Ilocranosnenue [IpaButensctBa PO ot 27.12.2012 N 1416
(pex. ot 18.03.2020)
"O0 yrBepskaeHnu [IpaBui rocy1apCTBEHHOM perucrpa...

NPABUTENbCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBJNEHUE
ot 27 pekabpsa 2012r. N 1416

OB YTBEPXXOEHWU NMPABUII 5
rocyonAPCTBEHHOWU PEr'MCTPALUUN MEOAULIMHCKUX USOENUN

CHnucoK U3MEHSIIOIINX JOKYMEHTOB
(B pen. [Tocranosnenwii [IpaButenscTBa PO ot 17.10.2013 N 930,
ot 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633,
ot 18.03.2020 N 299)

B cootBercTBUM co craTtheil 38 DenepanbHoro 3akoHa "OO OCHOBaX OXpaHbI 3/10pPOBbS IPaX/aH B
Poccuiickoit @enepanun" [IpaButensctBo Poccuiickoit denepanny mocTaHOBISET:

1. VBepauTh npuiiaraemeie [IpaBuia rocyJapCTBEHHON PETUCTPAIIMN MEAUIIMHCKUX U3ICITUH.
2. YCcTaHOBUTb, YTO:

a) PEruCTpaiiuOHHbIC YAOCTOBCPCHUS Ha HU3ACIUA MCIAUINHUHCKOIO HA3HAYCHUSA W MCAUIHNHCKYRO
TEXHUKY C YCTAHOBJICHHBIM CPOKOM [lef/'ICTBI/Iﬂ, BbIJAHHBIC OO AHA BCTYIUVICHHA B CHJIY HACTOAIICTO
IIOCTAaHOBJICHUA, HeﬁCTByIOT A0 UCTCUYCHHUA YKA3dHHOI'O B HUX CPOKa HeﬁCTBHH;

0) perucTpalMoHHBIC YAOCTOBEPEHHUS Ha W3JACIHS MEIUIUHCKOTO HAa3HAYCHHUS M MEIUIIUHCKYIO
TEXHUKY OECCPOYHOTrO JICHCTBUS, BBIIAHHBIC JO IHS BCTYIUIGHHS B CHIIy HACTOSAIIETO IMOCTAHOBIICHHS,
JICWCTBUTENBHBI U TMOANeKaT 3aMeHe a0 | sHBaps 2021 r. HAa perdCcTpPallMOHHBIE YAOCTOBEPEHHS II0
dopme, yrBepkaaeMoi DenepanbHoii Ciryk00ii 0 Haa30pYy B chepe 3ApaBOOXpaHEHUS.

(8 pen. [locranoBnenuii [IpaBurenscrea P® ot 17.10.2013 N 930, ot 10.02.2017 N 160)

3aMeHa pPEerucTpPaliOHHOIO YAOCTOBEPEHHS OCYLIECTBISAETCS 0€3 MPOXO0XKAECHUS IPOLEaAypHI
rOCyJapCTBEHHOM PErucTpaluyd MEAULMHCKUX H3JEIUl Ha OCHOBAaHUU 3asBJICHUS, IIPEICTABICHHOIO
3agBuTeneM B DenepanbHyro Cinyx0y MO Haa3opy B cdepe 3ApaBOOXpAHEHUS, C yKa3aHHUEM CBEICHHH,
npeaycMoTpeHHbIX [IpaBunamu, yrBepKI€HHBIMU HACTOSIIIIMM IIOCTaHOBJICHUEM.

3. TocynmapcTBeHHast periucTpanus METUIIMHCKUX M3JICIUN, TPEICTaBICHHBIX HAa TOCYIapCTBECHHYIO
perucCTpaivio 10 JHA BCTYIUICHHA B CHIIY HACTOALICTO ITOCTAHOBJICHUS, OCYHICCTBIIACTCA HAa OCHOBAaHUU
JOKYMEHTOB, TPEICTABJICHHBIX NI0 JHS BCTYIUICHHUS B CHJIy HACTOSIIETO IIOCTAHOBJICHHUS, a TaKKe
3asABJICHUA O I‘OCY[[apCTBCHHOI\/JI peructpauiu MCAUIHUHCKOIo HU3ACIMA, NPCACTABICHHOIO 3asABUTCIIEM B
COOTBETCTBUH C [IpaBWiiamMu, yTBEp)KJICHHBIMU HACTOSIIMM IMOCTAHOBICHHEM, B DenepanbHylo Ciyx0y
10 Ha30py B chepe 3ApaBOOXpaHCHUSL.

4. Peann3zanusi MOJIHOMOYHM, NPEAYCMOTPEHHBIX HACTOSIIMM ITOCTAaHOBJIEHUEM, OCYIIECTBISIETCS B
npenenax ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoin ®enepauurii OpeaesibHONM YHCICHHOCTH
paboOTHUKOB LIeHTpajbHOro ammapata denepanbHOil Ciy>kO0bl IO HaA30py B cepe 3ApaBOOXpaHEHUs, a
TaKkKe OIO/KETHBIX AaCCHTHOBaHWM, NpeaycMoTpeHHbix Ciyxbe B ¢enepaabHoM OropkeTe Ha
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PYKOBOJICTBO U yIIpaBJieHHE B c(hepe YCTAaHOBIECHHBIX (YHKITHIA.

5. Hacrosiiee nocraHoBieHue BcrynaeT B cuity ¢ 1 suBaps 2013 1.

IIpencenarens [IpaBurenscTBa
Poccuiickoit deneparuu
JA.MEJIBEJIEB

Y TBEpKICHBI

nocranoBjieHueM [IpaButenbcrBa
Poccuiickoit ®enepanun

ot 27 nekabps 2012 . N 1416

5 NMPABUIA 5
rocyoAPCTBEHHOWU PETr'MCTPALUUN MEOULIMHCKUX USOENUN

CHnucoK U3MEHSIIOIINX JOKYMEHTOB
(B pen. [Tocranosnenwii [IpaButensctBa PO ot 17.10.2013 N 930,
ot 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633,
ot 18.03.2020 N 299)

1. Hactosamue IlpaBuna ycTaHaBIMBAarOT MOPSAOK IOCYNAPCTBEHHOM PETUCTPALIMHA MEAUIIMHCKUX
U3JIeNHH, noexanmx odpaiieHuto Ha Tepputopun Poccuiickoit @denepanuu.

2. TocynapCTBEHHOM pETHCTpallUH IOJUIeKAT JIFOOble WHCTPYMEHTHI, amaparsl, MPHOOPBHI,
000pya0BaHUE, MaTEpUAIBl U NIPOYNE M3IENUs, IPUMEHIEMbIE B MEIUIIMHCKUX LENAX OTICIBHO WM B
COYETAaHWU MEXIy CO000H, a Takke BMecTe C APYIrMMHU INPHHAIICKHOCTSIMH, HEOOXOIUMBIMU IS
MPUMEHEHHS yKa3aHHBIX U3/IeNU 110 Ha3HAYCHUIO0, BKIIIOYas CIIeHAIbHOE TPOrpaMMHOE obecrieueHune, u
IpeJHa3HauYCHHBIE TPOU3BOAUTENEM (M3TOTOBUTENEM) Sl MPOQHUIAKTHKH, ITUATHOCTHUKH, JICUCHUS U
MEIUIUHCKON peadminTanyy 3a00JIeBaHIi, MOHUTOPUHTA COCTOSIHHS OpraHH3Ma 4eJ0BeKa, MPOBEACHUS
MEIUIIMHCKUX MCCIIeI0BaHUH, BOCCTAHOBJICHHS, 3aMELICHUS, N3MEHEHUSI aHAaTOMUYECKOH CTPYKTYPBI HITH
¢usnonornueckux (QyHKIUI OpraHu3Ma, TPEJOTBPAIICHUS WM IpephIBaHUS  OEPEMEHHOCTH,
(GyHKIMOHAIPHOE  HAa3HAY€HHE  KOTOPBIX  HE  peanu3yeTcs  IyTeM  (papMakKoJIOTHYEeCKOTo,
MMMYHOJIOTHYECKOT0, TCHETHUECKOT0 MM METa00IMYECKOro BO3ACHCTBHS HA OPraHU3M YelloBeKa (j1anee
- METUIIMHCKUE U3ICTHSA).

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 17.07.2014 N 670)

MenuuuHcKue HM3/€e11sl, U3rOTOBJIEHHbIE M0 MHIMBUAYaJIbHBIM 3aKa3aM HallMEeHTOB, K KOTOPBHIM
NPENBABISAIOTCA CHElUalbHble TPeOOBaHUS MO HA3HAUYEHUIO MEIUIMHCKUX PaOOTHUKOB M KOTOpBIE
IpeJHa3sHAYeHbl  MCKIIOYMTEIbHO  JUISI  JIMYHOTO  HCIOJB30BAaHUS  KOHKPETHBIM  IMAI[MEHTOM,
rocy/1apCTBEHHOW PETUCTPALIUU HE MOJJIEXKAT.

3. l'ocynapcTBeHHAs perucTpanusi METUIIMHCKUX u3Aenuit ocymectsisercs denepanbHoii ciayxOoi
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0 HaJ30py B cdepe 31paBoOXpaHeHus (J1anee - perucTpUupyIOLuil opram).
4. B nacrosimux [IpaBunax UCOIB3YIOTCS CIIEIYIONINE OCHOBHBIC TOHSATHUSA:

"0€30MacHOCTh MEAUIIMHCKOT0 M3JeNus" - OTCYTCTBHE HEJOIYCTUMOIO PUCKA MPUYUHEHUs Bpena
KHM3HH, 3/I0pPOBBIO YEJIOBEKA M OKPYXAIOIIEH cpele NMpU HCHOIH30BAHUM MEAWLUHCKOTO H3JCTHS TI0
Ha3HAYCHUIO B YCIIOBUSX, MPEIYCMOTPEHHBIX POU3BOIUTENIEM (M3TOTOBUTEIEM);

(B pen. [locranoBnenus IlpaBurenscrea PO ot 17.07.2014 N 670)

"KauecTBO MEIHUIIMHCKOTO H3JeNus" - COBOKYIMHOCTh CBOMCTB M XapaKTEPUCTHUK MEIUIIMHCKOTO
W3JIeNUsl, BIMAIONMX Ha €ro CIOCOOHOCTh JEHCTBOBATh IO HA3HAYEHHUIO MPH YCIOBHU COOTBETCTBUS
TpeOOBaHUSM HOPMATHBHOW JOKYMEHTAI[MM, TEXHUYECKOM U AKCIUTyaTallMOHHOM JOKYyMEHTalluu
IIPOU3BOUTENS (M3TOTOBUTEIIA);

(B pen. ITocranosnennii [IpaButensctBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KJIMHUYECKHIE UCTIBITAaHHUA" - pa3pad0TaHHOE M 3aIJIAHUPOBAHHOE CHCTEMAaTHYECKOE UCCIIEIOBAHHE,
IPENpPUHATOE, B TOM YHCIE C y4acTHEM 4YelloBeKa B KauecTBe CyObeKTa AJIs OLIEHKU O€30MacHOCTH U
3 (HEKTHBHOCTH MEITUIIMHCKOTO U3CITHS;

"HOpMaTUBHAs JOKyMEHTauus" - JIOKYMEHTBI, perlaMeHTHpYIole TpeOoBaHMs O€30HMacHOCTH,
KayecTBa, a TaKXke IMpenanojaraeMyio 3()(eKTHBHOCT MPEIYCMOTPEHHOTO NPUMEHEHUS U METOMbI
KOHTPOJISI COOTBETCTBHSI MEAULIMHCKOTO U3JIENIUS 3TUM TPEOOBaAHUSIM;

"perucTpaioHHOe J0Che" - KOMIUIEKT JOKYMEHTOB, MPEICTaBIsIEMbIX ISl TOCYAapCTBEHHOM
perucTpanuy, BHECEHUS H3MEHEHUIl B TaKhe [OKYMEHTHI, a TaK)K€ KOMHHM pEIIeHUH, MPUHATHIX
PErUCTPUPYIOLTUM OPTraHOM B OTHOLIEHUH KOHKPETHOT'O MEIUIIMHCKOTO U3/ICIIHS;

(B pen. ITocranosnenus [IpaBurenscTBa PO ot 31.05.2018 N 633)

"TeXHUYeCKask JOKyMEHTAIUsI TPOU3BOAUTENS (M3rOTOBUTENA)" - JOKYMEHTHI, pETrIaMEHTUPYIOIINE
KOHCTPYKLHIO MEAMIIMHCKOTO M3JeNvs, YCTaHABIMBAIOIIME TEXHUYECKHUE TPeOOBaHUS U COJEpKaIlHe
TaHHBIE JUIS €r0 pa3paboTKH, MPOU3BOACTBA, IPUMEHEHHUS, IKCIUTyaTallui, TEXHUYECKOTO 00CITyKUBaHUS,
PEMOHTA, YTUIM3AIUU UM YHUYTOXKCHUS;

(8 pen. [locranoBnenuii [IpaBurenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TEXHUYECKUE HUCIBITaHUA" - HUCIBITAHUS C LEIbI0 ONPEICIICHUS COOTBETCTBUS XapaKTEPUCTHUK
(CBOMCTB) MEIMIIMHCKOrO W3JeNus TpeOOBaHUSM HOPMATUBHOM JOKYMEHTAllUU, TEXHUYECKOW W
HKCIUTyaTallMOHHOW JTOKYMEHTAllUM MPOU3BOAUTENS (M3TOTOBUTENS) W TPHUHATUSA IOCIEAYIOIIEro
peuIeHus: 0 BO3MOKHOCTH ITPOBEACHUS KIMHUYECKUX UCIIBITAHUM;

(B pen. ITocranosnennii [IpaButensctBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TOKCUKOJIOTHUYECKHNE MCCIEIOBAHUA" - UCCIEHOBAHUS B ILEIIX OILEHKA OWOJIOTHYECKON
0€30MaCHOCTH MEJMIIMHCKOTO W3ACIHMs ¥ TPUHATHS IOCIEAYIOIIEr0 PEIIeHUsI O BO3MOKHOCTH
HpOBGI{GHI/Iﬂ KIIMHUYCCKUX I/ICHI)ITaHI/If/'I;

"YIIOJIHOMOYEHHBIN TMpeACTaBUTENb MPOU3BOAMUTENS (M3rOTOBUTEINA)" - IOPUAMYECKOE JIUIO WIN
VMHJMBHUyaJIbHBI IIPEANPUHUMATENb, 3apETUCTPUPOBaHHbIe Ha Teppuropun Poccuniickoit ®@enepannu,
YIIOJIHOMOYEHHbIE IPOU3BOJIUTENEM (HM3TOTOBUTEIEM) MEIUMIMHCKOIO U3JENUs IMPEeACTaBIATh €ro
MHTEPECHI IO BOIIPOcaM OOpalieHus MEAUIIMHCKOTO M3AeHs Ha Tepputopun Poccuiickoit @enepannu, B
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TOM YHKCJE MO BOMpPOCaM MPOIEAYyp OLEHKH COOTBETCTBUS U TOCYIapCTBEHHOW PETUCTPAlUU, HA UMS
KOTOPOTO MOET OBITh BBIIAHO PETHCTPAIIMOHHOE YIOCTOBEPEHUE HAa METUITUHCKOE H3/ICITHE;
(B pen. ITocranosnennii [IpaButensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

"IKCIUTyaTallMOHHAsT ~ JIOKYMEHTalMsl ~ MpOu3BoauTeNs  (M3roToBUTENS)" - JOKYMEHTHI,
IpeJHa3sHAYCHHbIE [UId O3HAKOMJIEHHUS NOTPEOUTENs] C KOHCTPYKLHEH MEIUIIMHCKOTO W3/eNHus,
perJaMeHTHPYIOIINE YCIOBUS U MpaBUa SKCIUTyaTaluu (MCHOJb30BaHNE M0 HA3HAYEHMIO, TEXHUYECKOe
o0cCITy’)KUBaHUE, TEKYLIU PEMOHT, XpaHEHHE U TPAaHCIOPTUPOBKA), rapaHTHUPOBAHHBIE MTPOU3BOAUTENIEM
(M3roTOBUTENEM) 3HAYEHUSI OCHOBHBIX IIapAMETPOB, XapaKTEPUCTUK (CBOMCTB) MEIULIMHCKOIO W3JENHs,
rapaHTUiHbIE 0053aTENBCTBA, @ TAK)KE CBEICHHS O €r0 YTHIIN3ALUU UM YHUUTOXKCHUH;

(8 pen. [locranoBnenuii [IpaButenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"3pPeKTUBHOCTE MEAMIMHCKOTO H3/Aenus" - COBOKYIHOCTh CBOMCTB M XapaKTEPHCTHK
MEIUIUHCKOTO W3JeNus, O00ECIeUNBAIONINX JOCTIDKECHHE LeNeld NpeqHa3HAaYeHHs, YCTAaHOBJICHHBIX
POU3BOANTENEM (M3TOTOBUTENIEM) M MOATBEPKACHHOTO MPAKTUKONW KIIMHUYECKOTO IPUMEHEHUSL.

(B pea. [locranoBnenus IlpaBurenscrea PO ot 17.07.2014 N 670)

5. FocynapcTBeHHas! perucTpanys MEAUIMHCKUX H3/ISNINi IPOBONTCS Ha OCHOBAHUH PE3yJIbTaTOB
TEXHUYECKUX  HUCTBITAHWH,  TOKCHKOJIOTMYECKUX  HMCCICNOBAaHMHA,  KIMHHUYECKUX  HCIBITAHHA,
NPEACTABISIOMUX CO00M (OPMBI  OLIEHKH COOTBETCTBUS MEAWIMHCKUAX H3JCIUH C  Y4eTOM
KJ1acCU()UKAMU B 3aBUCUMOCTH OT TOTEHIMAIBHOTO PHCKA MX MPUMEHEHHUs, U SKCIEPTU3bl KayecTBa,
3 PEeKTUBHOCTH U OE30MACHOCTH MEAUIMHCKUX H3JEIHHA C y4eTOM KJIacCH(UKAIMU B 3aBUCHMOCTH OT
MOTEHIMAJIFHOTO PUCKAa WX MPUMEHEHHS, a TAaKKe HCIBITAaHUI B IENAX YTBEPXKACHUS THIIA CPEICTB
U3MEepeHUil (B OTHOLICHWH MEIWIMHCKUX H3/ENUH, OTHOCSIIMXCS K CPEeICTBaM HM3MEpeHHi B cdepe
TOCYJapCTBEHHOTO  PEryJIHpPOBaHUs OOECIeYeHHs €JUHCTBA HW3MEPEHUH, TepeueHb KOTOPBIX
yTBepxkaeTcss MUHHCTEPCTBOM 311paBooxpaneHus Poccuiickoit @enepanun).

(B pen. [locranoBnenus IlpaBurenscrea PO ot 17.07.2014 N 670)

Oco0OeHHOCTH TOCYIapCTBEHHOW PETUCTPAllMK MEIULHUHCKUX U3JeNUd C HHU3KOH CTENEeHbIo
MOTEHIIMAJFHOTO PUCKAa WX TPUMEHEHUS, B OTHOIICHHH KOTOPHIX YCTAaHOBJEHBI OCOOCHHOCTH
rOCy/lapCTBEHHOW PETUCTpallid, MO TEPEeYHI0 COIJIaCHO TNPUJIOKEHUIO (najgee - TIEpeyeHb)
npenycMoTpensl myHkTamu 57 - 57(20) nactosuux [Ipasui.

(a63arn BBeneH Iloctanosnenuem IlpasutensctBa P® ot 18.03.2020 N 299)

Obecnieuenue opraHuzanuu  paboTel MO0 (HOPMUPOBAHMIO U  BEICHHIO HOMEHKIATYPHOM
KJIacCU(pHUKALUN METUIIMHCKUX M3/EIUHI 110 BUAAaM OCYIIECTBISICTCS PErUCTPUPYIOLIMM OPTraHOM.
(a63arn BBeneH [loctanosnenuem I[pasutensctea PO ot 17.07.2014 N 670)

[Tpu M3MeHeHUU BUJa MEAMIIMHCKOTO M3AENUs B paMKaxX paboThl MO (POPMHUPOBAHUIO U BEICHUIO
HOMCHKJIATYPHOH KiIaccu(UKAIMA MEAWIIMHCKUX U3JICIUA 10 BHJAM, YTBEpKIacMold MUHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @enepanniv, perucTpUpPYOLIUNA OpPraH BHOCUT B PEECTPOBYIO 3aIHCh
rOCyJapCTBEHHOTO  peecTpa  MEAMIIMHCKMX  M3ACIUA W opraHu3anuil  (MHAUBUIYaJbHBIX
MpearpUHUMATENIeH ), OCYIIECTBISIOMINX MPOU3BOACTBO U MU3TOTOBJICHHE MEIUIIMHCKUX U3/eNui (1anee -
TOCYAapCTBEHHBIN PEECTpP), COOTBETCTBYIOIIEE M3MEHEHUE M YBEIOMIISIET 00 9TOM HOPUAMYECKOE JHUIIO
WY UHAMBUAYAJIBHOTO MPEANPUHUMATENS, HA UMSI KOTOPOTO BBIJAHO PErMCTPALIMOHHOE YOCTOBEPEHHE
Ha MEIUIIMHCKOE W3JIeJue, BUJ KOTOPOro M3MeHeH, B TeueHue 20 pabouyux IHEW C JaThl BHECEHUS
M3MEHEHUS B PEECTPOBYIO 3aIIMCh FOCYAapCTBEHHOTO peecTpa.

(a63arn BBeneH [loctanosnenuem I[paButensctBa PO ot 31.05.2018 N 633)
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6. JIokyMeHTOM, MOATBEPKAAOIINM (PaKT TOCYIapCTBEHHOW PETUCTPALlMA METUIIUHCKOTO U3JICIHs,
SIBJISIETCSL  PETUCTPALMOHHOE YJIOCTOBEPEHHE HA MEIWIIMHCKOE H3Jenue (Jajnee - PEerucTpaliuoHHOE
ynoctoBepeHue). @opma perucTpaliioHHOTO YAOCTOBEPEHUS YTBEPKAACTCA PETUCTPUPYIOIIUM OPTaHOM.

PerucrpannoHHoe y10CTOBEPEHUE BBIIACTCS OECCPOUHO.

7. TocynapcTBeHHas MOIUIMHA YIUIAYMBACTCS B COOTBETCTBHHU C 3aKOHOJATENBCTBOM Poccuiickoit
®enepanun 0 HaOTax U cOopax.

Wudopmariusa o0 ymiare rocy1apcTBEHHON MOLUIHHBI 3aIPALIUBACTCS PErHCTPUPYIOLIIM OPraHOM
B IOPSIIKE MEKBEJJOMCTBEHHOTO WH(OPMAIMOHHOTO B3aMMOJICHCTBHS B COOTBETCTBUU ¢ DenepanbHbIM
3akoHOM "OO opraHu3aluy MPeI0CTaBICHUs TOCYIaPCTBEHHBIX U MyHHUIIUIATBHBIX YCIYT".

8. Jlmst ToCcynapCTBEHHOM PErucTpalii MEAUIIMHCKOTO M3/eNus (32 UCKIIOUEHUEM MEIUIIMHCKUX
W3JIeNH, BKJIIOYEHHBIX B IE€pPEeueHb) pa3pabOTUMK, MPOU3BOAMUTENH (M3TOTOBUTENH) MEIUIIMHCKOTO
W3JIeNHsT WIM YIOJIHOMOYEHHBIM NpPEICTaBUTENb MPOU3BOAMUTENS (M3rOTOBUTEINS) (Jajiee - 3asBUTEb)
MIpPeJICTaBIIseT JIUOO HAMPABISET B PETUCTPUPYIOIINIA OpraH 3asBICHHUE O TOCYIapCTBEHHONW perucTpariun
MEAUIIMHCKOTO U3/IEIHs, a TAKXKE TIOKYMEHTHI, yKa3aHHble B IyHKTe 10 HacTosimux [IpaBu.

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

9. B 3asgBieHMM O TOCYJapCTBEHHOM pErucTpalMy MEIULMHCKOrO u3Aenus (Jajee - 3asBICHHUE O
pErucTpalyn) yKa3bIBaIOTCS CIEAYIONINE CBEACHHUS:

[Ipumeuanue.

N3menenust, BHecennble [locranoBnenunem IlpaBurensctBa P® ot 31.05.2018 N 633 B nn. "a" 1. 9, He
IPUMEHSIOTCS. K IPABOOTHOILICHUSM, CBA3aHHBIM C OCYILECTBIEHHUEM T'OCYAAPCTBEHHOMN perucrpauuu
MEIUIUMHCKUX U3JEeINH, BO3HUKIINM 10 13.06.2018.

a) HAaMMCHOBAaHUEC MCIHUIIMHCKOI'O H3ACIINA (C YKa3aHuem HpHHaZ[HeX(HOCTeﬁ, H€O6XO[[I/IMBIX JIIs
NPUMEHEHHS MEJUIMHCKOTO M3/IeHs 110 Ha3HAUCHHMIO), TIPU 3TOM 3asBUTEIb YKa3bIBA€T TOBAPHBIA 3HAK
U HWHBIC CPCACTBA MHAUBUAYyAJIU3AllMU MCAWULUHCKOTO H3ACIIHUA B CIIy4a€C HMX HAHCCCHHUA Ha YIIAKOBKY
MEIUIIMHCKOTO H3/IeNNs;

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 31.05.2018 N 633)

IIpumeuanmue.

ITm. "6" m. 9 (B pen. Ilocranosnenus IlpaButensctBa P ot 31.05.2018 N 633) He npumeHsiercs K
IIPaBOOTHOLIEHUSM, CBSI3aHHBIM C OCYILECTBJIEHHEM TIOCYJapCTBEHHON pPErucTpaluy METULIMHCKUX
n3Jeni, BO3HUKIKM 10 13.06.2018.

0) B OTHOILICHUH Pa3padOTYMKA - TIOJHOE U (B ClTydyae, €CJId UMEETCs1) COKpAIICHHOE HANMEHOBaHUE,
B TOM 4Hclie PUpPMEHHOE HAMMEHOBAHNE, OPraHU3AIIMOHHO-TIPAaBOBas (popMa IOPUANIECKOTO JINLA, apec
MECTa ero HaXOXKACHUS WM (paMUIIHs, UMs U (B ClIydae, €CIM UMEETCS) OTYECTBO, PEKBU3UTHI JJOKYMCHTA,
YIOCTOBEPSIONIETO JTUYHOCTh, aJ[PEC MECTa JKUTEIbCTBA WHIUBUAYATHHOTO MPEANPUHUMATEIS, & TAKKe
HOMepa TeleOHOB U (B ciydae, eciiM MMEETCs) aJipec DIICKTPOHHOM IMOYTHI FOPUIAMYECKOTO JIUIA WIN
WHIUBUAYATBHOTO TIPEIITPHHUMATEIIS;
(mm. "6" B pen. [locranoBnenus [IpaBurensctBa PO ot 31.05.2018 N 633)
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B) B OTHOIICHUH MPOM3BOAUTENS (M3TOTOBUTEINS) MEIUIIMHCKOTO M3/ENUs - MOJHOE U (B ciydae,
€CIM  WMEETCsA) COKpallleHHOE HauMEHOBaHWE, B TOM 4HcCle (UPMEHHOE HAWMEHOBAHHE,
OpraHHU3aIMOHHO-TIpaBoBas GopMa IOPUINUECKOTO JHIA, apec MeCTa HaXOXKACHUS WU HaMUIHSL, UMS U
(B ciyuae, eciu UMEEeTCs1) OTYECTBO, PEKBU3HUTHI IOKYMEHTA, YAOCTOBEPSIIOIIETO JUYHOCTb, apeC MecTa
KUTENbCTBA WHIUBUAYAIbHOTO MpEANpPUHUMATENs, a Takke HoMmepa TelnedoHOB U (B clydae, €cCiu
HMMEETCS ) aJIpec IEKTPOHHOM MOYTHI FOPUIUYECKOTO JIUIA WIN HHAUBUIYATLHOTO IPEANPUHUMATEIIS,
(. "B" B pen. [loctanosnenus Ipasutenscta PD ot 17.07.2014 N 670)

[Ipumeuanue.

Mo "r" n. 9 (B pen. I[locranoBnenus IlpaButensctBa PO ot 31.05.2018 N 633) He nmpumeHsieTcst K
MPABOOTHOUICHUSIM, CBSI3aHHBIM C OCYIIECTBIEHHEM TOCYJAapPCTBEHHON DPETUCTPAllii MEAMIIMHCKHUX
n3JIeni, BO3HUKIKM 10 13.06.2018.

I') B OTHOIIEHUHU YIOJHOMOYEHHOI'O IPEICTaBUTEINS IPOU3BOAUTENS (U3TOTOBUTES) - IIOJIHOE U (B
cllyyae, €CJId HMMEEeTCsl) COKpallleHHOE€ HauMMEHOBAaHHWE, B TOM 4Hcie (UPMEHHOE HaMMEHOBAHUE,
OpTaHU3aIMOHHO-TIPAaBOBas (opMa IOPUIUYECKOTO JIMIA, aIpeC MECTa €ro HaXOXKICHHUS WU (haMIUIus,
uMs U (B Cllyyae, €ClId UMEeeTCs) OTYECTBO, PEKBU3UTHI TIOKYMEHTA, YJJOCTOBEPSIOIIETO JINYHOCTD, aIpec
MECTa KUTEJIbCTBA NHIAUBUAYAIBHOIO NPEANPUHUMATENS, @ TAK)KE HOMEpa TeIe(POHOB U (B cllydae, eciu
UMeeTCsl) apec 3JEKTPOHHOM MMOUTHI FOPUINYECKOT0 JIULA WIM UHAUBUIYAIBHOTO MIPEeIIPUHUMATES;
(nm. "r" B pea. [locranoBnenus [IpaButenscrea PO ot 31.05.2018 N 633)

IIpumeuanmue.

o "a" 0. 9 (B pen. IlocranoBnenust IlpaBurensctBa PO ot 31.05.2018 N 633) He nmpumeHsieTcs K
IIPaBOOTHOLIEHUSM, CBSI3aHHBIM C OCYILECTBJIEHHEM TIOCYJapCTBEHHON PErucTpaluyd METULIMHCKHUX
n3JIeani, BO3HUKIKM 10 13.06.2018.

1) B OTHOIICHHH JIMIA, HA UMSI KOTOPOTO MOKET OBITh BBIJAHO PETUCTPALIMOHHOE YAOCTOBEPEHHUE, -
MOoJIHOE W (B cllyyae, €CIM HUMEETCs]) COKpalleHHOE HauMEHOBaHHE, B TOM 4YHCIE (QUPMEHHOE
HAaUMEHOBAaHHE, OPTaHU3AIIMOHHO-TIPaBOBas (opMa IOPUAMYECKOTO JIUIIA, aAPEC MECTa €0 HAXOXKACHHUS
unu Gamuius, uMms U (B ciiydae, €CIM MUMEETCS) OTYECTBO, PEKBU3UTHI JOKYMEHTA, yJIOCTOBEPSIOLIETO
JUYHOCTbH, aJJpeC MECTa KUTEJIbCTBA MHIAUBUAYAIBHOTO IPEANPUHUMATENS, a TaKkKe HoMepa Tene(oHOB
U (B ciydae, €Cld MMEETCS) aJpec JICKTPOHHON MOYTHI IOPUIWYECKOTO JUIA WU WHIUBUIYAIBHOTO
MpepUHIUMATEIS;

(mm. "n" B pexn. IlocranoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

e) MCCTO IIPOU3BOACTBA MCAUIUMHCKOI'O U31CIIHUA;

’K) Ha3HAYEHUE METUIIMHCKOTO U3/IEIINsI, YCTAHOBICHHOE MPOU3BOIUTENEM (M3TOTOBUTEIIEM);
(B pen. ITocranosnenus [IpaButennsctBa PO ot 17.07.2014 N 670)

3) BHJ MEIUWIIMHCKOTO W3JCIUsS B COOTBETCTBUM C HOMCHKJIATYPHOH KiaccuuKaiuei
MEIULUHCKUX U3EIIN;

M) KJIacC TOTECHIMAIBHOTO PHCKAa MNPUMEHEHHUS MEIUIIMHCKOTO W3MACNUS B COOTBETCTBHH C
HOMEHKJIATYpHOH Ki1accudukaiyei MeJUIIMHCKUX U3IeIHi;
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K) ko1 O0mepoccuiickoro kiaccupukaTopa NpoayKLUUH 110 BHIaM 3KOHOMUYECKOH J1eATeIbHOCTH;
(nm. "" B pen. [Tocranosnenus [Ipasutenscrsa P® ot 10.02.2017 N 160)

J) CBEICHMS O CIIOCOOE IMOJIydyeHHUs] PErMCTPALlMOHHOTO YJOCTOBEPEHMs, a Takke MH(popMaluy,
CBSI3aHHOM C MPOLIETypOi rOCy1apCTBEHHOM PErUCTPALIUYA MEAUIIMHCKOTO U3/IEIHSL.

10. JIns rocyaapCcTBEHHOM perucTpaniuy MEIUIUHCKOTO U3enus (32 UCKIIOYEHUEM MEIUIIMHCKUX
W3/IeNNi, BKIIFOUCHHBIX B TIEPEUCHD ) MPEACTABISAIOTCS CIASAYIOIINE IOKYMEHTHI:
(B pen. ITocranosnenus [IpaButenscTBa PO ot 18.03.2020 N 299)

a) KON JIOKYMEHTa, TOATBEP)KIAIOMIET0 TOJHOMOYHS YIIOJTHOMOYEHHOTO IPEICTaBHTEIS
NPOU3BOAUTENS (MU3TOTOBUTEIA);
(B pen. [locranoBnenus IlpaBurenscrBa PO ot 17.07.2014 N 670)

0) cBeZieHUs] O HOPMATUBHOM TOKYMEHTAIlUU HAa METUIIUHCKOE U3/IETTHE;

B) TEXHUYECKasl IOKYyMEHTALUS IPOU3BOUTEINS (M3TOTOBUTEIS) HA METULIMHCKOE U3/EIIHE;
(B pen. ITocranosnennii [IpaButensctBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

T') 9KCIUTyaTallMOHHAs JTOKYMEHTAIHsI TIPOU3BOIUTENS (M3rOTOBUTENSI) HA MEAUIIMHCKOE M3/ETIHE, B
TOM YHMCIIC MHCTPYKIMS 110 TPUMEHEHHIO WIIM PYKOBOJICTBO IO AKCILTyaTallul METUIIMHCKOTO H3/IENNs;
(8 pen. [locranoBnenuii [IpaBurenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

n) ¢otorpaduyeckue HM300paKeHUs OOIIEro BHJIAa MEIUIMHCKOTO H3JCIUs BMECTE C
MPUHAUICKHOCTSIMA, HEOOXOAUMBIMU JUUISI MPUMCHCHHSI MEIMIIMHCKOTO W3JENUsS 110 Ha3HAYCHUIO
(pa3mepoM He MeHee 18 x 24 caHTUMeTpa);

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 17.10.2013 N 930)

e) AOKYMCHTBI, HOATBCPKAAOIINEC PE3YJIbTAThl TCXHUYCCKUX HUCIIBITaHHU I MCIULMHCKOI'O U3CIINA,

)K) AOKYMCHTBI, ITOATBCPIKAAIOIINUE PE3YJIbTATbl TOKCUKOJIOTHICCKUX I/ICCJIGI[OBaHI/Iﬁ MCIHUIIMHCKOI'O
HU3ACIIHA, UCIIOJIBb30BAHUE KOTOPOI'O IIPCAIIOIaracT HAJIMYMC KOHTAKTa C OPraHu3MOM YCJI0BCKA,

3) JOKYMEHTBI, MOJTBEPXKAAIOIINE PE3YJIbTaThl HCHBITAHUN MEIUIIMHCKOTO H3JACIUS B IIEJISIX
YTBEPXKACHUSI THUIA CPEACTB H3MEpPEHUl (B OTHOIIEHMH MEAMIMHCKUX H3JENUN, OTHOCAIIUXCS K
CpeICTBaM U3MEPCHHI B cpepe ToCyIapCTBEHHOTO PETyIUPOBAHUS 00CCIICUCHUS SIUHCTBA U3MEPEHUH,
nepeueHb KOTOPBIX yTBEpKaaeTcs MuHucTepcTBOM 3apaBooxpanenus Poccuiickoit denepanun);

1) OIIUCH JIOKYMEHTOB;

IIpumeuanmne.

ITm. "x" m. 10 (B pen. I[Toctanosnenus [IpaBurenscrBa PO ot 31.05.2018 N 633) He mpumeHseTcs K
MPaBOOTHOIICHUSIM, CBSI3aHHBIM C OCYIIECTBIEHUEM TOCYJAapCTBEHHOW PErHCTPAllUd MEIUIMHCKUX
n3nenui, Bo3HUKIuM 10 13.06.2018.

K) Ul MEIULMHCKUX M3Jenuil 1 Kkiacca NMOTEHUUAIbHOIO PUCKA NMPUMEHEHUS M MEAMLHUHCKUX
W3JeNUN U1 TUArHOCTUKHU In Vitro - CBEIEHUS, MOATBEPKIAIONINE KIMHUYECKYIO 3(P(PEKTUBHOCTh U
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0€30MacHOCTh METUIIMHCKUX H3/IEIHUii;
(nm. "x" B pen. [locranosnenus [Ipasutenscrsa PO ot 31.05.2018 N 633)

J) TPOEKT IMJIaHA KIMHUYECKUX HUCHBITAHUN MEIUIIMHCKOTO HW3JIeNHsi ¢ OOOCHOBBIBAIOIIUMU €T0
Marepuaiamu (B cliydae, €Cliu UMEeeTCs);
(. "n" BBeneH [locranoBnenuem [IpaBurenscrBa PO ot 17.07.2014 N 670)

[Ipumeuanue.

. "m" 1. 10 (B pea. [locranoBnenus IlpaBurensctBa PO ot 31.05.2018 N 633) He npumeHsieTcs K
IPaBOOTHOLIEHUSM, CBSI3aHHBIM C OCYILECTBJIEHHEM TIOCYJapCTBEHHON PErucTpaluyd METULIMHCKHX
n3Jeni, BO3HUKIKM 10 13.06.2018.

M) CBEJEHHS O BBIJAHHBIX PETHUCTPUPYIONIUM OPraHOM pa3pelICHUSX Ha BBO3 MEAMIIMHCKUX
U3JIEUA C UEeNbI0 MX TOCYJapCTBEHHOW perucTpauuu (A7 MEAMIMHCKUX HU3JIENUA HWHOCTPAHHOTO
MIPOU3BOJICTBA);

(. "M" BBeneH Iloctanornenuem IlpaButenscTBa PD ot 31.05.2018 N 633)

[Ipumeuanue.

ITm. """ m. 10 (B pen. [locranoBnenus IlpaButensctBa PO ot 31.05.2018 N 633) He mpumeHseTcs K
MPaBOOTHOIICHUSIM, CBSI3aHHBIM C OCYIIECTBICHUEM TOCYJAapCTBEHHOW PErMCTPAllUd MEIUIMHCKUX
n3nenui, Bo3HUKIuM 10 13.06.2018.

H) KONWU  JIOKYMEHTOB, TMOATBEPXKIAIOIIUX  KAueCTBO  JIEKAPCTBEHHOTO  IIpemapara,
(dapmalieBTHUECKON CyOCTaHIIMK, OMOJIIOTMYECKOr0 MaTepuaia U MHOTO BEUIECTBa, C HMCIOIb30BAHHEM
KOTOPBIX TPOM3BECHO MEIUIIMHCKOE H3JEINEe WM KOTOpPhIE BXOJSIT B €r0 COCTaB U KOTOPHIC
MpelHa3HaYeHbl Ui TNPUMEHEHHs TOJBKO C YyYeTOM Ha3HAUYeHUsS MEIUIIMHCKOTO H3Jemus,
OMPENICTICHHOTO TPOU3BOAMTENIEM, W BBIJAHHBIX B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM CTPaHbI
MIPOMCXOXKACHHUS JIEKQpCTBEHHOTO Ipernapara, (apmaleBTH4eCKOd CyOCTaHIUU, OUOJIIOTUYECKOTO
MaTepuasa U HHOTO BEIIECTBA.

(. "u" BBeneH [locranornenunem [IpaBurenscTBa PO ot 31.05.2018 N 633)

11. B cinydae ecnu HOKyMEHTHI, yka3aHHble B myHKTe 10 Hactosimux [IpaBuii, cocraBiieHsl Ha
MHOCTPAHHOM SI3bIKE, OHU IPEACTABIISIIOTCA C 3aBEPEHHBIM B YCTAaHOBJIIEHHOM IOPSJKE MEPEBOJOM Ha
PYCCKHH SI3BIK.

(B pen. ITocranosnenus [IpaBurensctBa PO ot 17.07.2014 N 670)

12. Cpoku U nocaen0BaTeIbHOCTh aIMUHUCTPATUBHBIX MPOLEAYP U aIMUHUCTPATUBHBIX AEUCTBUM
PETUCTPUPYIOIIEr0 OpraHa yCTaHaBJIMBAIOTCS pa3padaTblBAEMbIM B COOTBETCTBHM C ITOCTAHOBJICHHEM
[IpaButensctBa Poccuiickoit @enepanuu ot 16 mas 2011 r. N 373 agMUHHCTPaTUBHBIM PEIrJIaMEHTOM
IIPEJOCTAaBIIEHUS FOCY1apCTBEHHON YCIYTH IO FOCYJapCTBEHHOM PErucTpalii MEAULIUHCKUX U3IeTTUI.

13. 3asBieHne O perucTpauy U JOKyMEHTHI, IIpeaycMoTpeHHble MyHKTOM 10 Hacrosmux [IpaBuin,
MIPEJICTABIISIOTCS 3asiBUTENIEM B PErHCTPUPYIOLINI OpraH Ha OyMa>kHOM HOCHTENE HEMOCPEACTBEHHO WIIH
HAIPAaBJIAIOTCS 3aKa3HbIM [IOYTOBBIM OTIPABICHUEM C YBEJIOMIIEHUEM O BPYUEHUU U OMHCHIO BIOKEHUS
160 B 3JIEKTPOHHOMN opMe, MOANMUCAHHBIE SJIEKTPOHHOM MOAMHUCHIO.

Crpanuma 8 u3 33



Ilocranosnenue [IpaButensctBa PO ot 27.12.2012 N 1416
(pex. ot 18.03.2020)
"O0 yrBepskaeHnu [IpaBui rocy1apCTBEHHOM perucrpa...

Peructpupyromuii opran NpuHAMaeT 3asBJICHUE O PErUCTPALUU U JOKYMEHTBI, IIPEyCMOTPEHHbIE
nyHkToM 10 Hactosiux IlpaBui, mo omnucu, KOmMsl KOTOPOM C OTMETKOH O JaTe MpueMa yKa3aHHBIX
3a8BJICHUASA W JOKYMEHTOB B JI€Hb IIPUEMa BPYYaeTCs 3asABUTENIO WM HANPaBIAETCS €My 3aKa3HbIM
MOYTOBBIM OTHPABICHHEM C YBEAOMJIGHHEM O BpYYEHHH JHOO B JJIEKTPOHHOW Qopme 1o
TEJIEKOMMYHUKALIMOHHBIM KaHajlaM CBSI3H.

(B pen. [locranoBnenus IlpaBurenscrea PO ot 17.07.2014 N 670)

14. PGI‘I/ICTpI/Ip}/'I-OH_II/Iﬁ OopraH HC BIIpaBC Tp€6OBaTI> OT 3adBUTCIIA YKa3blBaTb B 3asiABJICHUU O
peructpanu CBCACHUA, HC IMPCAYCMOTPCHHBLIC ITYHKTOM 9 HaCTOAIINX HpaBI/IJI, H HOpCACTaBIATH
HAOKYMCHTBHI, HC IIPEAYCMOTPCHHBIC ITYHKTOM 10 HaCTOAIINUX HpaBI/IJ'I.

15. B Tteuenue 5 pabouux JHEH CO JHS MOCTYIUIEHMS 3asBJICHUS O PETUCTPALUU U JOKYMEHTOB,
npeaycMoTpeHHbIX IyHKTOM 10 Hacrosmux [IpaBui, peructpupyroniyii opraHn HpOBOAUT IMPOBEPKY
IIOJIHOTBl U JIOCTOBEPHOCTU COJEPXKAIIMUXCS B HUX CBEACHUM, B TOM 4YMCIIE IyTEM CPABHEHUSI TaKUX
CBEJICHHI CO CBEACHHSIMH, IMPEACTABICHHBIMUA B MOPSAKE MEXKBEIOMCTBEHHOIO0 HH()OPMALIMOHHOTO
B3aUMOJCHCTBUS.

(B pen. ITocranosnenus [IpaButenscTBa PO ot 17.07.2014 N 670)

16. B ciydae ecnu 3asBIIEHHE O PErHCTpalldd OPOPMIICHO C HApYIICHHUEM TMOJIOKCHHUH MyHKTa 9
Hactosmux [IpaBun W (Wiu) B 3asBJICHUM YKa3aHbl HEJOCTOBEPHBIC CBEIEHHS JIMOO JOKYMEHTBI,
npenycMoTpeHHble  myHKTOM 10  Hactosmmx [lpaBwi, mpencraBieHsl HE B HOJHOM o0OBeme,
PETUCTPUPYIOIIMK OpraH Bpy4yaeT 3asBUTEIIO YBEIOMJICHHE O HEOOXOJMMOCTH YCTpAaHCHHUS B
30-1HEBHBIN CPOK BBISIBJICHHBIX HAPYIICHUN U (WIJIN) TIPEICTABICHUS IOKYyMEHTOB, KOTOPBIE OTCYTCTBYIOT,
1100 HaNPABIISIET TAKOE YBEIOMJICHHE 3aKa3HBIM ITOYTOBBIM OTIPABJICHUEM C YBEIOMICHHEM O BPYYCHHUU
Wi B (GopMe 3IEKTPOHHOTO JOKYMEHTA, MOANMCAHHOTO 3JEKTPOHHON MOIMUCHIO, THOO0 B AJIEKTPOHHON
dbopme 1o TeIeKOMMYHUKAITMOHHBIM KaHaJIaM CBSI3H.

(B pen. [locranoBnenus IlpaBurenscrea PO ot 17.07.2014 N 670)

VYBenomiieHHE B Ciy4yae €ro HampaBJICHUS 3aKa3HBIM IOYTOBBIM OTIPABICHUEM CYHTACTCS
MOJTy4EHHBIM 110 cTeueHuH 10 paboumx AHEH ¢ AaThl HAPABICHUS YBEIOMIICHUSI.
(a63arn BBeneH Ilocrtanosnenuem IlpaButenscTtBa PD ot 31.05.2018 N 633)

17. B teuenue 3 pabouymx IHEH CO JHS TPEICTABIICHUS HAIUICKAIIMM 00pa3oM 0(OpMIICHHOTO
3asBJICHUS O PETHCTPALMU U B IIOJIHOM 00beMe JTOKYMEHTOB, ITPETyCMOTPEHHBIX MyHKTOM 10 HacToAmmx
[IpaBmi, a Takke B ciiydae ycTpaHeHus B 30-IHEBHBI CPOK BBISBJICHHBIX HapylmleHUH M (WiIn)
IPEJCTAaBICHUS OKYMEHTOB, IPEAyCMOTPEeHHBIX IMyHKTOM 10 Hactosummx IlpaBui, peructpupyromuit
OpraH MPUHUMAET PELIEHUE O Hayajle TOCYJapCTBEHHON perucTpanuy MEIUIUHCKUX U3AETUN.

18. B ciywae ecnu B 30-gHEBHBIH CPOK HE YCTPaHEHbI BBIABICHHBIE HapyHICHUS U (WIIK) HE
MPEACTABICHBI JOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETHCTPUPYIOUIUN OpPTraH MPUHUMAET PEIICHUE O
BO3BpATE 3asBJICHUS O PETUCTPALMH U JOKYMEHTOB, IPeyCMOTpeHHbIX MyHKTOM 10 HacTosmux [IpaBumn,
C MOTHUBUPOBAHHBIM 0OOCHOBAHHEM MIPUUMH BO3BpPATA.

19. TocynapcTBeHHass perucrpanuss MEAMIMHCKUX H3JeNUi (32 HCKIIOYEHHEM MEIUIIMHCKUX
W3/IeNIUHA, BKJIIOYEHHBIX B TMI€PEYCHBb) OCYIIECTBISETCS PETUCTPUPYIOIIUM OpPraHOM B CpPOK, HE
npeBbimaronmuii 50 pabouux JHEH co MHS MPUHATUS PELICHHs O Hayalle TOCYJapCTBEHHON perucTpariun
MEIUIMHCKUX U3JIEIIHM.

(B pen. ITocranosnenus [IpaBurenscTBa PO ot 18.03.2020 N 299)
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CpOK MNpOBCACHUA KIIMHHUYCCKHUX HUCIIBITAaHHUI MCAUILIMHCKOI'O H3ACIHNA B SO—HHGBHBIﬁ CPOK HC
BKJIFOHACTCA.

20. B Tteuenue 3 pabouux IHEH cO [HA OPUHATHUA PELICHUS O Hayajle TroCydapCTBEHHOM
perucTpaliii MEAUIMHCKUX H3ICIUN (32 MCKIIOYECHUEM MEIUIMHCKUX W3JETUN, BKJIIOYEHHBIX B
MepeyueHb) PeruCTPUPYIOMIUI oprad oopMIIsSeT U BbIJACT 33/1aHUE HA TIPOBEJICHUE SKCIIEPTU3HI KauecTBa,
3¢ (HeKTHBHOCTH ¥ 0€30IaCHOCTH MEIWIMHCKOTO u3aeius  (enepaasbHOMy TOCYIapCTBCHHOMY
OIOPKETHOMY YUPEKACHHUIO, HAXOIIIIEMYCsl B BEICHUU PETUCTPUPYIOLIETO OpraHa (janee - SKCIepTHOE
YUpEKICHNUE).

(B pen. ITocranosnenus [IpaButennscTBa PO ot 18.03.2020 N 299)

21. Dkcneprusa KadecTBa, 3PPEKTUBHOCTH B OE30MACHOCTH MEIUIIMHCKOTO H3JCTHUS MPOBOIUTCS
AKCHEPTHBIM YYPEXKICHHUEM IMO3TAlTHO B COOTBETCTBUH C IOPSIKOM, YTBEP)KIACMbIM MUHHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit enepanuu:

a) Ha | aTane ocymiecTBiIseTCSA SKCIEPTH3a 3asIBJICHUS O PETUCTPAIMU U JOKYMEHTOB, YKa3aHHBIX B
nynkre 10 nHacrosmux [IpaBun, Uit ompeneneHHs BO3MOXKHOCTH (HEBO3MOXXHOCTH) MPOBEICHUS
KJIMHUYECKUX UCTIBITAHUH MEAMIIMHCKOTO HM3JeNus (3a MCKII0YEHHEM MEIUIIMHCKUX M3aenuii 1 kiacca
MOTEHIMAJIFHOTO PUCKA NMPUMEHEHUS M MEIWIMHCKUX W3ACIWHA U JAWArHOCTHKH in Vitro, a Takxke
MEIUIIMHCKUX M3/IeINH, BKIFOUEHHBIX B IIEPEYCHb );

(8 pen. [locranoBnenuii [IpaButenscrea P® ot 31.05.2018 N 633, ot 18.03.2020 N 299)

0) na Il sTane ocymecTBiseTCs SKCIEPTH3a MOJHOTHI U PE3YJIbTaTOB MPOBEAECHHBIX TEXHUYECKUX
WCIIBITAHUHM, TOKCUKOJIOTUYECKUX UCCIICIOBAHNM, KIIMHUYECKUX UCTIBITAHUN, 8 TAK)KE UCTIBITAHUHN B LEJISAX
YTBEPXKACHUSI THUIA CPEACTB H3MEpPEHUN (B OTHOIIEHMH MEAMIMHCKUX H3JENIUN, OTHOCAIIUXCS K
CpeAcTBaM M3MEpeHHil B chepe rocyJapCTBEHHOTO PEryJIMpOBaHUsI 00ECIIEUeHUsI eIMHCTBA U3MEPEHHUH,
nepeyeHb KOTOPBIX yTBep:kaaeTcss MUHUCTEPCTBOM 31paBooxpanenust Poccuiickoit @enepaunn) (aanee -
9KCIIEPTHU3a MOJIHOTHI U PE3YJIbTATOB UCIIBITAHUN U HUCCIIEA0OBAaHUMN).

21(1). IIpu npoBenaeHUM SKCIEPTU3BI KauecTBa, d()(HEKTUBHOCTU U OE30MaCHOCTH MEAMIIUHCKOTO
u3zenus (Ha JI'o0OM 3Tarie) He JOMYCKaeTCsl HCTPEOOBaHUE IKCIIEPTHRIM YUPEKICHUEM Y 3asIBUTEIS THOO
MHBIX JIUI] MAaTePHAIOB, HEOOXOJUMBIX JUIsl IPOBEACHUS SKCIEPTH3HI.

B cnydae HemocTaTOYHOCTH ISl BBIHECEHHSI DKCIEPTOM 3aKIIOUEHUS MATEpUATIOB U CBEICHUM,
CONEpKAlINXCSd B TMPEICTAaBICHHBIX 3asgBUTENIEM 3asBICHUM O pErucTpalv U JOKYMEHTax,
npeaycMOTpeHHBIX MmyHKTOM 10 HacTtosimux I[IpaBuii, sKCmepT CTaBUT BONPOC O MPEICTABICHUU €My
HEOOXOJUMBIX MaTEpUANIOB U CBEACHHU Iepel PYKOBOIAUTENEM JKCHEPTHOTO YUYPEKACHHS, KOTOPHIH
oOpamaeTcsi ¢ COOTBETCTBYIOIIMM 3allpOCOM B PETHCTPUPYIONIUN OpraH, BBIJABIIMNA 3aJlaHUE HA
MIPOBEJICHUE DKCHEPTU3bI. Perucrpupyromuii opran B Te4eHHe 2 pabouyux JHEH CO JHSA MOCTYIUICHHS
3arnpoca PYKOBOAMTENS AKCIEPTHOIO YUPEKICHHS HAMpABISET 3asBUTENIO 3aIPOC O IPEICTaBICHUU
HEOOXOUMBIX CBEACHHMM C yKa3aHHMEM XapaKTepa 3aMe4YaHHil W croco0a MX yCTpaHeHUs. YKa3aHHBII
3alpoc HAMPAaBJISACTCSl OJHOKPATHO HA KAKIOM JTale SKCIEePTU3bl KadecTBa, 3(PPEKTUBHOCTH W
0€30MacCHOCTH MEIUIIMHCKOTO HU3JENUS U MOXKET OBbITh MepefaH YIMOJIHOMOYEHHOMY MpPEICTaBUTEIIO
3asBUTENSl JIMYHO TOJ PACIUCKY, HAMPABJIECH 3aKa3HbIM MOYTOBBIM OTIPABICHUEM C YBEIOMIJICHHEM O
BPYUYEHUU WIM MEPEAaH B DIIEKTPOHHON (hopMe MO TEIEKOMMYHHKAIIMOHHBIM KaHajaM CBSI3H JIHOO B
(bopme IMEKTPOHHOTO JOKYMEHTA, MOANMCAHHOTO 3JICKTPOHHOM MOIIUCHIO.

(B pen. ITocranosnenus [IpaBurenscTBa PO ot 31.05.2018 N 633)
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3asBUTENb OO0S3aH MPEJICTaBUTh OTBET HA 3alpoOC PETUCTPUPYIOIIETO OpraHa B CpPOK, HE
npeBbimaromuii 50 pabounx JHEH CO JTHS MOTYYCHHSI ATOTO 3ampoca. B Tedenne 2 pabounx ITHEH cO JTHS
MOCTYIUICHHUS OT 3asBUTENSI OTBETa HA 3alpOC PErHMCTPUPYIOUINI OpraH HampaBlsieT TakoW OTBET B
SKCHEepPTHOE yupekaeHue. B cimyuae HempexacraBieHus mo ucredeHnu S50 pabouymx IHEH 3asBUTENEM
OTBETa Ha 3alpOC PETUCTPHUPYIOIIUNA OpraH B TeueHHUe 2 pabouyux THEH HampaBiseT B JKCHEPTHOE
YUpeXJIeHHE YBEIOMIIEHHE O HEIIPEICTABICHUH 3asiBUTEIIEM OTBETA Ha 3alIpOC PETUCTPUPYIOIIErO OpraHa
JUIS TIOJITOTOBKHU 3aKIFOYEHUS SKCIIEPTHOTO YUPEKACHHSI HA OCHOBAHUH JOKYMEHTOB, UMEIOIINXCS B €T0
PactOpsKEHUH.

BpeMH CO IHSA HaIpaBJICHUA 3alpOCa PETUCTPUPYIOLICTO OpraHa A0 AHA IIOJYYCHHS OTBCTA HaA
3arpocC W YBCAOMJICHUA O HCIPCACTABJIICHHMU OTBCTA Ha 3allpOC HC YUUTBIBACTCA NpPU HCUHUCICHUH
CpOKa IpOBCACHUA SKCIICPTHU3bI KAYCCTBA, 3(1)(1)6KTI/IBHOCTI/I u 0€e30IMacHOCTH MCIUILIMHCKOI'O U3ACIIHA.

B ciydae ecnm oTBET Ha 3ampoc, a TaKXKe IMpHIaraeMble K HEMY JTOKYMEHTBI COCTaBIICHBI Ha
WHOCTPAHHOM $3bIKE, OHH TMPEACTABISAIOTCS C 3aBEPEHHBIM B YCTAaHOBIEHHOM IOPSAKE MEPEBOJOM Ha
PYCCKHH SI3BIK.

(a63arn BBeneH Ilocrtanosnenuem IpaButenscTtBa PD ot 31.05.2018 N 633)

[Ipu BBIABICHUM PErHCTPUPYIOUIMM OPTaHOM B TPEICTABICHHBIX 3asBHUTEIEM B OTBET HA 3aIpOC
JOKYMEHTaX HEIOCTOBEPHBIX M (MJIM) HEAOCTATOYHBIX JAHHBIX WJIH JOKYMEHTOB, COCTABJICHHBIX WIIU
COZIep KAIINX TEKCT HAa HHOCTPAHHOM sI3bIKe 0€3 IepeBo/ia B YCTAHOBIEHHOM IOPSIKE HA PYCCKUH SI3BIK,
PETUCTPUPYIOIIUK OpraH B TedeHHe 2 pabouux JHEW BpydvaeT (HANpaBisieT 3aKa3HbIM IIOYTOBBIM
OTIPABIICHHEM C YBEJOMJICHHEM O BpYYEHUH WIH B (pOpMe JIEKTPOHHOTO TOKYMEHTA, MOANKACAHHOTO
AJIEKTPOHHOW MOJITUCHI0, JIMOO B 3JCKTPOHHOW (opMe MO TEIECKOMMYHHKAIIMOHHBIM KaHAJIaM CBSI3H)
3asBUTENIO PEIICHHWE O BO3BpAaTE YKA3aHHBIX IOKYMEHTOB C MOTHBHPOBAaHHBIM OOOCHOBaHHMEM NPHUYMH
BO3Bpara U COOOIICHHEM O BO3MOXKHOCTH TOBTOPHOTO IPEICTABICHHsS 3asBUTEIEM JI0 wcredeHus S50
pabounx mHEW CO AHA TOJMYYCHHS 3ampoca JopabOTaHHBIX JTOKYMEHTOB. lIpu HempencTaBleHUH
3asBHUTEJIEM B YKa3aHHBI CpPOK 3alpalliBacMbIX MaTepHajoB M CBEICHUH OKCIEPTHU3a KauyecTBa,
3pdeKTUBHOCTH W 0€30MacHOCTH MEIUIIMHCKOTO HW3JIENUs TPOJOJDKACTCS 10 HAXOAAIIMMCS B
pacropsHKEHUM 3KCIIEPTHOTO  YUPEKACHUS paHee IMPEICTABICHHBIM 3asBUTEIEM JOKYMEHTaM U
CBEJICHUSIM, COJICPKAIIUMCS B PETUCTPAIITHIOHHOM JIOCHE.

(a63arn BBeneH Iloctanosnenuem IpaButenscTtBa PD ot 31.05.2018 N 633)
(m. 21(1) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 17.07.2014 N 670)

22. Ha I srane skcnepTusbl kadecTBa, dPQPEKTUBHOCTH U OE30MACHOCTH MEAMIIMHCKOTO W3JICIHS
IKCIIEPTHOE YUYPEKICHUE B CPOK, HEe TpeBbImaromuid 20 padounx JHEH cO JHS TOMYy4YSHUS 3aJaHus,
OCYILIECTBJISET CICAYIOLINE MEPOIPUATHSA:

a) MPOBEACHUE IKCIIEPTU3bI 3asBJICHUS O PETUCTPALIUU U JOKYMEHTOB, IPEIYCMOTPEHHBIX TYHKTOM
10 nHacrosmux IlpaBun, ans onpeneneHUss BO3MOXKHOCTH (HEBO3MOXKHOCTH) MPOBEIEHHS KIMHUYECKHX
WCIIBITAHUN MEAULMHCKOTIO U3/CIINS;

0) odopmiieHne U HampaBiIeHHUE B PETHUCTPUPYIOLIUN OpraH 3aKIOYEeHHUS O BO3MOKHOCTH
(HGBO?;MO)KHOCTI/I) MPOBCACHUA KIIMHUYCCKUX HCHIBITAaHUN MCOUIIMHCKOTO U3CJINUA (C YKa3aHueM NpUuIrH
1 000CHOBaHMEM HEBO3MOXXHOCTH HX IMpOBeIeHHUs), popMa KOTOPOro yTBepkaaeTcss MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoin denepanuu.

23. OcHoBaHUEM AJI1 BBIHCCCHUS SKCHCPTHBIM YUPCKACHUCM 3aKIIFOUCHUS O HEBO3MOXHOCTU
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MPOBEJCHUS KIIMHUYECKUX HCIBITAHUNA MEIUIIMHCKOTO M3/ENNs UM HEBO3MOXKHOCTH TOCYIapCTBEHHOM
pPErucTpalvy MEIUIIMHCKOTO U3/ICTUS SBIISICTCS:
(B pen. ITocranosnenus [IpaBurensctBa PO ot 17.07.2014 N 670)

a) HECOOTBETCTBUE MEIUIMHCKOTO W3JeNUs TpeOOBaHUSM HOPMATUBHOW JOKYMEHTAIlUH,
TEXHUYECKOH U (MJIM) SKCIUTyaTallMOHHON TOKYMEHTAIIUU IPOU3BOIUTENS (M3TOTOBUTEIIS);
(8 pen. [locranoBnenuii [IpaButenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

0) OTCyTCTBHUE JOKa3aTEIbCTB 0€30MMaCHOCTH MEJUIIMHCKOTO U3/ICITHSL.
(B pen. [locranoBnenus IlpaBurenscrBa PO ot 17.07.2014 N 670)

24. Peructpupymooliuii opraH B TeYeHHE 5 pabouyux OHEH CO AHS TMOIY4YEHHUS OT IKCIIEPTHOTO
YUPEKIEHUS 3aKIIOUCHHUS] O BO3MOXKHOCTH (HEBO3MOXHOCTH) MPOBEICHUS KIMHUYECKUX HCIBITAHUN
MEAHUIIMHCKOTO W3/IEHs OCYIECTBIISIET CIASAYIOUINEe MEPOTIPUSATHUSI:

a) OLIEHKA 3aKJIFOUEHUS /JIs OINpEAEJCHUS COOTBETCTBMS 33/JaHHUI0O Ha IPOBEJCHHE SKCIIEPTHU3BI
KauecTBa, A(G(EeKTUBHOCTH U O€30MacCHOCTH MEIULMHCKOro wu3Aenus. B ciaydyae ycTraHOBIEHHS
HECOOTBETCTBHUS 3aKJIIOUYEHUSI HKCHEPTHOTO YUPEXKIEHHUS YKa3aHHOMY 3aJlaHUIO0 TaKOE 3aKIIOYCHHE
BO3BpAIlaeTCs B HKCIIEPTHOE yUpekIeHUE HA AOPabOTKY, CPOK KOTOPOH cocTaBisieT He Oolee 2 pabounx
JTHEH CO JTHA MOTYYEHUS IKCIIEPTHBIM YUPEKICHUEM BO3BPAIICHHOTO 3aKJIFOUCHHS;

(B pen. ITocranosnenus [IpaBurenscTBa PO ot 31.05.2018 N 633)

0) mNpuUHATHE pelIeHUsT O BbIIaU€ pa3peliecHUus] Ha MPOBEACHUE KIWHUYCCKUX HCIBITAaHUN
MEIUIIMHCKOTO M3JeNus WIK 00 OTKa3e B TOCYJAapCTBEHHOM PErHCTpalMd MEIULUHCKOTO H3JeTus,
KOTOpoe O(OpMIISICTCS TIPUKA30M PETHCTPUPYIONICTO OpPTraHa, W YBEIOMIICHUE 3asBHUTEIS O IMPUHSATOM
pelIeHnN;

B) BbIJIaya (HaIpaBjeHUE 3aKa3HBIM IMOYTOBBIM OTIPABICHUEM C YBEIOMJICHHEM O BPYUYCHUU WU B
(dbopMe FNEKTPOHHOTO JOKYMEHTa, MOMUCAHHOTO 3JEKTPOHHON MOAMKUCHIO) 3asSBUTENIO pa3pelIeHus Ha
MPOBEJICHUE KIMHWICCKUX WCHBITAHUH MEIUIIMHCKOTO W3Aenus, (GopmMa KOTOPOTO YTBEpIKIACTCS
PETUCTPUPYIOLIUM OPTaHOM, U BHECEHUE COOTBETCTBYIOIIMX CBEICHUMN B PEECTP BbIAAHHBIX Pa3peLICHUN
Ha TMPOBEICHUE KIMHUYECKUX MCIBITAHUA MEAUIUHCKOIO W3AENUsS, MOPSJAOK BEICHHS KOTOPOTO
YTBEPKAACTCA PETUCTPUPYIOIIMM OpraHoM, InM0Oo yBeJOMJIEHHE OO0 OTKa3e B TrOCYyIdapCTBEHHOM
perucTpaury MEJUIMHCKOTO U3 C YKa3aHUEM MIPUYMH OTKa3a.

25. OcHOBaHUEM AJI1 IIPUHATHA PCHICHUA 00 oTKaze B FOCYHapCTBeHHOﬁ perucrpanuu sBJISACTCSA
IMOJIYYCHHUEC PETUCTPUPYIOLNIMM OpraHOM OT SKCIICPTHOTO YUPCIKACHUA 3aKIIIOYCHHSA O HCBO3MOXHOCTU
IMPOBCACHUA KIIMHUYCCKUX HUCIIBITAaHHUI MCOIUILIMHCKOI'O U3ACTINA.

26. KiinHnyeckue UCIbITaHUS MEAULIMHCKOTO U3/EIIN, 32 UCKIIOUEHUEM MEIULMHCKUX H3aenuil 1
KJlacca MOTEHIMAIBHOTO PHCKAa MPUMEHEHUS U MEAMIMHCKUX H3IeNUd s IUAarHOCTUKU in Vitro,
OCYLIECTBISIIOTCSI B paMKaxX OLEHKM COOTBETCTBHUsA, IOPSAOK IPOBEIACHUS KOTOPOM YTBEPKIAETCS
MuHucTepcTBOM 3ApaBooxpaneHus Poccuiickon Oenepanuu.

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 31.05.2018 N 633)

Knunndeckue ucneITaHUS MCIULMHCKOI'O HM34CIHA, 3a HMCKIIOYCHUEM MCIUIINMHCKHX I/IBI[GJ'II/Iﬁ 1
KjJIaCCa NOTCHUOHUAJIBHOI'0 pHCKa NPHUMCHCHUA W MCOAUIUHCKUX I/I3I[€JII/II>1 JJI1 AUarioCTUKHU in Vitl‘O, a
TaxKoKC MCIHIIMHCKHUX HSHGHHﬁ, BKIIFOUYCHHLBIX B IICPCUYCHb, IPOBOAATCA HAa OCHOBAHHH PAa3pCHICHHA Ha
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MMPOBCACHUC KIIMHUYCCKUX HCHLITaHHﬁ, BBIJAHHOT'O PErUCTPUPYIOIIUM OPIraHOM, a TaKKC 3aKIIFOYCHUA 00
TUYECKOH 00O0CHOBAHHOCTHU MMPOBCACHUA KIMHHUYCCKUX I/ICHI)ITaHI/If/'I, BBIJAHHOI'O COBETOM IIO 3THKC
MI/IHI/ICTepCTBa 3APaBOOXpPAaHCHHA Poccuiickoit d)ezlepaum/l, B ClIy4asdX, YCTAHOBJICHHBIX YKa3aHHbIMU

[IpaBunamu.
(B pen. ITocranosnennii [IpaButensctBa PO ot 31.05.2018 N 633, ot 18.03.2020 N 299)

CocraB yKa3aHHOTO COBETa MO OSTUKE M TIOJIOKEHHE O HEM YTBEPKIaTCsi MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit deneparuu.

KimHnyeckue MCHBITaHWS MENMIMHCKOIO HW3JAENus IMPOBOIATCS B MEIMIMHCKUX OpPraHU3aLHsX,
OTBEYAIOIIMX TpeOOBAaHUAM, YTBEP)KIACHHBIM MUHHUCTEPCTBOM  31paBooxpaHeHus Poccuiickoit
@enepanuy.  YCTAaHOBJICHHE COOTBETCTBHS ~ MEIWIMHCKMX  OpraHM3aluid  3TUM  TpeOOBaHUSM
OCYULIECTBIIAETCSA PETUCTPUPYIOLIUM OPraHOM B IOPSAJIKE, YCTAHOBICHHOM YKa3aHHBIM MUHUCTEPCTBOM.

27. IlepeyeHb MEAMIIMHCKUX OpPraHU3alMi, UMEIOIIMX MPaBO NMPOBOAUTH KIMHUYECKUE UCIIBITAHUS
MEIULMHCKUX M3JeNUN, U PEeCTp BBLAAHHBIX Pa3pelleHUil Ha MpOBeIEHHE KIMHUYECKUX HCIBITAHUN
MEAUIMHCKUX HW3JeIUM  ONmyOJMKOBBIBAIOTCS U Pa3MEIIAIOTCSl  PErMCTPUPYIOLIMM  OpPraHoM B
YCTQHOBJICHHOM UM Hopsiike Ha CBOEM ounmansHOM caiite B
MH(POPMALMOHHO-TEIIEKOMMYHUKAITMOHHOW cetn "MHTepHeT".

28. Ilpu mpuHATHM pelIeHUs O BbIJaYe pa3pelIcHHs Ha IMPOBEJACHHE KIMHHYECKUX HCIBITAaHUN
MEIUIIUHCKOTO HW3ACNUS PETUCTPUPYIOIIMK OpraH MPUHUMAET PEIICHHE O MPUOCTAHOBJICHUHU
roCy/1apCTBEHHOW PETUCTPALlMU MEAUIIMHCKOTO U3JENUs O JHS MPUHSATUS PEUICHHUS PErHCTPUPYIOIIETO
oprana 0 BO300HOBJICHHM T'OCYNapCTBEHHOW PETUCTPAMHA MEAWIIMHCKOTO W3/CTHS, B COOTBETCTBHH C
nyHkToM 30 Hacrosuux [IpaBui.

29. O KJIMHMYECKMX HWCHBITAHUAX  MEIUIMHCKOTO  M3JENHS  3aABUTENb  YBEIOMIISET
PETUCTPUPYIONINIA OpraH B T€UEHHE 5 pabouux JHEH ¢ Hayala uX MpOBEICHUSI.

30. ITo okOHYaHUM KIMHUYECKUX MCHBITAHUN MEAMIIMHCKOIO U3/ENUs 3asBUTEIb MPEACTABIsAET B
PErUCTPUPYIOIINI OpraH 3asBieHHE O BO300HOBIEHHM I'OCYAApCTBEHHOH perucTpanuy MEeIULUHCKOrO
U3JIeNHUsT W Ppe3ysIbTaThl KIMHUYECKUX HCIBITAHUN MEIUIIMHCKOTO H3JENMs, a TaKKe JIOKyMEHTBI,
yKa3zaHHble B moAamyHkTax "0" - "3", "k" u "n" mynkrta 10 Hactrosumx IlpaBun, B ciydae, ecniu B HUX
BHECEHBI U3MEHEHHUSI 110 pe3ysIbTaTaM KIMHUYECKUX UCIBITAHUN MEIULIUHCKOTO U3/IEIIHS.

(B pen. ITocranosnenus [IpaButensctBa PO ot 17.07.2014 N 670)

31. Perumctpupyronuii opran B Te4eHHE 2 paboumx JHEH CO JHSA MONYYCHHS JOKYMEHTOB,
yka3zaHHbIX B myHKTe 30 HacTosimux [IpaBuii, mpuHUMAaeT pemieHrue 0 BO30OHOBICHUU IOCYAapCTBEHHOM
pPErucTpalvi MEIUIIMHCKOTO U3IEITHS.

Penienne o B0O300OHOBIEHUH rOCYyIapCTBEHHONW PErUCTPALlMM MEIUIIMHCKOTO U3JIeNINs PUHUMAETCS
PErUCTPUPYIOLIMM OpPraHOM II0 pPe3yJbTaTaM IIPOBEPKHM IIOJHOTBI M JOCTOBEPHOCTH CBEACHUM,
COZIepKALMXCS B MPEJCTABICHHBIX B PETUCTPUPYIOIIMH OpraH 3asBICHUH O BO30OHOBJIEHUU
roCy/1apCTBEHHOW PErUCTPALMU MEJUILMHCKOTO M3/ENIUs U UHBIX JOKYMEHTaX, YKa3aHHbIX B MyHKTe 30
Hacrosux [IpaBuir.

B ciydyac€ C€CJIM 3TH JOKYMCHTBI IMPCACTABJICHBI HEC B IIOJIHOM 00beEME WM B HHX BBISBIICHBI
HCAOCTOBCPHBIC [JaHHBIC, a4 TAKXKC B ClIyda€c TIPCACTABJICHUA HOOKYMCHTOB, COCTABJICHHBIX Ha
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MHOCTPAaHHOM s3bIKe, 0€3 3aBEpPEeHHOr0 B YCTAHOBJICHHOM MOpPSJIKE MNEpeBOAa Ha PYCCKHH S3BIK,
PETUCTPUPYIOIINI OpraH Bpy4aeT (HarpaBisieT 3aKa3HbIM ITOYTOBBIM OTIPABICHUEM C YBEIOMIICHHEM O
BpPYYEHHH WIH B (OpME DICKTPOHHOTO JOKYMEHTa, MOANMCAHHOIO JJICKTPOHHOW MOJIMHCHIO, OO B
AJIEKTPOHHOU (hopMe MO TEIeKOMMYHHUKAIIMOHHBIM KaHaJdaM CBSI3M) 3asBUTENIO0 pEIICHHE O BO3BpATE
3asBJICHUS O BO30OHOBIICHHU TOCY/IapCTBEHHOM PETHCTPALIMHM MEAUIUHCKOTO M3JIENUS C TIPHIIOKEHUEM K
HEMY YKa3aHHBIX JOKYMEHTOB M U3JIOKEHUEM IPUYHH, MIOCITYKUBIIMX OCHOBAHUEM IS TAKOTO BO3BpATa.
OZHOBPEMEHHO PEruCTPUPYIOLIMA OpraH cooOlaeT 3asBUTENI0 O BO3MOYKHOCTH IIOBTOPHOI'O
MPEJCTAaBICHHS 3asBJICHUS O BO30OHOBICHUH TOCYAAPCTBEHHON PETUCTPAIIMH MEIUIIUHCKOTO M3AEIHS C
NPUIOKEHHEM K HEMY J10pa00TaHHBIX TOKYMEHTOB.

(m. 31 B pexn. Ilocranosnenus [Ipasurenscta PO ot 31.05.2018 N 633)

32. Ha II atane skcnepTu3bl KayecTBa, dPPEKTUBHOCTH U 0€30MaCHOCTH MEIMIIMHCKOTO HM3JIEITHS
PErUCTPUPYIOUTMN OpraH B TE€YEHHE 2 pabouuMx JHEW CO JHSA TPHUHSATUS PEUIEHUS O BO300HOBJICHUU
roCyJapCTBEHHON pPErucTpalud MEIUIMHCKOTO H3IEJHUs Ha OCHOBAaHMU 33JaHusi Ha IPOBEICHHE
JKCIIEePTH3bl KadecTBa, A(P(EKTHBHOCTH H OC30MACHOCTH MEIUIIMHCKOTO W3JIENHsl, BBIJIAHHOTO B
COOTBETCTBMM C HyHKTOM 20 Hactosmumx IlpaBun, HampaBisieT B 3KCHIEPTHOE YUpPEKIEHUE
MIPEACTABJICHHBIC 3asIBUTEIIEM PE3YJIbTAThl KIMHUYECKUX UCIIBITAHUN MEIUITUHCKOTO U3CIIHUS.

33. DkcnepTHOE yupekIeHUE B CpOK, He mpeBblmaronuii 10 pabounx gHEH cO THS MOJydeHUs
JOKYMEHTOB, yKa3aHHBIX B MyHKTe 32 Hactoamux [IpaBui, NpOBOAMT IKCIEPTU3Y MOJHOTHI H
pE3yNbTaTOB MPOBEACHHBIX HCIBITAHUNA W UCCIENOBaHHUM, a Takke odopmiseT U HampaBiseT B
PETUCTPUPYIONIMIA OpraH 3akKIIOYCHHE I10 pe3ysbTaTaM »JKCIEPTH3bl KadecTBa, d(PQekTuBHOCTH U
0€30MacHOCTH  MEIUIIMHCKOTO  W3Aenus, @opmMa KOTOpPOro yTBepxkaaercs MHUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoin denepanum.

34. B cpok, He npesbimatonuii 10 pabounx qHEH co THS MONyYeHHUs 3aKII0YEHHS, YKa3aHHOTO B
nyHkre 33 Hacrosuwx [IpaBuil, perucTpupyromuil Oprai OCyImeCTBISIET CIETYIOITNE MEPOTTPUSATHUS

a) OLEHKA 3aKJIIOYCHHMsS JUIS OINPEACTCHUS COOTBETCTBHS 33/JIaHHI0O HAa NPOBEJCHUE SKCIEPTU3HI
Ka4yecTBa, 3S(PQPEKTUBHOCTH M OE30MAaCHOCTH MEJUIMHCKOrO u3fenusd. B ciyuae ycTaHOBIEHUS
HECOOTBETCTBHS 3aKJIIOYEHUS SKCIIEPTHOTO YYPESKACHUS YKa3aHHOMY 3aJaHUI0 TaKoe 3aKIIOUYCHHE
BO3BPAILACTCS B OKCIIEPTHOE YUPEXKICHHUE Ha 10pabOTKY, CPOK KOTOPOH cocTaBiseT He Oosee 2 pabounx
JHEH O THS MOJTYyYeHHS SKCIIEPTHBIM YUPEKJAECHHEM BO3BPAILICHHOTO 3aKIIOYCHNUS;

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 31.05.2018 N 633)

0) IpUHATHE PEUICHHs O TOCYAAPCTBEHHOM PETUCTPallii MEIULMHCKOTO U3ENus WK 00 OTKa3e B
rOCy/IapCTBEHHOW  PETUCTPAllMd  MEIUIMHCKOTO  W3JCNUs, KOTopoe odopmiseTcs MpHUKa3oM
PETUCTPUPYIONIETO OpraHa, W YBEIOMIICHHWE 3asBUTEIS O MPUHATOM pEIICHUU (32 MCKIIOUEHUEM
MEIUIIMHCKUX U3/CIINNA, BKIFOYCHHBIX B TIEPEUCHb ),

(B pen. ITocranosnenus [IpaButenscTBa PO ot 18.03.2020 N 299)

B) ohopMiIeHHE ¥ BBIAaYa (HANPaBICHHUE 3aKa3HBIM IMOYTOBBIM OTIIPABICHHEM C YBEIOMJICHHEM O
BpYYEHHH WM B (OPME 3JIEKTPOHHOTO JIOKYMEHTA, IOANMCAHHOTO 3JIEKTPOHHOW MOIHCHIO, JNOO
nepegaya B OJCKTPOHHOM (opMe MO0 TEIeKOMMYHUKAIMOHHBIM KaHaJlaM CBSI3M)  3asBUTEIIO
PETHCTPAlIOHHOTO YJOCTOBEPEHHs JIMOO YBEIOMJICHUS 00 OTKa3e B TOCYAapCTBEHHOW PErHCTpaiuu
MEIUIUHCKOTO H3/eNMHS C YKa3aHHEeM IPHYUH OTKa3a (3a HMCKIIOYCHHEM MEIMIMHCKUX H3ICIIHH,
BKJIFOUCHHBIX B [IEPEYCHb ).

(8 pen. [locranoBnenuii [IpaButenscrea P® ot 17.07.2014 N 670, ot 18.03.2020 N 299)
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35. OcHOBaHUSIMM [UId HPUHATHS PETUCTPUPYIOIIMM OpPraHoM peuieHus o0 OTkaze B
TOCYJapCTBEHHON PETUCTpPAllMM MEIUIIMHCKOTO H3JeNHs (32 HCKIIOYEHHEM MEIWIUHCKUX H3ICIIHH,
BKJIFOUCHHBIX B [IEPEUCHb ) SBIISIOTCSL:

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 18.03.2020 N 299)

a) TIOJYYCHHE OT DKCIEPTHOTO YUPESIKIACHUS 3aKIFOUCHUS IO Pe3yJIbTaTaM JKCIEPTH3bI KauecTBa,
3¢ (HEeKTHBHOCTH U OE30MMACHOCTH MEIUIIMHCKOTO MU3JICIHSI, CBUICTEIHCTBYIOMIETO O TOM, YTO Kau4eCTBO, U
(umu) »ddexkTuBHOCT, W (WIM) O€30MACHOCTh PErHCTPUPYEMOrO0 MEAMIIMHCKOTO U3JeNus He
MOATBEPIKICHBI TIOJYYCHHBIMA NaHHBIMH, W (MJIU) O TOM, YTO PHUCK NPUYMHECHHS BpeJa 3J0POBBIO
rpakaaH ¥ MEIUIUHCKUX PaOOTHUKOB BCIICJCTBHE NMPUMEHEHUS MEIUIIUHCKOTO M3JICNHS MPEBBIINIACT
3¢ (HEeKTHBHOCTH €T0 MPUMEHEHHUS;

0) BBIABIIEHHE PETHCTPUPYIONIMM OPraHOM IO pe3ysibTaTaM TOCYAapCTBEHHOTO KOHTPOJS 3a
oOpareHueM MEIUIMHCKUX HW3JeIHA HECOOTBETCTBUH MaHHBIX 00 3(()EKTHBHOCTH M O OE30MACHOCTH
MEAUIIMHCKOTO U3AENUsl JaHHBIM O MEJAMIIMHCKOM U3JIeTINH, COACPKAIIUMCS B 3asBICHUU O PErHCTpaIiin
Y JOKyMEHTaX, yKa3aHHbIX B MyHKTe 10 Hactosmux [Ipasu.

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

36. B teuenune 1 pabGouero AHA MOCiE€ NPUHATUS PELIEHUS O TOCYIAPCTBEHHOW PErMCTpaluu
MEIULMHCKOTO U3JeJIUsl PETUCTPUPYIONIUI OpraH BHOCUT JIaHHBIE O 3aPETUCTPUPOBAHHOM METUIIMHCKOM
M3JIENIMU B TOCYJApCTBEHHBIN peecTp B MOpsIKe, MPEIyCMOTPEHHOM mocTaHoBieHueM [IpaBurenbcTBa
Poccuiickoit ®enepanuu ot 19 uronsa 2012 r. N 615.

(8 pen. [locranoBnenuii [IpaBurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

IIpumeuanmue.

II. 37 (B pen. Ilocranonenus IlpaButensctBa P® or 31.05.2018 N 633) He mnpumeHseTcS K
MPaBOOTHOIIEHUSIM, CBSI3aHHBIM C OCYIIECTBIEHUEM TOCYJAPCTBEHHOW PETHCTPAllUd MEIUIMHCKUX
n3enui, Bo3HUKIuM 10 13.06.2018.

37. K u3MeHEHUsM, BHOCHUMBIM B JOKYMEHTBI, COAEPXKAILUECH B PETUCTPALMOHHOM [OChE, HE
TpeOYIOIMM TPOBEACHUST SKCIEPTU3bl KadecTBa, 3(PPEKTHBHOCTH ¥ OE30MACHOCTH MEIUIIMHCKOTO
U3J€eIusl, OTHOCATCS:

a) U3MEHEHHE CBEJICHUI O 3asBUTENIE, BKJIIOYAsl CBEJCHUS:
0 peopraHu3aliy PUITIECKOro JIHIIa;

00 M3MEHEHHM HAMMEHOBAaHUS IOPUIMYECKOro Juna (MOJHOTO U (B cllyyae, €CIM HMEETCs)
COKpPALIEHHOT'0, B TOM 4Hcie (PUPMEHHOTO HAMMEHOBAHM ), a/[peca MECTa ero HaXOXKICHHS;

00 n3mMeHeHun GaMuIuu, UMEHU | (B CiIy4ae, €Clid UMEETCsI) OTUECTBa, aJpeca MeCTa KUTEIbCTBA
WHIUBUAYATBHOTO IPEIIPUHUMATENS] U PEKBU3UTOB JJOKYMEHTA, YAOCTOBEPSIOIIETO €ro JUYHOCTD;

6) HN3MCHCHHC CBC[[GHI/Iﬁ 0 JIMge, Ha HMA KOTOPOro MOXKCET OBITh BbBIIAHO PEruCTpaiioOHHOC
YAOCTOBCPCHUC HAa MCAULIMHCKOC U3CJIINEC, BKIITOYast CBEACHU:

0 peopraHu3aliy IPUINIECKOro JIHIA;
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00 H3MEHEHMM HAaWMEHOBaHUsS IOPUIUYECKOro Jnna (MOJHOro W (B cily4yae, €cid HMEEeTCs)
COKpAIIEHHOT0, B TOM YHciie (UPMEHHOTO HAaMMEHOBAHUS), aJI[peca MECTa ero HaXOXKISHHS WK (HaMIIINH,
UMEHH U (B Cllydae, €CIM UMEeTCsl) OTYECTBA, MECTA KHUTEIbCTBA HHANBUAYAILHOTO MTPEIIPUHUMATEIS;

B) U3BMEHEHUE a/Ipeca MecTa MPOU3BOCTBA (M3rOTOBJICHUS ) METUIIMHCKOTO H3/ICIIHS;

I') U3MEHEHHE HAaUMEHOBAHMSI MEIUIIMHCKOTO M3ENus B ClIydae, €CIi He U3MEHUIINCh CBOMCTBA U
XapaKTePUCTHKH, BIHMSIONINEC HA KadecTBO, d(P(PEKTUBHOCTh M 0E30MAaCHOCTh MEIUIIMHCKOTO H3/eIus,
WIH COBEPIICHCTBYIOTCS €ro CBOMCTBA M XapaKTEPUCTUKU MPH HEU3MEHHOCTH (YHKIIMOHAIHLHOTO
Ha3Ha4YeHMs U (UIIK) IPUHIINIA IeHCTBHS, peIycMaTpUBaloiiee:

Z[O6aBJ'I€HI/Ie (I/ICKJ'IIOLIGHI/IG) HpHHaHHe)KHOCTeﬁ MCAUIIMHCKOIO HM3ACIHUA HIM HM3MCHCHHEC HX
HaNMMCHOBAHU,

YKa3aHnue, U3MCHCHUC H HCKIIOYCHHUC TOBAPHOI'O 3HAKa M HHBIX CPCACTB HMHAWBUAYAJIHN3AUN
MCIHUIMHCKOI'O U3ACINA,

U3MCHCHHUEC KOJIMYCCTBAa CIWMHHI MCAHMIHMHCKOIO HM3ACINA HJIHM Cro COCTAaBHBIX qaCTeﬁ,
KOMIUICKTYIOIINX, YKa3aHHBIX B IPUJIOKCHUU K PETUCTPAIMOHHOMY YAOCTOBCPCHUIO,

YKa3aHnue NN UCKIIFOYCHUC BAPUAHTOB UCIIOJIHCHUA (MO,I[GJ'IGI‘/'I) MCOAULMHCKOI'O U3ACINA,
N3MCHCHHUEC MAPKHUPOBKU U (I/IJII/I) YIIaKOBKH MCIUIMHCKOI'O U3ACTINUA,

,I[) HU3MCHCHUC IIPOU3BOJUTCICM (I/IBFOTOBI/ITGHGM) MCAULUHCKOI'0O H3ACIIHA CPOKOB JEHUCTBUS
AOKYMCHTOB, COACPIKAIINXCS B PCTUCTPALIUOHHOM O0CHE;

€) u3MeHeHne UHpopMaluu 00 YIOJIHOMOYEHHOM IPEICTaBUTENE MPOU3BOAUTENS (U3TOTOBUTEIIS)
MEJUILIUHCKOTO U3/IEIHS.
(n. 37 B pen. Ilocranosnenus [IpaButenbcrBa PO ot 31.05.2018 N 633)

[Ipumeuanue.

II. 38 (B pen. Ilocranosnenus IlpaBurensctBa P® or 31.05.2018 N 633) He npumeHsercs K
IIPaBOOTHOLIEHUSM, CBSI3aHHBIM C OCYILECTBJIEHHEM TIOCYJapCTBEHHON pPErucTpaluyd METULIMHCKHUX
n3Jeani, BO3HUKIKM 10 13.06.2018.

38. Jlns BHeceHMS B JOKYMEHTBI, COJAEp)Kallluecs B PEruCTPallMOHHOM JI0ChE, H3MEHEHH,
yKa3aHHBIX B MyHKTe 37 Hactosumx [IpaBui, 3asBuTenb He mo3aHee 4yem uepe3 30 pabouux nHel co AHs
M3MEHEHHUs COOTBETCTBYIOIIMX JIaHHBIX IPEJICTABIISIET (HAPaBIIseT) B PpETUCTPUPYIOLIMM OpraH:

a) 3asBJICHHE O BHECEHMM M3MEHEHUU B JOKYMEHTBI, COJEpKAIIHecs B PETUCTPALIMOHHOM JIOChE
(manee - 3asBIEHUE O BHECCHUHM W3MEHEHUH), 0(pOpMIIEHHOE B COOTBETCTBUHU C ITYHKTOM 9 HACTOSIINX
[IpaBuu;

0) KOMHUIO JOKYMEHTa, MOATBEPKIAIOIIETO TMOJHOMOYHS YIOJIHOMOYEHHOTO MPEACTaBUTENS
MIPOU3BOIUTENS (M3TOTOBUTENA);

B) JOKYMCHTBI MW CBCACHUA O COOTBCTCTBYIOIIUMX HW3MCHCHUAX, B TOM HYHCIC JOKYMCHTHI,

Crpannma 16 u3 33



Ilocranosnenue [IpaButensctBa PO ot 27.12.2012 N 1416
(pex. ot 18.03.2020)
"O0 yrBepskaeHnu [IpaBui rocy1apCTBEHHOM perucrpa...

noyn

MOATBEPKIA0IIME U3MEHEHHsI, yKa3aHHble B moamyHkTax "a" - "B" myHkta 37 nactosmmux [Ipasui, a
TaKXe B Clly4ae M3MEHECHHsI HAMMEHOBAHUS METUIIMHCKOTO U3/IEIHS:

CBCACHHA O HOpMaTHBHOﬁ AOKYMCHTAallMU Ha MCAUIIUHCKOC U3JCIINC,

TCXHUYCCKYIO OOKYMCHTAIIUIO IIPOU3BOAUTCIIA (I/I3I‘OTOBI/IT€JIH) Ha MCIUIMHCKOC M3ACIIUC,
MPUBCACHHYIO B COOTBETCTBUC C HOBBIM HAMMCHOBAHUCM MCIUTTUHCKOI'O U3CIIN,

HKCIUTYaTAIMOHHYIO JOKYMEHTAIUIO MPOU3BOIUTENS (M3rOTOBUTENIA) HA MEIUIIMHCKOE U3zienue (B
TOM YHCIIe MHCTPYKIIMIO MO0 MPUMEHEHUIO WIIH PYKOBOJICTBO MO AKCIUTyaTalliy MEAUIIMHCKOTO M3/eNus),
MPUBEAEHHYIO B COOTBETCTBUE C HOBBIM HAMMEHOBAHUEM MEJIUIIMHCKOTO U3EIHS;

dororpaduueckue  u300pakeHHs ~ OOMIErOo  BHUJAA  MEAMIMHCKOTO  HW3JEIHs  BMECTe C
MPUHAJISKHOCTAMUA, HEOOXOAMMBIMU ISl TPUMEHEHUS] MEIUIIMHCKOTO W3JCNHs 10 Ha3HAYEHUIO
(pa3zmepom He MeHee 18 caHTUMETPOB B UIMHY U 24 CAHTUMETPOB B IIUPHUHY);

I') JOKYMEHTBI MPOU3BOJIUTENS U (MJIM) OpraHU3aIMi, OCYIECTBIIIONINX MPOBEICHUE TEXHUUECKHX
UCIBITAHWN,  TOKCUKOJOTHMYECKMX  MCCIEJIOBAaHUM,  KIMHUYECKUX  HUCHOBITAHUH  (PEe3yJbTaThl
COOTBETCTBYIOIIMX HUCIBITAHUI), TOATBEPKIAIONINE, YTO BHECEHUE 3asBJICHHBIX U3MEHEHUN HE BJICUET
W3MEHEHUS CBOWCTB M XapaKTEPUCTHUK, BIUSAIOIIMX Ha KadecTBO, A3(DPEKTUBHOCTH M 0O€30MacHOCTH
MEJIUIIMHCKOTO W3JENus, WA COBEPUICHCTBYET CBOWCTBA W XapaKTEPUCTUKU TPU HEU3MEHHOCTH
(GYHKIIMOHATFHOTO Ha3HAYEHUS U (WJIM) IPUHIIMIA JSHCTBHUS METUIIUHCKOTO U3IENHs;

1) OPUTHHAI PETUCTPAMIMOHHOTO yIOCTOBEpEHUS (IyOIuKar);

€) OIHKCh JOKYMCHTOB.
(n. 38 B pen. [locranosnenus IIpasutensctBa PO ot 31.05.2018 N 633)

IIpumeuanmue.

I. 39 (B pen. IlocranoBnenus IlpaButensctBa P® or 31.05.2018 N 633) He mpumeHseTcs K
MPaBOOTHOIIEHUSIM, CBSI3aHHBIM C OCYIIECTBICHUEM TOCYJAPCTBEHHOW PErMCTPAllUd MEIUIMHCKUX
n3nenui, Bo3HUKIuM 10 13.06.2018.

n_n

39. BHeceHne M3BMEHEHM B JOKYMEHTBI, yKa3aHHble B oAnmyHKTax "B" u "r" myHkra 10 HacTosmmx
[IpaBui (32 UCKIIOYEHHEM CIy4yaeB, yKa3aHHbBIX B nojanyHkre "r" nyHkra 37 Hacrosumux IIpasuin),
OCYLIECTBIISICTCSI IO  pe3yibTaTaM 3KCIEpPTHU3bl KayecTBa, 3S((EKTUBHOCTH U  0€30MaCHOCTU
MEAUIIMHCKOTO W3/ETHs, IPOBEACHHON B IMOPSJKE, aHAJIOIMYHOM MOPSAKY MPOBEACHUS SKCIIEPTHU3BI
KayecTBa, 3(PPEeKTUBHOCTH U 0E30HAaCHOCTH MEAMLIMHCKOTO H3JeNIUs B LENIAX €ro rocylapcTBEHHON
perucTpalvy B COOTBETCTBUU ¢ MyHKTOM 21 Hacrosmux [IpaBui, B ciaydae eciivd perucTpupyrOLIM
OpraHoM II0 pe3yJbTaTaM IPOBEPKH TIOJHOTHI M JIOCTOBEPHOCTH CBEACHUH, COAEp)KAIUXCS B
IIPE/ICTAaBICHHBIX JJOKYMEHTAaX, YCTAHOBJIEHO, YTO BHECEHUE 3asIBJICHHBIX U3MEHEHUN BJI€UET U3MEHEHUE
CBOWCTB M XapaKTEPUCTHUK, BIUSAIOLIMX HAa KauyecTBO, FPPEKTUBHOCTb U OE€30MaCHOCTh METUIIMHCKOIO
W3JIENHsl, WIM COBEPLICHCTBYET €r0 CBOMCTBA M XapaKTEPUCTUKU IPU HEM3MEHHOCTU (PYHKIMOHAIBHOTO
Ha3HaueHUs U (WJIM) IpUHLUIA JeHCTBUS METULIMHCKOTO U3/1EHs.

(. 39 B pen. Ilocranosnenus [Ipasurenscta PO ot 31.05.2018 N 633)
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[Ipumeuanue.

H3menenus, BHeceHHble [loctanoBinenuem IlpaButensctBa PO ot 31.05.2018 N 633 B m. 40, He
MPUMEHSIOTCS K MPAaBOOTHOIICHUSIM, CBSI3AHHBIM C OCYIIECTBIECHHUEM T'OCY/IapCTBEHHOW PErHUCTpaIliu
MEIUIIMHCKNUX M3JeI1H, BO3HUKIINM 110 13.06.2018.

40. B ciydae eciiu TOKyMEHTBI, PpeycMOTpeHHbIe TyHKTOM 38 HacTtosimux [IpaBus, coctaBieHbl
Ha MHOCTPAHHOM SI3bIKE, OHM MPEACTABIISIOTCA C 3aBEPEHHBIM B YCTAHOBJIECHHOM IOPSAKE IIEPEBOIOM Ha
PYCCKHH SI3BIK.
(B pen. ITocranosnennii [IpaButensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[Ipumeuanue.

W3menenus, BHeceHHble [loctanoBinenuem IlpaButensctBa PO ot 31.05.2018 N 633 B m. 41, He
MPUMEHSIOTCS K MPAaBOOTHOIICHUSIM, CBSI3AHHBIM C OCYIIECTBICHHUEM T'OCY/IapCTBEHHOW PErHUCTpaIliu
MEIUIIMHCKNUX M3JeI1H, BO3HUKIINM 110 13.06.2018.

41. 3agBieHue O BHECEHUM W3MEHEHUN M IOKYMEHTBI, [IPEyCMOTPEHHbIE ITYHKTOM 38 HACTOSIIIUX
[IpaBui, NPUHUMAIOTCS PETUCTPUPYIOLIUM OPraHOM I10 ONHMCH, KOMHS KOTOPOHl ¢ OTMETKOH O jaare
IIpHMeMa YKa3aHHBIX 3asBJIEHUS U JIOKYMEHTOB B JIEHb IpPHUEMa Bpy4aeTcs 3asiBUTEIIIO WM HAINpaBIISIETCA
€My 3aKa3HbIM IOYTOBBIM OTIIPABJICHUEM C YBEIOMJICHHEM O BPYYEHUHU HIU B (HopMe 3JIEKTPOHHOIO
JOKYMEHTa, TIOANHCAHHOTO  3JIEKTPOHHOW IOANUCHIO, JMOO B  IJIEKTPOHHOW  ¢opMme 1O
TEJIEKOMMYHHUKAIIMOHHBIM KaHaJIaM CBSI3H.

(8 pen. [locranoBnenuii [IpaBurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

IIpumeuanmue.

W3menenusi, BHecenHsle I[locranoBnenuem IIpaButensctBa P® or 31.05.2018 N 633 B n. 42, He
MPUMEHSIOTCSI K MPABOOTHOIICHUSM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYJapCTBEHHON perucTpanuu
MEIUIMHCKNUX U3JEeI1H, BO3HUKIINM 10 13.06.2018.

42. Peructpupyloliii opran He BIpaBe TPeOOBAaTh OT 3asABUTENS MPEICTaBICHUS TOKYMEHTOB, HE
IIPEelyCMOTPEHHBIX MYHKTOM 38 HacTosux [IpaBui.
(B pen. ITocranosnenus [IpaButensctBa PO ot 31.05.2018 N 633)

[Ipumeuanue.

H3smenenus, BHeceHHble [loctanoBnenuem IlpaButensctBa PO ot 31.05.2018 N 633 B m. 43, He
MPUMEHSIOTCS K MPaBOOTHOIICHUSIM, CBSI3AHHBIM C OCYIIECTBIECHUEM T'OCY/IapCTBEHHOW PErHUCTpaIliu
MEIUIIMHCKNUX M3JeI1H, BO3HUKIINM 110 13.06.2018.

43. B Tedenue 5 paboumx ITHEH CO JHS TOCTYIUICHUS 3asBJICHHS O BHECCHHHM W3MEHEHUH U
JOKYMEHTOB, MPEAYCMOTPEHHBIX MYHKTOM 38 HacTosmux lIpaBuni, perucrpupyromuii oprad npoBOAUT
MIPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEACHHH, COACPKAIMUXCS B HUX, B TOM YHUCJIE ITyTEM CpPaBHEHUS
TaKHX CBEJICHUI CO CBEJICHUSIMU, MPECTABICHHBIMH B MOPSIJIKE MEKBEIOMCTBEHHOTO HH(POPMAIITTOHHOTO
B3aUMO/JICVCTBUS.

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

H3smenenus, BHeceHHble [loctanoBinenuem IlpaButensctBa PO ot 31.05.2018 N 633 B m. 44, He
MPUMEHSIOTCS K MPAaBOOTHOIICHUSIM, CBSI3AHHBIM C OCYIIECTBICHUEM T'OCYIapCTBEHHOW PErHUCTpaIliu
MEIUIIMHCKNUX M3JEI1H, BO3HUKIINM 110 13.06.2018.

44. B cnywyae eciaM K 3asBJICHUI0 O BHECEHHMH HU3MEHEHMH HE MpUJIararoTcs JOKYMEHTHI B
COOTBETCTBHH ¢ moamyHkTamu "0" - "e" mynkra 38 Hacrosimux [IpaBuin u (uiu) B 3asiBICHHUH O BHECEHUHU
M3MEHEHMH YKa3aHbl HEJOCTOBEPHBIC CBEJEHMS JHMOO JOKYMEHTBI, IPEIYCMOTPEHHBIE IIYHKTOM 38
Hacrosmux [lpaBui, npencTaBiieHbl HE B TOJTHOM 00BbEMe, PErHCTPUPYIOLIHA OpraH BpydaeT 3asBUTEIIO
YBEJIOMJICHHE O HEOO0XOAMMOCTU ycTpaHeHus B 30-IHEBHBIM CPOK BBISBICHHBIX HAapyLIEHUH MU (WJIM)
IPEACTaBICHUS JOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT, JIMOO HampaBiIseT TaKOe yBEAOMIICHHE B (opme
3JIEKTPOHHOI'O JOKYMEHTA, MOANUCAHHOIO 3JE€KTPOHHON MOANUCHIO, WIM B 3JIEKTPOHHOU (opme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBSI3U, WM 3aKa3HbIM [OYTOBBIM OTIPABICHUEM C YBEAOMIIEHHEM O

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

IIpumeuanmue.

WN3menenusi, BHecenHsle I[locranoBnenuem IIpaButensctBa P® ot 31.05.2018 N 633 B m. 45, He
MPUMEHSIOTCSI K MPABOOTHOIICHUSM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYJapCTBEHHON perucTpanuu
MEIUINHCKNUX U3JEeI1H, BO3HUKIINM 10 13.06.2018.

45. B tedyenue 3 paboumx JHEH CO JHS NPEACTABICHHS HaJUIEKAUIMM 00pa3oM O(QOPMIEHHOTO
3asBIICHUS O BHECEHUH M3MEHEHHMU M B MOJHOM O0BEME JOKYMEHTOB, IPEIYCMOTPEHHBIX ITyHKTOM 38
Hacroanmx [lpaBui, perucTpupyroumMii OpraH NPUHUMAET pEIICHHE O PAacCMOTPEHHH YKa3aHHBIX
3ad4BJICHUA W AOOKYMCHTOB WJIA (B CIyda€ HMX HECOOTBCTCTBUA IIOJIOXCHUAM IIYHKTA 38 HaCcToAIUX
[TpaBui) 00 MX BO3BpaTe ¢ MOTHBUPOBAHHBIM OOOCHOBaHHMEM ITPUYHMH BO3BpATa.

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 31.05.2018 N 633)

IIpumeuanmue.

WN3menenusi, BHecenHsle I[locranoBnenuem IIpaButensctBa P® or 31.05.2018 N 633 B n. 46, He
MPUMEHSIOTCSI K MPABOOTHOIICHUSIM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYJapCTBEHHON perucTpanuu
MEIUIMHCKNUX U3JeI1H, BO3HUKIINM 10 13.06.2018.

46. B cnyuyae ecnu B 30-mHEBHBIM CPOK HE YCTpPaHEHbl BBISBICHHBIE HapylleHUs U (W) HE
MPEACTABICHBI JOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETHCTPUPYIOIIUN OpPraH MPUHUMAET PEIIECHUE O
BO3BpATE 3asBJICHUS O BHECEHUU U3MEHEHUHN U JOKYMEHTOB, IPEyCMOTPEHHBIX ITYHKTOM 38 HaCTOSIIIUX
[TpaBwi1, ¢ MOTUBHPOBAHHBEIM OOOCHOBAaHWEM TIPUYHH BO3BpATA.

(B pen. ITocranosnenus [IpaBurenscTBa PO ot 31.05.2018 N 633)

[Ipumeuanue.
II1. 47 (B pen. IlocranoBnenus IlpaButensctBa P® or 31.05.2018 N 633) He mnpumeHseTcS K
MPaBOOTHOIIEHUSIM, CBSI3aHHBIM C OCYIIECTBICEHUEM TOCYJAPCTBEHHOW PErHCTPAllUd MEIUIMHCKUX
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n3Jeani, BO3HUKIKM 10 13.06.2018.

47. BHeceHune W3MEHEHHUW B JOKYMEHTBI, COAEpKALIUECS B PETUCTPALMOHHOM JIOChE, HE
TpeOYIONMX TPOBENEHUS SKCIEPTU3Bl KauecTBa, A(PQPEKTUBHOCTH W OE30MACHOCTH MEIUIIUHCKOTO
W3JIENHsI, OCYIIECTBIISIETCS PETUCTPUPYIOLIUM OPTaHOM B CPOK, HE IpeBbIIAOIMUN 15 pabouux gHEH co
JHS TIPUHATUS PELIEHHsT O PpACCMOTPEHUM 3asBICHHUS O BHECEHWHM HW3MEHEHUH M JOKYMEHTOB,
MpeAYCMOTPEHHBIX MyHKTOM 38 HacTosiux [IpaBui.

BHecenne M3MEHEHWII B JOKYMEHTHI, COJEPI)KAIIMECs B PETUCTPAIIMOHHOM JO0ChE, TPeOyromux
MPOBEJICHUSI JKCHEPTU3bl KauecTBa, J(PQPEKTUBHOCTH U 0O€30MaCHOCTH MEAHUIIMHCKOTO H3JeTus,
OCYIIIECTBIISICTCS PETUCTPUPYIONIUM OPraHOM B CpPOK, HE MPEBBIMAIOMUN 35 pabouux THEH co JHS
MPUHATHSA PEIIEHUS] O PACCMOTPEHUU 3asBICHUS O BHECEHHMM W3MEHEHUM U JOKYMEHTOB,
IIPEeyCMOTPEHHBIX MYHKTOM 38 HacTosux [IpaBui.

(. 47 B pen. ITocranosnenus [IpaButenscTBa PO ot 31.05.2018 N 633)

[Ipumeuanue.

H3menenus, BHecenHble [loctanoBnenuem IlpaButensctBa PO ot 31.05.2018 N 633 B m. 48, He
MPUMEHSIOTCS K MPAaBOOTHOIICHUSIM, CBSI3AHHBIM C OCYIIECTBIECHUEM T'OCYIapCTBEHHOW PErHUCTpaIliu
MEIUIIMHCKNX M3IEI1H, BO3HUKIINM 110 13.06.2018.

48. Cpok MPUHATHSA PETUCTPUPYIOIIMM OPTaHOM PEIICHUS O BHECEHUU W3MEHEHUW B JOKYMEHTHI,
coziepiKalecss B PErMCTPAlMOHHOM JIOChE, MCYUCISAETCS CO JHS TOCTYIUIGHHUS B PETHCTPUPYIOIIUH
OpraH HaJuIeXaImuM o0pa3oM O(GOPMIICHHOTO 3asBICHUS O BHECEHHH M3MEHEHUH U B IIOJHOM O0beme
JTOKYMEHTOB, IPEAYCMOTPEHHBIX MyHKTOM 38 HacTosumx [IpaBur.

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 31.05.2018 N 633)

IIpumeuanmue.

II. 49 (B pen. Ilocranosnenus IlpaBurensctBa P® or 31.05.2018 N 633) He npumeHsercs K
IIPaBOOTHOLIEHUSM, CBSI3aHHBIM C OCYILECTBJIEHHEM TIOCYJapCTBEHHON PEruMcTpalud METULIMHCKHUX
n3Jeani, BO3HUKIKM 10 13.06.2018.

49. Ilpm BHeceHHMH H3MEHEHUIl B JOKYMEHTHI, COJAEpIKAlluecs B PEruCcTPAlMOHHOM JOChE,
PErUCTPUPYIOLTUIN OpraH OCYIIECTBIISET CIECIYIOIINE MEPOTIPUATHS:

a) IPUHATHE PEUICHUs O BHECEHUM M3MCHEHHI B IOKYMEHTBI, COJIEPKAIIUECS B PErHCTPALIMOHHOM
J0Che, KOTOPOE OPOPMIISIETCSI TPUKA30M PETHCTPUPYIOLIETO OPraHa;

0) BbBIJaYa OKCIEPTHOMY YYPEXKICHHUIO 3aJaHUsl Ha IPOBEICHHE OKCIIEPTU3bl KayecTBa,
3pGEKTUBHOCTH H 0E30MacCHOCTH MEIMIIMHCKOTO W3JENHS W OLEHKa 3aKIIOYCHUS HKCIEPTHOTO
YUPEXICHUS Ul ONpPENeNICHUsS COOTBETCTBHS €r0 3aJaHHI0 Ha MPOBEICHUE HSKCIEPTU3BI KauecTBa,
3G HEKTUBHOCTH U 0E30MaCHOCTH MEAWIUHCKOTO H3Aeius (B Cilydae, yCTaHOBJICHHOM ITyHKTOM 39
Hacrosuwmx [IpaBui). B cioydae ycTaHOBICHHS HECOOTBETCTBHS 3aKIIOUEHHS HSKCIEPTHOTO YUPESKIACHUS
yKa3aHHOMY 3a/IaHHIO TaKO€ 3aKJII0YEHHE BO3BPAIIAETCS B AKCIIEPTHOE YUPESKICHUE HA TOPabOTKY, CPOK
KOTOpOW cocTaBisieT He Oosiee 2 pabo4yMx JAHEH CO JAHS TOJNYYEHHS SKCHEPTHBIM YUPEXICHHEM
BO3BPAILEHHOTO 3aKJIFOUCHHUS;
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B) yBEJIOMJICHHE B MHCBMEHHOH (hopMe 3asBUTENS O MPHUHITOM PEIICHUU 3aKa3HBIM IMOYTOBBIM
OTIIPaBJICHUEM C YBEJOMJICHUEM O BPYYEHHMM WIH B (POpME DJIEKTPOHHOI'O JOKYMEHTA, MOJANHCAHHOTO
ANEKTPOHHOU TOJMUCHIO, TMOO B 3NIEKTPOHHON (QopMe MO TENEKOMMYHUKAIIMOHHBIM KaHajlaM CBSI3U C
MIPUJIOKEHUEM NIEPE0POPMIIEHHOIO PETUCTPALMOHHOIO yJIOCTOBEPEHUS (B Clyyae BHECEHHUS! U3MEHEHUI
B HEr0) U paHee BBIJIAHHOTO PETUCTPALIMOHHOTO YOCTOBEPEHHS C OTMETKOM O ero HeeHCTBUTEIILHOCTH
(c ykazaHueM Jathl).

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

[Ipumeuanue.

IT. 49(1) (B pen. Ilocranonenusi [lpaBurensctBa P® ot 31.05.2018 N 633) He mpumeHseTcs K
MPABOOTHOUICHUSIM, CBSI3aHHBIM C OCYIIECTBIEHHEM TOCYJAapPCTBEHHON DPETUCTPAllii MEAMIIMHCKHUX
n3JIeni, BO3HUKIKM 10 13.06.2018.

49(1). OcHoBaHUSAMU JI1 BBIHECEHUS SKCIIEPTHBIM YUPEXKJIEHUEM 3aKIIOUYEHUS O HEBO3MOXXHOCTHU
nn

BHECEHUSI U3MEHEHUI B JOKYMEHTBI, IpelyCMOTpeHHbIe noAanyHkTamu "B" u "r'" mynkra 10 HacTrosmux
[IpaBun, aBustoTCS:

a) HEJOCTOBEPHOCTh IPEJICTABICHHBIX CBEJIECHUH, 0OOCHOBBIBAIOIINX BHECEHHE M3MEHEHUH, B TOM
YlCJI€ BBISBICHHBIX PETUCTPUPYIOIIMM OPraHOM IO pe3yjbTaTaM TIOCYJapCTBEHHOI'O KOHTPOJSA 3a
oOpalleHneM MEIUIIMHCKUX U3JIeNIni;

0) OTCYTCTBHE B MPEACTABICHHBIX 3asBUTEICM JOKYMEHTAX CBEICHUMU, TOITBEP)KIAIOIINX, YTO
W3MEHECHHMS, BHOCHMBIC B JOKYMEHTBHI, COACPIKAIINECS B PETHCTPALIMOHHOM JIOChE, HE BIICKYT U3MEHCHUE
CBOWMCTB M XapaKTEPUCTHUK, BIUSIONIMX HAa KadecTBO, d3(PPEKTUBHOCTh M 0E30MaCHOCTh MEAUIIMHCKOTO
U3JICNUS, WIM COBEPUICHCTBYIOT CBOWMCTBA M XapaKTEPHCTUKU MPU HEU3MEHHOCTH (YHKIIMOHAIHHOTO
Ha3HA4YCHUS ¥ (WJIHM) IPUHIIAIIA JCHCTBHUS METUITUHCKOTO H3ICIIHSI.

(. 49(1) BBenen [locranornenuem IlpaButenscTa P® ot 31.05.2018 N 633)

[Ipumeuanue.

I1. 49(2) (B pen. Ilocranonenus IlpaBurensctBa PD ot 31.05.2018 N 633) He mpumeHseTcs K
MIPABOOTHOIICHUSIM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYJApPCTBEHHOH DPETHUCTPAllU MEIHIIMHCKIX
n3nenui, Bo3HUKIuM 10 13.06.2018.

49(2). Peructpupytomuid oprad B TeueHHe 2 paboyux AHEH €O JHS MOJYyYEHHs 3aKITIOYEHUS
AKCIIEPTHOTO YUPEKICHUS MPUHUMAET PEIICHHE O BO3MOXKHOCTU (HEBO3MOYKHOCTH) BHECEHHS U3MEHEHUI
B JIOKYMEHTBI, COJIEpKalllMecs B PETUCTPALMOHHOM JIOCh€, W YBEAOMIIAET O NPHHSITOM PEIICHUU
3asBUTENsl 3aKa3HbIM TOYTOBBIM OTIPABICHUEM C YBEJAOMIIEHHMEM O BpydyeHUH WM B (dopme
AJIEKTPOHHOTO JIOKYMEHTA, MOANMCAHHOTO AJIEKTPOHHOW IMOAIMMUCHIO, JTHOO B AJIEKTPOHHOU (opme 1o
TEJICeKOMMYHUKAIIMOHHBIM KaHajaM CBSI3U.

OcHoBaHMEeM JUISI TIPUHATHS peEIIeHUs 00 OTKa3e BO BHECEHWHW HW3MCHEHUH B JOKYMCHTHI,
COJZIep Kalecss B PErHCTPALIMOHHOM JIOChE, SIBIISICTCS IMOJYYCHHE PETHCTPHPYIOUIMM OpPraHOM OT
AKCIIEPTHOTO YYPEKJACHHUS 3aKIIOUYCHUS O HEBO3MOXXHOCTH BHECCHHS W3MCHCHHHA B JIOKYMCHTHI,
CoJIep KaIINecs B PErHCTPALIMOHHOM JJOChE METUIIMHCKOTO H3/ICIHS.

(. 49(2) BBenen [locranosnenuem IpaButenscta PO ot 31.05.2018 N 633)
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50. Yrparun cuny. - [locranosnenue [IpaBurensctea PO ot 31.05.2018 N 633.

51. B Teuenue 1 paboyero AHs MOCIE NMPUHATHS PELICHUS O BHECEHUU U3MEHEHUN B JJOKYMEHTHI,
coJiepKalirecs: B PErUCTPAlMOHHOM J10Ch€, COOTBETCTBYIOIINE CBEACHUSI BHOCATCS B TOCYIAPCTBEHHBIN
peecTp B MopsiaKe, MpeaycMOTpeHHOM noctaHoBlieHneM [IpaBurensctBa Poccuiickoit denepanuu ot 19
ntoHs 2012 r. N 615.

(8 pen. [locranoBnenuii [IpaBurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

52. B ciywyae yTparhl PEruCTPAllMOHHOTO YAOCTOBEPEHUS HIIM €ro IMOpYd 3asBUTEIb BIIPaBe
00paTUThCS B PETHCTPUPYIONINI OpraH C 3asABJICHHEM O MPEIOCTABICHUU TyOIHKaTa PETUCTPAIIMOHHOTO
yIIOCTOBEPEHUS (Jlanee - 3asBJICHHE O MPEJOCTABICHUH TyOIMKaTa).

B cnyyae mopuu perucTpallMOHHOTO YAOCTOBEPEHHS K 3asBJICHUIO O MPEJOCTaBICHUU AyOJIMKaTa
MpHUJIaraeTcs UCIOPYCHHOE PETUCTPAIMOHHOE YIOCTOBEPEHHUE.

53. B teuenue 7 pabouux IHEH €O JHA MOJYyYEHHUS JOKYMEHTOB, yKa3aHHbIX B IyHKTe 52
Hactoamux [IpaBun, peructpupyromuii opran opopmiseT TyOauKaT perucTpaluoOHHOTO YO0CTOBEPEHHUS
Ha OnaHKe pErUCTPAIMOHHOTO YIOCTOBEpPEHHS ¢ ToMeTkamu "myOmukar" wu  "OpuruHaI
PETUCTPALIMOHHOTO YAOCTOBEPEHHUs MpPHU3HACTCS HENSHCTBYIOIIMM'" | BpydaeT Takoil IyOiukar
3asIBUTEIIIO WM HAIIPaBIISIET €r0 3aKa3HbIM [TOYTOBBIM OTIPABICHUEM C YBEIOMIIEHUEM O BPYUEHHUHU.

(B pen. ITocranosnenus [IpaButensctBa PO ot 17.07.2014 N 670)

54. Peructpupyromiuii oprad GOpMHUPYET PETUCTPAITMOHHOE TOChE U3 CIEAYIOIIUX JOKYMEHTOB:

a) 3asBJICHUE O PETUCTPALMM U JIOKYMEHTHI, MpeaycCMOTpeHHbIe MyHKTOM 10 HacTtosmux [IpaBui,
3asBIICHHE O BO300OHOBJICHWH TOCYAAPCTBEHHOW PETUCTPAIMM MEAMIMHCKOTO W3JEIHs, 3alpochl U
JOKYMEHTHI, npenycMorpeHHble myHkTamu 21(1) u 30 nactrosmmx [lpaBui, 3asBieHHe O BHECEHHH
W3MEHEHUH M JOKYMEHTBI, MpeaycMOTpeHHble TyHKTOM 38 Hacrosiuux [IpaBui, a Takke 3asBiI€HHE O

Ipe0oCTaBICHUH 1y0IMKaTa;
(8 pen. [locranoBnenuii [IpaButenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

0) Komus 3aJaHUs Ha IPOBEACHUE HKCHEPTU3bl KauyecTBa, H(PPEKTUBHOCTH M OE30MaCHOCTH
MEAULIMHCKOTO U3/1eHsl, 0(OPMIIEHHOI'O PETUCTPUPYIOIUM OPraHOM;

B) KOMUsI O(OPMIICHHOTO PETHCTPUPYIOLIUM OPraHOM pa3pellieHus Ha MPOBEICHUE KIMHUYECKUX
WCIIBITAHUN MEAUIIMHCKOTO U3/CIINS,;

T') 3aKIIFOYCHHUsI, O(DOPMIICHHBIC SKCIIEPTHBIM YUPEXKICHUEM ITPH MTPOBEACHUHN dKCIIEPTH3bI Ka4eCTBa,
3¢ (HEeKTHBHOCTH ¥ 0€30MTaCHOCTH MEIUIIMHCKOTO U3JICIIHS,

1) KOTIUU TIPUKA30B, 0(OPMIICHHBIX PETUCTPUPYIOIINM OPTraHOM;

€) KOIHSI PETUCTPAIIIOHHOTO YIOCTOBEPEHUS WIIN YBEIOMIICHHUH, 0()OPMIIEHHBIX PErHCTPUPYIOLIHM
OpraHom;

XK) Komusl JayOJjMKaTta PerucTPaliOHHOTO YJOCTOBEPEHHS, O(QOPMIECHHOTO pPErHCTPHPYIOLIIIM
OpraHoM.

55. Yrpatun cuny. - [locranosnenue [IpaBurensctea PO ot 31.05.2018 N 633.
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55(1). OcHOBaHUSIMH /17151 BBIHECEHHSI SKCIIEPTHBIM YUPEKICHUEM 3aKIIIOYEHHUS O HEBO3MOXKHOCTHU
BHECEHUSI U3MEHEHUH B JIOKYMEHTHI, IPEeAYyCMOTpeHHbIe noanyHkramu "B" u "r'" myHkra 10 HacTosux

[IpaBu, sBASIOTCS:
a) HEJIOCTOBEPHOCTH MPEJICTABIICHHBIX CBEACHH, 000CHOBBIBAIONINX BHECEHNE N3MCHEHU;

0) OTCYTCTBHUE CBEJICHUH, MOATBEPKAAOIINX HEU3MEHHOCTh (DYHKIIMOHAJILHOTO HA3HAYCHUS U (WIIH)
MIPUHIIKAITA JCHCTBHSI METUITUHCKOTO H3CIHs, B CBSI3U C BHOCHMBIMHU H3MEHEHUSIMH B JIOKYMCHTAIIHIO.
(. 55(1) BBenen [locranornenuem IlpaButenscta P® ot 17.07.2014 N 670)

55(2). AGzamnbl mepBelii - BTOpOW yrpatwiu cuiy. - [loctaHoBnenue [IpaBurensctBa P® ot
31.05.2018 N 633.

XpaHeHHE PETUCTPAIMOHHOTO JIOChE OCYIIECTBIISICTCS PETUCTPUPYIONUM OPraHoOM B TIOPSIKE,
YCTaHOBJICHHOM 3aKOHO1aTeNIbcTBOM Poccuiickoii deneparuu 006 apxMBHOM Jielie.
(n. 55(2) BBenen [locranosnenuem IlpaButenscta PO ot 17.07.2014 N 670)

56.B PErucTpaiilnioOHHOM YJOCTOBCPCHHUU YKA3bIBAOTCA CICAYIOINNEC CBEACHUA:

a) HaAaNMMCHOBAHUC MCIUIIMHCKOI'O H3ACIUA (C YKa3aHuem HpHH&[{HG)KHOCTGfI, H€O6XO[[I/IMBIX JJIA
MNPUMCHCHUA MCAULTUHCKOI'O U3JACIIUSA 110 HaBHaLICHI/IIO);

0) maTa rocy1apCTBEHHOM PErucTpali MEIUIIMHCKOTO U3/IETUs U €r0 PErUCTPALlMOHHBIN HOMED;

IIpumeuanmue.

[Tm. "B" m. 56 (B pen. IToctanonenus IIpaBurensctBa PO ot 31.05.2018 N 633) He mpumeHseTcs K
MIPaBOOTHOIIEHUSIM, CBSI3aHHBIM C OCYIIECTBIEHUEM TOCYJAapCTBEHHOW PETHCTPAllUd MEIUIMHCKUX
n3nenui, Bo3HUKIuM 10 13.06.2018.

B) B OTHOULICHUH JIMIIA, HA UMSI KOTOPOTO BBIIAHO PETHCTPALIIOHHOE YIOCTOBEPEHUE, - ITOJHOE U (B
Cllydae, €CJIM MMEETCs) COKpAllleHHO€ HAaMMEHOBAaHHE, B TOM uHuciIe (UPMEHHOE HAWMEHOBAHUE,
OpraHM3aMOHHO-TIPaBOBast (hOpMa FOPUIMYECKOTO JIMIA U aJIpeC MECTa ero HaXOXKIACHUS WK GpaMuus,
umMss u (B ciaydae, €CIM HMEETCs) OTYeCTBO, aJIpec MecTa JKUTEIbCTBA WHIAMBHYaTbHOTO
IpeANPUHUMATEIIS;

(nm. "B" B pen. Ilocranosnenus [Ipasurenscta PO ot 31.05.2018 N 633)

IIpumeuanmue.

N3menenust, BHecenHble [locTranoBnenuem IlpaBurenscrBa PO ot 31.05.2018 N 633 B . "r" 1. 56, He
MPUMEHSIOTCSI K MPABOOTHOIICHUSM, CBSI3aHHBIM C OCYIIECTBICHHEM TOCYJapCTBEHHON perucTpanuu
MEIUIUHCKNUX U3JEeI1H, BO3HUKIINM 10 13.06.2018.

I) B OTHOLICHWH NPOU3BOAUTENs (M3rOTOBUTENs) - TMOJHOE U (B CiIy4ae, €cld HMEeTcs)
COKpAaIleHHOe HAWMMCHOBAaHUE, B TOM 4YHUCJIC (UPMEHHOE HAaWMEHOBAHWE, OPTaHU3AIMOHHO-IIPABOBAS
dbopMa u agpec MecTa HaXOXACHUA WK (aMuius, UM U (B cllydae, €CId MMEETCs) OTYECTBO, aJpec
MECTa JKUTEIbCTBA HHIUBUIYATHHOTO TIPEITPUHIMATEIIS;

(B pen. ITocranosnennii [IpaButensctBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)
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,I[) MCCTO ITPOU3BOACTBA MCAUITUMHCKOI'O U3CIIHA;

€) HOMEp PEruCTPalMOHHOTO JI0ChE;

IIpumeuanmue.

[TocranoBnenuem I[IpaBurensctea PO ot 31.05.2018 N 633 nm. "x" uckiroueH. YkazaHHOE U3MEHEHUE
HE TPUMEHSETCSs K TMPABOOTHOIICHUSIM, CBSI3aHHBIM C OCYIIECTBIEHHEM TOCYAapCTBEHHOM
perucTpanuv MEAUIMHCKUX U3AeUi, BOSHUKIINM 10 13.06.2018.

k) yrpatuia cuny. - [loctanosnenue [IpaBurenscrea PO ot 31.05.2018 N 633;

3) KJIaCC IMOTCHLHUAJIBbHOIO pPHUCKAa IMPUMCHCHHUA MCIUIMWHCKOrO HU3ACIUA B COOTBETCTBUU C
HOMEHKJIATypHOU  Kiaccupukanued MEAMIHMHCKUX  M3JeNud, yTBepkaaemMoi MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanuu;

1) koa O01epoccuifickoro kiaccuukaropa NpoayKIHH [0 BUJaM SKOHOMUYECKOH JesITeIbHOCTH.
(nm. "u" B pen. Iloctanosnenus Ipasurensctea PO ot 10.02.2017 N 160)

57. Peructpupyromuii opraH NpUHUMAeT pelieHHe 00 OTMEHE TOCYIapCTBEHHOW PEerucTpaluu
MEJIUIIMHCKOTO U3/IENHS B CICAYIONINX CIIydasx:

a) mojada 3asgBUTENIEM 3asBICHUS 00 OTMEHE TOCYNapCTBEHHOW PETUCTPALUU MEAUIIMHCKOTO
HA3JIEIUS;

0) BBIHECEHHWE CYAOM peHIeHHs O HapylIeHUH TMpaB MpaBooOIanarenst Ha pPe3yNbTaThl
WHTEJUICKTYaJIbHOW JCSATEIHbHOCTH W TPUPABHEHHBIE K HHUM CpPEJACTBA WHIUBUIyAIM3AIUA TIPHU
oOpanieHuu MEAUITUHCKUX WU3ICITUT;

B) IpeJCTaBleHUE ymnoiaHOMO4eHHbIM llpaBurensctBom Poccuiickoit ®enepaunn denepanbHbIM
OpPraHOM HCIOJHUTEIBHOM BJIACTU IO PE3YJIbTaTaM OCYIIECTBISEMOI0 UM T'OCYJapCTBEHHOIO KOHTPOJIS
3a oOpalieHueM MEIUIIMHCKUX W3ACTUi, CBEICHH, MOATBEPXKIAOUMX (AaKThl M OOCTOSTEIhCTBA,
CO3JIAl0IINE YIpo3y >KU3HU M 3JI0POBBIO I'PaXKJIaH U MEIUIMHCKMX pPaOOTHUKOB NpPU NPUMEHEHUH U
JKCIUTyaTaluy MEAULMUHCKUX U3/IEIIUN;

I') BBISBICHHE DPETUCTPUPYIOIIMM OPTaHOM II0 pe3ylibTaTaM TrOCYAapCTBEHHOTO KOHTPOJS 3a
oOpaieHueM MEIUITMHCKUX H3ICIUiA HEJOCTOBEPHOCTH CBEACHHA B JOKYMEHTaX, COACPXKAIIUXCS B
PETUCTPALIMOHHOM JIOCh€, IMPEACTABICHHBIX 3asSBUTEIEM M IMOBIMSIBIIMX Ha PE3YyNbTAaThl SKCHEPTU3BI
KadecTBa, dQPEKTUBHOCTH U O€30MMACHOCTH MEAUIIMHCKOTO U3ICITHS;

(. "r" BBeneH [locranoBnenuem [IpaBurenscrBa PO ot 31.05.2018 N 633)

J1) TOJIyYEHHE PETUCTPUPYIOIIUM OPraHOM 3aKJIIOUYEHUN HKCIEPTHOIO YUPEKACHUS O TOM, 4TO
cojiepKallecs B rocy1lapcTBEHHOM peecTpe MHCTPYMEHT, amnapar, npubop, o6opyioBaHue, MaTeprail u
[IpOYME M3AENUS MO CBOEMY (PYHKIMOHAIbHOMY HAa3HAUY€HUIO U (WIM) NPUHLMIY JAEHCTBUS HE MOTYT
IPUMEHATHCS B MEIULMHCKUX LENAX U HE SABJISAIOTCS MEAULMHCKUMH H3JenusMHu. Takoe 3akitodyeHue
Ipe/ICTaBiIsieTCsl (HAIpaBiseTcs]) SKCIEPTHBIM YUPEKACHUEM B PETUCTpUPYIOIIUN opraH B TeueHue 10
pabouux JHEH cO JHS TOCTYIUIEHHUS B OKCIEPTHOE YUYPEKACHHE COOTBETCTBYIOLIETO 3alaHus
PETUCTPUPYIOLIETO OpPraHa C MPUIOKEHUEM JJOKYMEHTOB PErUCTPALIMOHHOIO 10ChE;

Crpannma 24 u3 33



Ilocranosnenue [IpaButensctBa PO ot 27.12.2012 N 1416
(pex. ot 18.03.2020)
"O0 yrBepskaeHnu [IpaBui rocy1apCTBEHHOM perucrpa...

(mm. "n" BBeaeH IlocranoBnenuem [IpaButenscrBa PO ot 31.05.2018 N 633)

€) HaJu4yhe OCHOBaHWH, yka3aHHbIX B nyHkTe 57(17) nHacrosmuux IlpaBun (B OTHOLIEHUH
MEIULUHCKOTO U3/IeIIHs, BKIIFOUYEHHOTO B IIEPEYEHb);
(nm. "e" BBeneH [locranosnennem [IpaButensctBa PO ot 18.03.2020 N 299)

’K) HEeTIpeACTaBIICHUE 3asBUTENIEM JOKYMEHTOB, YKa3aHHBIX B myHKTe 57(10) Hactosumx [IpaBun (B
OTHOIIEHUU MEIUIIMHCKOTO U3EIINsI, BKIIOUEHHOTO B IIEPEUCHb ),
(. "x" BBeaeH IlocranoBnenuem [IpaButenscrBa PO ot 18.03.2020 N 299)

3) HOPUHATHE JBaXIbl PErMCTPUPYIOLIMM OPraHoM pelIeHHs O BO3BpaTe JOKYMEHTOB B
cooTBeTcTBUM ¢ MyHKTOM 57(13) Hacrosimux IIpaBun (B OTHONIEHMM MEAMIIMHCKOTO W3JIENHS,
BKJIFOUEHHOT'O B I1€PEYEHB);

(. "3" BBeneH [locranoBnenueM IpaBurenscTtBa PO ot 18.03.2020 N 299)

M) HEIpPEJCTaBICHUE 3asiBUTENIEM JOKYMEHTOB, IPEIyCMOTPEHHbIX IyHKTOM 57(10) HacTosmux
IIpaBui, B Teuenue 50 pabouux JHEH co AHSA NPUHATHS PETUCTPUPYIOIIMM OPraHOM pellIeHHs O BO3BpaTe
JOKYMEHTOB B COOTBETCTBMM ¢ IyHKTOM 57(13) Hactosimux [IpaBun (B OTHOLIEHMM MEAUIIMHCKOTO
U3JIeNUs, BKIIOUEHHOT'O B IIEPEUYEHb);

(nm. "u" BBenen [locranosnenunem [Ipasurtenscta PO ot 18.03.2020 N 299)

K) UCKIIFOYCHUE METUITMHCKOTO H3/ICIHS U3 TICPEYHSI.
(nm. "x" BBeneH [locranoBnenueM [IpaBurenscrea PO ot 18.03.2020 N 299)

57(1). TocymapcTBeHHasl perucTpamys MEIUIUHCKOTO W3/CHs, BKJIUYEHHOIO B IEPEYCHb,
MPOBOJIUTCS OHOKPATHO B OTHOIIEHHH OJHOTO HAMMEHOBAHUS MEIMIMHCKOTO W3ACTHS OIHOTO
MIPOU3BOIUTEINS (M3TOTOBUTEIIA).

(m. 57(1) BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(2). Jns rocyaapCTBEHHOW pPErucTpanuud MEIUIIMHCKOTO HW3/ENUs, BKIIOYEHHOTO B IEpeYCHb,
3asBUTENb TPENICTABIACT JIMOO HANpAaBISIET B PETHCTPUPYIONIMI OpraH 3asBICHUE O PETUCTpaIlvH, a
TaKXe CIEAYIOUINE TOKYMEHTBHI:

a) KOMUA JIOKYMEHTa, IMOATBEPKIAIOIMIETO TOJHOMOYUS YIOJTHOMOYEHHOTO TMPEACTaBUTENS
MIPOU3BOIUTENS (M3TOTOBUTENA);

0) TexHuuYecKasi JOKYMEHTalUsl IPOU3BOAUTENS (U3TOTOBUTENS) HA MEAUIIMHCKOE U3JIEIHE;

B) OKCIUTyaTaluOHHAs JOKYMCHTAIUA ITPOU3BOAUTECIIA (I/ISFOTOBI/ITGHH) Ha MCIUIIMHCKOC M3ACJIUC, B
TOM YHUCJIC UHCTPYKIUA IO NPUMCHCHHIO UJIKW PYKOBOACTBO 110 3KCINTyaTallu MEAULIUHCKOT'O U3ACIINA

r) ¢ororpadpuyueckue HM300paKEeHUS OOIIEro BHUAA MEIUIMHCKOTO M3JIEIUs BMECTE C
MIPUHAUICKHOCTSIMA, HEOOXOAUMBIMU JUUISI MPUMCHCHHSI MEIMIIMHCKOTO W3JENUsS 110 Ha3HAYCHUIO
(pa3mepoMm He MeHee 18 Ha 24 canTUMETpa);

1) OIIUCh JIOKYMEHTOB.
(n. 57(2) BBenen Ilocranornenuem IlpaButenscta P® ot 18.03.2020 N 299)

57(3). B cnydae ecnu JOKyMEHTHI, yKka3zaHHble B MyHKTax 57(2) u 57(10) nacrosimux [lpaBun,
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COCTaBJICHbI HA WHOCTPAHHOM $I3bIKE, OHH TPEACTABISIOTCS C 3aBEPCHHBIM B YCTAHOBIICHHOM IOPSIIKE
IIEPEBOJOM HA PYCCKHUU S3BIK.
(n. 57(3) BBeneH Ilocranornenuem IlpaButenscTa PO ot 18.03.2020 N 299)

57(4). 3asBieHue O perucTpalMu U JOKYMEHTHI, MpPeAycCMOTpeHHble IyHkTamu 57(2) u 57(10)
HacToammx [IpaBui, MpeacTaBIAIOTCS 3asiBUTENIEM B PETUCTPUPYIOMIMN OpraH Ha OyMa)KHOM HOCHTEIE
HETOCPEJCTBEHHO MJIM HANPABJISIOTCS 3aKa3HBIM TIOYTOBBIM OTIIPABICHUEM C YBEJOMIICHHEM O BPYUYCHUHU
Y OTIHCHIO BIIOYKEHUS JINOO B DIIEKTPOHHOH (popMe, MOIHCaHHBIE 3JIEKTPOHHOH MOJIIHCHIO.

Perucrpupyromuii Opran NpuHUMAET 3asBJIEHUE O PErUCTPALMU U YKAa3aHHBIE JJOKYMEHTHI 110 OIHCH,
KOIIHSI KOTOPOW C OTMETKOH O Jare MpHeMa ITHUX 3asBICHUS U JOKYMEHTOB B JIEHb IPHEMa BPy4YaeTcs
3asABUTCIIIO WJIM HAIIPABIIACTCA €MY 3dKAa3HBIM IMOYTOBBIM OTIIPABJICHHUEM C YBCAOMJICHUCM O BPYYCHHU
1100 B 2IEKTPOHHOM (hOpME N0 TEITCKOMMYHHUKAIIMOHHBIM KaHallaM CBSI3H.

(. 57(4) BBeneH llocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(5). Peructpupytomuii opran He BrpaBe TpeOOBaTh OT 3asBUTENs YKa3blBaTh B 3asBICHUU O
perucTpalM CBEACHUS, HE MPEeAyCMOTpEHHble NYHKTOM 9 Hactoammux I[IpaBui, u mnpencraBisTh
JOKYMEHTBI, HE TpeycMOTpeHHbIe myHKTaMu 57(2) u 57(10) nacrosmux [IpaBui.

(. 57(5) BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(6). B oTHOIIEHNH MEIUIMHCKOTO M3JENus, BKIIOYCHHOTO B INEpeueHb, B Te€UYeHHE 3 paboumx
JTHEH CO HS MOCTYIICHUS 3asiBJICHUS O PErUCTPALlMU U IOKYMEHTOB, IIPE1YCMOTPEHHBIX ITYHKTOM 57(2)
Hacroammx [IpaBui, perucTpupyrOImMi OpraH MIPOBOAUT NPOBEPKY IOJHOTHI M JOCTOBEPHOCTH
COACPIKAIINXCA B HHUX CBGZ[GHI/If/'I, B TOM YHCJIC IMYTEM CpaBHCHHA TaKHX CBGI[GHI/II;'I CO CBCICHUSIMU,
IPE/ICTaBJICHHBIMU B MTOPS/IKE MEKBEIOMCTBEHHOT'O HH()OPMALIMOHHOTO B3aUMOICHCTBHSL.

(. 57(6) BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(7). B ciay4ae eciu B OTHOIIICHUU MEIUITMHCKOTO U3/ICITUS, BKIIFOUSHHOTO B IIEPEUYCHb, 3asBICHHE
0 perucrtpanuu OoQOopMIIEHO C HapyIICHHEM TOJOKEeHU myHkTa 9 Hacrosumux [IpaBun u (uam) B
3asBJICHMM YKa3aHbl HEJIOCTOBEPHBIC CBEICHUS JHOO JIOKYMEHTHI, MPEAYCMOTPEHHBIC IMyHKTOM 57(2)
Hactosmux I[IpaBwi, mpeacTaBIeHbl HE B TIOJTHOM 00bEME, PErUCTPUPYIONIUN OpraH BpydaeT 3asBUTEITIO
YBEIIOMJICHHE O HEOOXOIMMOCTH YCTPAHEHUS BBISABICHHBIX HAPYIICHHH B CPOK, HE MPEBBINIAIONIUN 5
paboumx JHEH, JMOO HAmpaBIsSeT TaKOE YBEIOMIICHHE 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C
YBEIIOMJICHHEM O BPYYCHHU WM B (DOpME AJIEKTPOHHOTO JIOKYMEHTA, IMOANMMCAHHOTO JJICKTPOHHOU
MIOJINUCKIO, THOO B 3JIEKTPOHHOU (POpME 10 TeIEKOMMYHHUKAITMOHHBIM KaHAJIaM CBSI3H.
(n. 57(7) BBenen [locranornenuem IlpaButenscta P® ot 18.03.2020 N 299)

57(8). B oTHOmIEHWHM MEOUIIMHCKOTO U3JENHs, BKJIIOYEHHOTO B TIEPEYCHb, B CPOK, HE
MPEBBIMIAOIIMN 5 paboyux IHEW cO JHS MPEACTaBICHUS HaJICKaIUM 00pa3oM 0(OPMICHHOTO
3asBJICHUSL O PErHCTPAlMM U JOKYMEHTOB, MPEAYCMOTPEHHBIX MyHKTOM 57(2) nHactosmux [IpaBum, B
MOJIHOM O0BbEeMe, a TaKXKe B Clydae YCTpaHEHHUS B CPOK, YCTAHOBIEHHBIA MyHKTOM 57(7) HacTOSIIUX
[IpaBun, BBISIBICHHBIX HapymieHUd W (WIM) TPEACTABICHHS  HEAOCTAIOMIUX  JIOKYMEHTOB
PETUCTPUPYIOUIMI OpraH OCYIIECTBISET CASAYIOUINE MEPOTIPUSATHUS:

a) MPUHATUE PEUIEHUs O TOCYAAPCTBEHHOM perucTrpanyy MEIULIUHCKOTO H3/ENUs, KOTOpOe
odopmIIeTcs MPUKA30M PErHCTPUPYIOLIETO OPTraHa;

0) opopmieHue u Bbaua (HampaBieHUE 3aKa3HBIM MOYTOBBIM OTIIPABICHUEM C YBEIOMJICHHUEM O
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BpYYEHHH WM B ()OPME 3SJIEKTPOHHOTO JIOKYMEHTA, IOANMCAHHOTO 3JIEKTPOHHOW MONHCHIO, JHNOO
neperaya B AJIEKTPOHHOM (opMe 1O TEJIEKOMMYHUKAallMOHHBIM KaHajaM CBSI3U) 3asiBUTEIIIO
PETHCTPALIOHHOTO yJOCTOBEPEHHSL.

(. 57(8) BBeneH Ilocranosnenuem IlpasurensctBa PO ot 18.03.2020 N 299)

57(9). B cnyuyae ecnu B OTHOIIEHUM MEIUIIMHCKOIO W3/ENUs, BKIOYEHHOIO B IIepeYyeHb, B CPOK,
ycTaHOBJIEHHBIN MyHKTOM 57(7) Hactosiuux [IpaBuii, He ycTpaHEeHbI BbISIBICHHbIE HApyLIEHUs U (W) HE
IIPEJCTaBICHbl HEOOXOIUMBIE JTOKYMEHThI, PErMCTPUPYIOLIUI OpraH NMPUHUMAET pelleHHe O BO3BpaTe
3asIBJICHUS O PETUCTPAllMM U JOKYMEHTOB, NMPEAYCMOTPEHHBIX NMyHKTOM 57(2) Hactosmmux IlpaBui, c
MOTHBHUPOBAaHHBIM 0OOCHOBAHUEM IIPUUYUH BO3BpATA.

B ciywyae oTcyTCTBUS MEIMLIMHCKOIO U3/ENINs B NIEpEeYHE U (WJIM) HApYLICHUS MOJOXKEHUM MTyHKTa
57(1) nacrosumx IIpaBun perucTpupyrolMil OpraH HNPUHUMAET pELIEHHE O BO3BpaTe 3asBICHUSA O
perucTpauM M JIOKyMEHTOB, IpPEIyCMOTPEHHbIX MyHKTOM 57(2) Hacrtosiux IlpaBun, c
MOTHBHPOBAaHHBIM 0OOCHOBAHUEM IIPUUYUH BO3BpATA.

(. 57(9) BBeneH llocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(10). B cpok, He mpeBbimaronuii 150 pabouux aHel co JHS TOCYJApPCTBEHHOW PErMCTpaluu
MEJIUIIMHCKOTO M3/IeTHUs, BKIIOUYEHHOTO B TIEPEUCHb, 3asBUTEINb 00s3aH MPEACTABUTH B PETUCTPUPYIOIINIA
OpraH CJeIyrolfe JOKyMEHTHI:

a) KOMUA JIOKYMEHTa, MOATBEPKIAIOIMIETO TOJHOMOYUS YIOJIHOMOYEHHOTO MPEACTaBUTENS
MIPOU3BOIUTENS (M3TOTOBUTENA);

0) cBeIeHUs] O HOPMATUBHOM JTOKYMEHTAIIMM Ha MEIUIIMHCKOE U3/ICIHE;

n_n n_mn

B) JIOKYMEHTHI, yKa3aHHble B moamyHkrax "0", "B" u '"r" mynkra 57(2) nactosmux IlpaBun (B
cllydae BHECEHHUS B HHX HM3MCHCHHS IO pe3yJibTaTaM IIPOBEACHHBIX HWCIBITAHUN (KMCCIICIOBAHMIA)
MEIUIIUHCKOTO U3/ICITHS ),

') JOKYMEHTBHI, TOATBEPKAAIONINE PE3yabTaThl TEXHHUECKUX MCIBITAHUNA MEIUIIUHCKOTO W3NS,
BbIaHHbIE  (peiepalibHBIM  TOCYIApCTBEHHBIM  OMOJDKETHBIM  yupexkaeHuem  "Bceepoccuiickuii
HAy4YHO-HUCCJIEI0BATEIbCKUII UM HCIBITATEIbHBIA MHCTUTYT MEIULMHCKONM TexHuku" @enepanbHoil
ci1y>kOBbI 110 Ha/130py B cepe 3ApaBOOXpaHeHuUs (J1ajee - yupekIeHue);

I[) AOKYMCHTHI, IMOATBCPKAAOIUC PE3YIbTAThl TOKCUKOJIOTHICCKUX I/ICCJIG[[OBaHI/If/'I MCIHUIIMHCKOI'O
HU3ACIIHA, HCIIOJIB30BAHUC KOTOPOro IMmpeaArojaracT HAJIXYUC KOHTAaKTa C OpraHu3MOM YCJIOBCKA,
BBIIAHHBIC YUYPCIKACHUCM,

€) JIOKYMEHTBI, MOATBEp)KIAloIlUe pPe3ylbTaThl HUCHBITAHUA MEIMLIMHCKOTO M3JeNHs B IEJsIX
YTBEP)KIACHUS] TUIIA CPEACTB M3MEPEHUN (B OTHOLICHUM MEIUIMHCKUX W3JEIHH, OTHOCSIIUXCS K
CpeAcTBaM M3MEpEHMH, B cepe rocy1apcTBEHHOIO PEryJupoBaHus oOecreueHus: eAMHCTBA U3MEPEHUH,
[epeueHb KOTOPBIX yTBepxkAaeTca MuHucTtepcTBOM 37paBooxpaHeHus Poccuiickoit denepauun),
BBIIAHHBIE YUPEXKICHUEM;

) JOKYMEHTBI, OATBEPKAAIOIINE PE3yJIbTAThl KIMHUYECKUX UCIIBITAHUN MEIULUHCKOTO U3/Eus,
IIPOBEJEHHBIX B MEAMIMHCKOW OpraHu3aluy TOCYJAapCTBEHHONW CHUCTEMBI 3/IpaBOOXPAHEHUS,
oTBevarouleil TpeOOBaHUSAM, YTBEPKIACHHbIM MMHHUCTEPCTBOM  31paBooxpaHeHust Poccuiickoii
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®Oenepanuu;

3) KONMUM  JOKYMEHTOB, IMOATBEP)KAAIOIIMX  KAayecTBO  JIEKAPCTBEHHOI'O  IIpemnapara,
bapmarieBTHUECKONW CyOCTaHLMM, OMOJOTMYECKOro MaTepualla U MHOTIO BEIeCTBAa, ¢ HUCIOJIb30BAHUEM
KOTOPBIX MPOU3BEACHO MEIUIIMHCKOE U3/E/INE UM KOTOPBIE BXOJAT B €r0 COCTaB U MPEIHA3HAYECHbI JIs
IPUMEHEHMS TOJIBKO C YU€TOM Ha3HAUYEHUSI MEIUIMHCKOIO U3/IeINs, ONPEAEeICHHOTO IPOU3BOJUTEIEM, U
BBIIAHHBIX B COOTBETCTBHM C 3aKOHOJIATEJIbCTBOM CTpPAHbl IPOUCXOXKICHHUS JIEKApCTBEHHOTr0 Mpenapara,
(bapMmareBTHUECKON CyOCTaHIIMK, OMOJIOTMYECKOT0 MaTepraia i HHOTO BELIECTBa;

1) OPUTMHAJ PETUCTPALIMOHHOTO yIOCTOBEPEHHUS;

K) OITUCh TOKYMEHTOB.
(n. 57(10) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(11). B teuenue 5 pabouux qHEN O JHS MOCTYIUICHUS JOKYMEHTOB, IPEAYCMOTPEHHBIX ITYHKTOM
57(10) nactoamux IlpaBui, perucTpupyromuii oprai NpOBOAUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH
COJZIEpKALMXCS B HUX CBEACHUH, B TOM YHUCIIE IyTeM CPaBHEHHsS TaKUX CBEJACHUN CO CBEICHUSAMH,
COJIep’KalllUMKCSI B BBIJAHHOM B COOTBETCTBUM ¢ Hactosmmmu IlpaBuiamu perucrpanioHHOM
YJIOCTOBEpEHUHM Ha MEIMIIMHCKOE W3Je/Iue, BKIIOYEHHOE B IepeueHb, a TAaKKe NPEACTaBICHHBIMU B
MOPSAJIKE MEXBETOMCTBEHHOT0 HH()POPMALIMOHHOTO B3aUMOICHCTBUSI.

B cnyuae ecnu ykazaHHbBIE JTOKYMEHTHI IPEICTaBJICHBI HE B MOJHOM 00BbEMeE, pPerucCTpUPYIOLIUil
OpraH Bpy4YaeT 3asSBUTEIIO YBEIOMJICHHE O HEOOX0uMOCTH B 30-THEBHBIH CPOK YCTPAHUTH BBISIBJICHHBIC
HapylieHus: U (WIM) NPeACTaBUTh HEJOCTAIOIIUE JTOKYMEHTHI JIMOO HAMpaBliIeT Takoe YBEAOMIICHHE
3aKa3HbIM TIOYTOBBIM OTIPABIICHUEM C YBEIOMJICHHEM O BpPYUYCHUU WU B (POpMe 3ICKTPOHHOTO
JOKYMEHTa, TMOJMUCAaHHOTO  S3JEKTPOHHOM  MOANUCHIO, JuOO0 B  DJIEKTPOHHOM  Qopme 1o
TEIEKOMMYHHUKAIIMOHHBIM KaHAJIaM CBSI3H.

VYBenomiieHHE B Ciy4yae €ro HampaBJICHUS 3aKa3HBIM IOYTOBBIM OTIPABICHUEM CYHTACTCS
MOJIy4CHHBIM 110 ucTeueHnH 10 pabourx AHEH cO THS HANPABICHUS YBEIOMIICHUS.
(n. 57(11) BBeaen IlocranoBnenuem IIpaButenbcrBa PO ot 18.03.2020 N 299)

57(12). B Tedenue 3 pabouux JHEW CO JHS TPEICTABICHHS B IOJHOM OOBEME JOKYMEHTOB,
npenycMoTpeHHbIX myHKToM 57(10) Hacrosmux IIpaBui, a Takxke B ciaydae ycTpaHeHus B 30-IHEBHBIN
CPOK BBISIBJICHHBIX HapymieHud u (uiam) npexacraBieHuss B 30-IHEBHbBII CpPOK JOKYMEHTOB,
npeaycMOTpeHHbIX MyHKTOM 57(10) Hactosmux [IpaBui, perucTpupyroLnuil oprad NIpUHUMAET pelIeHue
0 Hayayie TMPOBEJICHHS YKCIEPTH3bI KauecTBa, 3P(PEKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO W3JIeINus,
BKJIFOYEHHOT'O B [I€PEUECHb.

(. 57(12) BBeneH [locranoBnenuem [IpaButenscrea PO ot 18.03.2020 N 299)

57(13). B cinyuae ecnu B 30-IHEBHBINM CPOK HE YCTPAHCHBI BBISIBICHHBIC HapyIICHUS U (WUJIH) HE
MPEJCTAaBICHBl HEJOCTAIOMINE JOKYMEHTHI, PETUCTPUPYIOMIUI OpraH NMPUHUMAET pEIIeHHEe O BO3BpATe
JOKYMEHTOB, TPEIYCMOTPEHHbIX myHKTOM 57(10) wHacrosimux IlpaBuin, ¢ MOTHBHPOBaHHBIM
000CHOBaHHEM MPUYMH BO3BpATA.

(n. 57(13) BBeaen IlocranoBnenuem IIpaButenbcrBa PO ot 18.03.2020 N 299)

57(14). B teuenue 3 pabouux JHEH O JHS NPUHATHS PELICHUS O Hayajle IPOBEIACHUS IKCIIEPTU3BI
KayecTBa, 3(PQeKTUBHOCTH M 0€30MACHOCTH MEIULMHCKUX W3/EIUH, BKIIOUYEHHBIX B IEPEYEHb,
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pPETUCTPUPYIOIIMK opraH o(OpMIISeT M BBIACT 3aJaHWE HA MPOBEJCHHE JKCICPTH3bI KauyecTBa,
3¢ (HEeKTHBHOCTH ¥ 0€30ITaCHOCTH MEIUIIMHCKOTO U3/ICIIHS SKCIIEPTHOMY YUPEKICHHUIO.
(n. 57(14) BBeaen IlocranoBnenuem IIpaButenbcrBa PO ot 18.03.2020 N 299)

57(15). DOxkcmeptuza kadectBa, A3PQPEKTUBHOCTH U OE30MACHOCTH MEIAWIIMHCKOTO W3S,
BKJIFOUEHHOTO B IEpPEYEHb, MPOBOAUTCA B COOTBETCTBUU C MOJAMYHKTOM "O" myHkTa 21 HacTosIIuX
[IpaBui.

(n. 57(15) BBenen IlocranoBnenuem IIpaButenbcrBa PO ot 18.03.2020 N 299)

57(16). B cpok, He npeBbimatomuii 10 pabouux 1HENH co AHS MOTYUYEHUS 3aKIIOUYCHUS, YKa3aHHOTO
B yHKTe 33 HacTosmmx [IpaBuil, perucTpupyronuii Opral OCyIIECTBISIET CICIYIONUE MEPOIIPUSTHS:

a) OICHKA 3aKJIFOUEHUS SKCIIEPTHOTO YUPEKICHHS ISl ONIPEeSICHHs €T0 COOTBETCTBHUS 3a/IaHUIO HA
MPOBEJICHUE OSKCIEPTHU3bl KadecTBa, A(P(GEKTUBHOCTH H OE30MACHOCTH MEIUIIMHCKOTO H3JICIHS,
BKIIFOYCHHOI'0 B ICPCUYCHL. B CJIyda€ YCTAHOBJICHHUSA HCCOOTBCTCTBUA 3aKIIOYCHHA OSKCICPTHOI'O
YUPEKJICHUST YKa3aHHOMY 3aJ[aHHI0 TaKOE€ 3aKIIOYCHHUE BO3BPAILACTCS B IKCIEPTHOE YUPESKICHHUE Ha
I0opaboOTKy, CPOK KOTOpPOWM COCTaBiIsseT He Ooiiee 2 paboumx MHEH CO JHS TMOIYYCHHS SKCIEPTHBIM
YUPEKJICHUEM BO3BPAILICHHOTO 3aKIFOUCHUS;

0) NpUHATHE PEIEHUs O MOATBEPKACHUN IOCYAapCTBEHHON PErUCTpallii MEULIUHCKOTO U3/IEHs,
BKJIFOYEHHOTO B I€peueHb, a Takke O(GOpMIIEHUE YBEIOMJICHHMS O MNPHUHATOM pEIIEHUH U BblJaya
(HampaBleHHE 3aKa3HBIM IIOYTOBBIM OTIIPABICHUEM C YBEJOMJICHHEM O BPYYCHHH WIH B (opme
3JIEKTPOHHOI'O JOKYMEHTA, MOAMHMCAHHOIO 3JIEKTPOHHOM MOAMUCHIO, JUOO0 mepefaya B 3JIEKTPOHHOU
dbopMe 1O TEIEKOMMYHUKAIMOHHBIM KaHAJlaM CBA3M) €ro 3asBUTEII0 C  IPUIOKCHHUEM
1nepeoGOpPMICHHOTO PErUCTPALIMIOHHOIO YAOCTOBEPEHHUS;

B) MNPHUHATHE pemeHus 00 OTMEHEe TOCYJapCTBEHHON PETUCTPAllMM MEAULIUHCKOTO W3ICIHS,
BKJIFOYCHHOTO B TIEpEYeHb, KOTOpoe O(MOPMIISIETCS MPHUKA30M PETHUCTPUPYIOIIETO OpraHa, C H3bSITHEM
paHeC BBIJJAHHOTO PEruCTpaiuoOHHOTO YAOCTOBCPCHUA HW YBCAOMIICHUCM 3adBHUTCIA O MPUHATOM
PCIICHHH.

(n. 57(16) BBeaen Ilocranosnenuem IIpaBurensctBa PO ot 18.03.2020 N 299)

57(17). OcHoBaHUSIMU [UIsl TPUHATUS PETUCTPUPYIOIIMM OpPraHOM pelleHus o0 OTMEeHe
roCyJAapCTBEHHOM PEruCTpaIlii MEAUIIMHCKOTO U3/IEINs, BKIIOUYEHHOTO B TIEPEUCHb, SBJISIFOTCS:

a) 3aKIIFOYCHUE IKCIIEPTHOTO YUPEXKICHHS MO pe3ysibTaTaM dKCIEPTH3bI KauecTBa, d3PPEKTHBHOCTH
1 0e30MmacHOCTH MEIUIIMHCKOTO W3JCIHs, CBUICTCILCTBYIOIIEE O TOM, YTO KadecTBO, W (WIIN)
3G GEKTUBHOCTh, W (WJIHM) OE30MaCHOCTh MEIMIIMHCKOTO H3JIENIUS HE TOJTBEPIKICHBI IOJTyUYCHHBIMU
JTaHHBIMU, U (WJIH) O TOM, YTO PUCK MPUYMHEHUS Bpeaa 37J0POBBIO TPAXKIaH U MEIUITUHCKAX PAOOTHUKOB
BCJICJICTBHE MMPUMEHEHHS METUIIMHCKOTO U3CHs MpeBbiaeT 3Q(HEKTUBHOCT €ro IPUMEHEHUS, U (WIJITH)
O TOM, YTO MEIWIMHCKOE W3JCIMe HE COOTBETCTBYET TPEOOBAHUSM HOPMATHBHOW JOKYMEHTAIIHUH,
TEXHUYECKON U (MITN) IKCIUTyaTallMOHHOM TOKYMEHTAIUU TPOU3BOIUTENS (M3TOTOBUTENS ), U (MIJIM) O TOM,
YTO JIOKA3aTeNbCTBA O€30MaCHOCTH MEAUIIUMHCKOTO U3IENUSI OTCYTCTBYIOT;

0) BBIABJIEHUE PETUCTPUPYIOIIMM OpPraHOM IO pe3yjibTaTaM TI'OCYJapCTBEHHOIO KOHTPOJS 3a
oOpalieHneM MEIUIUHCKUX H3JIEIMH HECOOTBETCTBHS JAaHHBIX 00 A(PQPEKTHBHOCTH M O€301MaCHOCTH
MEIULUHCKOTO U3JIeJINs JAHHBIM O MEIMIIUHCKOM H3JICNINH, COAEPIKAILMMCS B 3asBIICHUH O PErHCTpalun
U IOKyMEHTaX, IpeycMOTpeHHbIX yHKTamu 57(2) u 57(10) nacrosiux [IpaBu.
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(n. 57(17) BBeaen IlocranoBnenuem IIpaButenbcrBa PO ot 18.03.2020 N 299)

57(18). Bnecenne wu3MeHEHUH B JOKYMEHTBI, COJEpXallUecs B PEruCTPAllMOHHOM JIO0ChE
MEIHUIIMHCKOTO U3JIENHsl, BKIIOYEHHOTO B IEPEYEHb, OCYIIECTBISETCS IOCIE MPUHATUS PEIICHUS O
MOJTBEPIK/IEHUU TOCYAAPCTBEHHOM PETUCTpalliid MEIUIMHCKOTO MU3/EIUs B COOTBETCTBUHU C IYHKTaMH
37 -49(2), 51 u 55(1) nacrosuux IIpaBur.

(n. 57(18) BBeaen Ilocranosnenuem IIpaBurensctBa PO ot 18.03.2020 N 299)

57(19). Belgaua pgyOnWkKaTa pPETUCTPAIIMOHHOTO YJOCTOBEPCHHSI MEIMIIMHCKOTO  H3JICIHS,
BKJIFOUEHHOTO B IEPEUYCHb, TOCYIAPCTBCHHAS PETUCTPALIAS KOTOPOTO MOATBEPXKICHA, OCYIIECTBIISCTCS B
MOpsJIKE, IPEAYCMOTPEHHOM MyHKTaMu 52 u 53 Hactosmmx [IpaBuir.

(n. 57(19) BBenen Ilocranosnenuem IIpaBurensctBa PO ot 18.03.2020 N 299)

57(20). Peructpupyromuii opran (HopMHpPYeT PETHUCTPALMOHHOE 0Che MEAUIIMHCKOTO W3JIENHs,
BKJIFOYEHHOTO B IIEPEUECHD, U3 CICAYIOIINX TOKYMEHTOB:

a) 3asBJICHHE O PETUCTPAllMd M JOKYMEHTBI, HpeaycMOTpeHHble myHKTamu 57(2) u 57(10)
HacToamux [IpaBui, 3ampockl U JOKYMEHTHI, npeaycMoTpeHHble myHKToM 21(1) Hacrosimux IlpaBui,
3asiBJICHHE O BHECEHUH M3MEHEHUH U TOKYMEHTHI, IPEeIyCMOTpEeHHbIe MyHKTOM 38 HacTosimux [IpaBun, a
TaKXKe 3asiBIICHHUE O MMPEIOCTABICHUH JIy0IHnKaTa;

0) Komus 3aJaHus PETUCTPUPYIOIIETO OpraHa Ha IMPOBEICHHE OKCIEPTH3bl KAvecTBa,
3¢ (HEeKTHBHOCTH ¥ 0€30MTaCHOCTH MEIUIIMHCKOTO U3JICIIHS,

B) 3aKJIFOUEHHSI, OPOPMIICHHBIC SKCIIEPTHBIM YUPEXKICHUEM ITPH MTPOBEACHUH SKCIIEPTHU3bI KAUueCTBa,
3¢ (HEeKTHBHOCTH ¥ 0€30MTaCHOCTH MEIUIIMHCKOTO U3JICIIHS,

T') KOIIUU MPUKa30B, 0(OPMIICHHBIX PETHCTPUPYIOIINM OPTraHOM;

1) KOIMSI PETUCTPALMOHHOIO YI0CTOBEPEHUS WU YBEIOMIIEHUH, OOPMIIEHHBIX PErUCTPUPYIOLIUM
OpraHom;

€) Komus nayOiMKaTta pPErucTPalMOHHOTO YJOCTOBEPEHHs, O(OPMIIEHHOTO PErHCTPUPYIOLIHNM

OpTaHOM.
(n. 57(20) BBeaen Ilocranosnenuem IIpaBurensctBa PO ot 18.03.2020 N 299)

58. Peructpupyromuii opraH pasMmemaer HHQPOPMALUIO, CBS3aHHYI0 C OCYLIECTBICHHEM
roCy/lapCTBEHHOW pErucTpaluy MEIULUHCKOIO W3/€Iusi, BHECEHHUEM HW3MEHEHUH B JIOKYMEHTHI,
cojiepKallecs B PeruCTPAallMOHHOM JI0Che, U BblJauel AyOJMKaTa perucTpalioOHHOIO YAOCTOBEPEHUS,
Ha CBOEM O(QUIMAIBHOM caiiTe B MH(OPMallMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTtn "MHTepHer".

(B pen. ITocranosnenus [IpaButenscTBa PO ot 31.05.2018 N 633)

58(1). DxcnepTHOe yupeXIeHUE OCYLIECTBISIET KOHCYJIbTUPOBAHUE [0 BOIPOCAM IPOLEAYD,
CBSI3aHHBIX C TOCYJApCTBCHHOH pErucTpanueil MEIWIMHCKUX H3JCIHNA, B TIOPSJIKE, YCTaHOBICHHOM
PETUCTPUPYIOIIUM OPTAHOM.

(. 58(1) BBenen Ilocranornenuem IlpaButenscTa P® ot 10.02.2017 N 160)

59. Pemenust m peiictBusi (Oe37€WCTBUE) PErHCTPHUPYIOLIETO OpraHa, IOBJICKIIHE 3a COOOU
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HapylIeHHE MpaB IOPUAWYECKOrO JIMIA, WHAWBUIYaIbHOTO MpEANPUHUMATENS, a TaKkKe 3aKIIOYCHHS
AKCIEPTHOTO YUPEKACHUS IO pe3yIbTaTaM MPOBEICHHBIX UM B COOTBETCTBUU C HacTosmumu [IpaBunamu
SKCIIEPTH3 MOTYT OBITH O0KaJOBaHBI 3asBUTEIEM B MOPSAKE, YCTAHOBIECHHOM 3aKOHOAATEIHCTBOM
Poccuiickoit denepanumn.

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

[Tpunoxenue
K [IpaBuiiam rocyaapcTBEHHOM
pEerucTpalui MEIUUUHCKUX U3IEIHI

NEPEYEHDb
MEOWLMHCKNX U3OENUA C HU3KOWU CTEMNEHbLIO NOTEHLUUAIIBHOIO PUCKA
UX NPUMEHEHUA, B OTHOLLEHMU KOTOPbIX YCTAHOBINEHbI OCOBEHHOCTU
rocyonAPCTBEHHOW PETMCTPALIUA

CHnucoK U3MEHSIIOIINX JOKYMEHTOB
(BBeneH IloctanoBnenuem IlpaBurenscTtBa PO ot 18.03.2020 N 299)

Bun HaumenoBanue
l. 104010  KoctioM uzonupyoomui
2. 122540  IlepuaTku CMOTPOBBIC/TIPOIICTYPHBIC U3 JIATEKCA TEBEH,

HEOIyIPEHHBIEC, HECTEPUIIbHBIC

3. 122560  IlepuaTku CMOTpPOBBIE/TIPOLIETYPHBIEC U3 JIATEKCa I'€BEH, OMyAPEHHBIC

4. 129350 Xauat oneparmoOHHbIA 0JJHOPAa30BOT0 UCTOJIb30BAHUS

5. 129380  Xasar onepainmoOHHbBII MHOTOPa30BOI'0 UCOJIb30BAHUS

6. 129870  XanaT U30IMPYIOLIKUIA MHOIOPA30BOr0 UCIIOIb30BAHMS

7. 129880 Xanat “30JUpYOIIHA 0JHOPAa30BOr0 UCIOIb30BAHUS

g. 132380 Macka nuueBas JJis 3alUThl JbIXaTEIbHBIX ITyTEl MHOTOPAa30BOT0
UCIOJIb30BaHUS

9. 139350  IlepuaTku CMOTPOBBIE/TIPOLIEAYPHBIE U3 MOJIUXIIOPOIIPEHA,
HEOMYyIPEHHBIE

10. 139360  IlepuaTku CMOTPOBBIE/TIPOLIETYPHBIE U3 MOIUXJIOPOIPEHA,
OIly/IpEHHBIC
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11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.

22.
23.
24.
25.
26.

27.
28.
29.

30.

31.

32.

33.

141650
157010
157240
164050
164070
180770
181360
181520
181830
182450
185830

185850
188380
205280
205290
248320

269290
293810
298450

311720

320790

321530

332470

baxuibl TOKOHENPOBOASIIME, HECTEPUIIbHBIE

Xanar U1 MalueHTa 0JHOPa30BOr0 UCIOIb30BaHU
Xanar U1 MalueHTa MHOrOpa3oBOro UCIIOIb30BaHMs
Xanat npouesypHbIii OJHOPa30BOI0 UCIIOJIb30BaHUS
Xanat npouesypHblii MHOTOpa3oBOIr0 UCIOJIb30BaHUS
PecnipaTop oOuiero npuMeHeHusl

KocTtiom xupypruyeckuii H30J1UpyrOuil

Macka xupyprudeckas MHOrOpa3oBOIro UCIOJIb30BaHUs
Pecniuparop xupypruueckuii

Macka xupyprudeckast O4HOPa30BOr0 UCIIOJIb30BAHUS

HepanKI/I CMOTpOBLIe/HpOI_[eI[ypHLIe HUTPUIIOBBIC, HCOITYAPCHHBIC,
HCECTCPHUJIbHBIC

[lepyaTku CMOTPOBBIE/TIPOLIEAYPHBIE HUTPUIIOBBIE, OIYAPEHHBIE
KocTrom xupypruyeckuii Ha MaHxeTax

[lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE BUHUIIOBBIE, HEOITYIPEHHBIC
[lepyaTku CMOTPOBBIE/TIPOLIEAYPHBIE BUHUIIOBBIE, OIYAPESHHBIE

KocTtiom xupyprudeckuii 0IHOpa30BOTO UCIIOJIb30BaHHS,
HECTEPUJIbHBIN

baxunbl BOJOHCTIPOHUIIACMBIC
baxunbl TOKOIIPOBOAAIIUEC, HCCTCPHUIIbHLIC

HepanKI/I CMOTpOBLIe/HpOI_ICI[ypHLIe K3 I'BAIOJIOBOI'O JIATCKCA,
HCOMYAPCHHLBIC

[lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 ATHIICHBUHUIIALIETATA,
HEOIlyIPEHHBIC, HECTEPUIIbHBIC

[TepuaTku cMOTpPOBBIE/TIPOLIETYPHBIE HUTPHIIOBBIE, HEOITy JPEHHEIE,
aHTHOAaKTepHATIbHBIC

[lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIEC TOTUH3ONPEHOBBIE,
HEOIlyIPEHHBIE

Habop onex sl Xxupyprudeckuit/cMOTpoBOi
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34. 349230  IlepyaTku CMOTPOBBIC/TIPOLIEAYPHBIE TOJTUU3ONPEHOBBIC, Oy IPEHHBIC

35. 351490  IlepuaTku CMOTPOBBIE/TIPOLIETYPHBIE U3 JTATEKCA I'€BEH,
HEOIyApPEHHBIC, HECTEPUIIbHBIC, aHTHOAKTePHAIILHEIC

36. 367580  Macka nuueBast JUIsl 3aIUThI IbIXaTENbHbBIX ITyTEH 0HOPA30BOI0
UCIIOJIb30BAHUS
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