCKOTO U3/1E€Ms, BKIFOUEHHOTO
B [IEPECUCHb SIBIIACTCA:

4) HECOOTBETCTBHE MEIULMHCKOIO W3Jeusl TpeOOBAaHUSAM HOPMATUBHON JOKYMEHTALIUH,
TEXHUYECKOU U (UJIM) IKCILTyaTallMOHHON JOKYMEHTALUH MPOU3BOAUTENSI (M3TOTOBUTENS);

5) oTCyTCTBHE J10Ka3aTeNbCTB KauecTBa U (Win) 3hHEeKTUBHOCTU U (MiaH) 0€30MacHOCTH
MEAMLIMHCKOTO U3JIENHS;

6) yCTaHOBJIEHUE, YTO PUCK NPUYUHEHHSI BpPela 310POBbIO IPaXKaaH

U MEIUIMHCKUX paOOTHHUKOB BCIEACTBHE NPUMEHEHUS MEIUIMHCKOIO M3/eTus
npeBblaeT 3Q(HEKTUBHOCTD €ro IPUMEHEHUS.

65. B cpok, He mnpeBbimatomuii 10 pabounx aHEW co JHSA MOJy4YEHUsS 3aKJIHOUCHMUS,
YKa3aHHOro B NyHKTe 63 Hacrosmux IlpaBui, perucTpupyrolmuii OpraH OCYIIECTBIISET
CJIETYIOLIUE MEPOTIPUSITHUS

1) oleHKa 3aKJIFOYEHUS SKCIIEPTHOIO YUPEKAEHUS ISl OIIpeIeICHUs

€r0 COOTBETCTBHUSA 3a/IaHUI0 HA IPOBEACHHE IKCIIEPTU3HI KauecTBa, 3PPEKTUBHOCTH

1 0e30MacHOCTH MEAMIIMHCKOTO W3JIeNINs, BKIIOUEHHOTO B IepeueHb. B cioyuae
YCTaHOBJIEHUS] HECOOTBETCTBUS 3AKIIOUEHUS IKCIEPTHOIO YUPEKACHNA YKa3aHHOMY 3aJaHUIO
TaKo€ 3aKJIIOYEHHE BO3BPAILAETCS B 3KCHEPTHOE YUPEKICHUE HA JOPaOOTKY, CPOK KOTOPOM
cocTaBisieT He Oonee 2 paboynx AHEH CO JHSA TOIYYEHHUsS] SKCHEPTHBIM YUPEXKJECHUEM
BO3BPAIICHHOTO 3aKJIIOUYEHNUS;

2) UpUHATHE  pEelIeHUsT O  IOATBEPXKACHUM  TOCYAapCTBEHHOW  pErucTparuu
MEAMIIMHCKOTO W3/ENUs, BKIIOUEHHOTO B IEPEYEHb, a TaKke O(POpMIIEHHE YBEIOMJICHHS O
NPUHSATOM pEIICHUWM U BblJlaua (HampaBlieHWE 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C
YBEIOMJIEHUEM O BpY4YEHMM WIM B (OpME IIIEKTPOHHOIO JOKYMEHTa, IOANMCAHHOIO
AIIEKTPOHHON MOAMKCHIO, THOO Tepeaada B 3JIEKTPOHHOU hopme

M0 TEJIEKOMMYHHUKAIIMOHHBIM KaHajiaM CBsI3H, JINOO MOCPECTBOM pa3MeIleHUs

B JIEKTPOHHOM KaOWHETE 3asIBUTEIIS) €T0 3asBUTEINIO C IPUIIOKEHNEM NIEPE0(HOPMIIEHHOTO
PErMCTPALIMOHHOTO Y10CTOBEPEHMUS;

3) npuHsATHE peuieHuss 00 OTMEHE TOCYIapCTBEHHOW pPETrHCTpalud METULUHCKOTO
U3JIeNus, BKIIOYEHHOTO B IE€pPEYEHb, KOTOpPOE O(OpMIISIETCS TPUKA30M PETUCTPUPYIOIIETO
opraHa, ¢ U3bSTHEM pPaHEE BbIJAHHOIO PErMCTPALMOHHOIO YAOCTOBEPEHUS U YBEIOMIIEHUEM
3asIBUTENS O MPUHATOM PELIEHUU.

66. OCHOBaHMAMU ISl IPUHATHS PETUCTPUPYIOLIUM OPraHOM pELICHUS

00 OTMEHE TOCYIapCTBEHHON PETUCTPALINN MEAUIIMHCKOTO U3ENHS, BKIFOUEHHOTO

B [I€PEYEHbD, ABJISIOTCS:

1) ocHoBanHus, mpeayCMOTpeHHbIE MyHKTOM 17 HacTosiux IIpaBum;

2) HempeACTaBICHHUE 3asBUTENIEM JOKYMEHTOB, YKa3aHHBIX B IMYyHKTE€ 56 HACTOSIIMX
IIpasui;

3) TOpHUHATHE ABAXIbl PETHCTPUPYIOIIMM OPraHOM PELIEHHUS O BO3BpATe JOKYMEHTOB B
COOTBETCTBHHM ¢ IMyHKTOM 60 Hactosiuux IIpaBum;

4) HempencTaBIEHUE 3asiBUTEIEM JIOKYMEHTOB, IPEAYCMOTPEHHBIX MYHKTOM 56
Hactosmux IlpaBun, B Tedenne 50 pabouux AHEH CO JHA NPUHATHS PETUCTPUPYIOLIUM
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OpraHOM pELIEHUs O BO3Bpare JOKYMEHTOB B COOTBETCTBUU ¢ IyHKTOM 60 Hacrosiuux [IpaBui;

5) HCKIIOYEHHME MEIMLUHCKOIO U3JENHS U3 IePEUHS;

6) 3aKJIOYEHUE OHKCIEPTHOTO YUPEKICHUS IO pe3yiabTaraM SKCIEPTU3bl KayecTBa,
3 dexTuBHOCTH U 0E30MaCHOCTH MEIUIIMHCKOTO W3JEJINsI, CBUACTEJILCTBYIOIIEE O TOM, YTO
kauecTBO, u (mim) >hdexTuBHOCTh, W (W) OE30MaCHOCTh MEAMIIMHCKOTO W3METusl He
MOJITBEPK/ICHBI ITOJTYYEHHBIMH JIaHHBIMH,

u (WIM) O TOM, YTO PUCK NPUYMHEHUS Bpeda 37J0POBBIO TpaXJAaH U MEIUIIMHCKUX
PaOOTHUKOB BCIIEACTBUE IPUMEHEHUS MEIULIMHCKOTO U3JENHS IpeBhILaeT 3((PEKTUBHOCTD €T0
npuMeHeHus, U (WIK) O TOM, YTO MEIUIIMHCKOE H3JCNINE€ HE COOTBETCTBYET TPEOOBAHUIM
HOPMAaTUBHOM JIOKyYMEHTAllMW, TEXHUYECKOM W (WJIM) DSKCIUTyaTallMOHHOM JTOKyMEHTAIlUU
MpOU3BOAUTENST (M3rOTOBUTENSA), W (WJIM) O TOM, YTO JOKazarebCcTBa O€30MacHOCTH
MEULIMHCKOTO U3/IEUsl OTCYTCTBYIOT;

7) BBISBICHUE PETUCTPUPYIOIIMM OPraHoM TIO pe3ylibTaTaM ToCyAapCTBEHHOTO
KOHTPOJIS 332 0OpalnieHueM MEAUIIMHCKUX U3/IEIHI HECOOTBETCTBUS TAHHBIX

00 3 dexTrBHOCTH M 0E30MACHOCTH MEIUIIMHCKOTO W3IETUS JAHHBIM O MEIUITHTHCKOM
W3JIeNIUH, COAEPKAIIUMCA B 3asBICHHM O PETUCTPAIMU WU JIOKYMEHTaX, MpPeayCMOTPEHHBIX
nyHkTamu 48 u 56 Hactosux I[IpaBu.

67. BneceHue U3MEHEHHI B JOKYMEHTBI, COIEpKAIIUECS B PErUCTPALMOHHOM JIOChE
MEIULMHCKOTO W3NS, BKJIOYEHHOTO B IEPEYEHb, OCYIIECTBIAETCS IMOCIE MPUHITUS
pelieHus] O TOATBEPKACHUM TOCYJApCTBEHHON pErucTpalvy MEIUIMHCKOTO W3/eNus B
COOTBETCTBHHU C MyHKTamMH 89 — 104 nacrosmux [Ipasui.

68. Brimaua myOnmukara perucTpamiOHHOTO YAOCTOBEPEHHSI MEAUITUHCKOTO H3ICIHS,
BKJIFOUEHHOTO B [I€PEYEHb, TOCYJApCTBEHHAs pPETrHCTpalus KOTOPOTO MOJATBEPKICHA,
OCYHIECTBIISIETCS B OpSIAKE, MpeaycMoTpeHHOM nyHkTamu 105 u 106 Hactogmmx [IpaBu.

69. Peructpupyronuii opraH (GopMUpPYET PErUCTPALMOHHOE JIOChE MEJIUIIMHCKOTO
W3JIeJvsl, BKIIFOUEHHOTO B IEPEUYEHD, U3 CIEAYIOIINX TOKYMEHTOB:

1)  3asBIEHUE O PErUCTPALMH U TOKYMEHTHI, IPEIyCMOTPEHHbIE TyHKTAMU

48 u 56 nactosammx [IpaBui, 3anpOChl U JOKYMEHTHI, IPEAYCMOTPEHHbBIE ITyHKTOM 31
Hactosiux [lpaBun, 3asBieHUE O BHECEHUM U3MEHEHUM U JTOKYMEHTBI, IPEAYCMOTPEHHbIE
nyHKToM 90 HacTosmux [IpaBui, a Takxe 3asiBICHUE

0 MpEeAOCTaBICHUH NyOIUKaTA;

2)  Komud 3aJaHusl PErHCTPUPYIOIIET0 OpraHa Ha IMPOBEIEHUE SKCIIEPTU3bl KaueCTBa,
3¢ GeKTUBHOCTH U OE€30IMACHOCTH MEIUIIMHCKOTO M3/IEIHS;

3)  3akimodyeHus, OQOpPMIICHHBIE SKCIEPTHBIM YUYPEXKICHUEM TMpU MPOBEACHUU
AKCIIEPTU3BI KaueCcTBa, 3(P(PEKTUBHOCTH U OE30MACHOCTH MEIULIMHCKOTO U3/IEIIHS;

4)  KomIWU MPUKa30B, 0(QOPMIICHHBIX PETUCTPHUPYIOLTUM OPTaHOM;

5)  Komusl PErucTPAllMOHHOTO YAOCTOBEPEHUS WM YBEAOMICHHUH, O(QOPMICHHBIX
PETUCTPUPYIOLTUM OPTaHOM;

6) komus ~ ny0nMKara — pEruCTPAllMOHHOTO  yAOCTOBEpEHHUs,  O(GOPMIICHHOTO
PETUCTPUPYIOIIUM OPTraHOM.

IV. IIpaBuia rocyiapcTBeHHOM perucTpanuu
MEeTUIMHCKUX U3/1eJIUil, 0Te4eCTBEHHOT0 MPOU3BOACTBA

70. Jo 31 pekabps 2021 1. a8 rocyaapCTBEHHOM pErucTpallud METUIIMHCKUX
W3JCIUN, OTEUCCTBEHHOTO IIPOM3BOJACTB (J1ajiee - OTCUYCCTBEHHBIC MEIUIIMHCKUE W3ISIIHS)
3asBUTENIb MPEJCTABISIET JUOO HAMPAaBISIET B PETUCTPUPYIOIINI OpraH 3asdBICHHE O
perucTpalym, COCTaBICHHOE B COOTBETCTBMHM C INMyHKTOM 19 Hactosmux I[lpaBui, a Takke
CJIEYIOIINE JOKYMEHTHI:
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1) xonuioo  JOKyMEHTa,  IOATBEPKIAIOLIEr0  IOJHOMOYUSA  YIIOJHOMOYEHHOI'O
MPEICTABUTEIS IPOU3BOAUTEIS (M3TOTOBUTETIS);

2) NOKYMEHT MpPOU3BOAUTEIS (M3rOTOBUTEIIS ), COACPIKAILUM CBEACHUS

0 HOPMAaTUBHOW JIOKYMEHTAIlMW Ha MEIULIMHCKOE U3JIEIIUE;

3) TEeXHUYECKYIO JOKYMEHTALMIO IPOU3BOIUTENS (M3TOTOBUTEIIS)

Ha MEJIULIMTHCKOE U3JIEIINE;

4) sKCIUTyaTallMOHHYIO JOKYMEHTAIMIO TPOU3BOIUTENS (M3TOTOBUTEIS)

Ha MEJIUIIMHCKOE U3JIETINE, B TOM YHUCJIE HHCTPYKIUIO IO IPUMEHECHUIO

WM PYKOBOJCTBO MO 3KCIUTyaTallMi MEAULUHCKOTO U3/1EIIHS;

5) uBeTHbIe doTOorpaduueckue U300pakeHus OOIIEro BUAa MEAUIIMHCKOTO M3/EIIHs, €T0
BApUAHTOB HCIIONHEHUS (MOAENel) M TMPUHAICKHOCTEeH, HEOOXOMNUMBIX [JIsi TMPUMEHEHHS
MEIUIIMHCKOTO W3/Eus M0 Ha3HaueHUIo (pa3MepoM He meHee 18 x 24 caHTuMeTpa), a Takke
JAHHBIE O MAapKUPOBKE M YIMAKOBKE (IIBETHbIE MAKEThl YMNAKOBOK M JITHUKETOK, COJEpIKalue
TEKCT MAPKUPOBKHU HA PYCCKOM SI3BIKE);

6) JOKYMEHTHI, IOJITBEPKIAIOIIUE PE3YJIBTAThl TEXHUYECKUX UCIBITAHUNA MEIUIIMHCKOTO
U3JIENUS, BbIJIAaHHBIEC YUPEIKICHUEM;

7) HOKYMEHTBI, MOATBEPKAAIOUIME PE3YJIbTaThl TOKCHUKOJIOTMYECKHX HCCIEIOBaHUM
MEJIMIIMHCKOTO M3/EUs, HCIOIb30BAHUE KOTOPOTO MPEANOjaracT HaJuyue KOHTaKTa C
OpTraHU3MOM YEJIOBEKA, BBIJJAHHBIE YUPEIKICHUEM;

8) JOKYMEHTHI, MOATBEPKAAIONIME PEe3ylabTaTbl MCHBITAHUNA MEAUIMHCKOTO H3JEIUS B
LEJSAX YTBEPXKJCHUSI THUIA CPEJICTB H3MEpPEHUU (B OTHOIICHWUH MEIMIIMHCKUX U3JICTUN,
OTHOCAIIMXCS K CpeAcTBaM M3MEpeHuHM B cdepe TroCylapCTBEHHOTO pPEryIupOBAHUS
oOecrieyeHus €IUHCTBA HW3MEPEHUU, HEepeYeHb KOTOPBIX yTBEpKIaeTcs MUHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit denepannn), BbIIaHHBIC YIPESKICHUEM;

9) NOKyMEHT O BO3MOXHOCTH TPOBEICHUS KIWHUYECKUX WCHBITAHUNA, BBIJAHHBIN
YUPEKICHUEM;

10) 1oKyMeHTbI, TOJTBEPKIAIONINE PE3yIbTaThl KIMHUYECKUX UCIBbITAHUI MEIUIIUMHCKOTO
W3JIEIHS, BbIIaHHBIC MEAUIIMHCKOM OpraHu3alueil, OTBevaroneil TpeOOBaHNUSIM, YTBEPKICHHBIM
MunucrepctBom 3apaBooxpaHeHuss Poccuiickont ®enepaunu, M BKIOYEHHOM B CETh
HallMOHAJIBHBIX MEIULIMHCKUX HCCIIEIOBATEIbLCKUX LIEHTPOB, COCTAaB KOTOPOW YTBEPKIECH
MunucrtepcTBoM 3apaBooxpaneHus Poccuiickon denepanny;

11) onuch TOKYMEHTOB;

12) konuu JTOKyMEHTOB, IOATBEPXKIAIOIIUX KAyeCTBO JIEKAPCTBEHHOTO Ipemnapara,
(dapMareBTHUECKO CyOCTaHIINM, OMOIOTHYECKOT0 MaTepraa U HHOTO BEIECTBa,

C UCIOJIb30BAHUEM KOTOPBIX MPOU3BEACHO MEAUIMHCKOE U3/I€JINE UIIA KOTOPBIE BXOISAT

B €r0 COCTaB U KOTOpbIE MPEeAHA3HAYEHBI JJIsl IPUMEHEHHS TOJBKO C YUY€TOM Ha3HAuYCHUS
MEIULIMHCKOTO U3JENMS, ONPEIeICHHOTO MPOU3BOIUTENIEM, U BbIIAHHBIX

B COOTBETCTBUM C 3aKOHOJATEIbCTBOM CTPAaHbl MPOUCXOKIEHUS JIEKAPCTBEHHOTO
npemnapara, (hapMareBTHICCKON CyOCTaHIMN, OMOJIOrMYECKOT0 MaTeprajia U HHOTO BEIeCTRA;

13) 1OKYMEHTBbI, MOATBEPK/IAIOIINE BO3MOXHOCTh OCYIIECTBIEHUS TPOU3BOJICTBA

o ajgpecy(am), ykazanHOMY(bIM) B 3asIBJIEHUU O PETUCTpPAIUK;

14) TOKyMEHTBI,  TOATBEPKJAIONIME  MPaBO  HMCHOJIB30BAHMS  MPOU3BOJUTEIEM
(M3roTOBUTEJIEM) TOBAPHOTO 3HAKA W MHBIX CPEJACTB WHAUBUyaTU3AIlUd MEIUIIMHCKOTO
M3JIeNYs B CIIy4ae UX HAHECEHUS Ha YIIAKOBKY MEIUIIMHCKOTO U3EIHS;

15)cBeneHuss O BBLAAHHBIX PETUCTPUPYIOIMIMM OpPTaHOM pa3pelieHusX Ha BBO3
MEJIMIIMHCKUX W3JIEUNA C 1EJbI0 HMX TOCYIapCTBEHHOW peructpauuu (AJisi MEIUIIMHCKHUX
W3MIEIIANA, IPOU3BOJIUTEIIEM KOTOPOTO SABISIETCSA FOPUANIECKOE JTUIO

uid  Qu3MYecKoe JUIO0, 3apeTUCTPUPOBAHHOE B  Ka4eCTBE  HMHIWBHUIYaJbHOIO
npeAnpuHUMarens, sBsAommecs pesuaeHtamu  Poccuiickoit  ®Denmepannn, a  MecTo
MIPOU3BOJCTBA TAKOTO MEIWUIMHCKOTO M3IEIUsS HAaXOOUTCA Ha TEPPUTOPUUM HHOCTPAHHOIO
roCy/lapcTBa).
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71. KnuHnueckue  ucnobITaHUST ~ OTEUECTBEHHOIO  MEAULMHCKOTO  W3ACIUS
OCYILIECTBIISIIOTCS. HAa OCHOBAHUM JOKYMEHTA O BO3MOXHOCTH IPOBEICHUS KIMHUYECKUX
UCIIBITAHUM, BBIIAHHOTO YUPEXKIACHUEM, a TaKKe 3aKJIIOUEHUs 00 3THUYECKOH 000CHOBAaHHOCTHU
MPOBEACHUS KIMHUYECKUX WCIBITAHUW, BBIJIAHHOTO COBETOM II0 3THKe MUHHCTEPCTBA
3npaBooxpaHeHuss Poccuiickorn @enepanuu, B ClIy4asX, YCTAHOBJIEHHBIX YyKa3aHHbIMU
[IpaBunamu. Popma JOKYMEHTA O BO3MOXXHOCTH NPOBEICHUS KIMHUYECKUX HCIBITAHUN
OTEYECTBEHHOIO MEIULHUHCKOTO HW3JEJIUsl  YTBEPKIACTCS PETUCTPUPYIOLIUM  OPTraHOM.
CornacoBaHHasi ¢ Yy4YpexJEHUEM MPOrpaMMa KIMHUYECKUX HCIBITAHUNA OTEYECTBEHHOIO
MEAMLIMHCKOTO  W3JEeNUs  JODKHAa  ObITh  NpEACTaBlI€HA B COCTaBE  JIOKYMEHTOB,
MOATBEPKAAKOIIUX PE3YJIbTAThl KIUHUYECKUX UCIBITAHUM MEAULMHCKOTO W3JEINHsI, BBIIAHHBIX
MEIUIIMHCKON OpraHu3anuel, OTBevaromeld TPeOOBaHMAM, YTBEPKACHHBIM MHUHHCTEPCTBOM
3npaBooxpanenuss Poccuiickon ®dDepepanuu, HW BKIOUYEHHOW B CETh HAUMOHAJIBHBIX
MEINLIMHCKAX HCCIEN0BATENbCKUX LEHTPOB, COCTaB KOTOPOM YTBEPKIAEH MMHHCTEPCTBOM
3npaBooxpaneHus Poccuiickon denepamuu.

72. B caydae eciaum JOKYMEHTHI, yka3aHHble B myHkre 70 Hactosumx IlpaBui,
COCTABJIEHbI HA NTHOCTPAHHOM $3bIKE, OHHU IIPEJCTABIIIOTCS C 3aBEPEHHBIM

B YCTAHOBJICHHOM I1OPSAJIKE MIEPEBOJIOM Ha PYCCKUU SA3BIK.

73. 3adBlieHWE€ O PpErucTpalMu M JOKYMEHTBI, MPEIyCMOTpEHHbIE IyHKTOM 70
Hactossuux 1IpaBuit, npeacTaBiIsAIOTCS 3asBUTENIEM B PETUCTPUPYIOIIMI OpraH

Ha OyMa)KHOM HOCHUTENIe HENOCPEACTBEHHO WJIM HANpPaBISIOTCA 3aKa3HBIM IOYTOBBIM
OTIIPaBJICHUEM C YBEJAOMJICHHUEM O BpPYYEHHH W OINUCHIO BIOXKEHUS JHOO B AIEKTPOHHOMN
dopme, mOANMCAHHBIE BJICKTPOHHOW TOAMKMCHIO, JTHOO MOCPEACTBOM HCHOIH30BAHHMS
AIIEKTPOHHOTO KaOWHETa 3asiBUTEIIA.

Perucrpupyromuii opran NpUHUMAET 3aABICHUE O PETHUCTPAMM M JTOKYMEHTBHI,
npeaycMoTpeHHsle myHKkToM 70 HacTosmux [IpaBui, o onucu, Komust KOTOpou
C OTMETKOW O JaTe MpHeMa YKA3aHHBIX 3aABJICHUS U JTOKYMEHTOB B JEHb IIPHUEMA BPY4YaeTCs
3asBUTEIIIO WM HAIPABJISAETCS €MY 3aKa3HBIM II0YTOBBIM OTIIPABICHUEM
C YBEJOMJICHHEM O BPYYCHHH JINOO B AIEKTPOHHOH hopme
10 TEJIEKOMMYHHKAIMOHHBIM KaHaJIaM CBSI3U, JTMO0 OCPEICTBOM pa3MELICHUS
B IEKTPOHHOM KaOWHETE 3asABUTEIIS.

74. Peructpupyroniuii oprad He BIpaBe TpeOOBaTh OT 3asiBUTEIS YKA3bIBATh

B 3asBJICHUH O PETUCTPALMU CBEIEHHUs, HE NPEILYCMOTPEHHbIE ITYHKTOM 19 HacTosmmx
IIpaBui, v IpeACTaBIATh JOKYMEHTBI, HE IIPEAYCMOTpeHHBIE yHKTOM 70 Hactosmux IIpaBuil.

75. B teuenue 5 pabouux AHEW CO JHS MOCTYIUICHHUS 3asiBICHUS O PETUCTPAIIH

U JOKYMEHTOB, MpPeayCMOTpeHHbIX nyHKTa 70 Hactosimmx IIpaBui, peructpupyrommi
OpraH IPOBOJAUT NPOBEPKY MOJHOTHI U JOCTOBEPHOCTU COAEPKAIIUXCS B HUX CBEACHUM, B TOM
YUCJE IYTEM CPAaBHEHUS TAKUX CBEICHHM CO CBEACHUSMM, IPEACTABICHHBIMU B IOPSAKE
MEXBEJJOMCTBEHHOI0 HH(POPMALIMOHHOTO B3aUMOJIEUCTBHUSI.

76. B cinyuae ecnu 3asBI€HHE O perucTpanuu oQOpMIEHO ¢ HApYIICHUEM MOJOKEHHM
nyHkra 19 Hacrosumx [IpaBun u (Win) B 3asBJIE€HUU YKa3aHbl HEJOCTOBEPHBIE CBEJIEHUS OO0
JOKYMEHTBI, IIpeAyCMOTpeHHbIe MyHKTOM 70 Hactosmmx IlpaBun, npeacraBieHbl He B MOJTHOM
o0beMe, PEruCTPUPYIOUIMM OpraH BpydaeT 3asBUTENIO YBEJIOMJIEHHME O HEOOXOIUMOCTH
ycTtpaHeHus: B 30-IHEBHBIA CpPOK BBISBJICHHBIX HApPyIIEHWH | (WJIM) NpenCcTaBICHUS
JOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT, JIMOO HampaBisieT TaKoe YBEIOMJICHHUE 3aKa3HbIM
IIOYTOBBIM OTITPABJIEHUEM

C YBEJIOMJICHHEM O BPYYCHHM WJIH B (OpME SIEKTPOHHOIO JOKYMEHTA, MOAMMCAHHOTO
AIIEKTPOHHOM MOJIKCHIO, TUO0 B PIEKTPOHHOU dopMe MO TeTECKOMMYHUKAITMOHHBIM KaHajIam
CBsI3H, TM0O MOCPEACTBOM Pa3MEIEHUS B AIEKTPOHHOM KaOMHETE 3asIBUTEIS.

VYBeOMIIEHUE CUUTAETCS MOJYYEHHBIM B CIIy4ae €r0 HAlpaBICHUS 3aKa3HBIM ITOYTOBHIM
OTIIpaBJIEHUEM - IO ucTedeHnu 10 paboumx IHEN ¢ 1aThl HAMpPaBICHUSA YBEIOMIICHHUS, B CIy4Yae
€ro pa3MEIICHHS B JJIEKTPOHHOM KaOMHETE 3asBUTENS — C IaThl €0 Pa3MELIEHUS B HEM.
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77. B Teuenue 3 pabouyux JAHEW CO JHS NPEACTABICHUS HaMJIeKauuM 00pa3oM
oQOpMJICHHOrO  3asiBJICHUSI O pErucTpald ¢W B TOJHOM 00bEME JOKYMEHTOB,
npeaycMoTpeHHbIX myHKToM 70 HacTosmux [IpaBui, a Takxke B ciiydyae yCTpaHEHUs

B 30-IHEBHBIM CPOK BBISBICHHBIX HApYIICHUW M (WJIM) TPEIACTABICHUS JOKYMEHTOB,
peayCcMOTpeHHbIX IMyHKTOM 70 Hactosmux [IpaBui, perucTpupyromuii opraH NPUHUMAET
pelIeHrE O HavaJle TOCyAapCTBEHHOW PErUCTPALUA MEIUIIUHCKUX U3EITUH.

78. B cnyuae ecnu B 30-IHEBHBIM CPOK HE YCTPAaHEHBI BBISIBIICHHbIC HApyLICHUs U
(w1M) HEe NPEICTaBICHbI JIOKYMEHTBI, KOTOPBIE OTCYTCTBYIOT, PETUCTPUPYIOIIUA OpraH
MPUHUMAET PELICHUE O BO3BPATE 3asIBJIEHUS O PETUCTPAlUU

U TOKyMEHTOB, IPEAYCMOTPEeHHBIX MyHKTOM 70 HacTosmux [IpaBui,

C MOTUBUPOBAHHBIM 000CHOBAaHHUEM MPUYNH BO3BpaTa.

79. B TeueHue 3 pabouux AHEH CO JHS MPUHATHUS PEILICHHsS O Havyasle TOCyJapCTBEHHOM
PETHCTPALIMKA OTEUYECTBEHHOTO MEAMITMHCKOTO M3JIEIHsI PETUCTPUPYIONUK oprad ohopMIIsIeT u
BBIJIACT 3a/IaHUE Ha TIPOBEJCHHE DKCIEPTU3bl KadecTBa, d(PPEKTUBHOCTU U OE30MaCHOCTHU
MEJIUIIMHCKOTO U3JIEIUS SKCTIEPTHOMY YUPEKECHUIO.

8DxcnepTusa kauecTra, d3PPEKTUBHOCTH U 0€30MACHOCTH OTEYECTBEHHOTO MEIUIIMHCKOTO
W3JIeNYs MPOBOJAUTCS B COOTBETCTBUM C MOAMYHKTOM «0» myHkTa 30

v nyHkra 31 Hacrosmmx [Ipasu.

81. DkcnepTHOE yUpexkIeHHEe B CpOK, He mpeBblmaromuii 10 paGouux mHed co IHA
MOJIyYEHHUsI IOKYMEHTOB, YKa3aHHBIX B myHKTe 70 Hacrosmux [IpaBusi, MpOBOAUT IKCIEPTURY
MOJIHOTHI ¥ PE3YJBTATOB MPOBEJACHHBIX UCTIBITAHUHN U UCCIIEOBAHUT,

a Takke odopmisieT W HampaBiISeT B PETHCTPUPYIONIMM oOpraH 3aKIlOYeHHE IO
pe3yJbTaram dKCIepTU3bl KauecTBa, 3P(HEeKTUBHOCTU U OE30IIaCHOCTH MEJIMLIMHCKOTIO M3/1eIIns,
¢dbopMa KoTOpOTO yTBEpKIaeTCT MUHHCTEPCTBOM 3ApaBooxpaneHus Poccuiickoit deneparum.

82. OcHOBaHUEM JIJ151 BBIHECEHUS 3KCIIEPTHBIM YUPEKICHUEM 3aKITFOUCHUS

O HEBO3MOXHOCTH TOCYIAPCTBEHHOM PETUCTPAlMU OTEYECTBEHHOIO MEIMIIMHCKOIO
W3MIEIUs SIBISICTCS:

7) HECOOTBETCTBUE MEIUIIMHCKOTO U3/ENIUs TPEOOBAHUSIM HOPMATHUBHOW JOKYMEHTAIIUH,
TEXHUYECKOU U (WJIN) HKCILTyaTallMOHHON JOKYMEHTAUH MPOU3BOAUTEINS (M3TOTOBUTENSA);

8) OTCYTCTBHE JI0Ka3aTelIbCTB KauecTBa U (Win) 3pdekTuBHOCTH U (MiIM) 0€30MaCHOCTH
MEJIULIMHCKOTO U3ETHS;

9) ycraHOBIEHHE, YTO PUCK MPUUMHEHUS BPE/a 3I0POBBIO TpaXKIaH

U MEIUIMHCKUX pAOOTHUKOB BCJEACTBHE MPUMEHEHUS MEIUIMHCKOTO  H3JENus
npeBbIaeT 3Q(PEKTUBHOCTD €r0 MPUMEHEHUS.

83. B cpok, He mpeBbimarmmuii 10 paboumx gHEH CO JTHS TOMYyYCHHs 3aKIIOUYCHUS,
ykazaHHOro B TyHkTe 81 Hacrosmux IlpaBui, peructpupyromuid OpraH OCYIIECTBISET
CJIEIYIOLIUE MEPOTIPUSTHS

1) oueHka 3akiIOUEHHs] JUIsl OMPEACIICHUS COOTBETCTBUSA 3aJJaHUI0 HAa TPOBEACHUE
AKCIIEPTHU3bI KauecTBa, 3Q(PEKTUBHOCTH U O€30MaCHOCTH MEIUIIMHCKOTO U3/IEIHS.

B ciyyae ycCTaHOBJIEHHMSI HECOOTBETCTBUS 3AKIIFOUCHHS DKCIEPTHOIO YUPEKICHHS
YKa3aHHOMY 33JIaHUIO TaKO€ 3aKIIOYEHHE BO3BPAIIAETCS B IKCIIEPTHOE YUPEKICHUE

Ha JIOpabOTKY, CPOK KOTOPOW COCTaBisieT He Oosee 2 paboumx JHEH cO JHS MOTy4YeHUS
AKCIIEPTHBIM YUPEXKICHUEM BO3BPALIEHHOIO 3aKJIIOYEHNS;

2) NOpUHATHE PEIICHUS] O TOCYIapCTBEHHON PETUCTPALIMU MEIUIIMHCKOTO U3/ICIIHS U 00
OTKa3e B TOCYJIapCTBEHHOW PETHCTPAllMM MEIUIIMHCKOTO HW3JeNusi, KOTopoe odopmisiercs
MIPUKA30M PETUCTPUPYIOIIETO OPraHa, U yBEAOMIICHHUE 3asABUTENS

O MPUHATOM PELIEHUU;

3) odopmieHue u BbIava (HarpaBiIeHUE 3aKa3HbIM TIOYTOBBIM OTIIPABIIEHUEM

C YBEJIOMJICHHEM O BPYYECHHH WJIM B (opMe 3IEKTPOHHOIO JIOKYMEHTA, MOAMUCAHHOTO
AIEKTPOHHOM MOIUCHIO, TUOO Mepeiada B AEKTPOHHOU dhopme
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10 TEJICKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3H, JINOO MTOCPEACTBOM Pa3MEILICHUS

B DJIEKTPOHHOM KaOWHETEe 3asBUTENS, JIMOO MOCPEACTBOM HCIOJIB30BAHUS JJIEKTPOHHOTO
KaOWHeTa 3asiBUTENs) 3asBUTEII0 PETUCTPALMOHHOTO YIOCTOBEPEHHUs], TUOO0 yBeAOMIICHUS 00
OTKa3€ B TOCYJaPCTBEHHOM PETUCTPALIMU MEAUITMHCKOTO U3/ICJIHS C YKa3aHUEM MPUYUH OTKa3a.

84.  OcCHOBaHUSIMU ISl IPUHATUS PETUCTPUPYIOLIUM OPIaHOM PELICHUS

00 OoTKa3e B roCy/lapCTBEHHON pPEruCTpalliy MEAUIIMHCKOTO U3/IETUs SIBIISIOTCSI:

1)  mnomydeHue OT BKCIEPTHOIO YUPEXKACHHSI 3aKIOYECHHS 10  pe3yjbraram
SKCIIEPTU3bl  KauecTBa, HPOEKTUBHOCTH U O€30MACHOCTH  MEIUIMHCKOTO  M3/EIus,
CBUJICTEJILCTBYIOIIETO O TOM, YTO Ka4eCTBO, U (Miau) 3(PPEeKTUBHOCTh, U (WJIK) OE30MaCHOCTh
MEIULIMHCKOTO U3JEIHUs HE OATBEPKACHBI OTyYEHHBIMU JAHHBIMU,

U (WIM) O TOM, YTO PUCK MNPUUYMHEHHUS BpeAa 3J0POBbIO TpakaaH U METUIUHCKUX
PaObOTHUKOB BCIEACTBUE MTPUMEHEHHUS METUIIMHCKOTO U3/ENHs peBbimaeT 3h(GEeKTUBHOCTD €ro
MPUMEHEHUs, U (MIK) O TOM, YTO MEIUIIMHCKOE U3/IeTNe

HE COOTBETCTBYET TPEOOBAHUSIM HOPMATHUBHOUN JTOKYMEHTAIlMW, TEXHUYECKOU W (WJIH)
AKCIUTYaTallMOHHOM IOKYMEHTAIIMU MTPOU3BOIUTENS (M3TOTOBUTEINS);

2)  BBISBICHUE PETUCTPUPYIOIIMM OpPraHOM IO pe3yibraraM TOCYJapCTBEHHOTO
KOHTPOJISI 32 OOpallleHheM MEIUIMHCKUX  M3JENUM  HECOOTBETCTBUWM JaHHBIX 00
3¢ PeKTUBHOCTU U 0 OE30MACHOCTH MEAUITMHCKOTO U3/ TaHHBIM

0 MEIUIIMHCKOM M3JEIUH, CONEPKAIIMMCS B 3aABICHUU O PETUCTPALMA U JOKYMEHTAX,
yKa3aHHbBIX B IyHKTe 70 Hactosmux [Ipasur.

85. B Teuenne 1 pabouero nHA TOCHE TPHUHATHS PEHICHUS O TOCYIapCTBEHHOMN
pErUCTpalii MEAUIIMHCKOTO U3JIENNs PETUCTPUPYIOLINKA OPTaH BHOCHUT JTaHHbBIE

0 3apErucTPUPOBAHHOM MEIUIIMHCKOM H3EIUU B TOCYJApPCTBEHHBIA PEECTP B MOPSIKE,
MpeaycCMOTpeHHOM IocraHoBieHnueM [IpasurenscrBa Poccuiickon enepanuu

oT 19 urons 2012 . Ne 615.

86. BHeceHne M3MEHEHHU B JOKYMEHTBI, COACPKAIIMUECS B PETHUCTPALMOHHOM JOCHE
OTEYECTBEHHOI'O MEJIULIMHCKOTO U3JEIUsl OCYLIECTBIIAETCS B COOTBETCTBUU

¢ nyHkramu 89 — 104 nacrosmux IIpasui.

87. Bblmaua gyOnukara — pEeTrHCTPAIMOHHOTO  YIOCTOBEPEHHS  OT€YECTBEHHOTO
MEIMIIMHCKOTO U3JIEJIUS OCYIIECTBIISIETCS B MOPSJIKE, peaycMoTpeHHOM ImyHKTamu 105 u 106
Hacrosimux IIpaBuil.

88.  Peructpupytomuii opran (HhOpMHpPYET PETrUCTPAIMOHHOE JIOChE€ OTEYECTBEHHOTO
MEJIULIMHCKOTO U3EIUS U3 CICIYIOMMNX TOKYMEHTOB:

1) 3asBieHHE O PETUCTpaIlMU U JOKYMEHTBI, IPEIyCMOTPEHHBIE MMyHKTOM 70 HACTOSIINUX
[IpaBui, 3ampocbkl U AOKYMEHTBI, MpeAyCMOTpeHHble NyHKTOM 31 Hacrosux [IpaBui,
3asBJICHUE O BHECEHUU U3MEHEHUM U JOKYMEHTHI, MPEIyCMOTPEHHBIE MYHKTOM 90 HACTOAIIUX
IIpaBui, a Takxe 3asBJICHUE

0 MPEeJ0CTABICHUH NyOIUKaTa;

2) KomMs 3aJaHusl PETUCTPUPYIOIIEr0 OpraHa Ha MPOBEICHHE DKCIEPTU3bl KauecTBa,
3h(HEKTUBHOCTH U 0€30TACHOCTH METUITMHCKOTO U3/IEIHS;

3) 3axmnrodeHusi, 0hOPMIICHHbBIE IKCIIEPTHBIM YUPEKACHUEM NIPU MPOBEACHUH DKCIEPTU3BI
Ka4eCcTBa, 3PPEKTUBHOCTH M OE30MMACHOCTH METUITMHCKOTO U3/ICIIHS;

4) KOmUU MPHUKA30B, 0(OPMIIEHHBIX PETUCTPUPYIOIIUM OPTaHOM;

5) Komus PErucTPalMOHHOTO YAOCTOBEPEHUS WU YBEIOMJICHUH, OQPOPMIICHHBIX
PETUCTPUPYIOLIUM OPTaHOM,;

6) Komus nyOmukara PETUCTPAIMOHHOTO yIOCTOBEPEHUS, 0(OPMIIEHHOTO
PETUCTPUPYIOITUM OPTaHOM.

V. BHeceHMe U3MeHEeHHUi B T0KYMEHTbI, CodepKalmecst
B PerncTpanuoOHHOM J10Che
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89. K usmeHeHusiM, BHOCUMBIM B JJOKYMEHTBI, COJCPIKALLINECS

B PErUCTPAIlMOHHOM JIOCh€, HE TpeOYIOIUM TPOBEACHUS OJKCIEPTU3hI KauyecTBa,
7 HEKTUBHOCTU U 6€30MaCHOCTH MEIUIIMHCKOTO U3JIEIHS, OTHOCSATCS:

l3MEeHEeHUEe CBeICHUH O 3asiBUTENIE, BKJIFOUAsl CBEJICHUS:

0 peOpraHu3alu IPUIAYECKOTO JINIIA;

00 U3MEHEHNY HaUMEHOBAHMS IOPUIUYECKOTO JIKIIa (ITOJHOTO U (B Cllydae, €ClIu UMeeTcs)
COKpAILIEHHOTO, B TOM YHCJIe (UPMEHHOTO HAMMEHOBAHUA), aipeca MECTa €ro HaXOXKJIEHUS;

00 m3MeHeHuu (aMUIuu, UMEHU U (B Cilydae, €ClIi UMEETCs) OTYECTBA, aJpeca MecTa
KUTENbCTBA (U3UYECKOTO JIMIA, 3apETUCTPUPOBAHHOTO B KAue€CTBE WHIAMBUIYATHHOTO
MpEANPUHUMATENS U PEKBU3UTOB JOKYMEHTA, YAOCTOBEPSIOLIETO €T0 JINYHOCTD;

2) U3MEHEHHeE ajjpeca MecTa IIPOU3BOCTBA (M3TOTOBIICHUS) MEAUIIMHCKOTO U3/ICIIHS;

3) U3MEHEHHe HAMMEHOBAHUSI MEJIUIIMHCKOTO U3/IEIus B Cllydae, €Clu

HE U3MCHUJIMCh CBOMCTBA U XapaKTEPUCTUKH, BIMSIONIME HA KaueCTBO, YOPEKTUBHOCTD U
0€301acHOCTh MEIUIIMHCKOIO MU3JIEHs, MJIM COBEPIICHCTBYIOTCS €r0 CBOMCTBA

Y XapaKTepUCTUKU MPU HEM3MEHHOCTH (PYHKIMOHAJIBHOTO HA3HAYEHHUSI U (WJIM) TPUHIUIIA
NEHUCTBUS, TPELYCMaTpPUBALOIIIEE:

noOapieHre (MCKIIOYEHNE) MPUHAMIICKHOCTEH METUIIMHCKOTO W3JEIUs WM U3MEHEHHE
X HAUMECHOBAaHUS;

yKa3aHue, W3MEHEHHE W HCKIIUEHUE TOBAPHOTO 3HAaKa W HHBIX CPEACTB
WHAUBUYAIU3AIMA MEIUIIMHCKOTO U3/ICJIHS;

HU3MCHCHHEC KOJIMYCCTBA CAMHHI MCIUIMHCKOIO HM3ACIHUA HWIHKM €ro COCTAaBHBIX qaCTeﬁ,
KOMIUJICKTYHOIINX, YKa3aHHBIX B NPHUJIIOKCHUHN K PCTUCTPALITMOHHOMY YIOCTOBCPCHHIO,

yKa3aHWe WA UCKITIOUEHHE BApUAHTOB UCTIONHEHHUS (MOJIETIei) METUIIMHCKOTO U3/ICIIHS;

M3MEHEHHE MapKUPOBKU U (WJIM) YIIAKOBKY MEIUIIMHCKOTO U3IEIN;

4) u3MEHEHHE MPOU3BOJUTENIEM (HM3rOTOBUTEIEM) MEIUIIMHCKOTO M3JEIUs CPOKOB
NEHUCTBUS JJOKYMEHTOB, COJIEPKAIUXCS B PETUCTPAIMOHHOM J0ChE;

5) w3MeHeHune wuHGOpPMANMK 00 YMOJTHOMOYCHHOM TWIPEJICTABUTENIC IPOU3BOIUTEIS
(M3roTOBUTEIIS]) MEAUIIUHCKOTO WU3IEIIHUSL.

90. [ns BHeceHHUs] B JOKYMEHTHI, COAEPKAIIUECS B PETHUCTPALUOHHOM JIOCHE,
W3MEHEHUM, YKa3aHHBIX B MyHKTe 89 HacTosimux [IpaBun, 3asButens He no3aHee yem uepes 30
pabouux AHEH CO HA WU3MEHEHHS COOTBETCTBYIOIIMX MAHHBIX MPEICTABISCT (HAMPABISECT) B
PETUCTPUPYIOIINI OPTaH:

1) 3asBIEHUE O BHECEHHU U3MEHEHUH B IOKYMEHTHI, COJIEpKAILIUECs

B PETUCTPAIIMOHHOM JIOChE (71aiee — 3asBIICHUE O BHECEHUH M3MEHEHNH), 0(OPMIICHHOE B
COOTBETCTBHU C MyHKTOM 19 Hacrosimux [IpaBui;

2) KomWK  JOKYMEHTa,  MOATBEP)KIJAIOIIETO  IMOJHOMOYHUS  YHOJHOMOYEHHOTO
MPEACTABUTEIS] IPOU3BOAUTENS (M3TOTOBUTEIIS);

3) JOKYMEHTHI U CBEICHHUS O COOTBETCTBYIOIMINX U3MEHEHUSX, B TOM YHCIJIE JOKYMEHTHI,
MOATBEPKAAOIINE M3MEHEHUSI, YKA3aHHBIC B IOAINYHKTA «a» - «B» IMyHKTa 89 HaACTOSIIMX
[IpaBui, a Takxke B cydyae U3MEHEHUS HAMMEHOBAHUSI MEUIIUHCKOTO U3/1CIIHS:

JOKYMEHT MIPOU3BOIUTENS (M3TOTOBUTENS), COACPKAIIHI CBEICHUS
0 HOPMAaTUBHOW JIOKYMEHTAIlUU Ha MEJIULIMHCKOE U3JIEIIUE;

TEXHUYECKYIO JOKYMEHTALUIO MPOU3BOAUTENS (M3rOTOBUTENS) HA MEAUIIMHCKOE U3JIEIHeE,
MPUBEJICHHYIO B COOTBETCTBUE C BHECEHHBIMU U3MEHECHUSIMU,

AKCIUTYaTallMOHHYIO JIOKYMEHTAIUIO IPOU3BOAUTEINS (M3TOTOBUTEIIS)

Ha MEAULMHCKOE U3Jeaue (B TOM YHUCIE MHCTPYKLUHUIO MO MPUMEHEHHUIO WM PYKOBOACTBO IO
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AKCIUTyaTald MEIUIIMHCKOTO U3/IEIIHs), TPUBEICHHYIO
B COOTBETCTBUE C BHECEHHBIMU U3MEHEHUSAMU;

1uBeTHbIE (poTorpaduyeckue M300pakeHUss OOLIEro BHUAA MEAMIIMHCKOTO H3IENHUS, €ro
BapUAHTOB HCIOJHEHUS (Mojesel) U NPUHAIICKHOCTEH, HEOOXOAMMBIX [JIsi IMPUMEHEHUS
MEIULIMHCKOTO U3JEus M0 Ha3HAuCHUIO (pa3MepoM He meHee 18 x 24 caHTuMeTpa), a Takke
JaHHBIE O MAapKUPOBKE W YIAKOBKE (I[BETHbIE MAaKeThl YIAKOBOK M JTHUKETOK, COJEpKalllue
TEKCT MapKUPOBKHU HAa PYCCKOM SI3BIKE);

4) NOKYMEHTBI NMPOU3BOAUTEINS U (WJIM) OpraHU3alUi, OCYHIECTBIISIIOIIUX IPOBEIACHUE
TEXHUYECKUX HWCMBITAHUN, TOKCUKOJIOTUYECKUX MWCCIEIOBAHUM, KIMHUYECKUX HCIBITAHUM
(pe3ynpTaThl COOTBETCTBYIOIINX HMCHBITAHUN), TOATBEPKIAIOIINE, YTO BHECEHUE 3asBICHHBIX
W3MEHCHUM HE BJEYET W3MEHEHHS CBOMCTB W XapaKTEPUCTHK, BIIUSIOINIMX Ha KadeCTBO,
b (HEKTUBHOCTh U 0€30MaCHOCTh MEIUITMHCKOTO H3CNUS, WM COBEPIICHCTBYET CBOMCTBA U
XapPaKTEPUCTUKU TIPU HEU3MEHHOCTH (YHKIIMOHAJIBHOTO Ha3HaueHWs W (WIM) TpPHUHITUIIA
JNEUCTBUSA MEIULIMHCKOTO U3JEIUS;

5) opuruHan perucTpaliOHHOTO YIOCTOBEpEHHUS (yOIHKaT);

6) OMHCh TOKYMEHTOB.

91. Bnecenue W3MEHEHHI B JOKYMEHTHI, YKa3aHHBIE B MOAIIYHKTAX «B» U «I» IyHKTa 20
Hactosiux IlpaBmin (3a HMCKIIIOYEHHMEM CIIy4yaeB, yYKa3aHHBIX B MOAIYHKTE «I» IyHKTa 89
Hactosmux [IpaBuin), OCymIeCTBISIETCS 1O pe3yIbTaTaM dKCIIEPTU3bl KauecTBa, 3 (HEKTUBHOCTH
1 0€30MaCHOCTH MEJUIIMHCKOTO U3JEIHS, TPOBEACHHOMN

B TIOPSIKE, aHAJOTUYHOM TOPSIIKY MPOBEICHUS SKCIIEPTU3bl KauecTBa, 3h(PEKTUBHOCTH U
0€30MacHOCTH MEIUIIMHCKOTO U3JIEHS B IESIX €0 TOCYIapCTBEHHOM pEerucTparun

B COOTBETCTBHUU C MOAMYHKTOM «0» myHkTa 30 1 myHkra 31 Hacrosimux [Tpasu,

B CIIy4ae €CIU PETUCTPUPYIOIIUM OPTraHOM I10 Pe3yJbTaTaM IMPOBEPKH MOJIHOTHI

U JOCTOBEPHOCTH CBEICHHUM, COJIEpXKALIUXCS B TNPEACTABICHHBIX JOKYMEHTAaX,
YCTaHOBJIEHO, YTO BHECEHUE 3asIBJICHHBIX N3MEHEHUH BJI€YET N3MEHEHUE CBOMCTB

M XapaKTepUCTUK, BIUAIOMIMX Ha KadecTBO, d(PPeKTUBHOCTP U OE30MaCHOCTH
MEJUIMHCKOTO HW3MCJIUsI, WM COBEPIICHCTBYET €ro CBOWCTBA U XapaKTEPUCTUKH MpHU
HEM3MEHHOCTH (DyHKIIMOHAJIHLHOTO Ha3Ha4YeHUs W (WJIM) MPUHININA ACHUCTBUS MEIUIIMHCKOTO
U3JIeTuSI.

92. B ciydae eciau JOKYMEHTBI, IIpeAycMOTpeHHbIe MyHKTOM 90 Hacrosmux IlpaBui,
COCTaBJICHbl HA UHOCTPAHHOM $I3bIKE, OHU MPEICTABIISIIOTCS C 3aBEPEHHBIM

B YCTAHOBJICHHOM IIOPS/IKE MEPEBOJIOM Ha PYCCKUH SA3BIK.

93. 3agBireHME O BHECEHUU WM3MEHEHUU W JTOKYMEHTBI, MPEIyCMOTPEHHBIE ITyHKTOM 90
Hactosiux [IpaBuii, NPUHUMAIOTCS PETUCTPUPYIOIIMM OPraHOM IO OINKMCH, KOMHUS KOTOPOM ¢
OTMETKOM O JjaTe MpUeMa yKa3aHHbIX 3asBICHUS U JOKYMEHTOB

B JICHb MpHeMa BpPyYaeTCsl 3asBUTEII0 WM HAMpaBsSeTCS €My 3aKa3HbIM IOYTOBBIM
OTIPABJICHUEM C YBEIOMJICHUEM O BpYYCHHM WIM B (OpMe DIIEKTPOHHOTO JIOKYMEHTA,
MOJIMTACAHHOTO AJICKTPOHHOH MOAMUCHIO, TUO0 B AIEKTPOHHOU (hopme

M0 TEIEKOMMYHUKAIITMOHHBIM KaHallaM CBSI3M, JIMOO TOCPEJICTBOM HCIOIh30BaHUS
AIIEKTPOHHOTO KaOMHETa 3asiBUTEISI.

94. Peructpupyromuii opraH He BHpaBe TpeOOBaTh OT 3asBUTENS MPEICTABICHUS
JOKYMEHTOB, HE MPEAYCMOTPEHHBIX MyHKTOM 90 HacTosiiuux [IpaBun.

95. B Teuenue 5 pabouux jgHEN CO AHS MOCTYIUICHHS 3asBIICHUS O BHECCHUU U3MEHEHUM
U JIOKYMEHTOB, IIPEIyCMOTPEHHBIX MyHKTOM 90 HacTosimux [IpaBuii, peructpupyromnmii opral
MPOBOJIUT NPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEACHUMN, COAEPIKAIINXCS B HUX, B TOM UUCIIE
OyTEM CPaBHEHUS TaKUX CBEJACHUHM CO CBEACHUSIMH, IMPEJICTABICHHBIMU B IOPSAKE
MEXBEJJOMCTBEHHOTO HHPOPMAITMOHHOTO B3aUMOICUCTBHSI.
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96. B ciydae ecim K 3asBJICHHIO O BHECEHUH U3MEHEHUH HE MPUJIATaloTCs JOKYMEHTHI B
COOTBETCTBHHM C IMOAMYHKTaMU «0» - «e» myHkTa 90 Hactosimux [IpaBun u (wnn) B 3asBICHUU O
BHECECHUHM  W3MEHEHHHM  yKa3aHbl  HEIOCTOBEpHBIE  CBENEHUS  JHUOO  JTOKYMEHTHI,
npenycMoTpeHHble TyHKkToM 90 Hactosmumx [IpaBun, npeacrapieHbl

HE B TIOJTHOM 00bEMeE, PETUCTPUPYIOIIUNA OpraH BpyUYaeT 3asBUTEII0 YBEIOMIICHUE

0 HeoOxoauMocTu ycTpaHeHus B 30-IHEBHBIM CpPOK BBISBICHHBIX HapyIICHUN U (WIIH)
IPEICTABICHUS] TOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT, JUOO HANpPaBIsE€T TAKOE YBEJOMJIEHHE B
(popMe IEKTPOHHOTO JTOKYMEHTA, NOJIMCAHHOIO JIEKTPOHHOMN MOANUCHIO, WU B JIEKTPOHHOM
GopMe MO TENEKOMMYHUKAIMOHHBIM KaHajllaM CBSI3M, WJIM IOCPEJICTBOM 3IIEKTPOHHOTO
KaOMHeTa 3asBUTEIS WU 3aKa3HBIM IIOYTOBBIM OTIIPABICHUEM C YBEIOMIICHUEM O BPYUEHUH.

97. B Tteuenue 3 pabouux JHEW CO JHS MPEACTABICHHUS HaIJIeKalluM o00pa3oM
o(pOopMIIEHHOTO 3asBI€HHS O BHECEHHUM H3MEHEHHH M B TOJHOM O00BeMe JOKYMEHTOB,
NpenycMOTpeHHbIX TyHKTOM 90 Hactosuux IlpaBui, peructpupyronimii opraH TpUHUMAET
pELICHUE O PACCMOTPEHNN YKA3aHHBIX 3asBJICHUS U JOKYMECHTOB

WM (B Clly4ae UX HECOOTBETCTBUS MOJIOKEHUSIM OYHKTOM 90 HacTosux [TpaBun)

00 uX BO3BpaTe ¢ MOTUBUPOBAaHHBIM 0OOOCHOBAHMEM IIPUUKH BO3Bpara.

98. B ciyuae ecnu B 30-IHEBHBIN CPOK HE YCTpAaHEHB! BBIBICHHBIE HAPYIIECHUS U (WJIH)
HE IPEACTaBJICHbl JIOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETHMCTPUPYIOIIMI OpraH MPUHUMAET
pElIEHNE O BO3BPATE 3aSBICHHS O BHECEHUU M3MEHEHUH U JIOKyMEHTOB, NMPEAYCMOTPEHHBIX
nyHktoM 90 Hactosuux [IpaBui, ¢ MOTUBHPOBAHHBIM OOOCHOBAHUEM MPUYHMH BO3BpaTa.

99. BhHeceHue U3MEHEHUN B JOKYMEHTBI, COAEPKALINECS B PETUCTPALMOHHOM JI0ChE, HE
TpeOyIOMUX NPOBEACHUS SKCIIEPTU3HI KauecTBa, Y3PPEKTUBHOCTH

1 0€30MaCHOCTH MEAMIIMHCKOTO M3JIENNs, OCYIIECTBIISETCA PETUCTPUPYIOIIUM OPraHOM B
CpPOK, HE MpeBbIIamui 15 pabounx qHEN co IHSA NPUHITHS PEIICHUS

O PacCMOTPEHUHU 3ASIBIICHHSI O BHECEHMHM M3MEHEHUI M JOKYMEHTOB, IPEIyCMOTPEHHBIX
nyHkToM 90 HacTosmux [IpaBuin.

BueceHne wW3MEHEHHMH B JOKYMEHTBI, COIEpXKAIIMECS B PETMCTPALIMOHHOM JOCHE,
TpeOyIOIMX MPOBEIEHUSI IKCHEPTU3bl KadecTBa, APPEKTUBHOCTH U  0O€30MaCHOCTU
MEOULUHCKOTO H3/AENINs, OCYIUECTBISIETCS pPETHCTPUPYIOIIMM OpPraHOM B  CpPOK, HeE
MpeBbIIAIMMN 35 pabounx JHEH CO JHS MPUHSTHS PEIICHHUS O PACCMOTPEHHUHU 3asBICHUS O
BHECCHUM U3MEHEHUH U JJOKYMEHTOB, IIPEyCMOTPEHHBIX IIYHKTOM 90 HacTtosmux [Ipasuir.

100. Cpok OpUHATHS PETUCTPUPYIOUIUM OPraHOM PEIICHUS O BHECEHWU W3MEHEHUU B
JOKYMEHTBI, COJAEPKAIMECS B PETUCTPALIMOHHOM JI0ChE, UCUUCIISIETCS CO JIHA MOCTYIUIEHUS B
PETUCTPUPYIOIINK OpraH HaJyIekaluM o00pa3oM OQOpPMIICHHOTO 3asBICHHUS O BHECEHHH
M3MEHEHU U B IOJHOM OObEME JOKYMEHTOB, MPEIYyCMOTPEHHBIX IyHKTOM 90 HacTOSIIMX
IIpaBui.

101. ITpu BHECEHUM U3MEHEHUH B JJOKYMEHTBHI, COJIEp>Kaluecs

B PErMCTPALIMOHHOM JIOChE, PErUCTPUPYIOUIMH OpraH OCYIIECTBIECT CIEAYIOIIHE
MEpONPUSATHSL:

1) mnpuHATHE pelIeHUs O BHECEHUN U3MEHEHUH B JOKYMEHTBI, COlepKalInecs

B PETUCTPALIMOHHOM JI0ChE, KOTOPOE 0(POPMIIAETCS IPUKA30M PETUCTPHUPYIOIIETO OPTraHa;

2)  BbIJa4a KCIEPTHOMY YUPEXKICHHUIO 3aJJaHUs HA IIPOBEJICHUE IKCIIEPTU3bl KauyecTBa,
3¢ (GEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO M3/IETUS U OIICHKA 3aKIFOUEHUS SKCIIEPTHOTO
VUpEXKICHUS IS ONpeleNIeHUusT COOTBETCTBUSA €r0 3a/laHhI0 Ha TMPOBEIACHUE SKCIEPTU3bI
Ka4ecTBa, 3PEKTUBHOCTH 1 0€3011aCHOCTU MEUIMHCKOTO U3/1eiiud (B Cy4yae, yCTaHOBJIEHHOM
nyHktoM 90 nHactosmux IlpaBuin). B ciyuyae ycTaHOBIEHMS HECOOTBETCTBUS 3aKIIOUEHUS
DKCIIEPTHOTO YYPEXKACHUS YKa3aHHOMY 3aJaHMI0 Tako€ 3aKJIIOYEHUE BO3BpallaeTCs B
HKCIEPTHOE YUPEkKACHHUE HA AOPAOOTKY, CPOK KOTOPOH cocTaBisieT He Oosiee 2 pabounx AHEH
CO JIHS MOJIYYEHUS IKCIEPTHBIM YUPEKACHUEM BO3BPALIEHHOI'O 3aKJIIOYEHUS;
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3) yBenomyieHHME B NMUCbMEHHOW (OpME 3asBUTEIISI O IMPUHATOM PEIICHUU 3aKa3HBIM
MOYTOBBIM OTMPABJICHUEM C YBEJAOMJICHHEM O BPYUYEHUU WM B (opMe DIEKTPOHHOTO
JOKYMEHTA, MOAMUCAHHOTO ANEKTPOHHON MOJMUCHIO, TNO0

B 3JIEKTPOHHOU (popMe M0 TEIEKOMMYHHUKALIMOHHBIM KaHAJIaM CBSI3H, JINOO MOCPEICTBOM
WCITOJIb30BAHMS DJIEKTPOHHOTO KaOWHETa 3asBUTENS C MPUIOKEHHEM Tepeo(OpPMIIEHHOTO
PETUCTPAIIMOHHOTO YIOCTOBEpeHUsT (B cllydae BHECEHUs M3MEHEHM B HEro) M paHee
BBIJJAHHOTO PErUCTPALlMOHHOTO YI0CTOBEPEHUS

C OTMETKOM O €ro HeICUCTBUTEIBHOCTH (C YKa3aHUEM JaThl).

1QHOBaHMAMU 7151 BBIHECEHUS SKCIEPTHBIM YUPEKICHUEM 3aKIIFOUCHUS

0 HEBO3MOXXHOCTH BHECEHUS M3MEHECHHUU B IOKYMEHTHI, IIPETYCMOTPEHHBIE TTOAITYHKTaMU
«B» 1 «r» nyHkra 20 HacTosiux [IpaBun, sBiastoTCS:

1) HEZOCTOBEPHOCTh MPEACTABICHHBIX CBEICHHUH, OOOCHOBBIBAIOIIUX BHECEHUE
W3MEHEHUM, B TOM WYHCJIC BBISIBJICHHBIX PETUCTPUPYIONIMM OPraHOM [0 pe3yjbTaTaM
roCcyJapCTBEHHOTO0 KOHTPOJIS 32 0OpallleHUuEeM MEIUIMHCKUX U3/IETTUH;

2) OTCyTCTBHUE B OpPEICTAaBICHHBIX  3aABUTEJIEM  JIOKYMEHTax  CBEICHUM,
MOATBEPKIAONINX, YTO UBMEHEHHUSI, BHOCUMBbIE B JIOKYMEHTBI, CO/IEPKAIIUECS

B PETUCTPALMOHHOM JI0ChE, HE BIEKYT U3MEHEHHUE CBOKMCTB M XapaKTEPUCTHK, BIHSIOMINX
Ha KauecTBO, 3(PPEeKTUBHOCTH U 0€30IIACHOCTh MEAUITMHCKOTO M3/IEIIHsI,

WIW  COBEPIIEHCTBYIOT  CBOMCTBA M XapaKTEPUCTUKU  NPU  HEU3MEHHOCTHU
(GYHKIIMOHAIHPHOTO Ha3HAYEHUSI U (W) IPUHIIUIA JCHCTBUS MEIUITMHCKOTO U3/ICIIHSL.

103. Perucrpupytomuii opraH B TedeHHe 2 paboyux JHEW CcO JHSA TOJydEHUs
3aKJIOYEHUS  AKCHEPTHOTO  YUPEXKACHUS  NPUHUMAET  PEUIEHHE O  BO3MOXKHOCTHU
(HEBO3MOKHOCTH ) BHECEHHUS] KBMEHEHUM B JIOKYMEHTBI, COJIep KaIHecs

B PETUCTPALIMOHHOM JIOChE, U YBEAOMIIAET O NPHUHSITOM PEIICHUM 3asBUTEISA 3aKA3HBIM
MIOYTOBBIM OTIPABJICHUEM C YBEAOMJICHUEM O BPYYEHUM WM B (POpME 3JIEKTPOHHOIO
JTIOKYMEHTAa, TOAMUCAHHOTO MEKTPOHHOMN TIOIITUCKHIO, THOO B DIEKTPOHHOU (hopme

0 TEJIEKOMMYHUKAIMOHHBIM KaHallaM CBsI3U, JTMOO MOCPEACTBOM 3JIEKTPOHHOIO KabuHeTa
3asIBUTES.

OcHoBaHuEM TSl MPUHATHS pelieHus1 00 0TKa3e BO BHECEHUU N3MECHEHUI
B JIOKYMCHTBI, COJIepKalIuecsi B PETUCTPAIIMOHHOM JOChe, SIBISETCS IOJIyUCHUE
PETUCTPUPYIOLIUM OPTaHOM OT HKCIIEPTHOTO YUPEKIACHUS 3AKIFOUCHUS
O HEBO3MOXXHOCTH BHECEHHS] N3BMEHEHH B JIOKYMEHTBI, COZlEpIKaILHECs
B PETUCTPALIMOHHOM JIOChE€ MEIUIIMHCKOTO U3IETH.

104. B teuenue 1 pabGodero gHS Moclie TPUHATUS PEIICHUS O BHECEHWU U3MEHEHHUU B
JOKYMEHTBI, COJEp>KaIllUecs] B PErUCTPALMOHHOM JOChE, COOTBETCTBYIOLIUE CBEICHUS
BHOCSITCSI B TOCYAApPCTBEHHBIH PEECTp B TMOPSAKE, MNPEIyCMOTPEHHOM MOCTAHOBIECHHEM
IIpaButenbcTBa Poccuiickon denepanuu

ot 19 urons 2012 . Ne 615.

105. B cmydae yTpaThl perucTpaliOHHOTO yAOCTOBEPEHHUS WM €ro MOpyYd 3asBUTEIb
BIIPaBE OOPATUTHCS B PETUCTPUPYIONINI OpPTraH ¢ 3asBJICHUEM

0 MPENOCTaBICHUU AyOIMKaTa pEerucTPalMOHHOIO YIOCTOBEpEHHUS (l1ajiee — 3asBIICHUE O
MIPENOCTABICHUN TyOIMKaTa).

B ciiyuae nmopuu perucTpalloOHHOTO yIOCTOBEPEHHUS K 3asIBJICHUIO
0 MpEeAOCTABICHUH yOIUKaTa MPUIIaraeTCs UCIIOPUYEHHOE PETUCTPAIIMOHHOE YIOCTOBEPEHHE.

106. B Teuenue 7 pabouux AHEH CO JAHS MOJTYUYEHUS JOKYMEHTOB, YKa3aHHBIX

B nyHkte 105 nHactosmux I[lpaBun, peructpupyronuii opran oQopmiseT myOmuKaT
PETUCTPALIMOHHOTO YIOCTOBEPEHUS Ha OJaHKE PErUCTPAIMOHHOTO YIOCTOBEPEHHUS

C TMOMETKaMH «JIyOJUKaT» U «OPUTHHAJI PETUCTPAIMOHHOIO YAOCTOBEPEHUS! MPU3HAETCS
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HEJECHUCTBYIOIIMMY» W BpPy4YaeT TakoW JyOJIMKAT 3asiBUTENII0 WJIM HANpPaBIISIET €ro 3aKa3HbIM
MOYTOBBIM OTITPABIIEHUEM C YBEAOMJIEHUEM O BPYUEHUH.

I[TPMJIOXXEHUE
K [IpaBunam rocynapcrBeHHON
pErucTpaluy MEAULUHCKUX U3ICIUN

Ilepeuyenn
MEIMIUHCKUX U3/1eJIMH ¢ HU3KOH CTeNeHbIO NOTEHI[HAJIBHOI'0 PHCKA
HUX MPUMEHEHHUs, B OTHOIIECHNUH KOTOPbIX YCTAHOBJICHBI 0COOCHHOCTH
roCyIapCTBeHHOM perucrpanuu

Bun | HanmeHoBanue

1. 104010 KocTtiom nzonupyromuii

2. 122540 [lepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 JIATEKCA T€BEU, HEOITYAPEHHBIE,
HECTEPUJIbHBIE

3. 122560 [lepuaTku CMOTPOBBIE/TIPOIIENYPHBIE U3 JIATEKCA T€BEU, OMYPEHHbBIE

4. 129350 Xanar onepalOHHBIN OJTHOPA30BOI0 UCOJIb30BAHUS

5. 129380 Xanar onepalMOHHbIIT MHOTOPAa30BOTO UCIIOIb30BaHUS

6. 129870  XanaT U30IUPYIOIINI MHOTOPA30BOrO UCOIb30BaHUA

7. 129880  XanaT M30IUPYIOIINI OJJHOPA30BOT0 UCIIOIb30BaAHUS

8. 132380 Macka nuieBas s 3alMThI IBIXATEIbHBIX ITyTEH MHOTOPa30BOT0O
VICITOJIb30BAHUS

9. 139350 [lepuaTku cMOTPOBBIE/TIPOIIEAYPHBIC U3 MOIUXIOPOIPEHA,
HEOIY/IPEHHBIE

10. 139360 [TepuyaTky CMOTPOBBIC/TIPOIIEAYPHBIE U3 MOIUXJIOPOIIPEHa, OMYAPCHHBIC

1. 141650 baxuiiel TOKOHENPOBOAALINE, HECTEPUIIBHBIC

12. 157010 Xaunar 115 nallueHTa OJJHOPa30BOr0 UCIOIb30BaHUS

13. 157240 Xanar aJisi HallMeHTa MHOTOpa30BOIr0 UCTI0JIb30BAHUS

14. 164050  Xanat npouenypHbIil 0OJHOPA30BOI0 UCIIOIb30BAHUS

15. 164070 Xanar npoueaypHbIii MHOIOPa30BOIo UCIIOJIb30BaHUSI

16. 180770 Pecniuparop oOiiiero npuMeHeHusl

17. 181360 KocTioMm Xupypruyeckuii U30Jaupy oM

18. 181520 Macka xupyprudeckas MHOTOPa30BOTO HCMHOJIb30BAHUS

19. 181830 Pecrniuparop xupypruueckuit

20. 182450 Macka xupypruueckasi OqHOPa30BOr0 NCIOJIb30BAHUSA

21. 185830  Ilepuyarku cMOTpPOBBIE/MPOLEAYPHBIE HUTPUIOBHIE, HEOMYIPEHHBIE,
HECTEpPUJIbHBIC

22. 185850 [lepyaTky cMOTpPOBBIE/TPOIIENYPHBIE HUTPUIIOBBIE, OMYIPEHHBIE

23. 188380 KocTrom Xxupyprudeckuii Ha MaHKeTax

24. 205280 [lepuaTku cMOTPOBBIE/TIPOLIENYPHBIE BUHUIIOBBIE, HEOITYAPEHHbIE

25. 205290 [lepuaTku CMOTPOBBIE/TIPOIIENYPHBIC BUHIIIOBBIE, OITYIPEHHBIC

26. 248320 KocTtioMm Xxupypruyeckuii OJHOpa30BOTro UCIOJIb30BaAHUS,
HECTEPHUIIbHBIN

27. 269290 Baxuibsl BOMOHENPOHUIIAEMBIEC

28. 293810 baxuiiel TOKONIPOBOSIIME, HECTEPUIIBHBIE

29. 298450 [lepuaTku cMOTPOBBIE/TIPOIEAYPHBIC U3 TBAOJIOBOTO JIaTEKCa,
HEOMY/IPEHHbIE

https://regulation.gov.ru/projects# 30/32



24.03.2021 HopmatmeHble npaBoBble akTbl - OuumanbHbI CanT Ans pasmMeLLeHus HopmaLumMm 0 NOAroToOBKE HOPMATUBHBIX MPaBOBbIX AKTO. ..

30. 311720 [IepuaTkn cMOTPOBBIE/TIPOIIENYPHBIE U3 TUJICHBUHHIIIALIETATA,
HEOITyAPEHHBIE, HECTEPUIIbHBIC

31. 320790 [lepuaTku cMOTPOBBIE/TIPOLIENYPHBIE HUTPUIIOBBIE, HEOMYIPEHHBIE,
aHTHOAKTepHATbHBIC

32. 321530 [lepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE ITOJIMU3OIPEHOBBIE,
HEOITyJpEHHBIE

33. 332470 HaGop onexapl Xupypruyeckuil/cCMOTpoBOi

34. 349230  IlepuyaTtku cMOTpPOBBIE/TPOIIENYPHBIE TOJIUU30IIPEHOBEIC, OMYAPEHHBIC

35. 351490 [lepuaTku cMOTPOBBIE/TIPOIIEAYPHBIC U3 JIATEKCA TEBEHU, HEOMYIPEHHBIE,
HECTEepUIbHbIE, aHTUOAKTEPUATIbHBIE

36. 367580 Macka nuneBas 115 3alUThl JbIXaTeJIbHbBIX ITYyTEH OAHOPA30BOI0
VCITIOJIb30BAHUS

I[TPUJIOKEHUE

K nnocranosieHuto [IpaBurenscra
Poccuiickoit @enepanun
oT Ne

Ilepeyenb HOpMATHUBHBIX IPaBOBbIX aKTOB [IpaBuresnbcTBa Poccuiickou
Pegepanyy, NPU3HABAEMBIX YTPATUBIIUMH CHJIY

1. [MocranoBnenue IlpaButensctBa Poccuiickoii @eaepauuu ot 27 nexkadbps 2012 r. Neo
1416 «O6 ytBepxkaenuu lIpaBun rocyqapCTBEHHOW PETUCTPAIIMU MEIMIIMHCKUX HU3JIETUID)
(Cobpanue 3axononarenbcTBa Poccuiickoit denepannu, 2013, Ne 1, ct. 14).

2. Ilocranosnenue [IpaBurensctBa Poccuiickoit @eaepanun ot 17 okTsaopst 2013 . Ne 930
«O BHeceHMM M3MEHeHUM B mocTtaHoieHue lIpaBurenbcrBa Poccuiickoir denepaunu ot 27
nexabps 2012 . Ne 1416» (CoOpanue 3akononarenscTBa Poccuiickoit deneparnuu, 2013, Ne 43,
CT. 5556).

3. IlocranoBnenue IIpaButensctBa Poccuiickoit @enepanuu ot 17 uronsa 2014 r.

Ne 670 «O BHecennu m3MeHeHU# B IIpaBHila roCcymapCTBEHHON PETHCTPALUU MEOULIMHCKUAX
m3nenuit» (CoOpanue 3akoHonaTenbcTBa Poccutickoit @eneparuu, 2014, Ne 30, ct. 4310).

4. TTocranosnenue [IpaBurensctBa Poccuiickoit deneparuu ot 10 dpespans 2017 . Ne 160
«O BHeceHMM M3MEHeHUM B mocTtaHoBieHue lIpaBurenbctBa Poccuiickoir denepannu ot 27
nexadpst 2012 r. Ne 1416» (Cobpanue 3akononarenbcrBa Poccuiickoit @enepaunu, 2017, Ne §,
cT. 1233).

5. IlocranoBnenue IIpaButenscrBa Poccutickoit @enepanuu ot 31 mas 2018 1.

No 633 «O BHecenuu m3MeHeHU B IIpaBuna rocymapCTBEHHOM PErMCTPALMU MEIUIIMHCKUAX
uznenuin» (Codpanue 3akoHonarenbeTBa Poccniickoit @enepanuu, 2018, Ne 24, cT. 3523).

6. [TocranoBnenue [IpaButenscTBa Poccuiickoit @enepanuu ot 18 mapra 2020 .

Ne 299 «O BHecennu m3MeHeHuil B IIpaBuiia rocynapCTBEHHON PETHCTPAIMU MEAULMHCKUX
usnenuit» (CoOpanue 3akoHonaTenbcTBa Poccuiickoit @enepaiuu, 2020, Ne 12, ct. 1792).

7. IloctanoBnenue IlpaButennctBa Poccuiickort @enepanuu oT 1 centsaops 2020 1. Ne

1335 «O BHeceHMM WuU3MEHEHUs B MyHKT 2 I[IpaBWi TroOCymapCTBEHHOM pETUCTPALIUU

MenuuuHCcKuX usnenuin» (Cobpanue 3akoHoaarenbcTBa Poccuiickoit deneparuu, 2020, No 36,
cT. 5637).
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8. Iloctanosnenue IlpaBurenscrBa Poccuiickoit @enepaunu ot 24 Hos6pst 2020 1.
Ne 1906 «O BHecenuu uaMenenuil B IIpaBuna rocynapCTBEHHON PEruCTpallud MEAUIIUMHCKUX
m3nenuit» (Cobpanue 3akoHomaTenbcTBa Poccuiickoit deneparuu, 2020, Ne 49, ct. 7897).
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