MoctaHoBneHue MNpaButenbctea PO ot 27.12.2012 N 1416 — O6 yTBepxxaeHuu NpaBun rocygapCTBEHHOM perucTpauum MeguLnHCKnX
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IHocTranoBaenne [IpaBurtenbcrBa PO ot 27.12.2012 N 1416 — O6
yrBepakaenuu IlpaBui rocyiapcTBeHHON perucTpauyu MeIuUHCKUX
usaeauu — Bmecre ¢ IIpaBuiiamMu rocyaiapcrBeHHON perucrpanmuu
MEAMIUHCKUAX U3aeni — JledcTBYIOIIas MOCAEAHAA PeIaKUUA OT
24.11.2020 — Pepakumst N 8 — HauaJio neiictBusi pegraxuun 05.12.2020

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanoBnenuii [Ipasurenscrea PO ot 17.10.2013 N
930, ot 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633, ot 18.03.2020 N 299, ot
01.09.2020 N 1335, ot 24.11.2020 N 1906)

B cootBerctBUM co crartbeln 38 denepanmpHoro 3akoHa "OO OCHOBaxX OXpaHbl 30POBBS
rpaxzaaH B PO" IIpaBurensctBo PO nocranosiser:

1. VYrtBepaute npunaraemsle [IpaBwiia TroCyaapCTBEHHOM pErucTpanyv MEAULMHCKHAX
5631 (SN17078

2. YCcTaHoOBUTH, YTO:

a) PpErUCTpallMOHHbIE YIAOCTOBEPEHHMS Ha M3AETUS MEIUIMHCKOTO Ha3HauYeHus U
MEJUIMHCKYI0O TEXHHKY C YCTAaHOBJIEHHBIM CPOKOM JI€HCTBHS, BBbIJIAaHHBIE O JTHS BCTYIUICHHS B
CUJIY HACTOSIIErO MOCTAHOBJICHHUS], IEUCTBYIOT JO UCTEUEHHUS YKa3aHHOTO B HUX CpOKa JICHCTBHS;

0) perucTpallMOHHbIE YIOCTOBEPEHHUS HA W3AEIUS MEAMIMHCKOTO Ha3HaueHus U
MEIUIMHCKYI0O TEXHUKY OecCpOYyHOro MJEWCTBUSA, BBIAAHHBIE J0 [JHS BCTYIUIGHHS B CHILY
HACTOSIIEr0 MOCTAHOBJICHUS, NEHCTBUTEIBHBI M mojjexar 3ameHe 10 1 suBaps 2021 roga Ha
pPErucTpaloOHHbBIE Y0CTOBEpEHUs 10 GopMe, yTBepkaaemMoit denepalibHOM CITy)O00H 10 HAA30PY
B cepe 3ApaBOOXpaHCHHUS.

(B pen. [locranosnenwmii [IpasutensctBa PO ot 17.10.2013 N 930, ot 10.02.2017 N 160)

3aMeHa PerucTpalMoOHHOTO YIOCTOBEPEHUS! OCYIIECTBISAECTCA 0e3 MPOXOXKACHUS MPOIeAypHI
rOCyJapCTBEHHON  pEerucTpalud  MEIUMUMHCKUX  HW3JEIMA HAa  OCHOBAHMM  3asBJIICHUSA,
Ipe/ICTaBICHHOro 3asButeneM B denepanbHyro ciayx0y Mo Haa3opy B chepe 3ApaBOOXpaHEHHUS, C
yYKa3aHUEM  CBEACHMI, NpeayCMOTpeHHbIX [IpaBunmamMu,  yTBEp)KIEHHBIMH  HACTOSILIHUM
IIOCTAHOBJICHUEM.

3. TocymapcTtBeHHass perucrpauys MEIWLMHCKUX  W3ICJIWNA, MPEACTABICHHBIX Ha
rOCYJapCTBEHHYI0 PEruCTPalMI0 [0 [JHS BCTYIUIEHHUS B CHUJIy HACTOSIIEr0 IMOCTAaHOBIICHMUS,
OCYIIECTBJISIETCS. HAa OCHOBAaHUU JIOKYMEHTOB, MPEACTABICHHBIX IO JHSA BCTYIUJICHUS B CHILY
HACTOSIEr0 MOCTAHOBJIEHUS, a TAKXKE 3asBJICHUS O TOCYJapCTBEHHON PEruCTpalui MEIUIUHCKOTO
W3/eNus, MPEACTABICHHOTO 3asBUTEIEM B COOTBETCTBUU C llpaBunamu, yTBepKIEHHBIMU
HACTOSIIIIUM TOCcTaHOBJIeHUEM, B DenepanbHyto ciayx0y Mo Haa30py B cepe 3apaBOOXpaHECHHUS.

4. Peamuzauuss  NOJHOMOYMM, MPEIyCMOTPEHHBIX  HACTOSILIHUM  TOCTAHOBJICHUEM,
OCYILECTBIISIETCSL B Ipezenax ycTaHoBieHHBIX IIpaButenbctBoM P® mnpenenbHON YMCIEHHOCTH
paOOTHHMKOB IeHTpainpHOro amnmapara @enepanpHoil ciayx0bl 1O Haxzopy B  cdepe
3/[paBOOXPAaHEHMsI, a Takxke OIO/PKeTHBIX AaCCUTHOBaHUHM, TmpeaycMoTpeHHbIXx Ciyxbe B
(benepanabHOM O10JKETE Ha PYKOBOJICTBO U YIpaBieHUE B chepe yCTaHOBICHHBIX (YHKIIHMA.

5. Hactosmee nocranosieHue BCTynaer B cuiy ¢ 1 suBaps 2013 rona.
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VY1BepxaeHs! nocraHosiaenueM IlpasutensctBa PO ot 27.12.2012 N 1416

IIpaBwia rocy1apcTBeHHOM PerucTpauy MeIUUMHCKUX U31e/TUuil

Crincok n3MeHsmux 10KkyMeHToB (B pel. [loctanosnenuii [IpaBurensctBa PO ot 17.10.2013 N
930, o 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633, ot 18.03.2020 N 299, ot
01.09.2020 N 1335, ot 24.11.2020 N 1906)

1. Hacrosmmue IlpaBuna ycTaHAaBIMBAIOT TMOPSAOK TOCYJApPCTBEHHOM pPErHCTpaluu
MEIUIIMHCKUX U3JIEIHNH, OATeXaIUX 00palleHnto Ha Tepputopun PO.

2. T'ocynapcTBEHHOHN perucTpalnuy Mojyiexar Jro0ble MHCTPYMEHTHI, anmnaparbl, IpuOophl,
000pyI0BaHNEe, MaTepUAIBl U TIPOYUE U3JIEIHS, MPUMEHIEMbIE B MEAUIIMHCKUX IEJIIX OTACIHHO
WU B COYETAHUHM MEXIy COOOM, a TakyKe BMECTe C APYTMMH MPUHAIIEKHOCTIMHU, HEOOXOJUMBIMHU
JUTsI TIPUMEHEHHSI yYKa3aHHBIX M3JCIUNA 10 Ha3HAYCHUIO, BKJIIOYAs CICIHAIBHOE MPOTPAMMHOE
ofOecrieueHre, W IMpelHAa3HAYCHHbIE IPOU3BOJUTEIEM (M3TOTOBHUTENEM) JUISI MPOPHIAKTUKH,
JTUATHOCTHUKH, JICYECHUS W MEIUIIMHCKON peadmiauTariuu 3a00JIeBaHU, MOHUTOPWHTA COCTOSTHUS
OpraHu3Ma dYeJIOBEKa, MPOBEJCHHS MEAWIIMHCKUX HCCIICOBAHUM, BOCCTAHOBJICHUS, 3aMEIICHUS,
W3MEHEHUS aHATOMUYECKOW CTPYKTYypbl WIH  (PU3UOJOTHYSCKUX  (PYHKIUH  OpraHu3Ma,
MPEAOTBPAIICHUS WM TPEPHIBaHMUS OCPEMEHHOCTH, (YHKIIMOHATHLHOE Ha3HAYCHUE KOTOPHIX HE
peanuzyercss myreM  (apMaKoOJOTUYECKOTO, HMMYHOJIOTMYECKOTO, TE€HETUYECKOro WU
MeTa00JIMYECKOT0 BO3ICHCTBUS Ha OPraHu3M YeJloBeKa (Jajiee — MEIUIIMHCKUE U3IEIH ).

(B pen. [locranosnenus [Ipasutenscta PO ot 17.07.2014 N 670)

MenuuuHckue wuznenusi, nepeurcieHHbie B nyHkTe 11 crateu 4 CorjameHusi 0 €QUHBIX
MPUHIMIAX U IpaBUiiaX oOpallleHuss MEIUIUHCKUX U3AeNUi (M3AeTUi METUIIMHCKOTO Ha3HAYCHUS
Y MEIUIIMHCKOM TEXHUKH) B paMKax EBpazuiicKoro s3KOHOMHUYECKOTO coto3a oT 23 nekabps 2014 r.,
B TOM YHUCJIE€ MEIUIUHCKUE W3JENHsI, KOTOPbIE H3TOTOBJCHBI MO WHIUBUAYAJIBHBIM 3aKa3zaM
MAIUEHTOB, K KOTOPBIM MPEIbSIBISIFOTCS ClIeUalbHbIE TPEOOBAHUS 110 Ha3HAUYECHUIO MEAUIIMHCKHUX
pabOTHUKOB ¥ KOTOpbIE MpPEJHA3HAUYEHbl MCKIIOYUTENIbHO JJIsi JIMYHOTO HCIOJIb30BAaHUS
KOHKPETHBIM TMAalMEHTOM, a TaKKe MEIUIMHCKUE W3AENusl, KOTOpble IpelHa3HaYeHbl s
WCII0JIb30BAHUS HA TEPPUTOPUH MEXKIYHAPOTHOTO MEIUIIMHCKOIO KjacTepa WIM Ha TePPUTOPHIX
WHHOBAI[MOHHBIX  HAyYHO-TEXHOJIOTHUYECKMX  LEHTPOB, HE TMOMAJEeKaT TOCYIapCTBEHHON
perucTpaiyu B COOTBETCTBUU C 4acThio 5 cratbu 38 denepanpHoro 3akoHa "OO OCHOBax OXpaHbI
3I0pOBBS I'pakaaH B PD".

(B pen. Ilocranosnenus IpaButenscta PO ot 01.09.2020 N 1335)

3. T'ocymapcTBeHHass perucTpanus METUIIMHCKUX U3JeNui ocymiecTBisercs denepanbHOi
ciyk00i1 o Hag30py B cepe 3ApaBoOXpaHeHus (J1anee — peruCTPUPYIONIUNA OpraH).

4. B nacrosmux [IpaBunax ncnosb3yroTcs ClI€IyIOIINE OCHOBHBIE OHATH:

"6e30MacHOCTh MEAULUHCKOTO M3AEIHs" — OTCYTCTBHE HEIOMYCTUMOIO PUCKA NMPUYUHEHHUS
BpeAa >KM3HU, 3JI0POBBIO YEJIOBEKA M OKPY)KAIOIIEW Cpele MPH HCIOJIB30BAHMM MEINULIUHCKOTO
U3JIeNUs TI0 HA3HAYCHMIO B YCIOBHUSAX, IPETYCMOTPEHHBIX IPOU3BOIUTENEM (M3TOTOBUTEINIEM);

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 17.07.2014 N 670)

"KauecTBO MEAMIMHCKOIO H3Jeius’ — COBOKYIHOCTb CBOWCTB M  XapaKTEPUCTHK
MEIULUHCKOTO H3JIeNHs, BIMSIONIMX Ha €ro CIOCOOHOCTh JEHCTBOBATH 10 HA3HAYEHUIO IPU
YCIOBUM  COOTBETCTBHS  TpeOOBAHUSM HOPMATUBHOM  JIOKYMEHTAllMH, TEXHUYECKOW U
HKCIUTYaTallMOHHOM JOKYMEHTAIMH TPOU3BOAUTENS (M3TOTOBUTEII);
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(B pexn. Ilocranosnenwuii [IpaBurenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KJIMHUYECKHE HUCHBbITaHUA" — pa3paboTaHHOE W 3aIUIAHUPOBAHHOE CHUCTEMAaTHYECKOE
HCCIIEIOBAHUE, TPEANPUHATOE, B TOM YHCJIE C y4acTUEM YEJIOBEKAa B KAauecTBE CyObeKTa s
OIICHKH 0e30macHOCTH U 3(P(PEKTHBHOCTH MEIUIIMHCKOTO W3ICIIHS;

"HOpMaTHBHAs  JOKyMEHTanus' —  JOKYMEHTBI, perJIaMEeHTHpYIoIne TpeOoBaHUSA
0€30MaCHOCTH, KadecTBa, a TaKXke MpearnojaraeMyio d3((EeKTUBHOCTh MPEAYCMOTPEHHOTO
MIPUMEHEHUSI U METO/Ibl KOHTPOJISI COOTBETCTBUS MEAUIIMHCKOTO U3/IEIHSI 3TUM TPEeOOBAHUSAM;

"perucTpalMoHHOE 10Che" — KOMIUIEKT JOKYMEHTOB, MPEACTABIAEMbIX JUIsl TOCYJapCTBEHHOMN
perucrpanuy, BHECEHUS M3MEHEHMM B Takue JOKYMEHTBI, a TAKKE KONHUU PEIICHUH, MPUHSTHIX
PETUCTPUPYIOIIMM OPraHOM B OTHOLIEHUHM KOHKPETHOTO MEIUIIMHCKOTO U3/ETHS;

(B pen. IlocranoBnenus IlpaBurensctBa P® ot 31.05.2018 N 633)

"TeXHu4yeckass  JIOKyMEHTalus  Npou3BoAMTENsl  (M3rotoBuTens)"  —  JOKYMEHTHI,
peraaMeHTHPYIOIUe KOHCTPYKIUIO MEIULHUHCKOIO H3/eNus, YCTaHaBIMBAIOIIUE TEXHUYECKUE
TpeOOBaHUSA W COJEp)Kallue JaHHble [UIsi €ro pa3paboTKH, NPOM3BOJCTBA, IMPUMEHEHMS,
AKCIUTyaTal[MH, TEXHUUECKOT0 OOCITY)KMBaHUS, PEMOHTA, YTHIIN3AIMN WM YHUUTOXKECHHUS;

(B pen. Ilocranosnenwuii [Ipasurensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TeXHUYECKUE HCHBITAaHUS' — MCHOBITAHHS C LEIbI0  OMNPENEIEHUS COOTBETCTBHS
XapaKTEePUCTUK (CBOWMCTB) MEIMLMHCKOTO H3JeNusi TpeOOBaHWSIM HOPMATHBHOM OKyMEHTAalluH,
TEXHUYECKON U HKCIUTyaTallHOHHOM JTOKYMEHTAlMU MPOU3BOJAUTENS (M3TOTOBUTENS) U MPUHATHS
MOCJIEYIOLIETO PELIEHUSI O BO3MOKHOCTH MPOBEICHUS KIMHUYECKUX HCTIBITaHUM;

(B pen. Ilocranosnenwuii [IpaBurenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TOKCHUKOJIOTHYECKHAE MCCIENOBaHUs" — HCCIENOBaHUS B ILEMSIX OIEHKA OHOJIOTHYECKON
0€30MacCHOCTH MEAULIMHCKOTO HU3JIeNHUs U TMPUHATHS TOCIEAYIOIIET0 PEUICHHS O BO3MOXHOCTH
MPOBEACHUS KIIMHUYECKUX UCIIBITAaHUM;

"YIIOJITHOMOYCHHBIM TPEICTABUTENb MPOU3BOIUTENS (M3TOTOBUTENS)" — IOPUANYECKOE JIUIIO
WO UHAUBUAYAJIbHBI  NpENIIPUHUMATENb, 3apEerUCTPUPOBaHHbBIE Ha Tepputopun PO,
YIOJHOMOYEHHbIE MPOU3BOAUTENEM (M3TOTOBUTENIEM) MEIULUHCKOTO H3ENUs MPEICTaBISTh €ro
MHTEPECHI 10 BOIpocaM oOpallleHus MEAULIUMHCKOTO u3zenus Ha Tepputopun PO, B ToM uucie 1o
BOIIpOCAM MPOLEAYP OLEHKH COOTBETCTBHUS M IOCYAAPCTBEHHOM PErMCTpallMM, Ha UMs KOTOPOTO
MO>KET OBITh BBIIAHO PErHCTPALIMIOHHOE YI0CTOBEPEHUE Ha MEUIIMHCKOE U3/IEIHE;

(B pen. Ilocranosnenwuii [IpaButensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

"9KCIUTyaTallMOHHAS ~JOKYMEHTAIMsl MPOU3BOAUTENS (M3roTOBUTENSA)" — JIOKYMEHTHI,
MpelHa3HaYeHHbIe ISl O3HAKOMJIGHUS TMOTPEOUTENss ¢ KOHCTPYKLIMEH METUIIMHCKOTO W3JIeNHs,
periaMeHTHPYIOIIME YCIOBUS UM TpaBuja SKCIUTyaTaluu (KMCIOJb30BaHHE [0 HA3HAYEHUIO,
TEXHUYECKOE O00CITYy)KMBaHHEe, TEKYILIUA PEMOHT, XpaHEHHUE U TPAHCIIOPTUPOBKA), TApAaHTUPOBAHHBIE
MIPOU3BOJIUTENIEM (M3TOTOBHUTEIEM) 3HAYCHHS OCHOBHBIX MapaMeTPOB, XapaKTEPUCTHK (CBOMCTB)
MEIHUIIMHCKOTO H3eNusl, TapaHTHIHbIE 0053aTeIbCTBA, a TAK)XKE CBEICHUS O €ro YTHIIM3AINK WU

YHUUYTOKEHUU;
(B pen. Ilocranosnenwuii [IpaputenscrBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)
"3¢(heKTUBHOCTh MEAMIIMHCKOTO W3JeNus" — COBOKYMHOCTh CBOWCTB M XapaKTEPUCTHK

MEAULMHCKOTO U3/eHsl, 00eceurBarouX JOCTHKEHHE 1IeNell MpelHa3HaueHHsl, YCTaHOBICHHBIX
MIPOU3BOAUTENIEM (M3TOTOBUTEIEM) U MOITBEPHKAECHHOTO MPAKTUKON KIMHUYECKOTO MPUMEHEHHUS.
(8B pen. Ilocranosnenus IIpaButensctea PO ot 17.07.2014 N 670)

5. FocyzlapCTBeHHa;I peructpansa MCIUIHUHCKUX HU3ICTUN MNpoBOAUTCA HA OCHOBAHHUU
PE3YyJIbTATOB TCXHUYCCKUX I/ICHBITaHI/Iﬁ, TOKCHUKOJIOIT'MYCCKUX HCCHCHOB&HHﬁ, KIMHUYCCKHUX
HCHLITaHHﬁ, MpEACTaBJIAOIINUX coboit (I)OpMLI OLIEHKHA COOTBETCTBUS MEIUIIMHCKUX H3JCIHN C
Y4€TOM KJ'IE[CCI/I(I)I/IKEU_[I/II/I B 3aBUCUMOCTHU OT NOTCHIUAJILHOTO pHUCKa UX IIPUMCHCHUS, U SKCTICPTU3bI
KadeCTBa, B(I)(I)CKTI/IBHOCTI/I 1 0e30IacHOCTU MEIUIIUHCKUX H3ACIUM C Y4€TOM KJIaCCI/I(I)I/IKaLII/II/I B
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3aBUCHUMOCTM OT IOTEHLMAJIBHOIO pPHCKAa HX NIPUMEHEHHS, a TaKXKEe HCIBITAaHUNM B LEJIAX
YTIBEPKACHUS TUIA CPEACTB M3MEPEHUU (B OTHOLIEHUM MEIUIMHCKUX H3JEIHH, OTHOCSIIMUXCS K
cpeAcTBaM H3MEpeHHd B cdepe TocylapCTBEHHOTO peryaupoBaHHs OOECIEYeHUsl €IMHCTBA
U3MEPEHHH, TePeYeHb KOTOPBIX YTBEPXkKAaeTcss MUHUCTEPCTBOM 3/ipaBooXpaHeHus PD).

(B pexn. IloctanoBnenus IlpasurensctBa PO ot 17.07.2014 N 670)

Oco0eHHOCTH TOCYIapCTBCHHOW PErHCTpaMd METUIIMHCKUX H3JCTHI C HU3KOW CTCTICHBIO
MOTEHLIIMAJIBHOIO PHUCKA WX MPUMEHEHMs, B OTHOLIEHUU KOTOPBIX YCTAaHOBJIEHBI OCOOCHHOCTH
rOCy/lapCTBEHHOW pErucTpanuy, MO TIEPEYHI0 COIJIaCHO IPWIOKEHUIO (Jlalee — IepeyueHb)
npenycMoTpeHsl nyHkramu 57-57(20) nacrosimux IlpaBui.

(a63arn BBesieH [locranoBnenueM [paBurensctBa PO ot 18.03.2020 N 299)

ObecrieyeHre opraHuzaliu padboTel M0 (OPMUPOBAHHUIO M BEIECHUIO HOMEHKJIATYpHOM
KJIacCU(UKAUU MEAUIIMHCKUX U3/ENIUI M0 BUJIaM OCYILECTBISETCS PETUCTPUPYIOLIUM OPraHOM.
(a63arn BBesieH [locranoBnenuem [paBurensctBa PO ot 17.07.2014 N 670)

[Ipn u3MeHeHUM BUJAa MEAMLMHCKOTO H3JENHs B paMKax padboThl MO (POPMHUPOBAHUIO U
BEJICHUI0 HOMEHKJIATypHOM Kiaccu(UKaluM MEIUIIMHCKUX H3JEIHM MO0 BUAAM, YTBEpXKAaeMOM
MuHuctepcTBOM 3ApaBooXpaHeHus P®, perucTpupyronmii opraH BHOCHT B PEECTPOBYIO 3aIMCh
rOCyIJapCTBEHHOTO  peecTpa MEOUIMHCKUX M3AeNud U OopraHu3anuil  (MHAWBUIYaTbHBIX
MpearpuHUMaTeseil), OCylIeCTBISIOMNUX TPOU3BOJICTBO M M3TOTOBJICHUE MEIUIMHCKUX H3IeNui
(mamee — TOCYIApCTBEHHBIH pEECTp), COOTBETCTBYIONIEE H3MEHEHHE W YBEJOMIISIET 00 3TOM
IOPUAMYECKOE JIMI0 WJIM HMHIMBUIYAIbHOTO TpPEANpPUHUMATENS, Ha HUMS KOTOPOTO BBIJAHO
pErucTpalioHHOE YJOCTOBEPEHHE Ha MEIWLMHCKOE W3JeHe, BUJ KOTOPOro M3MEHEH, B TEUCHHE
20 pabouux JHEH C TaThl BHECEHUSI U3MEHEHHUS B PEECTPOBYIO 3aIUCh TOCYAAPCTBEHHOTO peecTpa.
(a63ar BBeeH [locranoBnenuem [IpaBurensctBa PO ot 31.05.2018 N 633)

6. JlokymeHTOM, MOATBEPXKIAOIMMUM (aKT TOCYJAPCTBEHHOW PErucTpanuyd MEIUIMHCKOTO
U3JIeNusl, SBISIETCS PErucTpPalMiOHHOE YIOCTOBEPEHHE Ha MEAWLMHCKOe Wu3Jenue (naunee —
perucrpainonHoe yaocroBepenue). dopMa perucTpaloOHHOTO YIOCTOBEPEHHS YTBEPIKIAETCs
PETUCTPUPYIOIIUM OPraHOM.

Peructpanmonnoe yocToBepeHre BblIaeTcsi 6€CCPOUHO.

7. T'ocynapcTBeHHas MOIUIMHA YIUIAYMBAETCS B COOTBETCTBHU C 3aKOHOIATEIHCTBOM PD o
Hajorax u coopax.

Nudopmanust 00 yrmuiate rocyJapCTBEHHOW MOUUIMHBI 3alpallidBacTCS PErHCTPUPYIOIINM
OpPraHoM B TMOPSJIKE MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aUMOJICHCTBHUS B COOTBETCTBUU C
®OenepanbHbIM 3aK0HOM "O0 opraHu3aIy MPEI0CTaBIEHUS TOCYAAPCTBEHHBIX U MYHHUIIUIIATbHBIX

yeayr".

8. Ing rocynapCcTBEHHOM perucTpalMd MEAMLMHCKOTO M3/enus (32 HMCKIIOYEHHEM
MEAULMHCKUX U3JENUl, BKIIOUEHHBIX B IepeueHb) pa3pabOTUUK, MPOU3BOAUTENL (M3TrOTOBUTEIID)
MEAULUHCKOTO H3/eNHs WIN YIOJHOMOYEHHBIH MPeICTaBUTENb MPOU3BOIUTENS (M3rOTOBUTEIIS)
(nanee — 3asBUTENb) NPEACTABIsAET JMOO HAmpaBisieT B PETUCTPUPYIOUIMM OpraH 3asBIEHUE O
rOCyJapCTBEHHON PpEerucTpaluy MEIUIMHCKOTO M3JeNHs, a TaKKe JIOKYMEHTHl, yKa3aHHbIE B
nyHkre 10 Hacrosmux IIpasui.

(B pen. [Tocranosnenwuii [IpaButensctBa PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)

9. B 3asgBneHum o FOCYI[&pCTBCHHOﬁ peructpanmuun MCEIUIUHCKOI'0 H3ACINA (z[anee -
3asABJICHUC O pCFI/ICTpaI_II/II/I) YKa3bIBAOTCA CICAYIOINUEC CBCACHU !

a) HaAaMMCHOBAHUC MCIUIIMHCKOI'O HM3ACIUA (C YKa3aHHuEM HpHHaﬂHC)KHOCTCﬁ, HCO6XOI[I/IMBIX
UL OPpUMCHCHUA MCIAULUHCKOTO U3ACIIHA I10 Ha3HaquI/IIO), npu 5TOM 3asBUTCIIb YKa3bIBACT
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TOBApHBIA 3HAK W HHBIE CPEACTBA HMHIMBHIyATH3AlMM MEIUIMHCKOTO H3JENUs B CIydae HX
HAHECEHMsI Ha YIIAKOBKY MEIULIMHCKOTO U3EIus;
(B pexn. IloctanoBnenus IlpaBurensctBa P® ot 31.05.2018 N 633)

0) B OTHOIIEGHHUH pa3pabOTUMKA — TOJHOE U (B cCllydae, €CIU HMEETCs) COKpAICHHOE
HAaMCHOBaHKWE, B TOM 4YHcle (UPMEHHOE HAMMEHOBAaHWE, OPraHU3aIMOHHO-TIPaBOBas Gopma
IOPUIMYECKOTO JINIA, aAPEC MECTa €ro HaX0XACHUS WU (paMuIns, UM U (B CIydae, €ClIH UMEETCs)
OTUECTBO, PEKBU3MUTHI JOKYMEHTA, YIOCTOBEPSIOUIETO JIMYHOCTb, aJpPEC MECTa KUTEJIbCTBA
WHAWBHUIYAIBHOTO TMPEIIPUHUMATENS, a TakKe HoMmepa Teine(oHOB U (B CiIydae, €Clid UMEeTcs)
azipec AIIEKTPOHHON MOYTHI FOPUANYECKOTO JIMIA WM WHAUBUIYAIBHOTO MPEITPUHAMATEIIS,

(nm. "0" B pen. [loctanoBnenus IIpaBurenscrBa PO ot 31.05.2018 N 633)

B) B OTHOIICHHH TMPOU3BOAMUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO W3IENUsl — TOJHOE U (B
cllydae, €ClIM MMEETCsl) COKpallleHHO€ HauMEHOBaHUE, B TOM uHciie (UPMEHHOE HauMEHOBaHUE,
OpraHM3alMOHHO-TIPaBOBasl opMa IOPUINUECKOTO JIMIA, aJpeC MECTa HaX0XKICHUS I (haMuius,
UM U (B cllydae, €clid UMEETCs) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIONIEr0 JIUUYHOCTD,
aJipec MecTa JKUTEJNbCTBA MHAUBUAYAILHOTO MPEIIPUHUMATENS, a TaKke HoMepa TeaedoHOB U (B
cllydae, €clid MUMEEeTCs) aJpec AJIEKTPOHHON MOYTHI IOPUAMYECKOTO JIMIA MM UHIUBUAYAIBHOIO
MPEIPUHIMATEIS,

(nm. "B" B pen. [locranosnenus [IpaButensctea PO ot 17.07.2014 N 670)

I) B OTHOLIEHUU YHOJHOMOUYEHHOIO IMPEACTAaBUTENSI MPOU3BOAUTENS (M3TOTOBUTENS) —
MoJIHOE U (B ciyyae, €cld HMEeTcs) COKpallleHHOe HaMMEHOBaHHE, B TOM 4YHclie (UPMEHHOE
HauMEHOBaHHe, OpraHU3al[MOHHO-TIpaBoBas (opMa IOPUAMYECKOTO JIMIA, aJpPEeC MecTa €ro
HaxX0XJAeHUd Wik (aMuius, uMs U (B ciiydae, ecllM MMEETCs1) OTUYECTBO, PEKBU3HUTHI IOKYMEHTA,
YIOCTOBEPSIOIIETO JHYHOCTh, aJPEeC MECTa >KUTEIbCTBA WHIMBUAYAIBHOIO MpeANpUHUMATENS, a
TaKke HoMepa TeseoHOB U (B cllydae, €CIM UMEETCS) aapec JIEKTPOHHOU MOYTHl IOPUINIECKOTO
JUIA WIK UHAUBUIYaIbHOTO MPEATNPUHUMATEIS;

(. "r" B pen. IlocranoBnenus [IpaBurensctBa PO ot 31.05.2018 N 633)

) B OTHOLICHWM JIMI[a, HAa HMMS KOTOPOrO MOXET OBbITh BBIJAHO PETHUCTPALMOHHOE
YIOCTOBEPEHHUE, — MOJIHOE U (B Cllydae, €CJIM UMEETCs) COKpalleHHOe HAUMEHOBAaHUE, B TOM UYHUCIIE
(dbupMeHHOE HAMMEHOBAHUE, OPraHU3AIMIOHHO-TIPaBOBasi GopMa IOPUIMUECKOro JIMIA, aJpec MecTa
€ro HaxOoXJIeHUs Wik GpaMuiius, uMs U (B cllydae, €CJId UMEETCs) 0TYECTBO, PEKBU3UTHI JIOKYMEHTA,
YIOCTOBEPSIOIIETO JHUYHOCTh, aPeC MECTa >KUTEIbCTBA WHIMBUAYAIBHOTO MpeANpUHUMATENS, a
TaK)ke HoMepa TejaepoHOB U (B cilyyae, ecil UMeeTCs) aapec 3JIEKTPOHHOM MOYTHI IOPUITUYECKOTO
JUIA WIK UHAUBUIYaIbHOTO NMPEATNPUHUMATEIIS;

(. "n" B pen. IlocranoBnenus [IpaButenbcrBa PO ot 31.05.2018 N 633)

€) MECTO MPOU3BOACTBA MEAUIIMHCKOTO U3/IEIHS;

) Ha3HAUEHUE MEJIUIIMHCKOTO U3/eIsl, YCTAHOBJIEHHOE MPOU3BOIUTENEM (M3rOTOBUTEIIEM );
(B pen. Ilocranosnenus IlpaButenscta PO ot 17.07.2014 N 670)

3) BUJ MEIUIMHCKOTO H3AENUs B COOTBETCTBUM C HOMEHKIATYpHOU Kiaccupukanuen
MEJUIIMHCKUX U3JICIHIA;

1) KJacC MOTEHIHUAIBHOIO pHCKAa MPUMEHEHUS MEIUIUHCKOTO M3/IeNHsS B COOTBETCTBHM C
HOMEHKJIATYpHOM Kilaccuukanueil MeUIMHCKUX U3eTUi;

k) koxa OOmepoccuiickoro kiaccupukaTopa HPOAYKIMM IO BHJIAaM 3KOHOMUYECKOMH
JeATeIbHOCTH;

(nm. "k" B pex. Ilocranosnenus Ilpasutensctea PO ot 10.02.2017 N 160)

J) CBeAEHUS O crnoco0e TMOJY4YEeHUs PEerucTPalMOHHOTO YAOCTOBEPEHHUs, a TakkKe

nH(pOpMaIINH, CBSI3aHHOH ¢ POIIeypOi TOCY1apCTBEHHOM PEerucTpaluiu MEIUIIMHCKOTO U3/IeNHS.

IIpumeuanue.
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I1. 10 (B pexn. IlocranoBnenus IlpaBurensctBa PO ot 24.11.2020 N 1906), He npuMeHseTcs K
IIPAaBOOTHOILLIEHUSIM II0 FOCYAAPCTBEHHOM pErucTpanyy MEAULMHCKUX U3JEJINNA, BOZHUKIIUM 10

05.12.2020.

10. [ns rocynapCTBEHHOW pPETMCTpald MEIUIIMHCKOTO W3Aenus (32 HCKIIOYEHUEM
MEIUIMHCKUX U3EIHH, BKIIIOYEHHBIX B IIEPEUCHB) MPEACTABIAIOTCS CICAYIOMINE JOKYMEHTHI:

(B pexn. IlocranoBnenus IlpaBurensctBa PO ot 18.03.2020 N 299)

a) KOMHS JOKyMEHTA, TOITBEP)KIAIOIIErO IMOJIHOMOYHS YIIOJTHOMOYEHHOTO MPEICTaBUTEIS
MIPOU3BOAUTENS (M3TOTOBUTES);

(B pen. Iloctanosnenus IlpasurensctBa P® ot 17.07.2014 N 670)

0) cBeleHUs] 0 HOPMAaTUBHOHN TOKyMEHTAIIMU Ha MEIUITUTHCKOE U3IETIHCE;

B) TEXHUYECKas JOKYMEHTAalMs IPOU3BOANUTENS (M3TOTOBUTEINSI) HA MEAULIMHCKOE U3EIHUE;
(B pen. Ilocranosnenwuii [Ipasurenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

I') DKCIUTyaTallMOHHAsl JOKYMEHTAIMsl TMPOW3BOAWTENS (M3TOTOBUTENS) HA MEIUIIMHCKOE
u3JeNMe, B TOM YHUCIE WHCTPYKIHUS TI0 TPUMEHEHHUIO WM PYKOBOJCTBO TIO OSKCIUTyaTalluu
MEIUIIUTHCKOTO HU3/IEITHS;

(B pen. Ilocranosnenwuii [IpaBurensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

n) dotorpaduueckue u3z00pakeHHs OOLIEr0 BHAA MEAULMHCKOTO U3JeNus BMeECTe ¢
MPUHAIIISKHOCTSAMHA, HEOOXOAUMBIMA ISl TIPUMEHEHHSI MEJAUIIMHCKOTO W3CHs 10 Ha3HAUYCHUIO
(pa3mepom He meHee 18 x 24 caHTUMETpa);

(B pen. [locranosnenus [Ipasurensctea PO ot 17.10.2013 N 930)

(1)) dororpaduyeckne HM300paKEHUsI  INEKTPOHHOTO  HOCUTENsT M uHTepdeiica
nmporpaMMHOTO oOecrieueHust (pasmepoM He MeHee 18x24 caHTMMeTpa) (I MPOrPaMMHOTO
obecrnievyeHus, SIBIISIONIErOCsS MEIUIIMHCKUM U3JIEIUEM, B TOM YHCIIE IPOTPAMMHOTO 0OECTIeUeHHUSI C
MIPUMEHEHHUEM TEXHOJIOTHI HCKYCCTBEHHOTO WHTEJIEKTA) (B ClTydae, €CII HMEETCS);

(rm. "n(1)" BBenen [Mocranosnenuem IIpaButenscrea PO ot 24.11.2020 N 1906)

€) JOKYMEHTBI, MOATBEPXKIAIOIINE PE3yIbTaTbl TEXHUUYECKUX MCIBITAHUI MeIUIUHCKOTO
W3 JIeNHS;

) JOKYMEHTBI, MOJTBEP)KIAIOUIUE PE3ylIbTaTbl TOKCHUKOJOTUYECKUX HCCIIeI0BaHUN
MEIUIIMHCKOTO H3AENUsl, MCIOJIb30BAaHUE KOTOPOrO IMPEANOoJiaraeT HajJu4yhe KOHTaKTa ¢
OpPraHU3MOM YEJIOBEKA;

3) TOKYMEHTBI, MMOATBEPKAAIOIINE PEe3yIbTaThl UCIIBITAHUNA MEAMIIMHCKOTO M3JEIHs B LENSIX
YTBEPXKACHUS THUIA CPEACTB M3MEPEHMI (B OTHOIIEHUU MEIUIUHCKUX W3JETIHH, OTHOCAIINXCS K
CpeacTBaM H3MepeHuil B cdepe ToCyAapCTBEHHOTO pEryIHUpOBaHUsA OOECIeUeHUs €IUHCTBA
H3MEPEHHH, TepevYeHb KOTOPBIX YTBEPXkKAaeTcss MUHHCTEPCTBOM 3/ipaBooxpaneHus PD);

1) ONUCH JOKYMEHTOB;

K) JUIsl MEIMLIMHCKUX U3JIeNuid 1 Kacca MOTEHIMAIBFHOTO PUCKA PUMEHEHHS], IPOTPAaMMHOTO
obecrnieveHus, SBISIOMIErOCsS MEIUIIMHCKUM U3/IeJIMeM, B TOM YHCJIe IPOrPaMMHOI0 00eCTIeueH s C
NPUMEHEHHEM TEXHOJIOTUH HCKYCCTBEHHOI'O HHTEIUIEKTa, M MEIUIMHCKUX M3ACTHH  ams
JIMAarHOCTHKK 1in Vitro — CBeAEHUs, MOATBEPXKIAIONME KIMHUYECKYI0 3()(PEeKTUBHOCTh U
0€3011aCHOCTh MEANLIMHCKUX U3JEIIH;

(8 pen. Ilocranosnenuii [IpaBurensctea PO ot 31.05.2018 N 633, ot 24.11.2020 N 1906)

J) MPOEKT IJIaHa KIMHUYECKUX HUCHBITAaHWM MEIUIIMHCKOTO M3/eIHs C 000CHOBBIBAIOIIMMHU
€ro MarepuaisaMu (B ciaydae, eciii UMeeTcs);

(nm. "n" BBeaeH [locranoBnenuem [IpaButensctBa PO ot 17.07.2014 N 670)

M) CBEJIEHHs O BBIJAHHBIX PETHCTPUPYIOIIMM OPraHOM pa3pelieHHs X Ha BBO3 MEIMIIMHCKUX
U3JIENTUH C LEIbI0 X FOCY/IapCTBEHHOW peructpauuu (s MEAUIUHCKUX U3JeNUH MHOCTPAHHOTO
MIPOU3BOJICTBA, 34 MHCKIIOYEHHUEM IPOrPaMMHOIO OOECleyeHUs, SBISIOIIErocss MEIUIMHCKUM
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u3JenMeM, B TOM 4YHCJIE€ TPOTrPaMMHOTO OOecreueHHss C TPUMEHEHHEM TEXHOJIOTHUH
HCKYCCTBEHHOT'O MHTEJJIEKTA);

(mo. "m" BBemen IlocranoBnenuem IlpaButensctBa P® ot 31.05.2018 N 633; B pen.
[Toctanosnenus IlpaButenscrea P® ot 24.11.2020 N 1906)

H) KONMHHM JOKYMEHTOB, TIOATBEP)KJAIOIIMX KAueCTBO JIEKAPCTBEHHOTO  IIperapara,
(dapMareBTHUECKOW  CyOCTaHIIMM, OHMOJIOTMYECKOTO Marepuaisa W HHOTO  BEIIECTBA, C
WCTIOJIb30BAHNEM KOTOPBIX TPOH3BEIECHO MEAMIIMHCKOE U3/IENINE WIIA KOTOPBIE BXOST B €T0 COCTAB
MW KOTOpbIE MpeIHa3HAYEHBbI Ui MPUMEHEHHS TOJIBKO C YYETOM HA3HAYEHUS METUIIMHCKOTO
W3JeNUsl, ONPEACICHHOTO MPOU3BOINTENIEM, U BBIJAHHBIX B COOTBETCTBHH C 3aKOHOJATEIHCTBOM
CTpaHbl TPOUCXOXKICHHS JIEKAPCTBEHHOTO TMpemapara, (apManeBTHUECKOW  CyOCTaHIIHUH,
OMOJIOTUYECKOTO MaTepHaia U HHOTO BEUIECTBA.

(. "H" BBeneH [loctanosnenuem [IpaButensctBa PO ot 31.05.2018 N 633)

11. B cnyuae ecnu JOKyMEHTBI, yKazaHHble B myHKTe 10 Hactosmux [IpaBui, cocTaBieHsl Ha
MHOCTPAaHHOM $I3bIKE, OHU IMPEJICTABIISIOTCS C 3aBEPEHHBIM B YCTAHOBJIEHHOM IOPSIIKE MEPEBOJIOM
Ha PYCCKHUH S3BIK.

(B pen. Ilocranosnenus IlpaBurensctBa PO ot 17.07.2014 N 670)

12. Cpoxn M MOCIENOBATEIBHOCTh AJIMHUHHCTPATUBHBIX MPOLEAYp M aJIMHHHMCTPATHBHBIX
NEUCTBUI PErucTpUpyIOIIEro OopraHa YCTaHABIMBAIOTCA pa3pabaThIBa€MbIM B COOTBETCTBUHU C
nocraHoBieHueM [IpasurensctBa PO ot 16 mag 2011 r. N 373 aqgMUHHCTPAaTUBHBIM PErIAMEHTOM
IIPEIOCTABJICHAS TOCYJAPCTBEHHOM YCIYrM IO TOCYJApPCTBEHHOM PErHCTpald MEAMIMHCKHX
U3JIEIHAHN.

13. 3asBiieHMEe O pEruUCTpald M JOKYMEHTBI, MPEeIyCMOTPEeHHbIE MyHKTOM 10 HacTosmmx
[IpaBun, mnpencTaBisIOTCS 3asBUTEIEM B PErUCTPUPYIOIIMNA oOpraH Ha OyMa)XHOM HOCHUTENe
HEMOCPEJCTBEHHO WJIM HAMpaBJISIOTCS 3aKa3HBIM MOYTOBBIM OTIPABICHHUEM C YBEJIOMIIEHHEM O
BPYYEHUH M OMNHUCHIO BJIOXKEHHS JUOO B DIEKTPOHHON QopMme, MOANMCAHHBIE AJIEKTPOHHON
MOATHUCHIO.

Peructpupytomuii  opraH NOpuHUMAaET 3asBIEHUE O PETUCTpAlMd U JOKYMEHTHI,
npenycMoTpeHHbie myHKToM 10 Hactosimux [IpaBum, mo onucH, Komnus KOTOpOil ¢ OTMETKOM O J1aTe
IpHeMa YKa3aHHBIX 3asBJICHHS U JOKYMEHTOB B JIeHb IpHEMa Bpyd4aeTcs 3asBUTENIO WU
HaIpaBJIIETCS €My 3aKa3HbIM IOYTOBBIM OTIIPABICHHWEM C YBEIOMJICHHMEM O BpY4YEHHH JHOO B
ANIEKTPOHHOMU (hopMe MO TeICKOMMYHHKAITMOHHBIM KaHAJIaM CBSI3H.

(B pen. Ilocranosnenus IpaButensctBa PO ot 17.07.2014 N 670)

14. PeFI/ICTpI/Ip}’IOH_II/Iﬁ OopraH HC BIIpaBC Tpe6OBaTL OT 3a4BUTCJI YKA3bIBATH B 34sBJICHUH O
perucTtpa CBCACHUA, HC IMPEAYCMOTPCHHBIC ITYHKTOM 9 HaCTOAIIMUX HpaBI/IJ'I, H IpCACTABJIATDb
HAOKYMCHTBI, HC IPCAYCMOTPCHHbBIC ITYHKTOM 10 HaCTOAIINUX HpaBI/IJI.

15. B Teuenne 5 paGoumx AHEH cO JHS NOCTYIUIEHUS 3asBJIEHUS O pPErucTpaluud U
JOKYMEHTOB, IpPEAYCMOTPEHHbIX NYyHKTOM 10 Hactosmux IlpaBui, perucrpupyromuidi opras
IIPOBOJUT INPOBEPKY IOJHOTHI M JOCTOBEPHOCTU COJEPKALIUXCA B HUX CBEIECHUH, B TOM YHUCIIE
IIyTeM CpaBHEHUS TaKMX CBEACHHUH CO CBEICHUSAMH, IPEACTABICHHBIMH B  IOpSIKE
ME)XBEJIOMCTBEHHOI'0 HH(OPMAIITMOHHOTO B3aUMOICHCTBHUS.

(8B pen. IlocranoBnenus IpaButensctBa PO ot 17.07.2014 N 670)

16. B ciyuae ecnu 3asiBI€HHE O PErHCTpaLuu 0(hOPMIIEHO C HApyILIEHHEM I0JIOKEHUH MyHKTa
9 nacrosimux IlpaBun u (Win) B 3asBJICHUN YKa3aHbl HEJIOCTOBEPHBIE CBEJCHUS JINOO JTOKYMEHTHI,
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npenycMorpernbie myHKTOoM 10 Hactosumx [IpaBui, mpenacraBieHsl HE B IOJHOM 00BeMe,
PETUCTPUPYIOIIMI OpraH BpydaeT 3asBUTENIO0 YBEJOMIIEHHE O HEOOXOAUMOCTU ycTpaHeHus B 30-
JHEBHBI CpPOK BBIABICHHBIX HapylmleHMH u (WJIM) TPEACTaBICHUS JOKYMEHTOB, KOTOpPbHIE
OTCYTCTBYIOT, JHOO HANpaBlIsIeT TAaKO€ YBEJOMJICHHE 3aKa3HbIM IOYTOBBIM OTIIPABICHHEM C
YBEIOMJICHHEM O BPYYEHHH WIH B (hOpME AIIEKTPOHHOTO JOKYMEHTA, MOANMCAHHOTO AJIEKTPOHHON
MOJIMTUCHIO, JTHO0 B AIIEKTPOHHOH (pOpMe MO TeIEKOMMYHHUKAMOHHBIM KaHaJIaM CBSI3H.
(B pexn. IlocranoBnenus IlpasurensctBa P® ot 17.07.2014 N 670)

VYBemomiIeHHE B Cllydae €ro HampaBJICHUS 3aKa3HBIM TOYTOBBIM OTIIPABICHHEM CUHTACTCS
MOJIy4eHHBIM 110 ucTeueHnn 10 paboumx IHEH ¢ AaThl HAIPABICHUS YBEIOMIICHUSI.
(a63arn BBeseH [locranoBnenueM [paBurensctBa PO ot 31.05.2018 N 633)

17. B Teuenue 3 pabGoumx [HEH CO [JHA TPEACTABICHUS HaIJICkKAIIUM 00pa3zoM
O0(OPMIIEHHOTO 3asiBJCHMSI O PETUCTPALUU M B MOJHOM O0OBEME JIOKYMEHTOB, MPEAYCMOTPEHHBIX
nyHkroM 10 Hactosmux [IpaBui, a Takxke B ciiydae ycTpaHeHusi B 30-THEBHBIN CPOK BBISIBJIECHHBIX
HapylmeHuid W (WIM) NpeAcTaBlIeHUs JTOKYMEHTOB, IPEIyCMOTPEHHBIX MyHKTOM 10 HacTosmux
[IpaBui, perucTpUpyrOMKil OpraH NPUHUMAET PEIICHUE O Hayaje TOCyJapCTBEHHON perucTpanuu
MEIUITMHCKUX U3JIETNHN.

18. B cnyyae ecnu B 30-IHEBHBINM CPOK HE YCTpaHEHBI BBISBJIEHHbIE HAapYIICHUS U (W) HE
MIPE/ICTaBJICHbl JOKYMEHThI, KOTOPbIE OTCYTCTBYIOT, PETUCTPUPYIOLINI OpraH MPUHUMAET pelieHHe
0 BO3BpaTe 3asBJICHUS O PETUCTPALMU U JOKYMEHTOB, IIPETyCMOTPEHHBIX MYHKTOM 10 HacTOSIIIUX
[IpaBui, ¢ MOTUBUPOBAaHHBIM 0OOCHOBAaHHEM IPUYHH BO3BpATa.

19. T'ocymapcTBeHHas! perucTparsi MeIUIIMHCKUX WU3eTui (32 UCKITFOUEHUEM MEIUIIMHCKUX
W3/IeNNHA, BKJIIOYEHHBIX B IEPEYEHB) OCYIIECTBISACTCS PETUCTPUPYIOIIUM OPraHOM B CpPOK, HE
npeBbimaronii 50 pabouux AHEH €O JHSA NPUHATHS PEIICHWS O Hayaje TOoCyAapCTBEHHOU
PEruCTpai MEAUIIMHCKUX U3ICTHH.

(B pen. [locranosnenus [IpaButenscta PO ot 18.03.2020 N 299)

Cpok npoBeieHUsI KIMHUYECKUX UCIBITAHUN MEAUIIMHCKOTO u3/eiusi B 50-THEBHBIN CPOK HE

BKJIFOYAETCS.

20. B Teuenue 3 paGoumx AHEW CO JHS NPUHATHS PEIICHUS O Havajle TOCYIapCTBEHHOMU
perucTpanuy MeTUIMHCKUX W3JeIUi (32 MCKIIOYEHHEM MEIUIMHCKUX W3JETUi, BKIIOUYEHHBIX B
MepeueHb) PEruCTPUPYIOMINI opran oGopMIIsieT U BBIAAET 3aJlaHUE Ha MPOBEJCHUE IKCIEPTU3BI
KauecTBa, O(G(dEeKTUBHOCTH U  OE30MaCHOCTH  MEOUIIMHCKOro  u3aenus  QenepaabHOMY
rOCy/IapCTBEHHOMY OIOPKETHOMY YUPEXKJICHUIO, HAXOIAUIEMYCS B BEICHHH PETUCTPUPYIOLIETO
oprasa (fanee — SKCIIepTHOE YUpexKIACHUE).

(B pen. Ilocranosnenus [IpaBurensctBa PO ot 18.03.2020 N 299)

[Ipumeuanue.
IT. 21 (B pen. [Tocranonenus [IpaBurensctBa PO ot 24.11.2020 N 1906), He mpuMeHsIETCS K

MIPAaBOOTHOIIEHUSM I10 TOCYIApPCTBEHHOW PETUCTpallMy MEIUIMHCKUX W3JIENIUH, BOSHUKIIUM JI0
05.12.2020.

21. DOkcneptu3a KadecTBa, 3(PQPEKTUBHOCTM U O€30IaCHOCTH MEIUIMHCKOTO H3AEIHs
IIPOBOJUTCS JKCIIEPTHBIM YUPEKICHUEM IOJTAITHO B COOTBETCTBUU C IOPSAIAKOM, YTBEPKIAEMBIM
MuHucrepcTBOM 31paBooxpaHeHus PO:

a) Ha | aTame ocymecTBiseTcs SKCIEpPTH3a 3aABJICHUS O PErMCTpalMd M JOKyMEHTOB,
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yKka3aHHbIX B nyHKTe 10 Hacrosuwmx [lpaBun, nis onpeneseHus BO3MOXHOCTU (HEBO3MOKHOCTH)
IIPOBEJICHUS KIMHUYECKUX HCIBITAHUNA MEAMLIIMHCKOIO M3JeNud (32 MCKIIOYEHHEM MEAMIMHCKHX
m3nenuit 1 Kimacca IMOTEHUMAJbHOTO pPUCKA NPUMEHEHUs, IPOrpaMMHOro oOecnedeHus,
SBIISIFOIIETOCS MEAUIMHCKIM HU3/IEJTUEM, B TOM YHCIIE TPOTPAMMHOTO 00€CIIeUeHUs C TPUMEHEHHEM
TEXHOJIOTUH MCKYCCTBEHHOTO MHTEIUICKTa, U MEAWIUHCKUX M3JENUi I AMAarHOCTUKH in Vitro, a
TaKKe MEJUIIMHCKUX U3/IENTNH, BKIIFOUYCHHBIX B IIEPEUYCHB);

(B pen. IlocranoBnenuit [IpaButensctBa PO ot 31.05.2018 N 633, ot 18.03.2020 N 299, or
24.11.2020 N 1906)

6) na Il osrame ocymecTBisieTcs 3KCHEPTU3a IOJHOTHI U PE3yJbTaTOB IPOBEIEHHBIX
TEXHUYECKUX UCTIBITAHUN, TOKCHKOJIOTHYECKHX MCCIIE0OBAaHUH, KIMHUYECKUX MCIIBITAHUH, a TaKKe
UCTIBITAHWIA B TENSAX YTBEPXKIEHHUS THUMA CPEICTB HM3MEpPEHHH (B OTHOIICHWH MEIUIIUHCKUX
W3JIeNUM, OTHOCSIIMXCS K CpeACTBaM H3MEpeHuM B cepe TrocyJapCTBEHHOIO PEryIMpOBaHUs
oOecrieueHHs €AMHCTBA M3MEPEHUH, IepeueHb KOTOPHIX YyTBEp)KIaeTcsi MUHUCTEPCTBOM
3napaBooxpaHeHus P®) (mamee — odKcmepTH3a  TOJHOTHI W PE3YJIbTaTOB HUCIBITAHUN U
Hcche0BaHu).

21(1). Ilpm mpoBeneHUM DSKCIEpPTU3bl KadecTBa, d(dekTuBHOCTH U  O€30MacHOCTU
MEIUIIMHCKOTO u3aenus (Ha Jro00M 3Tame) He JOIMycKaeTcsl UCTpeOOBaHUE HSKCIEPTHHIM
YUpPEXKJIEHHEM Yy 3asBUTENS MO0 MHBIX JIMI MaTepuajoB, HEOOXOIUMBIX Uil MPOBEICHHS
AKCHEPTHU3BI.

B cnydae HenoCTaTOYHOCTH [UIsl BBIHECEHHMS] SKCIIEPTOM 3aKJIIOUEHHUsT MaTepuaioB U
CBEICHMI, COJEp)KAIIMXCS B TMPEACTABICHHBIX 3asBUTEIEM 3asiBJICHUM O pErucTpauuv u
JNOKYMEHTaX, MpeAyCMOTPeHHBIX MyHKTOM 10 Hactosmmx I[IpaBui, sKkcmepT CTaBUT BOINPOC O
MIpPE/ICTaBJICHUH €My HEOOXOIUMBIX MaTEpUajOB U CBEACHUU Mepesl PYKOBOIAUTENIEM SKCIEPTHOTO
YUpEXKJIeHUS, KOTOPBI 00paliaercss ¢ COOTBETCTBYIOLIUM 3allpOCOM B PETUCTPUPYIOLIUIN Opra,
BBIJIABIIIMI 3aJjaHUE Ha MPOBEJCHUE YKCIEPTU3BL. Perucrpupyromuii opran B TedeHHe 2 pabodmx
OHEW co [JHS TMOCTYIUIEHUS 3ampoca PYKOBOJUTENS SKCIEPTHOTO YUPEKICHHS] HaAIpPaBIIET
3asIBUTEIIIO 3alpPOC O MPECTaBICHUH HEOOXOIMMBIX CBEJICHUH C yKa3aHHEM XapaKTepa 3aMedyaHuil
u crocoba MX ycTpaHeHMs. YKa3aHHBIA 3ampoc HampaBiseTcs OJHOKPAaTHO HAa KaKJIOM 3Tare
AKCHEPTU3Bl KauecTBa, 3(P(PEeKTUBHOCTH M O€30MaCHOCTH MEIUIMHCKOTO H3JENUs U MOXKET ObITh
nepeaH  yInoJHOMOYEHHOMY NPEICTaBUTENI0 3asBUTENS JMYHO TMOJ PACIKCKY, HampaBiieH
3aKa3HbIM MMOYTOBBIM OTIIPABJIICHHEM C YBEJOMJIEHHEM O BPYUYEHHUH WJIM IEpelaH B AJIEKTPOHHON
dbopMe MO TENEKOMMYHUKALMOHHBIM KaHaiaM CBs3M JHOO B (opMe 3JIEKTPOHHOIO JOKYMEHTa,
MOAMKUCAHHOTO YJIEKTPOHHOM MOAMUCHIO.

(B pen. Ilocranosnenus IpaButenscta PO ot 31.05.2018 N 633)

3asBuTens 00s3aH MPEJACTaBUTh OTBET Ha 3allpOC PETUCTPUPYIOLIEro OopraHa B CPOK, HE
npeBsimaronmii 50 padounx aHen co IHS NOTy4eHUs 3TOTo 3ampoca. B Teuenue 2 pabouux nHEH co
JHS TIOCTYIUICHUSI OT 3asBUTENS OTBETa Ha 3alpoC PErMCTPUPYIOIIUNA OpraH HallpaBiisieT Takon
OTBET B DKCHEPTHOE yupexJeHue. B ciaydae HempenctaBienus no ucredeHuun 50 pabouux IHE
3asBUTEJIEM OTBETa Ha 3alpOC PErUCTPUPYIOLINI opraH B TeueHHe 2 pabouuXx JHEH HampaBiseT B
JKCIEPTHOE YYPEXKACHHUE YBEAOMIICHHE O HENPEACTABICHUU 3asBUTEIEM OTBETAa Ha 3ampoc
PETUCTPUPYIOIIETO Opra”a i MOATOTOBKH 3aKJIFOUEHUS 3KCIIEPTHOTO YUPEKICHHSI HA OCHOBAHHUM
JOKYMEHTOB, UMEIOIINUXCS B €0 PaCIOPSIKEHHH.

Bpewms co 1Hs HanpaBIIeHUs 3allpoca PETUCTPUPYIOLIEro OpraHa JIo IHsS NOJy4eHHUs! OTBETa Ha
3aIpoC WM YBEIOMIJIEHHS O HENPEACTABICHNN OTBETA HA 3allpOC HE YUUTHIBACTCS MPU UCUUCIECHUN
CpOKa TpPOBEAEHHUS OHKCIEpPTHU3bl KadecTBa, A(PPEKTUBHOCTH U OE30MaCHOCTH MEIUIIMHCKOTO
U3JIENHNSL.

B cnyuae ecnu OoTBET Ha 3aImpoc, a TakKe MPUJIAraéMble K HEMY JOKYMEHTBI COCTABJIEHBI Ha
MHOCTPAaHHOM $I3bIKE, OHH IIPEJICTABIISIIOTCS C 3aBEPEHHBIM B YCTAaHOBJIEHHOM IOPSIKE NEPEBOAOM
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Ha PYCCKHUH A3BIK.
(a63ar BBeaeH [locranosnenuem [pasurensctea PO ot 31.05.2018 N 633)

[Ipy BbISBIIEHUM PErHCTPUPYIOIIMM OpPraHOM B INPEACTABICHHBIX 3asfBUTEJIEM B OTBET Ha
3apoc JIOKYMEHTax HEJOCTOBEPHbIX M (WMJIM) HEJOCTATOYHBIX JaHHBIX WJIM JIOKYMEHTOB,
COCTaBJICHHBIX HJIM COJIEP)KAIIMX TEKCT HAa MHOCTPAHHOM S3bIKEe 0€3 MepeBoja B YCTAaHOBICHHOM
MOPSIIKE HAa PYCCKUM $3bIK, PErMCTPUPYIOIIMNA OpraH B TeueHue 2 pabouux JAHEH BpydyaeT
(HampaBIISieT 3aKa3HBIM TOYTOBHIM OTIPABJICHHUEM C YBEIOMJICHHEM O BPYYCHHH HIU B (opme
AIIEKTPOHHOTO JIOKYMEHTA, MOAMUCAHHOTO JJIEKTPOHHOH MOIMHCHIO, OO B AJMIEKTPOHHOU (opme
[0 TEJEKOMMYHUKALMOHHBIM KaHaJlaM CBSI3M) 3asBUTENIO PELIEHHE O BO3BpaTe YyKa3aHHBIX
JOKYMEHTOB C MOTHBHPOBaHHBIM 000CHOBAHHWEM IIPUUMH BO3BpaTa U COOOLIEHUEM O BOZMOKHOCTHU
MIOBTOPHOTO TpEACTaBIEHUs 3asBUTENeM 10 uctedeHus 50 pabouux OHEH co JTHS NOJy4YeHHUS
3arnpoca J0pabOTaHHBIX JOKYMEHTOB. [lpum HempeacTaBieHUM 3asBUTENEM B YyKa3aHHBIA CpPOK
3anpamnyBaeMblX MaTEpPUAJIOB U CBEJCHUM AKCIepTH3a KauecTBa, d3PPEeKTUBHOCTH U 0€30M1acHOCTU
MEJUIIMHCKOTO H3JENHsl TPOJOJDKACTCS 10 HAaXOJAIIMMCS B PAacCHOpPSHKEHHM HSKCIEPTHOTO
YUPEXKJIEHUS] paHee IMPEACTaBICHHBIM 3asBUTENIEM JOKYMEHTaM U CBEICHHSIM, COAEpXKaIUMCS B
PEruCTPaIIOHHOM JIOChE.

(a63ar BBesieH [locranoBnenuem [IpaBurensctBa PO ot 31.05.2018 N 633)
(m. 21(1) BBeneH IlocranoBnenuem IpasurensctBa PO ot 17.07.2014 N 670)

22. Ha 1 »rtame skcmeptussl kKadecTBa, (H(HEKTUBHOCTH W O€30MACHOCTH METUITMHCKOTO
W3JIeTUS DKCTIEPTHOE YUPEKIECHUE B CPOK, HE MpeBbImaroniuii 20 pabounx mHEH cOo THS MOTydeHUs
3aJlaHusl, OCYLIECTBIISIET CIEYIOIINE MEPOTIPUSTHSL:

a) TPOBEJCHHE SKCHEPTU3bI 3asBICHUS O PETUCTPALUU U JOKYMEHTOB, MPEAYCMOTPEHHBIX
nyHkToM 10 Hactosiux [lpaBui, Ui onpeneneHrs BO3MOXHOCTH (HEBO3MOKHOCTH) MPOBEICHUS
KIIMHUYECKUX UCTIBITAHUN MEIULIUHCKOTO U3/IEIUS;

0) odopmiieHHE W HANpPaBJICHHE B PErHCTPUPYIONIMI OpPTraH 3aKIIOYCHHUS O BO3MOXKHOCTH
(HEBO3MOYKHOCTH) MPOBEICHUSI KIMHUYECKUX HMCIBITAHUM MEIUIMHCKOro H3enus (C yKa3aHHeM
MPUYMH U OOOCHOBAaHHMEM HEBO3MOXKHOCTH HUX IMpOBeNEHUs), (opMa KOTOPOro YTBEPKIAETCS
MuHucTepcTBOM 37paBooxpaHeHus PO.

23. OcHOBaHUEM JUI BBIHECEHUS SKCIIEPTHBIM YUPEXKICHUEM 3aKIIOYCHHUS O HEBO3MOXKHOCTHU
MPOBEJICHUS!  KIMHUYECKUX  HCIBITAHMM  MEAMIIMHCKOTO  H3JIENHUs WIM  HEBO3MOKHOCTH
roCy/IapCcTBEHHOU PETUCTPALMU MEAUIIMHCKOTO U3/IeNUs SBIISETCS:

(B pen. Ilocranosnenus IpaButensctBa PO ot 17.07.2014 N 670)

a) HECOOTBETCTBHE MEAMIIMHCKOTO H3Jenusi TpeOOBaHUSM HOPMATUBHOM JIOKYMEHTAIIUH,
TEXHUYECKOH U (MJIH) SKCIUTYyaTallMOHHOM TOKyMEHTAllMU MPOU3BOUTENS (M3TOTOBUTENIA);

(B pen. Ilocranosnenwuii [IpaButenscrBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

0) OTCYTCTBHE JI0Ka3aTeIbCTB 0€30MaCHOCTH MEAUIIMHCKOTO U3JIEIHSL.

(B pen. Ilocranosnenus IpaButenscta PO ot 17.07.2014 N 670)

24. Peructpupyrouyii oprad B TedeHue 5 pabouux AHEH co JTHS MOJy4eHUsI OT 3KCIIEPTHOTO
YUPEXKJIECHUS 3aKIIOYEHUS O BO3MOXKHOCTH (HEBO3MOXHOCTH) MPOBEACHUS KIMHMYECKHX
UCTIBITAHUHA MEIUIIUHCKOTO U3/1EIHsI OCYILIECTBIISET CIEAYIOINE MEPOTIPUATHUSA:

a) OLICHKA 3aKJIIOYEHUS IS OIpeIeNIeHUs] COOTBETCTBUSA 3aJaHUIO HA IPOBEIEHNE SKCIIEPTH3BI
KadyecTBa, FPPEKTUBHOCTH M OE€30MACHOCTH MEIUIIMHCKOTro u3jenus. B ciydae ycTaHoBieHus
HECOOTBETCTBUS 3aKJIFOYEHUS IKCIIEPTHOTO YUPEKACHUS YKA3aHHOMY 33JJaHMIO TaKO€ 3aKIII0YEHUE
BO3BpAIllaeTCs B JKCIEPTHOE YUPEKJICHHE Ha A0pabOTKY, CPOK KOTOPOH cOCTaBisieT He Oojee 2
pabouux JHEN co AHS MOJYYEeHUs IKCIIEPTHBIM YUPEXKICHUEM BO3BPAIIEHHOTO 3aKIIOUEHUS;

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 31.05.2018 N 633)
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0) IpUHATHE PELICHHS O BbIJAa4e pa3pelICHUs] Ha MPOBEACHUE KIMHUYECKUX HUCTBITAaHUN
MEIULMHCKOTO M3/EHsI WM 00 0TKa3e B TOCYIapPCTBEHHOW PEruCTpali MEIUIIMHCKOTO U3/IeINus,
KoTOpoe oQopMIIsieTcs IPUKA30M PETUCTPHPYIOIIErO OpraHa, M YBEIOMIICHHE 3asBUTENS O
MIPUHITOM PELIEHUH;

B) BblJlaya (HAIpaBJICHUE 3aKa3HBIM MOYTOBBIM OTIPABJIEHUEM C YBEJIOMJIEHHEM O BPYYEHUU
Wi B (GOpMe 3JIEKTPOHHOTO JOKYMEHTa, MOJIMHCAHHOTO 3JEKTPOHHOM IOAINHUCHIO) 3asBUTEIIO
paspelieHns Ha MPOBEICHUE KIMHUYECKUX HCIBITAHUN METUIIMHCKOTO HM3/enus, (opMa KOTOPOro
YTBEPKIAECTCS PETUCTPUPYIOLIMM OpPraHOM, U BHECEHHE COOTBETCTBYIOIIMX CBEJCHUU B pPEECTp
BBIJJAHHBIX pa3pellieHUd Ha MPOBEACHUE KIMHUYECKUX MCIBITAHUN MEIUIUHCKOTO H3Jeus,
HOPSAZIOK BEJICHHUSI KOTOPOrO YTBEPXKAAETCS PErHMCTPUPYIOMIMM OPraHoM, JHOO0 yBelIOMIIEHHE 00
OTKa3e B TOCYJapCTBEHHOMN pEerucTpaluy MeIUIIMHCKOTO U3AENUs C YKa3aHUEM MIPUYMH OTKa3a.

25. OcHOBaHWEM MJiA TPUHATHUS pEIIeHHUs 00 OTKa3e B TOCYJApPCTBEHHOW perucTpanuu
SIBJISIETCSl TIOJIYYEHHE PETUCTPHUPYIOUIUM OPraHoOM OT JKCIEPTHOTO YUPEKICHHUS 3aKITIOYCHHUS O
HEBO3MO>KHOCTH MIPOBEICHUS KIIMHUYECKUX UCTIBITAHUNA MEIUIIMHCKOTO M3JIEIIHSI.

[Ipumeuanue.
I1. 26 (B pen. [loctanoBnenus [IpaBurensctBa PO ot 24.11.2020 N 1906), HEe mpumeHsieTcs K
MPABOOTHOIICHUSM TI0 TOCYJAPCTBEHHOW PEruCTpallid MEAWIIMHCKUAX W3JICTUH, BOSHUKIIUM JI0

05.12.2020.

26. KnuHuyeckne HCNBITAaHWS MEAMIMHCKOTO W3JAENus, 32 HCKIIOYEHHEM MEIAUIMHCKHUX
m3nenuit 1 Kimacca MOTEHIMANbHOTO pPHUCKA TPUMEHEHHUs, MPOrPAMMHOIO OOecredyeHus,
SIBJISIOIIETOCS METUIIMHCKUM U3JENIUeM, B TOM YHCJIe POrpaMMHOI0 00ecrieyeH sl ¢ MPUMEHEHUEM
TEXHOJIOTUH HCKYCCTBEHHOTO WHTEIIEKTa, M MEAULMHCKUX W3JENUN JUIsl IUAarHOCTUKH In Vitro,
OCYUIECTBJISIIOTCS B PaMKaxX OLEHKH COOTBETCTBUS, MOPSAJIOK MPOBEIEHUS KOTOPOH YTBEPKAAeTCA
MuHucTepcTBOM 37paBooxpaHeHus PO.

(B pen. Ilocranosnenwuii [IpaputensctBa PO ot 31.05.2018 N 633, ot 24.11.2020 N 1906)

KimHnueckue uenblTaHus MEIULIUHCKOTO W3/ENus, 32 UCKIFOUEHUEM MEIUIUHCKUX U3JEIUI
1 kiacca MOTEHUIUAIBHOTO PUCKA MPUMEHEHMs, MPOrpPaMMHOTO OOecleyeHus], SBIISIOIIErocs
MEJUIIMHCKUM H3JIeJIMeM, B TOM YHCJIE MPOTPAaMMHOI0 oOecreueHus: ¢ MPUMEHEHUEM TEXHOJIOTUI
HCKYCCTBEHHOTO HHTEJICKTa, M MEIUIIMHCKUX W3JeIMA JUIsl UArHOCTHKM In Vitro, a Takxke
MEIMLUMUHCKUX HW3/I€JUli, BKIIOUEHHBIX B IE€PEYEHb, MPOBOJATCS HA OCHOBAHMM pa3pelIeHUs Ha
MPOBEJACHUE KIMHUYECKUX MCHBITAHUM, BBIJAHHOTO PETUCTPUPYIOLIMM OPraHoM, a TakKxKe
3aKIIIOUeHuss 00 ATHMUECKON 00OCHOBAHHOCTH MPOBEACHUS KIMHUYECKHX UCHBITAHUH, BBIJAHHOTO
COBETOM 110 3TUKe MuHucrepcTBa 31paBooxpaneHus PD, B ciaydasx, ycTaHOBIICHHBIX YKa3aHHBIMU
IIpaBunamu.

(B pen. IlocranoBnenuii IIpaButensctBa P® ot 31.05.2018 N 633, ot 18.03.2020 N 299, or
24.11.2020 N 1906)

CocraB yka3aHHOTO COBETa IO ATUKE U IOJIO)KEHUE O HEM YTBEP)KIArOTCSI MUHUCTEPCTBOM
3apaBooxpaHeHus PO.

KiuHnueckue  MCHBITAHMS ~ MEAUIMHCKOTO  M3JENHUS  MPOBOJATCS B MEIUIMHCKHUX
OpraHMu3aIsaX, OTBEUAIOUIUX TPEeOOBAHHSIM, YTBEPKICHHBIM MUHHCTEPCTBOM 3/IpPaBOOXpPAHEHUS
P®. VYcraHoBieHwe  COOTBETCTBHS ~ MEIUIIMHCKUX  OpPraHHM3alMii  3TUM  TpeOOoBaHUSAM
OCYIIECTBJISIETCS. ~ PETUCTPUPYIOLIMM OpPraHoM B  TMOPSIKE, YCTAHOBJIEHHOM  YKa3aHHBIM
MuHuCTEPCTBOM.

27. HepequL MCIHUIMHCKHUX OpFaHI/ISaHHﬁ, HUMCIOIIUX TIpaBO MPOBOAUTHL KIWMHUYCCKUC
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UCHBITAHUA MEIULUUHCKUX HW3JEIMM, M peecTp BbIJAHHBIX pa3pelieHUl Ha IpOBEIEHUE
KIMHUYECKUX HCIBITAHUN MEIUIMHCKUX M3ACIHA  ONMyOJMKOBBIBAIOTCS U Pa3MEIIaloTCs
PETUCTPUPYIOIIUM OpPraHOM B YCTAHOBJIEHHOM UM TMOpPSJAKE Ha CBOEM O(HIMAIbHOM caiTe B
MH(POPMAIMOHHO-TEJICKOMMYHHUKAIIMOHHOM cetn "MHTepHeT".

28. Ilpu npuHATHUM pelieHHus O BbIJAYE pa3pellieHUuss Ha MPOBEACHUE KIMHUYECKUX
WCIBITAHUNA MEIULIHMHCKOTO W3JEIUs PErMCTPUPYIOIIMM OpraH IMPHUHMMAET pEIICHuE O
IIPUOCTAHOBJICHUH T'OCYJAPCTBEHHOM PETUCTpalUy MEAMIMHCKOIO H3AEIUs 10 JHSA IPUHATHSA
pelIeHHs PErucTPUpPYIOIIEro OpraHa o BO300HOBJIEHMM TOCYIAapCTBEHHOM perucrpanuu
MEJUIIMHCKOTO U3/IEJIHs, B COOTBETCTBUHU ¢ MyHKTOM 30 Hactosmux [IpaBui.

29. O KIMHUYECKUX UCHBITAHUSAX MEAMIIMHCKOTO U3IC/IUsl 3asgBUTEIh YBEIOMIISET
PEruCTPUPYIOIIUI OpraH B TeUeHUE S5 pabouux HEH ¢ Hadalla UX MPOBEICHHUS.

30. Ilo oOKOHYaHUM KIUHUYECKMX HWCIBITAHUNA MEIUIUHCKOTO W3JIeNUsl 3asiBUTEIb
MIPEJICTaBIsIeT B PETUCTPUPYIOIIMI oOpraH 3asBlIEHHE O BO30OHOBJIEHHH TOCYAapCTBEHHOM
PEruCTpali MEJUIUHCKOIO M3IENHS W PEe3yNbTaThl KIMHUYECKUX HCHBITAHUN MEIULUHCKOTO
U3JIeNHsl, a TaKkKe JOKYMEHTHI, YKa3aHHbIe B moamyHkrax "0"-"3", "k" u "n" mynkra 10 Hactosmmx
[IpaBui, B ciay4ae, €CiiM B HUX BHECEHBI M3MEHEHHUs II0 PE3yJbTaTaM KIMHUYECKHX HCIBITAaHUN
MEJMIIUHCKOTO U3ENHSL.

(B pen. IlocranoBnenus IlpaBurensctea PO ot 17.07.2014 N 670)

31. Peructpupytomuii opran B TeueHue 2 pabouymx AHEH CO JHS TMOJYy4YeHUS TOKYMEHTOB,
ykazaHHeIX B TyHKTe 30 Hacrosmux I[lpaBun, mnpuHHMaeT pemieHne O BO30OHOBJICHUH
roCy/lapCTBEHHOU PETUCTPALUU MEAULIMHCKOTO U3/IeNHS.

Pemenne o BO300HOBJIEHHWH TOCYJAPCTBEHHOH perucTpanuy METUIIMHCKOTO H3/eIHs
MIPUHUMAETCS PErHCTPUPYIOIIUM OPraHOM MO pe3ysibTaTaM MPOBEPKU MOJTHOTHI U JTOCTOBEPHOCTHU
CBEICHMI, COAEpKAIIMXCA B NPEICTABICHHBIX B PErHCTPUPYIOLUIUN OpraH 3asBICHUU O
BO30OHOBJICHUH TOCYAAPCTBEHHOHN perucTpanuy METUIIMHCKOTO W3AENUS W MHBIX JIOKYMEHTaXx,
yka3aHHbIX B yHKTe 30 HacTosmux [IpaBu.

B cnyuae ecnu 3TU TOKYMEHTHI MpEICTaBICHbl HE B MOJHOM O0bEME MM B HHUX BBISBJICHBI
HEJOCTOBEPHbIC JaHHbIE, a TaKXKe B Clydyae MPEJCTAaBICHUS JOKYMEHTOB, COCTaBJICHHBIX Ha
MHOCTPAaHHOM sI3bIKe, 0€3 3aBepEHHOr0 B YCTAHOBJIEHHOM IOPSJIKE MEpPeBOJia HAa PYCCKHUIl SI3BIK,
PETUCTPUPYIOIIMI OpraH Bpy4yaeT (HAmpaBlseT 3aKa3HbIM IOYTOBBIM OTHpPABICHHEM C
YBEIOMJICHHEM O BPYYCHHH WIH B (hOpMe JIEKTPOHHOTO JOKYMEHTA, IMOJIUCAHHOTO 3JIEKTPOHHOM
MOAMUCHIO, TUOO0 B ANEKTPOHHON (opME MO TETEKOMMYHHKAI[MOHHBIM KaHAJIaM CBSI3H) 3asBUTEIIO
pelieHre o0 BO3BpaTe 3asBJICHUS O BO30OHOBJICHUU TOCYAAPCTBEHHOM PETUCTPallUU MEAULIMHCKOTO
U3JIENHS ¢ IPUIIOKEHUEM K HEMY YKa3aHHBIX JOKYMEHTOB M H3JI0KEHHUEM MPUYHH, TOCTYKUBIINX
OCHOBaHHUEM JIsl TaKOTo Bo3BpaTa. OTHOBPEMEHHO PETUCTPUPYIOLIUI OpraH cooOIIaeT 3asBUTEII0
O BO3MOKHOCTH TOBTOPHOTO NPEICTABJICHUS 3asBICHHUS O BO300HOBIEHHH TOCYJapCTBEHHOMN
perucTpaniyi MEAULUHCKOTO U3/IENUS ¢ IPUIIOKEHUEM K HEMY JOpaOOTaHHBIX IOKYMEHTOB.

(m. 31 B pen. Iloctanosnenus IIpasurenscrea PO ot 31.05.2018 N 633)

32. Ha II srame skcnepTu3bl KadecTBa, 3PPEKTUBHOCTH W OE30MACHOCTH MEIUIIMHCKOTO
U3JIeNUsl PETUCTPUPYIOUINM opraH B TedeHHe 2 pabouux THEH co JHSA NPUHATHS pelIeHUs O
B0O300HOBIJIEHMH TOCYAAPCTBEHHOM pErucTpalvy MEIUIMHCKOTO M3/eNHs Ha OCHOBaHWMHU 33/1aHUS
Ha TPOBE/IEHUE KCIIEPTU3bI KauecTBa, 3(h(HEeKTUBHOCTH M 0€30MaCHOCTH MEAULUHCKOTO H3JIeNus,
BBIJJAHHOTO B COOTBETCTBUM ¢ NyHKTOM 20 Hacrosmmx IIpaBuwi, HampaBiseT B 3KCIEPTHOE
YUPEKICHUE NPEJICTABICHHBIE 3asIBUTEIIEM PE3YJIbTAThl KIMHUYECKUX HUCIBITAHUA MEIULUHCKOTO
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U3aCIns.

33. DKcrepTHOE YUPEKACHHUE B CPOK, HE MpeBbinaromuii 10 pabounx nHel co THS MOTydCHUS
JOKYMEHTOB, yKa3aHHbIX B NIyHKTe 32 Hacrosmux [IpaBui, mpoBOAMUT 3KCHEPTU3Y MOIHOTHI U
PE3YIbTATOB IMPOBCACHHBIX HUCIBITAHUNA U I/ICCJ'IGIIOBaHI/If/'I, a TaKxXe O(i)OpMJI?ICT MU HapaBsICT B
PETHCTPUPYIOIIMIA OpraH 3aKJIFOUEHUE 0 pe3ylbTaTaM 3KCIIEPTU3bI KauecTBa, d(P(HEKTUBHOCTH H
0€30MacHOCTH MEIMIIMHCKOTO m3Aenus, (opmMa KOTOpOro yrBepkmaercs MUHHCTEPCTBOM
3apaBooxpaHeHus POD.

34. B cpox, He mnpeBbmmaromuii 10 paboumx mHEH CO JHS TIOJYYCHHUS 3aKIFOUCHUS,
yKa3aHHOTO B MyHKTe 33 Hactosmux [IpaBui, perucTpupyroniuii oprad OCyIIeCTBISET CASAYIOIINE
MEPOTIPUSTHS:

a) OLICHKA 3aKJIFOYCHHS JJIs OTNPECIICHUs] COOTBETCTBUSI 33JJaHUIO HA MPOBEACHUE YKCIIEPTH3bI
KauecTBa, I(PGEKTUBHOCTH U 0€30MacHOCTH MEIUIIMHCKOTO u37enus. B ciydae ycTaHOBIEHUS
HECOOTBETCTBUS 3aKIIOUYEHUS IKCIIEPTHOTO YUPEKICHUS YKa3aHHOMY 3a/IaHUI0 TaKOE 3aKIIFOUCHHE
BO3BpAIIaeTCsl B AKCIEPTHOE YUpeKJeHHE Ha JA0pabOTKy, CPOK KOTOpPOMl cocTaBiser He Oojiee 2
pabouux JHEH CO JHS MOJIYYCHUSI SKCTIEPTHBIM YUPEKICHUEM BO3BPAIICHHOTO 3aKITFOYCHHUS;

(B pen. IlocranoBnenus IlpaBurensctBa P® o1 31.05.2018 N 633)

0) TIpUHSATHE pEelIeHUs O TOCYIAPCTBEHHOW PETUCTPAIMU MEIUIIMHCKOTO H3ACIUS WIH 00
OTKa3e B TOCYJapCTBEHHOW PETUCTpAIllMd MEIUIIMHCKOTO W3JAeNus, KOTOopoe OGopMIISeTCs
MPUKA30M PETUCTPUPYIOLIETO OpraHa, M YyBEIOMJICHHWE 3asABUTENSI O MPHUHAITOM pelieHuu (3a
UCKITIOYEHHEM MEIUIIMHCKUX U3/IEIHH, BKIIOUEHHBIX B IIEPEUYCHb);

(B pen. [locranosnenus [IpaButenscta PO ot 18.03.2020 N 299)

B) odopmieHMe U Bblgavya (HaAmpaBJIeHHE 3aKa3HbIM IMOYTOBBIM OTIIPABJICHUEM C
YBEAOMJICHUEM O BPYYEHUH UM B (hOpMe 3JIEKTPOHHOTO JTOKYMEHTA, MOIAMHCAHHOTO 3JEKTPOHHOM
MOAMNHKCHIO, INOO Tepeaaya B AIEKTPOHHON (popMe MO TeTeKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3U)
3asIBUTEIII0 PETUCTPALIMOHHOTO YIOCTOBEpEHUs MO0 yBeAOMIIEHUSI 00 OTKa3e B rOCyAapCTBEHHOM
perucTpalyy METUIIMHCKOTO HW3JeiHs C yKa3aHueM TMpUYMH OTKaza (3a MCKIIOYEeHHUEM
MEIUIIMHCKUX U3JIEINA, BKIIFOUYCHHBIX B TIEPEUYCHb).

(B pen. Ilocranosnenwuii [IpasutensctBa PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)

35. OcHoBaHMSIMM [JIsl TPUHATHUS PETUCTPUPYIOIIMM OPraHoM pemnieHuss o0 oTkaze B
roCy/IapCTBEHHOU PETUCTPALMY MEIUIIMHCKOTO U3/IeNHUs (32 UCKIIFOUYEHUEM MEIULIMHCKUX U3IeNuH,
BKJIFOUEHHBIX B NIEPEUYCHb) SABIISIOTCS:

(B pen. Ilocranosnenus IpaButenscta PO ot 18.03.2020 N 299)

a) TONy4eHHE OT ODKCIEPTHOTO YUPEKICHHS 3aKIIOYEHHUS IO pe3ylbTaTaM SKCIEPTU3bI
KauecTBa, 3((HEeKTUBHOCTU U 06€30MaCHOCTH MEIUIIMHCKOTO U3/ETHs, CBUETEIbCTBYIOIIETO O TOM,
YTO KauecTBO, U (win) 3pdekTuBHOCT, U (WiIH) 0€30MAaCHOCTh PErHCTPUPYEMOTO MEAULIUMHCKOTO
W3JIeNHs HE MOATBEP KACHbI TIOJyYeHHBIMH JaHHBIMH, U (MJIM) O TOM, YTO PUCK MPUYUHEHUS Bpeaa
3I0POBBIO TPKIAH U METUIIMHCKUX PAOOTHUKOB BCIIEICTBUE MPUMEHEHUS MEIUIIMHCKOTO U3/IEHS
npeBbimaeT 3G (HEeKTUBHOCTD €ro MPUMEHEHUS;

0) BBISBIICEHUE PETUCTPUPYIOUINM OPraHOM IO pe3yibTaTaM TOCYIapCTBEHHOTO KOHTPOJS 3a
oOpalieHueM MEIUIUHCKUX M3/eIMi HECOOTBETCTBUH JaHHBIX 00 A(PQPEKTUBHOCTH U O
0€30MaCHOCTH MEAUIUHCKOIO M3/eNMs JTaHHBIM O MEIUIMHCKOM M3JIeJIUU, COJEpKaIluMCs B
3asIBJICHUU O PETUCTPAINH U JOKYMEHTAaX, yKa3aHHbIX B MyHKTe 10 Hactosmux [TpaBui.

(1. 35 B pen. Iloctanosnenus IIpaBurensctea PO ot 31.05.2018 N 633)

36. B Teuenue 1 pabouero aHs Mocie MPUHATHS PELICHUS O TOCYAapCTBEHHOM perucTpaiyu
MEIUIMHCKOTO M3AEIUS PETUCTPUPYIOUIUI OpraH BHOCUT JaHHBIE O 3apErHCTPUPOBAHHOM
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MEIMLIMHCKOM HM3/€IMH B TOCYJAapCTBEHHBIM peecTp B  MOPSAAKE, MPEAYCMOTPEHHOM
nocta"oBieHueM [IpaButenbctBa PO ot 19 urons 2012 1. N 615.
(B pexn. Ilocranosnenwuii [IpaBurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

37. K u3MeHeHUsIM, BHOCUMBIM B JIOKYMEHTBI, COJEp)KAINecs B PETUCTPAIIMOHHOM J0ChE, HE
TpeOYIOLINM TPOBENICHHUS SKCIEPTU3bI KauecTBa, 3(PpPeKTUBHOCTH U OE30MACHOCTH MEAULIUHCKOTO
W3JIeTTUS], OTHOCSITCS:

a) U3MEHEHHE CBEICHUH O 3asiBUTENIE, BKIIOYAsl CBEICHUS:

0 peopraHu3alry IPUITIECKOTO JIHLA;

00 M3MEHEHUU HAMMEHOBAHUS HOPUIMYECKOro JHIia (MOJHOro U (B Cilydae, €clid UMEETCs)
COKpAIIIEHHOTO, B TOM YHCcIie PUPMEHHOTO HAaUMEHOBAHMS), aJIpeca MeCTa ero HaXOK/ICHHUS;

00 u3MeHeHUM (aMuIMM, UMEHH U (B clyyae, €Clii MMEeTcs) OT4YecTBa, ajpeca MecTa
KHUTEIHCTBA MHIMBUAYAJHHOTO MPEIIPUHAMATENS M PEKBU3UTOB JOKYMEHTA, YIOCTOBEPSIOIIETO
€r0 JIUYHOCTH;

0) U3MEHEeHHe CBEACHUN O JIMIE, HA UMSI KOTOPOrO MOKET OBbITh BBIJAHO PETHCTPALMOHHOE
YIIOCTOBEPEHNE Ha MEIUITUHCKOE H3/ICIIHe, BKIIFOYasi CBEICHUS:

0 peopraHu3anry IPUIHIECKOTO JIHIA;

00 M3MEHEHUU HAMMEHOBAHUS HOPUIMYECKOro JHIia (MOJHOro U (B ciydae, eciid UMEETCs)
COKpAIIIEHHOTO, B TOM 4YHcie (UPMEHHOTO HAaWMEHOBAHUS), aJipeca MecTa €ro HaXOXKIACHUS WU
dbamuuM, IMEHU U (B Clly4ae, €CId MMEETCS) OTYECTBA, MECTa JKUTEIhCTBA HWHIIMBHIYATBHOTO
MPEIPUHIMATEIS,

B) M3MEHEHHUE ajjpeca MecTa MPOU3BOJICTBA (M3TOTOBJICHUS ) MEAUIIMHCKOTO W3/IEITHS;

I) U3MEHEHHE HAUMEHOBAHUS MEAMIIMHCKOIO H3JIeNHsl B Ciydae, €CId HEe H3MEHHIUCH
CBOWCTBA W XapaKTCPUCTUKH, BIMSIONIME HA KadecTBO, 3(G(EKTUBHOCTh U 0€30MacHOCTH
MEIUIIMHCKOTO HW3JeNHsI, WM COBEPUICHCTBYIOTCS €ro CBOMCTBA U XapaKTEPUCTHKU TMpU
HEU3MEHHOCTH (YHKITMOHATBHOTO Ha3HAYCHHS " (vm) MpUHIUIIA  JCHCTBUS,
IpelycMaTpuBarolee:

noOaBieHre (MCKIIOYCHHE) MPUHAUICKHOCTEH MEAMIIMHCKOTO W3JEIHS WM U3MEHEHUE HX
HAaUMEHOBaHMS;

yKa3zaHue, U3MEHEHHE U UCKIIIOYEHHE TOBAPHOTO 3HAKa M MHBIX CPEJCTB MHIWBUyaTH3alNH
MEJUIIMTHCKOTO U3/1ETHS;

W3MEHEHHE KOJMYECTBA EAMHUIl MEIUIIMHCKOTO HW3JEIHs WJIM €ero COCTaBHBIX YacTew,
KOMILJIEKTYIOLIUX, YKa3aHHBIX B MPHUIJIOKEHUU K PETUCTPALIMOHHOMY YI0CTOBEPEHUIO;

yKa3aHue WIN UCKIIOYCHHE BApUAHTOB UCIIOIHEHUS (MOJIeNieit) MeTMIIMHCKOTO U3eIus;

M3MEHEHHE MAapPKUPOBKH U (MJIM) YIAKOBKU MEIUIIMHCKOTO M3/IEIHS;

1) U3MEHEHHE MPOU3BOAUTEIEM (M3TOTOBUTEIIEM) MEIUIIMHCKOTO U3/ENNs CPOKOB JEHUCTBUS
JOKYMEHTOB, COACPKAIIUXCS B PErUCTPAIIHIOHHOM JIOChHE;

e) wu3MeHeHue uHpopmanuu 00 YIOJTHOMOYEHHOM TPEJACTaBUTENE MPOU3BOAUTENS
(M3roTOBUTENS) METUIIMHCKOTO H3/ICTIHS.

(. 37 B pen. [locranosnenus [IpasutensctBa PO ot 31.05.2018 N 633)

38. Jlna BHECEHHs B JOKYMEHTHI, COJEpIKaIIMecs B PErMCTPALlMOHHOM J0ChE, NU3MEHEHUH,
yKa3aHHbIX B MyHKTe 37 Hactosmux I[IpaBui, 3asButens He no3aHee yeM depe3 30 pabouux qHeH
CO JIHS M3MEHEHHs COOTBETCTBYIOIIMX JIAHHBIX IMPEJCTaBISAET (HAmpaBisieT) B PErHCTPUPYIOLINA
Opras:

a) 3asABJICHUE O BHECEHUU W3MEHEHUHN B JOKYMEHTBI, COAEPXKALIUECST B PErHMCTPALMOHHOM
J0Cche (Jlasiee — 3asiBIIEHUE O BHECEHWH M3MEHEHUil), 0pOPMIICHHOE B COOTBETCTBHH C ITYHKTOM 9
Hacrosmux [Ipasu;

0) KOMMIO JOKYMEHTA, MOATBEP)KIAIONIEr0 MOJTHOMOYHS YIOJHOMOYEHHOTO MpPECTaBUTEIS
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MPOU3BOIUTENS (M3TOTOBUTEIS);

B) JIOKyMEHTHI M CBEACHHUS O COOTBETCTBYIOIIMX W3MEHEHHSIX, B TOM YHCJE JIOKYMEHTHI,
MOJTBEPIKIAI0IINE U3MEHEHHUs], YKa3aHHbIe B moAmyHkTax "a"-"B" mynkra 37 nactosuux [IpaBui, a
TaKXe B CIIydae M3MEHECHUSI HANMEHOBAHUS METUIIMHCKOTO M3/ICIHS:

CBE/ICHUS] 0 HOPMAaTUBHOW JOKYMEHTAIIMH HA MEIUIIMHCKOE U3/ICITUE;

TEXHUYECKYIO JTIOKYMEHTALUIO MPOW3BOAMTENS (M3TOTOBUTENS) HAa MEAWIUHCKOE H3IEIHE,
MIPUBEJICHHYIO B COOTBETCTBHE C HOBBIM HAaMMEHOBAHUEM MEIUIIMHCKOTO M3JICIHS;

OKCIUTYaTallMOHHYI0 JIOKYMEHTAIIMIO MPOU3BOMUTENS (M3rOTOBHUTENS) HAa MEIUIIMHCKOE
uzgenue (B TOM YHCJIE€ HMHCTPYKIHMIO 10 TNPUMEHEHHIO WM PYKOBOJACTBO MO SKCIUTyaTalllH
MEIUIIUHCKOTO H3/IENHNs), IPUBEACHHYIO B COOTBETCTBHE C HOBBIM HaUMEHOBAaHHEM MEIMIIMHCKOTO
U3JIeTTHS;

¢doTorpaduueckue wu300paxkeHUs OOLIEr0 BUAA MEAWLMHCKOIO H3JEIUs BMECTe C
MPUHAIIISKHOCTSAMHU, HEOOXOAUMBIMU ISl TIPUMEHEHHSI MEAUIIMHCKOTO M3/CHs M0 Ha3HAUYECHUIO
(pa3mepom He MeHee 18 caHTUMETPOB B JUIMHY U 24 CAHTUMETPOB B IIUPUHY);

I) JOKYMEHTbl NpPOU3BOAWUTENS] W (WIM) OpraHu3alMi, OCYIIECTBISIONIUX IPOBEIECHUE
TEXHUYECKUX HWCIBITAHUH, TOKCHKOJOTUYECKAX WCCIENOBAHUHA, KIMHUYECKAX HWCIBITAaHUN
(pe3ynbTaThl COOTBETCTBYIOIIMX WCIBITAHWHN), TOATBEP)KIAIONINE, YTO BHECCHHE 3asiBICHHBIX
W3MEHEHWI He BIIEYeT WM3MEHEHHS CBOWCTB W XapaKTEPUCTHK, BIHUSIONIMX Ha KadecTBO,
3pPEeKTHBHOCT, M 0€30MaCHOCTh MEAWIIMHCKOTO W3JIENUs, WM COBEPIICHCTBYET CBOICTBA W
XapaKTePUCTUKH TIPH HEM3MEHHOCTH (DYHKIIMOHAIBHOTO HAa3HAYCHUS W (VJIM) MPUHIUITA JCHCTBUS
MEIUIIUTHCKOTO HU3/IEITHS;

1) OpUTHHAJI PETHCTPAIIMOHHOTO yIOCTOBEPEHUS (JIyOIrKar);

€) OMMHUCh IOKYMEHTOB.

(. 38 B pen. [loctanosnenus [IpaButennsctBa PO ot 31.05.2018 N 633)

nn

39. BHeceHne W3MEHEHMH B JOKYMEHTBHI, yKa3aHHble B moamyHkTax "B" u "r" mynkra 10
Hacrosmux I[lpaBui (3a HCKIIOYEHHEM CiydaeB, YKa3aHHBIX B MOAMyHKTe 'r" myHKTa 37
Hactosiux [IpaBun), ocymecTBisercs mo pe3yibTaTaM 3KCIEepTU3bl KadecTBa, 3(h(HEeKTUBHOCTU U
0€30MacHOCTH MEIUIIMHCKOTO U3JIeNUsl, IPOBEICHHOW B TMOpPSAKE, AHAJIOTHYHOM MOPAIKY
MIPOBEJICHUS] SKCIEPTHU3bl KauecTBa, 3((HEKTUBHOCTH U O€30MaCHOCTH MEIUIIMHCKOTO H3JeNus B
LEeJSIX €ro TOCYAapCTBEHHOM PEerucTpaluu B COOTBETCTBUU ¢ IMyHKTOM 21 Hactosux [IpaBun, B
cllydae €ClId PETUCTPUPYIOLIUM OPraHOM IO pe3ysibTaTaM MPOBEPKH IMOJHOTHI U JOCTOBEPHOCTH
CBEICHMI, COJAEPXKALIUXCA B TMPEACTABICHHBIX JIOKYMEHTaX, YCTAHOBJEHO, YTO BHECEHHE
3asIBJICHHBIX M3MEHEHHI BJeUeT M3MEHEHHE CBOMCTB U XapaKTEPHCTHUK, BIUSIOUIUX Ha KayecTBO,
3¢ GeKTUBHOCT U 0€30MaCHOCTh MEIUIIMHCKOTO W3/EJHs, U COBEPIICHCTBYET €ro CBOWCTBA U
XapaKTePUCTUKHU MPU HEM3MEHHOCTU (DYHKIIMOHATBHOTO Ha3HAYeHHs U (WIJIM) MPUHILINIA ACUCTBUS
MEIHUIIMTHCKOTO U3/IETHSI.

(1. 39 B pen. Ilocranosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

40. B cnywyae ecnum JAOKYMEHTBI, NpeaycMOTpeHHble MyHKTOM 38 Hactosiuux IIpaBu,
COCTaBJICHbl HAa HMHOCTPAaHHOM S3bIKE, OHU MPEACTABISIIOTCA C 3aBEPEHHBIM B YCTAHOBJIEHHOM
MOPSAKE MEPEBOJAOM HA PYCCKHI S3BIK.

(B pen. ITocranosnenwuii [IpaBurensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

4]1. 3asBieHHE O BHECEHWHM HW3MEHEHUN M JOKYMEHTBI, NPEAYCMOTPEHHBIE IIYHKTOM 38
HacTosiux IlpaBui, MpUHMMANOTCA PErMCTPUPYIOLIMM OpPraHOM IO OIMCH, KOMHS KOTOPOH C
OTMETKOH O JaTe MpUeMa YKa3aHHbBIX 3asBJICHHUS M JOKYMEHTOB B JIeHb IIpPMEMa BpydaeTcs
3asIBUTENII0 WJIM HANpaBseTCs €My 3aKa3HbIM IIOYTOBBIM OTIPABIECHUEM C YBEAOMIIEHHUEM O
BPYYEHUU WIHU B (JOpME IEKTPOHHOTO JIOKYMEHTA, MOJMMCAHHOTO 3JEKTPOHHOM MOAMKCHIO, JHO0
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B QJIEKTPOHHOH (hOopMe MO TEIIEKOMMYHHUKAIIMOHHBIM KaHaJIaM CBSI3H.
(B pexn. Ilocranosnenwuii [IpaBurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

42. Peructpupyromuii opraH He BIpaBe TpeOOBaTb OT 3asABUTENS MPEACTaBICHUS
JOKYMEHTOB, HE IIPElyCMOTPEHHBIX NYHKTOM 38 HacTosiux [IpaBut.
(B pexn. IloctanoBnenus IlpaBurensctBa P® ot 31.05.2018 N 633)

43. B Teuenue 5 paboumx JHEH CO IHS MOCTYIUIEHMs 3asBJIEHUS O BHECEHUU M3MEHEHUU U
JOKYMEHTOB, MpPEIYyCMOTPEHHBIX NyHKTOM 38 Hactosmmx [IpaBui, perucTpupyrouifii oprax
MIPOBOJIUT MPOBEPKY IMOJHOTHI U JIOCTOBEPHOCTH CBEICHUH, COACPKAIIMXCS B HHUX, B TOM YHUCIIE
yTeM CpPaBHEHUsI TaKUX CBEACHWH CO CBEICHUSAMH, TMPEJACTABICHHBIMH B  TOPSIKE
ME)XBEJIOMCTBEHHOTO HH(POPMAITMOHHOTO B3aUMO/ICHCTBHSI.

(B pen. Ilocranosnenwuii [Ipasurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

44. B cinyyae ecnu K 3asBJICHHMIO O BHECEHMM M3MEHEHHI HE MpUJIararoTcs JOKYMEHTHI B
COOTBETCTBUU ¢ mojamyHkTamu "0"-"e" mynkra 38 Hactosimux IlpaBun u (unm) B 3asiBI€HUU O
BHECEHUU W3MEHEHUU yKa3aHbl HEJIOCTOBEpPHBIE CBEJEHUS JUOO JOKYMEHTBI, MPEIyCMOTpPEHHBIE
nyHkToM 38 Hacrosimux [IpaBui, mpeacTaBiieHbl HE B MOJHOM O00BEeMe, PETHCTPHUPYIONINN OpraH
BpYyYaeT 3asBUTENIO YBEJOMJIEHUE O HE0OX0MMOCTH ycTpaHeHusl B 30-AHEBHBIN CPOK BBISIBJICHHBIX
HapylIeHui U (WIK) NpeAcTaBlIeHusl TOKyMEHTOB, KOTOPbIE OTCYTCTBYIOT, JINOO HANpaBIseT TaKoe
yBeIOMJIEHHE B (OpPME IEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO 3JEKTPOHHOW MOJMUCHIO, I B
JIEKTPOHHOH (opMe MO TEeIEeKOMMYHHUKALMOHHBIM KaHajlaM CBS3M, WIM 3aKa3HbIM I1OYTOBBIM
OTIIPABJICHUEM C YBEJOMIICHUEM O BPYYCHHH.

(B pen. [locranosnenwuii [IpaButensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

45. B Teuenume 3 paboumx JHEW CO [JHA TPEACTABICHUS HAISKAIIMM o0Opa3oM
0hOPMIICHHOTO 3asBICHUSI O BHECEHWHW W3MEHEHWW ¢ B TIOJHOM OOBEME JOKYMEHTOB,
MPEAYCMOTPEHHBIX TyHKTOM 38 HacTosmmx IlpaBui, perucTpupyrImuil opraH NpPUHUMACT
pelieHne 0 paCCMOTPEHUH YKa3aHHBIX 3asBJICHHUS U JJOKYMEHTOB WIIH (B Clydae UX HECOOTBETCTBUS
MOJIOKeHUsIM IyHKTa 38 Hactosimux [IpaBmin) 06 ux Bo3Bpare ¢ MOTUBUPOBAHHBIM 000CHOBAaHHUEM
MPUYMH BO3BpaTa.

(B pen. Ilocranosnenus [IpaButenscta PO ot 31.05.2018 N 633)

46. B cnyuae eciu B 30-ITHEBHBIA CPOK HE YCTPAHCHBI BBISABJICHHBIC HApYyIIEHUS U (W) HE
MIPEJICTaBJICHBI TJOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETUCTPUPYIOLINI OpraH MPUHUMAET pellleHre
O BO3BparTe 3asBJICHHUS O BHECEHWU W3MEHEHUU U JOKYMEHTOB, MPEIYyCMOTPEHHBIX MYHKTOM 38
Hactosiux [IpaBui, ¢ MOTUBHpPOBAaHHBIM 0OOCHOBAHHEM MTPUYUH BO3BpATa.

(B pen. Ilocranosnenus IpaButenscta PO ot 31.05.2018 N 633)

47. BHeceHue M3MEHEHUH B JOKYMEHTBI, COAEp)KallMeCs B PETMCTPALlMOHHOM JI0ChE, HE
TpeOYIOLUINX MPOBEJACHUS SKCIEPTU3bl KauecTBa, 3PPEKTUBHOCTH M 0€30MACHOCTH MEJUIIMHCKOTO
U3JIeNUs, OCYLIECTBISIETCS PETUCTPUPYIOIIMM OPraHOM B CPOK, He mpeBblmaromuil 15 paboumnx
OHEW CcO JOHsS TPUHATHS PELIEHHS O PacCMOTPEHMM 3asBICHHUS O BHECEHMM H3MEHEHMH U
JOKYMEHTOB, IPEAYCMOTPEHHBIX IIYHKTOM 38 HacTosmux [Ipasui.

BHeceHne n3MeHeHM B TOKYMEHTBI, COJIepKallluecs] B PErUCTPALIMOHHOM JI0ChE, TPEOYIOLUX
MIPOBEACHUS SKCHEPTH3bl KauecTBa, 3(P(PEKTUBHOCTH M 0€30MacCHOCTH MEAUIMHCKOIO H3JeNus,
OCYIIECTBISIETCS PETUCTPUPYIOLUINM OPraHOM B CPOK, HE MPEBBILAOMINNA 35 pabouux JHEH co JHS
NPUHATHS PEIIEHUS O pPACCMOTPEHUM 3asBICHHS O BHECEHMHM HM3MEHEHUH U JOKYMEHTOB,
IIPENyCMOTPEHHBIX MYHKTOM 38 HacTosimux [IpaBui.
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(n. 47 B pen. Ilocranosnenus [IpasurensctBa PO ot 31.05.2018 N 633)

48. Cpok NpUHATUS PETUCTPUPYIOLIMM OPIraHOM pELIEHHsT O BHECEHMM W3MEHEHUH B
JOKYMEHTBI, COJEpIKalluecsi B PEruCTPAlMOHHOM JIOChE, MCUUCISIETCS CO JHSI MOCTYIUIEHUS B
PETUCTPUPYIOIIUI OpraH HaIeXammM o00pa3oM O(GOPMIIEHHOTO 3asBICHHS O BHECCHHHU
M3MEHEHUH U B IIOJTHOM 00beMe IOKYMEHTOB, IPEAYCMOTPEHHBIX MYHKTOM 38 Hactosimux [IpaBui.
(8 pen. ITocranosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

49. Ilpu BHECEHMM W3MEHEHHMI B JIOKYMEHTHI, COJACPKAIIMECs B PETHUCTPAIIMOHHOM JOChE,
PETUCTPUPYIOIINI OpPTraH OCYIIECTBIISAET CIEAYIOIIHE MEPOTIPUSITHS

a) TPUHATAE pEUHIeHHS O BHECCHWHW W3MEHEHWH B JIOKYMEHTBI, COJEpKalluecs B
PEruCTPaIMIOHHOM JI0ChE, KOTOpoe 0(OopMIIsIETCs PUKA30M PETUCTPUPYIOLIETO OpraHa;

0) BbIa4a SKCHEPTHOMY YYPESKICHUIO 3alaHHsl Ha TIPOBENCHHE SKCIEPTH3bI KadecTBa,
3¢ HeKTUBHOCTH U O€30MACHOCTH MEIUIIMHCKOTO M3JENHS M OIEHKAa 3aKIFOUYEHHS] DKCIEPTHOTO
YUPEXKJIEHUS 7S ONpeAeSICHUs] COOTBETCTBUS €r0 33JaHUI0 Ha MPOBEJCHUE SKCIIEPTU3bl KauecTBa,
3¢ deKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO M3JIeNus (B cllydae, YCTAaHOBJIEHHOM ITyHKTOM 39
Hactosiux [lpaBui). B cimydae ycTaHOBJIEHHMS HECOOTBETCTBUS 3aKIIIOUEHUS HKCIEPTHOTO
YUPEXKJIEHUS YKAa3aHHOMY 33/IaHMI0 TaKO€ 3aKJII0UeHHE BO3BPAILAETCsl B DKCIEPTHOE YUPEKICHHE
Ha J0pabOTKy, CpPOK KOTOPOW COCTaBJsIEeT He Ooyiee 2 pabouyux JOHEW €O JHS TOIy4YeHUs
AKCTIEPTHBIM YUPEKICHHEM BO3BPALICHHOTO 3aKITIOYCHUS;

B) YyBEIOMJICHHE B THCHMEHHOW (opMe 3asBUTENST O TPUHITOM PEIICHHH 3aKa3HBIM
MOYTOBBIM OTHPABIIEHUEM C YBEIOMJIEHHEM O BPYyUYEHUHU WIH B (OpME AIEKTPOHHOTO AOKYMEHTA,
MOANKUCAHHOTO 3JIEKTPOHHOM MOANKCHIO, TUOO0 B AIEKTPOHHOMN (OpME MO TEIEKOMMYHHUKAIIHOHHBIM
KaHaJjiaM CBS3H C IPUJIOKEHUEM NepeoOopMIICHHOTO PErHCTPAIIMOHHOTO YAOCTOBEPEHHUSI (B Cllydae
BHECEHUSI U3MEHEHHUI B HETO) M paHee BBIIAHHOTO PETUCTPALMOHHOTO YAOCTOBEPEHUS C OTMETKON
0 €r0 HeICUCTBUTEIHHOCTH (C yKa3aHUEM JIaThl).

(1. 49 B pen. [loctanosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

49(1). OcHoBaHMSIMH JJI1 BBIHECEHHMs] OSKCIEPTHBIM  YUPEKICHHUEM 3aKIIOUYCHUS O
HEBO3MOKHOCTH BHECEHHUSI U3MEHEHHUI B JOKYMEHTHI, MPEIyCMOTPEHHbIE noamyHkTtamu "B" u "r"
nyHkTa 10 Hactosmux [IpaBui, sBistoTcs:

a) HEJIOCTOBEPHOCTh MPEJCTABIEHHBIX CBEJICHUI, 000CHOBBIBAIONINX BHECEHUE U3MEHEHH, B
TOM YHCJI€ BBISIBJICHHBIX PETUCTPUPYIOIIUM OPTraHOM IO pe3yibTaTaM roCyAapCTBEHHOTO KOHTPOJIsS
3a oOpalieHueM MEIUIIMHCKUX U3JIeIHIA;

0) OTCYTCTBHE B MpPEACTABICHHBIX 3asBUTEIEM JOKYMEHTAaX CBEICHHM, MOIATBEPKIAIOIINX,
YTO U3MEHEHHUS, BHOCUMBIE B JOKYMEHTBI, COAEPKAIMECS B PErHCTPAIMOHHOM JIOChE, HE BJIEKYT
M3MEHEHHE CBOMCTB U XapaKTEPUCTHUK, BIUAIOIIMX HA KaueCcTBO, 3(P(HEKTUBHOCTh U OE30MaCHOCTD
MEJHUIIMHCKOTO W3JIENHsI, UJIK COBEPILIECHCTBYIOT CBOMCTBA U XapaKTEPUCTUKU MPU HEU3MEHHOCTHU
(GYHKIIMOHATBHOTO Ha3HAUEHUS U (WJIHM) MIPUHIIMIIA ACWCTBUS METUIIMTHCKOTO U3/IETHSI.

(. 49(1) BBenen ITocranoBnenuem Ipasutensctea PO ot 31.05.2018 N 633)

49(2). Peructpupyromuii opran B TeueHue 2 pabodux AHEW CO JIHS MOJy4EHHUS 3aKITIOYCHUS
AKCMEPTHOTO YUYPEKIACHUS TMPUHUMAET PEIIeHHE O BO3MOKHOCTH (HEBO3MO>KHOCTH) BHECEHHS
W3MEHEHUU B JJOKYMEHTBI, COJIEpPKAIINECS B PETUCTPALIMOHHOM JIOChE, U YBEAOMIISIET O MPUHITOM
pEelIeHUN 3asBUTENS 3aKa3HBIM TOYTOBBIM OTIPABJICHHEM C YBEIOMJIEHUEM O BPYYEHUU WIU B
(dbopMe dIEKTPOHHOTO JOKYMEHTa, MOAMUCAHHOTO JEKTPOHHOM MOMAMUCKHIO, TUOO B AIIEKTPOHHOMN
(dbopMe 1o TeTeKOMMYHUKAITMOHHBIM KaHAIaM CBSI3U.

OcHoBaHHeM MJisi TIPUHSATHUSL PEIICHUsT 00 OTKa3e BO BHECEHUH W3MEHEHUH B JOKYMEHTHI,
COJIEpXKAIIUECs] B PETUCTPALMOHHOM JOChE, SIBIIAECTCSA IMOJIYYEHUE PETUCTPUPYIOLUIUM OPTraHOM OT
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AKCHEPTHOTO YUPESKJCHUS 3aKITIOUYCHUS O HEBO3MOXXHOCTH BHECEHHUS W3MCHCHHU B JOKYMEHTHI,
COJIepKAIUECS B PETUCTPALIMOHHOM JI0ChE METUIIMHCKOTO M3/IENHS.
(. 49(2) BBenen [locranornenuem IpaBurensctBa PO ot 31.05.2018 N 633)

50. Yrparun cuny. — [locranosnenue [IpaBurensctBa PO o1 31.05.2018 N 633.

51. B teuenue 1 pabouero naHsA NHOCiE€ MNPUHATHS PEIIEHUS O BHECEHUHM H3MEHEHHUIl B
JOKYMEHTBI, COJEpKAlllUeCs] B PETUCTPALIMOHHOM J0ChE, COOTBETCTBYIOIINE CBEJCHHS BHOCSTCS B
rOCYJIapCTBEHHBINA PEECTP B MOPAJKE, NPEAYCMOTPEHHOM NocTaHoBIeHHEM lIpaBurensctBa PO ot
19 urons 2012 r. N 615.

(B pen. Ilocranosnenwuii [IpaBurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

52. B ciydae yTpaThl perHCTPAMOHHOTO YIOCTOBEPEHUS WJIM €r0 IMOPYM 3asBUTEIb BIIPaBE
oOpaTHTBhCSI B PETHCTPUPYIOIIUNA OpraH C 3asBIIGHUEM O TPEIOCTABJICHUU JTyOJIMKaTa
PEruCTPAIIMOHHOTO YIOCTOBEPEHUS (asiee — 3asBIICHUE O TIPEIOCTABICHUHN TyOINKaTa).

B cmygae mopum perucTpalmMoOHHOTO YAOCTOBEPEHHUS K 3asBICHUIO O MPEIOCTaBICHUHU
TyONTKaTa MpHIIaraeTcsi ICIOPYEHHOE PETHCTPAMOHHOE YIOCTOBEPEHHE.

53. B teuenue 7 pabouyux AHEH cO JHS TMOJYYEHHs] TOKYMEHTOB, YKAa3aHHBIX B IyHKTE 52
HacTosiux IlpaBun, peructpupyrouuii opran odopmiser IyOIMKAaT —PEerucTpalioOHHOTO
YAOCTOBEpEHUsI Ha OJaHKEe PEruCTPAMOHHOTO YIOCTOBEPEHHS C TMOMETKaMu 'myonmukatr" u
"OpUTrMHAJI PETHCTPAIMOHHOTO YIOCTOBEPEHUS MPHU3HACTCS HEACHCTBYIOIIMM'" W BpYy4YaeT TaKOM
NyOIuKaT 3asBUTENIO WM HAMPABJISET €ro 3aKa3HbIM IMOYTOBBIM OTIIPABJICHUEM C YBEJIOMJICHHEM O
BpYUYEHUH.

(B pen. [locranosnenus [Ipasurenscta PO ot 17.07.2014 N 670)

54. Peructpupyrommuii oprad (QOpMHUPYET PETHCTPAIMOHHOE JIOChE W3  CICIYIOIINX
JOKYMEHTOB:

a) 3asBJCHHE O PErucTpalud U JOKYMEHTBI, MpPEeIyCMOTpEeHHble MyHKTOM 10 HacTosmmx
[IpaBuin, 3asiBIeHHE O BO30OHOBJIGHWU TOCYAAPCTBEHHOM PETUCTPAallMUd METUIIMHCKOTO HW3JENUS,
3ampockl U JOKYMEHTHI, ipeaycMoTperHbie myHkTamu 21(1) u 30 Hactosmux [IpaBun, 3asBiieHue o
BHECEHUU W3MEHEHUN U TOKYMEHTHI, IpeycMOTpeHHbIe MyHKTOM 38 HacTosiux [IpaBun, a Takxe
3asiBJICHHE O MPEJA0CTaBICHUU AyOIUKaTa;

(B pen. Ilocranosnenwuii [1paBurensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

0) xKomus 3aJaHUs Ha MPOBEICHUE SKCIEPTU3bI KauecTBa, d(H(HEeKTUBHOCTH M OE30MaCHOCTH
MEIHUIIMHCKOTO U3eHs, 0(QOPMIEHHOTO PETUCTPUPYIOITUM OPraHOM;

B) Komusg OG(OPMIEHHOTO PErUCTPUPYIONIMM OPraHoOM pa3pelieHus Ha MPOBEICHHE
KIIMHUYECKUX UCTIBITAHUN MEIULIMHCKOTO U3/,

I') 3aKII0YEHHUs, OQOPMIICHHBIE SKCIEPTHBIM YUYPEKICHHEM IPHU MPOBEACHUU IKCIEPTU3BI
KauecTBa, 3pPpeKTUBHOCTU U 6€30MaCHOCTH MEAUIIMHCKOTO U3/IENNS;

1) KOTIMU TIPUKA30B, 0()OPMIICHHBIX PETUCTPUPYIOIINM OPTraHOM;

€) KOMHUS PETHCTPAIMOHHOTO  YIOCTOBEPEHHS WM  YBEAOMJICHHH, O(OPMIIEHHBIX
PErUCTPUPYIOLIUM OPraHOM;

) KOMHUS TyONUKaTa PerucTPalliOHHOTO yIOCTOBEPEHHS, 0(hOPMIEHHOTO PETUCTPUPYIOIIUM
OpraHoM.

55. Yrpatun cuny. — [locranosnenue IpaBurenscrea PO ot 31.05.2018 N 633.

55(1). OcHoBaHMSMH Ui BBIHECEHHS OKCHEPTHBIM YUPEXKJECHHUEM 3aKJIIOUEHHUS O
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nyn n_mn

HEBO3MOKHOCTH BHECEHHS] M3MEHEHUH B JOKYMEHTHI, IPEIYCMOTPEHHBIEC MOANyHKTaMu "B" U T
nyHkTa 10 Hacrosmux IlpaBun, sBistiroTcs:
a) HEZIOCTOBEPHOCTD NPECTABICHHBIX CBEJICHH, 000CHOBBIBAIOIINX BHECEHUE U3MEHEHHIA;
0) OTCYTCTBHE CBEJCHUH, MTOATBEP)KIAIONINX HEM3MEHHOCTh (DYHKIIMOHAILHOTO Ha3HAUCHUS U
(WiM) TpUHOMNA JIEHCTBHS MEIUIIMHCKOTO H3JIeNUs, B CBSI3M C BHOCHUMBIMH W3MEHEHHSMHU B
JTOKYMEHTAIHIO.
(. 55(1) BBenen IlocranoBnenuem [paButensctea PO ot 17.07.2014 N 670)

55(2). AG3anbl niepBeIii — BTOpOi yrpatmwin cuiry. — [loctanosiienue IlpaBurensctBa PO ot
31.05.2018 N 633.

XpaHEeHHE PEruCTPALMOHHOTO JIOChE OCYIIECTBISIETCS PErUCTPUPYIOIIMM OpPraHoM B
MOPSIKE, YCTAHOBJIEHHOM 3aKOHOATENhCTBOM P® 00 apXuBHOM Jere.
(. 55(2) BBenen IlocranoBnenuem IpasurensctBa PO ot 17.07.2014 N 670)

56. B peructpaniuOHHOM yJOCTOBEPEHHUH YKa3bIBAIOTCS CIAEAYIOIINE CBEACHHUS:

a) HaMMEHOBAaHWE MEIUIIMHCKOTO M37eNus (C yKa3aHuEM MPHHAIIC)KHOCTEH, HEOOXOMMBIX
JUTSI IPUMEHEHUST MEUITMHCKOTO M3/EINS 110 Ha3HAYEHHIO);

0) Jara TOCYIapCTBEHHOW PEruCTpalid MEAWIIMHCKOTO H3JENHS U €r0 PErucTpaiMOHHBIN
HOMeEp;

B) B OTHOIICHUM JIUIA, HA WUMs KOTOPOTO BBIJIAHO PETHCTPAIIMOHHOE YIOCTOBEpPEHUE,
MOJHOE M (B CiIy4ae, €Cld HMMEETCs) COKpPAIleHHOE€ HAaWMMEHOBAaHHWE, B TOM 4HCIEe (PUPMEHHOE
HauMEHOBaHHUE, OPraHMU3alMOHHO-TIpaBoBast (opMa IOPUIMYECKOrO JMIAa M aJpec MecTa €ro
HaXO0XJACHUA UM pamMuius, UMs U (B cilydae, eciiM UMEeTCs1) OTYECTBO, a/IpeC MecTa KHUTEIbCTBA
MHIUBUAYAIBHOTO MIPEeANPUHUMATEIIS;

(. "B" B pen. ITocranosienus IIpasurensctBa P® ot 31.05.2018 N 633)

I') B OTHONICHWW TPOU3BOAMTENS (M3TOTOBUTENS) — TMOJHOE W (B Ciydae, €Clid UMEeTCs)
COKpAallleHHOE€ HAauMEHOBaHHWE, B TOM uucie (UPMEHHOE HAMMEHOBAHWE, OPraHU3aLUOHHO-
npaBoBas ¢opMa U aJpec MecTa HaXOXKJIeHUs win Gamuius, uMsa U (B ciaydae, €Clid MMEeTcs)
OTYECTBO, aJJPEC MECTA KUTEJIbCTBA MHIUBUAYAILHOTO MIPEAIPUHUMATES;

(B pen. Ilocranosnenwuii [IpaputensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

1) MECTO MPOU3BOICTBA MEAUIIMHCKOTO U3JIENHNS;

€) HOMEp PErucTPAMOHHOTO JJOChE;

K) yrpatii cuity. — [loctanoBnenue [IpasutensctBa P® ot 31.05.2018 N 633;

3) KJacc MOTEHLHUATbHOIO PUCKA MPUMEHEHUS METUIIMHCKOTO H3JENHs B COOTBETCTBHH C
HOMEHKJIATYpHOH KilaccupuKaluued MEIUIIMHCKUX U3JeNul, yTBepKAaeMol MMHHCTEPCTBOM
3apaBooxpaneHus PO;

n) xox OO6mepoccuiickoro kiaccudukaropa MPOAYKIMH IO BHAAM JIKOHOMUYECKOM
JeSITeIbHOCTH.

(. "u" B pen. [locranonenus [IpaputensctBa PO ot 10.02.2017 N 160)

[Ipumeuanue.
I1. 57 (B pen. [loctanonenus [IpaBurensctBa PO ot 24.11.2020 N 1906), He mpuMeHsIETCS K

MIPABOOTHOLIEHUSM [0 TOCYIApPCTBEHHOW PETUCTpallMyd MEAMLIMHCKUX WM3/EIUNA, BO3HUKIIUM 0
05.12.2020.

57. Peructpupyromuii oprai NpuHUMaeT pelieHrue 00 OTMEHe rocyIapCTBEHHON PerucTpaltuu
MEJUIIMHCKOTO U3/IEIHS B CIEAYIONINX CIyqasX:
a) mojlaua 3asBUTEJIEM 3asBJICHUS 00 OTMEHE rocyJapCTBEHHON PErucTpalii MEAULUHCKOTO
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U3JIeN1s;

0) BBIHECEHHE CYyJOM peIICHUS O HapyUIeHWH IpaB MpaBoOOJIAfaTeNss Ha pPe3yJIbTaThl
MHTEJUIEKTYaJIbHOM AEATEIbHOCTH M NPUPABHEHHbIE K HUM CpPEIACTBA MHAMBUAYAJIU3aLUU NpU
oOpamieHny MeTUIIMHCKAX U3]IENNH;

B) MpeJCTaBlieHuEe YHoJHOMO4YeHHbIM IlpaButensctBoMm P® QenepanbHbIM  OpraHom
HCIIOJIHUTENBHOM BJIACTH MO PE3Yy/bTaTaM OCYILLECTBISEMOr0 UM IOCYJapCTBEHHOTO KOHTPOJIA 3a
oOpamieHrneM MEIUIMHCKUX W3/CIHNA, CBEICHHH, MOATBEPKAAIOMNX (PAKTBI U O0OCTOATENbCTBA,
CO3/AI0ILKE YTPO3Y KU3HU U 3/I0POBBIO T'PaXK/1aH U MEIULUHCKUX PaOOTHUKOB IPU MPUMEHEHUH U
AKCIUTyaTallui MEIULUHCKUX U3ETIUi;

I') BBISIBJICHUE PETUCTPUPYIOIIUM OPraHOM IO Pe3ylbTaTaM TrOCYAapCTBEHHOTO KOHTPOJIS 3a
oOpallleHneM MEJUIMHCKUX U3JIeNA HEJOCTOBEPHOCTH CBEACHUN B IOKYMEHTaX, COAEpIKAILUXCS B
PErUCTPAllMOHHOM JIOCh€, MPEJICTaBICHHbIX 3asBUTEJIEM M MOBIMSIBIIMX Ha PE3YJIbTaTh
AKCIIEPTU3BI KauecTBa, YPPEKTUBHOCTH M O€30MIaCHOCTH METUIIMHCKOTO H3CIINS;

(nm. "r" BBeaeH [locranoBnenuem IIpaBurtensctea PO ot 31.05.2018 N 633)

1) TIOJIy4E€HHUE PETUCTPUPYIOLIUM OPTraHOM 3aKJIFOUEHUN AKCIEPTHOTO YUPEKACHUS O TOM, YTO
coJiepKaliecsi B TOCYAApCTBEHHOM peecTpe WHCTPYMEHT, ammapar, npubop, obOopynoBaHue,
MaTepuag ¥ Ipoure H3JeNHs Mo cBoeMy (YHKIMOHAIbHOMY HAa3HAYeHHMIO M (WJIM) MPUHIUILY
JEHUCTBUSL HE MOTYT MPUMEHSATHCS B MEAUITMHCKHUX IENAX U (WIK) HE SBISIOTCS MEIUIIMHCKUMU
m3nenusiMu. Takoe 3akiIloYeHHe TpEACTaBIIAeTCs (HarpaBisieTcs)) SKCHEPTHBIM YUpPEXKJIEHUEM B
peructpupyromuii opran B TedeHue 10 pabounx AHEW co JOHS MOCTYIJICHUS B SKCIEPTHOE
YUPEXKJIEHHE COOTBETCTBYIOIIETO 3aJJaHHsI PETUCTPUPYIOIIET0 OPraHa ¢ MPHIIOKEHUEM TOKYMEHTOB
PEruCTPALMOHHOIO JIOChE;

(mo. "a" BBemen IlocranoBnenumem IlpaButensctBa P® ot 31.05.2018 N 633; B pen.
[TocranoBnenus [IpaBurensctBa PD ot 24.11.2020 N 1906)

€) HaJlMuyue OCHOBAaHWMM, yka3aHHbIX B NyHKTe 57(17) mactosimux I[lpaBwi (B OTHOIICHHH
MEUIIMHCKOTO U3/IEJHsl, BKIIOUEHHOTO B IIEPEUEHb);

(rm. "e" BBeneH IlocTanoBnenuem IpaButenscta PO ot 18.03.2020 N 299)

) HENpEeJCTaBIICHUE 3asBUTENIEM IOKYMEHTOB, YKa3aHHbIX B myHkre 57(10) Hacrosmmx
[IpaBun (B OTHOIIEHUH MEAUIIMHCKOTO U3JIENNS, BKIIFOYEHHOTO B II€PEUCHB);

(. "x" BBenen ITocranoBnenuem IlpasurenscrBa PO ot 18.03.2020 N 299)

3) NPUHATHE [BaXJbl PETHUCTPUPYIOIIMM OPraHOM pEIIeHHs O BO3BpaTe IJOKYMEHTOB B
cooTBeTcTBUU ¢ TyHKTOM 57(13) Hactosmux IlpaBun (B OTHOIICHWM MEAMIIMHCKOTO W3JICIHS,
BKJIFOUEHHOTO B IEPEYECHb);

(rm. "3" BBeneH [locranoBnenueM IpaBurensctBa PD ot 18.03.2020 N 299)

M) HeMNpeJCTaBlIeHWE 3asBUTEIEM JOKYMEHTOB, MPEAYCMOTpPEHHBIX myHKTOM 57(10)
Hactosiux IlpaBuin, B Teyenue 50 paGouux AHEW CO AHSA MPUHATUS PETHCTPUPYIOIIUM OPraHOM
pelieHus O BO3BpaTre JOKYMEHTOB B COOTBETCTBUM C myHKTOM 57(13) mactosmux [IpaBun (B
OTHOIICHUH MEJUIIMHCKOTO U3/IEJHs, BKIIOUEHHOTO B IIEPEYCHb);

(. "u" BBeneH [loctanonenuem IIpaButensctBa PO ot 18.03.2020 N 299)

K) UCKJIFOUEHHE MEIUIIMTHCKOTO U3AEIHS U3 MePEUHs.

(nm. "x" BBeneH [locranoBnenuem [IpaButensctBa PO ot 18.03.2020 N 299)

57(1). T'ocynapcTBeHHasi peruCTpalusi MEIUIIMHCKOTO W3JEJHs, BKIIOYEHHOTO B TMEpEUYcHb,
MIPOBOJUTCS OJHOKPATHO B OTHOIICHWH OJHOTO HAMMEHOBAHUS MEIUIIMHCKOTO H3JENus OJHOTO
MPOU3BOIUTENS (M3TOTOBUTENS).

(m. 57(1) BBeneH IlocranosnenueM IIpaBurensctBa PO ot 18.03.2020 N 299)

57(2). Jns rocymaapCTBEHHOW pErucTpalvy MEAWIIMHCKOTO W3/eTHs, BKJIIOUEHHOTO B
MepeyueHb, 3asABUTENb MPEJICTABIsIeT MO0 HAMpPaBIseT B PETUCTPHUPYIOMIMNA OpraH 3asBIIEHUE O
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perucTpamy, a TaKxke CIeAYIINe JOKYMEHTHI:

a) KOIus JIOKyMEHTa, MOJATBEP)KIAIOIIEr0 IMOJHOMOYMS YIIOJIHOMOYEHHOIO IMpEACTaBUTENSA
IIPOU3BOAUTENS (U3TOTOBUTENIA);

0) TexHUYecKasi JOKYMEHTALUsI IPOU3BOAUTENS (M3TOTOBUTEINSI) HA MEAULIMHCKOE U3/EIHUE;

B) OKCIUIyaTallUOHHAs JOKYMEHTAalUs IPOU3BOAUTENS (M3rOTOBHUTENS) HAa MEIAULMHCKOE
u3Jenve, B TOM 4HCIE HMHCTPYKLUHSA IO TNPUMEHEHHIO WM PYKOBOJCTBO I0 3KCILTyaTalUH
MEJUIIMHCKOTO U3/1ETHS;

r) ¢ororpaduyeckne u300pakeHHUsT OOMIETO BHUAA MEIUIIMHCKOTO H3JIENUs BMECTE C
MIPUHAUIEKHOCTSIMU, HEOOXOUMBIMU Ul NPUMEHEHUS MEIULMHCKOTO U3JENus MO0 Ha3HAYEHHIO
(pazmepom He MeHee 18 Ha 24 canTUMETpA);

1) OIIUCh IOKYMEHTOB.

(n. 57(2) BBenen IlocranoBnenuem IIpaBurensctBa PO ot 18.03.2020 N 299)

57(3). B caydae ecnu JOKYMEHTHI, yKazaHHble B ITyHKTax 57(2) u 57(10) nactosiux [Ipasu,
COCTaBJICHBI Ha HWHOCTPAHHOM S3BIKC, OHU MPCACTABIAIOTCA C 3aBCPCHHBIM B YCTAHOBJICHHOM
MOPSIZIKE TIEPEBOJOM Ha PYCCKHH SI3BIK.

(n. 57(3) BBenen [locranornenuem IpasurensctBa PO ot 18.03.2020 N 299)

57(4). 3asBneHue o0 perucTpaniy U T0KyMeHThI, IpeaycMoTpeHHble myHkTamu 57(2) u 57(10)
HacTosiux [lpaBui, MpencTaBisIOTCS 3asABUTEIEM B PETUCTPUPYIOIIUMN OpraH Ha OyMakHOM
HOCHUTENIE HEMOCPEICTBEHHO WJIM HAMpaBJSIOTCS 3aKa3HbIM IOYTOBBIM OTIPABICHHEM C
YBEIOMJICHUEM O BPYYCHMM U ONMCHIO BJIOXEHHUS JIMOO B AJIEKTPOHHOM (popMe, MOIMMCAaHHBIE
3JIEKTPOHHOM MOJIMUCHIO.

Perucrpupyromuii oprai NpuHUMAET 3asBJICHHE O PETUCTPALMM U YKa3aHHbIE JOKYMEHTHI 10
OIHCH, KOMHS KOTOPOM C OTMETKOM O JlaTe ImpueMa 3TUX 3asBJICHUS U JOKYMEHTOB B JIeHb IIpHEMa
BpYy4aeTCsl 3asABUTENII0 WM HANpaBseTcs €My 3aKa3HbIM IIOYTOBBIM OTIIPABIEHUEM C
YBEIOMJIEHUEM O BPYYEHHUU JINOO B ANIEKTPOHHON (OpMe MO TEIEKOMMYHHUKALMOHHBIM KaHalaM

CBSI3H.
(. 57(4) BBenen [locranornenuem [IpaBurenscrta P® ot 18.03.2020 N 299)

57(5). Peructpupytoniuii opran He BpaBe TpeOOBaTh OT 3asBUTENS YKa3bIBaTh B 3asBJICHUU O
perucTpaiuy CBeJIeHUs, He NMPeayCMOTPEHHbIE MyHKTOM 9 Hacrosmux [IpaBui, W mpeacTaBisTh
JOKYMEHTBI, HE TTpeaycMoTpeHHbIe myHKTaMu 57(2) u 57(10) nacrosmux [IpaBui.

(. 57(5) BBenen [locranoBinenuem IlpaButenscTBa PO ot 18.03.2020 N 299)

57(6). B oTHOWmIEHHMH MEIUIIMHCKOTO W3JCNUs, BKIOYEHHOIO B TEpeYeHb, B TEYCHUE 3
pabouux JHEH CO JTHS MOCTYIUICHUS 3asBJICHUS O PETUCTPAIIMKM U IOKYMEHTOB, MTPEIYCMOTPEHHBIX
nyHKToM 57(2) Hactosimux IlpaBui, perucTpupyromuil opraH MPOBOIMT MPOBEPKY IMOJHOTHI U
JOCTOBEPHOCTH COJICPKAIIUXCSA B HUX CBEICHHIA, B TOM YHCIIE ITyTEM CPABHEHHs TaKUX CBEICHUHN
CO CBEICHHUSAMH, TMPEICTABICHHBIMH B TMOPSAAKE MEXKBEIOMCTBEHHOTO HWH(POPMAIIMOHHOTO
B3aUMO/ICHCTBUSI.

(. 57(6) BBeneH IlocranoBnenueM IIpaButensctBa PO ot 18.03.2020 N 299)

57(7). B cnyuyae eciu B OTHOLIEHMM MEIUIMHCKOTO HW3JENUsS, BKIIOYEHHOTO B IEPEYEHb,
3asBJICHHE O PErHCTPALUHU O(POPMIIEHO C HapylIEHHEM I0JIOKEeHHUH myHkTa 9 HacTosmux [IpaBun u
(uu) B 3asiBJIGHUM yKa3aHbl HEJIOCTOBEPHbIE CBEIEHUS JHOO JOKYMEHTHI, MpEeayCMOTPEHHbIE
nyHKToM 57(2) Hactosimux [IpaBui, mpeacTaBieHbl HE B IOJHOM 00beMe, pErUCTPUPYIOIIUI OpraH
BPYYaeT 3asSBUTEIIO YBEJJOMJICHHE O HEOOXOIMMOCTH YCTPAHEHHUS BBISIBICHHBIX HAPYLICHUH B CPOK,
HE MpeBbIAIMmUN 5 pabounx JHEH, 100 HaNpaBiIIeT TaKOe YBEJOMJICHHE 3aKa3HBIM IMOYTOBBIM
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OTHpAaBJICHUECM C YBCAOMJIICHHUEM O BpYYCHUU MM B q)opMe 9JICKTPOHHOTO JOKYMCHTA,
MOAMMCAHHOTO 3JICKTPOHHOU MOANMKCHIO, TUOO0 B AIIEKTPOHHOUN (OpME MO TEICKOMMYHHKAIIHOHHBIM
KaHaJjaM CBSI3H.

(. 57(7) BBenen [locranoBnenuem I[paBurenscta PO ot 18.03.2020 N 299)

57(8). B oTHOImIEHHH METUIIMHCKOTO W3NS, BKIOYEHHOTO B TIEPEUYEHb, B CPOK, HE
MPEBBIIAIONIIMN 5 pabounx AHEW co JHS NPEACTABICHUS HaajexalmuM oOpa3oM 0(pOpPMIEHHOTO
3asIBJICHUS O PETHCTpPAllMU U TIOKYMEHTOB, NPEAYCMOTPEHHBIX MyHKTOM 57(2) Hacrosmux [IpaBu,
B IIOJIHOM 00BEME, a TaKkXKe B CiIydae YCTPaHEHMs] B CPOK, YCTaHOBJIEHHBbIN NyHKTOM 57(7)
HacTosiux [IpaBui, BeIABIEHHBIX HApYIIEHUH U (WJIM) IPEICTABICHUS HEJOCTAIOUIUX JOKYMEHTOB
PETUCTPUPYIOIIMI OpraH OCYLIECTBIISIET CAEAYIOIINE MEPOTIPUATHS:

a) MPUHATHE PEIICHUSI O TOCYNAapCTBEHHOW PETUCTPAllMU MEIUILMHCKOTO H3AENusl, KOTOpoe
oopmIIsieTcs PUKA30M PErUCTPUPYIOIIETO OpPraHa;

0) odopmieHre U BblAaya (HampaBJI€HME 3aKa3HbIM [IOYTOBBIM OTIPABIEHUEM C
YBEJOMJICHUEM O BPYYEHHUH UM B (POpME 3JIEKTPOHHOTO JTIOKYMEHTA, MOMUCAHHOTO 3JIEKTPOHHOMN
MOAMNUCHIO, INOO Tepeaaya B AIEKTPOHHON (popMe MO TeTeKOMMYHUKAIMOHHBIM KaHaJlaM CBSI3U)
3asIBUTEIII0 PETUCTPAIIMOHHOTO YI0CTOBEPEHUSI.

(. 57(8) BBenen [locranornenuem IpaBurensctBa PO ot 18.03.2020 N 299)

57(9). B ciy4ae ecnu B OTHOIICHHUH MEIUIIMHCKOTO H3JENHsI, BKIIOYECHHOTO B IMEpPEYCHb, B
CpPOK, YycTaHOBJIeHHbI myHKTOM 57(7) Hacrosiuux IlpaBui, He ycCTpaHEHBI BbISIBJICHHbBIE
HapylieHus W (WiIM) He MpeAcTaBiIeHbl HEOOXOAMMBbIE JOKYMEHTHI, PErHCTPUPYIOIIUN OpraH
MIPUHUMAET PELICHUE O BO3BpAaTE 3asBJICHUS O PETHCTPALMHA M JOKYMEHTOB, IPELYCMOTPEHHBIX
nyHkToM 57(2) Hactosmux [IpaBui, ¢ MOTUBHPOBAaHHBIM 00OCHOBAaHHEM MIPUYHUH BO3BpATa.

B ciydae oTCyTCTBUS MEAMLMHCKOTO H3JENus B MepedyHe W (WJIM) HapyIICHUs MOJIOKEHUN
nynkra 57(1) mactosimux [IpaBuil perucTpupyronuidi OpraH NPUHUMAET PEIICHHE O BO3BpaTe
3asBJICHUS O PETUCTPAIIMU M JOKYMEHTOB, NMPEAYCMOTPEHHBIX MyHKTOM 57(2) HacTosimux [Ipasun,
C MOTHBHUPOBAHHBIM 00OCHOBAaHUEM MPUYUH BO3BpATa.

(. 57(9) BBenen [locranorienuem IpaButensctBa PO ot 18.03.2020 N 299)

57(10). B cpok, e npepimatonuii 150 pabouux gHEH o JHS rOCYIapCTBEHHON pEerucTpaun
MEIUIIMHCKOTO U3JIeNHsl, BKIIOYEHHOIO B TEpeueHb, 3asBUTEIb O0O0s3aH MPEACTaBUTH B
PEruCTPUPYIOUIUI OPraH CIeAYUUEe JOKYMEHTHI:

a) KOMusl JOKYMEHTa, MOJTBEP)KIAIOIIET0 MOJHOMOYUS YIIOJTHOMOYEHHOTO MpEACTaBUTENS
MIPOU3BOIUTENS (M3TOTOBUTENIA);

0) cBeJIeHHs] 0 HOPMATUBHOM JOKYMEHTAIIMH Ha MEAUIIMHCKOE U3JICIHE;

B) JIOKyMEHTHI, yKa3zaHHbIe B moAmyHkTax "0", "B" u "r" mynkra 57(2) nacrosumx [Ipasun (B
cllydae BHECEHHUS B HMX M3MEHEHHS MO pe3ylbTaTaM IPOBEICHHBIX HCIBITAHUM (HCCIeAOBaHUMN)
MEJUIIMTHCKOTO M3ETus);

I') JOKYMEHTBI, MOJTBEPXAAIOUINE pe3ylbTaThl TEXHUYECKUX MCIBITAHUN MEIUIIMHCKOTO
U3JeNnus,  BbIaHHBIE  (ellepalbHbIM  TOCYJApCTBEHHBIM  OIO/DKETHBIM  yUpeXJAEHUEM
"Bcepoccuiickuil  HAy4HO-UCCIIEOBATEIIbCKMM M MCHBITATENIBHBIM  MHCTUTYT MEIULUHCKON
TexHuKn" PenepanabHON CiIykObI 0 HA/30PY B cepe 3paBOOXpaHEHNUs (J1anee — yupexaeHue);

1) JIOKyMEHTBI, MOJTBEPXKJAIOIINE Ppe3yJabTaThl TOKCHKOJIOTMYECKMX HCCIIEI0BaHUIM
MEIUIMHCKOTO M3AENUs, MCIOJIb30BAaHUE KOTOPOrO IPEAINOJAracT HaJu4Yhe KOHTaKTa ¢
OpPraHU3MOM YEJIOBEKA, BBIIAHHBIE YUPEKICHUEM;

€) IOKyMEHTbI, OATBEPKAAIOIINE PE3YIbTAaThl UCIBITAHUNA MEAUIIMHCKOTO M3JEIHS B LENAX
YTBEP)KJCHUS THUIA CPEACTB W3MEPEHUH (B OTHOIIEHWH MEIUIMHCKUX W3JENUH, OTHOCSIIUXCS K
CpeAcTBaM H3MepeHuil, B cdepe TOCYAapCTBEHHOTO pEryIMpOBaHHUS OOeCHeueHHs €IUHCTBA
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U3MEpPEHUH, IepeueHb KOTOPBIX yTBEpkKAaeTcsi MUHUCTEPCTBOM 31paBooxpaHeHus PD), BblaHHbIE
YUPEKICHUEM;

) JOKYMEHTBI, MOJATBEPKAAIOLIME PE3YIbTAThl KIMHUYECKMX HCIBITAHUA MEIULUHCKOTO
U3JIeNusl, TPOBEJEHHBIX B  MEAMLMHCKOM  OpraHuM3allid  TOCYJAapCTBEHHOW  CUCTEMBbI
3paBOOXpPaHEHU, OTBEYaroUIeH TpeOOBaHUAM, YTBEPKIACHHBIM MuHuncrepcTBOM
3apaBooxpaHeHnus PO;

3) KONUHM JIOKyMEHTOB, IOATBEPXKAAIOIIMX KAYeCTBO JIEKAPCTBEHHOI'O Ipernapara,
(dapMareBTHUECKONH  CyOCTaHIIMM, OHMOJIOTUYECKOrO0 MaTepualla W HWHOTO  BEIIeCTBa, C
HCII0JIb30BAHNEM KOTOPBIX ITPOU3BEIEHO MEIULIMHCKOE U3JIENNE WU KOTOPbIE BXOJST B €r0 COCTaB
W TpelHa3HayeHbl Ui NPUMEHEHHUS TOJIBKO C YYE€TOM Ha3HAYEHHUsS METUIMHCKOTO H3Aemus,
OTIPEJICIEHHOTO IPOU3BOJUTENIEM, U BBIJIAHHBIX B COOTBETCTBUU C 3aKOHOJATEIBCTBOM CTPAHbI
MIPOUCXOXKACHUS JIEKAPCTBEHHOTO TMpernapara, (papmalneBTHYeCKOd cyOcTaHIMU, OMOJIOTMYECKOro
MaTepuaia U HHOTO BEIleCTBa;

1) OpUTHHAJ PErUCTPAIIMOHHOTO YIOCTOBEPEHUS;

K) OIMCh TOKyMEHTOB.

(n. 57(10) BBeaen [loctanosnenuem IlpaBurenscrea PO ot 18.03.2020 N 299)

57(11). B Teuenue 5 pabouux AHEW CO JHS MOCTYIUIEHHS JOKYMEHTOB, MPEIYCMOTPEHHBIX
nyHkToM 57(10) Hacrosmux IlpaBun, perucrpupyromuii oprai IpoBOAUT MPOBEPKY IMOJHOTHI U
JIOCTOBEPHOCTH COJEpKAIIUXCSI B HUX CBEACHUMN, B TOM YHCJIE IIyTEM CPaBHEHUS TaKUX CBEJIECHUI
CO CBEJEHUSIMHU, COJEp)KallUMHCS B BBIJAHHOM B COOTBETCTBUU C Hactosuumu [lpaBunamu
PETHCTPALIMOHHOM YJOCTOBEPEHMM HAa MEAMLMHCKOE H3JENHE, BKIIOYCHHOE B IEPEYEHb, a TAKKE
IIPEJCTABICHHBIMU B OPSIKE MEKBEIOMCTBEHHOTO MH()OPMAIITMOHHOTO B3aUMOICHCTBHUS.

B cinyuae ecnm  ykazaHHbIEe JIOKYMEHTBI IIPEICTaBICHBI HE B IIOJHOM 00beMe,
PETUCTPUPYIONIUH OpPTaH BpyJaeT 3as BUTEIIO YBEIOMIIEHHE O HEOOXOIUMOCTH B 30-THEBHBIN CPOK
YCTPAHUTh BBISABICHHBIE HApYIIEHUS M (MIM) MPEICTaBUTh HENOCTAIOIIME JOKYMEHTBI JIHOO
HaIpaBJIIeT TAaKOE€ YBEIOMJICHHE 3aKa3HbIM IIOYTOBBIM OTIIPABICHHEM C YBEAOMIICHHEM O
BPYYEHUU WU B (JOPME NIEKTPOHHOI'O JTOKYMEHTA, MOJIMCAHHOIO 3JEKTPOHHOM MOIIHUCHIO, JIHO0
B JIEKTPOHHOH (hOopMe MO TEIIEKOMMYHHMKALIMOHHBIM KaHaJaM CBSA3H.

YBegomiieHHEe B ciy4yac €ro HalpaBJICHHUs 3aKa3HBIM IIOYTOBBIM OTIIPABICHUEM CYMTAETCS
MOJIy4EHHBIM 110 ucTeueHnu 10 paboumx IHEH co AHS HanpaBIeHUs YBEIOMIICHHUS.

(. 57(11) BBenen Ilocranosnennem [IpaButennsctBa PO ot 18.03.2020 N 299)

57(12). B Teuenue 3 pabouux AHEW CO IHS MPEICTABICHUS B IOJHOM O0BEME JIOKYMECHTOB,
npenycMoTpeHHbix myHkToM 57(10) macrosimux [lpaBwi, a takke B ciydae ycrpaneHus B 30-
JTHEBHBII CPOK BBISBJICHHBIX HapylIeHH U (WIK) rpencTaBieHus B 30-THEBHBIA CPOK JOKYMEHTOB,
npeaycMOTpeHHbIX TyHKTOM 57(10) Hactosimmx [IpaBuii, perucTpupyromuil opraH NpPUHHUMAET
pelieHHe O Hayaje MPOBEACHUS OJKCIEePTU3bl KadecTBa, 3()(EeKTHBHOCTH W 0E301acHOCTH
MEUIIUHCKOTO U3/ICIUS, BKIIFOYCHHOTO B ITEPCUCHb.

(m. 57(12) BBeaen [loctanosnenuem IIpaBurensctea P® ot 18.03.2020 N 299)

57(13). B cnyuae ecnu B 30-AHEBHBIN CPOK HE YCTPaHEHBI BBISIBICHHBIC HAPYILICHUS U (W)
HE TMpeACTaBIEHbl HEAOCTAIONINE JOKYMEHTHI, PETUCTPHUPYIOIIUNA OpraH MPUHHUMAET PEIIeHHEe O
BO3BpaTe JOKYMEHTOB, MpeaycMOTpeHHbIX MyHKTOM 57(10) wHactrosmux I[lpaBum, ¢
MOTHBUPOBAaHHBIM 000CHOBaHHEM MPUUMH BO3Bpara.
(m. 57(13) BBenen [locranoBnenuem IIpaBurensctBa P® ot 18.03.2020 N 299)

57(14). B teuenue 3 pabouux IHEH cO JAHSA NPUHATHS pEIIEHUS O Hayaue IPOBEACHUS
HKCIEPTHU3bl KauecTBa, dPPEKTUBHOCTH U 0E30MACHOCTH MEAMLMHCKUX HM3AETIHH, BKIIOUEHHBIX B
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MepeueHb, PETUCTPUPYIONIUI opraH o(OpPMIISET M BBIIACT 3aJaHWE HA MPOBEICHUE DKCIEPTU3BI
KauecTBa, 3pPpeKTHBHOCTH U OE€30MMACHOCTH MEAUIIMHCKOTO U3JIENIHS SKCIIEPTHOMY YUPEKICHUIO.
(. 57(14) BBenen Ilocranosnenuem llpaBurensctBa PO ot 18.03.2020 N 299)

57(15). Dkcneptu3a kauecTBa, d(PPeKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO H3JIEIHs,
BKJIFOUEHHOTO B IIEPEUYEHb, IPOBOAUTCSA B COOTBETCTBUU C NOJANYHKTOM "0" myHkTa 21 HacTOsIIMX
[IpaBuir.

(. 57(15) BBenen [locranosnenunem IpaButensctBa PO ot 18.03.2020 N 299)

57(16). B cpok, He mpeppimaromuii 10 paboyux mHEW CO JHS TOJYYEHHUS 3aKJIIOYCHHS,
yKa3aHHOTO B MyHKTe 33 Hactosmux [IpaBui, perucTpupyroniuii oprad OCyIIeCTBISET CASAYIOIINE
MEPOTIPUSTHS:

a) OIEHKA 3aKJIFOUEHHUsS DKCIEPTHOTO YUPEKICHUS JUIS ONPEICIICHUS €ro COOTBETCTBUS
3a/IaHUI0 Ha MPOBEJIEHUE YKCIEPTU3bl KauecTBa, 3(H(HEKTUBHOCTH M OE30TIACHOCTH MEIUITUHCKOTO
W3JIeNHsl, BKIIFOUEHHOTO B TIEpEYCHb. B cCllydae YCTaHOBJIGHHS HECOOTBETCTBHSI 3aKITFOUCHUS
AKCIIEPTHOTO YUPEKIACHHUS YKa3aHHOMY 3aJaHUI0 TaKOE 3aKIIOYCHUE BO3BPAIIAETCS B IKCIIEPTHOE
yupexaeHue Ha I0pabOTKy, CpPOK KOTOPOWM COCTaBiisieT He Oonee 2 pabouymx 1OHEH CO JHS
MTOJTYYEHUS SKCTIEPTHBIM YUPEXkKJICHUEM BO3BPAIICHHOTO 3aKITIOUCHHS;

0) TPUHATHE PEIICHUS O IMOATBEP)KICHUU TOCYTAPCTBEHHOW PErHCTpaIldd METUITTHCKOTO
W3JICNHsI, BKITIFOUEHHOTO B IEpPeUeHb, a Takke o(opmileHHnEe YBEIOMIICHUS O TIPHHITOM PEIICHUH U
BbIJlada (HAIpaBJICHWE 3aKa3HBIM IMOYTOBBIM OTIIPABJICHUEM C YBEJIOMJICHHEM O BPYYCHHH WA B
(dbopMe BIIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO 3JEKTPOHHOM MOJMUCKHIO, MO0 mepedada B
ANIEKTPOHHOU (hopMe Mo TeTeKOMMYHUKAIIMOHHBIM KaHalaM CBSI31) €ro 3asBUTEIIO C MPHUIIOKEHUEM
nepeoopMIIEHHOTO PErUCTPALIMOHHOTO YIOCTOBEPEHHUS;

B) MPUHATUE pEIIeHUsS 00 OTMEHE TOCyJapCTBEHHOW pErucTpaniu MEAUIMHCKOTO H3Aeus,
BKJIIOUEHHOTO B IepeueHb, KOTOpoe oGopMIisieTcs MNPUKA30M PETrUCTPUPYIOIIEr0 oOpraHa, ¢
U3BATHEM paHee BBIJAHHOTO PEruCTPAllMOHHOTO YJOCTOBEPEHHS U YBEAOMJICHHEM 3asBHUTENS O
MIPUHSITOM PELICHUH.

(. 57(16) BBenen Iloctanosnenunem IIpaButensctBa PO ot 18.03.2020 N 299)

57(17). OcHOBaHMAMH IJI1 TPUHATHS PETUCTPUPYIOIIUM OPraHOM pelIeHus 00 OTMeHe
roCy/IapCTBEHHOU PETUCTPALUU MEAUIIMHCKOTO U3/IENINS, BKIIFOUEHHOTO B II€PEYEHb, SBIISIOTCS:

a) 3aKIIOYEHHE OHKCIEPTHOTO YUPEXKJIEHUS IO pe3yabTaTaM dSKCIEePTH3bl KauecTBa,
3¢bGdeKTUBHOCTH M 0OE30MACHOCTH MEAMIIMHCKOTO U3JENus, CBHUAETENbCTBYIOLIEE O TOM, 4YTO
kaduectBo, W (wnm) dddexkTuBHOCTh, W (WiIHM) OE30MAaCHOCTh MEIUIIMHCKOTO W3ACIUS HE
MOATBEPKICHBI MOJTYYEHHBIMU JaHHBIMH, U (WJIM) O TOM, YTO PUCK MPUYMHEHUS Bpeaa 37J0POBbIO
rpaXgaH M MEAMIMHCKUX pPAOOTHUKOB BCIEACTBHE MPUMEHEHHUS MEIUIIMHCKOTO H3/eHs
npeBbimaeT 3G(PEeKTUBHOCTh €ro MpUMEHEHUs, U (WIH) O TOM, YTO MEIUIMHCKOE H3JIeIHe He
COOTBETCTBYeT  TpeOOBaHUSM  HOPMATUBHOM  JOKyMEHTallMM, TeXHUYeCKoW u  (win)
AKCIUTYyaTaIl[MOHHOW JOKYMEHTAIlMU TMpOU3BOJAUTENs (M3rOTOBHTENs), M (WIM) O TOM, YTO
JI0Ka3aTeNbCTBA 0E€30MACHOCTH MEIUIIMHCKOTO U3JIENNs OTCYTCTBYIOT;

0) BBISBIIEHUE PETUCTPUPYIOIINM OPraHOM IO pe3yibTaTaM TrOCYIapCTBEHHOTO KOHTPOJISA 3a
oOpalleHreM MeJUIIMHCKUX U3JIeHi HECOOTBETCTBUS JaHHBIX 00 2PPEeKTUBHOCTH U OE€30MaCHOCTH
MEIHUIIMHCKOTO H3JeNus NaHHBIM O MEAWIMHCKOM H3JIENHUU, COJACPKAIIUMCS B 3asBICHUU O
perucTpanuu u JOKyMeHTaX, IpeyCcMOTpeHHbIX TyHKkTaMu 57(2) u 57(10) nacrosiux [IpaBun.

(m. 57(17) BBenen [loctanosnenuem IIpaBurensctBa P® ot 18.03.2020 N 299)

57(18). BHecenue M3MEHEHUH B JOKYMEHTBHI, COJEpXKAIUECS B PErUCTPAMOHHOM J0CHE
MEJUIIMHCKOTO W3J/IEIHs, BKIIFOUEHHOTO B MIEPEUEHb, OCYIIECTBISAETCS MOCIE NPUHITHS PELLIEHUS O
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MOJATBEPKACHUN TOCYJApPCTBEHHONW pPErHCTPalui MEIUIIMHCKOTO W3JIeNIUsl B COOTBETCTBHH C
nynkramu 37-49(2), 51 u 55(1) nacrosiuux [IpaBui.
(. 57(18) BBenen [Hocranorienuem [IpaBurenscrea PO ot 18.03.2020 N 299)

57(19). Bpigaua myOnukata perHCTPAllMOHHOTO YIOCTOBEPEHHSI MEIUITMHCKOTO H3CIHs,
BKJIIOUEHHOTO B  II€pPEYEHb, TOCYAAPCTBEHHAs PpPErucTpalus KOTOpOro  MOATBEPXKACHA,
OCYILIECTBJISIETCS B OPSAKE, IPEAYCMOTPEHHOM ITyHKTamMu 52 u 53 Hactosmux [IpaBu.

(. 57(19) BBenen Ilocranosnennem llpaButensctBa PO ot 18.03.2020 N 299)

57(20). Peructpupyromuii opran (HOpPMHUPYET PETUCTPALUMOHHOE JOChE€ MEIUIIMHCKOTO
W3JIeNHsl, BKIIFOUEHHOTO B MIEPEYEHb, U3 CIEIYIOIINX TOKYMEHTOB:

a) 3asBJIEHHE O PETUCTPALMM U JOKYMEHTBHI, MpeaycMOTpeHHble myHkTamMu 57(2) u 57(10)
HacTosiux [IpaBui, 3ampockl M JTOKYMEHTHI, MpeaycMOTpeHHble MyHKTOM 21(1) Hacrosmmx
[IpaBun, 3asBieHHE O BHECEHHMH H3MEHEHHH M JOKYMEHTbI, IPEIyCMOTPEHHbIE IYHKTOM 38
HacTosux [IpaBui, a Takxke 3asBI€HHE O MPEIOCTABICHUN yOJIUKaTa;

0) KomMs 3aJaHUsl PErUCTPHUPYIOIIEr0 OpraHa Ha IPOBEICHHE HKCIEPTHU3bl KauecTBa,
3¢ HeKTUBHOCTU U OE30MTACHOCTH MEAUIIMHCKOTO WU3IEITHS;

B) 3aKJIIOUEHUs, 0(OPMIICHHBIE SKCIEPTHBIM YUPEKJIECHUEM IMPU MPOBEACHUM HKCIEPTU3BI
KadecTBa, dPpPEeKTUBHOCTH U O€30MMaCHOCTH MEIUITMTHCKOTO U3/IEIHS;

I') KOIIUHU MPUKa30B, 0(OPMIICHHBIX PETUCTPUPYIOIIUM OPraHOM;

) KOMHS PETrUCTPALMOHHOTO  YIOCTOBEPEHHS WM  YBEIOMJIEHUH, O(QOPMIIEHHBIX
PETUCTPUPYIOMIUM OPraHOM;

€) KOomus AyOJIMKaTa PerHCTPAllMOHHOTO YAOCTOBEPEHUs, 0(hOPMICHHOTO PETHCTPUPYIOIIUM
OpraHoM.

(. 57(20) BBeneH Iloctanosnennem IpaButensctBa PO ot 18.03.2020 N 299)

58. Peructpupytomuii opran pasmemaer HWHPOPMAIHIO, CBI3aHHYIO C OCYIIECTBICHHUEM
rOCy/IapCTBEHHOW PEruCcTpaldyd MEIUIIMHCKOTO W3[eNiMs, BHECEHHMEM H3MEHEHUH B JOKYMEHTHI,
coJlepKalliecsi B PErUCTPAlMOHHOM JI0Cbe, M BbIJauel JyOIuMKaTa pErucTpaldoOHHOIO
YIOCTOBEPEHUSI, HA CBOEM O(UIMATIHLHOM caiiTe B MH(POPMAIIMOHHO-TEIEKOMMYHUKALIMOHHOM CeTH
"UnTepuer".

(B pen. Ilocranosnenus [IpaButenscta PO ot 31.05.2018 N 633)

58(1). DkcrepTHOE YUpEXKICHHE OCYIIECTBIISICT KOHCYJIbTUPOBAHUE TI0 BOIIPOCAM IMPOIEIYD,
CBSI3aHHBIX C TOCYJIaPCTBEHHOW pErUCTpaIell MEIUIIUHCKUX U3JICNIUH, B TIOPSIIKE, YCTAHOBICHHOM
PETUCTPUPYIOIIUM OPTraHOM.

(. 58(1) BBenen [locranorinenuem IlpaBurenscTa PO ot 10.02.2017 N 160)

59. Pemenus u neiictBus (Oe3neiicTBUE) PErUCTPUPYIOLIETO OpraHa, MOBJEKIIME 3a cO00i
HapylleHHe IMpaB OPUAMYECKOr0 JIMIA, WHIMBUAYAJIBHOTO MpEIIpUHUMATENs, a TakkKe
3aKJIFOUEHUS] DKCIIEPTHOTO YUYPEXKICHUsI IO PE3yiabTaTaM IPOBEJCHHBIX UM B COOTBETCTBUHU C
HactosmuMu [lpaBunamMu sKcrepTu3 MoOryT OBITh 0OXKajOBaHbI 3asBUTENEM B TOPSJIKE,
YCTaHOBJIEHHOM 3aKOHOJIaTeNbCTBOM P®.

(8B pen. IlocranoBnenuii [IpaBurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)
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[Ipunoxenue k IIpaBunam rocy1apCTBEHHON PErMCTpallid MEAULIMHCKUX U3ACIIUN

IlepeyeHb MEIUUMHCKHUX U3ACJTMH ¢ HU3KOM CTENECHbIO MOTCHIMAJIBLHOI0 PUCKA

HX IPUMEHECHUSN, B OTHOIICHUHN KOTOPBIX YCTAHOBJICHBI 0CO0EHHOCTH

rocyAapCTBEHHON perucTpanuu

Crincok n3MeHsmux 10KkyMeHToB (BBeaeH [loctanosnenuem IlpaBurenscrea P® ot 18.03.2020

N 299)
Bun HaumenoBanue
1. 104010 KoctioMm n3onupyromiuit
2. 122540 [lepuaTku cMOTpOBBIE/IPOLIETYPHBIE U3 JIATEKCA T€BEU, HEOIYIPEHHBIE,
HECTEPHIIbHBIC
3. 122560 [lepuaTku cMOTpPOBBIE/IPOLIETYPHBIE U3 JIATEKCa TE€BEH, Oy IPEHHbIE
4, 129350 XamnaT oTnepaMoOHHbIN 0JTHOPA30BOTO MCTIOIb30BAHMS
5. 129380 XamaT onepaoOHHbIE MHOTOPAa30BOTO MCIOJIb30BaAHUS
6. 129870 XajaT u30JUPYIONM MHOTOPAa30BOTO MCTIOIB30BAHMS
7. 129880 XajaT u30JUPYIONTU 0JHOPA30BOTO UCIIOIB30BAHUS
8. 132380 Macka nunieBasi AJ1s 3aIIUThl JbIXaTEIbHBIX ITyTel MHOTOPA30BOTO
WCIOJIb30BaHUS
9. 139350 [TepyaTku cMOTPOBBIC/TIPOIICAYPHBIC U3 TIOJUXJIOPONPEHA, HEOMYAPECHHBIS
10. 139360 [TepyaTku cMOTPOBBIC/TIPOIIEAYPHBIEC U3 TIOJUXJIOPONIPEHA, OMYAPCHHBIS
11. 141650 baxuibel TOKOHETPOBOASIINE, HECTEPUIIbHBIC
12. 157010 XanaT JJis ManreHTa 0THOPa30BOro MCIOJIb30BaHMS
13. 157240 XajaT AJis ManueHTa MHOTOPa30BOro MCIOJIb30BaHM
14, 164050 Xanar npoueaypHblid 0JHOPa30BOrO UCIOJIB30BAHUS
15. 164070 Xanar npouenypHslii MHOTOpa30BOI0 UCIOJIb30BaHU
16. 180770 PecnimpaTop o011ero npruMeHeHus
17. 181360 KocTioM xupyprudecknii H30UpyrOINn
18. 181520 Macka xupyprudeckas MHOIOpa3oBOIro UCIOJIb30BaHUS
19. 181830 Pecniuparop xupyprudeckuii
20. 182450 Macka xupyprudeckas 0JHOPa30BOr0 UCIOJIb30BAHUS
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21. 185830 [TepuaTku CMOTPOBBIC/IPOLICTYPHBIC HUTPUIIOBBIE, HEOITYIPECHHEIE,
HECTEePHIIbHBIC

22. 185850 [TepuaTku cMOTpPOBBIC/IPOLICTYPHBIC HUTPHUIIOBBIE, OITYIPCHHBIE

23. 188380 KocTrom xupyprudeckuii Ha MaHXeTax

24, 205280 [lepyaTtku cMOTpOBBIE/TIPOLIEAYPHBIC BUHUIIOBBIE, HEOITYIPEHHBIC

25. 205290 [lepuaTku cMOTpPOBBIE/IPOLIETYPHBIE BUHUIIOBBIE, ONTYJPEHHBIE

26. 248320 KoctioM xupypruueckuii 0JHOPa30BOro UCHOJIb30BaHUs, HECTEPUIIbHBII

27. 269290 Baxuibl BooHenpoHUIIaEMbIe

28. 293810 Baxuibl TOKOTIpOBOASIINE, HECTEPUIIbHbBIE

29. 298450 [TepyaTku cMOTPOBBIC/TPOIIEAYPHBIC U3 TBAIOJIOBOTO JIATEKCA,
HEOITyIpeHHBIC

30. 311720 [lepuaTku cMOTpOBBIE/IpOLIETYPHBIE U3 STUICHBUHUJIAIIETATA,

HCONMYAPCHHBIC, HECTCPUIIBHBIC

31. 320790 [TepyaTku cMOTPOBBIC/TIPOIIEAYPHBIC HUTPUIIOBBIC, HEOITYIPEHHBIC,
aHTHOaKTEepUATbHBIC

32. 321530 [TepyaTky cMOTPOBBIC/TIPOIIEAYPHBIC TOTUUZONIPEHOBBIC, HEOTYIPCHHBIC

33. 332470 Ha6op onex bl XupyprudecKuii/CMOTpOBOI

34. 349230 [TepyaTku cMOTPOBBIC/TIPOIICAYPHBIC MTOJTUU3ONIPEHOBBIC, OMYAPECHHBIC

35. 351490 [TepyaTku cMOTPOBBIC/TIPOIIEAYPHBIC U3 JIATEKCA T€BEH, HEOITYAPEHHEIE,

HECTCPUIIbHEBIC, aHTI/I6aKTCpI/IaJ'II)HI)IC

36. 367580 Macka nuueBast AJ1s 3aIIUThl JbIXaTEIbHBIX MTyTeH 0JTHOPA30BOTO
HCIIOJIB30BAHUA
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