MMPABUTEJbCTBO POCCUMCKON ®EJEPALIUN

INOCTAHOBJIEHUE
ot 27 nexadps 2012 r. N 1416

OB YTBEPKIEHHH IIPABIJI TOCYIAPCTBEHHOM
PETUCTPALIMA MEJIMIMHCKUX U3AEJUI

(B pen. Ilocranosnenwuii [IpaBurenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670, ot 10.02.2017 N
160, or 31.05.2018 N 633, ot 18.03.2020 N 299, ot 01.09.2020 N 1335, o1 24.11.2020 N 1906)

B coorBerctBuu co cratbeit 38 ®DenepanbHoro 3akoHa "OO OCHOBaxX OXpaHBI 3[0POBbSI TPaKAAH B
Poccuiickoit @eneparun” [paButensctBo Poccuiickoit deaepariuy nmocTaHOBIISIET:

1. YTBepauth npunaraeMsle [IpaBuna rocyaapcTBEHHOM perucTpaluy MEJUIMHCKUX U3IETH.
2. YcTaHOBHUTH, YTO:

a) PETUCTPAIMOHHBIC YAOCTOBEPEHUS HA M3ACIUS MEAUIIMHCKOTO HAa3HAYCHUS U MEIUIIMHCKYIO TEXHHUKY C
YCTAHOBJICHHBIM CPOKOM JIEMCTBUS, BBIJAHHBIE J0 JIHSA BCTYIUICHUS] B CUJTy HACTOSIIIETO MOCTAaHOBIICHMUS,
JEHUCTBYIOT JIO HCTEUCHHUS YKa3aHHOTO B HUX CPOKa JICHCTBHSI;

0) perucTpalloHHbIE YJOCTOBEPEHUS Ha M3ENUs METUIIMHCKOTO Ha3HAYeHHS] U MEAMIIMHCKYIO TEXHUKY
0eccpoYHOro JeMCTBUS, BBIJAHHBIE 1O JHS BCTYIUICHHS B CHJIy HACTOSIIEr0 IOCTaHOBIICHUS,
JEHCTBUTENBLHBI U TIoJIekKaT 3aMeHe 110 1 ssaBaps 2021 r. Ha perucTpallMOHHbBIE YIOCTOBEPEHUS 10 hopMe,
yTBepkaeMoil denepanbHOi Ciy:k00i 1o Haa30py B cdepe 3npaBooxpaneHus. (B pen. IloctanoBnenuit
[IpaButensctBa PO ot 17.10.2013 N 930, ot 10.02.2017 N 160)

3aMeHa  PErHCTPAIIOHHOTO  YJOCTOBEPEHHSI  OCYMIECTBISIETCS 0€3  MPOXOXKIEHUS  MPOIEAYpPHI
rOCy/IapCTBEHHOW PETUCTpallid MEAMIMHCKUX HU3JeIUA Ha OCHOBAaHUM 3asBJICHUS, IPEICTaBICHHOIO
3asBUTeneM B DenepanbHylo ciyk0y Mo Haa30py B cdepe 3IpaBOOXpaHEHUS, C YKa3aHUEM CBEIACHHIA,
npenycMoTpeHHbIX [IpaBuiamu, yTBepKACHHBIMU HACTOSIIIMM [TOCTAHOBJICHUEM.

3. TocynmapcTBeHHass pervCTpaiisi MEAUIUHCKUAX HW3JCIHi, MPEICTaBICHHBIX Ha TOCYJapCTBEHHYIO
perucCTpanvio 10 JAHSA BCTYIUJICHHA B CUJIY HACTOALICTO IOCTAHOBJICHUS, OCYIICCTBIISACTCA Ha OCHOBAHHUU
JOKYMEHTOB, TMPEICTABICHHBIX 10 MHS BCTYIUICHHS B CHJIYy HACTOSIIEr0 IOCTAHOBJICHHUS, a TaKXkKe
3asBJICHUA O FOC}’,Z[apCTBeHHOﬁ perucTpaivui MCIUIHUHCKOI0 HU3ACIUA, MPCACTABIICHHOI0 3asBUTCIICM B
cooTBeTcTBUH ¢ [IpaBuiamu, yTBepP:KACHHBIME HACTOSIIUM ITOCTAaHOBJICHHEM, B DeepalbHyI0 CIIyKO0y 10
Haa30py B cepe 3apaBoOXpaHECHHS.

4. Peanu3zanus NOJTHOMOYM, NPETyCMOTPEHHBIX HACTOSIIMM IIOCTAHOBJIEHUEM, OCYLIECTBISETCS B
npezaenax ycraHoBileHHbIX IIpaBurensctBoM Poccuiickoit ®Penepauuu  NpeNenbHOM YHUCICHHOCTH
paOOTHUKOB LIEHTpajbHOro anmnapara deaepaibHON Ci1yk0bl IO HaI30py B cepe 31paBOOXpaHEHMs, a
TaKXke OI0/PKETHBIX aCCUTHOBAHUH, peycMOTpeHHBIX Ciyk0e B (heaepaibHOM OIOIKETE HAa PyKOBOACTBO
Y yIpaBiieHHE B cepe YCTaHOBICHHBIX (DYHKITHI.

5. Hacrosiiee nocraHoBieHue BeTynaeT B cuily ¢ 1 ssuBaps 2013 r.
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IIpeoceoamensv Ilpasumenvcmea
Poccuiickoii @edepayuu

J.MEJBEJIEB

YTBEPK/[EHBI
nocmanoénenuem I[Ipasumenvcmea

Poccuiicxoii @edepayuu

om 27 oexabps 2012 2. N 1416

IIPABUJIA

TOCYJAPCTBEHHOW PETHCTPALIIMHM MEJUIMHCKUX
U3JEJUNI

(B pen. ITocranosnenwnii [IpaButensctBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670, ot 10.02.2017 N
160, ot 18.03.2020 N 299, o1 01.09.2020 N 1335, oT 24.11.2020 N 1906)

1. Hacrosmue [TpaBuiia ycraHaBIUBAIOT NOPSAOK FOCYIAPCTBEHHOW PETUCTPALIMU MEAUIIMHCKUX W3CIIHI,
noJyIexanux odpamieHuto Ha Tepputopun Poccuiickoii @eneparui.

2. T'ocynapCcTBEHHOM perucTpaliiy MoJIexkar JIFoOble MHCTPYMEHTEHI, alapathl, MPpUOOpsI, 000PYI0BaHHE,
MaTepI/Ia.HBI nu HpO‘II/Ie nu3aciins, HpI/IMeHHeMBIC B MCIOUIIMHCKUX LCIIAX OTACIBHO UM B COUCTAHUU Memz[y
co0OM, a TakKe BMECTE C JPYTMMH MPUHAIIC)KHOCTIMHU, HCOOXOAUMBIMU JIJI1 IPUMEHEHHUS yKa3aHHBIX
HBHGHHﬁ 10 HAa3HA4YCHHIO, BKJIIOYasd CICHHUAJIBHOC HpOI‘paMMHOC O6CCH€‘-I€HI/IG, n Hpe,Z[HaBHa‘ICHHBIe
MPOU3BOJUTEIIEM (M3TOTOBUTENIEM) JUIS TMPOQPHIAKTHKH, JTUATHOCTHKH, JICYCHHS W MEIMIIMHCKON
peaGI/I.HI/ITaLII/II/I 3&60H€BaHHﬁ, MOHI/ITOpI/IHFa COCTOsIHUA opraHmMa YCJIOBCKaA, HpOBGI[eHI/IH MCIUIIMHCKHUX
WCCIICIOBAHNM, BOCCTAHOBJICHUS, 3aMCIICHHS, W3MCHCHHS  AaHATOMHYCCKOH  CTPYKTYphl — WJIH
¢usnonornueckux  QyHKUMH  OpraHuM3Ma, NPEAOTBPALICHUS WM  TpepbiBaHUS  OEpeMEeHHOCTH,
(YHKIIMOHATLHOE ~ HAa3HAYE€HHWE  KOTOPBIX  HE  pealu3yeTcs  IyTeM  (papMakoJIOrHYecKoro,
I/IMMyHOJIOFI/I‘-IGCKOFO, TCHCTHUUYCCKOI'O NJIn MeTa6OJ'II/I‘-IeCKOFO BOSI[GI‘/JICTBI/IH Ha OpFaHI/I3M YCJIOBCKaA (ﬂaﬂee -
MenuuuHckue usnenus). (B pea. [locranosnenus [IpaButensctBa PO ot 17.07.2014 N 670)

MenuiuHackue u3aenus, nepedrcieHdbie B nyHkTe 11 crateu 4 CornameHusi 0 €IUHbIX MPUHLIHUNAX U
nmpaBwiIax oOpamieHuss METUIIMHCKUX H3eNui (M3eNnuii MEIUIIMHCKOTO HA3HAYCHHs] U MEAWIIMHCKOU
TEXHUKH) B paMKax EBpa3uiickoro 3KOHOMHYECKOTo coro3a oT 23 aekabpst 2014 1., B TOM 4Yucie
MEIULUHCKUE H3JENHs, KOTOPbIE M3TOTOBJIEHBI M0 MHAMBUAYAJIbHBIM 3aKa3aM MallM€HTOB, K KOTOPBIM
MPEIbSABISIOTCA CHelHadbHble TpeOOBaHMSI MO HA3HAYCHUIO MEIUIMHCKUX pPaOOTHHUKOB U KOTOpBIE
MpeAHa3HAYEHbl HUCKIIOYUTEIBHO JMJIS JIMYHOTO HCIOJb30BAaHUS KOHKPETHBIM TMALMEHTOM, a TaKkKe
MEAUIMHCKUE U3/ENNs, KOTOpble MpeJHa3HAuYeHbl JJIs UCIIOJIb30BAHUS HAa TEPPUTOPUU MEXKTYHAPOIHOTO
MEJIUILUHCKOTO KJIacTepa WU Ha TEPPUTOPUAX MHHOBALMOHHBIX HAYYHO-TEXHOJOTUYECKHX LIEHTPOB, HE
MOJJIeKAT TOCYIapCTBEHHON PErMCTpallii B COOTBETCTBUU C YACThIO 5 cTtaThu 38 DeaepanbHOro 3aKOHa
"OO6 ocHOBax OXpaHbl 3J0poBbs TpaxaaH B Poccuiickoii @enmepanmu”. (B pen. I[locranoBneHus
[TpaButensctBa PD ot 01.09.2020 N 1335)

3. T'ocynapcTBeHHasi peructpanus MEAUIMHCKUX W3JeTuil ocymecTBiseTcs denepanbHOil Cciryk00# 1O
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Haa30py B cepe 3apaBooXpaHeHHUS (ajiee - pETUCTPUPYIOLIHI OpraH).
4. B Hactosimux [IpaBuiax ucnonap3yroTcs ClIeIyONMe OCHOBHBIC TOHATHS:

"0e30MMacHOCTh MEIUITMHCKOTO M3AeNUs" - OTCYTCTBHE HEJIOMyCTUMOTO pHCKa MPUYUHEHHUS BpeJa KU3HH,
3I0POBBIO YEJIOBEKA M OKPY>KAIOUIEH cpejie MpU MCIONIb30BAaHUM MEIUIIMHCKOTO U3/EININS 110 Ha3HAYEHUIO
B YCIOBHUAX, TMPEAYCMOTPEHHBIX Npou3BoaMTeNeM (u3roroButeneM); (B pen. IlocraHoBimeHus
[IpaBurensctBa PO ot 17.07.2014 N 670)

"KayecTBO MEAUIIMHCKOTO U3JAENHs" - COBOKYIMHOCTh CBOWCTB U XAPAKTEPUCTHK MEAUIMHCKOTO U3EIHS,
BIUSIIONIUX HA €ro CIIOCOOHOCTH JEMCTBOBAThH MO0 HA3HAYEHHUIO MPHU YCIOBUH COOTBETCTBHS TPEOOBAHUIM
HOPMATHUBHON JOKYMEHTAIlMU, TEXHUYECKOW M JKCILTyaTal[AOHHOW JIOKYMEHTAIIMH TPOU3BOAUTEIIS
(m3roroButens); (B pea. [locranosnenwnii [IpaButenscrea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KIMHUYECKUE WCTBITaHUS" - pa3pa0OTaHHOE M 3aIlUIAHMPOBAHHOE CHCTEMATHYECKOE HCCIIe0BaHUE,
ONpeaAIpPUHATOC, B TOM YHUCJIC C YUACTUCM YCIOBCKAa B KaUCCTBC CY6’beKTa JJIs1 OI€HKHN 6€3OHaCHOCTI/I n
3¢ PEKTUBHOCTH METUIIMHCKOTO U3IEITHS;

"HOpMaTUBHAs TIOKYMEHTalus" - TOKYMEHTHI, perIaMEeHTUPYIOIIHE TpeOOBaHUsI OE30MaCHOCTH, Ka4eCTBa,
a TaKke mpeanonaraeMyro 3(QQeKTHBHOCTh MPEIyCMOTPEHHOTO NPUMEHEHUS U METOAbl KOHTPOJIS
COOTBETCTBUS MEIULIMHCKOTO U3JENINS TUM TPEOOBaHUSIM;

"perucTpallMoHHOE A0che" - KOMIUIEKT JOKYMEHTOB, IIPEACTaBISEMBIX Uil T[OCYJapCTBEHHOMN
perucTpanyy, BHECEHHs HW3MEHEHMH B TakKHe JOKYMEHTbl, a TaKXe KONWUU pEIIeHUH, NPUHATHIX
PETUCTPUPYIOIIUM OPTraHOM B OTHOLIEHWU KOHKPETHOTO MEIUIMHCKOro u3nenus; (B pexd. IloctanoBnenus
[TpaButensctBa PD oT 31.05.2018 N 633)

"TeXHUYECKass JTOKYMEHTalMsl TPOW3BOAUTENS (M3rOTOBUTENS)" - JTOKYMEHTBHI, DPETJaMEHTHPYIOIINE
KOHCTPYKIIMIO METUIIMHCKOTO HW3JENUs, yCTAaHABIMBAIOUIME TEXHUYECKHE TpPEOOBaHHMS M COJEpIKalIHe
JaHHBIE NI €T0 pa3pabOTKH, IPOU3BOJICTBA, IPUMEHEHHS, IKCILTyaTallui, TEXHUUYECKOTO 00CITy )KUBaHMUS,
pPEeMOHTa, yTUIM3alMU WiKd yHUYTOXeHus; (B pea. [locranosnenwmii [IpaBurensctea PO ot 17.10.2013 N
930, ot 17.07.2014 N 670)

"TEeXHUYECKHUE UCIBITaHUA" - UCIBITAHUS C LENbIO ONPEACICHUS COOTBETCTBUS XaPAKTEPUCTUK (CBONCTB)
MEIULUHCKOTO U3/JeNusi TpeOOBaHUSIM HOPMATUBHOM JTOKYMEHTALMU, TEXHUYECKOH M 3KCIUTyaTallMOHHOM
JOKYMEHTAIlMU MPOU3BOAUTENS (M3TOTOBUTENS) M MIPUHATUS IOCIEAYIOIIErO PEHIEHHsS O BO3MOXHOCTU
MPOBEACHUS KIMHUYECKUX ucnbiTanuid; (B pea. [locranoBnenuit [IpaBurenscrBa PO ot 17.10.2013 N 930,
ot 17.07.2014 N 670)

"TOKCUKOJIOTHUYECKHUE HCCICAOBAHUA" - HCCIEOOBAHUSA B ILEJIAX OLIEHKU OHMOJIOTMYECKOM 0€30MacHOCTH
MEIHUIIMHCKOTO U3JIETUS U MPUHATUS TOCIEAYIONIErO PEIICHUSI O BO3MOKHOCTH MPOBEICHUS KIMHUYECKUX
HUCIIBITAHMI;

"YIIOJITHOMOYCHHBIM TIPEICTABUTENIb MPOU3BOAUTENS (M3TOTOBUTENS)"' - IOPUAMYECKOE JIHI0 HWJIH
VHJMBHUyaJlIbHBI IPEANPUHUMATEINb, 3apETUCTPUpPOBaHHbIE Ha Teppuropun Pocculickoi ®Penepanuu,
YIOJIHOMOYEHHbIE IPOU3BOAMTENEM (M3rOTOBUTENEM) MEAUIMHCKOTO M3AEIMs MPEACTaBIATh €ro
MHTEPECHI TI0 BOMPOcaM OOpalleHusi MeIUIIMHCKOro U3/enus Ha Tepputopun Poccuiickoit deneparum, B
TOM YHUCJIE TI0 BONPOCAM IPOLELYpP OLEHKH COOTBETCTBHS M TOCYJAapCTBECHHOM PEruCTpalu, Ha HMs
KOTOPOTO MOXXET OBITh BBIJAHO PETUCTPALMIOHHOE YAOCTOBEPEHHWE Ha METUIIMHCKOE u3nenue; (B per.
[Toctanosnenwuit [1paButenscTBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

"9KCIITyaTallMOHHAsT TOKYMEHTAlMsl MPOU3BOJAUTENS (M3rOTOBHUTENS)" - NOKYMEHTHI, MpeAHa3HAuCHHbIE
IUI. O3HAKOMJICHUS TOTPEOUTENS ¢ KOHCTPYKIUEH MEIUIIMHCKOTO U3/IeNHs, PErJIaMEHTHPYIOIINE YCIOBHS
W TpaBHJIa HKCIUTyaTalMy (MCIIOJIb30BAaHHME MO HA3HAUEHUIO, TEXHUYECKOE OOCHTyKHMBaHHE, TEKyIIUN
PEMOHT, XpaHEHUE U TPAHCIOPTUPOBKA), TAPAHTUPOBAHHBIE MPOU3BOJIUTEIEM (M3TOTOBUTENIEM) 3HAUCHUS
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OCHOBHBIX MapaMETPOB, XapaKTEPUCTUK (CBOWCTB) MEIUIIMHCKOTO H3ENHs, TapaHTUHHBIE 0053aTeNbCTBA,
a TaKXXe CBEACHUS O €ro YTWIM3allU WM yHUuTokeHHH; (B pea. [loctanonenuit [lpaButensctBa PO ot
17.10.2013 N 930, ot 17.07.2014 N 670)

"3(pPeKTUBHOCTh MEIMIIMHCKOTO H3JETUA" - COBOKYITHOCTh CBOMCTB M XapaKTEPHUCTHK METUITUHCKOTO
u3nenusi, 00eCrevYMBAOIINX [OCTIDKEHUE IIeNie MpelHa3HAuYeHUs, YCTAHOBJICHHBIX MPOU3BOIUTEIIEM
(M3roTOBHUTENIEM) W TIOATBEPKIACHHOTO MPAKTUKOW KIMHUYECKOro NpuMeHeHus. (B pena. IloctaHoBneHus
[IpaBurensctBa PO ot 17.07.2014 N 670)

5. TocynmapcTBeHHast perucrpauusi MEOULUMHCKUX W3JCIHA IMPOBOJUTCS HAa OCHOBAHUU PE3YJIHTATOB
TEXHHUYCCKUX HCHBITaHHﬁ, TOKCHUKOJIOTI'MYECCKUX HCCHCHOBaHHﬁ, KIIMHNUYCCKUX HCHBITaHHﬁ,
MPEICTaBISAIONINX cO00M (HOPMBI OIIEHKH COOTBETCTBUS MEIUIIMHCKUX U3JENUN C YUETOM KilacCU(pUKALUN
B 3aBHCHMOCTU OT NMOTEHLUAIBHOTO PUCKA UX NMPUMEHEHUs, M 3KCIEPTU3bl KauecTBa, 3PPEeKTUBHOCTH U
0€30MacCHOCTH MEIUIIMHCKUX H3JEIHM C Yy4eTOM KJacCHU(PHUKAlMU B 3aBUCUMOCTH OT MOTEHLUHUAIBHOIO
pUCKa HX NPUMEHEHHUs, a TAKXE HCHBITAHUN B LEISIX YTBEPKICHHUS THMA CPEACTB HM3MEpPEHHH (B
OTHOIICHUN MEIUIUHCKUX U3JENHUNA, OTHOCAIIMXCSA K CPEelICTBaM HM3MEpeHUil B cdepe rocyJapcTBEHHOTO
perynupoBaHus 00ecTiedeHUsl eIUHCTBA U3MEPEHUH, MepPeYeHb KOTOPHIX yTBEpXKIaeTcss MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit @enepanun). (B pex. [locranosnenus [IpasutensctBa PO ot 17.07.2014 N
670)

Oco0eHHOCTH  TOCYJapCTBEHHOW  PETUCTpAllMd  MEIUIMHCKUX U3JCIUA C HU3KOH  CTENEeHBIO
MOTEHIIMAJIBHOTO pPHCKAa UX TMPUMEHEHHUS, B OTHOUIEHHMH KOTOPBIX YCTAaHOBJIEHBI OCOOEHHOCTHU
rocyJapCTBEHHOM perucTpanuu, o NepeuHio CorjiacHO MPUIIOKEHUIO (Jajiee - MepeyeHb) IPeayCMOTPEHBI
nyHktamu 57 - 57.20 nacrosmux [IpaBui. (B pen. [loctanosnenus [IpaBurensctBa PO ot 18.03.2020 N
299)

ObecnieyeHne opraHu3anuu padboThl MO0 (HOPMHUPOBAHUIO W BEACHUIO HOMEHKJIATYPHOM KiacCU(UKAIUN
MEAUIMHCKUX U3AEIUI N0 BUAAM OCYILIECTBIISIETCS PETUCTPUPYIOLUIMM opraHoM. (B pex. IloctanoBieHus
[TpaButensctBa PD ot 17.07.2014 N 670)

[Ipy u3MeHeHUM BUIAa MEIULMHCKOTO H3JENHs B paMkKax paboTel MO (OPMHPOBAHUIO U BEICHUIO
HOMEHKJIATYPHOM KiacCH(UKAMK MEIUIUHCKUX W3JACIHA 1O BHAAM, yTBep)KIaeMoil MuHHCTEpCTBOM
3apaBooxpaHenusi Poccuiickoit denepanuu, pEerucTpUpyIOMIMA OpraH BHOCHUT B PEECTPOBYIO 3alHUCh
TOCYJapCTBEHHOTO  peecTpa  MEAMLUMHCKUX  M3JeNUidl W opraHuzanuii  (MHIUBUAYaTbHBIX
npearnpuHUMaTeseil), OCyIIeCTBISIOMNX MPOU3BOICTBO M M3TOTOBIEHNE MEAUIIMHCKUX U3JeNui (aanee -
rOCYJJapCTBEHHBIN peecTp), COOTBETCTBYIONIEE U3MEHEHUE M YBEAOMIIET 00 3TOM IOPUANYECKOE JIUIO UITH
VHJMBHUIYaJIbHOTO MpEANPUHUMATEINSA, HA UM KOTOPOTO BBIIAHO PErMCTPALlMOHHOE YAOCTOBEPEHUE HA
MEIULMHCKOE U3/IeNINe, BUJI KOTOPOro U3MeHeH, B TeueHue 20 pabounx IHEH ¢ JaThl BHECEHUS U3MEHEHHS
B PEECTPOBYIO 3alHCh TOCyaapcTBeHHOro peectpa. (B pen. Ilocranonenus IlpaBurensctBa PD ot
31.05.2018 N 633)

6. JlokymMeHTOM, TMOATBEPKAAOMKMM (PaKT TOCYJApPCTBEHHOW PETHCTPAIMM MEAUIIMHCKOTO W3Jeus,
SIBJISIETCSl PETUCTPALMOHHOE YJOCTOBEPEHHE Ha MEIUIMHCKOE U3JIeNue (lajnee - PEerucTparuoHHOE
ynoctoBepenue). Dopma perucTparmoHHOTO YIOCTOBEPEHHS YTBEPKIACTCS PETUCTPUPYIOIIMM OPTaHOM.

PerucrpanmonHoe y1ocToBepeHHE BBIIAETCS OECCPOUHO.

7. T'ocynmapcTBeHHas MOLUIMHA YIUIQYMBAETCS B COOTBETCTBUHM C 3aKOHOAATENBCTBOM Poccuiickoi
®denepanun 0 Hajorax u cOopax.

Nndopmanus o0 ymiaare TrocyJapCTBEHHOM IONUIMHBI 3alpalluBaeTCs PErUCTPUPYIONIMM OPraHoM B
nopsAAKEe MCKBCIAOMCTBCHHOTO HH(bOpMaL[I/IOHHOFO BSaHMOﬂeﬁCTBHH B COOTBETCTBHU C (Dez[epaanbIM
3aKoHOM "OO0 opraHu3aIyy MPEIOCTaBICHUS TOCYAAPCTBEHHBIX U MyHHUITUTIATBHBIX yCIyT".
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8. Jlnst rocy1apCTBEHHOW PETUCTPALIMY MEIUIIMHCKOTO H3AENHs (32 UCKITIOYCHHEM METUITMHCKUX H3CTUH,
BKJIIOYEHHBIX B TIEPEUCHb) Pa3pabOTUMK, MPOU3BOAMUTENb (M3TOTOBHUTENH) MEIAMIIMHCKOTO HW3JICTUS HIIH
YIIOJIHOMOYEHHBIM MPEICTAaBUTENb MPOU3BOAUTENS (M3TOTOBUTENS) (llajee - 3asiBUTEIb) MPEACTaBIISCT
100 HaIMpaBisIeT B PETUCTPUPYIONINM OpraH 3asBJI€HUE O TOCYIapCTBEHHON perucTpaniuy MEAUIIMHCKOTO
W3NIeNs, a TaKKe JTOKyMEHTHI, yka3zaHHbie B MyHKTe 10 Hactosmux [IpaBun. (B pen. IlocrtanoBnenuit
[IpaButensctBa PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)

9. B 3asdBiieHMH O TOCYJapCTBEHHOM pErucTpalvd MEAUIMHCKOro H3Jenus (Jajnee - 3asBICHUE O
pEerucTpalyu) yKa3bIBalOTCS CIEAYIONINE CBEACHHUS:

a) HAaWMMCHOBAaHUE MEAWIIMHCKOTO wW3Aenusi (C YyKa3aHHWEM TNPUHAUICKHOCTEH, HEOOXOIUMBIX st
MIPUMEHEHUSI METUITMHCKOTO M3/IEUs TI0 HA3HAYEHUIO), TIPH ATOM 3asiBUTENh YKa3bIBACT TOBAPHBIA 3HAK U
HHBIC Cpe,Z[CTBa I/IHI[I/IBI/II[yaJII/IBaI_[I/II/I MCIUIIUHCKOI'O H3ACIUS B cnyqae X HAHCCCHHUS Ha ynaKOBKy
MeauIuHCKOTo u3nenus; (B pen. [locranosnenus [pasutenscta PO ot 31.05.2018 N 633)

H3zmenenusn, enecennvie Ilocmanosnenuem Ilpasumenvcmea P® om 31.05.2018 N 633 ¢ noonynkm
"a" nynkma 9, He npumenAOMCA K NPAGOOMHOULEHUAM, C6AZAHHBIM C OCYU|ECMEIEHUEM
20Cy0apcmeeHHOll pecucmpayuu MeOUyUHCKUX uzoenuil, 603HuKuum 0o 13.06.2018 (nynkm 2
Hlocmanoenenusa Ilpasumenvcmea P® om 31.05.2018 N 633).

0) B OTHOIIICHUH pa3pabOTUHKA - TTOJTHOE | (B CiIydyae, eClIM UMEETCs) COKpAIlleHHOE HAaUMEHOBAHHE, B TOM
yrcie GUpPMEHHOE HAaMMEHOBAaHKE, OPraHU3allMOHHO-TIPaBoBasi (opMa IOPUANYECKOTO JIMIA, aAPEC MecTa
€ro HaXOXICHHS WM (GamMuiaus, UM U (B CiIydae, €CId MMEETCS) OTYECTBO, PEKBH3UTHI JIOKYMEHTA,
YIOCTOBEPSAIOLIETO JTMYHOCTh, aJIpeC MECTa >KUTENbCTBA MHIMBUAYAIBHOTO MPEIIPUHUMATENS, a TaKKe
HOMepa TeneOHOB U (B cllydyae, €ClId UMEETCs) aIpec DJIEKTPOHHOW MOYTHI IOPUIHUYECKOTO JIUIA WIIH
MHAUBUAYAIbHOTO IpeanpuHumMarens; (B pea. Ilocranosnenus [IpaButenscrea PO ot 31.05.2018 N 633)

Iloonynkm "6'" nynkma 9 (¢ peoaxkyuu Ilocmanoenenusn Ipasumenscmea P® om 31.05.2018 N 633)
He npuMeHAemcs K RPA0OMHOUEHUAM, CA3ZAHHBIM C OCYULECHBIEHUEM 20CYOapCH8eHH O
peucmpayuu MeOUYUHCKUX uzoenuil, 603HuKuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 31.05.2018 N 633).

B) B OTHOIICHUH MPOU3BOAUTEINS (M3TOTOBUTENS) MEAUIIMHCKOrO M3JENHS - MOJHOE M (B Cily4ae, €cid
UMeeTCsl)  COKpallleHHOe  HauMEHOBaHME, B  TOM  yHuclie  (QUpMEHHOE  HauMEHOBaHHE,
OpraHHU3aIOHHO-TIPaBOBas opMa IOPUIUIECKOTO JIHIA, aAPeC MeCTa HAXOXKACHUS Wi (paMuius, UuMs 1
(B ciydae, eciu MMEETCs) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIONIErO JUYHOCTh, a/Ipec MecTa
KUTEIbCTBA WHANBUAYAILHOTO NPEANPHUHUMATENSI, a TakKe HoMepa TelepoHOB U (B ciydae, €cliu
MMeeTCsl) aJpec 3JIEKTPOHHOM MOYTHI IOPUANYECKOTO JIMIA WM UHIWBUIYAIBbHOTO MpeAnpuHuMaTens; (B
pen. ITocranoBnenus [Ipasurtenscrea PO ot 17.07.2014 N 670)

I') B OTHOILIEHUU YIOJIHOMOYEHHOTO MPEICTABUTENS MPOU3BOIUTENS (M3TOTOBUTEIIS) - TTOJIHOE U (B clydae,
€CIM  MMEETCsI) COKpallleHHO€ HauMEHOBaHWE, B TOM 4ucie (QUPMEHHOE HaWMMEHOBAHUE,
OpraHU3aIOHHO-TIPaBOBas opMa FOPUINIECKOTO JTUIA, aIPEC MECTA €T0 HAXOKIACHUS WU (aMIUITHS, UMS
1 (B CiIyuae, eClii MMEETCs) OTYECTBO, PEKBU3UTHI JJOKYMEHTA, YIOCTOBEPSIONIETO JIMYHOCTH, aIpec MecTa
KUTEIbCTBA WHAMBUAYAILHOTO NPEINPHUHUMATENSI, a TakKe HoMepa TelepoHOB W (B ciydae, €cliu
MMEETCS) aJipecC AJICKTPOHHOW IMOYTHI IOPUINYECKOTO JIMIA UM WHIUBUIYAIBHOTO TPEANpuHUMATENs; (B
pen. ITocranoBnenus [IpaButenscrea PO ot 31.05.2018 N 633)

Ioonyukm "2" nynkma 9 (¢ peoaxyuu Ilocmanoenenusn Ilpasumenvcmea P® om 31.05.2018 N 633) ne
npumeHnaemcsa K npagooOmHOUEHUAM, C6A3AHHBIM C OCYULECHIBICHUEM 20CYOaPCHIEEHH O PeCUCMPAUU
MeOUYUHCKUX u30enuil, 6o3Hukuum 00 13.06.2018 (nynkm 2 Ilocmanoenenusn Ilpasumenvcmea P®
om 31.05.2018 N 633).

1) B OTHOLICHWH IUIAa, HA UMS KOTOPOTO MOXET OBITh BBIIAHO PETHCTPAIIMOHHOE YIOCTOBEpEHUE, -
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moiiHOe ¥ (B clydae, €Cld HWMEETCs) COKpallleHHOe HAaWMEHOBaHWE, B TOM 4ucie (upmMeHHOe
HauMEHOBAaHME, OPraHU3allOHHO-TIpaBoBas (opma IOPUIUUYECKOrO JIMIIA, aJAPEeC MECTa €ro HaXOXKIEHUs
win pammius, uMsa U (B CIydae, €Clid UMEETCS) OTYECTBO, PEKBU3HUTHI JOKYMEHTA, YAOCTOBEPSIOIIETO
JUYHOCTb, aJPec MECTa KUTENbCTBA UHAUBUAYAIBHOTO MPEANPUHUMATENS, a TaKKe HOMepa TeleQOoHOB U
(B cimyuae, eciaM HMMEETCs) aJpec AIEKTPOHHOM IOYTHl IOPUAMYECKOIO JIMLA WIA HHAWBUAYAJIBHOTO
npeanpuanmatens; (B pen. [locranosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

Iloonynkm "0" nynkma 9 (¢ peoaxyuu Ilocmanoenenusn Ilpasumenscmea P® om 31.05.2018 N 633)
He npuMeHAemca K nPAe0OMHOUEHUAM, C8A3ZAHHBIM C OCYULECHBIEHUEM 20CYOapCH8eHH O
pecucmpayuu MeOUYUHCKUX uzoenuil, 603HuKuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 31.05.2018 N 633).

e) MCCTO ITPOU3BOACTBA MCAULIMHCKOI'O U3ACIINUA,

) Ha3HAYCHUE MEIUIIMHCKOTO H3JIEIusl, YCTAaHOBJICHHOE IPOU3BOIUTENEM (M3rOTOBUTENEM); (B pE.
[Toctanosnenus [1paBurensctBa PD ot 17.07.2014 N 670)

3) B MCOUIIMHCKOI'O H3ACINUA B COOTBECTCTBUHU C HOMGHKHaTVDHOﬁ Kﬂaccmbnxauneﬁ MCIOUIIMHCKUX
U3 0EIINH;

M) KJacC TOTCHIMAIBHOTO pPHUCKAa NPUMEHEHUS MEIUIMHCKOTO W3JIeJUs B COOTBETCTBUU C
HOMEHKJIATYPHOU KiIaccuuKanmeil MeTUIMHCKUX U31eTHil;

K) Koa O6mepoccuiickoro kiaccuduraTopa MpoayKIIUU MO BUIAM SKOHOMHUYECKOHN NIEATeILHOCTH; (B pe/l.
[Tocranosnenus [1paBurensctBa P® ot 10.02.2017 N 160)

J) CBEJICHUS O CIIOCO0€ MOTYUYECHHUsI PETUCTPAILIMIOHHOTO yIOCTOBEPEHHSI, a TAKXKe MH(POPMALIUH, CBSI3aHHON
C MIPOIIEAY PO TOCYAAPCTBEHHOM PErHCTPAIIMN MEUIIMHCKOTO U3ISITHSL.

10. Jlns rocymapCTBEHHON perucTpanui MEIUIIMHCKOTO H3Aenvs (3a HCKIIOYCHHEM MEIUIIMHCKUX
W3JICIMH, BKITIOYCHHBIX B TIEPEUYCHB) MPEICTABIIAIOTCS CICIyIONHe JOKYMEHTHI: (B pea. [loctaHoBIIeHUs
[IpaBurensctBa PO ot 18.03.2020 N 299)

a) KOIIUA JOKYMCHTA, MIOATBCPIKAAOIICTO MMOJJHOMOYHNA YIIOJTHOMOYCHHOI'O IPCACTABUTCIIA IPOU3BOAUTCIIA
(u3roroButens); (B pea. [loctanosnenus [IpasutensctBa P® ot 17.07.2014 N 670)

0) cBeZieHHsI 0 HOPMATHUBHOM TOKYMEHTAIIMU HA METUITTHCKOE U3/ICITHUE;

B) TEXHHMYECKas OKYMEHTAllUs TPOU3BOAUTENS (M3TOTOBHUTENS) HA MEIUIIMHCKOE wu3aenue; (B pes.
[Toctanosnenwuit [1paButenscTa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

') DKCIUTyaTallMOHHAs JOKYMEHTAIUS MPOU3BOAUTENS (M3TOTOBUTENS) HA MEAUIIMHCKOE U3JIENHe, B TOM
YKCIIe HHCTPYKIIHS 110 TIPUMEHEHHUIO MM PYKOBOCTBO IO SKCILTyaTallid MEIUITMHCKOTO U3eHs; (B PEI.
[TocTanosnenuii [IpaButenscta PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

1) dhotorpaduueckue n300pakeHus oOIIET0 BHUIa MEIUIIMHCKOTO U3/ENNs BMECTE C TMPUHAICKHOCTIMH,
HEOOXOIUMBIMH JIJIsI IPUMEHEHUS MEIUIIMHCKOTO M3JIeTUs TI0 Ha3HadeHuIo (pa3MepoMm He MeHee 18 x 24
canTumeTpa); (B pel. Ilocranosnenus [Ipasutenscrea PO or 17.10.2013 N 930)

n.1) dororpadpuueckre H300paXEHUsT DIEKTPOHHOTO HOCUTENsl ©  HHTep(deiica MmporpaMMHOTO
obecnieueHus (pa3mepom He MeHee 18 x 24 canTumerpa) (ISl IPOrpaMMHOTO 00ECTICUeHUs, SBIISIOMIETOCS
MEAUIIMHCKUM H3JeJIMeM, B TOM 4YHCIIE MPOTPaAaMMHOr0 OOECHeYeHHs C MPUMEHEHHEM TEeXHOJOTUN
HCKYCCTBEHHOI'O MHTEJIEKTA) (B ciiydae, eciu uMeercs); (B pead. Iloctanosnenus IlpaBurensctBa PO ot

24.11.2020 N 1906)

Iloonynkm "0.1'" nynkma 10 (6 peoaxyuu Ilocmanoenenus Ilpasumenvcmea P® om 24.11.2020 N
1906), ne npumensemca K nPaGOOMHOULEHUAM, CEAZAHHBIM C OCYULECMEICHUEM 20CYOaPCMEEHHOU
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pezucmpayuu MeOUYUHCKUX uzoenuil, 6o3Huxkuium 00 05.12.2020 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 24.11.2020 N 1906).

e) AOKYMCHTHI, ITIOATBCPKAAOIINUC PC3YJIbTAThI TCXHUYCCKUX HUCIBITAaHUH MCOUIIMHCKOI'O U3ACINA,

)K) AOKYMCHTBI, TOATBCPIKAAOMIUC PE3YJIbTAThl TOKCHUKOJIOTHMYCCKHUX HCCIEeIOBAaHUN MEIUIIMHCKOIO
HU3CJI1, UCIIOJIB30BAHUE KOTOPOI'0 NpEAIOIaracT HaJIn4nue KOHTaKTa C OpraHnu3MoOM 4Y€JIOBCKaA,

3) JOKYMCHTBI, TOATBCPIKAAOIINEC PC3YJIbTAThL ACHBITAHUN MCIUIMHCKOI'O U3ACIIHUSA B LCIIAX YTBCPKACHUA
THUIIA CPEJICTB U3MEPEHUI (B OTHOILIEHUU MEAMIIMHCKUX U3JIEIHNM, OTHOCAIINXCS K CpeACTBaM U3MEPEHUN B
chepe TOCYIapCTBEHHOTO pEryIHpOBaHUS OOECIeueHUs eIMHCTBA HW3MEPEHHH, NepeYeHb KOTOPBIX
yTBepkaaeTcss MUHUCTEPCTBOM 3ApaBooxpaneHus Poccuiickoit denepanun);

1) OIIUCH JOKYMEHTOB.

K) a7 MEIUIMHCKUAX u3Nenuid | Kimacca MOTEHIMAIbHOTO pHCKAa TPHUMEHEHHUS, MPOTPaAMMHOIO
oOecrieueHus, SBJISIONIETOCS MEIUIIMHCKAM H3JeIMeM, B TOM YHCJIE MPOTPAMMHOIO OOECICUYCHHS C
MPUMEHEHHEM TEXHOJOTUH HMCKYCCTBEHHOTO MHTEIUICKTA, ¥ MEIUIMHCKUX WU3JACTUHN Ui TUAarHOCTUKU in
VItro - CBEIEHHs, TMOATBEP)KIAIONINE KIMHUYECKYI0 J(P(GEKTUBHOCTh U 0O€30MacHOCTh METUITMHCKHUX
u3nenuit; (B pea. [loctanosnenuit [paBurensctea PO ot 31.05.2018 N 633, ot 24.11.2020 N 1906)

Hoonynkm """ nynkma 10 (6 peoaxkuyuu Ilocmanoenenusn Illpagumenscmea P® om 24.11.2020 N

1906), ne npumensemca K nPaGOOMHOUEHUAM, CEAZAHHBIM C OCYULECMEICHUEM 20CY0aPCMEEHHOU
pezucmpayuu MeOuyuHcKux uzoeauil, 603nuxuium 00 05.12.2020 (nynkm 2 Ilocmanoenenusn
Ilpagumenvcmea P® om 24.11.2020 N 1906).

.]'I) IMPOCKT IIJIaHa KIWHHUYCCKUX HUCHIBITAaHUN MECOUIIMHCKOIO MU3ACIIUA C O6OCHOBBIBaIOH_II/IMI/I €ro
Marepuanamu (B ciaydae, ecinu umeercs). (B pen. Ilocranosnenus [IpaButensctBa PO ot 17.07.2014 N
670)

M) CBEJCHUS O BBIJAHHBIX PETUCTPUPYIOIIMM OPTaHOM pPa3pelICHUSX Ha BBO3 MEAMIIMHCKHX HW3JEITHH C
IICJIBKO UX FOCYI[apCTBeHHOfI peI‘I/ICTpaLII/II/I (,Z[.HSI MCOUIIUHCKUX I/IB,Z[GJII/Iﬁ I/IHOCTpaHHOI‘O HpOI/IBBOI[CTBa, 3a
HCKJIFOYCHUEM TIPOTPAMMHOTO OOCCTICUCHHMS, SBJISIFOIIETOCS MEIUIIMHCKUM W3JEIHUEM, B TOM YHCIIC
POrPaMMHOTO OOECTeYeHHsT C TNPUMEHEHHEM TEXHOJOTUH HCKYCCTBEHHOTO WHTEIUIeKTa); (B perl.
[Toctanosnenuit [IpaButenscTa PO o1 31.05.2018 N 633, o1 24.11.2020 N 1906)

Hoonynkm "m" nynkma 10 (¢ peoaxkuyuu Ilocmanoenenusn Ilpasumenvcmea P® om 24.11.2020 N
1906), ne npumenaemca K nPAGOOMHOULEHUAM, CEAZAHHBIM C OCYULECMEICHUEM 20CY0aPCMEEHHOU
pezucmpayuu meOuyuHcKux uzoeauil, 603nuxuium 00 05.12.2020 (nynkm 2 Ilocmanoenenusn
Ilpagumenvcmea P® om 24.11.2020 N 1906).

H) KONUM JOKYMEHTOB, MOATBEPXKAAIOIIMX KAayecTBO JIEKAPCTBEHHOrO IMpernapara, (hapmaneBTHYECKON
cyOcCTaHIMK, OMOIOTHYECKOT0 MaTephalia U WHOTO BEIIECTBA, C MCIOJIb30BAHUEM KOTOPBIX MPOU3BEACHO
MEAUIIMHCKOE U3ENUE WIN KOTOpPbIEe BXOISAT B €r0 COCTaB M KOTOPBIE MpeIHa3HAuYeHbl JJIsl IPUMEHEHUs
TOJBKO C YYETOM Ha3HAYEHUs MEIULIMHCKOTO M3JENHs, ONPEACIICHHOIO MPOU3BOIUTENIEM, U BbIJAHHBIX B
COOTBETCTBUM C  3aKOHOJATEIbCTBOM  CTpPaHbl  IPOUCXOXKJEHHUS  JIEKQpCTBEHHOTO  Ipernapara,

(bapmarieBTHYeCKON CyOCTaHIIMM, OMOJIOTHYECKOTO MaTepuaia U MHOTo BemecTna. (B pel. IloctanoBienus
[TpaButensctBa PD oT 31.05.2018 N 633)

Ioonynkm "u' nynkma 10 (6 peoaxyuu Ilocmanosenenus Ilpasumenvcmea P® om 24.11.2020 N

1906), ne npumensemca K nPAGOOMHOULEHUAM, CEAZAHHBIM C OCYULECMEICHUEM 20CYOaPCMEEHHOU
pezucmpayuu MeOuyUHCKux uzoeauil, 603nuxuium 00 05.12.2020 (nynkm 2 Ilocmanoenenusn
Ilpagumenvcmea P® om 24.11.2020 N 1906).

11. B cinyudae ecnum JOOKYMeHTHI, yka3zaHHble B mnyHkTe 10 Hacrosmumx IIpaBui, cocraBieHbl Ha
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HHOCTPAHHOM S3BIKC, OHU HNPCACTABIAIOTCA C 3aBCPCHHBIM B YCTAHOBJICHHOM IIOPSAJAKC ICPCBOJOM Ha
pycckuii s3bIK. (B pen. [locranoBnenus [IpaButensctBa PO ot 17.07.2014 N 670)

12. Cpokn ¥ NOCIENOBAaTEIBHOCTh AJMUHUCTPATUBHBIX IPOLEAYp M aJMUHUCTPATUBHBIX AECHCTBUI
PETUCTPUPYIOIIETO OpraHa YCTaHABIUBAIOTCS pPa3pabaThIBAEMbIM B COOTBETCTBUU C IIOCTAHOBJIEHUEM
IIpaButensctBa Poccuiickoit ®enepaunn ot 16 mas 2011 r. N 373 agMUHUCTPAaTUBHBIM pETrJIaMEHTOM
IIPEJOCTAaBIIEHUS IOCYIapCTBEHHON YCIYTH 110 FOCYIapCTBEHHON PEruCTpalui MEUIIMHCKUAX U3JIENINH.

13. 3asBieHUE O PETUCTPALMM U JOKYMEHTBI, MpeaycMOTpeHHble NMyHKTOM 10 Hactosmmx IIpaBui,
MPEJCTABISAIOTCS 3asiBUTEIEM B PETUCTPUPYIOMINN OpraH Ha OYMa)>KHOM HOCHTENE HEMOCPEICTBEHHO WIIH
HaIpaBJIAKOTCA 3aKa3HbIM IMOYTOBBIM OTHPABJICHUCM C YBCAOMJICHUCM O BPYUYCHHU W OINMCBIO BJIOKCHUSA
100 B 3JIEKTPOHHOM (opMe, MOANKMCAHHBIE 3JIEKTPOHHOM MOAMHUCHIO.

Peructpupyrommii opraH NpUHUMAET 3asBICHUE O PETHCTPAlMA WU JOKYMEHTBI, NPEAYyCMOTPEHHBIE
nyHkToM 10 Hactosimux IlpaBuii, 1mo omucu, KOIMS KOTOPOM C OTMETKOW O Jare NpuemMa yKa3aHHBIX
3asBJICHUS U JIOKYMEHTOB B JICHb IpUEMa BPYYAETCS 3asABUTENIO WM HAIpaBISAETCS €My 3aKa3HbIM
MOYTOBBIM  OTMPABICHUEM C YBEAOMIIEHMEM O BpY4YeHHH JHMOO B 3JIEKTPOHHOW (opme 1O
TEeIIEKOMMYHHUKAITMOHHBIM KaHajaMm cBs3u. (B pen. [locrtanosnenus [IpaButensctBa P® ot 17.07.2014 N
670)

14. Peructpupytomuii oprad He BIpaBe TpeOOBATh OT 3asBUTEINS YKa3bIBaTh B 3asABJICHUH O PETUCTPAIlUU
CBCACHUA, HC MNPCAYCMOTPCHHLIC ITYHKTOM 9 HAaCTOALINX HpaBI/IJI, U OpCACTaBIATH JOKYMCHTBI, HC
npeaycMoTpeHHble MyHKToM 10 HacTtosimux [IpaBui.

15. B Tedenne 5 pabouumx mHEH CO AHS TIOCTYIUICHUS 3asBJICHUS O PETHCTPAllUM M JIOKYMEHTOB,
IIPENyCMOTPEHHbIX MyHKTOM 10 Hactosummx [lpaBui, perucTpupyromuii opraH HIPOBOAMT IPOBEPKY
MOJIHOTHl U JOCTOBEPHOCTU COJEP)KALIUXCA B HHUX CBEICHHM, B TOM YHCJIE IyTEM CpPaBHEHUS TaKHX
CBGI[GHI/Iﬁ CO CBCACHUAMHU, IMPCACTABICHHBIMU B TOPAAKC MCKBECIOMCTBCHHOI'O HH(bOpMaL[I/IOHHOFO
B3auMoeicTus. (B pen. [loctanosnenus [IpaButensctBa PO ot 17.07.2014 N 670)

16. B ciyuae ecnu 3asBIEHHE O pETUCTpalMd O(QOPMIICHO C HApyUICHHEM IOJOXEHUH NyHKTa 9
Hactoamux [IpaBun u (WiM) B 3asABICHUM YKa3aHbl HEJIOCTOBEpPHBIE CBEIACHHUS JIMOO JOKYMEHTHI,
npenycMoTpeHHble myHKToM 10  Hactosmmx IlpaBwi, mpeacTaBieHbl HE B TOJIHOM  0ObeMe,
PErUCTPUPYIONIUH OPTaH BPydyaeT 3asBUTEIIO YBEJOMIICHHE O HEOOXOAMMOCTH ycTpaHeHus B 30-THEBHBIN
CPOK BBISIBICHHBIX HapyIICHUH W (WIM) TPEICTABICHUS OKYMEHTOB, KOTOPBIE OTCYTCTBYIOT, IJHOO
HaIpaBIIeT TaKOe YBEJIOMJICHHE 3aKa3HBIM [TOUYTOBBIM OTIIPABIICHUEM C YBEIOMJICHHEM O BPYUYEHUU WUJIU B
(dopme 3IEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO JIEKTPOHHOIN MOIMUCHIO, JTUOO0 B 3JIEKTPOHHOH (Qopme
10 TEJIEKOMMYHHKAIIMOHHBIM KaHajiaM cBs3u. (B penl. [locranosnenus [IpaButensctBa PO ot 17.07.2014
N 670)

YBG,Z[OMJIGHI/IG B CJIy4dac €ro HalpaBJICHUS 3aKaA3HBIM ITOYTOBBIM OTIPABJICHUCM CUUTACTCA IMMOJTYYCHHBIM 110
ucreueHun 10 paboumx JaHEH ¢ maThl HanmpaBieHUs yBegomiieHus. (B pea. [locranosnenus [IpaButenscTBa
P® or 31.05.2018 N 633)

17. B Tedenne 3 pabouux qHEH CO AHS MPEACTABICHUS HAIJICKAITUM 00pa3oM 0(hOPMIICHHOTO 3asBICHUS
O PErucTpaluu U B TOJHOM 00BbEMe JOKYMEHTOB, MPEeIyCMOTpPeHHbIX MyHKTOM 10 Hactosmmx [IpaBui, a
TaKke B ciaydae ycTpaHeHUs B 30-IHEBHBIN CPOK BBISBICHHBIX HApyHICHUH W (WJIM) TPEICTaBICHUS
JOKYMEHTOB, IIPEyCMOTPEHHBIX IMYHKTOM 10 Hacrosmux IIpaBui, perucTpupyroomuil oprad NpuHUMAeT
pelIeHre o0 Havyalle TOCYIapCTBEHHON PEerucTpalui MEIULUHCKUX U3ENUH.

18. B cimyuae ecnu B 30-THEBHBIN CPOK HE YCTPAHEHBI BBISABIICHHBIC HAPYIICHUS U (WJIM) HE TIPEICTAaBIICHBI
JIOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETUCTPUPYIOIIUNA OpraH MPUHUMAET PEIICHHE O BO3BpATE 3asiBJICHUS
O PETUCTPALUU U TOKYMEHTOB, MPEIyCMOTPEeHHbIX MyHKTOM 10 Hactosmumx [IpaBui, ¢ MOTHUBHPOBaHHBIM
000CHOBaHHEM MPUYMH BO3BpATa.
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19. T'ocynapcTBeHHasi perucrpauus MEIUIUHCKUX HU3JIeTui (3a HMCKIIOYEHHEM MEIULMHCKUX HW3ACNIUH,
BKIIIOYCHHBIX B INEPEUYCHB) OCYIIECTBISIETCS PETUCTPUPYIOIIMM OPraHOM B CPOK, He TpeBbimaromui 50
pabouux aHEH €O AHS TPUHATHS PELICHHS O Hayaje TOCYJapCTBEHHOM pErucTpanuyd METUIMHCKHUX
m3nenuid. (B pen. [locranosnenwns [IpaButenscTBa PO ot 18.03.2020 N 299)

CpOK MPOBCACHU S KIIMHUYCCKUX HCIBITAaHUH MCIULIMHCKOI'O U3A€CIUA B SO-I[HGBHBIﬁ CPOK HC BKJIIHOYACTCH.

20. B Teuenne 3 pabouux THEH cO IHS MPUHATHS PEIICHHs O Hayalle TOCYAapCTBEHHOM perucTparuu
MEIULIUHCKUX M3IeNUHA (32 MCKIIOYEHHEM MEAMLMHCKUX M3JEIUH, BKIIOYEHHBIX B IEpPEUCHb)
perucTpupyromuii  oprai o¢opmiIeT M BbIIAaeT 3aJaHHe Ha MPOBEICHHE OHKCHEpPTH3bl KauyecTBa,
3ppeKTUBHOCTH W  O€30IaCHOCTH  MEIUIMHCKOro H3Aenus (erepalbHOMY TOCyIapCTBEHHOMY
OIOJKETHOMY YUYPEkKACHUIO, HAXOAALIEMYCsl B BEJICHUM PErMCTPUPYIOLIETr0 opraHa (Jajuee - SKCIepTHOE
yupexaenue). (B pea. Ilocranosnenus [pasutensctBa PO ot 18.03.2020 N 299)

21. Dkcmeprusza kadecTtBa, d(PPEKTUBHOCTH H 0O€30MACHOCTA MEIUIIUHCKOTO W3MENHsl TPOBOIUTCS
AKCIIEPTHBIM YUYPEKICHUEM IOATAlHO B COOTBETCTBUHM C IMOPSAKOM, YTBEpKIaeMbIM MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanmu:

a) Ha | aTame ocyIiecTBIsAETCS SKCIEPTH3a 3asBICHUS O PETUCTPAIIMU U IOKYMEHTOB, YKa3aHHBIX B ITyHKTE
10 macrosmux [lpaBwn, nns ompenesneHus BO3MOXKHOCTH (HEBO3MOXKHOCTH) MPOBEICHHUS KIMHUYECKUX
WCTIBITAHUN MEIMIIMHCKOTO U3JIEHs (3a UCKITFOYCHUEM MEIUIIMHCKUX M3 |1 Kilacca MOTEHIIMAIBHOTO
pUCKa MPUMEHEHHsI, TIPOTPAMMHOI0 O0ECIICUeHUSs, SBISIONMIETOCS MEIUIIMHCKAM H3JIeIHEeM, B TOM UYHCIIE
MIPOTPaMMHOTO 00€CTIeUeHUsI ¢ TPUMEHEHUEM TEXHOJIOTHI MCKYCCTBEHHOTO MHTEJICKTa, U MEIUIIMHCKUX
W3JIeTHMIA I AMATHOCTUKH in Vitro, a TakKe MEIMIIMHCKUX W3JIEHi, BKIIOYCHHBIX B MEpeYeHb); (B pe.
[Toctanosnenwuii [IpaButenscTBa PO ot 31.05.2018 N 633, ot 18.03.2020 N 299, ot 24.11.2020 N 1906)

IHoonynkm "a'" nynkma 21 (6 peoaxyuu Ilocmanosenenusa Illpasumenvcmea P® om 24.11.2020 N

1906), ne npumensemca K nPAGOOMHOULEHUAM, CEAZAHHBIM C OCYULECMEICHUEM 20CY0aPCMEEHHOU
pezucmpayuu meOuyuHcKux uzoeauil, 603nuxuium 00 05.12.2020 (nynkm 2 Ilocmanoenenusn
Ilpagumenvcmea P® om 24.11.2020 N 1906).

0) ma Il osrame ocymiecTBIseTCS HKCIEPTH3a TOJTHOTHI M PE3YJIbTaTOB IPOBEICHHBIX TEXHUYECKUX
HWCIBITAaHUM, TOKCUKOJOTHYSCKHUX HMCCICIOBAHNN, KIIMHUUECKUX MCIBITAHUM, a TaK)Ke MCIBITAHUM B IEIIX
YTBEPXKJACHHUS THMA CPEACTB H3MEpPEHUH (B OTHOIICHWM MEIUIIMHCKUX W3JCITUN, OTHOCSIIMXCS K
CpeICcTBaM H3MEpEeHU B cdepe TocylapCTBEHHOTO PETyIMPOBAHUS OOECIICUCHUS €IUHCTBA M3MEPECHU,
MepevYeHb KOTOPHIX yTBEpkKAaeTcsi MUHUCTEPCTBOM 31paBooxpaneHust Poccuiickoit denepamnun) (nanee -
AKCIEePTH3a MOTHOTHI U PE3YJIbTATOB UCTIBITAHUN U UCCIIEAOBAHUI).

21.1. Tlpu mpoBeaeHUN IKCIEPTU3Bl KauecTBa, dPPEKTUBHOCTH U 0€30MaCHOCTH MEIUITMHCKOTO H3IENHs
(Ha mro0O0OM 23Tarme) He JOIMYCKAeTCsl UCTPEeOOBaHWE DKCIEPTHBIM YUPEKICHUEM Yy 3asBUTENS JTMOO WMHBIX
JUI] MaTepHalioB, HEOOXOIUMBIX NJIsl MpoBeAeHus dKcnepTusbl. (B pen. [locranoBnenus [IpaButenbcTBa
P® ot 17.07.2014 N 670)

B CIydac HEAOCTAaTOYHOCTHU [JIsI BBIHCCCHUSA OKCICPTOM 3aKIOYCHHA MATCPHUAIIOB U CBC,Z[GHHﬁ,
COJIEpKAIIMXCS B TPEJCTABICHHBIX 3asABUTENEM 3asABJICHHUM O pErucCTpalMd M JOKyMEHTaXx,
IIPENyCMOTPEHHbIX MyHKTOM 10 Hacrosmmx IIpaBumii, skcmepT cTaBUT BOIPOC O IMPEACTABICHUU €My
HEOOXOJUMBIX MaTepUAIIOB M CBEJEHUM Iepes PYKOBOIUTENEM OSKCHEPTHOTO YUPEXKICHHUS, KOTOPBIN
oOparaeTcss ¢ COOTBETCTBYIOIIMM 3alPpOCOM B PETUCTPHUPYIONIMA OpraH, BBIJABIINI 3aJaHUE Ha
MPOBEACHUE SKCHEPTHU3bl. Peructpupyromuii opran B TedeHue 2 pabouyux THEW CO JHSA TMOCTYIUICHUS
3ampoca PYKOBOJUTENS HKCIEPTHOTO YUPEXKACHHUS HANpaBisieT 3asBUTENIO 3alpoc O MPEICTaBICHUU
HEOOXOJMMBIX CBEJICHWHM C yKa3aHHEM XapaKTepa 3aMEeuaHuid U croco0a WX yCTpaHEHHUs. YKa3aHHBIA
3alpoc HAMpaBisIeTCs OJHOKPATHO HAa KaXKIOM JTane OJKCHepTHU3bl KadecTBa, S(DPEeKTUBHOCTH U
0€30MacCHOCTH MEIUIIMHCKOTO H3IENuss U MOXKET ObIThb MepelaH YHOJHOMOYEHHOMY IPEACTaBUTENIO
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3aBUTENS JIMYHO IOJ PACHUCKY, HANPABJIEH 3aKa3HbIM IIOYTOBBIM OTIIPABICHUEM C YBEIOMIICHHEM O
BPYUYEHUHU WM TepelaH B AJIEKTPOHHOW (opMe MO TeIeKOMMYHUKALMOHHBIM KaHajaM CBA3U JHOO B
dbopMe DIIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO J3JEKTPOHHON moamuchio. (B pen. IloctaHoBieHuit
[IpaButensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

3asBUTENb 00s13aH MPECTABUTH OTBET HA 3allPOC PETUCTPUPYIOIIETO OpraHa B CPOK, HE MpeBbIIaromuii 50
pabouux JHEW CO JHS TOJYyYEHHsI 3TOTO 3ampoca. B Tedyenuwe 2 pabouux MHEW CO JHS MOCTYIICHUS OT
3asBUTENS OTBETAa Ha 3alpoC PErMCTPUPYIONIMI OpraH HampaBisieT TaKOW OTBET B HSKCHEPTHOE
yupexaeHnue. B ciydyae HenpeactaBiaeHus mo ucredeHun S0 pabounx JTHEH 3asBUTETIEM OTBETA Ha 3aIpoc
PETUCTPUPYIOIINI OpraH B TeueHHE 2 pabounx THEH HampaBiseT B SKCIEPTHOE YUPEkKICHUE YBEIOMIICHUE
O HEMpEeJICTaBJICHUM 3asBUTEIEM OTBETa Ha 3alpoC PETUCTPUPYIOMIEr0 oOpraHa s MOATOTOBKHU
3aKIIIOYCHUA SKCIICPTHOI'O YUPCIKICHNUA HAa OCHOBAHUW NOKYMCHTOB, UMCIOIIHUXCA B €0 pacCIlOPs>KCHUH. (B
pen. IlocranoBnenus [IpaBurenscrBa PO ot 17.07.2014 N 670)

Bpemsi co nHs HampaBiIeHUS 3alpoca PErUCTPUPYIOIIETO OpraHa J0 JTHS MOJTyYeHHs OTBETa Ha 3alpoc WU
YBEIOMIICHHSI O HENPEACTABICHUU OTBETA Ha 3aIpOC HE YUYUTHIBACTCS MTPH UCYUCIICHUN CPOKaA IPOBEICHUS
AKCIIEPTH3BI KadecTBa, dPGEKTUBHOCTH U 0€30MaCHOCTH METUIIMHCKOTO u3nenws. (B pea. [loctaHoBIeHUs
[TpaButensctBa P® ot 17.07.2014 N 670)

B cnyuae ecnu oTBeT Ha 3ampoc, a Tak)Ke ImpriiaraéMbie K HeMy JOKYMEHTBI COCTABJICHBI HA MHOCTPAHHOM
A3BbIKE, OHU NPEACTABISAIOTCSA C 3aBEPEHHBIM B YCTAHOBJIIEHHOM MOPSAKE MEPEBOJIOM Ha PYCCKHM SI3BIK. (B
pen. [locranoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

[Ipu BBISIBIEHHWHU PETHCTPUPYIOLUIMM OpPraHOM B TIPEJICTABICHHBIX 3asBUTEIIEM B OTBET Ha 3ampoc
JOKYMEHTaX HEIOCTOBEPHBIX M (MJIM) HEIOCTATOYHBIX JAHHBIX WJIM JTOKYMEHTOB, COCTaBJICHHBIX HIIU
COJIEpKaIINX TEKCT Ha MHOCTPAHHOM sI3bIKE 0€3 MepeBojia B YCTAHOBJICHHOM TOPSIKE HA PYCCKUHN S3BIK,
PETUCTPUPYIOUINI OpraH B TeuyeHHe 2 pabouux JHEH BpydaeT (HampaBiseT 3aKa3HbIM [OYTOBBIM
OTIIPABJICHHEM C YBEIOMJICHHEM O BpPYYEHUU WUIU B (GOpMe SICKTPOHHOTO JOKYMEHTA, MOJIHUCAHHOTO
ANEKTPOHHOW MOANUCHI0, TUOO B ASJIEKTPOHHOU (opMe MO TeNeKOMMYHUKALMOHHBIM KaHallaM CBSI3H)
3asIBUTEII0 PEUICHHE O BO3BPATe YKa3aHHBIX JOKYMEHTOB C MOTHBHPOBAaHHBIM OOOCHOBaHWEM MPUYUH
BO3BpaTa M COOOIICHMEM O BO3MOYKHOCTH IMOBTOPHOTO MpEICTaBICHUs 3asBUTENEM 10 uctedeHus S50
paboumx nmHeW coO JHS TONYYeHHUs 3ampoca JOpadOTaHHBIX JOKyMeHTOB. [Ipw HempencTaBiIeHHUH
3asiBUTENIEM B YKa3aHHBIA CpOK 3alpalivBaeMblX MaTepuajgoB M CBEICHHMM OJKCIEepTH3a KadyecTBa,
3¢ (HeKTHBHOCTH © 0OE30MACHOCTH MEIUIIMHCKOTO W3JCIHs MPOJOJDKACTCS 10 HAXOIAIIMMCS B
pacrnopsHKEeHUH SKCIIEPTHOTO YUPEKIECHUS paHee MPEICTaBICHHbBIM 3asBUTEIEM JOKYMEHTAaM U CBEACHHUSIM,
coJiepKalluMCsl B pErUCTpalluOHHOM Jiocke. (B pen. [locranosnenus [IpaBurensctBa PO ot 31.05.2018 N

633)

22. Ha 1 »rtame »skcmepTusbl KadecTBa, 3(PGEKTUBHOCTH W OE30MACHOCTH MEIMIIMHCKOTO H3ACIIUS
AKCIIEPTHOE YUYPEKACHHE B CPOK, HE mpeBbimaromuid 20 pabouux THEW co IHS TONydYeHUs 3aJaHws,
OCYIIECTBIISET CICAYIOMNE MEPOTIPUSTHS

a) MPOBEJIECHUE DKCIEPTU3BI 3aABJIECHUSA O PETHCTpPAllMM U JOKYMEHTOB, NPEAYCMOTPEHHBIX IYHKTOM 10
Hactoamux [IpaBun, ans ompeneneHUs BO3MOXKHOCTU (HEBO3MOXKHOCTH) TPOBEACHUS KIMHUYECKHX
UCHBITAHUN MEIULIMHCKOIO U3IENHNS;

0) odopmieHHE W HalpaBJICHWE B PETUCTPHUPYIONIMA OpraH 3aKIIOYeHUss O BO3MOXHOCTHU
(HEBO3MOXHOCTH ) MPOBEJICHUS KIMHUYECKUX UCTIBITAHUN MEAUITMHCKOTO U3AeNUsI (C YKa3aHUEeM MPUYUH 1
000CHOBaHHEM HEBO3MOXXHOCTH WX NpOBeIcHUs), ¢GopMa KOTOPOTO YTBepkaaeTcss MUHHCTEPCTBOM
3apaBooxpanenust Poccuiickoit denepanmu.

23. OcHOBaHHEM AJI BBIHCCCHUS SKCIICPTHBIM YUPCIKICHUCM 3aKIIIOYCHHA O HCBO3MOXKHOCTU MMPOBCACHUA
KJIWHAYECKUX HCIBITaHHI MCEIHUIIMHCKOT'O HU3ACIHA HJIM HEBO3MOXKHOCTHU FOCYI[&pCTBCHHOfI pEerucTpanmuu
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MeIULMUHCKOTO u3nenus seisercs: (B pea. [locranosnenus [IpaBurensctea PO ot 17.07.2014 N 670)

a) HECOOTBETCTBUE MEIUIIMHCKOTO M3C/Hs TPeOOBAaHUSIM HOPMATHBHOM JOKYMEHTAIIMU, TEXHUYECKON U
(w1M) SKCIUTyaTallMOHHOW JTOKYMEHTalUUMu Mpou3BoauTens (u3rorosurens); (B pen. [locranomieHuit
[TpaButensctBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

0) OTCYyTCTBHE JI0Ka3aTEIbCTB OE30MAaCHOCTH MEIUIMHCKOTO wu3aenusa. (B pen. IlocTtaHoBneHus
[IpaBurensctBa PO ot 17.07.2014 N 670)

24. PerucTpupyIomuyi oOprad B TeUeHHE 5 pabounx THEH CO JHS MOIYUYEHHUS OT AKCIIEPTHOTO YUPEIKICHUS
3aKJIIOUYCHHUA O BO3MOXHOCTH (HGBOBMO)KHOCTI/I) MNpOBCACHUA KIIMHUYCCKUX UCHBITAHUHU MCIUIIUHCKOI'O
U3JIEIHs OCYIECTBIISIET CIIEIYIOIINEe MEPOTIPUSATHSL:

a) OIEHKAa 3aKJIFOYCHUS ISl ONPEIeTICHIs] COOTBETCTBHSI 33JaHUI0 HA MPOBEICHUE IKCIIEPTH3hI KauecTBa,
3¢ (}eKTUBHOCTH M 0E€30MACHOCTH MEIUIIMHCKOro u3nenus. B ciydae ycTaHOBIEHMS HECOOTBETCTBUS
3aKJIFOUYEHHUS DKCIEPTHOTO YUYPEKACHUS YKA3aHHOMY 3a/laHUI0 TaKOe 3aKII0YCHHE BO3BpallaeTcs B
AKCIIEPTHOE YUpEeXKIACHUE Ha JOpabOTKYy, CPOK KOTOPOHM cCOCTaBisieT He Oojiee 2 pabodymx IHEH CO JHSA
MOJIYUCHHUA SKCIICPTHBIM  YUYPCKJIACHUCM  BO3BPAIICHHOTO  3aKJIKOYCHUS, (B pea. IlocTaHoBieHUs
[TpaButensctBa PD ot 31.05.2018 N 633)

0) mMpuUHATHE pEIIeHUs O Bblaue pa3pelleHrs Ha NMPOBEJCHHE KIMHUYECKUX HCIBITAHUM MEIULHUHCKOTO
U3JeNus Wik 00 0TKa3e B roCyIapCTBEHHON PETUCTPAIlMM MEIUIIMHCKOTO H3AETH s, KOTOpoe 0popMIIseTCs
MIPUKA30M PETUCTPUPYIOLIErO OPraHa, U yBEAOMIICHHUE 3asBUTENS O PUHITOM PEIICHUH;

B) BbIaua (HampaBlIeHUE 3aKa3HBIM MIOYTOBBIM OTIPABICHUEM C YBEIOMIICHUEM O BpyUEHUH WIH B (hopme
ANEKTPOHHOTO JOKYMEHTA, IOJNHCAHHOTO JJIEKTPOHHOM TOJMUCHIO) 3asBUTENIO pa3pelieHus Ha
MPOBEJICHUE KIMHUYECKUX UCHBITAHUN MEIUIIMHCKOTO u3aenus, (opMa KOTOPOrOo yTBEPKAAETCS
PErUCTPUPYIOIIUM OPraHOM, U BHECEHHE COOTBETCTBYIOIIMX CBEICHHI B PEECTP BBIJAHHBIX pa3pelICHUN
Ha TMPOBEJECHUE KIMHUYECKUX WCHIBITAHUA MEAUIMHCKOTO U3JENusl, TMOPSAOK BEJCHHS KOTOPOro
YTBEP)KIAETCS PErHCTPUPYIOLUIMM OpraHoMm, JuO0 yBenomiieHHEe 00 OTKa3e B TOCYyAapCTBEHHOM
pEerucTpalnuy MEAUIIMHCKOTO U3/IeNHUs C YKa3aHUEM MPUUMH OTKa3a.

25. OcHoBaHHEM [UIsl TIPUHATUS peIIeHUs 00 OTKa3ze B TOCYNAapCTBEHHOW pErMCTPaLUU SIBISETCS
MIOJIyYEHUE PETUCTPUPYIOIIMM OpPraHOM OT HKCIIEPTHOTO YUYPEXKACHHUS 3aKIIOYEHUS O HEBO3MOXXHOCTH
IIPOBEEHUS KIMHUYECKUX UCTIBITAHUI MEIULIMHCKOTO U3/EINS.

26. Knuanyeckue NCIBITAHAS MEIUIIMHCKOTO H3ASIN, 3a HCKIIIOUSHNEM MEIUIIMHCKNX n3enuii 1 kimacca
MOTEHIIMATBPHOTO PHUCKAa MPUMEHEHUS, MPOTPAMMHOTO OOECICUCHHUs, SBISIONIETOCS MEIUIIUMHCKUM
W3eMeM, B TOM YHCJIEe TPOrPaMMHOTO OOECTEUYCHHS ¢ MPUMEHEHHWEM TEXHOJIOTHH HCKYCCTBEHHOTO
WHTEJUIEKTa, U MEAWIIMHCKUX W3ACNUN I TUArHOCTUKU in Vitro, OCYIIECTBISIOTCS B paMKaX OIEHKU
COOTBETCTBHS, TMOPSIAOK TMPOBEIACHUS KOTOPOH yTBepkaaeTcss MUHHUCTEPCTBOM 3IPaBOOXPAHCHUS
Poccuiickoit @enepauuu. (B pex. [locranosnennii [IpaButensctBa PO ot 31.05.2018 N 633, ot 24.11.2020
N 1906)

KimHndeckue uCHbITaHUS MEAMIMHCKOTO M3ZCIUSA, 33 MCKIIOYEHHEM MEOMIMHCKUX u3aenui | kmacca
MOTEHIIMAJILHOTO PHUCKA MPHUMEHEHHs, NPOTPaMMHOrO OOECIIEUCHHUS, SIBIISIOLIETOCS MEIUITUHCKUM
U3JeNIMeM, B TOM 4YHCIE€ HPOrpaMMHOr0 OOECledYeHHs C NPUMEHEHUEM TEXHOJOIMH MCKYCCTBEHHOTO
MHTEJUIEKTa, U MEAMLUMHCKUX M3ACIMHA JUIs JAMArHOCTUKM in Vitro, a Takke METUIIMHCKUX H3IeNuil,
BKJIIOYEHHBIX B IIE€PEUEHb, IPOBOAATCA HAa OCHOBAaHMU DA3pEIICHUs Ha IPOBEACHHUE KIMHUYECKUX
UCTIBITAHUN, BBIJIAHHOTO  PETUCTPUPYIOIIMM OpraHoOM, a TaKke 3aKIoueHUuss 00 O3THYECKOM
00OCHOBAHHOCTU TPOBEACHUS KIMHUUYECKUX HCIBITaHUI, BBIJAHHOIO COBETOM IO 3THKE MuHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit denepanuny, B cilydasix, yCTAaHOBJIEHHBIX yKa3aHHbIMU [IpaBunamu. (B pen.
ITocranosnennii IlpaButensctBa PO or 31.05.2018 N 633, ot 18.03.2020 N 299, ot 24.11.2020 N 1906)
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CocraB yKa3aHHOTO COBETa IO OJTUKE M IIOJIOXKEHUE O HEeM YTBEpKJawTcs MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanmmu.

Kinunuueckne uWCnbITaHUS MEAUIMHCKOTO U3JEAUsl TMPOBOASATCS B MEIULMUHCKUX OpraHU3alUsX,
OTBEYAIOIINX TPEOOBAHUSM, YTBEPKICHHBIM MHUHUCTEPCTBOM 31paBooxpaneHus: Poccutickoit deneparumn.
YcTaHOBIICGHHE COOTBETCTBUS MCOUIIMHCKHUX opraHmauHﬁ OTUM TpCGOBaHI/IHM OCYHICCTBJIACTCA
PETUCTPUPYIOLINM OPraHOM B MOPSJIKE, YCTAHOBICHHOM YKa3aHHBIM MUHUCTEPCTBOM.

Ilynxkm 21 (¢ peoaxkyuu Ilocmanoenenusn Ilpasumenscmea P® om 24.11.2020 N 1906), ne
HpUMEHAEmCcA K RPAGOOMHOUEHUAM, C6A3ZAHHBIM C OCYULECMETICHUEM 20CYOaPCHIBEHHO PecUCmpPayuu
Meouyunckux uzoenuit, 6o3nuxmum 00 05.12.2020 (nynkm 2 Ilocmanoenenusn Ilpasumenvcmea P®
om 24.11.2020 N 1906).

27. llepedyeHb MEOUIMHCKUX OpraHU3alMid, HWMEIOIIMX IPAaBO MPOBOAUTH KIMHUYECKUE MCIBITAHUS
MCIAUIIUHCKHUX H3H€HHﬁ, nu pee:CTp BbIJJAHHBIX pa3pemeHH1>'1 Ha HpOBGI[eHI/Ie KIIMHNYCCKHUX I/ICHI:ITaHI/Iﬁ
MEIUIIMHCKUX  M3JEIUA  OMyOJMKOBBIBAIOTCS ¥ Pa3MENIAIOTCA  PETHCTPUPYIONIMUM  OpPraHoM B
YCTaHOBJICHHOM UM IOPSJIKE HA CBOEM O(UIHAIILHOM CaiiTe B MH(POPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHON
cetu "UHtepHeTt".

28. Ilpm mnpuHATUM pelIeHHs O BbIIAYE pa3pelleHUs Ha IPOBEACHUE KIMHUYECKUX WCIBITaHUN
MEIULUHCKOTO H3JeJIUs  PETUCTPUPYIOIMI OpraH MpPUHUMAET pEHIEHHe O IPUOCTAHOBICHUU
rOCy/1apCTBEHHON PErMCTPAllMy MEIULMHCKOTO M3AENIUs 10 JHS MPUHATHS PELICHUs PETUCTPUPYIOIIETO
opraHa 0 BO300HOBJIEHMM T'OCYJapCTBEHHOH pErucTpaliyd MEIUIMHCKOTO H3JIeNus, B COOTBETCTBUU C
nyHkToM 30 HacTosAmux [Ipasui.

29. O KIMHUYECKUX UCTIBITAHUAX MEAULIMHCKOTO U3/IE€TIHS 3asBUTENb YBEJOMIISIET PErMCTPUPYIOLIUI OpraH
B TeUeHHUeE 5 pabounx JHEH ¢ Havajga uX MPOBEACHUSI.

30. Ilo OKOHYAHHWM KIMHUYECKUX HCIBITAHUN MCIUIIUHCKOI'0 HU3ACIUA 3adBUTCIIb MNPCACTABIISICT B
PETUCTPUPYIOUINI OpraH 3asBJICHHE O BO30OHOBIEHUH TOCYJApCTBEHHOM pErucTpanud MEIUIIMHCKOTO
u3gcisad M Ppe3yJibTaTbl KIIMHUYCCKUX ACHBITAHUN MCIUIIUHCKOI'0 H3ACIHA, a TaKiKEC JOKYMCHTHI,
yKazaHHble B moamyHkTtax "0" - "3", "k" m "n" mynkra 10 mHactosmux IlpaBun, B ciydae, eciiu B HHUX
BHCCCHBI HM3MCHCHHUA II0 PE3yJIbTaTaM KIMHUYCCKUX HUCHIBITAaHUN MCOUIIMHCKOTO HU3ACIINA. (B pea.
[Toctanosnenus [1paBurensctBa PD ot 17.07.2014 N 670)

31. Peructpupyromnuii opran B TedeHUe 2 pabOUnX THEU CO JIHS TMOJYYCHHS TOKYMEHTOB, YKa3aHHBIX B
nyHkre 30 Hactosmmx IlpaBui, MpUHUMAET pelieHrue O BO3OOHOBIEHUH TOCYAAPCTBEHHOW PETUCTpaIUH
MeauuHcKoro u3nenus. (B pex. [locranosnenus [IpaBurensctBa PO ot 31.05.2018 N 633)

Pemenne o BO300HOBJIEHHWH TOCYAAPCTBEHHOM pPETHCTPAllMd MEIUIMHCKOTO H3ACTHs IMPHHUMAETCS
PETHCTPUPYIOIIUM OpPraHOM TII0 pe3yJbTaTaM MPOBEPKH IMOJHOTHI W JOCTOBEPHOCTH CBEACHUH,
COZCPIKALINXCS B TPEACTABICHHBIX B PETUCTPUPYIOIIMHA OpraH 3asBJICHUM O BO30OHOBICHUU
TOCYapCTBEHHOW PEruCTpalii MEAWIIMHCKOTO M3AENHS M MHBIX JOKYMEHTax, yKa3aHHBIX B MyHKTe 30
Hacrosmux [Ipasun. (B pex. [Tocranosnenus [IpaBurenscta PO ot 31.05.2018 N 633)

B citydae ecnu 3TH JOKYMEHTHI IIPEACTABICHBI HE B IMOJIHOM 00BEME WIIM B HUX BBISIBIICHBI HEIOCTOBEPHBIE
JaHHbIE, @ TAaK)Ke B Clydyae MPEACTaBICHUS JTIOKYMEHTOB, COCTABJICHHBIX Ha WHOCTPAHHOM S3bIke, 0e3
3aBEPEHHOr0 B YCTaHOBJIEHHOM IOPSJKE MEPEBO/a HA PYCCKUM SI3bIK, PETUCTPUPYIOIIUN OpPraH BpydaeT
(HampaBisieT 3aKa3HbIM TOYTOBBIM OTIIPABICHHEM C YBEJOMJIEHHEM O BpydyeHUH uin B ¢dopMme
3JIEKTPOHHOTO JIOKYMEHTa, MOJIMMCAHHOTO 3JIEKTPOHHOW IMOAMUCHIO, MO0 B 3NIEKTPOHHOU (opme 1o
TEJIeKOMMYHUKAIIMOHHBIM KaHajlaM CBsI3W) 3asBUTENIO PELIEHHE O BO3BpATE 3asBJICHUS O BO30OHOBJICHHUU
roCy/1apCTBEHHON PErucTpanuy MEJUIIMHCKOTO U3JENINs C IPUJIOKEHUEM K HEMY YKa3aHHBIX IOKYMEHTOB
U U3JOKEHUEM TMPUYMH, TMOCIYKUBIIMX OCHOBAaHMEM J[UId Takoro Bo3Bpara. OJHOBpEMEHHO
PETUCTPUPYIOMIUN OpraH cOOOIIAeT 3asiBUTEII0 O BO3MOXKHOCTH MTOBTOPHOT'O NPEACTABICHHUS 3asBICHUS O
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B0306HOBH€HI/II/I I‘OC}’,Z[@.pCTBCHHOfI perucTpain MCAUILUHCKOIO M3ACIHA C MTPHUIIOKCHUCM K HCMY
nopaboTaHHBIX JOKyMeHTOB. (B pea. [loctanoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

32. Ha II srtame skcmepTusbl KayecTBa, 3(P(PEKTUBHOCTH U OE30MACHOCTH MEIUIMHCKOTO H3JIeNUs
PETHCTPUPYIOIINIT OpraH B Te4yeHHe 2 pado4yMx JHEH CO JHS NPHHATHS PEUICHUS O BO300OHOBJICHUH
TOCYJapCTBEHHON pErucTpany MEIMIUHCKOTO W3JeNus Ha OCHOBAaHMM 3aJaHHs Ha IIPOBEJCHHE
IKCTIEPTU3bl KadecTBa, 3((EeKTHBHOCTH M OE30MAaCHOCTH MEIUIMHCKOTO W3AETHs, BBIJAHHOTO B
cOoOTBeTCTBMM ¢ TyHKToM 20 Hacrosmmx [IpaBun, HampaBiseT B OKCIEPTHOE YUPEKICHHE
IPE/ICTaBICHHBIC 3asBUTEIEM Pe3yIbTaThl KIMHUYECKUX UCTIBITAHUNA MEJUIIMHCKOTO H3/ICITHSL.

33. DkcmepTHOE YYpexJeHHe B CpOK, He mpeBblmarommii 10 pabounmx 1gHEH cO JHA TONydYeHUs
JOKYMEHTOB, YKa3aHHBIX B IIyHKTe 32 HacTosuX IIpaBui, mpoBOANT SKCIEPTU3Y MOJHOTHI U PE3YJIbTATOB
MPOBE/ICHHBIX MCIIBITAHUI U MCCIIEJOBAHUH, a TakKe 0(OPMIIIET M HANIPABIISET B PETUCTPUPYIOLINIA OpraH
3aKJIIOYEHHUE 10 pe3ysIbTaTaM AKCHEepPTH3bl KadecTBa, 3(P(HEKTUBHOCTU M OE€30MaCHOCTH MEAMIIMHCKOTO
uznenusi, opma KOTOporo yreepxaactcs MuHHCTEpCTBOM 31paBooxpaneHust Poccuiickoit denepannu.

34. B cpok, He npeBpimaromuii 10 pabounx aHEN co THS MONyYEHUS 3aKITIOUCHHs, YKa3aHHOTO B ITyHKTE
33 nactosimux [IpaBuii, perucTpupyroumi Oprad OCyIeCTBISIET CIEAYIOIINE MEPOTIPUSITUS:

a) OIEHKA 3aKJIFOYCHUS ISl ONPEICTICHIs] COOTBETCTBHSI 3aJaHUI0 HA MPOBEICHUE IKCIIEPTH3hI KauecTBa,
3¢ (deKTUBHOCTH M 0OE€30MACHOCTH MEIUIIMHCKOro u3nenus. B ciydae ycTaHOBIEHHS HECOOTBETCTBUS
3aKJIFOYEHHUS DKCIEPTHOTO YUYPEKACHUS YKA3aHHOMY 3a/laHUI0 TaKOoe 3aKIIOYCHHE BO3BpallaeTCs B
AKCIIEPTHOE YUpPEXKIACHUE Ha JOPabOTKYy, CPOK KOTOPOH cOCTaBisieT He Oojiee 2 pabovymx JHEH CO JHSA
MOJIy4EeHUsI OKCIEPTHBIM YUPESKICHHUEM BO3BpallleHHOro 3akitoueHus; (B pen. IloctaHoBrneHus
[TpaButensctBa P® oT 31.05.2018 N 633)

0) NpHUHATHE PELICHHs O TOCyJapCTBEHHON PErucTpaluy MEIUIMHCKOrO H3Jenus HMiaun o0 OTKase B
TOCYJapCTBEHHON  pEeruCTpaliMd  MEIUIMHCKOTO  H3JeNHsi, KOoTopoe Oo(opMIIsIeTcss  IMPHKa3oM
PETUCTPUPYIOIIETO OpraHa, W YyBEIOMJICHHE 3asBUTENS O IMPUHATOM pELICHUH (32 HCKIOYEHUEM
MEAULMHCKUX M3JEJINN, BKJIIOYEHHBIX B IepeueHb); (B ped. Ilocranomnenust IlpaButensctBa PO ot

18.03.2020 N 299)

B) odopmieHre W BbIJada (HampaBlieHHME 3aKa3HbIM IIOYTOBBIM OTIPABICHHUEM C YBEJOMIJICHHEM O
BpyYeHUU WIHM B (opMe DSJIEeKTPOHHOIO JOKYMEHTAa, MOJAMHUCAHHOTO JJIEKTPOHHOM MOANUCHIO, JNOO
nepefaya B AJNEKTPOHHOM (opMe 1O TEIEeKOMMYHHUKALMOHHBIM KaHAJaM CBSI3M) 3asBUTEIIO
PETUCTPALIMOHHOTO YAOCTOBEpEHHUSI JIMOO yBeAOMIIEHHMS 00 OTKa3ze B TOCYJapCTBEHHOH perucrpaiuu
MCIUIIUHCKOro u3ACInA C YKa3aHUCM TIpUYHUH OTKa3a (321 HUCKIOYECHUEM MCAULMUHCKHUX I/IS,Z[GHPlﬁ,
BKJIIOYEHHBIX B TiepedeHb). (B pea. [locranomnenuit IlpaButensctBa P® ot 17.07.2014 N 670, ot
18.03.2020 N 299)

35. OcHOBaHUSAMHU JAJS1 MPUHATHUA PETUCTPUPYIOIIUM OPraHOM pelieHus 00 OTKa3e B roCyAapCTBEHHOU
pETHCTpali MEAWLUHCKOTO W3JeNus (3a HMCKIIOYEHHEM MEIUIIMHCKUX W3JIeNUi, BKIIOYEHHBIX B
nepedens) sBisioTes: (B pea. [locranosnenuii [lpaButensctBa PO ot 31.05.2018 N 633, ot 18.03.2020 N
299)

a) TONY4YEHHE OT OHKCHEPTHOIO YUPEXJACHHUS 3aKII0UEHHUS IO pe3ylbTaTaM »JKCIEPTU3bl KauyecTBa,
3 PEeKTHBHOCTH M 0E30MaCHOCTH MEIUIIMHCKOTO M3/ENHs, CBUACTEIBCTBYIONIETO O TOM, YTO Ka4eCTBO, U
(umu) >ddextuBHOCTS, U (WIM) 0€30MACHOCTH PETHUCTPHPYEMOTO0 MEIMIIMHCKOTO H3JEIHs He
HOJTBEP>KACHBI OTyYEHHBIMU JAHHBIMH, U (WJIN) O TOM, YTO PUCK MIPHYMHEHHS BpeJia 3710pPOBbIO IPaKIaH
U MEIMIMHCKUX pPAaOOTHUKOB BCIEACTBHE TNPUMEHEHUS MEAMLMHCKOTO H3ACTHs  IPEBbIIIACT
a¢ddexTuBHOCTH ero nmpuMeHnenus; (B pen. [locranosnenns [IpaButensctBa PO ot 31.05.2018 N 633)

0) BBISIBJICHHUE PETHCTPUPYIONIUM OPTraHOM IO Pe3yJibTaTaM roCyAapCTBEHHOTO KOHTPOJIS 3a oOpalieHueM
MEAUIIMHCKUX U3JIeHA HECOOTBETCTBUI NaHHBIX 00 3()PeKTUBHOCTH M O 0€30MaCHOCTH MEIUIUHCKOTO
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HU3CIMA JaHHBIM O MCIAUIIMHCKOM HU3ACIINU, COACPKAINUMCA B 3a4BJICHUU O PCTUCTPALMUA U NOKYMCHTAX,
ykazaHHbIX B myHKTe 10 HacTosimmx [IpaBun. (B pen. [Tocranosnenus [IpaButensctBa PO ot 31.05.2018 N
633)

36. B Teuenme 1 pabGodero mHSA TOCIAE TPHUHATHS pEHICHUS O TOCYAAapCTBEHHOW perucTpauu
MEAUIIMHCKOTO U3/EIUsl PErUCTPUPYIOLINI OpraH BHOCUT JIaHHBIE O 3aPETUCTPUPOBAHHOM MEAMLIMHCKOM
U3JIeJMM B TOCYJIapCTBEHHBIN peecTp B MOpsIKE, MPeayCMOTPEHHOM IocTaHoBieHHeM [IpaButenbcTBa
Poccuiickoit ®enepannn ot 19 uronsa 2012 r. N 615. (B pen. Ilocranosnenuit IlpaBurensctBa P® or
17.07.2014 N 670, ot 31.05.2018 N 633)

37. K u3MeHeHHsIM, BHOCUMBIM B JIOKyMEHTBI, COJIEpKAIINECS B PETUCTPALMOHHOM JI0ChE, HE TPEOYIOIUM
MIPOBEJICHUS SKCIIEPTH3bI Ka4ecTBa, 3(PPEKTUBHOCTH U OE30MACHOCTH MEAMIIMHCKOTO M3CNNs, OTHOCSATCS:
(B pen. Ilocranosnenus [lpaButensctBa PO ot 31.05.2018 N 633)

a) U3MEHEHUE CBEJICHUH O 3asBUTEINe, BKIOYas cBeAcHus: (B pead. [locranosnenus [lpaBurensctBa PO ot
31.05.2018 N 633)

0 peopraHusanu opuauueckoro juna; (B pen. [loctanosnenus Ilpasurenscta PO ot 31.05.2018 N 633)

00 U3MEHEHUN HAaUMEHOBAHMS IOPUAMYECKOTO JHIa (TIOJTHOTO U (B Cly4yae, €CIM UMEETCs) COKPAIIEHHOTO,
B TOM 4Yncie (UPMEHHOTO HAaMMEHOBAHUS), ajpeca MecTa ero HaxoxaeHus; (B pen. IloctanoBnenus
IIpaButensctBa PO or 31.05.2018 N 633)

00 wm3MeHeHMHM (ammwimu, UMEHU U (B Ciydyae, €CIM HMMEETCs) OTYeCTBa, ajJpeca MecTa KUTEIhCTBA
WH/IMBUYaJIbHOTO MPEANPUHUMATENS U PEKBU3UTOB TOKYMEHTA, YIOCTOBEPSIOIIETO €ro JIMYHOCTD; (B pei.
[Toctanosnenus [1paBurensctBa PD or 31.05.2018 N 633)

0) U3MEHEHHE CBEJICHHI O JIMIIE, Ha UMSI KOTOPOTO MOXKET OBITh BBIJAHO PETUCTPAIIMOHHOE YA0CTOBEPCHUE
Ha MEIUILIMHCKOE u3Jenue, BKitovas cBeaenud: (B pea. [locranosnenus [IpasutenscrBa PO ot 31.05.2018

N 633)

0 peopraHu3anuy opuauueckoro juna; (B pen. [loctanosnenus Ilpasurenscta PO ot 31.05.2018 N 633)

00 U3MEHEHUN HAaUMEHOBAHMS IOPUAMYECKOrO JHIa (TIOJTHOTO U (B Clyyae, eCIM UMEETCs) COKpAIIEHHOTO,
B TOM uucie (UPMEHHOTO HAaMMEHOBAHHUS), aJpeca MECTa €ro HaXOXICHUS WM (paMUIuu, UMCHU H (B
cjydac, CCJIn I/IMGGTC}I) OTUCCTBA, MCCTA KUTCIbCTBA HWHIAWBUAYAJIBHOTO MPCANPHUHUMATCIIA, (B pea.
[Toctanosnenus [IpaBurensctBa PD or 31.05.2018 N 633)

B) HU3MEHEHHE aJ[peca MecTa TMPOW3BOJACTBA (M3TOTOBIEHHS) MEIULMHCKOTO u3aenus; (B pen.
[Toctanosnenus [1paBurensctBa PD or 31.05.2018 N 633)

I) M3MEHEHHE HAaMMEHOBaHMsS MEAMLUHCKOrO M3ENUs B Cllydae, €ClIi He H3MEHWJINCh CBOWCTBA MU
XapaKTepUCTHUKH, BIUSIONINE HA Ka4eCTBO, 3((HEKTUBHOCTh M 6€30MaCHOCTh METUIIMHCKOTO U3JICNHUs, UIIH
COBEPILIEHCTBYIOTCSI €0 CBOMCTBA U XapaKTEPUCTUKU IPU HEM3MEHHOCTU (PYHKLMOHAIBHOTO Ha3HAYEHUs
n (W) npuHLMINA AeicTBUs, npeaycMmaTtpuBaromiee: (B pen. Ilocranosnenus llpaBurensctBa P® or
31.05.2018 N 633)

,Z[O6aBJ'IeHI/I€ (I’ICKHIO‘ICHI/IC) HpHHaHﬂeX(HOCTCﬁ MCOUIITUHCKOI'O nu3acinus NN U3MCHCHUC ux
HanMmeHoBaHus; (B pen. [Toctanosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

yKa3aHWe, W3MCHCHHEC W HCKIIIOYCHHE TOBApHOTO 3HAKa M WHBIX CPEACTB HWHIMBHIYaTH3AIHH
MeauuuHcKoro uznenus; (B pen. [locranosnenus IpaButenscta PO ot 31.05.2018 N 633)

M3MEHEHHE KOJIMYEeCTBa €AMHMII MEIUIMHCKOIO M3JENUs WM €ro COCTAaBHBIX YacTell, KOMIUIEKTYIOIIUX,
YKa3aHHBIX B TPWIOKEHHH K PETUCTPAllMOHHOMY yaocTtoBepeHuio; (B pen. IlocranoBieHus
[TpaButensctBa PD oT 31.05.2018 N 633)
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yKa3aHWE WIM HUCKIIOYEHHE BapUAHTOB MCHOJHEHUs (Mojenel) MEIMIMHCKOro wu3aenus; (B pea.
[Toctanosnenus [1paBurensctBa PD or 31.05.2018 N 633)

W3MECHECHHE MAapKUPOBKH © (WIM) YHAaKOBKM MeAWIMHCKoro wu3aenus; (B pen. IloctaHoBneHus
[TpaButensctBa PD ot 31.05.2018 N 633)

1) U3MEHEHHUE NMPOU3BOINUTENEM (M3TrOTOBUTENEM) MEAUIIMHCKOTO U3JIENHs CPOKOB JIEHCTBUS TOKYMEHTOB,
coJiepKalluxcs B perucTpauoHHoM focke; (B pel. [loctanonenus IlpasurensctBa PO ot 31.05.2018 N

633)

€) u3MeHeHue wuHPopManuu 00 YIMOIHOMOYEHHOM TIPEACTaBUTENE MPOW3BOAUTENS (M3TOTOBUTEIS)
MeauiuHcKoro u3nenus. (B pex. [locranosnenus [IpaBurensctBa PO ot 31.05.2018 N 633)

Ilynkm 37 (¢ peoakyuu Ilocmanoenenusn Ilpasumenvcmea P® om 31.05.2018 N 633) ne npumensaemcs
K NPABOOMHOUIEHUAM, C6A3AHHBIM C OCYULECMEIeHUEM 20CY0aPCHEEHHON PeUCMPAY UL MEOUUUHCKUX
uzoenuit, 6o3Huxuwium 00 13.06.2018 (nynkm 2 Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N
633).

38. lns BHECEHMSI B JTOKYMEHTHI, COJIEpKAIIMECS B PETUCTPALIMOHHOM JIOChE, U3MEHEHUH, YKa3aHHBIX B
nyHkTe 37 Hacrosimux IlpaBui, 3asBuTens He mo3aHee 4em depe3 30 pabouux HHEW co JHS W3MEHEHUs
COOTBETCTBYIOIIMX JaHHBIX MpPEJCTaBiseT (HampaBiseT) B pErUCTpUpYyIOUMi opran: (B pen.
[Toctanosnenus [1paBurensctBa PO or 31.05.2018 N 633)

a) 3asBJICHUE O BHECCHHHM M3MCHECHHMH B JIOKYMEHTHI, COJIEpP)KAIIUECS B PETUCTPAIIMOHHOM JIOChe (manee -
3asBJICHHE O BHECEHUU M3MEHEHUi), 0(hOpMIIEHHOE B COOTBETCTBUU C MYHKTOM 9 Hactosumx [Ipasui; (B
pen. [locranoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

0) KOmWI0 JOKYMEHTAa, TIIOATBEPKIAIOIIETO  ITOJHOMOYHS  yIMOJHOMOYEHHOTO  IPEICTABUTENS
npousBoauTens (u3rorosurens); (B pea. Ilocranosnenus [paButensctBa PO ot 31.05.2018 N 633)

B) TOKyYMEHTHI M CBEJICHUS O COOTBETCTBYIOIINX U3MEHEHUSX, B TOM YHCJIE JOKYMEHTBI, TOATBEPKIAIOIINE
U3MEHEHHUs, yKa3zaHHble B moamyHkrax "a" - "B" myHkrta 37 Hacrosumx IIpaBui, a Takxke B cilydae
W3MEHEHUs HAaWMEHOBaHUS MeaunuHckoro miaenus: (B pen. IlocranoBnenus IlpaButensctBa P® ot

31.05.2018 N 633)

CBCIACHHUA O HOpMaTI/IBHOI\/'I AOKYMCHTAllUK Ha MCAULUMHCKOC U3JACIINC, (B pea. IlocTaHoBieHUS
[TpaButensctBa PD oT 31.05.2018 N 633)

TEXHUUYECKYIO TOKYMEHTALUIO IPOU3BOANUTENS (M3TOTOBUTENS) HA MEIULIMHCKOE U3/ENINE, IPUBEICHHYIO B
COOTBETCTBHE C HOBBIM HAMMEHOBAaHMEM MEIULIMHCKOro usaenus; (B pea. [locranosnenus [IpaBurenscrBa
P® or 31.05.2018 N 633)

OKCIUTYAaTalUOHHYH0 JOKYMCHTAIWUIO IPOU3BOJAUTCIIA (I/I3I‘OTOBI/IT€.H$I) Ha MCOUIIMHCKOEC HU3ACIIHUC (B TOM
Yyclie MHCTPYKIHMIO MO0 MPUMEHEHHWIO WM PYKOBOJACTBO IO S3KCIUTyaTallUd MEIULHUHCKOTO W3Jemus),
MNPUBCACHHYIO B COOTBCTCTBHUC C HOBBIM HAMMCHOBAHUCM MCIUIITMHCKOT'O U3ACIINSA; (B pea. IlocTaHoBieHUs
[TpaButensctBa PD oT 31.05.2018 N 633)

dororpaduueckue n300pakeHUs OOIIET0 BUIA MEAWIIMHCKOTO H3ICNUsS BMECTE C MPUHAICHKHOCTIMHU,
HEOOXOAMMBIMU Il NPUMEHEHMs] MEIUIMHCKOTO W3JeiMs M0 Ha3HaueHHio (pa3MepoM He MeHee 18
CAaHTUMETPOB B JUIMHY U 24 caHTUMETpOB B IMpuHY); (B pea. IlocranoBnenus IlpaBurtensctBa PO ot

31.05.2018 N 633)

I) JOKYMEHTHI IPOM3BOAMTENS W (WJIM) OpraHU3alMi, OCYIIECTBISIOIIMX HPOBEJCHHE TEXHUYECKUX
UCTIBITAHUN,  TOKCHUKOJOTMYECKUX  HMCCIENOBAaHMM,  KIMHUYECKUX  HUCHBITAaHUH  (pe3yJIbTaThl
COOTBETCTBYIOUIMX HCIIBITAaHWUH), MOATBEP)KAAONINE, YTO BHECCHUE 3aSBJICHHBIX M3MCHEHHWH HE BIJICUET
M3MEHEHHSI CBOWCTB M XapaKTEPHCTUK, BIHUSIOMIMX Ha KauyecTBO, 3((EKTUBHOCTH M 0€30MacHOCTb
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MEIWIIMHCKOTO W3AENUsl, WJIA COBEPIICHCTBYET CBONCTBA M XapaKTEPUCTUKH TMPU HEU3MEHHOCTHU
(YHKIIMOHABHOTO Ha3HaueHus W (WIM) TPUHIUIA JCHCTBUS MEAUIIMHCKOTO u3aenus; (B pen.
[TocTanosnenus [1paBurensctBa P® or 31.05.2018 N 633)

J1) OPUTHMHAJ PETUCTPAIIMOHHOTO ynocToBepenus (nyonukar); (B pea. [locranonenus [IpaBurenscrBa PD
or 31.05.2018 N 633)

€) onuch 10KyMeHTOB. (B pex. [loctanoBnenus IlpaBurenscrea PO or 31.05.2018 N 633)

Ilynxkm 38 (¢ peoaxyuu Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N 633) ne npumensemcs
K PAGOOMHOMWEHUAM, CEA3AHHBIM C OCYULECMEIEHUEM 20CYOapPCMEEHHOI Pe2UCmpPayuy MeOUYUHCKUX
uzoenuit, 6o3Hukwum 00 13.06.2018 (nynkm 2 Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N
633).

nn

39. BHeceHue W3MEHEHUM B JOKYMEHTHI, YKa3aHHble B moiamyHkTax "B" m '"r" myHkra 10 Hactosmmx
IIpaBmi (3a HCKIIIOUEHHEM CIIy4yaeB, YKa3aHHbIX B MOAMYyHKTe 'T" myHkTta 37 Hacrosmmx IIpaBui),
OCYIIECTBIISIETCS [0 Pe3yJIbTaTaM 3KCIEepPTU3bl KauecTBa, 3P(HEKTUBHOCTU U OE€30MaCHOCTH MEAULIMHCKOTO
W3/IeNvs, TPOBEACHHOM B TOpAJIKE, AHAJIOIMYHOM TMOPSAKY MPOBEICHUSI DSKCIEPTU3bl KauyecTBa,
3¢ (HeKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO U3/JENUs B IeNIIX €ro ToCyJapCTBEHHOI perucTpanuu B
COOTBETCTBUU ¢ MyHKTOM 21 Hacrosmux [lpaBun, B cilyyae €ciau PErMCTPUPYIOUIUM OPraHoM I10
pe3ynbTataM TpPOBEPKH TOJHOTHI M JOCTOBEPHOCTH CBEICHUN, COJEPKAIIMXCA B IPEICTaBICHHBIX
JIOKYMEHTaX, YCTAHOBJIEHO, YTO BHECEHHE 3asBJICHHBIX M3MEHEHHUU BIIEUET HU3MEHEHUE CBONCTB U
XapaKTePUCTHK, BIMSIOMIMX HA KayecTBO, 3 (HEKTUBHOCTh U 0€30MacCHOCTh MEAMIIMHCKOTO WU3JEHs, HIN
COBEPIICHCTBYET €ro CBOWCTBA U XapaKTEPUCTUKU MPU HEU3MEHHOCTH (PYHKIIMOHATHHOTO HAa3HAYCHUS U
(wm) mpuHOMNA ACHCTBUA MeaumuHckoro usnenus. (B pen. Ilocranonenus IIpaButenbctBa P® ot
31.05.2018 N 633)

Ilynkm 39 (¢ peoakyuu Ilocmanoenenusn Ilpasumenvcmea P® om 31.05.2018 N 633) ne npumensaemcs
K NPABOOMHOWIEHUAM, C6A3AHHBIM C OCYULECMEIeHUEM 20CY0aPCHEEHHON PeUCMPAY UL MEOUUUHCKUX
uzoenuit, 6o3Huxuwium 00 13.06.2018 (nynkm 2 Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N
633).

40. B ciywae eciu NOKyMEHTBI, NIPENyCMOTpPEHHbIE NMyHKTOM 38 Hacrosuux [IpaBui, cocTaBieHbl Ha
MHOCTPAHHOM SI3bIKE, OHU MPEJCTABISAIOTCS C 3aBEPEHHBIM B YCTAaHOBJIEHHOM MOpsAKE IEPEeBOJOM Ha
pycckuii si3bIK. (B pen. Ilocranosnennii IIpaBurensctBa PO ot 17.07.2014 N 670, or 31.05.2018 N 633)

H3zmenenusn, eénecennwvie Ilocmanoenenuem Ilpagumenvcmea P® om 31.05.2018 N 633 6 nynkm 40, ne
NPUMEHAIOMCA K NPAGOOMHOULEHUAM, C6A3AHHBIM C OCYU{ECMEIEeHUEM 20CY0aPCMEEHHOIL
pecucmpayuu MeOUYUHCKUX uzoenuil, 6o3HuKuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 31.05.2018 N 633).

41. 3asgBieHHME O BHECEHUM HM3MEHEHUHl M JOKYMEHTHI, IPEIyCMOTPEHHbIE MYHKTOM 38 HaCTOSMIMX
[TpaBui, NPUHUMAIOTCS PETHCTPUPYIOLIMM OPraHOM 10 ONKCH, KOIUS KOTOPOM ¢ OTMETKOM 0 Aare npuema
YKa3aHHbBIX 3asBJICHHUS U JOKYMEHTOB B JI€Hb IpUEMa BpydaeTCs 3asBUTENIO WJIM HAIpPABIAETCS €My
3aKa3HbIM II0YTOBBIM OTIIPABICHUEM C YBEAOMIIEHHEM O BPYYEHUHM WIU B (OpPME 3IIEKTPOHHOTO
JOKYMEHTa, TOJMMCAHHOTO  JJIEKTPOHHOW  MONNHCHhIO JIMOO B ANEKTpoHHOW  dopme 1O
TEeIIEKOMMYHHUKAITMOHHBIM KaHajaMm cBs3u. (B pen. Ilocranosnennii [IpaButensctBa PO ot 17.07.2014 N
670, 0T 31.05.2018 N 633)

H3zmenenusn, eénecennwvie Ilocmanoenenuem Ilpagumenvcmea P® om 31.05.2018 N 633 6 nynkm 41, ne
NPUMEHAIOMCA K NPAGOOMHOUIEHUAM, C6A3AHHBIM C OCYU{ECMEIEHUEM 20CY0aPCMEEHHOIL
pecucmpayuu MeOUYUHCKUX uzoenuil, 6o3Hukuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 31.05.2018 N 633).
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42. PerucTpupylomuii opraH He BIpaBe TpeOOBaTh OT 3asBUTENA MPEJICTABICHHUS TOKYMEHTOB, He
npeaycMoTpeHHbIX TyHKTOM 38 Hactosimmx [lpaBun. (B pen. Ilocranosnenus I[IpaButenbctBa PO ot
31.05.2018 N 633)

H3zmenenusn, enecennvie Ilocmanosnenuem Ilpasumenvcmea P® om 31.05.2018 N 633 ¢ nynkm 42, ne
NPUMEHAIOMCA K NPAGOOMHOULEHUAM, C6A3AHHBIM C OCYULECIEIEHUEM 20CY0aPCMEEHHOIL
pezucmpayuu MeOuyUHCKux uzoeauil, 603nuxuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
IlIpagumenvcmeéa P® om 31.05.2018 N 633).

43. B teuenue 5 pabouux AHEW CO JHS MOCTYIUICHHS 3asBJICHHUS O BHECEHUU M3MEHEHHUH U JOKYMEHTOB,
IIPENyCMOTPEHHBIX MyHKTOM 38 Hactosummx [IpaBui, perucTpupyromuii opraH HIPOBOAMT IMPOBEPKY
MIOJIHOTBI M JTOCTOBEPHOCTH CBEIEHUM, COACPKAIUMXCS B HHUX, B TOM YHUCIIE IIyTEM CPABHEHMS TaKHX
CBEICHUI CO CBEJCHMUSAMH, IPEACTABICHHBIMU B TOPAJKE MEXKBEIOMCTBEHHOTO HH()OPMAIIHIOHHOTO
B3auMoeicTus. (B pen. [loctanosnenwnii [IpaButensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

H3zmenenusn, enecennvie Ilocmanosnenuem Ilpasumenvcmea P® om 31.05.2018 N 633 ¢ nynkm 43, ne
NPUMEHAIOMCA K NPAGOOMHOUIEHUAM, C6A3AHHBIM C OCYULECIEIEHUEM 20CY0aPCMEEHHOTL
pezucmpayuu MeOuyUHCKux uzoeauil, 603nuxuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
IlIpagumenvcmea P® om 31.05.2018 N 633).

44. B cnydae ecnu K 3asiBJICHUIO O BHECEHWH W3MEHEHUN HE NMPWJIAraroTCs JOKYMEHThI B COOTBETCTBHHM C
noamyHkramu "0" - "e" mynkrta 38 Hacrosmmx [IpaBun u (Wiu) B 3asBICHUHM O BHECEHHHM W3MEHEHUU
yKa3aHbl HEJIOCTOBEpHbIE CBEAEHUS JHUOO JOKYMEHTBI, MPEIyCMOTPEHHbIE IYHKTOM 38 HaCTOSAIIUX
[TpaBw, ipecTaBICHBI HE B MIOJTHOM 00bEMe, PETUCTPUPYIOIINN OpraH BpydaeT 3asBUTENIO YBEIOMIICHHE
0 HeoOxoaumocTu ycTpaHeHus B 30-IHEBHBIM CPOK BBISBICHHBIX HApyUICHUH WU (W) MPECTaBICHUS
JOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT, JHOO HampaBlisgeT TaKoe YBEAOMJICHHE B (OpME DIIEKTPOHHOTO
JNOKYMEHTa, TMOAMHCAHHOTO  DJJEKTPOHHOM  MOANMCHIO, WM B  JJIEKTpOHHOW  ¢dopMe 1O
TENIEKOMMYHUKAIIMOHHBIM KaHaJIaM CBSI3W, WJIM 3aKa3HBIM MOYTOBBIM OTIIPABIECHUEM C YBEIOMJICHUEM O
Bpyuenud. (B pea. [locranosnenuii [IpaBurenscrea PD ot 17.07.2014 N 670, ot 31.05.2018 N 633)

H3zmenenusn, enecennvie Ilocmanosnenuem Ilpasumenvcmea P® om 31.05.2018 N 633 ¢ nynkm 44, ne
NPUMEHAIOMCA K NPAGOOMHOULEHUAM, C6A3AHHBIM C OCYULECIEIEHUEM 20CY0aPCMEEHHOIL
pezucmpayuu MeOuyUHCKuUx uzoeauil, 603Huxuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
IlIpagumenvcmeéa P® om 31.05.2018 N 633).

45. B Tedenne 3 pabouux IHEW CO JHS MPEICTaBICHUS HAJISKAIUM 00pa3oM O0(pOpMIICHHOTO 3asBICHUS
O BHECEHUU H3MEHEHHWI W B MOJHOM 00BEME JTOKYMEHTOB, MPEIyCMOTPEHHBIX MYyHKTOM 38 HACTOSIINX
[IpaBuii, perucTpupyromuii opraH NHPUHUMAET pELIEHHE O PACCMOTPEHUHU YKa3aHHBIX 3asiBICHUS U
JOKYMEHTOB WM (B Cllydae MX HECOOTBETCTBHUS TOJOXKEHUSM IMyHKTa 38 Hactosmmx [IpaBun) o6 mux
BO3BpaTe C MOTUBHPOBAHHBIM O0OCHOBaHWEM NpUYUH Bo3Bparta. (B pen. Iloctanosnenus [IpaButenscTBa
P® o1 31.05.2018 N 633)

H3zmenenusn, eénecennwvie Ilocmanoenenuem Ilpagumenvcmea P® om 31.05.2018 N 633 6 nynkm 45, ne
NPUMEHAIOMCA K NPAGOOMHOULEHUAM, C6A3AHHBIM C OCYU{ECIEIEHUEM 20CY0aPCMEEHHOIL
pecucmpayuu MeOUYUHCKUX uzoenuil, 603Hukuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 31.05.2018 N 633).

46. B ciyudae ecnu B 30-1HEBHBIN CPOK HE YCTPAHEHBI BBISIBICHHBIE HAPYIIEHUS U (WIM) HE IPEACTABICHBI
JOKYMEHTBI, KOTOpPBIE OTCYTCTBYIOT, PETUCTPUPYIOIINI OpraH MPUHUMAET PEIIEHHE O BO3BPATE 3asBIICHMUS
O BHECECHMM HW3MEHEHUH U JIOKyMEHTOB, IPEAYCMOTPEHHBIX IyHKTOM 38 Hactosmux IlpaBui, c
MOTHUBHUPOBAaHHBEIM 00OCHOBaHHMEM TpHYMH Bo3Bparta. (B pen. [locranoBnenus IlpaButensctBa PD ot
31.05.2018 N 633)

H3zmenenusn, eénecennvie Ilocmanoenenuem Ilpagumenvcmea P® om 31.05.2018 N 633 6 nynkm 46, ne
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NPUMEHAIOMCA K NPAGOOMHOUIEHUAM, C6A3AHHBIM C OCYULECIEIEHUEM 20CY0aPCMEEHHOIL
pezucmpayuu MeOuyUHCKux uzoeauil, 603Huxuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
IlIpagumenvcmea P® om 31.05.2018 N 633).

47. BHeceHMe M3MEHEHHH B JIOKYMEHTBI, COJIEpP)KAIIUECS B PETUCTPAIIMOHHOM JOChE, HE TPEOYIOIINX
MPOBEJICHUST JKCHEPTHU3bl KadecTBa, HS(PPEKTUBHOCTH U OE30MACHOCTH MEIUIMHCKOTO  W3JIENHs,
OCYIIECTBIISICTCS PETUCTPUPYIOIIMM OPTaHOM B CpPOK, HE MpeBbIMIaromuid 15 pabounx mHEW co JHS
NPUHATHAS ~PEIIEHUs] O PACCMOTPEHHMM 3asBICHUS O BHECEHMHM M3MEHEHUM U JOKYMEHTOB,
npeaycMoTpeHHbIX TyHKTOM 38 Hactosimmx [lpaBun. (B pen. IlocranoBnenus I[IpaButensctBa PO ot
31.05.2018 N 633)

Brecenne n3aMeHeHn| B TOKYMEHTBI, COAEpKAIIUECs B PETUCTPALIMOHHOM JI0Che, TPEOYIOUINX MPOBEICHUS
OKCIICPTU3BI Ka4dCCTBA, Bq)(beKTI/IBHOCTI/I u 6630HaCHOCTI/I MCIUIIUHCKOI'O0 M3ACIIHA, OCYHICCTBIACTCA
PETUCTPUPYIONIUM OPTaHOM B CPOK, HE MPEBBIMIAIOMUNA 35 pabouux AHEH CO JTHS MPUHATHS PEIICHUS O
pPacCMOTPEHMH 3asBJICHUS O BHECEHMM WM3MEHEHMH M JOKYMEHTOB, INPEAYCMOTPEHHBIX IIyHKTOM 38
Hacrosux [IpaBui. (B pen. [Tocranosnenns [IpaButensctBa PO ot 31.05.2018 N 633)

Ilynxkm 47 (¢ peoaxkyuu Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N 633) ne npumensemcs
K PAGOOMHOUWEHUAM, CEA3AHHBIM C OCYULECMEIEHUEM 20CYOapPCMEEHHOI Pe2UCmPayuy MeOUYUHCKUX
uzoenuit, 6o3Hukwum 00 13.06.2018 (nynkm 2 Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N
633).

48. Cpok MNOpHUHATUS PETUCTPUPYIOIIMM OPTraHOM PENICHUS O BHECEHUHM HW3MEHEHHU B JOKYMEHTHI,
CoJiepaKaIIMECs B PETUCTPALIMOHHOM JI0OChE, HCUUCIIAETCS CO JHS MOCTYIUIEHUS B PETUCTPUPYIOLIUM OpraH
HaJyIeKamuM o0pa3oM O(OpPMIICHHOTO 3asBICHUS O BHECEHWHM HM3MCHEHHH W B TIOJHOM OOBEMe
JOKYMEHTOB, TPEAyCMOTpeHHbIX NyHKTOM 38 Hacrosumx IlpaBun. (B pen. IlocranoBnenus
[TpaButensctBa PD oT 31.05.2018 N 633)

H3zmenenusn, enecennvie Ilocmanosnenuem Ilpasumenvcmea P® om 31.05.2018 N 633 ¢ nynkm 48, ne
NPUMEHAIOMCA K NPAGOOMHOULEHUAM, C6A3AHHBIM C OCYULECIEIEHUEM 20CY0aPCMEEHHOIL
pezucmpayuu MeOUuyUHCKuUx uzoeauil, 603Huxuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
IlIpagumenvcmeéa P® om 31.05.2018 N 633).

49. Ilpu BHeECEHMHM H3MEHEHUW B JOKYMEHTBI, COAEpKalIMecs B PErUCTPAllMOHHOM JIOChE,
PErUCTPUPYIOLIUMH OpraH OCYIIECTBIsIeT cienyiomue wmeponpusitus: (B pen. IlocraHoBnenus
[TpaButensctBa PD ot 31.05.2018 N 633)

a) IPUHSITHE PEUICHHs] O BHECEHUU MU3MEHEHHI B JTOKYMEHTBI, COICPIKAIUECS B PETUCTPALIMOHHOM J0ChE,
KOTOpoe oopMIISIETCsl IPUKA30M perucTpupyromero oprana; (B pea. [locranosnenus [Ipasurenscta PD
ot 31.05.2018 N 633)

0) BBlIaYa SKCIEPTHOMY YUPEKACHUIO 3a7aHUs HA TMPOBEIEHUE HKCIEPTH3bl KauecTBa, 3(P(HEKTUBHOCTH U
0€30MacHOCTH MEIMIIMHCKOTO W3JeIMsl W OLEHKAa 3aKJIIOYEHHUs OJKCHEPTHOTO YUpEeXACHUd MAJis
OTIpe/IeTICHUs] COOTBETCTBHSI €r0 3aJaHUI0 Ha MPOBEICHHE JKCIEePTHU3bl KadecTBa, 3(PPEKTUBHOCTH U
0€30MacCHOCTH MEIUIIMHCKOTO M3Aenus (B ciydae, YCTaHOBJIEHHOM IyHKToM 39 Hactosimux [Ipaswmm). B
CJIyda€ YCTAHOBJICHHA HCCOOTBCTCTBUSA 3aAKIIIOYCHHA OJSKCICPTHOIO YUPCKIACHHUA YKA3aHHOMY 3addaHUIO
TaKoe 3aKJII0UYEHHE BO3BpAIIAeTCs B AKCIEPTHOE yUpeKIeHHE Ha J0pabOTKY, CPOK KOTOPOM COCTaBIsIeT HE
Oonee 2 paboumx JHEH CO JHS MOJTYYECHHUs SKCIEPTHBIM YUPEKICHHEM BO3BPAILCHHOTO 3aKIIIOYCHHUS; (B
pen. [locranoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

B) yBEIOMJICHHE B NHUChbMEHHOW ¢opMe 3asiBUTENS O MPHUHATOM PEUIeHHH 3aKa3HbIM MOYTOBBIM
OTIPABJICHUEM C YBEIOMJICHHEM O BPYYCHHU WIH B (OpME DJIEKTPOHHOTO IOKYMEHTa, MOJMHCAHHOTO
ANEKTPOHHOU TMOAMKCHIO, JTUOO B 3JIEKTPOHHOU (opMe MO TEIEKOMMYHUKALMOHHBIM KaHallaM CBSI3U C
MPUIIOKEHUEM NTEepeoPOPMIICHHOTO PETUCTPALMOHHOTO YOCTOBEPEHHUS (B Cllyuyae BHECEHHUS U3MEHECHUH B


https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l31
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l31
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l31
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l31
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l67
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l67
https://normativ.kontur.ru/document?moduleid=1&documentid=317359#l67

HEro) U paHee BBIJAHHOT'O PETHMCTPALMOHHOTO yIOCTOBEPEHHSI C OTMETKOM O €ro HeACHCTBUTEIBLHOCTH (C
ykazanueM nathl). (B pen. [loctanonenus [IpaButensctBa P® ot 31.05.2018 N 633)

Ilynkm 49 (¢ peoakyuu Ilocmanoenenusn Ilpasumenvscmea P® om 31.05.2018 N 633) ne npumensaemcs
K NPABOOMHOUIEHUAM, C6A3AHHBIM C OCYULECMEIEHUEM 20CY0aPCHEEHHON PeUCMPAU UL MEOUUUHCKUX
uzoenuit, 6o3Hukuwium 00 13.06.2018 (nynkm 2 Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N
633).

49.1. OcHOBaHMSAMHU [1JIS BBIHECEHUS SKCIIEPTHBIM YUPEKICHUEM 3aKIIFOUEHUSI O HEBO3MOXHOCTU BHECEHUSI

n_n

U3MEHEHUH B JOKYMEHTBI, IIPEeIyCMOTpeHHblEe noanyHkTamu "B" u "r" myHkra 10 Hactosmmux [lpasui,
sBisitorest: (B pex. [locranoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

a) HEJJOCTOBEPHOCTh IMPE/ICTABICHHBIX CBEICHUN, 0OOCHOBHIBAIOIINX BHECCHHE M3MEHECHHIA, B TOM YHCIIE
BBISIBJICHHBIX PETHCTPUPYIONIUM OPTaHOM IO Pe3yJIbTaTaM roCyJapCTBEHHOTO KOHTPOJIS 3a oOpalieHueM
MeauuuHckux u3aenui; (B pea. [locranosnenus [IpaBurenscrtea PO ot 31.05.2018 N 633)

0) OTCyTCTBHE B TMIPEACTaBICHHBIX 3asBUTEIEM JOKYMEHTaX CBEICHHI, MMOATBEPKIAIOIIUX, YTO
M3MEHEHUS, BHOCUMbIE B JIOKYMEHTBI, COJICPKAIIUECS B PETUCTPALIMOHHOM JIOChE, HE BJIEKYT U3MEHEHUE
CBOMCTB M XapaKTEPUCTHUK, BIMUSAIOIIMX Ha KayecTBO, 3PPEKTUBHOCTh U OE30MACHOCTh MEIUIUHCKOTO
W3JIeNs, WIA COBEPIICHCTBYIOT CBOWCTBA M XapaKTEPUCTUKH TMPH HEM3MEHHOCTH (YHKIIMOHATHHOTO

HasHayeHWss W (WIM) NpUHOWNA JCHCTBHA MeEAMUIMHCKOro wu3aenud. (B pen. [locranoBnenus
IIpaButenscTBa PO or 31.05.2018 N 633)

Ilynkm 49.1 (6 peoaxkyuu Ilocmanoenenun Ilpasumenscmea P® om 31.05.2018 N 633) ne
NPUMEHACMCS K NPAGOOMHOULEHUAM, CEA3AHHBIM C OCYULECIBICHUEM 20CYOaPCHEEHHOIL PecUCmpPayuu
MeOUYUHCKUX uzoenuil, 6o3Huxmum 00 13.06.2018 (nynkm 2 Ilocmanoenenusn Ilpasumenvcmea P®
om 31.05.2018 N 633).

49.2. Peructpupyoomuii oprai B TeueHue 2 pabouux JHEU CO JHS MOJYYCHUS 3aKITIOUYCHHUS YKCIIEPTHOTO
YUpeXJIeHUs IPUHUMAET PEIIeHrEe O BO3MOKHOCTH (HEBO3MOKHOCTH ) BHECEHUSI U3BMEHEHUN B TOKYMEHTHI,
coJiepKallirecs: B PErMCTPALIMOHHOM JOChE, U YBEIOMIISIET O MPUHITOM PEHICHUU 3asBUTENS 3aKa3HBIM
MOYTOBBIM OTIPABIIEHUEM C YBEAOMJICHHEM O BpPYYEHMHM HJIM B (opMe SJIEKTPOHHOTO JIOKYMEHTa,
MOJANUCAHHOTO D3JIEKTPOHHON MOAMHUCHIO, JIMOO B DIEKTPOHHOH ¢GopMe MO TEICKOMMYHUKAIIMOHHBIM
kaHaam cBs3u. (B pea. [loctanonenus [IpaBurenscrea PD ot 31.05.2018 N 633)

OcHoBaHUeM JJIsl PUHSTHS pelieHnsi 00 0TKa3e BO BHECEHUH U3MEHEHUN B JOKYMEHTBI, COICpIKaIIecs B
PEruCTPALIMOHHOM JIOChE, SIBIISIETCS MOJIyYEHUE PETUCTPUPYIOIIUM OPraHOM OT 3KCIEPTHOTO YUPEKICHUS
3aKJIIOYEHUS O HEBO3MOXKHOCTH BHECEHUsSI U3MEHEHUN B JOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAIIHOHHOM
noche MeIUIMHCKOro u3nenus. (B pen. [loctanosnenus [IpasutensctBa PO ot 31.05.2018 N 633)

Ilynxkm 49.2 (6 peoakyuu Ilocmanoenenusa Ilpasumenvcmea P® om 31.05.2018 N 633) ne
npumeHaemcsa K npagoomHOUEHUAM, C6AZAHHBIM C OCYULECHIBICHUEM 20CYOaPCHEEHH O PeCUCMPAUU

MeOUYUHCKUX u3zoenuil, 6o3Huxuum 00 13.06.2018 (nynkm 2 Ilocmanoenenusn Ilpasumenvcmea P®
om 31.05.2018 N 633).

50. Ilynkr yrpatun cuiy. (B pea. Ilocranosnenus IIpasurenscrea P® ot 31.05.2018 N 633)

51. B teuenue 1 pabGoyero mHs TOCIHE TPHUHATHS DPEIICHUS O BHECCHWH HM3MEHCHHUHM B JIOKYMEHTHI,
CoJieprKallecs B PETUCTPALMOHHOM J0ChE, COOTBETCTBYIOLUE CBEIEHUS BHOCSTCS B I'OCYIapCTBEHHBIN
peecTp B MOpsAKe, MPeIyCMOTpEHHOM TocTtaHoBieHueM [IpaButenscTtBa Poccuiickoit deneparum ot 19
utons 2012 r. N 615. (B pen. Ilocranosnennii IlpasurenscrBa P® ot 17.07.2014 N 670, or 31.05.2018 N
633)

52. B ciiydae yTparbl perucTpaliiOHHOTO yA0CTOBEPEHHS WM €ro MOpYu 3asBUTENb BIIpaBe 0OpaTUTHCS B
PETUCTPUPYIOIINI OpTaH € 3asBICHUEM O MPEJOCTABICHUH JAyOIMKaTa PETUCTPAIIMIOHHOTO YA0CTOBEPEHUS
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(manee - 3asBIEHUE O IPEIOCTABICHUH TyOIUKATA).

B cnayuae mopum perucTpallMOHHOTO YIOCTOBEPEHHSI K 3asBJIEHUIO O IMPEIOCTaBICHUU AyOiMKaTa
MpujIaraeTcs UCIIOPUYCHHOE PETUCTPALIMOHHOE YIOCTOBEPEHUE.

53. B teuenue 7 paboumx JHENH CO OHS IOJYUYEHUS HOKYMEHTOB, VKA3aHHBIX B IIYHKTE 52 HACTOSIIUAX
y y > ¥ Y

[IpaBui, peructpupyomuii opran opopmisier TyOnIHKaT PEerucTPaliOHHOTO YAOCTOBEpeHHUs Ha OjaHKe

PETUCTPAIIIOHHOTO  YAOCTOBEpEHUs] C ToMeTKamMu '"nyOnukar" W "OpUTHMHAT pPErHCcTPaliOHHOTO

YIOCTOBEPEHHUS MPU3HACTCS HEACUCTBYIOMMM' W BpydaeT TaKOW AyOJWKAT 3asBUTEIIO WM HAMpPaBIISACT

€ro 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C YBeIOMIIEHHEM o BpydeHuu. (B pen. IloctaHoBieHus

[TpaButensctBa P® ot 17.07.2014 N 670)

54. Peructpupyroumii opran (opMUpPYyeT PErUCTPAlMOHHOE TOChE U3 CIACAYIOMINUX JOKYMEHTOB:

a) 3asBJICHUE O PErucTpalyd U JOKYMEHTHI, NpeaycMoTpeHHble myHKToM 10 Hacrosimux I[Ipaswui,
3as4BJIICHUE O B0306HOBHGHI/II/I I‘OCy,Z[B.pCTBGHHOfI perucTpalvui MCIOAUIUHCKOI'O0 MU3ACIIHUA, 3allpOChbl U
JOKYMEHTBI, TpeaycMoTpeHHble myHkTamu 21.1 w 30 Hactosimux IlpaBui, 3asBieHHE O BHECEHHH
U3MEHEHUH U JOKYMEHTHI, NPEAyCMOTpeHHble MyHKTOM 38 Hactosmux IIpaBuin, a Takxke 3asBICHHUE O
npenocraBneHnn ayonukara; (B pen. IlocranoBnenuit I[IpaBurensctBa PO or 17.07.2014 N 670, ot
31.05.2018 N 633)

0) Koy 3a7aHus HA IPOBEICHUE SKCIIEPTU3Bl KauecTBa, 3PPEKTUBHOCTH U 0€30MaCHOCTH MEIUITUHCKOTO
u371enust, 0QOPMICHHOTO PETUCTPUPYIONINM OPTaHOM;

B) KOmus OQOPMIECHHOTO PETHUCTPUPYIOIIMM OpPraHOM pa3pelleHUs] Ha TMPOBEIACHHUE KIMHUYECKUX
VCIBITAHUN MEIULIIMHCKOIO U3/IENIHNS;

T) 3aKIIOYCHUs, O(OPMIICHHBIC SKCIIEPTHBIM YUYPESIKIACHHUEM IPU TPOBEICHHM AKCIEPTH3BI KavyecTBa,
3¢ (HEeKTHBHOCTH M 0€30MaCHOCTU MEIULIUHCKOTO U3/ICIHS,;

1) KOIIUU TIPUKa30B, 0()OPMIICHHBIX PETUCTPUPYIOIIUM OPTraHOM;

€) KOIHUS PETruCTPAllMOHHOTO YAOCTOBEPEHUS WM YBEJAOMJICHUH, O(QOPMIIEHHBIX pPETUCTPUPYIOIIUM
OpraHom;

) KOmus qyOnuKaTa perucTpalioOHHOTO YA0CTOBEpEHUs, 0(OPMIIEHHOTO PErUCTPUPYIOLIIM OPTaHOM.

55. Ilynkt yrpartun cuny. (B pen. [locranosnenns [IpaButenscta PO ot 31.05.2018 N 633)

55.1. OcHOBaHUSIMH AJIs1 BBIHCCCHUS OKCIICPTHBIM YUPCIKACHHUEM 3aKIIIOYCHHUA O HCBO3SMOXKXHOCTH BHCCCHUA
non

W3MEHEHUN B JIOKYMEHTHI, peaycMoTpeHHble noanyHkramu "B" m "r" mynkra 10 Hacrosmux [IpaBuin,
ABJIAKOTCA:

a) HEIOCTOBEPHOCTH IPE/ACTABICHHBIX CBEIEHHUH, OOOCHOBBIBAIOIIMX BHECEHHE H3MEHEHUH; (B pei.
[Toctanosnenus [1paBurensctBa PD ot 17.07.2014 N 670)

0) OTCYTCTBHE CBEICHHH, MOATBEP)KIAIOIIMX HEM3MEHHOCTh (DYHKIMOHAJIHHOTO HAa3HA4YeHUS M (WJIIH)
NPUHINIA JEHCTBUS MEIUIIMHCKOTO M3/ENNs, B CBSI3M C BHOCHMBIMU M3MEHEHUSIMH B IOKYMEHTAIHIO. (B
pen. ITocranoBnenus [IpaBurtenscrea PO ot 17.07.2014 N 670)

55.2. AG3zampl nepBblif - BTOpoil. - YTparwnu cuiy. (B pea. IlocranoBnenus IlpaButensctBa P® ot
31.05.2018 N 633)

XpaHEeHHE PETUCTPAIMOHHOTO JOChE€ OCYHIECTBIISIETCS PETHCTPUPYIOUIUM OPraHoM B  TOpPSJIKE,
YCTaHOBJICHHOM 3aKOHOJaTeNbCTBOM Poccuiickoit deneparun 06 apxuBHOM nene. (B pea. [locranoBnenus
[IpaBurensctBa PO ot 17.07.2014 N 670)
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56. B perucTpaiioHHOM yI0CTOBEPEHUH YKA3bIBAIOTCS CIIEYIOIINE CBEJICHUS:

a) HAMMEHOBAaHME MEIMIIMHCKOTO WU3Menus (C yKa3aHWEM TMPUHAICKHOCTEH, HEOOXOIUMBIX IS
MIPUMEHEHHUSI MEIULIMHCKOTO U3JIeIUs IO HA3HAYEHUIO);

0) 1ata rocy1apcTBEHHON PErHCTPaLU METUIIMHCKOTO M3/IEIHS U €r0 PETUCTPallMOHHbBII HOMEp;

B) B OTHOLICHUH JIMIIa, HA UMSI KOTOPOTO BBIJAHO PETUCTPALIMOHHOE yIOCTOBEPEHHE, - IOJHOE U (B CiIydae,
cCiimn I/IMCCTCH) COKpAIICHHOC HauMCHOBAaHUC, B TOM qUCIIC (bI/IpMeHHOC HaAanMCHOBAHUC,
OpraHMU3alOHHO-TIpaBoBas (opMa IOPUINYECKOTO JIMLA U aIpec MECTa €ro HaXOXACHUS WIH (amMHIIns,
HMA U (B cjydac, cClii I/IMCCTCH) OTUCCTBO, aApeC MECTa IKHUTCILCTBA HWHIWBUAYAJIBHOTO
npeanpuanmatens; (B pen. [locranosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

"

Iloonynkm "¢" nynkma 56 (¢ peoaxkyuu Ilocmanoenenua Ilpasumenscmea P® om 31.05.2018 N 633)
He npuMeHAemcs K nPAeo0OMHOUEHUAM, C6A3ZAHHBIM C OCYULECHBIeHUEM 20CYOapCH8eHH O
pecucmpayuu MeOUYUHCKUX uzoenuil, 603HuKuium 00 13.06.2018 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 31.05.2018 N 633).

I') B OTHOIICHUH TPOU3BOAUTENS (M3TOTOBUTENSA) - MOJHOE W (B Cllydae, €ClId MMEETCS) COKpAIIeHHOE
HAaMEHOBaHME, B TOM 4HClIe (UPMEHHOE HAaMMEHOBAaHHWE, OpPraHU3aIMOHHO-TpaBOBas (opMa M ajapec
MecTa HaXOXKJCHHs WM (GaMuinsi, UMs U (B CiIydae, €CIIM MMEETCs) OTYECTBO, aipec MECTa JKUTEIbCTBA
WHAMBUYaIbHOTO npeanpuHumarens; (B pen. [locranosnennii [IpaButenscrea PO or 17.07.2014 N 670,
or 31.05.2018 N 633)

H3zmenenusn, eénecennwvie Ilocmanoenenuem Ilpagumenvscmea P® om 31.05.2018 N 633 6 noonynkm
"2"" nynkma 56, He npumeHAIOMCA K RPAGOOMHOMWEHUAM, CEAZAHHBIM C OCYU{ECMEICHUEM
20Cy0apcmeeHH ol pecucmpayuu MeOUYUHCKUX uzoenuil, 603Hukuium 0o 13.06.2018 (nynkm 2
Ilocmanoenenus Ilpasumenvcmea P® om 31.05.2018 N 633).

1) MECTO TTPOM3BOJICTBA METUITMHCKOTO H3/IEIIHS;
€) HOMEp PETUCTPALMOHHOTO J10ChE;

) MOANYHKT yTpaTi cuity. (B pen. Ilocranosnenus [Ipasutenscrea PO ot 31.05.2018 N 633)

Iocmanoenenuem Ilpasumenscmea P® om 31.05.2018 N 633 noonynkm ">’ npuznan ympamueuwium
cuny. /lannoe uzmenenue He NPUMEHAEMCA K NPAGOOMHOUIEHUAM, C6A3AHHBIM C OCYU|eCMEIEHULEeM
20Cy0apCcmeeHHOll pecucmpayuu MeOUyUHCKUX uzoenuil, 603HuKuum 0o 13.06.2018 (nynkm 2
Ilocmanoenenus Ilpasumenvcmea P® om 31.05.2018 N 633).

3) KJIaCC IMMOTCHIIMAJIbHOI'O pI/ICKa HpI/IMeHeHI/IH MCAUIIMHCKOI'O U34€JI1Us1 B COOTBETCTBHUU C HOMGHKHaTVDHOﬁ
KJIaccu(puKanuer MEIUIIMHCKUX U3JIeTUH, yTBEpKaaeMoil MUHHUCTEPCTBOM 31ipaBooxpaHeHus Poccuiickoit
denepauuu;

1) ko Obmepoccuiickoro kinaccudukaropa NpoAyKIIMH MO BUIaM YKOHOMHYECKOU JCSITEIBHOCTH. (B PE/I.
[TocTanosnenus [IpaBurensctBa PO ot 10.02.2017 N 160)

57. Peructpupymoomuii opraH NpHUHUMAeT pemeHne o0 OTMEHEe TOoCyJapCTBEHHOW perucTpanuu
MEIMIMHCKOTO U3/EIHS B CIEAYIOIUX CIydasx:

a) Mmo/1aya 3asBUTEJIEM 3asBJICHHS 00 OTMEHE TOCYAapCTBEHHOU PETUCTPALUNY MEAUIIMHCKOTO WU3ICTIHS;

0) BEIHECEHHE CYJIOM PCIICHHUS O HApYUICHHUH MpaB MpaBooOIasaTess Ha pe3yinbTaThl HHTEIUICKTYaTbHON
NESATEIPHOCTH M TPUPABHCHHBIE K HUM CPEACTBA WHIWBHUIyAIHM3AllMd TPU OOpaIeHUH METUIIMHCKUX
U3CINM;

B) mpejcTaBieHue ynojgHoMoueHHbIM [IpaButenbctBoM Poccuiickoit @enepamnuu denepaibHbIM OPraHOM
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WCIIOJTHUTEIbHOW BJIACTU MO Pe3yJbTaTaM OCYIIECTBIIEMOr0 KM TOCYJAapCTBEHHOTO KOHTpPOJS 3a
oOpamieHueM MEIUIMHCKUX W3JACNNN, CBEICHWUW, MOATBEpKIAAIOMUX (akThl U O00CTOSTEIHCTBA,
CO3/IaI0IKE YIrpo3y >KU3HU U 3JI0POBBIO TPaXJaH M MEIUIUHCKUX PAaOOTHUKOB MPH NPUMEHEHUU U
AKCIUTyaTaIlliyd MEIUITMHCKUX U3CITHM.

I') BBISIBJICHHE PErHCTPUPYIOLIMM OPraHOM IO pe3yibTaTaM IoCyJapCTBEHHOIO KOHTPOJISA 3a oOpalieHueM
MEIUIUHCKUX U3JENH HEIOCTOBEPHOCTH CBEICHHH B IOKYMEHTAX, COACPIKAIINXCS B PErHCTPAlMOHHOM
JOCBC, MNPCACTABJICHHLIX 3adBUTCICM W TIOBJIMABIIMX Ha PE3YyJbTaTbl OSKCICPTHU3bI Ka4YCCTBA,
¢ pexTUBHOCTH M O€30MaCHOCTH MEIUIIMHCKOTO mu3aenus; (B pea. [loctanonenus [IpaBurensctBa PO ot
31.05.2018 N 633)

1) TIOJydYeHUE PETUCTPUPYIOIIMM OPTraHOM 3aKJIFOYEHUH OSKCIIEPTHOTO YUYPEKACHHS O TOM, 4YTO
coJieprKaIlrecss B TOCYJAapCTBEHHOM pEecTpe MHCTPYMEHT, ammapar, npudop, o0opynoBaHue, MaTepuall 1
MPOYME H3JCITHSA MO CBOeMYy (YHKIMOHAILHOMY HA3HAYCHHIO W (WMJIM) TPHHIMAITY JEHCTBUS HE MOTYT
MPUMEHITHCSI B MEAWIMHCKUX IeNaX © (WIM) He SBISIIOTCS MEIUIMHCKUMH W3JIeNIusMH. Takoe
3aKJTFOUYCHUE TPEJCTABIACTCS (HANPABISICTCS) KCIEPTHBIM YUPESKICHUEM B PETUCTPHPYIONIMA OpraH B
tederne 10 pabouux mHEW CO THS MOCTYIUICHUS B YKCIIEPTHOE YUPEKICHHE COOTBETCTBYIOMIETO 3aaHHUS
PETHCTPUPYIOIIETO OpraHa ¢ NPHIOKEHWEM JIOKYMEHTOB PETHCTPAIIMOHHOTO Joche. (B peil.
[Toctanosnenuii [IpaButenscta PO ot 31.05.2018 N 633, ot 24.11.2020 N 1906)

Hoonyukm "0" nynkma 57 (6 peoakyuu Ilocmanoenenusn Ilpasumenvcmea P® om 24.11.2020 N
1906), ne npumensemcsa K nPABOOMHOULEHUAM, C6AZAHHBIM C OCYULECEIIEHUEM 20CYOAPCHEEHH O
pecucmpayuu MeOUYUHCKUX uzoenuil, 6o3Huxkuium 00 05.12.2020 (nynkm 2 Ilocmanoenenusn
Ilpasumenvcmea P® om 24.11.2020 N 1906).

€) HaJIM4Yue OCHOBAHMM, yKa3aHHBIX B IyHKTe 57.17 Hacrosmmx IlpaBuin (B OTHOIIEHMH MEIULIMHCKOIO
W3/IeNNs, BKIIIOYEHHOTO B iepeueHsb); (B pea. [loctanosnenus [IpaBurenscrBa PO ot 18.03.2020 N 299)

’K) HEMpEICTaBICHUE 3asBUTENEM JOKYMEHTOB, yKa3aHHbIX B MyHKTe 57.10 Hacrosmux [IpaBun (B
OTHOIICHUHN MCOAHUIIMHCKOI'O U3ACIHA, BKIIFOUYCHHOI'O B nepequL); (B pea. ITocTanoBneHus HpaBI/ITeJII:CTBa
P® ot 18.03.2020 N 299)

3) IPUHSATHE ABAXKJbl PETUCTPUPYIOIIMM OPraHOM DPELIEHUS O BO3BpATEe JOKYMEHTOB B COOTBETCTBHUM C
nyHKToM 57.13 Hacrosmux [IpaBui (B OTHOIIEHHH MEIUITMHCKOTO U3/IEIHs, BKIIFOYCHHOTO B TIEPEUCHB); (B
pen. ITocranoBnenus [IpaBurtensctea PO ot 18.03.2020 N 299)

1) HEIIPEICTABICHUE 3asIBUTENIEM JTOKYMEHTOB, IPELYCMOTPEHHBIX MyHKTOM 57.10 Hacrosiux [IpaBui, B
TeueHne S50 paboumx OHEW CO MHS NPHHATHS PETHUCTPUPYIONIUM OpPraHOM pEIICHHS O BO3BpATe
JIOKYMEHTOB B COOTBETCTBUU C MyHKTOM 57.13 Hacrosimux IlpaBusi (B OTHOIIEHHMH MEIUIIMHCKOIO
W3/IeNMs, BKIIIOYEHHOTO B iepeueHsb); (B pea. [loctanosnenus [IpaBurenscrBa PO ot 18.03.2020 N 299)

K) UCKJIIOYCHHE MEIUIMHCKOrOo m3aenus u3 mepedHs. (B pen. Ilocranosnenus IlpaBurensctBa PD ot
18.03.2020 N 299)

57.1. T'ocygapCTBEHHasi pErUCTpalvsl MEIULIMHCKOTO W3AENHS, BKIIOYEHHOIO B IE€pPEYEHb, MPOBOIUTCA
O,Z[HOKpaTHO B OTHOLICHHUU OAHOI'0O HAMMCHOBAHUS MCIUIIMHCKOI'O HU3ACIUA OIHOI'O HpOI/IBBO,Z[I/ITe.H}I
(m3roroButens). (B pen. [locranosnenwns [IpasutensctBa PO ot 18.03.2020 N 299)

57.2. 1nst rocyJapCTBEHHOM PETUCTpallui MEAUIIMHCKOTO U3JIeusl, BKJIFOUEHHOTO B NIEPEUYEHb, 3asIBUTEIb
Mpe/CTaBIsieT JMOO HampaBisgeT B PErUCTPUPYIOUIMII OpraH 3asBICHHE O PpErucTpalud, a Takke
cienyromue JokyMeHTHI: (B peln. [locranosnenus [Ipasutenscrea PO ot 18.03.2020 N 299)

a) KOIINA JOKYMCHTA, MOATBCPIKAAOIICTO MTOJHOMOYHNA YIIOJTHOMOYCHHOI'O IPCACTABUTCIIA IPOU3BOAUTCIIA
(u3roroButens); (B pea. [loctanosnenus [IpasutensctBa PD ot 18.03.2020 N 299)
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0) TeXHHWUYeCKas TOKYMEHTAlUs IMPOU3BOAUTENS (M3TOTOBHTENS) HA MEIUIMHCKOE u3aenue; (B pem.
[Toctanosnenus [1paBurensctBa PD ot 18.03.2020 N 299)

B) OKCIUTyaTallMOHHAs OKyMEHTALUS TMPOU3BOAUTENS (M3TOTOBHUTENS) HA MEIUIIMHCKOE H3JETHE, B TOM
YHCIIe HHCTPYKIIHS 110 TIPUMEHEHUIO MITH PYKOBOCTBO IO SKCILTyaTallid MEIUITMHCKOTO U3eius; (B Pel.
[Tocranosnenus [1paBurensctBa PO ot 18.03.2020 N 299)

r) oTorpaduueckre n300pakeHust OOIIEro BUAA METUIIMHCKOTO H3CIUs BMECTE ¢ MIPUHAJICKHOCTSIMH,
HEOOXOIUMBIMH JJIsl PUMEHEHUSI MEUITMHCKOTO W3JIeIUs 0 Ha3HaueHuIo (pa3MepoM He MeHee 18 Ha 24
cantumerpa); (B pea. Ilocranosnenus [IpaButensctBa PO ot 18.03.2020 N 299)

1) ONTUCh TOKyMeHTOB. (B peal. [locranoBnenus [IpaButensctBa PO ot 18.03.2020 N 299)

57.3. B ciydae eciid 1OKYMEHTHI, yKa3aHHble B MyHKTax 57.2 u 57.10 nacrosmux [IpaBui, coctaBieHbl Ha
MHOCTPAaHHOM SI3bIKE, OHU TPEACTABISAIOTCA C 3aBEPEHHBIM B YCTAHOBJICHHOM IMOPSAKE MEPEeBOJIOM Ha
pycckuii si3bIK. (B pen. Ilocranosnenus [Ipasutenscra PO ot 18.03.2020 N 299)

57.4. 3agBineHue O perucTpaluu U JOKYMEHTBI, IpeNyCMOTpeHHble IMyHKTamu 57.2 u 57.10 Hacrosmmx
IIpaBun, mpenCTaBIAIOTCS 3asBUTEIEM B  PErHCTPUPYIOIMI opraH Ha OyMaXXHOM HOCHTENe
HENOCPEACTBEHHO WJIM HANPaBJISAIOTCS 3aKa3HBIM IIOYTOBBIM OTIIPABJIIEHUEM C YBEAOMJIEHHEM O BPYyYEHUU
U ONKCBIO BIIOKEHMs JIMOO B 3JIEKTPOHHOM (opme, MOJIIMUCAHHBIE 3JIEKTPOHHOW MOANUCHIO. (B pE.
[TocTanosnenus [1paBurensctBa PO ot 18.03.2020 N 299)

Perucrpupyromuii opraH NpuHUMAET 3asBICHUE O PETUCTPAUMU W yKa3aHHbIE JOKYMEHTHI IO OIHCH,
KOIUsI KOTOPOW C OTMETKOM O JaTe mpueMa 3THX 3asBJICHMSI U JOKYMEHTOB B JI€Hb IpUEMa Bpy4aeTcs
3asBUTEJII0 WJIM HAINPABIIAECTCS €My 3aKa3HbIM ITOYTOBBIM OTIPABICHUEM C YBEIOMIICHHUEM O BPYYECHHUH

mub0 B DJIEKTPOHHOU ¢GopMe MO TEICKOMMYHUKAIIMOHHBIM KaHajiaMm CBs3U. (B pea. llocraHoBieHus
[TpaButensctBa PD ot 18.03.2020 N 299)

57.5. Peructpupytonuii opraH He BIpaBe TpeOOBATh OT 3asBUTENS YKa3bIBaTh B 3asBJICHUN O PETUCTPAIIUN
CBCACHUA, HC MNPCAYCMOTPCHHLIC ITYHKTOM 9 HaACTOALINX HpaBI/IJI, U OpCACTaBIATH JOKYMCHTBI, HC
npeaycMoTpeHHbie myHkTamu 57.2 u 57.10 nactosimmx [IpaBui. (B pen. Iloctanonenus IlpaButenscTBa
P® or 18.03.2020 N 299)

57.6. B OTHOIIEHUN MEIUIIMHCKOTO M3CNINs, BKIIOUYEHHOTO B MEpeyYeHb, B TeUeHUE 3 pabouymx AHEH cO
JTHS TIOCTYTUIEHUS 3asBJICHUS O PETMCTPALMH U IOKyMEHTOB, IPEyCMOTPEHHBIX IYHKTOM 57.2 HAaCTOSALINX
[IpaBu, perucTpupyIOMUi Opral MTPOBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH COACPIKAITUXCS B HUX
CBeﬂeHHﬁ, B TOM YHCIJIC HYTCM CpaBHeHI/ISI TaAKHUX CBC,Z[GHI/Iﬁ CO CBCACHUAMU, HpeI[CTaB.HeHHBIMI/I B HOpH,Z[Ke

MEXBEJIOMCTBEHHOTO0 HMH(popMannoHHoro B3ammonenctsus. (B pea. IlocranoBnenus IlpaBurensctBa PO
ot 18.03.2020 N 299)

57.7. B cnydae ecad B OTHOIIEHUM MEIULIMHCKOTO M3/EMs, BKIOUEHHOIO B IIEPEUYCHb, 3aSBJICHUE O
peructpauuu opOpMIIEHO C HapyILIEHUEM IMOJN0KEeHUI MyHKTa 9 Hactosmux [IpaBun u (uau) B 3asBICHUH
yKa3aHbl HEOCTOBEPHBIC CBEICHUS JHOO TOKYMEHTHI, MPEIyCMOTPEHHBIE MYHKTOM 57.2 HACTOSIIUX
[IpaBui, mpencTaBiIeHbl HE B TOJTHOM 00beMeE, PETUCTPUPYIOIINN OpraH Bpy4aeT 3asBUTENIO YBEIOMIICHHE
0 HEOOXOJMMOCTH YCTPAaHEHHsI BBISBICHHBIX HApYIIEHUWH B CPOK, HE MPEBBIMIAIONINN 5 pabouux nHeEl,
00 HAMpaBiseT TaKOe YBEJAOMIICHHE 3aKa3HBIM MOYTOBBIM OTIPABIEHUEM C YBEIOMIIEHUEM O BPYUECHHUU
win B GopMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO AJIEKTPOHHOU MOIMHUCHIO, TUOO0 B AIEKTPOHHOU
dbopMe Mo TeIeKOMMYHUKAIMOHHBIM KaHamaMm cBsi3u. (B pen. IlocranoBnenus IlpaButenbctBa PO ot
18.03.2020 N 299)

57.8. B OTHOLIEHMH MEIUIIMHCKOTO HW3JENHs, BKIIOUYEHHOIO B MEPEUYCHb, B CPOK, HE MPEBBIMIAIOMINI 5
pabouux THEH co AHS MpenCTaBICHUs HaUIekKaluM 00pa3oM 0pOPMIICHHOTO 3asBJICHUS O PETHCTPALUU U
JIOKYMEHTOB, MIPEAYCMOTPEHHBIX IMyHKTOM 57.2 HacTosmux [IpaBui, B moaHOM 00beMe, a TakKe B Cydae
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YCTpaHEHUs B CPOK, YCTAHOBJICHHBIN MyHKTOM 57.7 Hactosiux [IpaBui, BBISIBICHHBIX HAPYIICHUH U (WIIN)
IPEICTABICHUS HENOCTAIOIIMX JOKYMEHTOB PETHCTPUPYIOIIMN OpraH OCYILECTBISET CIEOYIOIINE
MeponpusaTus: (B pea. ITocranosnenus [Ipasutensctsa PO or 18.03.2020 N 299)

a) IPUHATHE PELICHUs O FOCYIapCTBEHHON PErucTpaluy MEJUIMHCKOTO U3JeNus, KOTopoe opopmisercs
IIPUKA30M perucrpupytouero oprasa; (B pen. Iloctanosnenus Ilpasurensctsa PO ot 18.03.2020 N 299)

6) odopmieHue W BbIaua (HampaBlIeHHE 3aKa3HBIM ITOYTOBBIM OTIPABICHHUEM C YBEJOMIICHHEM O
BpyYeHUU WIHM B (opMe DSJIEKTPOHHOIO JOKYMEHTAa, MOJAMHUCAHHOTO JJIEKTPOHHOM MOANUCHI0, JHOO
nepefaya B AJNEKTPOHHOM (opMe 1O TEIeKOMMYHHUKALMOHHBIM KaHAJlaM CBSI3M) 3asBUTEIIO
perucTpanroHHoro yaocroepenus. (B pen. [locranosnenus [Ipasutenscta PO ot 18.03.2020 N 299)

57.9. B cayuae ecnu B OTHOIIEHHMM MEIULMUHCKOTO W3JENHUs, BKIIOUEHHOIO B IIE€PEUYEHb, B CPOK,
YCTaHOBJICHHBIM MyHKTOM 57.7 HacTtosmux [IpaBuii, He yCTpaHEHBI BBIABJICHHBIC HAPYIICHHUS U (WJIH) HE
MIPEJICTAaBICHBl HEOOXOIUMBIC JOKYMEHTBI, PETUCTPUPYIOIIUNA OpraH MPUHUMAET pEIICHHEe O BO3BpaTe
3asBJICHUS O PEruCTpald W JOKYMEHTOB, MPEAyCMOTPEHHBIX MyHKTOM 57.2 Hactosuux IIpaBumi, c
MOTHBHUPOBAaHHBIM OOOCHOBaHMEM NpWYMH Bo3Bpara. (B pexd. Ilocranominenus IlpaButensctBa PO oT

18.03.2020 N 299)

B ciydyae oTCyTCTBHS MEAMLIMHCKOIO M3AENUS B NEpEeYHE W (WIM) HApyLIEHUs IMOJOXKEHUH myHKTa 57.1
HacToAmux IIpaBui perucTpupyromuili oprad IpUHUMAET PEIICHNUE O BO3BPATE 3asBICHUS O PETUCTPALlUU
U JIOKyMEHTOB, IPEYCMOTPEHHBIX IyHKTOM 57.2 Hactosimux [IpaBui, ¢ MOTUBUPOBAHHBIM 0OOCHOBaHUEM
npudrH Bo3Bparta. (B pen. [locranosnenus [IpaButensctBa PO ot 18.03.2020 N 299)

57.10. B cpok, He mpeBbimarmomuii 150 paboumx gHEH CO JHSA TOCYNapCTBEHHOW pETHUCTpaIuu
MEIULUHCKOTO W3NS, BKIIOUCHHOTO B TEepeueHb, 3asiBUTENb 003aH MPEJICTaBUTh B PErHCTPUPYIOLIHIA
opras cienytomue 1okymMeHThI: (B pea. [loctanoBnenus [IpaBurenscrBa PO ot 18.03.2020 N 299)

a) KOIIUA JOKYMCHTA, MOATBCPIKAAOIICTO MMOJHOMOYHNA YIIOTHOMOYCHHOI'O IPCACTABUTCIIA IPOU3BOAUTCIIA
(u3roroBurens); (B pea. [loctanosnenus [IpasutensctBa PD ot 18.03.2020 N 299)

0) cBeJCHHWS O HOPMATHMBHOW JOKYMEHTAIlMM HAa MEIWIMHCKOe wu3nenue; (B pen. IloctaHoBIIeHUs
[IpaBurensctBa P® ot 18.03.2020 N 299)

B) JIOKYMEHTHI, yKa3aHHble B mojamyHkTax "0", "B" m '"r" mynkra 57.2 Hactosmmx I[IpaBun (B ciydae
BHECEHHS] B HUX M3MEHEHHUS MO pe3yibTaTaM MPOBEACHHBIX HCHBITAHUN (MCCIIEIOBAHUN) MEAUIIMHCKOTO
m3nenus); (B pea. [loctanosnenus [IpaBurenscrtea PD ot 18.03.2020 N 299)

I') JOKYMEHTBI, TOATBEPKIAIOIMNE PE3YyIbTaThl TEXHUYECKUX HWCIBITAHUA MEIUIIMHCKOTO HW3AEIHs,
BBIaHHBIE  (efepalbHBIM  TOCYAAPCTBEHHBIM  OIOJDKETHBIM  yupekneHueM  "Bceepoccuiickuit
Hay4YHO-HCCJIEA0BATEIbCKUN M UCTIBITATEIbHBI MHCTUTYT MEIUIIMHCKON TeXHUKH" DenepabHON CITyKObI
0 HAJ30pYy B cdepe 3apaBooxpaHeHus (nanee - yupexaenue); (B ped. [locranosnenus [Ipasurenscrsa PO
ot 18.03.2020 N 299)

1) JOKYMEHTbI, IOATBEPXKAAIOIINE PE3YJIbTaThl TOKCHUKOJOTMYECKUX HCCIEI0BAHUN MEIULHUHCKOIO
U3JIeNNs, UCTIOJIB30BaHIE KOTOPOTO MPEOoIaracT HaJIluunue KOHTaKTa ¢ OpraHu3MOM 4eJIOBEKa, BbIJJAHHbIE
yupexaenueM; (B pen. [loctanosnenus IlpasurensctBa PO ot 18.03.2020 N 299)

€) JOKYMEHTBI, MOATBEPKAAIOIINE PE3YyJIbTAThl UCIIBITAHUN MEIULIIMHCKOTO U3/IENHUs B LUEISAX YTBEPKIACHUS
TUIA CPEACTB U3MEpPEHUH (B OTHOIICHUH MEIULUMHCKUX U3/ETHUi, OTHOCSIIMXCS K CPEACTBAM M3MEPEHHI,
B cdepe rocynapCTBEHHOI'O PEryJMpOBaHUS OOecreueHHs] €AMHCTBA HM3MEPEHMI, MepeueHb KOTOPBIX
yTBepkaaeTcs MuHHUCTEpCTBOM 311paBooxpaHeHust Poccuiickoit denepaniun), BEIIAaHHBIE YUPEKIeHUEM; (B
pen. ITocranoBnenus [Ipasurtenscrea PO ot 18.03.2020 N 299)

}K) AOKYMCHTEBI, IOATBCPKAAIOMIUE PE3YyJbTaTbl KIMHHUYCCKHUX HUCITBITAaHUH MCIUIIMHCKOI'O H3JCIINA,


https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30

MPOBEACHHBIX B MEAUIIMHCKONW OpraHu3alii TOCyIapCTBEHHONW CUCTEMBI 3paBOOXPAHECHUS, OTBEUAIOIIEH
TpeOOBaHUSAM, YTBEPKJACHHBIM MUHUCTEPCTBOM 31paBooxpaHeHuss Poccuiickoit ®Denepanmm; (B pen.
[Toctanosnenus [1paBurensctBa PO ot 18.03.2020 N 299)

3) KONWU JOKYMEHTOB, IMOATBEP)KIAIONIMX KadeCTBO JIEKAPCTBEHHOTO Iperapara, (hapMmareBTHYecKon
cyOcTaHIM, OMOJIOrMYECKOro MaTepraia U MHOTO BEIIECTBA, C UCIOIb30BAHUEM KOTOPBIX MPOU3BENICHO
MEIUIMHCKOE M3/EIHEe WM KOTOPhIE BXOAAT B €0 COCTAaB M MpeIHA3HAYEHBI ISl PUMEHEHUS TOJIBKO C
Y4EeTOM Ha3HA4YCHUs MEAMLUHCKOTO W3/ENHs, ONPEAEICHHOTO TPOU3BOJUTENIEM, W BBIIAHHBIX B
COOTBETCTBMM C  3aKOHOJATEIbCTBOM  CTPaHbl  IPOUCXOXKACHUS  JIEKAPCTBEHHOIO  IIperapara,
¢bapmarieBTHYECKON CyOCTaHIIMM, OMOIOTHYECKOT0 MaTepraita U HHOro BemecTBa; (B pel. IloctanoBnenus
[TpaButenscTBa PD ot 18.03.2020 N 299)

M) OpUTHMHAI pPETUCTPAllMOHHOTrO yaocToBepeHus; (B pen. Ilocranosinenus IlpaBurensctBa PD ot
18.03.2020 N 299)

K) onuch qoKyMeHTOB. (B pea. [loctanoBnenus [IpaBurenscrBa PO ot 18.03.2020 N 299)

57.11. B tedyenue 5 pabouux AHEW CO JIHS MOCTYIUIEHUS JOKYMEHTOB, IIPEIYyCMOTPEHHBIX IyHKTOM 57.10
Hacrosmux IlpaBun, perucTpupyroumuii opraH MHOPOBOAUT MPOBEPKY IOJHOTBI M JOCTOBEPHOCTH
COJIEpKAIIMXC B HUX CBEIEHUI, B TOM YHUCIIE IIyTEM CPAaBHEHMsI TaKUX CBEACHMM CO CBEIEHUSIMU,
COZEpKALIMMUCA B BBIIAaHHOM B COOTBETCTBUM C HacTroammmu [IpaBuimamu  perucTparyioHHOM
YAOCTOBEPEHUU HAa MEIULMHCKOE H3JEIHE, BKIIOUEHHOE B IIE€PEUEHb, a TAK)KE IPEICTABICHHBIMH B
HOpSAKE  MEXBEIOMCTBEHHOro MH(pOpMAalMOHHOrO B3auMmojeiicteua. (B pea. IlocraHoBneHwus
[IpaBurensctBa PO ot 18.03.2020 N 299)

B ciydae ecnu ykasaHHbBIE JOKYMEHTBI MPEJICTAaBICHBl HE B MOJHOM O0OBEME, PErHCTPHUPYIOLIUI OpraH
Bpy4YaeT 3asBUTEIIO YBEJOMJIEHHE O HeoO0XxoaumocTd B 30-THEBHBIM CpPOK YCTPaHUThH BbISIBICHHbBIE
HapylmeHus: U (WIM) NpeACTaBUTh HEAOCTAIONINE JOKYMEHTBHI JIMOO HANpaBisieT TaKoe yBEeIOMIICHHE
3aKa3HbIM TOYTOBBIM OTIPABICHUEM C YBEAOMJICHHEM O BpyYE€HUH WIH B (GopMe DIIEKTPOHHOIO
JOKYMEHTa, TIOJMUCAHHOTO  JJCKTPOHHOW  MOAMHCHIO, JMOO B  DIEKTPOHHOM  QopmMe 1O
TEeIIEKOMMYHHUKAITMOHHBIM KaHajaMm cBs3u. (B pen. [locrtanonenus [IpaButensctBa P® ot 18.03.2020 N
299)

VYBeIOMIIEHHUE B CTydae €ro HalpaBJIeHUs 3aKa3HbIM TOYTOBBIM OTIIPABICHUEM CUUTACTCS ITOJYYCHHBIM I10
ucreuyeHnu 10 pabounx aHe# co IHS HampasieHus yBepomiieHus. (B pea. [locranosnenus [IpaButenscTBa
P® ot 18.03.2020 N 299)

57.12.B Teuenne 3 paboumx JHEW CO [JHA TPEJACTABICHUS B TIOJTHOM OOBEME JOKYMEHTOB,
IIPELyCMOTPEHHBIX MyHKTOM 57.10 Hactosmux IlpaBumi, a Takxke B ciydae ycTpaHeHUs B 30-IHEBHBIN
CPOK BBISIBICHHBIX HapymieHUd W (wim) tmpeactaBieHuss B 30-AHEBHBI CPOK  JOKYMEHTOB,
IIpeLyCMOTPEHHBIX MyHKTOM 57.10 Hactosmux I[IpaBui, perucTpupyrommii opran NpUHUMAET PELICHUE O
Hayaje MpOBEJIEHHs] HKCHEPTU3bl KadecTBa, YPPEKTUBHOCTH M O€30MACHOCTH MEAMLUHCKOTO HM3AEIHs,
BKJIIOYEHHOTO B nepedeHb. (B pel. [Tocranosnenus [Ipasurensctea PO ot 18.03.2020 N 299)

57.13. B cuywyae ecnu B 30-IHEBHBIM CPOK HE YCTPAaHCHBI BBIABJICHHBIC HapylIeHWUs W (WJIU) HE
MPEACTABICHBl HEJOCTAIOLIUE JOKYMEHTBI, PETHUCTPUPYIONINI OpraH NPUHUMAET pEeLIeHHE O BO3BpaTe
JTIOKYMEHTOB, MTPEAYCMOTPEHHBIX MMyHKTOM 57.10 HacTosmux [IpaBui, ¢ MOTHBUPOBAaHHBIM 000OCHOBAaHHUEM
pu4rH Bo3Bpata. (B ped. Iloctanosnenus IIpaBurensctBa PO ot 18.03.2020 N 299)

57.14. B teuyenue 3 pabouyumx AHEH CO IHS NPUHATHS PEIICHUS O Hayaje MPOBENEHUS AKCIEPTH3BI
KauecTBa, OS(O(PEKTUBHOCTH U OE30MACHOCTH MEOUIIMHCKUX HW3JENHM, BKIIOUYEHHBIX B IIepEyYeHb,
perucTpupytomuii  oprad o¢opmiISeT M BbIIAaeT 3aJaHHe Ha IPOBEACHHE OHKCIEPTH3bl KauyecTBa,
3¢ pexkTUBHOCTH © OE30MaCHOCTH MEIUIIMHCKOTO U3MIEIUsl OKCIEPTHOMY YUPEXKICHUI0. (B pe.
[Toctanosnenus [1paBurensctBa PO ot 18.03.2020 N 299)



https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30
https://normativ.kontur.ru/document?moduleid=1&documentid=357510#l30

57.15. DkcnepTtu3a kadecTBa, YQPEKTUBHOCTA U OE30MACHOCTH MEIUIIMHCKOTO W3JIENHsI, BKIIOYCHHOTO B
MepeveHb, MPOBOJUTCA B COOTBETCTBHU ¢ MOAnMyHKTOM "O" myHkTta 21 Hacrosmux [lpaBun. (B pen.
[Toctanosnenus [1paBurensctBa PO ot 18.03.2020 N 299)

57.16. B cpok, He mpeBbimatomuii 10 paboumx mgHEH CO AHS MOTYYEHHUS 3aKIIOYCHUS, YKa3aHHOTO B
nyHkre 33 Hacrosmmx IlpaBui, perucTpupyromuil Opral OCYLIECTBISIET CIEAYIONIe MEponpusTus: (B
pen. [locranoBnenus [IpaBurenscrBa PO ot 18.03.2020 N 299)

a) OIICHKA 3aKJIFOYCHHS SKCIEPTHOTO YUPSKICHHS JUIsl OMpPENENICHUS €r0 COOTBETCTBUS 3aJaHUI0 Ha
MPOBEJICHUE OJKCHEPTU3bl KadecTBa, HS(OPEKTUBHOCTH U OE30MACHOCTH MEIUIMHCKOTO U3JICIHUS,
BKJIIOYEHHOTO B TIepeyeHb. B cllyyae yCTaHOBJIEHHS HECOOTBETCTBHS 3aKJIIOUEHUSI SKCIEPTHOIO
YUPEKIEHUS YKa3aHHOMY 3a/IaHMI0 TAaKOE 3aKJIFOYCHHE BO3BPAIACTCS B SKCIEPTHOE YUPEKIECHHUE HaA
nopaboTKy, CpPOK KOTOpPOWM cOCTaBisieT He Ooiee 2 pabouumx IHEH CO JHSA TOMYyYEHUS SKCIEPTHBIM
YUpEKIECHUEM BO3BpaleHHOTo 3aKkimodeHus; (B pea. [locranoBnenus [IpaButensctBa PO ot 18.03.2020 N
299)

0) TpUHATHE peIIeHUS O TOATBEPXKICHUM TOCYNAapCTBEHHON pPETHUCTpalMd MEAMLIMHCKOTO W3/AEHs,
BKJIIOUEHHOTO B TMEpeYeHb, a Takxke OQopMmiIeHHE YBEAOMJICHHS O MPHUHITOM pEIIeHWH U Bblgaya
(HampaBJeHHE 3aKa3HBIM IIOYTOBBIM OTIPABICHHEM C YBEJAOMJIICHHMEM O BpyYe€HUH WiIH B ¢dopMme
ANIEKTPOHHOTO JOKYMEHTA, MOJIUCAHHOIO 3JIEKTPOHHOW MOAMHUCHI0, JHO0 mepedadya B AIIEKTPOHHOU
¢dbopme 1o TeNeKOMMYHHUKAIIMOHHBIM KaHallaM CBSI31) €T 3asiBUTEIIO C MPUIIOKEHUEM TTepe0(hOPMIIEHHOTO
perucTpanroHHoro yaocroBepenus; (B pea. [loctanosnenus [IpaBurensctea PO ot 18.03.2020 N 299)

B) NIPUHATHE PELICHUs 00 OTMEHE TOCYJapCTBEHHOM perucTpanui MEIUIIMHCKOTO U3/eNusl, BKIIOUEHHOTO
B MlepeueHb, KOTOpoe 0pOopMIIsIeTCsS MPUKA30M PETUCTPUPYIOIIETO OpraHa, ¢ U3bSTHEM paHee BBIJAHHOIO
PEruCTpaiuOHHOTO YAOCTOBCPCHUA HW YBCIAOMIICHHUCM 3adBUTCIA O MPHHATOM PCIICHHUMU. (B pea.
[Toctanosnenus [IpaBurensctBa PO ot 18.03.2020 N 299)

57.17. OcHOBaHUSMHU I TIPUHATHS PETUCTPUPYIOIIUM OPTaHOM pelIeHUss 00 OTMEHE roCyIapCTBEHHON
peructpanuu MCAUIUHCKOTO U3ACIUSA, BKIKOUCHHOTO B NCPCUYCHDb, ABJISKOTCH: (B pea. ITocTanoBieHus
[TpaButenscTBa PD ot 18.03.2020 N 299)

a) 3aKJIIOYCHHE HKCIEPTHOTO YUYPEXKIEHHsS IO pe3ysibTaTaM SKCHEPTU3bl KauecTBa, 3(PPEKTHBHOCTH U
0€30IaCHOCTH ~ MEIUIMHCKOIO M3/EIMs, CBHMJETEIbCTBYIOLIEE O TOM, 4YTO KauecTBO, M (MJIM)
3¢ deKTUBHOCTh, M (MJIM) O0€30MaCHOCTh MEIUIMHCKOTO H3JeNHsS HE TMOATBEPXKICHBI IMOJyYCHHBIMH
JAHHBIMU, U (WJIM) O TOM, YTO PUCK MPUYMHEHMs Bpela 370pOBbI0 IPAXAaH U MEAULUHCKUX paOOTHUKOB
BCJIEJICTBHE TPUMEHEHHSI MEAMIIMHCKOTO U3/1eNUs IPEeBbIaeT 3((PEeKTUBHOCT €ro MPUMEHEHUs, U (UITH) O
TOM, 4YTO MEIUIMHCKOE MW3JI€IMe HE COOTBETCTBYET TpeOOBaHMUAM HOPMATUBHOM JOKyMEHTalUH,
TEXHUYECKOH U (WJIN) HKCIUTyaTallMOHHON TOKYMEHTALUHU MTPOU3BOANTENS (U3TOTOBUTEINA), U (M) O TOM,
YTO JI0Ka3aTelbCTBa O€30MACHOCTU MEIUIIMHCKOIO H3JeNnus OTCyTCTBYIOT; (B pen. IlocraHoBneHus
[IpaBurensctBa PO ot 18.03.2020 N 299)

0) BBISIBJICHUE PETUCTPUPYIOIIMM OPraHOM I10 pe3ysIbTaTaM roCyJapCTBEHHOIO KOHTPOJIS 3a oOpalieHrueM
MEJUIIMHCKUX H3JICJTUH HECOOTBETCTBHUS MAaHHBIX 00 3()PeKTUBHOCTH M 0E€30MaCHOCTH MEIUITUHCKOTO
nu3aciansga JaHHbIM O MCAMIITMHCKOM M3ACIIHUH, COI[ep)KaH_II/IMC}I B 3a4ABJICHHUU O peFI/ICTpaI_II/II/I 148 I[OKYMGHTaX,
npeaycMoTpeHHbIX myHKkTamu 57.2 u 57.10 Hacrosmux [IpaBui. (B pen. Iloctanonenus IIpaButenscTBa
P® ot 18.03.2020 N 299)

57.18. BHeceHne M3MEHEHU B JIOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALMOHHOM JOChE€ MEAUIIMHCKOIO
W3/1eNvs, BKJIIOYEHHOTO B IE€pPEYEeHb, OCYIIECTBIISIETCS IOCIE MNPUHSTHS PELICHUS O MOATBEPKICHUU
rOCYJIapCTBEHHOW PETHCTPAIIMU MEAUIIMHCKOTO MU3/ENIHS B COOTBETCTBUU C MMyHKTamMu 37 - 49.2, 51 u 55.1
Hacrosmux [Ipasun. (B pexn. [Tocranosnenus [IpaBurenscra PO ot 18.03.2020 N 299)

57.19. Beigaua myOnukata perucTpaloOHHOTO yIOCTOBEPEHHS MEIUIIMHCKOTO W3JIENHs, BKIIOYECHHOTO B
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MepeveHb, TOCYJAApCTBEHHAsi PErucTpalus KOTOPOro TMOJATBEPKACHA, OCYIIECTBISIETCS B TOpPSIKE,
npeaycMoTpeHHOM nyHKTamMu 52 u 53 Hactosimux [Ipasun. (B pen. [Toctanonenus [IpaBurenscrtea PO ot
18.03.2020 N 299)

57.20. Peructpupyromuii opran (GoOpMUPYET PETHCTPAlMOHHOE JOChE€ MEIUIIMHCKOTO W3JIeus,
BKJIIOUEHHOT'0 B II€PEUEHb, U3 CIEAYIOIMX NOKyMEHTOB: (B pex. Iloctanosnenus IlpaBurenscrsa PO or
18.03.2020 N 299)

a) 3asgBJICHHEC O PETHUCTPAllMM M JOKYMEHTHI, MPEAyCMOTpEeHHbIe MyHKTamMu 57.2 m 57.10 HacTosmmx
IIpaBui, 3anpocel U JOKYMEHTBI, IPEIyCMOTpeHHblEe IMyHKTOM 21.1 Hacrosumux IlpaBun, 3asBieHue o
BHECEHUM HW3MEHEHUN M JIOKyMEHTBI, IPEJyCMOTpEHHblE NMyHKTOM 3 8 Hacrosmux llpaBuin, a Taxxke
3asBJIeHUE O TpeaocTaBieHun ayonukara; (B pen. I[loctanosnenus [IpaBurensctBa PO ot 18.03.2020 N
299)

0) Komus 3aJaHUS PETUCTPUPYIOIIECTO OpPraHa Ha MPOBEICHUE IKCIEPTU3bl KauecTBa, dPPEKTUBHOCTH U
0e30macHOCTH MeauIMHCKOTO n3aenus; (B pea. [loctanonenus [IpaBurensctea PD ot 18.03.2020 N 299)

B) 3aKIIOUEHHs, O(POPMIICHHbIE HSKCHEPTHBIM YUPEKICHUEM IpU TPOBEICHUM HKCIEPTH3bl KauyecTBa,
s dexTuBHOCTH M 6€30MaCHOCTH MEeIUIIMHCKOTO u3aenus; (B pea. [loctanonenus [IpaBurensctBa PO ot
18.03.2020 N 299)

') KOIMMU NPUKA30B, 0(OPMIIEHHBIX pEruCTpupylomuM opranoM; (B pen. IlocranoBnenus IlpaButenscTBa
P® ot 18.03.2020 N 299)

1) KOMHS PErHCTPALMOHHOTO YJIOCTOBEPEHHSI WJIM YBEJIOMIICHUH, O(POPMIICHHBIX PErHCTPUPYIOLINM
opranowm; (B pen. [locranosnenns [IpaButensctBa PO ot 18.03.2020 N 299)

€) Komus IyOJIMKaTa PerUCTPAIMOHHOTO yIOCTOBEPEHUS, 0(OPMIEHHOTO PErUCTPUPYIONIUM OpPTaHOM. (B
pen. ITocranoBnenus [Ipasutenscrea PO ot 18.03.2020 N 299)

58. Peructpupyromnuii opran pa3meniaet nHGOpMaIUio, CBI3aHHYIO C OCYIIECTBICHHUEM TOCYIapCTBEHHON
perucTpalM MEOULIMHCKOIO W3JEIHsI, BHECEHHWEM M3MEHEHMM B JOKYMEHTBI, COJEpJKaliuecs B
pPErUCTPAllMOHHOM J0Ch€, W BbIJA4Yel AyOiMKaTa pPETUCTPALMOHHOIO YIOCTOBEPEHHS, Ha CBOEM
opunmanbHOM caiite B HMH(POPMALMOHHO-TEIEKOMMYHUKarmoHHoW cetn "Uwnrtepuer". (B pen.
[Toctanosnenus [1paBurensctBa PD or 31.05.2018 N 633)

58.1. DKcnepTHOE YUpEKIECHUE OCYLIECTBIISIET KOHCYJbTUPOBAHUE MO BOMPOCAM MPOLEAYP, CBI3AHHBIX C
rOCyJapCTBEHHOM PErHCTpalued MEAULMHCKUX U3JACINN, B NOPSIKE, YCTAHOBIECHHOM PErUCTPUPYIOLIUM
opranowm. (B pea. [locranoBnenus [IpaBurensctBa PO ot 10.02.2017 N 160)

59. Pemenus u neiictBust (O€31€HCTBHE) PErMCTPUPYIOLIETO OpraHa, MOBJEKIINE 3a COO0H HapylleHue
IIpaB IOPUAMYECKOIO JIMIA, WHIUBHIYAJbHOIO NPEANPUHUMATEINS, a TaKKe 3aKIFOUYEHUS! SKCIEPTHOIO
YUPEXKACHHUS 10 pe3ysbTaTaM MPOBEJICHHBIX UM B COOTBETCTBUU C HacTosmuMmu [IpaBuimamu skcnepTus
MOTYT OBITh 00XKaJOBaHbl 3asBUTENIEM B MOpPsJKE, YCTAHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickoii
®enepaunu. (B pen. [loctanosnenuii Ilpasurenscrea PO ot 17.07.2014 N 670, or 31.05.2018 N 633)
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1IPUJIO’KEHUE
Kk IIpasunam 2ocyoapcmeennoii pecucmpayuu

MeOUYUHCKUX U30eTULL

MNEPEYEHDb MEJULIMHCKUX U3JEJUN C HU3KOM
CTENEHBIO NOTEHIMAJBHOI'O PUCKA UX
MPUMEHEHMS, BOTHOIIEHUM KOTOPBIX
YCTAHOBJIEHBI OCOBEHHOCTHU I'OCYJAPCTBEHHOM

PEI'’MCTPAIIUU

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

Bun | HaumenoBanue

1. 104010 KocTtiom nzonupyrommii

2 122540 [lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 JIaTEKCa TeBEH,
HEOITyIpeHHbIE, HECTEPUIIbHbIE

3. 122560 [lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 JTaTEKCa TeBEH,
OIlyIpEHHBbIE

4. 129350 Xasnar onepainroHHBIN OTHOPA30BOTO UCIIOIb30BAHUS

5. 129380 XaJar onepainroHHbIII MHOTOPa30BOT0 UCTIOJIb30BAHUS

6. 129870 XanaT U30JUpPYIOLUI MHOIOPa30BOro UCIIOJIb30BAHUS

7. 129880 Xanat U30JUpPYIOLIMI OJHOPA30BOrO UCIIOJIb30BAHUS

8. 132380 Macka nuueBast U1l 3aIlUThI IbIXaTENbHbIX TyTeH
MHOT'OPa30BOI'0 MCIIOJIb30BaHUS

0. 139350 [TepuyaTku cMOTPOBBIE/TIPOIIEAYPHBIEC U3
MIOJINXJIOPONIPEHA, HEOITY IPEHHbBIE

10. 139360 [lepyaTku CMOTPOBBIE/TIPOLIEAYPHBIE U3
MOJIUXJIOPOIPEHA, OMyPEeHHbIE

11. 141650 baxuibl TOKOHENIPOBOASAILNE, HECTEPUIIBHBIC

12. 157010 XaJar s NalueHTa 0JHOPa30BOro UCIOIb30BaHUS

13. 157240 Xayar 11 manyeHTa MHOropa3oBoro UCIoJIb30BaHUs

14. 164050 Xayat npoueaypHslid OAHOPA30BOr0 UCIIOIb30BAHNS

15. 164070 Xasnar npoueaypHblii MHOTOPa30BOIr0 UCIOJIb30BaHUS

16. 180770 PecnimpaTop o011ero npuMeHeHHsI
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17.
18.

19.
20.

21.

22.

23.
24.

25.
26.
27.
28.
29.

30.

31.

32.

33.

34.

35.

36.

181360
181520

181830
182450

185830

185850

188380
205280

205290
248320
269290
293810
298450

311720

320790

321530

332470

349230

351490

367580

KocTioM Xxupyprudeckuii H301Mpyromui
Macka Xxupyprudeckas MHOrOpa3oBOro UCIOJIb30BaHUs

Pecniuparop xupyprudeckuit
Macka xupyprudeckas 0JHOPa30BOrO UCIIOJIb30BAHUS

[lepyaTku CMOTPOBBIE/TIPOLIEAYPHBIE HUTPUIIOBBIE,
HEOITYPEHHBIE, HECTCPUIIbHBIE

[lepuaTku cMOTPOBBIE/TIPOLIETYPHbIE HUTPHIIOBBIE,
OIyJIpEeHHBIC

KocTiom xupyprudyeckuii Ha MaHKeTax

[TepuaTku CMOTPOBBIC/TIPOLIETYPHBIC BHHIIIOBBIC,
HEOIyIPEHHBIE

[lepuaTku cMOTpOBBIE/TIPOLIETyPHbIE BUHUIIOBBIE,
OIyJIpEeHHBIC

KocTtiom xupyprudeckuii 0IHOpa30BOTO UCMOJIb30BAHMS,
HECTEPUIIbHBIN

baxunel BogoHEpOHUIIAEMbIE

baxwniel TOkONpoBOASIIAE, HECTEPUIIBHBIE

[lepuaTku cMOTPOBBIE/TIPOLIETYPHBIE U3 TBAIOJIOBOTO
JlaTeKca, HeOMyAPEHHbIE

[lepuaTku cMOTPOBBIE/TIPOLIETYPHBIE U3
ATUJICHBUHUJIALIETATA, HEOMYAPEHHbIE, HECTEPUIIbHbBIC

[lepyaTku CMOTPOBBIE/TIPOLIEAYPHBIE HUTPUIIOBBIE,
HEOITyIpeHHbIE, aHTUOAKTEPHATIbHBIE

[TepuaTky CMOTpPOBBIE/TIPOIIETyPHBIE TOIUNU3OIPEHOBEIE,
HEOITyIpEHHBIE
HaGop onex sl XUpypru4ecKuii/cMOTpOBOiA

[lepuaTku cMOTPOBBIE/TIPOLIETYPHBIE TOJIUHU30IIPEHOBEIE,
OIlyApEHHBIE

[lepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 JTaTEKCa TeBEH,
HEOIypeHHbIE, HeCTepUIbHbIE, aHTHOAKTEPHAIIbHBIE

Macka nuueBast Jj1s 3alUThI IbIXaTEIbHbIX ITyTEH
OJHOPA30BOT0 UCIIOJIb30BAHUS



