Tocranosnenue IlpaBurenscta PO ot 27.12.2012 N 1416
(pen. ot 18.03.2020)
"O6 yrBepxaeHuu [IpaBui rocy1apcTBEHHO perucTpa...

NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NOCTAHOBIJIEHUE
oT 27 pekabps 2012 r. N 1416

OB YTBEPXXOAEHWUN NPABMUII 5
rocyaAPCTBEHHOU PETMCTPALUN MEOULIMHCKUX U3OENUN

Cnucok U3MEHSIIONIUX IOKYMEHTOB
(B pen. ITocranosnennii [IpaBurensctBa 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 cootBercTBUU cO cTathell 38 PenepasibHOro 3akoHa "OO OCHOBAX OXpPaHbI 3/10POBbs IPaX/J1aH B
Poccuiickoit ®eneparuu" IlpaBurensctBo Poccuiickoit denepaiyiu mocTaHOBIISECT:

1. YTBepauth npunaraemele [IpaBuia rocy1apcTBEHHONW peErucTpaluyd MEAUIIMHCKUX U3EIINH.
2. YCTaHOBUTS, YTO:

a) PEruCTpalOHHBIC YJIOCTOBCPCHHA HA MU3ACIIUA MCIUIHUHCKOrO HasHA4YCHUA W MCIUIHUHCKYIO
TCXHUKY C YCTAHOBJICHHBIM CPOKOM ﬂeﬁCTBHH, BBIIAHHBIC O JHA BCTYIUICHUS B CHIIY HACTOALICTO
IIOCTAaHOBJICHUA, )ICI\/IICTBYIOT A0 UCTCUYCHHNA YKa3aHHOI'O B HUX CPOKa I[GﬁCTBHSI;

0) perucTpalMOHHBIE YAOCTOBEPEHHUS Ha M3J€IMS MEIUIMHCKOIO Ha3HAUYEeHUS U METULIMHCKYIO
TEXHUKY OECCPOYHOTO NEHCTBHUS, BBIIAHHBIC IO JHS BCTYIUICHHS B CHITy HACTOSIIETO MOCTAHOBIICHHMS,
JeWCTBUTENBHBl U MOANeKaT 3aMeHe a0 | sHBaps 2021 r. Ha perucTpallMOHHbBIE YIOCTOBEPEHMS IO
dbopme, yrBepxkaaemoit denepalibHON CTy>K00i1 Mo Haa30py B chepe 3ApaBOOXpaHEHHUS.

(8 pen. IlocranoBnenwuii [IpaBurensctea PO ot 17.10.2013 N 930, ot 10.02.2017 N 160)

3aMeHa pPETUCTPAIMOHHOTO YAOCTOBEPEHHUs OCYHIECTBISETCS 0€3 MPOXOXKIEHHS MPOIeTyphl
rOCy/IapCTBEHHOW PETUCTPALMA MEAWIIMHCKUX HW3JIENHi Ha OCHOBAaHWU 3asBICHUS, MPEACTABIECHHOTO
3asBuTeneM B denepanbHy0 CIy0y 1O Haa30py B cdepe 31paBOOXpaHEHUs, C YKa3aHWEM CBEICHHUH,
npenycMoTpeHHbIX [IpaBunamu, yTBepA€HHBIMU HACTOSIIIMM ITOCTAHOBIICHHEM.

3. 'ocynapcTBeHHast perucTpanus MEAUIIMHCKUX U3JEIHM, IPEACTABICHHBIX HA IOCYapCTBEHHYIO
PEruCTpalyio A0 JHS BCTYIUIEHHMS B CUJIY HACTOSIIETO IIOCTAHOBIICHHS, OCYILECTBIIAECTCS HA OCHOBAaHUU
JOKYMEHTOB, TPEJACTABICHHBIX 1O JHSA BCTYIUIEHUS B CHJy HACTOSIIETO IIOCTAHOBIICHHS, a TaKkKe
3asBJICHUS O TOCYJAapCTBEHHOW PETUCTpalMi MEIULUHCKOTO H3JCIIHs, IPEICTABICHHOIO 3asiBUTEIIEM B
cooTBeTcTBUM ¢ [IpaBmiiaMu, yTBEp>KACHHBIMU HACTOSAIIUM IOCTaHOBJIEHHEM, B DenepalibHyIO CIyx)Oy
10 HA/130pY B chepe 31paBoOXpaHEHUsI.

4. Peanuzanys MOJHOMOYUH, TPEAYCMOTPEHHBIX HACTOSIINM MOCTAHOBJIEHHEM, OCYIIECTBIISIETCS B
npenenax ycraHoBieHHbIX [IpaBurensctBom Poccuiickoin @enepauuu MNpeaeabHOW YUCIEHHOCTH
paboOTHUKOB LieHTpajbHOro anmnaparta denepanbHoil ciyk0bl O HAA30py B chepe 3apaBOOXpaHEHus, a
TaKke OIOJDKETHBIX AacCUTHOBaHMM, mnpenycMoTpeHHbIX Criyx0e B (denepaibHoM Oromxkere Ha
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(pen. ot 18.03.2020)
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PYKOBOJICTBO U YIPaBJICHHE B Chepe YCTAHOBICHHBIX (PYHKITUI.

5. HacTosimiee mocTaHoBJIEHUE BCTyIaeT B cuiy ¢ 1 suBaps 2013 1.

[Ipencenarens [IpaBuTenbcTBa
Poccuiickoit ®enepanuu
JA.ME/IBEJIEB

YTBEpKACHBI

nocranoBiieHueM [IpaBurenscTBa
Poccuiickoit @enepanuu

ot 27 nexabpsa 2012 r. N 1416

] NPABUNA ]
FOCYAAPCTBEHHOW PETMCTPALIMM MEAVLIMHCKUX U3OENWIA

CHHcoK U3MEHSIOIUX TOKYMEHTOB
(8 pen. ITocranosnennii [IpaButenscrBa 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. Hacrosmme IlpaBuna ycTaHaBIMBAaIOT MOPSAOK FOCYJIapCTBEHHOM PETHCTPALMHA MEIULMHCKUX
U3JeNui, moiekamux oopamieHuto Ha repputopun Poccuiickoit @enepanuu.

2. TocymapcTBEHHOW perucrpalMy MojIexaT JioOble HHCTPYMEHTHI, ammaparbl, HpUOOpHI,
o0opy/J0BaHUE, MaTepUaIbl U MpOoYne U3/eNus, IPUMEHsSIEMble B MEIUIIMHCKUX LIeNAX OTAEIbHO WM B
COYETaHUM MEXIy COo0OH, a TakKe BMECTe C JPYTUMH TNPUHAUICKHOCTSIMH, HEOOXOIUMBIMHU JIJIs
NPUMEHEHMs yKa3aHHbIX U3/IeNUi 110 Ha3HAaYEeHHUO0, BKIII0Yas ClielUaIbHOE IPOrpaMMHOe oOecrieueHue, u
npeaHa3sHauYeHHbBIE TPOU3BOAMUTENEM (M3TOTOBUTENEM) Ui NPOQPUIAKTUKH, JUATHOCTUKH, JICUCHUS W
MEIULMHCKON peadunuTanuy 3a001eBaHIi, MOHUTOPUHTA COCTOSIHUS OpraHU3Ma YeloBeKa, IPOBEIEHUS
MEIUIMHCKUX UCCIIIOBAHH, BOCCTAHOBJICHHUS, 3aMEIIICHHS, U3MEHEHHSI aHATOMHYECKOW CTPYKTYPHI HITH
¢usnonornyeckux (QyHKUMH oOpraHu3Ma, MpeloTBpAIlEHUS WJIM MpepblBaHUS OepeMEeHHOCTH,
(GyHKIIMOHATPHOE  HAa3HAYCHHWE  KOTOPhIX  HE  peajqm3yercss  myTeM  (apMakoJIOTHYECKOTo,
MMMYHOJIOTHYECKOT0, TeHETHYECKOT0 MIIM METa00IMYECKOr0 BO3CHCTBUS HAa OPraHU3M UesloBeKa (Jlaee
- MEIUIIMHCKUE WU3/ICIINA).

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

MGHI/IHI/IHCKI/IG U3ACJIMsA, M3IrOTOBJICHHBIC IO WHAWBUAYAJIbBHBIM 3dKa3aM ITAallUCHTOB, K KOTOPBLIM
MPEABABIAIOTCA CIICHUATIBHBIC TpeGOBaHI/IH IO HA3HA4YCHUIO MCIWIMHCKHUX pa6OTHI/IKOB U KOTOPBIC
npeaHa3HAYCHbI HUCKIIOYUTCIIBHO JIA JIHYHOT'O HUCITIOJIb30BaHUA KOHKPETHBIM alMCHTOM,
FOCY,Z[apCTBCHHOﬁ perucTpaimu HEC MOAJICIKAT.

3. l'ocynapcTBeHHast perucTpanus MEIUIIMHCKUX U3EINI ocyliecTBisieTcs DeaepaibHON CTyk00it
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"O6 yrBepxaeHuu [IpaBui rocy1apcTBEHHO perucTpa...

10 HaJa30py B cepe 3ApaBooXpaHeHUs (Aajee - PEeruCTPUPYIOLIHIA OpPraH).
4. B nacrosimux [IpaBuiiax UCTIONB3YIOTCS CIEIYIOIINE OCHOBHBIC TOHSATHS:

"0€30MacHOCTh MEIUIIMHCKOTO H3AeNUA" - OTCYTCTBHUE HEIONMYCTUMOTO PUCKa MPUYMHEHHUS Bpeaa
JKU3HH, 3/IOPOBBIO UEJIOBEKAa M OKPYXKAIOIICH cpeie MPH HCIOIb30BAHUHM MEIUIIMHCKOTO HW3JIETUs TI0
HA3HAYCHUIO B YCIOBHSIX, MPEIYCMOTPEHHBIX IPOU3BOAUTENIEM (U3TOTOBUTEIIEM);

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

"KauecTBO MEIUIIMHCKOTO M3JeHs" - COBOKYIMHOCTh CBOWCTB U XapaKTEPUCTHUK METUIIUHCKOTO
W3JIeNusl, BIMSIIOINIMX Ha €ro CIOCOOHOCTh JEHCTBOBATH MO HA3HAUEHUIO MPU YCIOBUU COOTBETCTBUS
TpeOOBAaHUSAM HOPMATHBHON JOKYMEHTAIlMH, TEXHHUYECKOW M OKCIUTyaTallHOHHOW JTOKYMEHTAIUU
MIPOU3BOUTENS (U3TOTOBUTEIA);

(B pen. [locranosnenwuii [IpaButenscrea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"KIIMHUYECKUE UCTIBITAaHKA" - pa3pa00TaHHOE 1 3aINIAHUPOBAHHOE CUCTEMATHYECKOE UCCIICIOBAHMIE,
MPEANPUHATOS, B TOM YHUCJIC C yYaCTHEM YeJIOBEKa B Ka4eCTBE CyOBEKTa IS OLICHKH OE301aCHOCTU H
3 PEKTUBHOCTH METUIIMHCKOTO U3ICITHS;

"HOpMaTUBHasl JTOKyMEHTalUsA" - JOKYMEHTBI, perjiaMeHTHpYoIue TpeOoBaHUs O€30MacHOCTH,
KayecTBa, a TaKkKe IMpeanojaraeMyro 3((eKTUBHOCTb IPEIyCMOTPEHHOTO NPUMEHEHUS U METOMbI
KOHTPOJISl COOTBETCTBHSI MEAUIIMHCKOTO U3IENUS 3TUM TPEOOBAHUSAM;

"perucTpanvoHHOe J0Che" - KOMIUIEKT JOKYMEHTOB, MPEACTABIAEMBIX JUII TOCYIapCTBEHHOU
perucTpali, BHECCHUS M3MEHCHHI B TakWe JOKYMEHTBI, a TAaKKe KOMHH pEIICHUH, MPUHITHIX
PETHCTPUPYIOIIMM OPTaHOM B OTHOLICHUU KOHKPETHOTO MEIUIIMHCKOTO H3/1ENHS;

(B pen. [Tocranosnenus [IpaBurensctBa PO ot 31.05.2018 N 633)

"TeXHUYeCcKasi JOKyMEHTAlUsl POU3BOJAUTENS (M3rOTOBUTENS)" - TOKYMEHTBI, periaMeHTHPYIOIue
KOHCTPYKLHIO MEIMIIMHCKOIO W3JENns, YCTaHABJIMBAIOIINE TEXHUYECKHE TpeOOBaHMS U cofepiKaline
JaHHble JUId €ro pa3paboTKH, IPOU3BOJCTBA, NPUMEHEHHUS, OKCIUTyaTallud, TEXHUYECKOTO
00CITyKMBaHUs, PEMOHTA, YTUIN3ALUU WM YHUUTOKECHHUS;

(8B pen. IlocranoBnenwuii [IpaBurensctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TeXHUYECKUE WCTBITAHUA" - WCIBITAaHUS C IIEJbI0 OMPENEICHUsI COOTBETCTBUS XapaKTEPUCTUK
(CBOWCTB) MEIMIIMHCKOTO W3JeNus TpPeOOBaHUSAM HOPMATUBHOM JOKYMEHTAIlUH, TEXHUYECKOW H
IKCIUTYaTaIlMOHHOW JOKYMEHTAI[UU TIPOU3BOAUTENST (M3TOTOBUTENSI) W TMPUHATHS TOCIEIYIOIIETO
pelieHus: 0 BO3MOXXHOCTHU MPOBEACHUS KIIMHUYECKUX UCIIBITAaHUI;

(B pen. [Tocranosnennii [IpaButenscrea P® ot 17.10.2013 N 930, ot 17.07.2014 N 670)

"TOKCHKOJIOTUYCCKHE I/ICCJ'IeIIOBaHI/IH" -  HCCICOJOBaHUA B ILCIAX OICHKHU OMOJIOTUYCCKOM
0e30macHOCTH MCIUIUHCKOI'0 M3ACIUA W HPHUHATHA TOCICAYIOMIETO PCEHICHUA O BO3MOXHOCTHU
MPOBCACHUA KIIMHUYICCKUX HCHBITaHHﬁ;

"YIIOJTHOMOUYEHHBIN TpeACTaBUTENb MPOU3BOAUTENS (M3TOTOBUTENS)" - IOPUIUYECKOE JIMIO MU
VMHJUBHUIYaJIbHBIA IIPEANPUHUMATENb, 3aPETUCTPUPOBaHHbIe Ha Teppuropuu Poccuiickoit Penepaunu,
YIOJHOMOYEHHBIE MPOU3BOJAUTENEM (M3rOTOBUTENIEM) MEAMIIMHCKOTO W3JAETUs MpPEJCTaBIsTh €ro
MHTEPECHI M0 BOIIPOCcaM OOpaIleHusi MEAULIMHCKOTO U3/1eus Ha Tepputopun Poccuiickoit @enepanuu, B
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TOM YHCJI€ 10 BOIIPOCaM IPOLEAYpP OLIEHKH COOTBETCTBHUS M TOCYJApCTBEHHOW PETHCTpalldd, Ha UM
KOTOPOTO MOKET OBITh BBIJIAHO PETUCTPALMOHHOE YIOCTOBEPEHUE HAa MEIUIIHCKOE U3/IEIIHE;
(B pen. [locranosnenwuii [IpaBurenscrea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

"9KCIUTyaTallMOHHAs  JIOKYMEHTalus  NpOW3BOAMUTENS  (M3roTroBuTens)" -  JOKYMEHTHI,
MpelHa3HAuYeHHbIC I O3HAKOMJICHHS TMOTPEOUTENss C KOHCTPYKIUEH MEIUIUHCKOTO U3/,
pEerIaMeHTHPYIOIINE YCIOBHUS U MpaBUIIa IKCIUTyaTallMK (MCIOIb30BaHUE IO HA3HAYEHHIO, TEXHHUUECKOE
oOciyXKMBaHUE, TEKYIIHNH PEMOHT, XpaHEHHUE U TPAHCIOPTUPOBKA), TAPAHTUPOBAHHBIC MTPOU3BOIUTEIIEM
(M3roToBUTENEM) 3HAYEHHSI OCHOBHBIX MApPaMETPOB, XapaKTEPUCTHK (CBOMCTB) METUIIMHCKOTO U3/EINHUS,
rapaHTUiHBIC 0053aTENBLCTBA, & TAKXKE CBEICHUS O €T0 YTIIIN3AINH UIH YHUYTOXKCHUU;

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

"3QPEKTUBHOCTH MEAWIMHCKOTO H3ACTHS" - COBOKYITHOCTh CBOWCTB UM  XapaKTEPUCTHK
MEIULUHCKOTO U3JeNus, 00eCleunBaloUMX AOCTHKEHHE Lesied NpeAHa3HaYeHUs, YCTAHOBJIEHHbIX
MIPOU3BOJUTENEM (M3rOTOBUTENIEM) U MTOATBEPKIEHHOTO MPAKTUKON KIMHUYECKOI0 IPUMEHEHUS.

(B pen. ITocranornenus IIpaButensctBa PO ot 17.07.2014 N 670)

5. T'ocynapcTBeHHas perucrpanusi MEAUIMHCKUX U3AEIUI IPOBOJUTCS HA OCHOBAHUHU PE3YJIbTATOB
TEXHUYECKUX  MCIBITAHWM, TOKCHKOJOTMYECKMX  MCCIEAOBAaHMN,  KIMHUYECKUX  HCIBITAHUH,
NPEJCTABISAIOMNUX 000  (OPMBI  OLIEHKM COOTBETCTBHS MEAMIIMHCKUAX H3JEIUH C  y4EeTOM
KJ1accu()UKALMU B 3aBUCUMOCTH OT MOTEHLMAIBHOTO PUCKA UX MPUMEHEHUS, U SKCIEPTU3bl KayecTBa,
3G GEeKTUBHOCTH B 0€30MaCHOCTH MEIUIMHCKUX H3JENIUN C yIeTOM KIacCU(PUKAIMH B 3aBUCHMOCTH OT
MIOTEHLIMAJIBbHOTO PHCKA HMX INPUMEHEHMs, a TAK)KE€ MCIBITAHUN B LENAX YTBEPXKACHUSA TUIA CPENCTB
u3MepeHuil (B OTHOIIEHWH MEAMLIMHCKHMX H3JENUH, OTHOCALIMXCS K CpEelCTBAaM HM3MEpPEHUH B cdepe
TOCYJapCTBEHHOTO  PEryJIMpOBaHUS  oOecleyeHHs €JUHCTBA HU3MEPEHHUil, TMepeyeHb KOTOPBIX
yTBepkaaeTcs MuHUCTEpCTBOM 31paBooxpaHeHus Poccuiickoit denepanun).

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

OC00EHHOCTH TOCYJApCTBEHHOW PETUCTPAlMd MEIUIIMHCKUX W3ACIUNA C HHU3KOM CTETECHBIO
MOTEHIIMAJIBPHOTO pPHUCKAa WX TMPUMEHEHHS, B OTHOIIEHMH KOTOPBIX YCTAHOBJIEHBI OCOOEHHOCTH
rOCy/lapCTBEHHOW PETUCTpallid, IO TMEPEeYHI0 COMNIACHO MPWIOKEHUIO (lajee - TMepeyueHb)
npeaycMoTpeHsl myHktamu 57 - 57(20) nactosmux [IpaBu.

(a63ar BBeneH [loctanonenuem I[paBurensctBa PO ot 18.03.2020 N 299)

Obecrieuenne opraHuzandd  paboTel MO (OPMUPOBAHUIO U BEACHHIO HOMEHKIATYpHOU
KJIAaCCU(UKAINN MEUITMHCKIX U3JICITHNA TI0 BHJIaM OCYIIECTBIISETCS PErHCTPUPYIONTIM OPTaHOM.
(a63am BBeneH IlocranoBnenuem [IpasurensctBa PO ot 17.07.2014 N 670)

[Ipu n3mMeHeHnr BUAa MEIUIIMHCKOTO W3JIETHS B paMKax padOTHI MO (POPMUPOBAHUIO M BEICHUIO
HOMEHKJIATYpHOU Kiaccu(UKauy MEAUIIMHCKUX W3JIENHd MO BHIAM, YTBEpKIaeMod MHUHHCTEPCTBOM
3apaBooxpanenusi Poccuiickoit @enepanun, peruCTPUPYIOMIMI OpraH BHOCHUT B PEECTPOBYIO 3alUCh
roCyJapCTBEHHOTO  pEeecTpa  MEAMIMHCKUX  HW3ACNUA M OpraHu3auuil  (MHAMBUAYaIbHBIX
MpEANPUHUMATEIICH ), OCYIIECTBISIOMNUX MPOU3BOACTBO M U3TOTOBJIICHHE MEIUIIMHCKUX W3JIeNui (1anee -
rOCy/IapCTBEHHBI PEecTp), COOTBETCTBYIOIEE M3MEHEHHUE M YBEIOMIISIET 00 3TOM IOPUIUYECKOE JIUIO
WY WHJWBUAYAJTIBHOTO MPEANPUHUMATEIS, HA UMSI KOTOPOTO BBIJAHO PETUCTPALIMOHHOE YAOCTOBEPEHUE
Ha MEIUIIMHCKOE H3JeTHe, BUJ KOTOpOro m3MeHeH, B TeueHue 20 pabouux OHEH ¢ AaThl BHECEHUS
W3MEHEHUS B PEECTPOBYIO 3aIMCh TOCYIAPCTBEHHOIO PEECTpPA.

(a63am BBeneH Ilocranosnennem [IpaButensctBa PO ot 31.05.2018 N 633)
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Tocranosnenue IlpaBurenscta PO ot 27.12.2012 N 1416
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6. JIOKyMEHTOM, MOJTBEPKAAIOUINM (PAKT rOCy1apCTBEHHON PETUCTPAIIMK MEAULIMHCKOTO U3/1EIHS,
SBJIIETCS. PETUCTPALIMOHHOE YAOCTOBEPEHUE HAa MEIULMHCKOE u3Jenue (Janee - perucTpaluoHHOE
ynoctoBepeHue). @opma perucTpaliioOHHOTO YAOCTOBEPEHUS YTBEPKAACTCA PETUCTPUPYIOIIUM OPraHOM.

PGFI/ICTpaHI/IOHHOG YAOCTOBEPECHHUE BbIAACTCA 6CCCpO‘lHO.

7. T'ocypapCTBeHHasl MOIUIMHA YIJIAYMBAECTCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoin
®denepanuu 0 HaJorax U coopax.

WNudopmanus o6 ymiaTe rocyJapCTBEHHOHN MONUIMHBI 3alpPaIliuBACTCs PErHCTPUPYIOLIMM OPTaHOM
B TIOPSIIKE MEXKBEJOMCTBEHHOTO MH()OPMALMOHHOTO B3aHMMOJCHCTBHS B COOTBETCTBUU ¢ DenepanbHbIM
3akoHOM "OO opraHu3anuy MperoCTaBIEHUs TOCYIaPCTBEHHBIX U MyHULIUIIAIbHBIX YCIIyT".

8. JIist TocynapCTBEHHOW PETUCTPALMK METUIMHCKOTO M3JeNus (32 MCKIIOYEHHEM MEIUIMHCKUX
W3JIENNH, BKJIIOYEHHBIX B TIEpeYeHb) pa3pabOTUMK, MPOM3BOIUTENH (M3TOTOBUTENH) MEIUIIMHCKOTO
U3JICTHs WM YIIOJIHOMOYCHHBIA IMPEJCTAaBUTENb MPOU3BOIUTENS (M3rOTOBUTENA) (aynee - 3asBUTEIb)
MPEJCTABISET TMOO HAMPABIAET B PETUCTPUPYIOIINN OpTraH 3asiBIIEHUE O TOCYJapCTBEHHON PEeruCTpaluu
MEIUIIMHCKOTO M3/IeNus, a TAKXKe JOKYMEHTHI, yKa3aHHble B myHKTe 10 Hactosmux [IpaBui.

(B pen. [locranosnenwuii [IpaBurenscrea PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)

9. B 3asBieHHUU O rocyJapCTBEHHOW PETUCTpallUd MEIUIMHCKOTO U3/enus (Janee - 3asBICHHUE O
perucTpanmm) yka3plBaroTCs CIEAYIOLUE CBEICHUS:

IIpumeyanue.

N3menenus, BHecennble [loctanosnenuem [Ipasurtenscrea PO ot 31.05.2018 N 633 B nim. "a" n. 9, He
HOPUMEHSIOTCS K MPABOOTHOLICHUSM, CBA3aHHBIM C OCYILECTBIEHHWEM T'OCYAapCTBEHHOH perucrpanuu
MEIUIMHCKUX U3JEeINH, BO3HUKIINM 10 13.06.2018.

a) HaMMEHOBaHME MEJIUIIMHCKOTO M3/eiMs (C yKa3aHMeM MPHUHAMJISKHOCTEH, HEOOXOJUMBIX IS
MPUMEHEHHSI MEAUIIMHCKOTO U3IENIHsI [0 Ha3HAYEHUIO), IIPU ATOM 3asBUTEJb YKa3bIBae€T TOBAPHBIN 3HAK
U UHBIE CPEACTBA MHIMBUIYaIU3alUU MEAMLIMHCKOIO M3JEIHS B CIy4ae MX HAHECEHMs] Ha YNAKOBKY
MEIUIIMHCKOTO U3/1EIHS;

(8B pen. ITocranoBnenus IlpasutenscrBa PO ot 31.05.2018 N 633)

[Ipumeuanmue.

[To. "6" m. 9 (B pen. IlocranoBnenus [IpaBurensctBa PO ot 31.05.2018 N 633) He mpumeHsiercs K
MPaBOOTHOIIEHHUSIM, CBSI3aHHBIM C OCYIIECTBIEHUEM TOCY/IapCTBEHHOW PETHCTPAllUd MEIUIIMHCKUX
H3JeIni, BO3HUKIINIM A0 13.06.2018.

0) B OTHOIIIEHUH pa3pabOTUYNKa - TOTHOE U (B CTydae, €CJIM UMEETCs1) COKpAIlIeHHOE HAaMMEHOBaHUE,
B TOM 4yHclie (PMPMEHHOE HAUMEHOBAaHHE, OPTraHU3AIMOHHO-TIPaBOBast (popMa FOPUIUIECKOTO JTUIIA, aJIPec
MeCTa €ro HaxoXIeHHs wWid ¢ammwiusg, uMs U (B ciydyae, €clid HMMEETCS) OTUECTBO, PEKBU3UTHI
JOKYMEHTAa,  YAOCTOBEPSIONIEr0  JIMYHOCTh,  aapec  MecTa  IKHUTEIbCTBA  HHIWBHUIYaTbHOTO
MpeANpPUHUMATENS, a TAaKKEe HOMepa Tele(OHOB U (B cydae, €ClId UMEETCs) aipec dIEKTPOHHOM MOYTHI
IOPUANYECKOTO JINIIA WIH WHIUBUAYAITBHOTO IPEITPHHUMATEIIS;
(. "6" B pen. [locranoBnenus [IpaBurensctBa PO ot 31.05.2018 N 633)
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B) B OTHOIICHUH MPOU3BOAUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO M3JIENUsl - MOJHOE U (B ciyyae,
€ClIi HMMEEeTCS) COKpalleHHOE€ HauMEHOBaHHME, B TOM 4ucie (UPMEHHOE HauMEHOBAaHHE,
OpraHU3aIMOHHO-TIPaBOBast (popMa IOPUANIECKOTO JINIA, aAPEC MeCTa HaXOXKACHUS WiIH (paMUIns, UMS U
(B cimyuae, eciy UMEEeTCs1) OTUECTBO, PEKBU3HUTHI JOKYMEHTA, YAOCTOBEPSAIOIIETO JIUUYHOCTD, aJpec MecTa
KHUTEIbCTBA WHAMBHUIYATBHOTO TNpEANPHUHUMATENS, a Takke HoMmepa TeneoHOB M (B cilydae, eciu
MMeeTCs) aJjpec AIEKTPOHHON MOUTHI FOPUANUECKOTO JINIA WIH UHIUBUAYAIBHOTO IPEIPUHUMATENS;
(mm. "B" B pen. [ocranosnenus [IpaBurensctBa PO ot 17.07.2014 N 670)

[Ipumeuanue.

ITo. "r" n. 9 (B pen. IlocranoBnenus IlpaBurensctBa PO ot 31.05.2018 N 633) He npumeHnsiercs K
IPaBOOTHOLIEHUSM, CBSI3aHHBIM C OCYILECTBJIEHUEM T'OCYJapCTBEHHOM PErucTpaluy MEIUIMHCKUX
W3], BO3HUKIINIM 10 13.06.2018.

I') B OTHOIICHUU YIMOJHOMOYEHHOI'O MPEICTaBUTENS TPOU3BOIUTENS (M3TOTOBUTENS) - MOJTHOE U (B
cllydyae, €CJIM HMEETCs]) COKpallleHHO€ HauMEHOBaHHE, B TOM 4uClIEe (PUPMEHHOE HaMMEHOBAaHME,
OpraHM3aIMOHHO-TIPaBOBas (hopMa IOPUIAUYECKOTO JIMIA, alpec MECTa €ro HaXOXACHUS WIH (aMIIus,
uMs 4 (B cllydae, €CJIM UMEETCs) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIONIETO JTUYHOCTD, aApec
MeCTa )KHUTEIbCTBA MHANBUAYAIBHOTO NMPEANPUHUMATENS, a TAK)Ke HOMepa TeJaedOoHOB U (B cllydae, eciu
HMMEETCS) apec IEKTPOHHOM MOYTHI FOPUIUYECKOTO JIUIA W UHAUBUIAYaTLHOTO MIPEANPUHUMATEIIS;
(. "r" B pex. [locranoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

IIpumeuanue.

ITn. "a" o. 9 (B pen. Ilocranosnenus [IpaBurensctBa P® ot 31.05.2018 N 633) He npumeHseTcs K
MIPAaBOOTHOLIEHUSIM, CBSI3aHHBIM C OCYIIECTBIEHHUEM TOCYJAapCTBEHHON PpEerucTpanuy MeIULUHCKUX
n3enui, BosHUKIuM 10 13.06.2018.

1) B OTHOIIICHHUH JIUI[A, HA UMSI KOTOPOTO MOXET OBITh BBIAHO PETUCTPAIIMOHHOE YIOCTOBEPEHUE, -
nmoiHoe W (B clydae, €CIM HMMEETCs) COKpAalleHHOE HaWMEHOBaHHE, B TOM 4Hcle (QupMeHHOe
HAaUMEHOBAHHE, OPTaHU3AI[MOHHO-TIPaBOBas (hopMa IOPUIAMUECKOTO JINIA, aAPeC MECTa €ro HaXOXKICHHS
win haMumus, uMs 1 (B ciaydae, €Clid UMEETCs) OTYECTBO, PEKBU3UTHI JIOKYMEHTA, YIOCTOBEPSIOIIETO
JUYHOCTBH, aJIPeC MECTa KUTEIBCTBA WHANBUIYAIBHOTO TIPEIPUHAMATEIS, a TaAK)Ke HOMepa Telile(hOHOB
U (B ciydae, €Cld MMEETCs) aJipec SJIEKTPOHHOM MOYTHl IOPUAMYECKOTO JIMIA WM WHIWBUIYaTbHOTO
MPEeITPUHAUMATEIIS;

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

€) MECTO NMPOU3BOICTBA MEAUIIMHCKOTO U3/1ETHS;

) Ha3HAUYEHUE MEAMIIMHCKOTO U3/IENIUs, YCTaHOBJIEHHOE IIPOU3BOUTENIEM (M3TrOTOBUTENIEM);
(B pen. [locranoBnenus IlpaBurenscrea PO ot 17.07.2014 N 670)

3) BHJI MEIUIIMHCKOTO W3AENUsS B COOTBETCTBUM C HOMEHKJIATypHOU Kiaccudukarmei
MEIHUITMHCKNAX U3ICIHH;

M) KJacC NOTEHUUAJIBHOIO PHCKAa IPUMEHEHHS MEIULMHCKOTO W3JENHsl B COOTBETCTBUU C
HOMEHKJIATYPHOU Ki1accupukaneil MeTUIMHCKUX U31eIHi;
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K) ko OO0I1epoccuiickoro KiaccupukaTropa mpoAyKIIMH M0 BHIaM YKOHOMUYECKOU JIEATEIbHOCTH;
(. "x" B pen. [locranoBnenus [IpaBurenscrea PO ot 10.02.2017 N 160)

J) CBEACHHS O Croco0e MONMYYeHHS] PETUCTPAIMOHHOTO YAOCTOBEPEHHS, a Takke WH(pOpMAaInH,
CBSI3aHHOM C MPOIEAYPOH TOCYIapPCTBEHHON PETUCTPAIIUU MEIUITUHCKOTO U3CIIHS.

10. Jlyis rocyqapCTBEHHOM pETUCTpaliiy MEAUIMHCKOTO U3AeNUs (3a UCKIIOYEHUEM MEIUIIMHCKUX
W3JIeJIHi, BKIIFOUEHHBIX B MIEPEUYEHb) MPEICTABIISIFOTCS CIEAYIOIIUE TOKYMEHTHI:
(B pen. [locranoBnenus IlpaBurenscrea PO ot 18.03.2020 N 299)

a) KOMUS JIOKyMEHTa, TMOJATBEPKIAIONIET0 TIOJTHOMOYHUS YIIOJHOMOYEHHOTO TMpeICTaBUTENs
MIPOU3BOUTEINS (U3TOTOBUTENIA);
(B pen. ITocranornenus IIpaButensctBa PO ot 17.07.2014 N 670)

0) cBeIeHHs] O HOPMATUBHOM JOKYMEHTAIIMHU HAa MEIUIIMHCKOE U3/IEIIHE;

B) TEXHUUYECKAs JOKyMEHTAIHsI TPOU3BOANTENS (M3TrOTOBUTEINS) HA MEUIIMHCKOE U3/ICIIHC;
(8 pen. [locranosnenwuii [IpaButenscrea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

T') SKCIUTyaTallMOHHAs TOKYMEHTALUs TPOU3BOIUTENS (M3TOTOBUTENS) HA MEIUIIMHCKOE U3/IENNe, B
TOM YHCJI€ UHCTPYKIUSA 110 TPUMEHEHHUIO UM PYKOBOJICTBO IO SKCIUTYaTallMd MEIUIIUHCKOTO U3/IEIIHS;
(B pen. ITocranornenwnii [IpaButenscrBa PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

n) Qororpapuueckre H300pakeHUs OOLIEro BUAA MEIUIMHCKOTO M3JENus BMECTE C
MPUHAIIICKHOCTAMU, HEOOXOJUMBIMU JUIl TNPUMEHEHHUs MEIUIUHCKOIO H3JeNus 10 Ha3HAuYeHUIo
(pa3zmepom He MeHee 18 x 24 canTumerpa);

(8B pen. ITocranoBnenus Ilpasutenscrea PO ot 17.10.2013 N 930)

e) JOKYMCHTHI, IIOATBCPKAAIOIIUEC PE3YIIbTAThl TCXHUYCCKUX HCIBITAaHUH MEAUIIMHCKOI'O U3ACIIHNA,

)K) AOKYMCHTBI, IOATBCPIKAAOMINE PE3YIIbTAThl TOKCUKOJIOTHUYCCKUX HCCEIOBaHUN MEIUIIMHCKOIO
H3CJIMA, UCIIOJIB30BAHUEC KOTOPOI'0 MpeAnojaaracT HaJIM4ue KOHTaKTa ¢ OpraHu3MOM YCJIOBCKA,

3) JOKYMEHTbI, IMOATBEP)KIAIOIIME pPE3YyJIbTaThl HCHBITAHUA MEIUIMHCKOTO W3JeiIMs B IENsiX
YTBEPKACHUSI THUIIA CPEACTB H3MEPEHUN (B OTHOLIEHHMM MEAUIMHCKUX W3JENUNA, OTHOCSIIUXCS K
CpeAcTBaM M3MepeHHil B cepe rocyJapCTBEHHOTO PeryJlupoBaHus 0O0ecreueHusl eTMHCTBA U3MEPEHUH,
nepeyeHb KOTOPBIX yTBepKaaeTcst MUHHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickoit denepanun);

I/I) OIMUCb NOKYMCHTOB;

[Ipumeuanmue.

[Tn. "k" m. 10 (B pen. IlocranoBnenus [IpaBurensctBa PO ot 31.05.2018 N 633) He npumeHsieTcs K
MPABOOTHOLICHUSIM, CBSI3aHHBIM C OCYIIECTBJIEHHUEM TOCYJAapCTBEHHOM pErucTpanuu MeAUIMHCKHX
H3JeIni, BO3HUKIINIM A0 13.06.2018.

K) JJ11 MEOUTTUMHCKUX I/ISJIGJ'II/Iﬁ 1 xmacca MOTCHUHUAJIIBHOTO pUCKa MPUMCHCHHA W MCIUIMHCKUX
PI3,Z[CJ'IHI>1 T JMarHOCTHUKH in vitro - CBCACHUS, NOATBCPIKAAOIINEC KIIMHUYCCKYIO S(I)(I)CKTI/IBHOCTB n
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0€30IMacHOCTh MEIUIIMHCKUX H3/IEIINH;
(. "x" B pen. [locranoBnenus [IpaBurenscrBa PO ot 31.05.2018 N 633)

J) TPOEKT TJIaHA KIMHUYECKUX HUCTIBITAHUN MEIUITMHCKOTO HU3JIENHsl ¢ OOOCHOBBIBAIOIIUMHU €TO
Marepuaiamu (B cirydae, €Clid UMeeTCs);
(. "n" BBeneH [locranosnenuem [pasurenscrea PO ot 17.07.2014 N 670)

[Ipumeuanue.

[T, "m" m. 10 (B pen. Ilocranosnenus IlpaButensctBa P® ot 31.05.2018 N 633) He npumensiercst K
MIPABOOTHOUICHUSIM, CBSI3aHHBIM C OCYIIECTBICHHUEM TOCYJAapCTBEHHON perucTpanuy MeIULIUHCKUX
W3], BO3HUKIINIM 10 13.06.2018.

M) CBEICHHS O BBIAAHHBIX PETHCTPUPYIOLUIMM OPraHOM pa3pelIeHUSX Ha BBO3 MEAMIMHCKUX
U3JIENIMA C LENbI0 WX TOCYJApCTBEHHOH perucTpanuu (s METUIMHCKUX H3JIETHH HHOCTPAHHOTO
IIPOU3BOCTBA);

(nm. "m" BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 31.05.2018 N 633)

[Tpumeuanwue.

[T, """ m. 10 (B pen. [ocranoBnenus [IpaBurensctBa PO ot 31.05.2018 N 633) He npumeHsieTcs: K
MIPAaBOOTHOUICHHSIM, CBSI3aHHBIM C OCYIIECTBICHHUEM TOCYJAapCTBEHHON perucTpanuy MeIuLIUuHCKUX
W3], BO3HUKIINIM 10 13.06.2018.

H) KONMHM  JOKYMEHTOB, TIOATBEPXJIAIOIIMX  KAa4deCTBO  JICKAPCTBEHHOTO  Mperapara,
(bapmarieBTHYECKON CyOCTaHIIMHM, OMOJOTMYECKOTO0 Marepuaja M WHOTO BEIeCTBa, C HCIIOJIB30BAaHUEM
KOTOPBIX TPOM3BENECHO MEIMIMHCKOE H3JEeNUe WIM KOTOpbIE BXOJSAT B €ro COCTaB U KOTOpPHIE
NpeJHA3HAYCHBI JUIi MPUMEHEHHWsS TOJNBKO C YYeTOM HAa3HAYCHUS MEIUIIMHCKOTO  H3Cius,
OIPEAETICHHOTO TPOU3BOJMTENEM, W BBIIAHHBIX B COOTBETCTBUH C 33aKOHOJATEIBCTBOM CTPaHBI
MPOMCXOXKICHUS JIEKAPCTBEHHOTO Tpernapara, (papMaleBTUYeCKOW CyOCTaHIMK, OWOJOrHYeCKOro
Marepuasa ¥ ’HOTO BEIIeCTBa.

(mm. "H" BBeneH [locranoBnenuem [pasutensctBa PO ot 31.05.2018 N 633)

11. B cny4yae ecnu JOKyMEHTHI, ykazaHHble B MyHKTe 10 Hacrosimux [IpaBumi, cocTaBieHbl Ha
WHOCTPAHHOM $I3bIKE, OHHM MPEJCTABISIOTCS C 3aBEPEHHBIM B YCTAHOBJICHHOM IOPSJIKE TEPEBOIOM Ha
PYCCKUH SA3BIK.

(B pen. [Tocranosnenus [IpaBurensctea PO ot 17.07.2014 N 670)

12. Cpoku 1 1ocnen0BaTeNbHOCTh aIMUHUCTPATUBHBIX NPOLIEYpP U aIMUHUCTPATUBHBIX ACHCTBUI
PETUCTPUPYIOIIETO OpraHa yCTaHABIMBAIOTCA pPa3padaThIBAEMbIM B COOTBETCTBUU C IOCTAHOBJIEHHEM
IIpaButenscTBa Poccuiickoit @enepanuu ot 16 mas 2011 r. N 373 agMUHHCTpaTUBHBIM PErIaMEHTOM
MIPEAOCTABIIEHUS] TOCYTapCTBEHHOM YCIIYTH 110 TOCYAAPCTBEHHOM PErMCTPALMHN MEAUIIMHCKAX U3IEITHI.

13. 3asBneHHEe O perucTpaly 1 JOKYMEHTHI, IpeycMoTpeHHble yHKToM 10 Hactosmux IlpaBu,
MIPEICTABIISIOTCS 3asSBUTENIEM B PETHCTPHPYIONINI OpraH Ha OyMa)KHOM HOCHTEIE HEITOCPEICTBEHHO WIIH
HaMpaBJISIIOTCS 3aKa3HBIM MTOYTOBBIM OTIIPABJICHHEM C YBEIOMJIEHHEM O BPYUYEHUHU M OINHUCHIO BIOKEHUS
100 B 3NIEKTPOHHOH (popMe, MOANMCAHHBIE 3JEKTPOHHON MOAMHUCKHIO.
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Peructpupyromuii opran NIpuHUMAET 3a8BJICHUE O PETUCTPAIUU U JIOKYMEHTBI, MPEyCMOTPEHHBIE
nynkToM 10 Hactosiux IlpaBui, mo omucu, KOMUs KOTOPOM C OTMETKOH O Jare mpHemMa yKa3aHHbBIX
3asBJICHUS U JOKYMEHTOB B JICHb IpHEMa BPYYAETCs 3asBUTEIIO0 WM HAMpPaBIISETCS €My 3aKa3HbIM
MIOYTOBBIM OTIIPABJICHUEM C YBEAOMJICHHEM O Bpy4YeHUH JUOO B 3JIEKTPOHHOU (opMe MO
TEJIEKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3U.

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

14. Peructpupyrommii opraH He BIpaBe TpeOOBaTh OT 3asBUTENS YKa3blBaTh B 3asBICHHH O
pETHCTpalMM CBEICHMs, HE IpEeAyCMOTpPEHHbIe IyHKTOM 9 Hacrosmux IlpaBwin, u npencraBisTh
JOKYMEHTBI, HE IpeycMOTpeHHble MyHKTOM 10 HacTosamux [IpaBui.

15. B Teuenne 5 paboumx AHEH CO JHS MOCTYIUICHUS 3asBICHHS O PETHUCTPALMH M JOKYMEHTOB,
npeaycMOTpeHHbIX NyHKTOM 10 Hacrosmmx [IpaBui, perucTpupyrommuii opraH NPOBOAUT HPOBEPKY
MOJTHOTHI M JIOCTOBEPHOCTH COZAEPIKAIIMXCS B HUX CBEACHHI, B TOM YHCJIE IyTEM CPaBHEHUS TaKHX
CBEIEHUI CO CBEICHHSIMH, NPEACTABICHHBIMA B MOPSAKE MEXBEIOMCTBEHHOIO WH(POPMAIMOHHOTO
B3aUMOJICHCTBHS.

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

16. B cinywae ecinu 3asBICHHE O PErUCTpAlMU O(QOPMIICHO C HapyIIEHUEM IOJOXKEHUH IMyHKTa 9
HacToamux IlpaBun u (Wau) B 3asBI€HUM YKa3aHbl HEJIOCTOBEPHBIE CBEJIEHUS JMOO JOKYMEHTHI,
npegycMoTpeHHble  NmyHKTOM 10  Hacrosmmx IlpaBwi, mnpenacraBieHsl HE B IOJHOM  00BEME,
PETUCTPUPYIOIIMM OpraH BpYyYaeT 3asBUTENIO YBEAOMJIEHHME O HEOOXOIMMOCTH YCTPAaHEHHUS B
30-n1HEeBHBI CPOK BBIABJICHHBIX HApyHIEHWH U (WIM) TPEICTaBIE€HUS JOKYMEHTOB, KOTOpbIE
OTCYTCTBYIOT, JIMOO HamNpaBise€T TaKOE YBEJIOMJIEHHWE 3aKa3HbIM IOYTOBBIM OTIPABIEHUEM C
YBEIOMJICHUEM O BPYYEHHU WM B (DOpME 3IIEKTPOHHOIO JTOKYMEHTa, IMOJAMUCAHHOIO 3JIEKTPOHHOU
MOJIHUCHIO, TH00 B 3JIEKTPOHHOM (pOopMe 10 TeTeKOMMYHHUKAIIMOHHBIM KaHaJlaM CBSI3H.

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

YBenomiieHHE B CIIy4ae €ro HalpaBJICHUS 3aKa3HBIM TIOYTOBBIM OTIPABIICHUEM CUYUTACTCS
MOJIy4E€HHBIM 110 ucTeueHnH 10 pabouymnx qHEH ¢ AaThl HAMPaBICHUS YBEIOMIICHUS.
(a63ar BBeneH [loctanonenuem Ipasutenscta PO ot 31.05.2018 N 633)

17. B Teuenue 3 paboumx AHEH cO THSA NPEACTABICHUS HAAJEKaAIIUM 00pa3oM OQOpPMIEHHOIO
3asIBJICHUS O PETUCTPALMU U B MTOJIHOM 00BbEME IOKYMEHTOB, IPEyCMOTPEHHBIX MYHKTOM 10 HacTosImux
IIpaBun, a Takxke B ciiyyae ycTpaHeHMs B 30-THEBHBIH CpPOK BBISBICHHBIX HapylleHUH M (WiIn)
MPEACTABICHUS JOKYMEHTOB, IIPENYCMOTPEHHBIX IMyHKTOM 10 Hactosmmx IlpaBumin, peructpupyromuii
OpraH IPUHUMAET PEILIECHUE O Hayajle TOCYAapCTBEHHOW PEruCTpaliui MEAULIMHCKUAX U3IETIUN.

18. B ciywyae ecnu B 30-gHEBHBIH CPOK HE YCTpaHEHBI BBISBICHHBIE HapyUIeHHs U (UJIH) HE
MIPEICTABICHbl TOKYMEHTHI, KOTOpPBIE OTCYTCTBYIOT, PErMCTPUPYIOLIMI OpraH INPUHUMAET pEIICHHE O
BO3BpATE 3asBJICHUS O PETUCTPALIMU U JOKYMEHTOB, MPeAyCMOTPeHHBIX MyHKTOM 10 HacTosimux [IpaBu,
C MOTMBHPOBAHHBIM O0OCHOBAHHUEM NPUYMH BO3BpaTa.

19. T'ocynmapcTBeHHasi pErucTpanysi MEIUIMHCKUX W3AeNUA (32 HCKIIOYCHHEM MEIUIIMHCKUX
U3JI€INH, BKJIIOYEHHBIX B IEPEYEHb) OCYLIECTBIISIETCS PETHCTPUPYIOLIMM OpPraHOM B CpOK, HE
npeBbimaronuii 50 pabounx IHEN co HS NPUHATUS PEUIeHHs 0 Hayalle TOCYJapCTBEHHON perucrpaiuu
MEAULMHCKUX U3JIETHUH.

(B pen. ITocranosnenus [IpaButenscTBa PO ot 18.03.2020 N 299)
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Cpok mpoBeleHMs] KIMHUYECKUX HUCHBITAHUN METUIMHCKOro u3zenus B S50-IHEBHBIA CpPOK HE
BKJIFOYAETCS.

20. B Tewenme 3 pabouymx AHEH CO JHS TPUHATUS PEUICHWS O Hadale TOCYIapCTBEHHOU
perucTpany MEAMIUHCKUX HW3JENUH (32 HMCKIIOYCHHUEM MEIUIIMHCKUX W3/CIHi, BKIIOYCHHBIX B
MepeueHb) PErHCTPUPYIONINI opraH odopmiiieT W BBIJACT 3aJaHHE HA TPOBEACHHE OKCIICPTH3BI
KadyecTBa, 3 pekTuBHOCTH U 0€30MaCHOCTH MEIUITMHCKOTO H3/eius (eaepaibHOMy rocy1apcTBEHHOMY
OIOPKETHOMY YUPEKICHHIO, HAXOSIIEMYCSl B BEICHUU PETUCTPUPYIONIETO OpraHa (Jajiee - SKCIepTHOE

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

21. Dkcneptusa kavecTBa, d3P(HEKTUBHOCTH M OC30MACHOCTH MEIUITMHCKOTO W3JICTUs MPOBOIUTCS
SKCHEPTHBIM YUYPEXKJACHUEM MO3TAllHO B COOTBETCTBUM C MOPSAIKOM, YTBEpKIaeMbiM MUHHCTEPCTBOM
3napaBooxpanenus Poccuiickon denepannmu:

a) Ha [ aTane oCyIIecTBISIETCS IKCIEPTH3a 3asBJICHUS O PETUCTPAIMU M TOKYMEHTOB, YKa3aHHBIX B
nynkte 10 wHactosmmux [IpaBuin, nns ompeaeneHuss BO3MOXKHOCTH (HEBO3MOXHOCTH) MPOBEACHHUS
KJIMHUYECKUX UCHBITAHUN METUIIMHCKOTO W3JeNus (3a MUCKIIOYECHUEM MEAMIMHCKUX u3aenuid 1 kimacca
MOTEHIIUAJIBLHOTO PHCKA MPUMEHEHUS M MEIUIMHCKUX M3ICeNUN AN AUArHOCTUKM In Vitro, a Takxke
MEIUIIMHCKUX U3CIINNA, BKIFOYCHHBIX B TIEPEUCHb);

(B pen. ITocranornenwnii [IpaButenbctBa PO ot 31.05.2018 N 633, ot 18.03.2020 N 299)

0) Ha Il sTane ocyiecTBIseTCS HKCIEPTU3A MOJHOTHI U PE3YJIbTATOB IMPOBEIACHHBIX TEXHUUYECKUX
UCIBITAaHNHN, TOKCUKOJIOTUYECKUX UCCIIEJOBAHUM, KIMHUYECKUX UCIIBITAHUH, a TAK)KE MCIBITAHUH B LIETAX
YTBEPKACHUSI TUIIA CPEACTB H3MEPEHUN (B OTHOUIEHHMM MEAUIMHCKUX W3JEIUNA, OTHOCSIIUXCS K
CpeAcTBaM M3MepeHHil B cepe rocyJapCTBEHHOTO pEryJupoBaHus 0O0ecrieueHusl eIMHCTBA U3MEPEHNUH,
nepeueHb KOTOPBIX yTBepxkaaeTcss MuHuCTepcTBOM 31paBooxpaHenust Poccuiickoit @enepauun) (nanee -
HKCHEPTH3a MOJHOTHI U PE3YJIbTATOB UCTIBITAHUN U UCCIIEOBAHUI).

21(1). Ilpu npoBeneHUH SKCNEPTU3bl KauecTBa, d3(PPEeKTUBHOCTH U O€3011aCHOCTU MEIUIMHCKOTO
uzzenus (Ha o00M dTarne) He JONYCKaeTCsl UCTPeOOBaHUE SKCIIEPTHRIM YUPEXKIEHUEM Y 3asiBUTENS TUO0
MHBIX JIULl MaTepUajIoB, HEOOXOIUMBIX JJIsl IPOBEACHUSI SKCIIEPTHU3HI.

B ciyyae HEZOCTAaTOYHOCTH JIsI BBIHECEHHS DKCIIEPTOM 3aKIIOUEHUS MAaTEpUAIOB U CBEACHUM,
CoIepXallMXcs B IPEACTABICHHBIX 3aABUTENEM 3adBICHHMM O PErUCTpallMM M JOKYMEHTaXx,
npeaycMOTpeHHBIX MyHKTOM 10 HacTtosimmx IIpaBui, 3KcnepT CTaBUT BONPOC O MPEJCTABICHUU €My
HEOOXOJIMMBIX MaTepUaloB U CBEIACHHUM Iepel PYKOBOAUTENEM JKCHEPTHOTO YUPEKACHUS, KOTOPBIH
oOparaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B PErHCTPUPYIONINI OpraH, BBIAABIIANA 3aJaHUE Ha
MIPOBEACHUE IKCIEPTU3bI. Peructpupyronuii opraHn B TedeHHe 2 pabOuux IJHEH CO JHS TOCTYIUICHUS
3ampoca PYKOBOAMUTENS JKCIEPTHOIO YUYPEKIAECHUSI HAIPABILIET 3asBUTENIO 3alpOC O MPEACTaBICHUU
HEOOXOJMMBIX CBEICHHHM C yKa3aHMEM XapaKTepa 3aMeYaHHi M Croco0a WX yCTpaHEHHWs. Y Ka3aHHBIN
3apoc HAMpaBSETCsl OJHOKPATHO Ha KaXKIOM JTale SKCIEePTH3bl KadecTBa, 3(PPEKTUBHOCTU W
0€30MacCHOCTH MEIUIMHCKOTO M3 U MOXKET OBbITh MepelaH YHNOJTHOMOYEHHOMY IpPEACTaBUTEIIO
3aBUTENS JIMYHO NOJ PACHUCKY, HAIPaBJIEH 3aKa3HbIM IOYTOBBIM OTIPABIEHUEM C YBEIOMIIEHHEM O
BPYUYEHUU WIH TMEpPEeAaH B DJIEKTPOHHOH (opMe MO TeJIEKOMMYHHKAIMOHHBIM KaHajdaM CBSI3U JTMOO B
(bopMe IMEKTPOHHOTO JJOKYMEHTA, IMOANMCAHHOTO 3JIEKTPOHHOM MOIMHUCHIO.

(B pen. [locranosnenus IlpaBurensctBa PO ot 31.05.2018 N 633)
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3asBuTenb O0053aH MPEACTaBUTH OTBET Ha 3alpoC PETHUCTPUPYIOIIETO OpraHa B CpPOK, HE
npeBbIaronui 50 pabounx AHEH Co JHs MOJIYYeHHs TOTo 3ampoca. B Teuenue 2 pabouux gHe# co qHs
MOCTYIJICHUS OT 3asBUTENS OTBETa Ha 3alpOC PETUCTPUPYIOLUIMNA OpPraH HampaBiisieT TaKOW OTBET B
JKCIIEPTHOE yupexknaeHue. B ciayuyae HempencraBieHust mo ucredeHud 50 paboumx nHeEH 3asBUTENIEM
OTBETa Ha 3allpOC PETUCTPHUPYIOIIUNA OpraH B TeueHUe 2 paboumx JHEH HaIpaBisieT B JKCIEPTHOE
yUpEKIECHUE YBEOMIICHUE O HEMPEICTABICHUU 3asiBUTEJIEM OTBETA Ha 3allpOC PETUCTPUPYIOIIETO OpraHa
JUTSL TIOJTOTOBKH 3aKJIIOYEHUS IKCIIEPTHOTO YUPEKICHUS HA OCHOBAHUM JOKYMEHTOB, UMEIOIIUXCS B €ro
pacnopsHKeHUU.

Bpems co nHs HampaBlIeHMs 3anpoca PErMCTPUPYIOLIETO OpPraHa A0 JHs IIOJIy4eHHUs OTBETa Ha
3aIpOC WM YBEIOMJIEHHS O HEIPEICTABICHUM OTBETA HA 3alpOC HE YUUTHIBAETCSA IPU MCUUCICHUU
CpOKa MPOBEJCHUS YKCIIEPTH3BI KauecTBa, 3 (HEKTUBHOCTH 1 O€30MMaCHOCTH MEAUIIMHCKOTO U3/IEIHSI.

B cnywyae ecnm oTBeT Ha 3ampoc, a TakKe MpuUilaraeéMble K HEMY JOKYMEHTBHI COCTaBIIEHBI Ha
WHOCTPAHHOM $I3bIKE, OHHM IPEICTABISIOTCS C 3aBEPEHHBIM B YCTAHOBJICHHOM IIOPSIKE TEPEBOJOM Ha
PYCCKUU A3BIK.

(a63an BBeneH [loctanonenuem IpaButensctBa P® ot 31.05.2018 N 633)

[Tpu BBISBICHUM PETUCTPUPYIOIIMM OPTaHOM B IPEICTABICHHBIX 3asBUTENIEM B OTBET Ha 3aIpoc
JOKYMEHTaX HEJIOCTOBEPHBIX M (WMJIM) HEIOCTATOYHBIX JAHHBIX WU JOKYMEHTOB, COCTaBICHHBIX HWIIH
COJIEp>KalINX TEKCT Ha HMHOCTPAHHOM sI3bIKe 0€3 MepeBo/ia B YCTAHOBJICHHOM MOPSAKE HA PYCCKHM S3BIK,
PETHCTPUPYIONIMIA OpraH B TeYeHHE 2 pabouymx JHEH BpydaeT (HAmpaBlseT 3aKa3HBIM ITOYTOBBIM
OTIIPaBJICHUEM C YBEJOMIIEHUEM O BPYYEHHU WIH B (OpME DIEKTPOHHOTO JOKYMEHTa, MOJIMUCAHHOTO
ANEKTPOHHOU TMOANMCHIO, JTUOO B 3JIEKTPOHHOW (opMe MO TEIEKOMMYHUKALMOHHBIM KaHallaM CBSI3H)
3asIBUTEII0 PEIIEHUE O BO3BpaTe YKa3aHHBIX JOKYMEHTOB C MOTHBHPOBAaHHBIM OOOCHOBaHWEM MPUYHH
BO3BpaTa M COOOIIEHHWEM O BO3MOXKHOCTH TIOBTOPHOTO IPEJICTABJICHUS 3asBHTENEM JO ucTedeHus S50
pabounx JHEW co MAHS TOJy4eHHUs 3ampoca JopabOTaHHBIX JOKyMEeHTOB. [Ipu HempencTaBieHHH
3asBUTENIEM B YKa3aHHBIH CPOK 3ampaliiBacMbIX MAaTEPHAJIOB W CBEJACHHUN JKCIEPTH3a KadecTBa,
3¢ deKTUBHOCTH ¥ 0€30MacCHOCTH MEIULMHCKOTO U3JENUs MPOJOIHKAeTCd MO HaXOIAIIMMCS B
pPacTOpPSHKCHHH  DKCIIEPTHOTO  YUPEKACHHS paHee TMPEACTABICHHBIM 3asBUTEIIEM JIOKYMEHTaM H
CBEICHUSIM, COJIEPIKAILIUMCS B PETUCTPAIIMOHHOM JIOCKE.

(a63ary BBesien [locranosnenuem [paBurensctea PO ot 31.05.2018 N 633)
(m. 21(1) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 17.07.2014 N 670)

22. Ha I srame skcnepTussl kauecTBa, 3((PEKTUBHOCTH M O€30MACHOCTH MEIUIIMHCKOTO H3JEIHS
AKCIIEPTHOE YUPEKJEHHE B CPOK, HE mpeBblmamuid 20 paboynx THEH co HS MONY4YCHHS 3aTaHHUs,
OCYILIECTBIISIET CAEAYIOLINE MEPOTIPUATHS:

a) IPOBEACHUE DKCIIEPTU3bI 3asBJIEHUS O PErUCTPALlMU U JOKYMEHTOB, IPEAYCMOTPEHHBIX TYHKTOM
10 nacrosmux IlpaBun, g onpeaeneHUs] BO3MOXKHOCTU (HEBO3MOXKHOCTH) MPOBEICHUS KIMHUYECKHX
UCIBITAHUN MEIULIMHCKOTO U3ENNS;

0) odopmileHHE W HANpPABJICHHE B PETHUCTPUPYIOMIMK OpraH 3aKIIOYeHUS O BO3MOXXHOCTH
(HEBO3MOXKHOCTH ) TIPOBEJCHUS KIMHUYECKUX HCTIBITAHUA MEIUIIMHCKOTO MU3/Ieus (C yKa3aHUEM MPUYUH
1 000CHOBaHHMEM HEBO3MOXHOCTH WX IPOBEICHUs), (opMa KOTOPOTO YyTBEpKIaeTcsi MHUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanuu.

23. OcHoBaHUEM IJIs1 BBIHECCHUA OJKCICPTHBIM YYPCIKIACHHUCM 3aKIIIOYCHHUA O HEBO3MOXXHOCTHU
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MIPOBEJICHUS] KIIMHUYECKUX HCIBITAHUNA MEIUITMHCKOTO M3JCNUs U HEBO3MOXKHOCTH TOCYAapCTBEHHOM
perucTpary MeJIUIUHCKOTO U3CITHUS SIBIISICTCS:
(B pen. Ilocranosnenus [lpaButenscta PO ot 17.07.2014 N 670)

a) HECOOTBETCTBHE MEAMIMHCKOIO H3AeNnusi TpeOOBaHUSM HOPMATUBHON JOKYMEHTAIlUH,
TEXHUYECKOMN U (MJIM) SKCIUTyaTallUOHHON JOKYMEHTAIIMU MPOU3BOIUTENS (M3TOTOBUTEIIA);
(B pen. ITocranosnenuii [IpaBurenanctea PO ot 17.10.2013 N 930, ot 17.07.2014 N 670)

0) OTCYTCTBHE JIOKA3aTEILCTB 0€30MaCHOCTH MEIUIIMHCKOTO U3/ICIHS.
(B pen. ITocranosnenus [IpaButensctBa PO ot 17.07.2014 N 670)

24. Peructpupyroliuii opraH B TE€YeHHE 5 pabouyux OHEH cO JHS IOJIy4E€HUS OT SKCIEPTHOIO
YUPEXIECHUS 3aKIOYEHUS O BO3MOYKHOCTH (HEBO3MOXKHOCTH) IPOBEACHUS KIMHMYECKHX HCIBITAHUN
MEIULUHCKOTO U3/IENIUS OCYIIECTBIISIET CIEAYIOINE MEPOIIPUATHSL:

a) OLEHKA 3aKJIIOYCHHMS JUI ONpPEAETICHUS COOTBETCTBUS 3aJlaHMI0 HA TPOBEACHUE DKCIIEPTU3BI
Ka4ecTBa, A(PQPEKTUBHOCTH M OE30MACHOCTH MEIMLIMHCKOro wu3aenus. B cimydae ycraHoBIeHUS
HECOOTBETCTBHS 3aKJIIOYEHUS JKCIIEPTHOTO YYPESKACHHUS YKA3aHHOMY 3aJaHUI0 TaKOe 3aKIIOYCHUE
BO3BPAILACTCS B HKCIIEPTHOE YUPEXKJICHHUE Ha 10pabOTKY, CPOK KOTOPOH COCTaBIsEeT He Ooiee 2 pabounx
JHEH cO THS MOJTYYEHHS YKCIIEPTHBIM YUPEXKICHHEM BO3BPALIEHHOTO 3aKIIOYCHUS;

(B pen. [locranoBnenus IlpaBurenscrea P® ot 31.05.2018 N 633)

0) NpuHATHE pELIeHUs O BbIJaue pa3pelieHHs Ha IPOBEJACHHUE KIMHUYECKUX HCIBITAaHUN
MEAUIMHCKOTO0 M3JeNid WM 00 OTKa3e B TOCYJapCTBEHHON pPETruCTpalvyd MEIUIUHCKOTO W3JeNHs,
KOTOpoe o(opMIIsIETCsl PUKAa30M PErHCTPUPYIOLIET0 OpraHa, M YBEJIOMIIEHHE 3asBUTENIS O MPUHIATOM
pelIeHnu;

B) BblJlaua (HaNpaBJIeHUE 3aKa3HBIM MTOYTOBBIM OTIPABICHUEM C YBEJIOMIIEHUEM O BPYYCHHH WJIU B
(dbopMe FNEKTPOHHOTO TOKYMEHTA, MOJMUCAHHOTO 3JIEKTPOHHOW IMOANUCHIO) 3asiBUTEINI0 pa3pellieHus Ha
IIPOBEICHNE KIMHUYECKUX MCIBITAHUM MEIWIUHCKOro H3/enus, (GopMa KOTOPOTo YTBEp)KAAeTcs
PETUCTPUPYIOIIUM OPTaHOM, M BHECEHHE COOTBETCTBYIOIIMX CBEJCHHUI B pEECTp BBIJAHHBIX Pa3peLICHUM
Ha TIPOBEICHUE KIMHUYECKUX HCIBITAHUN MEIUIMHCKOTO M3JENNs, IMOPSINOK BEACHHUS KOTOPOIO
YTBEP)KAAETCS PErMCTPUPYIOLIMM OpraHoMm, JHOO yBeaomiieHHe o0 OTKa3e B TOCYAapCTBEHHOM
pETUCTpalKM MEJUILIMHCKOTO U3/I€IUs C YKa3aHUEM ITPUYMH OTKas3a.

25. OcHOBaHUEM JJIsl MPUHATUS peUIeHus] 00 OTKa3e B TOCYNAapCTBEHHOM pPErHCTpalluy SIBISIETCA
[IOJIyYEHUE PETUCTPUPYIOIIMM OPraHOM OT DKCIEPTHOIO YUYPEKICHHUs 3aKIIOYEHHS O HEBO3MOXKHOCTH
MIPOBEACHUS KIIMHUYECKUX UCIBITAHUI MEIUIIMHCKOTO U3/IEIHSI.

26. KnuHuyeckre UCTIbITAHUS MEAUIIMHCKOTO U3JIEIHs, 32 UCKIIOYEHNEM MEIUIMHCKUX U31enui 1
KJlacca TOTCHIMAIBHOTO PHUCKAa TPUMEHEHUS W MEIUIIMHCKAX W3JeNUH Ui JTUarHOCTHKH in Vitro,
OCYILIECTBISIIOTCS B paMKax OLIGHKH COOTBETCTBHS, IMOPSJIOK IPOBEACHUS KOTOPOU YTBEpiKIaeTcs
MununcrepcTBoM 31paBooxpanenus Poccuiickoit @enepanuu.

(B pen. [locranoBnenus IlIpasurenscrBa P® ot 31.05.2018 N 633)

Knuandeckue uCOBITaHUS MCECIUIIMHCKOT'O M3JCJIHA, 3a HCKIHYCHHCM MCIUITMHCKHUX m3menui 1
KJIaCCa NMOTCHUHUAJIBHOI'0 PUCKAa MPUMCHCHUSA U MCIHUIUHCKHUX W3ICIUNM IS JUAarHOCTHUKU in VitI'O, a
TaKXKE MCIUIMHCKUX HSHCHHﬁ, BKJIFOYCHHBIX B MEPCUYCHDb, IMPOBOAATCA Ha OCHOBAHHWH PA3PCHICHUA Ha
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MPOBEICHUE KIMHUYECKUX MCIBITAHHUHA, BEIJAHHOTO PETHCTPUPYIOLIMM OPraHOM, a TaKKe 3aKI0YEeHUs 00
TUYECKOW OOOCHOBAHHOCTH IMPOBEJIEHHS KIMHUYECKUX HCIBITAHUN, BBIJAHHOI'O COBETOM IO 3THKE
MunucrepcrBa 3apaBooxpanenuss Poccuiickon denepanuu, B Ciaydasx, YCTAaHOBJICHHBIX YKAa3aHHBIMU

[IpaBunamu.
(B pexn. [locranosnennii [IpaButenscrBa PO ot 31.05.2018 N 633, ot 18.03.2020 N 299)

CocTtaB yka3aHHOIO COBETa IO 3THUKE U IIOJOKEHHE O HEM YTBEpkKAAarTcsi MHHHCTEPCTBOM
3apaBooxpanenus Poccuiickori denepannu.

KimHudeckue HCHBITaHUS MEAMIMHCKOIO M3JENHs MPOBOIATCS B MEIULMHCKUX OpraHU3alUsX,
OTBEUAIOUIMX TpeOOBaHUSM, YTBEP)KIEHHbIM MUHHMCTEPCTBOM  31paBooxpaHeHuss Poccuiickoit
@enepanyy. YCTAaHOBIEHHE COOTBETCTBHUS  MEIUIMHCKMX  OpraHM3aluil  3THUM  TpeOOBaHUIM
OCYLIECTBJISETCS PETUCTPUPYIOIIMM OPraHOM B MOPSJKE, YCTAHOBJICHHOM YKa3aHHBIM MUHUCTEPCTBOM.

27. IlepedyeHb MEAMIIMHCKUX OPTaHU3AIMNA, UMEIOIIUX MPABO MPOBOAUTHh KIMHUYECKHE UCIBITAHUS
MEIUIIMHCKUX W3JIeTUH, U PEeCTp BBIJAHHBIX PA3PEIICHUN Ha MPOBEICHUE KIMHUYECKUX HCIIBITAHUN
MEIUIMHCKUX HU3JENHH ONMyONMKOBBIBAIOTCS U PAa3MEIIAIOTCS  PETHCTPUPYIONIMM  OPraHOM B
YCTaHOBJICHHOM UM TOpsIAKE Ha CBOEM OQUITHATEHOM cauTe B
nH(OPMAaLIMOHHO-TEIIEKOMMYHUKAITMOHHOM ceTtn "MHTepHeT".

28. Ilpu mpuHATHM pELIEHUS O BblAaue pa3pellieHus Ha NPOBEIACHHE KIMHUYECKUX HCIBITAHUN
MEIULUHCKOTO H3JIeNIUs PETUCTPUPYIOLIUI OpraH NpUHUMAeT pelIeHHe O [PUOCTAaHOBICHUU
roCy/1lapCTBEHHON PETUCTPALMU MEIULMHCKOIO U3JENNs 10 JAHS MPUHATHUS PEIICHUs PETUCTPUPYIOIIErO
oprasa O BO300HOBJIEHHH T'OCYAApPCTBEHHOM pEerucTpalvi MEAULMHCKOTO U3JENusi, B COOTBETCTBUU C
nyHkToM 30 Hactosuux [Tpasui.

29. O KIMHMYECKMX HCHBITAHUAX MEOUIMHCKOTO  M3AENHS  3aiBUTENb  YBEIOMIISIET
PErUCTPUPYIOIINI OpraH B TeUCHHE 5 pabounXx THEH ¢ Havajla X MPOBEICHUS.

30. ITo OKOHYaHMM KIMHUYECKUX MCIBITAHUN MEAMIIMHCKOIO M3AEIUS 3asBUTEINb NPEACTABISAET B
PETUCTPUPYIOMIMKA OpraH 3asiBJICHHE O BO30OHOBJIEHWU T'OCYJApCTBEHHOH perucTpanuy MeAUIIMHCKOIO
U3JIEIUs. W Pe3yNbTaThl KIMHUYECKMX MCIBITAHUM MEOUIMHCKOIO M3JENNsA, a TaKXe JOKYMEHTHI,
yKa3zaHHble B moamyHkTax "0" - "3", "k" u "n" mynxrta 10 Hactrosmmx IlpaBun, B ciydae, eciu B HUX
BHECEHBI N3MEHEHHUS 10 PE3yJIbTaTaM KIMHUYECKUX UCIIBITAHUI MEIULIMHCKOTO U3JENIHNS.

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

31. Peructpupyromuii opraH B TeueHHe 2 pabouyux JHEH cO AHA TOJNyYeHHs JIOKYMEHTOB,
yKa3zaHHbIX B MyHKTe 30 HacTosimux [IpaBui, mpuHUMaeT pelieHrne 0 BO30OHOBIEHUU TOCYAapCTBEHHOM
perucTpani MEJUIUHCKOTO U3AEIu.

Pemenre o BO30OHOBJICHUH TOCYAAPCTBEHHOW PETHCTPAIINNA MEAUITUHCKOTO U3/IeTUs IPUHUMACTCS
PETUCTPUPYIOLIMUM OPraHOM IO pPe3yJbTaTaM IMPOBEPKH IOJHOTBI U JOCTOBEPHOCTH CBEICHM,
colepKaluXcs B TPEJICTABICHHBIX B PETUCTPUPYIONMNA OpraH 3asBICHHHM O BO300HOBIICHUH
roCyJapCTBEHHON pEerucTpanuu MEIULIUHCKOTO U3JIETUsl U UHBIX JOKYMEHTaX, yKa3aHHbIX B MyHKTE 30
Hacrosmux [IpaBui.

B cIydac C€CJIM 3TH HOOKYMCHTBI MPCACTABJICHBI HEC B ITOJIHOM 0o0beMe WMIIM B HUX BBISBIICHBI
HCOOCTOBCPHBIC [JAaHHBIC, a4 TaKXKXC B ClIyda€ IMPCACTABICHHUA OOKYMCHTOB, COCTAaBJICHHBIX Ha
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WHOCTPAHHOM $I3bIKe, O€3 3aBepEHHOr0 B YCTAHOBJIICHHOM IMOPSJIKE TEpeBOJa HA PYCCKUH S3BIK,
PETUCTPUPYIOIINNA OpraH BpydaeT (HalpaBisieT 3aKa3HbIM IMOYTOBBIM OTIPABICHHEM C YBEIOMIIEHUEM O
BPyUYEHUHU WM B (OpPME DIICKTPOHHOTO JTOKYMEHTA, MOAMMCAHHOTO JSJIEKTPOHHOW MOJIMUCHIO, THOO B
ANEKTPOHHOU (opMe MO TEICKOMMYHUKALMOHHBIM KaHaJlaM CBSI3M) 3asBUTENIO pEIICHHE O BO3BparTe
3asIBJICHUS O BO3OOHOBIICHUU TOCYIAPCTBEHHON PETUCTPALIMUA MEIUIIUHCKOTO U3JIEIHSI C TIPUIIOKEHUEM K
HEMY YKa3aHHBIX IOKYMEHTOB U U3JI0KEHUEM MPUYUH, TOCTYKUBIIUX OCHOBAHHEM JIJIsl TAKOTO BO3BpaTa.
OMHOBPEMEHHO PEruCTPUPYIOIIMKA OpraH CcooOIIaeT 3asgBUTENI0 O BO3MOXXHOCTH IOBTOPHOTO
MIpe/ICTaBJICHUs 3asBJICHUSI O BO30OHOBIIEHUU TOCYAApCTBEHHOM perucTpanuy MEIUIIMHCKOTO U3JEIHs C
MIPUJIOKEHUEM K HEMY JOpaOOTaHHBIX JTIOKYMEHTOB.

(. 31 B pen. ITocranosnenuns [IpaButenpctBa PO ot 31.05.2018 N 633)

32. Ha II atame skcmnepTusbl KadecTBa, d3PGEKTUBHOCTH U OE30MACHOCTH MEIMIIMHCKOTO H3ICIHs
PETUCTPUPYIOIIUK OpraH B TeUEHHE 2 pabovMx AHEW CO JHSA NPHUHITUS PEIICHUS O BO30OHOBJICHUU
TOCY/IapCTBEHHOW PETUCTPAMA MEIUIMHCKOTO W3JIeNHsl Ha OCHOBAaHWM 3aJaHWsl Ha TIPOBEACHHE
AKCHEPTH3bl KavecTBa, AIPPEKTHBHOCTH M OE30MACHOCTH MEIUIIMHCKOTO W3JIENUs, BBIIAHHOTO B
COOTBETCTBMM ¢ TyHKTOM 20 Hacrosmmx I[lpaBui, HampaBisieT B OKCIEPTHOE YUPEKICHHE
MPEICTABIICHHBIC 3asIBUTEJIEM PE3YJIbTaThl KIIMHUYECKUX MCIBITAHUA MEIUIIUMHCKOTO U3JICITHSI.

33. DkcrepTHOE yUpEKIEHUE B CPOK, HE MpeBblmaronmii 10 pabouux THEH cO JHS TMOJIydeHUs
JOKYMEHTOB, VYKa3aHHbIX B MyHKTe 32 Hacroswmux [lpaBuin, NOpoBOAUT 3KCHEPTH3Y MOJHOTHI U
pE3yJIbTaTOB TIPOBEACHHBIX HCIBITAHUNA W WCCIEAOBAHMN, a TaKke O(OpPMISET W HANPaBISICT B
PETUCTPUPYIOMINI OpraH 3akKIIOYeHHE [0 pe3ysbTaTaM »3KCHEepTU3bl KadyecTBa, I(PGEKTUBHOCTH H
0€30MacCHOCTH  MEAMIIMHCKOTO  u37enusi, QopMa KOTOpPOro  yTBepXKAaeTcss MUHHUCTEPCTBOM
3apaBooxpanenus Poccuiickon denepanuu.

34. B cpok, He mpeBbimaromumii 10 pabounx gHEH co AHS MOJYYCHHS 3aKIIOUYEHUs, YKa3aHHOTO B
nyHkrte 33 Hacrosuwx [IpaBui, perucTpupyrommii Oprai OCyIeCTBIISIET CIEAYIOININE MEPOITPUATHUSA:

a) OLIEHKA 3aKJIOYEHUs JUIsl ONPEAETICHUs COOTBETCTBHS 3aJaHHIO HA IPOBEICHHE DKCIEPTU3BI
KayecTBa, A(PQPEKTUBHOCTH U OE30MaCHOCTH MEIUIMHCKOro u3jenus. B ciydae ycTaHOBIIEHUS
HECOOTBETCTBHS 3aKIIOYEHUS OSKCIEPTHOIO YUPEKICHHUA YKAa3aHHOMY 3aJaHHMI0 TaKOe€ 3aKIII0YEHUE
BO3BpAI[AaeTCs B OKCIIEPTHOE YUPEKICHHE Ha OpabOTKY, CPOK KOTOPOI cocTaBiseT He Oosiee 2 pabounx
JTHEH co IHA MOJIyYeHUs SIKCIIEPTHBIM YUpPEXKI€HUEM BO3BPAIIEHHOTO 3aKII0UCHHUS;

(8B pen. ITocranoBnenus IlpasutenscrBa PO ot 31.05.2018 N 633)

0) npUHSTHE PEUIeHHs] O TOCYAAPCTBEHHOM PETUCTPallii MEIUIUHCKOTO U3/eNusl WM 00 OTKase B
TOCYJapCTBEHHON  perucTpalud  MEIUIIMHCKOTO  W3JeNus, KOTOpoe OoQopMmisieTcs MpUKa3oM
PETUCTPUPYIOIIETO OpraHa, W YBEJOMJIEHHE 3asBUTENS O MPUHATOM pELIEHUH (32 HCKIOYEHHEM
MEUIMHCKUX W3JIEIHNH, BKIIFOUEHHBIX B [IEPEUYEHb);

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

B) oopmiieHHE U BblJaya (HAIpaBJeHHUE 3aKa3HBIM IOYTOBBIM OTIPABICHHEM C YBEJOMIJIEHHEM O
BPYYCHHU WM B (QOpMEe 3JICKTPOHHOTO IOKYMEHTA, MOIIMCAHHOTO 3JIEKTPOHHOW MOIHCHI0, OO
nepefaya B OJEKTPOHHOM QopMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBSI3H) 3asBHUTEIIO
PETHCTPAIIIOHHOTO yJOCTOBEPEHHs MO0 YBEIOMJIEHHS 00 OTKa3e B TOCYIAapCTBEHHOW pErucTpanuu
MEIULMHCKOTO M3JeNHS C YKa3aHHeM MpPUYMH OTKaza (32 MCKIIOYEHHEM MEIUIUHCKUX H3JIeNnH,
BKITIOYCHHBIX B IIEPECUCHB).

(8 pen. Ilocranosnenwuii [IpaButenscrea PO ot 17.07.2014 N 670, ot 18.03.2020 N 299)
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35. OcHoOBaHUSMH I TPUHSATHS PETHUCTPUPYIONIMM OpPTraHOM pemieHuss o0 OoTka3e B
rOCy/IapCTBEHHONW PETHUCTPAllMU MEIUIMHCKOTO M3AeNus (32 HCKIIOUYEHUEM MEIUIUHCKUX HW3JEIHi,
BKJIIOYEHHBIX B IEPEUYCHb) SIBISIOTCS:

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

a) MOJIyYE€HUE OT 3KCIEPTHOIO YUPEKIEHUS 3aKIHOYEHMs 110 pe3yibTaTaM SKCIIEPTH3bl KauyecTBa,
3G GEeKTUBHOCTH 1 0€30MaCHOCTH MEIUIIMHCKOIO U3/IeIUs, CBUIETELCTBYIOLIETO O TOM, YTO KauecCTBO, U
(umn) s¢pdexkTuBHOCT, W (MIM) OE30MACHOCTh PETHCTPHPYEMOTO0 METUIIMHCKOTO U3JCTUs He
MOJTBEPXK/IEHbl IOJIyYCHHBIMH JAaHHBIMH, M (WIM) O TOM, YTO PUCK INPUYMHEHHUS Bpenra 3/10pOBbIO
rpaXIaH ¥ MEIUIUHCKHX pPaOOTHUKOB BCJIEACTBHE NMPUMEHEHUS MEAUIUHCKOTO M3JENHUS IMPEBBIIIACT
3(PEKTUBHOCTD €ro MPUMEHCHHS;

0) BBISBJICHHE PETUCTPUPYIOIIUM OpPraHOM II0 pe3yjibTaTaM TOCYJapCTBEHHOIO KOHTPOJIS 3a
oOpalleHHeM MEIWIMHCKUX W3IEIHi HEeCOOTBETCTBUH MaHHBIX 00 3(dexkTHBHOCTH M 0 0E30macHOCTH
MCIUIUHCKOI'O M3ACIIUA JaHHBIM O MECAUILIMHCKOM H3JICJINHU, COACPKAIINMCS B 3a4BJICHHU O PErUCTpalun
U IOKYMEHTaX, yKa3aHHbIX B yHKTe 10 Hacrosimmx [IpaBui.

(. 35 B pexn. Ilocranosnenus [Ipasutenscta PO ot 31.05.2018 N 633)

36. B teuenue 1 pabGouero AHs IOC/e NPUHATHS PEIIEHUS O IOCYJapCTBEHHON perucrpaunuu
MEIUIIMHCKOTO U3EUsl PETUCTPUPYIOIIUI OpraH BHOCUT JaHHBIE O 3aPETUCTPUPOBAHHOM MEIUIIMHCKOM
U3JICNIMU B TOCYJApCTBEHHBIN peecTp B IOpsJKe, NPEayCMOTPEHHOM NocTaHoBieHueM IIpaBurenbcTBa
Poccuiickoit @enepanuu ot 19 utons 2012 r. N 615.

(8 pen. IlocranoBnenwuii [IpaBurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

IIpumeuanue.

I1. 37 (B pen. IlocranoBnenus IlpaButensctBa P® or 31.05.2018 N 633) He mnpumeHsercs K
MIPABOOTHOUIEHUSIM, CBSI3aHHBIM C OCYIIECTBJIEHHUEM TOCYJAapCTBEHHON perucTpanuy MeIULUHCKUX
n3enui, BosHUKIuM 10 13.06.2018.

37. K u3MeHeHHUsM, BHOCHUMBIM B JOKYMEHTBI, COJAEp Kallliecsi B PErHCTPAllMOHHOM JIOChE, HE
TpeOYIOUIMM NPOBEIEHUS SKCIEpTU3bl KayecTBa, 3()(EKTHBHOCTH M OE30MaCHOCTH MEIUIIMHCKOIO
U3JIEHsl, OTHOCSATCS:

a) U3MEHEHHE CBEJICHUI O 3asBUTENIE, BKIIOYAsl CBEICHUS:
0 peopraHu3alyy PUINUECKOro JINIA;

00 HM3MEHEHUU HAUMEHOBAHHUS HOPUIUYICCKOTO JiMIa (HOHHOFO )51 (B clIy4dyac, c€Clin I/IMeeTCH)
COKpali€HHOI0, B TOM 4YHCJIC (1)I/IpMeHHOFO HaI/IMeHOBaHI/ISI), aapeca MeCTa €0 HaAXOXKIACHU A,

00 M3MEHEHUU (I)aMI/IJ'II/II/I, UMCHHU U (B cjIydae, €CJir I/IMCCTCH) OTYCCTBA, aApcCa MECTA KUTCIILCTBA
HHAUBUAYAJIBHOI'O IPCANIPUHUMATEIIA U PCKBU3UTOB JOKYMCHTA, YAOCTOBEPAIOIICTO €TI0 JIMYHOCTD,

6) U3MEHEHHE CBEICHHH O JiMie, Ha HUMs KOTOPOro MOKET OBITH BbIIAHO PCrucCTpaiuOHHOC
YAOCTOBEPECHUC HA MCAUIIMHCKOEC U3 ACTIUC, BKIIrOYasd CBEACHUA:

0 peopraHru3al OPUANICCKOIro JIULa,
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00 W3MEHEHUMM HAUMEHOBAHUS HOPUAMYECKOro jauia (MOJHOro W (B cCiy4yae, €Clid MMEeTCs)
COKpAIllEHHOTO, B TOM 4YHClIe (DUPMEHHOTO HAaWMEHOBaHUS), ajpeca MecTa €ro HaXOXICHHS HIIH
(baMI/IJII/II/I, HUMCHHU U (B cirydac, cClin I/IMCCTCSI) OT4YCCTBA, MCCTA JKHUTCIbCTBA HWHIAWBUAYAJIBHOI'O
MpeIIPUHUMATEIIS,

B) U3BMEHEHUE a/Ipeca MecTa MPOU3BOJICTBA (M3rOTOBIICHUS) METULIMHCKOTO U3/IEIUS;

I') U3MEHEHHE HAaUMEHOBAHMSI MEIUIIMHCKOTO U3ETUs B Cllydae, €Clii He U3MEHWINCh CBOMCTBA U
XapaKTePUCTHKH, BIUSIONIMNEC HA Ka4ecTBO, d((HEKTHUBHOCTh U 0€30MaCHOCTh METUIIMHCKOTO W3NS,
WM COBEPUICHCTBYIOTCS €ro CBOMCTBA M XapaKTEPUCTHKU IPH HEU3MEHHOCTH (HYHKIMOHAIHLHOTO
Ha3HA4YCHMS U (UJIK) IPUHIININA IeUCTBUS, pelycMaTpUBaloIIee:

,I[O6aBJ'IeHI/I€ (I/ICKJ'IIO‘ICHI/IC) HpHHaHHe)KHOCTeﬁ MCIULMHCKOI'O MU3ACIANA HWINM HU3MCHCHUC HX
HaNMMCHOBAHUS,

YKa3aHue, U3MCHCHUC M HCKIIIOYCHHEC TOBAPHOI'O 3HAKa W HHBIX CPCACTB HHAWBUAYAIN3AUN
MCIHUIIMHCKOI'O U3ACIIHA,

HU3MCHCHUEC KOJHMYCCTBAa CAWHHMLI MCAHMIMHCKOIO HM3ACINA HJIM Cro COCTaBHBIX IIElCTeI‘/’I,
KOMIUICKTYIOIHNX, YKa3aHHBIX B IPUJIOKCHHUU K PETUCTPATUOHHOMY YAOCTOBCPCHUILO,

yKa3aHHe WIK UCKITIOUEHHE BapUAHTOB UCIIOJIHEHUS (MO/ieel) MEUIIMHCKOTO U3AETIHs;
M3MEHEHNE MapKUPOBKU U (UJIM) YIAKOBKU MEAUIIMHCKOTO U3/IEIHS;

) WU3MEHEHHE MPOU3BOAUTENIEM (M3TOTOBUTENEM) MEIUIIMHCKOTO H3AETUs CPOKOB JEWCTBUA
JIOKYMEHTOB, COJICPKAIINXCS B PETUCTPALIMOHHOM JIOCHE;

€) u3MeHeHue nHpopManuu o0 yMOJTHOMOUEHHOM MpEeACTaBUTENE MPOU3BOIUTENS (M3TOTOBUTES)
MEIUIIMHCKOTO U3/1ETHSI.
(. 37 B pen. ITocranosnenus IIpasurenscrea PO ot 31.05.2018 N 633)

IIpumeuanue.

IT. 38 (B pen. IlocranoBnenus IlpaButensctBa P® or 31.05.2018 N 633) He mpumeHsercs K
MIPABOOTHOUIEHUSIM, CBSI3aHHBIM C OCYIIECTBJIEHHUEM TIOCYIAapCTBEHHOM pPErHUCTpalluy MEAMIIMHCKHUX
H3JeIIni, BO3HUKIINIM A0 13.06.2018.

38. Jlma BHeceHUs B JIOKYMEHTHI, COAEpKAalIMeCs B PETUCTPALIMOHHOM JOChE, H3MEHEHUH,
yKa3aHHBIX B MyHKTe 37 Hactosmumx [IpaBui, 3asBuTens He mo3aHee yeM uepe3 30 pabounx qHEH co AHS
W3MEHEHHUS COOTBETCTBYIOIINX JIAHHBIX MPEJCTABISAET (HAMPABIISAET) B PETUCTPUPYIOIINI OpraH:

a) 3asBJICHHE O BHECEHMM M3MEHEHUH B JIOKYMEHTBI, COJAEPKALIMECS B PETUCTPALMOHHOM JOChE
(mamee - 3asBICHHE O BHECEHWM M3MEHEHHMI), OPOPMIEHHOE B COOTBETCTBHH C IMMYHKTOM 9 HACTOSIINX
[IpaBu;

6) KOIIMKO OOKYMCHTA, MOATBCPXKAAKOIICTO ITOJHOMOYUA YIOJIHOMOYCHHOIO0 MPCACTaABUTCIIA
MPOU3BOAUTCIIA (I/I3TOTOBI/ITCHH);
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B) AOKYMCHTBI MW CBCACHUA O COOTBCTCTBYIOIIUMX HW3MCHCHUAX, B TOM YHCIC OOKYMCHTHI,
non

MOJTBEPKIAI0IIME U3MEHEHMS, yKa3aHHble B nojanyHkTax "a" - "B" mynkrta 37 nHactosimux IIpaBun, a
TaK)Ke B CJy4ae U3MEHEHUS HAMMEHOBAHUS MEIUIIMHCKOTO U3/CIIUS:

CBCICHHUA O HOpMaTPIBHOI;'I JOKYMEHTAIIMU HA MCIUIINHCKOC U3ACIIUC,

TEXHUUYECKYI0 JIOKYMEHTALIUIO MPOU3BOJAMUTENS (M3TOTOBUTENS]) HA MEAMLMHCKOE H3JENHeE,
IIPUBEJECHHYIO B COOTBETCTBUE ¢ HOBBIM HAMMEHOBAHUEM MEIULIMHCKOTO U3CIINS;

AKCIUTYaTAIMOHHYIO JTOKYMEHTAILIMIO MTPOU3BOAUTEINS (M3TOTOBUTENSI) HA MEIUIIMHCKOE U3/eiue (B
TOM YHCIIe HHCTPYKIHIO M0 MPUMEHEHUIO WA PYKOBOJICTBO MO AKCIUTyaTalliy MEAUIIMHCKOTO U3/eNus),
MPUBEAECHHYIO B COOTBETCTBUE C HOBBIM HAMMEHOBAHUEM MEIUIIMHCKOTO U3JICIIHS;

dororpaduueckue  u300pakeHHs  OOIIEro  BUIAa  MEIUIMHCKOTO  M3JEIHUS  BMeECTe C
MPUHAUICKHOCTAMU, HEOOXOAUMBIMU JUISI TPUMEHEHUS MEIUIIMHCKOTO W3JeNus IO Ha3HAYCHHIO
(pa3zmepom He MeHee 18 caHTUMETPOB B AJIMHY U 24 CAHTUMETPOB B IIUPHUHY);

I') TOKYMEHTBI [IPOU3BOIUTEINS U (WJIM) OpraHU3alMi, OCYLIECTBIIAIOIINX IPOBEJCHNE TEXHUYECKUX
UCTBITAHUH,  TOKCHKOJIOTMYECKMX  HCCICOBAaHUM,  KJIMHUYECKUX  MCHBITaHUN  (pe3ysbTaThbl
COOTBETCTBYIOIIMX HCIBITAHUI), TOATBEPKIAIOLINE, YTO BHECEHUE 3asIBJICHHBIX W3MEHEHUN HE BIICYET
U3MEHEHMsI CBOMCTB M XapaKTEPHUCTHK, BIMSAIOLIMX Ha KayecTBO, 3((EKTUBHOCTL M 0€30MaCHOCTh
MEIULUHCKOTO W3JeNus, WIN COBEPUICHCTBYET CBOMCTBA M XapaKTEPUCTUKU INPH HEU3MEHHOCTH
(YHKIMOHATIBHOIO Ha3HAYEHUS U (WIN) MPUHINIIA IEHCTBUS MEAULIMHCKOTO U3/IeIHS;

1) OpUTHHAJ PETUCTPAIIMOHHOTO YIOCTOBEpEHUS (JIyOInKaT);

€) ONHCh JOKYMEHTOB.
(. 38 B pexn. Ilocranosnenus [Ipasutenscta PO ot 31.05.2018 N 633)

IIpumeyanue.

I1. 39 (B pen. Ilocranosnenusi IlpaButensctBa P® ot 31.05.2018 N 633) He mnpumeHsiercs K
MPABOOTHOLICHHSIM, CBSI3aHHBIM C OCYIIECTBIEHHEM TOCYJapCTBEHHON perucTpanuy MeIUIUHCKUX
W3JIeTIii, BO3HUKINM 10 13.06.2018.

n_n

39. BHeceHue U3MEHEHMH B IOKYMEHTHI, YKa3aHHbIE B oAnyHKTax "B" u """ myHkra 10 HacTosmumx
[IpaBun (3a MCKIIIOYEHHEM CIy4yaeB, yKa3aHHbBIX B moianyHkTe "r" myHkra 37 nHacrosmmx [Ipasun),
OCYLIECTBIISICTCS 1O pe3yilbTaraM dSKCIEpTU3bl KadecTBa, APPEKTUBHOCTH U  OE30MACHOCTH
MEIUIIMHCKOTO W3/ENus, NPOBEACHHONW B MOPSJIKE, aHAJIOTMYHOM TMOPSAKY MPOBEACHUS SKCIEPTH3BI
KayecTBa, 3(PPEeKTUBHOCTH M 0E30MaCHOCTH MEAMLMHCKOTO H3JeNIUs B IENAX €ro rocyJapCTBEHHOM
perucTpalv B COOTBETCTBUU ¢ MyHKTOM 21 Hacrosimux [IpaBui, B ciydae eciiu perucTpUpyOLINM
OpraHoM IO pe3yjbTaTaM IPOBEPKH IOJHOTHI W JOCTOBEPHOCTH CBEACHHUM, COAEpXKAIUXCS B
MIPE/ICTAaBICHHBIX JOKYMEHTAaX, YCTAHOBJIEHO, YTO BHECEHHUE 3asBJICHHBIX U3MEHEHUN BJ€YET U3MEHEHHE
CBOWCTB M XapaKTEPHUCTHUK, BIMSIOUIMX Ha KauecTBO, 3(PPEeKTHUBHOCTh W 0E30MaCHOCTh MEAMIIMHCKOTO
W3JIeIMs], WM COBEPIIEHCTBYET €ro CBOMCTBA M XapaKTEPUCTUKU MPU HEM3MEHHOCTU (YHKIIMOHAIHHOIO
Ha3HAa4YeHUs U (WIM) IPUHLUIIA JEUCTBUS MEJULIMHCKOTO U3/IETHS.

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

N3menenus, BHeceHHble [loctanoBinenuem IlpaBurensctBa P ot 31.05.2018 N 633 B 1m. 40, He
IPUMEHSIOTCS. K IPABOOTHOLIEHUSM, CBA3aHHBIM C OCYILECTBIEHUEM TOCYAapCTBEHHON perucrpanuu
MEINIMHCKUX U3JeI1H, BO3HUKIINM 110 13.06.2018.

40. B cnyyae eciau JOKYMEHTBI, PETyCMOTPEHHbIC MYHKTOM 38 HacTosimux [IpaBui, cocTaBieHbI
HA MHOCTPAaHHOM $I3bIKE, OHU NPEACTABISAIOTCS C 3aBEPEHHBIM B YCTAHOBJIEHHOM IOPSAJKE IEPEBOIOM Ha
PYCCKUH SA3BIK.
(B pen. [locranosnenwuii [IpaBurenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)

[Ipumeuanwue.

W3menenus, BHeceHHble [loctanoBnenuem IlpaBurensctBa PD ot 31.05.2018 N 633 B 1m. 41, He
MPUMEHSIOTCSI K MPABOOTHOILIEHHUSM, CBSI3aHHBIM C OCYIIECTBICHUEM TOCYAApCTBEHHON PErucTpaluu
MEIUIMHCKUX U3JeINH, BO3HUKIINM 110 13.06.2018.

41. 3agBieHUE O BHECEHUM M3MEHEHUN M TOKYMEHTBI, IPEyCMOTPEHHbIE ITYHKTOM 38 HACTOSALIMX
[IpaBui, NpUHUMAIOTCS PETUCTPUPYIOLIMM OPraHOM IO OIMCH, KOMHUs KOTOPOM € OTMETKOH O jare
IIpUeMa YKa3aHHBIX 3asIBJIIEHUS U JOKYMEHTOB B JIEHb IpUEMa BpYy4aeTcs 3asiBUTEIIIO UM HAIPaBIISETCS
€My 3aKa3HbIM IIOYTOBBIM OTIPABJIECHUEM C YBEJIOMIICHHEM O BPYYEHHM WJIH B (OpME IEKTPOHHOI'O
JOKYMEHTa, IOANHUCAHHOIO  3JIEKTPOHHON  MOANHUCBHIO, JIMOO B DJIEKTPOHHOM  ¢opme 1o
TEJIEeKOMMYHUKALIMOHHBIM KaHajaM CBSI3U.

(8B pen. IlocranoBnenwuii [IpaBurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

IIpumeyanue.

N3menenus, BHeceHHble [loctanoBnenuem IlpaBurensctBa P ot 31.05.2018 N 633 B m. 42, He
HNPUMEHSIOTCS K MPABOOTHOLICHUSM, CBA3aHHBIM C OCYIIECTBIEHHUEM TOCYAApCTBEHHON perucTpanuu
MEIUIMHCKNX U3JEINH, BO3HUKIINM 10 13.06.2018.

42. Peructpupyroliuii opral He BrpaBe TpeOOBaTh OT 3asBUTENS MPEJICTABICHHUS JOKYMEHTOB, HE
MPEeyCMOTPEHHBIX MYHKTOM 38 HacTosAmux [IpaBu.
(8B pen. ITocranoBnenus IlpaButenscrBa PO ot 31.05.2018 N 633)

[Ipumeuanue.

N3menenns, BHeceHHble [loctanoBnenuem IlpaBurensctBa PD ot 31.05.2018 N 633 B 1m. 43, He
NPUMEHSIOTCSI K TPABOOTHOIICHHSIM, CBS3aHHBIM C OCYIIECTBICHHEM TOCYIapCTBEHHOW PETHUCTPAINH
MEINIIMHCKUX M3EaNH, BO3HUKIINM J0 13.06.2018.

43. B Tteuenune S5 paboumx JHEH CO JHS TOCTYIUICHHS 3asBIEHUS O BHECEHWHW H3MCHEHHH U
JIOKYMEHTOB, MPEAYCMOTPEHHBIX MYHKTOM 38 HacTosiux IIpaBui, peructpupyromuidi oprad NpoBOJUT
MIPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEICHHM, COACPIKAITUXCS B HUX, B TOM YHCJIC ITyTeM CpaBHEHUS
TaKUX CBEJICHUN CO CBEJICHUSMU, MPECTABICHHBIMU B MOPSIKE MEKBEIOMCTBEHHOTO HHPOPMAIIHOHHOTO
B3aNMOECHCTBH.

(8 pen. Ilocranosnenwuii [IpaButenscrea P® ot 17.07.2014 N 670, ot 31.05.2018 N 633)
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IIpumeyanue.

N3menenus, BHeceHHble [locranoBnenuem IIpaButensctBa PD ot 31.05.2018 N 633 B n. 44, He
MPUMEHSIOTCS. K TPAaBOOTHOUIECHUSIM, CBSI3AHHBIM C OCYIIECTBICHUEM T'OCY/IapCTBEHHOW pPErUCTpaIif
MEIUIIMHCKUX M3AeanH, BO3HUKIINM 70 13.06.2018.

44. B cnywae eciM K 3asBICHHIO O BHECEHUM HW3MEHEHUN HE IPWIAraroTCsi JOKYMEHTHI B
COOTBETCTBHUH C moAnmyHKTamu "0" - "e" myHkra 38 Hacrosmux [IpaBun u (win) B 3assBJICHUH O BHECEHUHU
M3MEHEHHMH YyKa3aHbl HEIOCTOBEPHbBIE CBEICHUS JMOO JOKYMEHTHI, MPEAYCMOTPEHHBbIE ITYHKTOM 38
Hactosamux [IpaBui, npeacraBieHsl HE B MOJHOM 00bEME, PErHCTPUPYIOLIUI OpraH Bpy4yaeT 3asiBUTEIIIO
YBEJAOMJIEHHE O HEOOXOAUMOCTH ycTpaHeHus B 30-ZHEBHBIM CPOK BBISBJICHHBIX HapyIICHUH M (WUJIN)
MIPEJICTaBJICHHS JTOKYMEHTOB, KOTOpPBhIE OTCYTCTBYIOT, IMOO HaIpaBisieT TaKoe yBelomiieHHe B (opme
AJIEKTPOHHOTO JIOKYMEHTA, IMOJANUCAHHOIO 3JIEKTPOHHOM MNOANHMCHIO, WIM B 3JEKTPOHHOM ¢opme 1o
TEJICeKOMMYHUKAIIMOHHBIM KaHajlaM CBSI3U, WJIM 3aKa3HBIM MOUYTOBBIM OTIPABICHHEM C YBEIOMIICHUEM O
BPYUCHHH.

(B pen. ITocranornenwnii [IpaButenbcrBa PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

IIpumeyanue.

N3menenus, BHeceHHble [locranoBnenuem IlpaButensctBa PD ot 31.05.2018 N 633 B m. 45, He
MPUMEHSIOTCS. K TTPAaBOOTHOIICHUSIM, CBSI3AHHBIM C OCYIIECTBIEHHUEM TOCY/IapCTBEHHOW PETUCTpAIN
MEIUIIMHCKUX M3AeINH, BO3HUKIINM 10 13.06.2018.

45. B Tteuenue 3 pabouux AHEH cO JAHS MPEACTABIECHUS HaJUIekallUM 00pa3oM 0(GOpPMIIEHHOIO
3asBJICHUS. O BHECEHUHM M3MEHEHHUH U B MOJHOM 00beMe JOKYMEHTOB, NPEAYCMOTPEHHBIX MYHKTOM 38
HacToamux [lpaBui, perucTpupyrouii opraH NPUHUMAET pEIIEHHE O PACCMOTPEHUHM YKa3aHHBIX
3asBJICHAS M JIOKYMEHTOB WM (B ClIyda€ HMX HECOOTBETCTBMS IIOJIOKEHHUSAM IyHKTa 38 HACTOALIMX
[IpaBwit) 00 ux BO3BpaTe ¢ MOTUBUPOBAHHBIM 0OOCHOBaHHEM NPUYHMH BO3BpATa.

(8B pen. ITocranoBnenus IlpaButenscrBa PO ot 31.05.2018 N 633)

IIpumeuanue.

N3menenns1, BHeceHHble [loctanoBienuem IIpaBurensctBa P ot 31.05.2018 N 633 B 1. 46, He
MPUMEHSIIOTCS. K MPAaBOOTHOILIEHUSM, CBS3aHHBIM C OCYIIECTBICHUEM TOCYAapCTBEHHON PErucTpaluu
MEIUIMHCKNUX M3JeaNH, BO3HUKIINM 110 13.06.2018.

46. B crnyuae ecau B 30-JHEBHBIM CPOK HE yCTpaHEHBI BBIABICHHBIC HApYLICHUS U (UJIH) He
MIPEACTABJIEHBI JOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, PETMCTPHUPYIOIIMI OPraH NPUHUMAET pEHIEHUE O
BO3BpATe 3asBJICHHUS O BHECEHNHM U3MEHEHHUI U JOKYMEHTOB, IPETYCMOTPEHHBIX ITYHKTOM 38 HACTOSIIIHNX
[IpaBui, ¢ MOTUBUPOBAaHHBIM 0OOCHOBaHMEM MPUYMH BO3BpATa.

(B pen. [locranoBnenus IlpaBurenscrea P® ot 31.05.2018 N 633)

[Ipumeuanmue.
II. 47 (B pen. IlocranoBnenust IlpaButensctBa P® ot 31.05.2018 N 633) He mpumensercs K
MPaBOOTHOIIEHHUSIM, CBSI3aHHBIM C OCYIIECTBIEHUEM TOCY/IapCTBEHHOW PETHCTPAllUd MEIUIIMHCKUX
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n3nenuid, BosHuKIuM 10 13.06.2018.

47. BHeceHue HU3MEHEHUH B JOKYMEHTBI, COJEp)KallUecsi B PErMCTPALlMOHHOM JOChE, HE
TpeOYyIOLMX MPOBEAEHUS SKCIEPTU3bl KauecTBa, A(PPEKTUBHOCTH U O€30IaCHOCTH MEIULMHCKOIO
U3JIENNs, OCYIIECTBIIACTCS PETUCTPUPYIOIIMM OPraHOM B CPOK, HE MpeBbILAOMUK 15 pabounx anei co
IOHS TIPUHATUS PEUICHUs O PpAacCMOTPEHMM 3asBJICHHS O BHECEHUM W3MEHEHUH M JOKYMEHTOB,
IIPEYyCMOTPEHHBIX MYHKTOM 38 HacTosmux [IpaBui.

BHecenne n3MeHEHWI B JTOKYMEHTHI, COJEpIKAIIHecs B PETHCTPALMOHHOM JOChE, TPEOYIOIINX
MPOBE/ICHUST DKCIEPTHU3bl KadecTBa, A(PQPEKTUBHOCTH H OE30MACHOCTH MEAMIMHCKOTO HW3EINus,
OCYHIIECTBIISICTCS PETUCTPUPYIOIIMM OPraHOM B CPOK, HE MpEeBbIIAONMMA 35 paboumx JHEH co AHA
NPUHATUS PEHICHHS O PACCMOTPCHHMM 3asiBIICHUS O BHECEHMM W3MEHEHHH W JIOKYMEHTOB,
NPEAyCMOTPEHHBIX MyHKTOM 38 HacTosmmx [IpaBur.

(n. 47 B pen. Ilocranosnenus [Ipasurenscta PO ot 31.05.2018 N 633)

[Tpumeuanwue.

N3menenus, BHeceHHble [loctanoBinenuem IIpaBurensctBa P ot 31.05.2018 N 633 B m. 48, He
MPUMEHSIOTCSI K MPABOOTHOIIEHUSM, CBS3aHHBIM C OCYIIECTBICHUEM TOCYAapCTBEHHOM perucTpanun
MEINIMHCKUX U3JeINH, BO3HUKIINM 110 13.06.2018.

48. Cpok NMpHUHATUS PETUCTPUPYIOLIUM OPraHOM PELICHHsS O BHECEHUM U3MEHEHHUH B JOKYMEHTHI,
CoJiep KalIiecss B PETUCTPAIIMOHHOM JIOChE, MCUUCISAETCS CO JHS TOCTYIUIGHHS B PETHCTPHPYIOIIHI
OpraH HaJJeXalmM o0pa3oM O(GOPMIICHHOTO 3asBJICHHUS O BHECEHHMH U3MEHEHHUH M B MOJHOM 0OBeMe
JTOKYMEHTOB, ITPEyCMOTPEHHBIX TyHKTOM 38 HacTosimux [TpaBui.

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

IIpumeyanue.

I1. 49 (B pen. Ilocranosnenust IlpaButensctBa P® ot 31.05.2018 N 633) He mnpumeHsieTcs K
MPaBOOTHOIIEHUSIM, CBSI3aHHBIM C OCYIIECTBIEHUEM TOCYIapCTBEHHOW PETHCTpPAllUd MEIUIIMHCKUX
n3enui, BosHUKIuM 10 13.06.2018.

49. Ilpu BHECEHMM HM3MEHEHHIl B JIOKYMEHTBI, COJEpXKallhecsi B PETUCTPAIMOHHOM JOChE,
PETUCTPUPYIOIINI OpraH OCYIIECTBIIET CICTYIONTHE MEPOTIPUSITHUS:

a) IPUHATHE PEUICHUS O BHECCHUM U3MEHEHHUU B JJOKYMEHTBI, COACPIKAIIMECS B PETUCTPAIIHOHHOM
JI0Che, KOTOPOE 0POPMIISIETCSI TPUKA30M PETHCTPUPYIOIIETO OpraHa;

0) BbLIaya OKCIEPTHOMY YUPESKICHHUIO 33/JaHUS Ha MPOBEACHUE OHKCIEPTH3bl KayecTBa,
3(1)(1)6KTI/IBHOCTI/I n 0e30macHOCTH MCIUIHUHCKOI0 HU3ACINA W OLCHKa 3aKIYCHHA OSKCIICPTHOIO
YUPCKACHUA I ONPEACICHUA COOTBETCTBHUA €TI0 3aJaHHIO Ha IMPOBCACHUEC OKCIICPTU3bI KA4YCCTBA,
3G PEKTUBHOCTH U 0€30MaCHOCTH MEAWIUHCKOrO M3/eiusd (B cilyyae, YCTAaHOBJIEHHOM HYHKTOM 39
Hacrosimux [IpaBwmin). B cinydae ycraHOBIIGHHSI HECOOTBETCTBHUS 3aKIIOYCHUS SKCIEPTHOTO YUPEKIACHUS
yKa3aHHOMY 3a/IaHUI0 TaKOe 3aKJII0UEHHE BO3BpAIAETCs B KCIEPTHOE YUPEXKACHUE Ha JOPabOTKY, CPOK
KOTOpO#l cocraBisier He Oosee 2 paboumx JHEH €O JHS TMOJIyYEHHUS OSKCIEPTHBIM YUYPEKICHHEM
BO3BPAILECHHOTO 3aKTI0UCHHUS;
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B) yBEIOMJICHHE B NMHCbMEHHOW (popMe 3asBHUTENsS O MPHUHITOM PEHICHWH 33aKa3HBIM MOYTOBBIM
OTIPABJICHHEM C YBEIOMJICHHEM O BPYYCHHH WIH B (JOPME DJIEKTPOHHOTO JOKYMEHTA, IOAMUCAHHOTO
AJIEKTPOHHON TMOAINHUCHIO, OO0 B AJIEKTPOHHOH (hopMe MO TeTeKOMMYHUKAIMOHHBIM KaHajlaM CBS3H C
IPUIOKEHHEM NTepeo(OPMIIEHHOTO PETHCTPAIIMOHHOTO yJOCTOBEPEHHS (B CiIydae BHECEHUS! N3MEHEHUH
B HEr0) U paHee BBIAAHHOTO PErHCTPALMOHHOTO YAOCTOBEPEHHUSI C OTMETKOM O €ro HeACHCTBUTEILHOCTH
(c yka3zaHHUEM JIaThI).

(. 49 B pen. Ilocranosnenus IIpasurenscta PO ot 31.05.2018 N 633)

[Ipumeuanue.

I1. 49(1) (B pen. Ilocranosnenus IlpaBurensctBa P® ot 31.05.2018 N 633) He nmpumeHsiercs K
MPABOOTHOLICHUSIM, CBSI3aHHBIM C OCYIIECTBIEHHEM TOCYIAapPCTBEHHOM pPETHUCTpPAlliU MEIMIMHCKHUX
W3], BO3HUKIINIM 10 13.06.2018.

49(1). OcHOBaHMAMU Ul BBIHECEHUS HKCIEPTHBIM YUPEXKIECHUEM 3aKIIOUEHHUS] O HEBO3MOXHOCTH
BHECEHUSI U3MEHEHUH B JIOKYMEHTHI, IpeAYCMOTpEeHHbIe noAnyHkTamu "B" u "r" mynkra 10 HacTosmmx

HpaBI/IJ'I, SABJIAKOTCA:

a) HEJOCTOBEPHOCTh MPEICTABICHHBIX CBEJECHUN, 00OOCHOBHIBAIOIINX BHECECHHE U3MEHEHHI, B TOM
YUCJIE€ BBISBICHHBIX PETHCTPUPYIOIIMM OPraHoM IO pe3yjbTaTaM TIOCYJapCTBEHHOTO KOHTPOJIA 3a
oOpareHueM MeTUIIMHCKUX U3CIU;

0) OTCYTCTBHE B NpEACTABICHHBIX 3asABUTENIEM TOKYMEHTaX CBEJEHMH, MOATBEPKIAIOIIUX, YTO
W3MEHEHHsSI, BHOCHMEBIE B JOKYMEHTBHI, COACPIKAIINECs B PErHCTPAIMOHHOM JIOChE, HE BIIEKYT H3MEHEHUE
CBOMCTB M XapaKTEPHUCTHUK, BIMSAIOLIMX Ha KauecTBO, 3(P(PEeKTHBHOCTh W 0€30MaCHOCTh MEAMIIMHCKOTO
W3JIENNs, WIA COBEPIICHCTBYIOT CBOWMCTBA M XapaKTEPUCTUKU TPU HEU3MEHHOCTH (YHKIMOHATHHOTO
Ha3HauyeHUs U (WJIK) MPUHIUNIA JeHCTBUS METULIMHCKOTO U3/IENHs.

(. 49(1) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 31.05.2018 N 633)

IIpumeyanue.

I1. 49(2) (B pen. Ilocranosnenusi IlpaButensctBa P® ot 31.05.2018 N 633) He mpumeHsieTcs K
MPaBOOTHOLIEHUSIM, CBSI3aHHBIM C OCYILIECTBIEHUEM TOCYIapCTBEHHOW PErHCTPallid MEIUIMHCKUX
W3JIeTIii, BO3HUKINM 10 13.06.2018.

49(2). Peructpupyromuii opraH B TeuyeHHE 2 pabdO4yuxX AHEW cO JHS TONyYEHUS 3aKITIOYCHUS
AKCTIEPTHOTO YUPEKACHHUS TPUHUMAET PEIICHUE O BOZMOXHOCTH (HEBO3MOYKHOCTH ) BHECEHUSI N3MEHEHUI
B JIOKYMEHTBI, COJEpKalMecs B PErUCTPALlMOHHOM JIOCh€, U YBEAOMISIET O MPUHITOM pPELIECHUU
3asBUTENST 3aKa3HBIM TIOYTOBBIM OTIIPABJICHHUEM C YBEJAOMJIEHHEM O BpydYeHWH wWid B (opme
ANEKTPOHHOTO JOKYMEHTa, MOJIMUCAHHOTO AJIGKTPOHHOW MOAMKCHIO, OO B JNMEKTPOHHON (opme 1o
TENIEKOMMYHUKAITMOHHBIM KaHaJIaM CBSI3H.

OcHoBaHHMeM [UIsl TPUHATHS pelleHduss 00 OTKa3e BO BHECEHWH W3MEHEHUN B JOKYMEHTHI,
COJIEpIKaIlMecss B PETHCTPAIlMOHHOM JIOChE, SBIIACTCS TOJNydEeHUE PETHCTPUPYIONIUM OpPTaHOM OT
OKCIIEPTHOTO YYPEKJACHUS 3aKIIOUEHUS O HEBO3MOXXHOCTH BHECCHHMS W3MEHEHHUHW B JIOKYMEHTHI,
COJIepIKAIINECs B PETHCTPAIIMOHHOM JTOChE METUITTHCKOTO M3/ICTIHSL.

(m. 49(2) BBeneH Ilocranosnenuem IlpaBurensctBa PO ot 31.05.2018 N 633)
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50. Yrparun cuny. - [locranosnenue [IpaBurensctBa PO ot 31.05.2018 N 633.

51. B teuenue 1 pabouero mHs Mociae NPUHATHS PEIICHHUs O BHECEHUU M3MEHEHUH B JIOKYMEHTHI,
coJiepKallrecs: B PErUCTPALIMOHHOM JI0Ch€, COOTBETCTBYIOIINE CBEJACHUSI BHOCATCS B TOCYIapCTBEHHBIN
peecTp B mopske, mpeaycMoTpeHHOM noctaHoBieHueM [IpaBurensctBa Poccuiickoir denepanuu ot 19
utoHs 2012 r. N 615.

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

52. B cnyuyae yTparhl PErHCTPAIMIOHHOTO YAOCTOBEPEHUS WM €r0 IMOPYM 3asBHUTEIh BIPaBE
00paTUTHCS B PETUCTPUPYIOIIUI OpTraH C 3asBJICHUEM O MPEJOCTABICHUH AYOJIUKATa PErHCTPALIMOHHOTO
YA0CTOBEpEHUs (Jayiee - 3asiBJICHUE O MPEJOCTABICHUH 1yOJIuKaTa).

B cnydae mopuu perucTpanroOHHOTO YAOCTOBEPEHUS K 3asBJICHHUIO O MPEIOCTaBICHHH AyOJInKaTa
MpUJIaraeTcs NCIOPYEHHOE PErUCTPALMOHHOE YA0CTOBEPEHUE.

53. B teuenne 7 pabouyux AHEH cO JHSA TOMYYCHHs] JOKYMEHTOB, YKa3aHHBIX B IYHKTE 52
Hacrosmux [IpaBun, peructpupyromuii opran ohopMisieT TyOIMKaT perucTPaiOHHOTO YIOCTOBEPEHUS
Ha OnaHKe pErucTPalMOHHOTO YIOCTOBEpEeHHS ¢ ToMeTkamu '"nybnmukar' u  "opUruHail
PETUCTPAIIMOHHOTO  YAOCTOBEPEHHUsI TPHU3HACTCA HeNeHCTBYIOmMM" W BpydYaeT TakoOW JayOsmKar
3asIBUTEITIO WJIM HAIIPABIISIET €r0 3aKa3HbIM MTOYTOBBIM OTIIPABICHUEM C YBEIOMIICHUEM O BPYUCHUHU.

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

54. Peructpupyromuii opran GopMHpyeT perucTpaluoHHOE J0Che U3 CIEIYIOIINUX JOKYMEHTOB:

a) 3agBJICHUE O PETUCTPAIMU U JOKYMEHTHI, MpeaycMOTpeHHbIe MyHKTOM 10 Hacrosux [Ipasun,
3asiBJIEHHE O BO300HOBJIEHHUM TOCYAAPCTBEHHOW PErHCTpali MEIUIMHCKOTO W3JIENHsl, 3alpoChl U
JOKYMEHTHI, npeaycMmorpennbie myHkTtamu 21(1) u 30 nHactosmux [lpaBun, 3asBieHHe O BHECEHUU
W3MEHEHUN M JIOKYMEHTBI, IPeAYyCMOTpEeHHbIe MyHKTOM 38 Hactosamux [IpaBui, a Takxe 3asiBIECHUE O

IIPEJOCTaBICHUH TyOJINKaTa;
(8B pen. IlocranoBnenuii [IpaBurensctea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)

0) xomus 3aJaHus Ha MPOBEIEHUE SKCIEPTH3bl KaydecTBa, I(PQPEKTUBHOCTH U O€30MacHOCTU
MEIULMHCKOTO U3/IeNusl, 0POPMIICHHOTO PETUCTPUPYIOIIUM OPraHOM;

B) KOMHUSI OPOPMIIEHHOTO PErMCTPUPYIOLUIMM OPTraHOM pPa3pelIeHUs] Ha MPOBEICHHE KIMHUYECKUX
HCIIBITAHUN MEJULIUHCKOTO U3JEIINS;

F) 3aKJIFOYCHHA, O(l)OpMJ'IeHHI)Ie OKCHECPTHBIM YUPCKICHUEM IIPU ITPOBEACHNU SKCIICPTU3BI KAYECTBA,
B(I)(I)CI(TI/IBHOCTI/I 1 0€30MacHOCTH MCIUIMHCKOT'O U3ACINA,

1) KOTIUU TPUKA30B, 0)OPMIICHHBIX PErHCTPUPYIOIINM OPTraHOM;

€) KOIUsI PETUCTPAIIMOHHOTO YIOCTOBEPEHUS WIIH YBEIOMIICHHUH, 0(OPMIIEHHBIX PErHCTPUPYIOLINM
OpraHoM;

) KoOmusl AyOJjHMKaTa perucTpaliOHHOTO YIOCTOBEPEHHs, O(QOPMIECHHOIO pPErHCTPUPYIOLINM
OPraHOM.

55. Yrparun cuiy. - Ilocranosnenue IIpasurensctBa PO ot 31.05.2018 N 633.
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55(1). OcHoBaHMAMHU J1JIs1 BBIHECEHUSI SKCIEPTHBIM YUPEXKACHUEM 3aKIIOUYEHHS] O HEBO3MOXHOCTHU
BHECEHUSI U3BMEHEHHUM B JOKYMEHTHI, IpeaycMOTpeHHbIe ToAnyHkTaMu "B" u "r" myHkra 10 HacTosmmx
[IpaBui, sBustoTCS:

a) HEAOCTOBEPHOCTh IMPEACTABIICHHBIX CBeHeHHﬁ, 06OCHOBBIBaI-OH_II/IX BHCCCHHUC HSMBHCHHﬁ;

0) OTCYTCTBHE CBEICHHI, MOATBEPKIAIONMX HEHM3MEHHOCTH ()YHKIIMOHATHHOTO HA3HAYCHUS U
(unM) TpHHIOWNA JEHCTBHS MEIUIIMHCKOTO W3JCIHs, B CBS3M C BHOCHMBIMH HM3MCHCHHUSMH B
JOKYMEHTAITHIO.

(. 55(1) BBenen [locranornenuem IIpaButenscta PO ot 17.07.2014 N 670)

55(2). AGzamnbl mepBelid - BTOpoW yrpatwiu cuity. - IlocrtanoBnenue [IpaBurtensctBa P® ot
31.05.2018 N 633.

XpaHeHHE pPErHCTPALMOHHOTO JOChE OCYIIECTBIISICTCS PETHCTPHPYIOIIMM OPTaHOM B MOPSIKE,
YCTaHOBIICHHOM 3aKOHO/aTeIbcTBOM Poccuiickoit denepannu 06 apxuBHOM Jielie.
(. 55(2) BBenen IlocranosnenueM IlpaBurensctBa PO ot 17.07.2014 N 670)

56.B PEruCTpaiiOHHOM YAOCTOBCPCHUHN YKA3BIBAIOTCS CIICAYIOIINEC CBCACHUS:

a) HaAaMMCHOBAHUC MCIAUIIMHCKOI'O H3ICIINUA (C YKazaHuem HpHH&I[JIC)KHOCTCﬁ, HGO6XOILI/IMBIX JJIA
MNPpUMCHCHUA MCIAUIMHCKOI'O U3JCJIUA I10 HaBHaLICHI/IIO);

0) aTa ToCyAapCTBEHHOM PEruCTpallMi MEIUIIMHCKOTO U3JIETUS U €T0 PETUCTPAIMOHHBIN HOMED;

IIpumeyanue.

[T, "B" m. 56 (B pexn. Ilocranosnenus I[IpaButensctBa PO ot 31.05.2018 N 633) He nmpumeHsieTcs: K
MPABOOTHOIIEHHSIM, CBSI3aHHBIM C OCYIIECTBIEHHEM TOCYJAapPCTBEHHOM PETHCTpPAllUU MEIUIMHCKUX
W3JIeTIii, BO3HUKINM 10 13.06.2018.

B) B OTHOIIEHUH JIMLA, HA UMsI KOTOPOTO BBIJAHO PETHUCTPAIIMOHHOE yIOCTOBEPEHHE, - TIOJIHOE U (B
Cllyyae, €CJIM HMMEETCs) COKpAIleHHOE€ HAMMEHOBAHME, B TOM 4HClIe (UPMEHHOE HAUMEHOBAHUE,
OpraHU3aIlMOHHO-TIpaBOBast (hopMa IOPUAMYECKOTO JIMIA U aJIpec MecTa ero HaxoXKACHUs UM (amuins,
Mg U (B cllydyae, €CIM HUMEETCs) OTUYeCTBO, aJpec MecTa JKUTEIbCTBA WHJMBHUIYaJIbHOTO
IIpePUHUMATETS;

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

IIpumeyanue.

N3menenus, BHecennbie [locranoBnenuem [IpaButensctea PO ot 31.05.2018 N 633 B . "'r" 1. 56, He
MPUMEHSIOTCS K MPAaBOOTHOUIEHUSIM, CBSI3AHHBIM C OCYLIECTBIEHUEM T'OCY/IapCTBEHHOW pPETrUCTpaLN
MEIUITMHCKUX M3AeInH, BO3HUKIINM 710 13.06.2018.

r ) B OTHOWLICHUHU IIPOU3BOAUTCIIA (I/I3TOTOBI/ITCJ1${) - IOJIHOC H (B cjydac, c€CJlIr I/IMCCTCH)
COKpalll€CHHOC HAMMCHOBAHUEC, B TOM YHUCIIC q)HpMeHHOG HAaMMCHOBAHHUEC, OpraHU3allMOHHO-IIpAaBOBas
(bopMa U aapeC MECTa HAXOXIACHUS HIU (I)aMI/IJ'II/ISI, numsia " (B cjrydae, €Cnu I/IMeeTC}I) OTUYCCTBO, aIapecC
MECTa XUTCJIIbCTBA HHAWBUAYAJIbHOI'O MPCAIIPUHUMATEIIA
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(B pen. [locranosnenwuii [IpaButenscrea PO ot 17.07.2014 N 670, ot 31.05.2018 N 633)
1) MECTO TIPOU3BOJICTBA METUIIMHCKOTO M3/IEINS;

€) HOMEp PErUCTPALUOHHOTO JIO0ChE;

[Ipumeuanue.

[TocranoBnenuem IlpaButenbecrBa PO ot 31.05.2018 N 633 nn. "x" uckitodeH. YKa3aHHOE U3MEHEHUE
HE I[pUMEHSeTCd K IIPABOOTHOLICHMSIM, CBS3aHHBIM C OCYILECTBJIEHHEM TI'OCYAAPCTBEHHOM
pErucTpaluyi MEUIMHCKUX U3J1eIHH, BO3HUKIINM 10 13.06.2018.

k) yTpatuia cuny. - [loctanoenenue [IpaBurenscrea PO ot 31.05.2018 N 633;

3) KJIaCC MOTCHHOMUAJIBHOIO pPUCKAa MNPUMCHCHHA MCIAUIHUHCKOIO HU3ACINA B COOTBECTCTBUU C
HOMEHKJIATYpHOH  Kiaccupukanmueid MEAWIMHCKUX  M3JeNud, yTBepkaaemMod MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanmu;

1) ko OO61mepoccuifckoro Kiaccupukaropa NpoayKIMH 0 BUJaM SKOHOMHUYECKON JesTeIbHOCTH.
(nm. "u" B pen. Iloctanosnenus IpasurensctBa PO ot 10.02.2017 N 160)

57. Peructpupyromuii opraH NpUHUMAeT pelieHHe 00 OTMEHE TOCYIapCTBEHHOW PEerucTpaluu
MEIUIIUHCKOTO U3/ICHS B CICIYIOMIUX CIIyJasix:

a) mojaya 3asBHUTENIEM 3asBIEHUS 00 OTMEHE TOCYIapCTBEHHOW DPETUCTPallid MEAUIIMHCKOTO
H3JICIIHS;

6) BBIHECCCHUC CYIAOM pCHICHUA O HAPpYHIICHHUU IIpaB HpaBOO6J'IaI[aTCJ'I}I Ha PpEe3yJIbTaThbl
HHTCJ’IJ’I@KTy&HBHOﬁ ACATCIIBHOCTH MW TMPUPABHCHHBIC K HHUM CpCACTBA HWHAWBUAYaJIUW3allUUu TIPpH
O6paIlIeHI/II/I MCIUIIMHCKHUX 1/13,uem/n71;

B) MpejacTaBieHHe ynoiaHomoueHHbIM [IpaButensctBoM Poccuiickoit denepanuu deaepanrbHbIM
OpraHOM MCIIOJIHUTEIBHON BJIACTH I10 PE3YJIbTATaM OCYILECTBIAEMOr0 UM TOCYAAPCTBEHHOTO KOHTPOJIA
3a oOpalieHueM MEAMIIMHCKUX W3, CBEIEHUU, MOATBEPKIAONINX (aKThl M OOCTOSTENbCTBA,
CO3/IaI0IIIKE YIPO3y JKU3HH U 3J0POBBIO0 TPaXIaH M MEIUIIMHCKUX PaOOTHUKOB NpU MPUMEHEHUU H
AKCIUTyaTallid MEAUIUHCKUX U3/IEIINI;

T) BBISBICHHE DPETUCTPUPYIONIUM OPraHoOM [0 pe3ylbTaTaM TOCYAapCTBEHHOTO KOHTPOJIS 3a
oOparieHneM MEAWIIMHCKUX W3 HEJOCTOBEPHOCTH CBEJACHHHA B JOKYMEHTAaX, COJCPKAIIUXCS B
PETUCTPAIIMOHHOM JIOCh€, TMPEICTABICHHBIX 3asBUTEIEM M TOBJIHSIBIIMX HA PE3YyIbTAaThl IKCIEPTU3HI
KadecTBa, 3QPEKTUBHOCTH U O€30MTACHOCTH MEAUITMTHCKOTO U3/IEINS,

(mm. "r" BBeneH Ilocranosnenuem [IpaBurensctBa PO ot 31.05.2018 N 633)

1) TIOJIy4eHHE PETUCTPUPYIOIIUM OpPraHOM 3aKJIIOUEHUH 3KCHEPTHOTO YUYPEXKACHUS O TOM, UTO
coJiep KalIiecs B TOCY/IapcTBEHHOM PeecTpe HHCTPYMEHT, almapar, Ipudop, 000pyaoBaHue, MaTepuai 1
Mpoyre HU3AeNusi M0 CBOEMY (PYHKIMOHAIBHOMY Ha3HAu€HUWIO W (WJIM) MPUHLUINY JOEHCTBUS HE MOTYT
IIPUMEHATHCS B MEAULUHCKUX LEIAX U HE SBIAIOTCA MEIULMHCKUMU H3AEIUAMH. Takoe 3aKIIOYEeHHE
MpesicTaBiIsieTcsl (HampaBiIseTcsl) SKCIEPTHBIM YUPEKICHUEM B PETUCTPUPYIOIIUN opraH B TeueHue 10
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paboumx JHEH cO [JHS TIOCTYIUICHUS B OKCIEPTHOE YUYPESKICHHE COOTBETCTBYIOMIETO 3aJaHUS
PETUCTPUPYIOIIETO OpraHa ¢ IPUIOKEHHUEM IOKYMEHTOB PErHCTPALIMOHHOTO JIOChE;
(mm. "n" BBeaeH IlocranoBnenuem [IpaBurensctBa PO ot 31.05.2018 N 633)

€) HaJu4he OCHOBaHWH, ykKa3aHHbIX B myHkTe 57(17) Hacrosuux I[lpaBun (B OTHOIICHHH
MEJULIUHCKOTO U3/IEHs, BKIFOUEHHOIO B IEPEUYCHD);
(. "e" BBenen [TocranoBnennem IIpasutenscrBa PO ot 18.03.2020 N 299)

’K) HENPEACTaBIECHUE 3asBUTENIEM JOKYMEHTOB, YKa3aHHbIX B IyHKTe 57(10) Hacrosmux [lpasui (B
OTHOILLICHUH MEIUIMHCKOIO U3/EIHs, BKIIIOYEHHOTO B IIEPEUYEHb);
(nm. "x" BBeaeH [locranoBnenuem IIpaButensctBa P® ot 18.03.2020 N 299)

3) TOpPUHATHE MABAXKIbl PETUCTPUPYIOIIMM OPraHOM pEIIeHUs O BO3BpaTe JJAOKYMEHTOB B
cooTBeTcTBUU C myHKTOM 57(13) nHacrosmux IlpaBun (B OTHOIIEHHMH MEAMIIMHCKOTO W3JETUs,
BKJIFOUEHHOTO B IEPEYCHb);

(nm. "3" BBeneH IlocranoBnenuem [paButenscta PO ot 18.03.2020 N 299)

M) HEIpEe/ICTaBJICHHE 3asBUTENEM JIOKYMEHTOB, MPEIyCMOTPEHHBIX NMyHKTOM 57(10) HacTosAmux
[IpaBui, B Teuenue 50 pabouux AHEH CO JHSA MPUHATHUS PETUCTPUPYIOLIMM OPTaHOM PEIICHHUS O BO3BpaTe
JOKYMEHTOB B COOTBETCTBMM ¢ TyHKTOM 57(13) Hactosmux I[IpaBuin (B OTHOIIEHMH MEIMIIMHCKOTO
W3/IeINs, BKIIFOYEHHOTO B TIEPEUCHB);

(. "u" BBenen ITocranosienuem IIpaBurenscrea PO ot 18.03.2020 N 299)

K) UCKJIFOYCHUE MEIUIIMHCKOTO U3/IeNUs U3 TIEPEUHSI.
(nm. "x" BBeneH [locranoBnenuem [IpasurensctBa PO ot 18.03.2020 N 299)

57(1). TocymapcTBeHHasi peruUCTpalusi MEIUIIMHCKOTO W3JENNsI, BKJIIOUEHHOTO B IE€pPEUYCHBD,
MPOBOAMUTCS OJHOKPATHO B OTHOIIEHWH OJHOTO HAaWMEHOBAHUS MEIUIIMHCKOTO U3JENUS OTHOTO
MIPOU3BOUTEIIS (M3TOTOBUTEIIS).

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

57(2). dns rocynapCTBEHHOW PErucTpallMi METUIIMHCKOTO HW3JeNHs, BKIIOYEHHOTO B TEPEYCHb,
3asiBUTENb MPEACTABIsACT JIMOO HAMNpAaBIsSET B PETUCTPUPYIOUIMN OpraH 3asBICHHE O PETUCTPALUU, a
TaKXKe CIEeTYIONe JOKYMEHTHI:

a) KOMMs JOKYMEHTAa, IOATBEP)KIAIOLIETO0 IIOJHOMOYHNS YIOJIHOMOYEHHOTO IMIPEACTaBUTENs
MIPOU3BOUTEINS (U3TOTOBUTEA);

6) TCXHUYCCKAA JOKYMCHTAI WA ITPOU3BOANUTCIIA (I/I3FOTOBI/ITCJ'I$I) Ha MCOIUITUHCKOC U3ACIIHNC,

B) OKCILTyaTaluOHHAasA JOKYMCHTAHA IIPOU3BOANUTEIIA (I/ISFOTOBI/ITGJ'ISI) Ha MCIUIHUHCKOC U3ACIUEC, B
TOM YHCJIC UHCTPYKIHUA 1O MPUMECHCHUTO WJIK PYKOBOJCTBO I10 3KCINTyaTallud MCIUIUHCKOT'O U3 ACIIU A,

r) Qororpapuueckre wu300pakeHUs OOLIEro BHUJAa MEIULMHCKOTO HU3JENHs BMECTE C
NPUHAIIICKHOCTAMU, HEOOXOJMMBIMU JUI TNPUMEHEHHUS MEIUIUHCKOrO H3JIeNus 10 Ha3HAuYeHUIo

(pazmepoMm He MeHee 18 Ha 24 caHTHMETpA);

I[) OIMIUCb JOKYMCHTOB.
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(n. 57(2) BBenen [locranosnenuem IlpaButenscta PO ot 18.03.2020 N 299)

57(3). B cnydae ecnm JOKyMEHTHI, yKa3zaHHble B myHKTax 57(2) m 57(10) macrosmmx Ilpasu,
COCTaBIJICHbl Ha MHOCTPAHHOM S3BIKE, OHM TPEJACTABIAIOTCS C 3aBEPEHHBIM B YCTAHOBJICHHOM IOPSAKE
MIEPEBOJIOM Ha PYCCKHI S3bIK.

(n. 57(3) BBeneH Ilocranosnenuem IlpasurensctBa PO ot 18.03.2020 N 299)

57(4). 3asBieHue O PETHCTPAllMM U JOKYMEHTHI, IpeaycMOTpeHHbIe myHKTamMu 57(2) m 57(10)
HacTosmux [IpaBui, IpeacTaBIAIOTCS 3asBUTEIEM B PETUCTPHUPYIOMIUNA OpraH Ha OyMa)KHOM HOCHTEIE
HETIOCPEICTBEHHO MJIM HANPABJISFOTCS 3aKa3HBIM TIOYTOBBIM OTIIPABICHHEM C YBEJOMJIICHUEM O BPYYCHUU
Y OIHCHIO BIIOKCHHUS JTHOO0 B 3JICKTPOHHOU (popMe, MOANMUCAHHBIC AIEKTPOHHON MOIITUCKHIO.

Peructpupyronuii opraH NPUHUMAET 3asBJICHUE O PETUCTPAlMM M YKa3aHHbIC JOKYMEHTHI 10
OIHMCH, KOIHUS KOTOPOH C OTMETKOW O Jare mpuemMa ITHX 3asBICHHUS W JOKYMEHTOB B JICHb IIpHEMa
BpPYYaeTCs 3asBUTEIIO0 WM HAINPABISETCS €My 3aKa3HbIM ITOYTOBBIM OTIPABICHHEM C YBEIOMJICHHEM O
BpPYUYEHUH JINOO B AIEKTPOHHOU (hOpMeE IO TEIICKOMMYHUKAIIMOHHBIM KaHATIaM CBSI3H.

(. 57(4) BBenen Ilocranornenuem Ilpapurenscta PO ot 18.03.2020 N 299)

57(5). Peructpupyromnuii opran He BHOpaBe TPeOOBATh OT 3asBUTENS YKa3bIBaTh B 3asBJICHUU O
perucTpaluy CBEACHHs, HE MNPeAyCMOTpPEHHble NyHKTOM 9 Hacrosmux I[lpaBun, u mpeacTaBisTh
JIOKYMEHTBI, He npeaycMoTpeHHble nyHkTamu 57(2) u 57(10) nacrosimux lpasui.

(. 57(5) BBenen [locranornenuem IlpaButensctBa PO ot 18.03.2020 N 299)

57(6). B oTHOLIEHUU MEIUIIMHCKOTO W3ENus, BKIOYEHHOIO B IEpeyYeHb, B T€UeHHE 3 pabodmx
JHEW co JAHS MOCTYIUICHUS 3as8BJICHUS O PETUCTPAIMM U JOKYMEHTOB, MPEAyCMOTPEHHBIX MYHKTOM 57(2)
Hactosmux [IpaBui, perucTpUPYIONMI OpraH MPOBOJUT NPOBEPKY IOJHOTHI W JIOCTOBEPHOCTH
COJIEpKALIUXCS B HUX CBEACHUH, B TOM YHUCIIE IyTeM CPaBHEHHUS TaKUX CBEACHUN CO CBEICHUSIMU,
MIPEJICTaBIICHHBIMH B TIOPSIKE MEKBEIOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aMMO/ICHCTBHS.

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

57(7). B cimyyae eciu B OTHOIICHUH MEIUITMHCKOTO M3JIENHsI, BKIIFOUEHHOTO B TIEPEUCHb, 3asBIICHUE
0 peructpauuu o(GOpMIEHO C HapylIeHHEeM MOJOoKeHuH mnyHkrta 9 Hactosmux [IpaBun u (unm) B
3asiBJICHUN YKa3aHbl HEIOCTOBEpPHBbIE CBEACHUS MO0 TOKYMEHTBI, IPEIyCMOTPEHHbIE MyHKTOM 57(2)
Hacrosmux I[IpaBui, npencraBieHbl HE B TOJTHOM 00beMe, perHCTPUPYIOLIN OpraH BpydaeT 3asiBUTEIIO
yBEJAOMJICHHE O HEOOXOJUMOCTH YCTPAaHEHHS BBISBICHHBIX HApYyLIEHUH B CPOK, HE MPEBBILIAIOMIMKN 5
paGouux 1HeH, 7auMOO HampaBisSeT TaKoe YBEAOMIJIEHHE 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C
YBEJAOMJICHHEM O BPYYEHUH WIM B (OpME 3JIEKTPOHHOIO JOKYMEHTA, MOJIMCAHHOTO 3JIEKTPOHHOU
MOJITHUCHIO, JTUOO B ANIEKTPOHHOH (popMe MO TeNEKOMMYHHKAIIMOHHBIM KaHajlaM CBS3H.
(n. 57(7) BBenen [loctanornenuem IIpaButenscta PO ot 18.03.2020 N 299)

57(8). B oOTHOUIEHMHM MEIUIIMHCKOTO MW3/eNUs, BKIIOYEHHOIO B IE€peYeHb, B CpPOK, HE
MPEBBIMIAOIINN 5 paboymx 1HEW cO JHS MPEACTABICHHUS HaIekanmM o0pa3zoM 0¢GOpMIEHHOTO
3afBJICHUS O PETUCTPAlMM U JIOKYMEHTOB, NMPEIyCMOTPEHHBIX MyHKTOM 57(2) Hacrosimux [IpaBui, B
MIOJIHOM 00BbeMe, a TakXKe B Cllydae yCTpaHEHHUS B CPOK, YCTAaHOBJEHHBbIH MYHKTOM 57(7) HacCTOSALIUX
[IpaBui, BBIABICHHBIX  HapylleHMH W (MJIM) TPEACTaBIEHUS  HENOCTAIOUIMX  JOKYMEHTOB
PETUCTPUPYIOLINNA OpraH OCYIIECTBISET CAEAYIOMINE MEPOTIPHUATHUS:

a) MPUHATUE PELIEHUS O TOCYAApCTBEHHOW PETUCTPALlMM MEIULMHCKOrO W3ZeNus, KOTOpoe
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oopmIIsieTCs PUKA30M PETUCTPHPYIOIIETO OPraHa;

0) opopmiiecHHe W BbIada (HAIIPaBICHUE 3aKa3HBIM MOYTOBBIM OTIIPABICHHEM C YBEJIOMIICHUEM O
BpyYeHUU HIU B (HOpMe DIIEKTPOHHOTO JOKYMEHTA, TOIHCAHHOTO 3JIEKTPOHHOH MOMANUCKHI0, JIHOO
nepefada B OJCKTPOHHOH QopMe MO TEICKOMMYHHUKAIIMOHHBIM KaHajlaM CBSI3H) 3asBHTEIIO
PETUCTPAIMOHHOTO YIOCTOBEPEHUSI.

(. 57(8) BBencu IMocranosnenuem IpaButenscTBa P® or 18.03.2020 N 299)

57(9). B cnydae ecinu B OTHOIICHUH MEIUIIMHCKOTO W3J/EJMs, BKIIOUYEHHOIO B MEpPEUYEHb, B CPOK,
YCTaHOBJICHHBIA MyHKTOM 57(7) HacTosimux IIpaBuii, He YCTpaHEHbI BBISBIICHHBIC HAPYIICHHUS U (HJIH) HE
MIPEJICTABICHBI HEOOXOUMBIC TOKYMEHTBI, PETHCTPUPYIONIMA OpraH MPUHUMACT PEIICHHE O BO3BpaTe
3asBJICHHUS. O PETUCTPAIMM U JOKYMEHTOB, NMPEAYCMOTPEHHBIX MyHKTOM 57(2) Hacrosimux [IpaBui, c
MOTHBUPOBAaHHBIM 00OCHOBAaHHEM ITPUYMH BO3BpaTa.

B ciydyae oTCyTCTBUS MEIUIIMHCKOTO M3/IETUS B MepedHe U (WJIM) HapyIIEeHUs MOJOKEHUHN IMyHKTa
57(1) nactosimux I[lpaBui perucTpupyromuii opraH MPUHUMAET PEHICHHWE O BO3BpaTEe 3asBICHUS O
perucTpali M  JOKYMEHTOB, MpPEIyCMOTPEHHbIX MyHKTOM 57(2) wHactosmmux [lpaBun, ¢
MOTHBUPOBAaHHBIM 00OCHOBAaHHEM ITPUYMH BO3BpaTa.

(. 57(9) BBeneu INocranosnenueM IpaButenscTBa P® ot 18.03.2020 N 299)

57(10). B cpok, He mpesbimaromnuii 150 pabounx gHEH €O THS TOCYJAPCTBEHHOW PErucTpaluu
MEIUIUHCKOTO M3JICNHS, BKIIOYCHHOTO B TIEPEUCHbB, 3asBUTEIb 0053aH MPEJACTABUTh B PETUCTPUPYIOIIUI
OpraH CIeAyIOIINe JOKYMEHTBL:

a) KONMS JOKYMEHTa, TOATBEP)KIAIOIIEro TMOJHOMOYMS YIIOJIHOMOYEHHOTO IPEICTaBUTEINS
MIPOU3BOUTEINS (U3TOTOBUTENIA);

0) cBeZIeHHs] 0 HOPMATUBHOM TOKYMEHTAIIUU Ha METUITMHCKOE U3/IETIHE;

B) JOKYMEHTHI, yKa3zaHHble B noamyHkrax "0", "B" m "r" mynkra 57(2) nHactrosumx IlpaBun (B
cllyyae€ BHECEHMS B HHX H3MEHEHMsS IO pe3yJbTaTaM IPOBEJICHHBIX MCIbITaHUN (MCcIel0BaHUM)
MEIUIIMHCKOTO U3/1ETHS);

I') JTOKYMEHTBI, ITOATBEPKAAIOIINE PE3yIbTaThl TEXHUYECKUX HCIBITAHUN METUIIMHCKOTO M3EIHs,
BBIaHHbIE  (peiepalIbHbIM  TOCYJapCTBEHHBIM  OIOJDKETHBIM  yupekaeHuem  "Beepoccuiickuii
HAYYHO-MCCIIEIOBATENIbCKMIA M MCIBITATeNbHBIA HHCTUTYT MEAMIMHCKOM TexHuku" @DenepaabHOI
CITY)O0BI TT0 HA30pYy B chepe 3ipaBooXpaHeHus (aiee - yUpeKICHHE);

I[) JAOKYMCHTHI, IMOATBCPKAAOIMIUC PC3YJIIbTATbl TOKCUKOJIOTHICCKHUX HCCJICIOBAaHUM MEIUILIMHCKOTO
HU3C/IMsA, HCIOJB30BAHUE KOTOPOro IMpeanojJara€t HAJIXMYUC KOHTAKTa € OpraHu3MOM 4YECJIOBCKA,
BBIJAHHBIC YYPCIKACHUCM,

€) JOKYMEHTHI, TOJITBEPXKIAIONINE PE3YyIbTaThl HCHBITAHUN METUIIMHCKOTO W3JCTUs B IEJSIX
YTBEPXKJICHUS] THUMA CPEACTB HU3MEPEHU (B OTHOLIEHUH MEIULMHCKUX W3AENUNA, OTHOCALIUXCS K
CpelncTBaM M3MEpeHuH, B cpepe TocyaapCTBEHHOTO PEryIupoBaHusl 00eCIeueHNs €IMHCTBA U3MEPEHUM,
MepeueHb KOTOPBIX YTBepxkaaeTcs MUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoii Deneparun),
BBIJITAHHBIC YUPEIKICHUEM;
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) JOKYMEHTBI, IOATBEPKAAIOIINE PE3YJIbTaThl KIMHUUYECKUX UCIIBITAHUM MEIULUHCKOIO U3/1EIHs,
IIPOBEJECHHBIX B  MEIUIMHCKOW OpraHU3aluyd TOCYJapCTBEHHOM CHCTEMBI  3JpaBOOXpaHCHMS,
OTBevaroulel TpeOOBaHUAM, YTBEPKIACHHBIM MMHHUCTEPCTBOM  31paBooxpaHeHMst Poccuiickoit
denepanuu;

3) KONUU  JIOKYMEHTOB,  TOJATBEPKJAIONIMX  KAayeCTBO  JIEKAPCTBEHHOrO0  IIperapara,
(bapmaieBTHUECKOI CyOCTaHIMK, OMOJIIOTMYECKOTr0 MaTepuana U HMHOTO BEUIECTBa, C HCIOIb30BAHHEM
KOTOPBIX MMPOU3BEJIEHO MEIUIIMHCKOE U3JIeTTUE WM KOTOPBIE BXOJAT B €r0 COCTaB U MpPEIHA3HAUYCHBI JIJIsi
MIPUMEHEHHUS TOJIBKO C YU€TOM Ha3HAUYECHUS METUIIMHCKOTO U3/, ONPEACICHHOTO MPOU3BOAUTEIEM, U
BBIJIJAHHBIX B COOTBETCTBUU C 3aKOHOJATEILCTBOM CTPAaHbI IPOUCXOXKICHUS JIEKAPCTBEHHOIO Mpenapara,
(bapmaleBTHUECKOI cyOCTaHIIMU, OMOJIOTHYECKOro MaTepraia U HHOTO BEIleCTBa;

1) OPUTMHAJ PETUCTPALIMOHHOTO YI0CTOBEPEHMUS;

K) OIHCH JIOKYMEHTOB.
(. 57(10) BBenen [locranoBnenuem [IpaBurtenscrea PO ot 18.03.2020 N 299)

57(11). B teuenue 5 pabouux aHeN cO THS MOCTYIUICHUS JOKYMEHTOB, MPEAYCMOTPEHHBIX TyHKTOM
57(10) nactrosmux [lpaBui, perucTpupyromuii oprai IpPOBOJUT MPOBEPKY MOTHOTHI M JIOCTOBEPHOCTH
COJIEp>KaINXCsSd B HUX CBEIACHHI, B TOM YHCIE IYTEM CPAaBHEHMSI TAKUX CBEACHUU CO CBEIACHHIMH,
COJIEpKAIMMHUCS B BBIJAHHOM B COOTBETCTBUM C HAcTOsAmMMHU [IpaBuiamMu perucTpaiuOHHOM
yIIOCTOBEPEHUH HAa MEIHUIIMHCKOE HW3JIeNHe, BKIIOUEHHOE B MEpeueHb, a TaKXKe MPEJCTABICHHBIMH B
MOPSIIKE MEKBEJOMCTBEHHOT'O MH(POPMAITMOHHOTO B3aUMO/ICH CTBHSI.

B ciyuae ecnu yka3zaHHBIE JOKYMEHTHI MPEACTABICHBI HE B TMOJHOM O0BEME, PETUCTPUPYIOIINN
OpraH Bpy4YaeT 3asBUTENIO YBEJOMIIEHHE 0 HE00X0UuMOCTH B 30-THEBHBIA CPOK YCTPAHUTH BBHISIBJICHHbBIC
HapylieHuss U (WJIM) MPeACTaBUTh HEJOCTAIONINE TOKYMEHTHI JTMOO HANpaBIlseT TaKOE YBEIOMIICHUE
3aKa3HbIM TOYTOBBIM OTIPABIEHUEM C YBEJOMJIEHHEM O BPYUYEHUU HWIH B (opMe 3JIEKTPOHHOTO
JOKYMEHTa, TOJMUCAHHOTO DJJIEKTPOHHOM  MOAmUChIO, JuOO0 B  INEKTpoHHOW Qopme 1O
TCJICKOMMYHHUKAIIHOHHBIM KaHaJlaM CBA3H.

YBenomiieHHE B CiIy4ae €ro HalpaBi€HHUS 3aKa3HbIM TIOYTOBBIM OTIPABICHHEM CUUTAETCS
MOJIYYEHHBIM 110 uicTeueHuH 10 pabodux qHEH o THS HANpPaBICHUS YBEOMIICHUSI.
(m. 57(11) BBenen [locranoBnenuem [IpaButensctea PO ot 18.03.2020 N 299)

57(12). B teuenne 3 pabouymx JHEW CO JHS TIPEACTABICHHS B TOJHOM O0BEME JTOKYMEHTOB,
npeaycMoTpeHHbIX myHKToM 57(10) nacrosmux IlpaBun, a Takxe B ciydae yctpaHeHUs: B 30-IHEBHBII
CPOK BBISIBJICHHBIX HapymieHWl u (wiu) npencraBieHuss B 30-IHEBHBI CpPOK JOKYMEHTOB,
pe1ycMOTpeHHbIX TyHKTOM 57(10) Hacrosmux [IpaBun, perucTpupyroumii oprad NIpUHUMAET pEelICHUE
0 Hayajie MPOBEACHUS IKCIEPTU3bI KauecTBa, 3PPEKTUBHOCTH U OE30MaCHOCTH MEAULIMHCKOTO U3eNus,
BKJIFOUEHHOTO B I1EPEYEHb.

(n. 57(12) BBenen [locranosnenuem [IpaButensctea PO ot 18.03.2020 N 299)

57(13). B cnyuae ecnu B 30-AHEBHBINM CPOK HE YCTPaHEHBI BBISIBICHHBIE HApYIICHUS U (M) HE
MPEJICTAaBICHBl HEIOCTAIONINE JOKYMEHTBI, PETUCTPUPYIONIUI OpraH NMPUHUMAET pEIIeHHEe O BO3BpaTe
JOKYMEHTOB, NpPEIyCMOTpeHHbIX myHKTOM 57(10) wHacrosimux IlpaBui, ¢ MOTHBHPOBAaHHBIM
000CHOBaHHEM IPUYUH BO3BpATa.

(n. 57(13) BBegen Ilocranosnennem IlpaBurenscrBa PO ot 18.03.2020 N 299)
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57(14). B teyenue 3 paGouux AHEH CO JHS NMPUHATHUS PEIICHUS O Hayaye MPOBEJCHUS SKCIIEPTU3HI
KayecTBa, 3(QeKTHBHOCTH M 0€30MACHOCTH MENUIMHCKUX MW3JeNUH, BKIIOUYEHHBIX B IIEPEYEHb,
perucTpupyromuii  opran  opopMmisieT W BbIIACT 33JaHUE HA IPOBEACHHE SKCIEPTU3bl KauecTBa,
3¢ GEKTUBHOCTH U 0€30IaCHOCTU MEIUIUHCKOIO U3EIHS SKCIIEPTHOMY YUPEKICHUIO.

(. 57(14) BBenen [locranoBnenuem [IpaButenscrea PO ot 18.03.2020 N 299)

57(15). Oxcmeptuza KadecTBa, JPGEKTUBHOCTH M O€30MACHOCTH MEIUIIMHCKOTO H3ICIIHS,
BKJIFOYCHHOTO B TEPEYCHb, MPOBOJUTCS B COOTBETCTBHHM C MOMIYHKTOM "0" myHkra 21 HacTosAmmx
[IpaBu.

(n. 57(15) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 18.03.2020 N 299)

57(16). B cpok, He npesblimaromuii 10 pabouux gHEH co AHA MOTYUYSHHS 3aKIIOUEHUs, YKa3aHHOTO
B nmyHKTe 33 Hactosamux [IpaBui, perucTpupyromnuil opralH OCyIIECTBIISIET CICTYIOIINE MEPOIIPUSATHUS:

a) OLIEHKA 3aKJII0YCHHSI SKCTIEPTHOTO YUPEHKACHUS TSl OTPECNICHUs €0 COOTBETCTBUS 3a/IaHUIO Ha
MPOBEJICHUE DJKCHEPTU3bl KadecTBa, S(PPEKTUBHOCTH H OE30MaCHOCTH MEAHWIMHCKOTO W3JICIHS,
BKJIFOYEHHOTO B TIE€peueHb. B ciydae yCTaHOBIIEHHS HECOOTBETCTBUS 3aKJIIOUEHHUS SKCIEPTHOIO
YUpEXKJIEHUSI YKAa3aHHOMY 3aJIaHUIO0 TaKO€ 3aKJIFOUEHUE BO3BPAIIAETCS B JKCIEPTHOE YUYPEKACHHE Ha
nopaboTKy, CPOK KOTOpOM cocTaBiseT He Oonee 2 pabouux AHEH €O AHS MOJTYYEHHS SKCIEPTHBIM
YUpeKJIEHUEM BO3BPAILIEHHOI'O 3aKIIIOYEHUS;

0) NpUHSTHE PELICHHs O MMOATBEPKACHUU rOCYJapCTBEHHON perucTpaluu MEeAULUHCKOTO U3AEHs,
BKJIIOYCHHOTO B TIEpEYeHb, a TakkKe O(GOpMIICHHE YBEJOMJICHHS O NPUHSATOM pEIICHWH W BbAa4Ya
(HampaBlieHHE 3aKa3HbIM IIOYTOBBIM OTIIPABIEHUEM C YBEJOMJIEHMEM O BpYYEHHH WM B (opme
AJIEKTPOHHOTO JIOKYMEHTa, MOJINUCAHHOTO 3JIEKTPOHHOM MOANUCHIO, JUOO mepedada B SJIEKTPOHHOU
dbopmMe 1O  TENEKOMMYHHUKAI[MOHHBIM  KaHajaM CBA3M) €ro 3asBUTENI0O C  MPUIOKEHUEM
nepeoOpMIEHHOTO PETUCTPALIMOHHOTO YIOCTOBEPEHMUS;

B) MpUHATHE peHIeHHs 00 OTMEHE TOCYAApCTBEHHOW perucTpanuu MEAUIIMHCKOTO W3JIeHs,
BKJIFOUEHHOTO B IEpPEYCHb, KOTOPOE OPOPMIISICTCS MPUKA30M PETHCTPUPYIOIIETO OpPTaHa, ¢ U3BSITHEM
paHee BBIIAHHOTO PETUCTPAIMOHHOTO YIOCTOBEPEHHS W YBEJOMIICHHEM 3asBUTEN O MPUHATOM
pEIICHUN.

(m. 57(16) BBenen [locranoBnenuem [IpaButensctea PO ot 18.03.2020 N 299)

57(17). OcHoBaHUSIMU [UIsl TPUHATUS PETUCTPUPYIOIIMM OPraHOM pelieHuss 00 OTMeHe
roCy1apCTBEHHON PETUCTPAaLlUU MEAUIIMHCKOTIO U3/IENHNSI, BKIIFOUEHHOTO B IEPEYEHbD, ABISIOTCA:

a) 3aKJIFOUYCHHE HKCIIEPTHOTO YUPESKICHHS 10 pe3yabTaTaM dKCIEPTU3bl KauecTBa, dPHEeKTUBHOCTH
u 0e30MacHOCTH MEIUIIMHCKOTO W3JIeNHs, CBUACTEILCTBYIOIIEE O TOM, 4YTO KadecTBO, W (WJIH)
¢ dexTuBHOCTh, W (W) OE30MACHOCTh MEJAMIIMHCKOTO W3JENUs HE TOATBEPXKICHBI IMOTyYEeHHBIMHU
JTaHHBIMU, U (WJIM) O TOM, YTO PUCK NMPUYUHEHHUS Bpea 37J0POBBIO TPaXKAaH U MEIUIUHCKUX PAOOTHUKOB
BCJICJICTBHE PUMEHEHHS MEIUITMHCKOTO U3/IEHS MPEBbIMaeT 3PGEeKTHBHOCTh €ro MPUMEHEHHS, U (WIIH)
O TOM, YTO MEIUIMHCKOE H3JENUE HE COOTBETCTBYET TpPeOOBAHHSIM HOPMATUBHOW JOKYMEHTAIIUH,
TEXHUYECKONW M (WJIM) DKCIUTyaTallMOHHON TOKYMEHTAIlMUd TPOU3BOAUTENS (M3TOTOBUTENS), U (MJIH) O
TOM, YTO J0Ka3aTelbCTBA O€30MaCHOCTH MEIUIIMHCKOTO U3/IeTHS OTCYTCTBYIOT;

0) BBISBJICHHWE PETUCTPUPYIOIIUM OPraHOM TI0 pe3yibTaTaM TOCYJapCTBEHHOTO KOHTPOJS 3a
oOpalieHueM MEIUIUHCKUX H3JCIUNA HECOOTBETCTBHUS JAHHBIX 00 A(PQPEKTHBHOCTH U O€30MaCHOCTH
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MEIUIIMHCKOTO U3ACNUs JaHHBIM O MEIUIIMHCKOM U3JICTINH, COACPKAIIMUMCS B 3asSBICHUH O PETUCTPAINH
Y JOKyMEHTaX, MpeAycMOTpeHHBIX TyHKTaMu 57(2) u 57(10) nacrosmux [IpaBwui.
(n. 57(17) BBenen Ilocranosnenuem IlpaButenscrBa PO ot 18.03.2020 N 299)

57(18). BHeceHne HW3MEHEHHH B JIOKYMEHTBI, COJEpXAIIHeCs B PETUCTPAIMOHHOM JOChE
MEJIUILUHCKOTO M3ENNs], BKJIIOYEHHOTO B IMEPEUYCHb, OCYILIECTBIACTCS IOCIE MPUHATUS PEIICHUS O
MOATBEPIKICHUU TOCYAAPCTBEHHOM PETUCTPALMU METUIIMHCKOTO U3/eTUsl B COOTBETCTBUU C IMyHKTaMH
37 -49(2), 51 u 55(1) nacrosimux [IpaBui.

(. 57(18) BBeaen Ilocranosnennem IIpaButensctBa PO ot 18.03.2020 N 299)

57(19). Beimaua pgyOnukata pEerHCTPAIMOHHOTO YAOCTOBEPEHHUS MEAMIIMHCKOTO  H3JEHs,
BKJIFOUEHHOTO B ME€pPeUeHb, TOCYJapPCTBEHHAS PETUCTPALIUS KOTOPOTO MOATBEPIKICHA, OCYIIECTBISETCS B
MOpAJIKE, IPETYCMOTPEHHOM IMyHKTaMu 52 u 53 HacTosumux [IpaBui.

(. 57(19) BBenen Ilocranosienunem IlpaButenscrBa PO ot 18.03.2020 N 299)

57(20). Peructpupyromuii opran GopMuUpyeT PEeruCTPallMOHHOE AOChE MEAUIIMHCKOTO W3JIeius,
BKIIFOYCHHOTO B MIEPEYCHB, M3 CICAYIOIUX JOKYMCHTOB:

a) 3asBJIEHHE O PETUCTpAallMd M JOKYMEHTBI, IpelycMOTpeHHble nyHKkTamu 57(2) u 57(10)
Hacrosmux [IpaBui, 3ampockl U JOKYMEHTHI, IpeaycMoTpeHHble myHKToM 21(1) Hacrosmux I[Ipaswui,
3asIBJICHHE O BHECEHUM U3MEHEHUM U IOKYMEHTHI, IPeAyCMOTpeHHbIe MyHKTOM 38 Hactosuux [IpaBui, a
TaKXe 3asiBJIEHHE O MTPEIOCTaBICHUH 1y0INKaTa;

0) komus 3aJaHMsl PETUCTPUPYIOIIErO0 OpraHa Ha TMPOBEACHHME OKCIEPTU3bl KayecTBa,
3G GEeKTUBHOCTH U 6€30IaCHOCTH MEIUIIMHCKOTO H3/ETHS;

B) 3aKJIFOYCHUA, O(i)OpMJ'IeHHBIG OKCICPTHBIM YUYPCIKIACHUCM ITPHU TPOBCACHUHN SKCIICPTU3bI KAYCCTBA,
3(1)(1)6KTI/IBHOCTI/I 1 OC30IMaCHOCTH MCIUIMHCKOT'O U3ACTINA,

I') KOIIMU IPUKa30B, 0()OPMIIEHHBIX PETHCTPUPYIOIIUM OPTraHOM;

1) KONHS PETHUCTPALIOHHOTO YIOCTOBEPEHUS MM YBEIOMIICHU, O(OPMIIEHHBIX PETHCTPHPYIOIINM
OpraHowm;

€) Komus AyOnmuKara perucTpalioOHHOTO YAOCTOBEpEHUs, O(OPMIEHHOTO PETUCTPUPYIOIIUM
OpraHoM.
(m. 57(20) BBenen [locranoBnenuem [IpaButenscrea PO ot 18.03.2020 N 299)

58. Peructpupyronuii opraH pa3MmemniaeT HWHGOPMAIMIO, CBSI3aHHYIO C OCYIIECTBIECHHUEM
rOCy/lapCTBEHHON pETUCTpallMM MENULUHCKOTO W3JEIHsI, BHECEHMEM W3MEHEHUH B JOKYMEHTHI,
coJieprKallirecs B PErUCTPAllMOHHOM JI0Che, M BblJauel NyOauKaTa perucTpallioHHOTO YAOCTOBEPEHUS,
Ha CBOEM O(HIMATIHLHOM caiiTe B HH(OPMAIIMOHHO-TEJIEKOMMYHUKALMOHHOM ceTn "MHTepHeT".

(B pen. [locranosnenus IlpaBurenscrea P® ot 31.05.2018 N 633)

58(1). DxcmepTHOE YUpEKIEHUE OCYIIECTBISET KOHCYJIbTHPOBAHUE II0 BOIIPOCaM MPOIEAYp,
CBSI3aHHBIX C TOCYAApCTBEHHOH pErHCTpanveil MEeIWIIMHCKUX HW3JIENNH, B TOPSIKE, YCTAHOBJICHHOM
PETUCTPUPYIOIIUM OPTaHOM.

(. 58(1) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 10.02.2017 N 160)
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59. Pemenuss u geiictBus (O€31€HCTBHE) PETHCTPUPYIOIIETO OpraHa, IOBJIEKIIHNE 3a COOOH
HapylleHHe MpaB IOPUANYECKOIrO JIMIA, WHAMBUIYAIBHOIO IMPEIIPUHUMATENS, a4 TAKKE 3aKIFOUYEHUs
HKCHEPTHOTO YUPEKICHHS M0 pe3yIbTaTaM MPOBEICHHBIX UM B COOTBETCTBUU C HAcCTOSMMU [IpaBuiamu
9KCHEPTU3 MOI'YT OBITh O0O0XKaJOBaHbl 3asBUTEIIEM B IMOPSJKE, YCTAHOBIEHHOM 3aKOHOJATEIbCTBOM
Poccutickoit denepanun.

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

ITpunoxenue
K [IpaBunamM rocyrapcTBeHHOM
pPErucTpalui MEIULUHCKUX U3IEIUM

NEPEYEHDb
MEAWLMHCKUX U3OENUIA C HU3KOWU CTEMEHbLIO NOTEHLUWMAIIBHOIO PUCKA
UX MPUMEHEHUA, B OTHOLLEHMU KOTOPbIX YCTAHOBIIEHbI OCOBEHHOCTU
rocyoAPCTBEHHOW PET'MCTPALIUU

CIucoK U3MEHSIOUIUX T0KyMEHTOB
(BBeneH [locranoBnenuem [IpaButenscrea PO ot 18.03.2020 N 299)

Bug HanmenoBanue

1. 104010  KocTioM U30IMPYIOINAN

2. 122540  TlepwaTku CMOTPOBBIE/TIPOLIEAYPHBIC U3 JIATEKCA TEBEH,
HEOIyIpeHHbIE, HECTEPUIIbHbIE

3. 122560  IlepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 JIATEKCA T€BEU, OITYAPCHHbIE

4, 129350 XanaT onepalnroHHbIN 0JJHOPA30BOr0 UCIOJIb30BaAHUS

S. 129380  XanaT onepaliOHHBI MHOTOPa30BOT'O UCTOIb30BAHUS

6. 129870  XanaT “301MPYIOUIMIA MHOTOPAa30BOTO UCIIOIB30BAHMUS

7. 129880  XanaT M30IMPYIOLIMIA OJTHOPA30BOT0 HCIIOIB30BAHMS

8. 132380 Macka nuieBasi AJis 3allUThl AbIXaTEIbHBIX MyT€ MHOTOPa30BOro
WCTIOJIh30BAHUS

9. 139350  IlepuaTku CMOTPOBBIE/TIPOIICAYPHBIC U3 TTOJUXJIOPOTIPEHA,
HEOIyIpEHHBIE

10. 139360  Ilepuatku CMOTPOBBIE/TIPOLIEAYPHBIE U3 TOJIUXJIOPONpPEHA,
OITyJpCHHBIE
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11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.

22.
23.
24.
25.
26.

217.
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 TOKOHENPOBOASIINE, HECTEPUIIBHBIC

Xanar I nauueHTa OJHOPa3oBOro UCIIOJIb30BAHUS
Xanar [y nauueHTa MHOrOpa3oBoro NCIOJIb30BaHUs
Xanar npouesypHblii OTHOPa30BOr0 UCIIOJIb30BaHUS
Xanar npouenypHblii MHOTOPa30BOT0 UCIOIb30BaHUS
PecnimpaTop o01iero npuMeHeHusl

KocTtiom xupyprudeckuii H30JupyrOInii

Macka xupyprudeckas MHOIOpa3oBOIro NCIIOJIb30BaHUS
Pecniuparop xupypruueckuii

Macka xupyprudeckas 0JHOPa3oBOro UCIOJIb30BaHUS

Hep‘laTKI/I CMOTpOBLIC/HpOI_[eI[ypHHe HUTPUIIOBBIC, HCOITYAPCHHBIC,
HCECTCPHUJIbHBIC

[lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE HUTPUIIOBBIE, OIYAPESHHBIE
KocTtrom xupyprudyecknii Ha MaHKeTax

[lepuaTku cMOTpOBBIE/TIPOLIETyPHBIE BUHUIIOBBIE, HEOITYIPEHHbIE
[lepuaTku cMOTpOBBIE/TIPOLIETyPHBIE BUHUIIOBBIE, Oy IPEHHbIE

KocTtiom xupyprudeckuii 0IHOPa30BOTO UCIOJIb30BaAHHUS,
HECTEPUIbHBIN

baxunsl BOAOHCTIPOHHUIIACMBIC
baxwunst TOKOIIPOBOJAIINEC, HCCTCPUIIBHBIC

HepanKI/I CMOTpOBBIC/HpOI.[CI[ypHBIe H3 I'Bar0JIOBOI'O JIaTCKCA,
HCONMYAPCHHBIC

[lepuaTku cMOTpOBBIE/TIPOLIETYPHBIE U3 STUIICHBUHUIIAIETATA,
HEOIyIPEHHBIEC, HECTEPUIIbHBIE

ITepuaTky CMOTPOBEIE/IPOLEAYPHBIE HUTPUIIOBBIE, HEOILY IPEHHBIE,
aHTHOaKTepuabHbIE

[lepuaTku cMOTPOBBIE/TIPOLIETYPHBIE MTOJIUU30IIPEHOBIE,
HEOIyIPEHHBIE

HaGop onex bl XUpypru4eckuit/CMOTpOBOM
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34. 349230  IlepuyaTku CMOTPOBBIC/TIPOIEAYPHBIC MTOTUU3ONPEHOBBIE, Oy IPEHHBIE

35. 351490  IlepuaTku CMOTPOBBIC/TIPOIIEAYPHBIC U3 JIATEKCA T'€BEH,
HEOMyApPEHHBIC, HECTEPUIIbHBIC, AHTHOAKTEPHAIILHBIC

36. 367580  Macka nuneBast Ui 3alIUThl JbIXaTeIbHBIX IYyTEH 0JHOPa30BOTO
UCIIOJIb30BaAHUS
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