IToctanosnenue [IpaButensctBa P® ot 27 nexadbps 2012 r. N 1416 "O6 yrBepxaennu [IpaBuit rocynapcTBEHHOM. . .

[Toctranosnenue IlpaBurensctBa PO ot 27 nexadbps 2012 r. N 1416 "O06 yrBepxaenuu [IpaBun
rocyAapCTBEHHOM pEerucTpali MEAUIIMHCKUX U3enuil" (C ”3BMEHEHUSIMU U JOTIOTHEHUSIMU )

IHocranosisienne IlpaBurenscra P® ot 27 nexadopst 2012 r. N 1416
"O0 yrBep:xkaennu [IpaBui rocyiapcTBeHHOMH perucTpanuy MeJUIUHCKUX HU3aeauii"

C u3MeHeHHMSIMH U I0MIOJTHEHUSIMH OT:

17 oxts6ps 2013 r., 17 nrosst 2014 r., 10 deBpans 2017 r., 31 mas 2018 r., 18 mapra 2020 r.

B cootBercTBUM co cratheil 38 denepanbHoro 3akoHa "OO OCHOBaX OXpPaHBI 37J0POBbs TPAXKAAH B
Poccuiickoit ®enepanun" [IpaBurensctBo Poccuiickoit denepaiyiui OCTaHOBIISAECT:

1. YTBepauth npunaraemsele [Ipasuia rocyaapcTBEHHOW perucTpaluy MEAUIIMHCKUX U3EIINH.

2. YCcTaHOBHUTH, YTO:

a) pEeruCTpallMOHHbIE YJOCTOBEPEHUsI HA W3JEIUS MEIULMHCKOTO Ha3HAYEHUS U MEAULIHMHCKYIO
TEXHUKY C YCTAHOBJICHHBIM CPOKOM JEHCTBHS, BBIJAQHHBIE 1O AHS BCTYIUIEHUs B CHJIY HAaCTOSILErO
IIOCTAHOBJIEHHUS, JEMUCTBYIOT JJO UCTEUEHHUSI YKa3aHHOTO B HUX CPOKa JAEUCTBUS;

Wuopmarus 06 H3MEHEHHSX:

Ilocmanoenenuem Ilpasumenscmea P®D om 10 ¢pespana 2017 2. N 160 6 noonynkm "6" enecenuvl
UBMEHEHUs.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaKyuu

0) perucTpallMOHHbIE YAOCTOBEPEHUS HAa W3JEJIHS MEIULUHCKOIO HAa3HAUYEHUs U MEIULHUHCKYIO
TEXHUKY OECCpPOYHOro ACHCTBHSI, BBIAAHHBIC A0 AHS BCTYIJICHUS B CHIJIY HACTOSIIErO MOCTAHOBJICHUS,
JNEUCTBUTENbHBI U Toaiiexkar 3ameHe 10 | suBaps 2021 r. Ha perucTparvoHHBIE YIOCTOBEPEHHUS IO
dopme, yrBepkaaemoii DenepanbHOl Ciiy:k00i 10 Ha30py B cepe 31paBOOXPaHEHUS.

3aMeHa PErucTPallMOHHOTO YJOCTOBEPEHUS OCYLIECTBISIETCS 0€3 MPOXOXKAECHUS IPOLETypHI
rOCYJapCTBEHHON PErucTpalui MEIULMUHCKUX W3/I€TUNd Ha OCHOBAaHWUHU 3asBIICHUS, IMPEACTABICHHOTO
3asBuTenieM B denepalibHyro Ciyk0y 1Mo Haa3opy B cdepe 3ApaBOOXPAHEHHUS, C YKa3aHHEM CBEJICHUH,
npeaycMOTpeHHbIX [IpaBuiamu, yrBepKA€HHBIMU HACTOSIIIUM ITOCTAHOBJIECHUEM.

3. I'ocynapcTBeHHas perucrpanus MeAUIUHCKUX 31, TPEACTaBICHHBIX Ha TOCYJapCTBEHHYIO
PETUCTPALIUIO 10 JHS BCTYIUICHUS B CUJIy HACTOSIIETO MOCTAHOBJIEHUS, OCYIIECTBIISIETCS HA OCHOBAHUH
JIOKYMEHTOB, TMPEJCTABJICHHBIX N0 JAHS BCTYIUIEHMS B CHJIYy HACTOSAIIEr0 ITOCTAHOBJIEHMS, a TaKke
3asBJIEHUSI O TOCYIAPCTBEHHOW PEruCTPallMM MEIUIMHCKOTO HW3JENusl, MPEJCTABICHHOIO 3asBUTENIEM B
COOTBETCTBUM C [IpaBunamu, yTBEp>KICHHBIMU HACTOSALIUM IIOCTAHOBJIEHNEM, B DeiepalIbHYIO CIIy KO0y 1O
Ha/30py B chepe 31paBOOXpAHEHHUSL.

4. Peanu3zanus MoJHOMOYUH, IPEyCMOTPEHHBIX HACTOSAILUM TOCTAaHOBJIEHUEM, OCYIIIECTBIISIETCS B
npenenax ycraHoBlieHHBIX IIpaBurensctBoMm Poccuiickorn @Penepauuu MNpeaeabHOW YUCIEHHOCTH
paboTHUKOB IieHTpanbHOro anmnapara denepanpHoil ciayxObl MO HAA30py B chepe 31paBOOXpaHEHUs, a
Takke OO/UKETHBIX aCCUTHOBaHMM, mpexycMoTpeHHbIXx Cnyx0e B ¢enepaabHOM OrojkeTe Ha
PYKOBOJICTBO U yIIpaBjeHHE B chepe yCTaHOBIEHHBIX (HYHKIUH.

5. Hacrosimee nocranoBieHue BCTynaer B cuiy ¢ 1 auBaps 2013 1.

[Ipencenarens [IpaBurenbcTBa JI. Mengenen
Poccuiickoit ®denepann

Mockaa,
27 nexabps 2012 roma
N 1416

IpaBuia
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roCy1apCcTBEeHHOI perucTpanuu MeIUIHHCKUX W31eJTuil
(ytB. nnocranosyienueM [lpaBurenbcrBa P® ot 27 nexadps 2012 r. N 1416)

C u3MeHeHHSIMH H JOIMOJITHCHUSAMM OT:

17 oxts16pst 2013 1., 17 wrosts 2014 1., 10 deBpans 2017 r., 18 mapta 2020 1.

1. Hacrosimme IlpaBuia ycraHaBiIMBaKOT MOPSIOK FOCYAAPCTBEHHOM PErMCTpallMM MEIULMHCKUX
U3JICNHIA, TIOIJIeKAINX o0paiieHuto Ha Tepputopun Poccuiickoit deneparuu.

Wndopmarus 06 H3MEHEHHSX:
llocmanosnenuem I[Ipasumenscmea P® om 17 urona 2014 2. N 670 6 nynkm 2 8necervl usMeHeHUs:

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu

2. l'ocynapcTBeHHON perucTpaiu MoJJIeKaT Jo0ble HHCTPYMEHTBI, ammaparbl, HpuOopHI,
0o0opy0BaHKEe, MaTEepHANIbl U MPOYME U3JACNUS, TPUMEHSEMbIE B MEAMIIMHCKUX LENSIX OTACIbHO WIH B
COUeTaHHHM MeXay co0ol, a Takke BMECT€ C JPYTMMH NPUHAUICKHOCTAMU, HEOOXOAUMBIMH JUIS
MPUMEHEHHUS YKa3aHHBIX W3JIETUH 110 Ha3HAYCHUIO, BKIIOUas CIEIUAIBHOE MTPOrpaMMHOE 00ecTieueHHEe, U
npelHa3HaYeHHbIE MPOU3BOAMUTENEM (MU3rOTOBUTENEM) JUIsl MPO(HUIAKTUKH, AUATHOCTUKH, JICUYEHUS U
MEIUIIMHCKONW peadminTau 3a00JIeBaHI, MOHUTOPUHTA COCTOSIHUSI OpraHu3Ma 4eJioBeKa, MPOBEICHUS
MEIULUHCKUX UCCIEI0BAHMM, BOCCTAHOBJICHUS, 3aMEIICHUs, U3MEHEHHS] aHATOMUYECKON CTPYKTYPbl WM
dusnonornueckux  QYHKIUH OpraHm3Ma, TMPEAOTBPAICHUS WM TpephIBaHUS OESPEMEHHOCTH,
GyHKIIMOHAIbHOE  HA3HAYEHHE  KOTOPhIX  HE  pealu3yercs  myTeM  (papMaKoJIOTHYECKOro,
MMMYHOJIOTMYECKOT 0, FTEHETUYECKOI0 WJIM METa0O0JIMYECKOr0 BO3/JCHCTBUS HA OpraHU3M ueloBeKa (janee
- METUIIUHCKUE U3/IEININS).

MenuuuHcKrue U3AENus, U3TOTOBJICHHBIE MO MHAWMBHUIYAJIbHBIM 3aKa3aM MAlHUEHTOB, K KOTOPBIM
NPEIbSABISAIOTCS CIEUANbHbIE TPEOOBaHHUS MO HA3HAYCHUIO MEAUIMHCKUX pPAOOTHUKOB U KOTOpHIE
MpPEJHA3HAYEHbl  HUCKJIIOUMUTEJBHO  JUIi  JIMYHOTO  MCIOJIB30BaHUA  KOHKPETHBIM  IMAILIUEHTOM,
TrOCYIapCTBEHHOW PErUCTPALM HE MOJIEHKAT.

3. TocynapcTBeHHast peructpanus MEIUIMHCKUX U3Jenuil  ocymectrisiercs DdenepanbHoi
cinyx00i1 o Hag30py B chepe 3ApaBOOXpaHEHUS (J1ajiee - PETUCTPUPYIOIIUN OpraH).

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 4 usmenen c¢ 13 urons 2018 2. - [locmanoenenue llpagumenvcmea Poccuu om 31 masa 2018 2. N
633

Cm. npedvloyuyro pedaKyuio

4. B Hacrosmux IIpaBunax ncnosib3yroTcs CIEeIyIOIINE OCHOBHBIE IOHATHS:

"0e30macHOCTh MeIMLMHCKOr0 u3JAeJus" - OTCYTCTBHE HEIONYCTUMOIO pHCKa MNPUYUHEHUS
BpE/a KU3HHU, 3J0POBBIO YEJIOBEKA U OKPYKAIOLIEN CPEE MPU UCTIOIb30BAHUU MEIULIMHCKOTO U3ENINS 10
HA3HAYEHUIO B YCIOBUSX, IPEAYCMOTPEHHBIX IPOU3BOAUTENEM (U3TOTOBUTEIIEM);

"Ka4yecTBO MeJIMIMHCKOr0 M3JeJHusA" - COBOKYITHOCTh CBOMCTB M XapaKTEPUCTHK MEAUIIMHCKOIO
U3JIeNNsI, BIUSIONIMX HA €ro CIOCOOHOCTh JEeHCTBOBATH MO HAa3HAYEHUIO IPU YCIOBHUH COOTBETCTBUS
TpeOOBaHUSM HOPMATUBHOM JTOKYMEHTAllUM, TEXHUUECKOW M OSKCIUTyaTallMOHHOM JIOKyMEHTalluu
MPOU3BOIUTENS (M3TOTOBUTEIS);

"KJIMHUYEeCKHe HCcnbITaHus" - pa3paboTaHHOE W 3alUIAHUPOBAHHOE CHCTEMAaTHYECKOe
UCCJIEIOBaHME, TPEANPUHATOE, B TOM YHUCIE C y4acTHEM 4YeJIOBEeKa B KayecTBE CyOBEKTa Ui OLEHKH
6e30macHOCTH U 3(p(PEeKTUBHOCTH METUIIMHCKOTO U3/1EIHS;

"HOpMaTUBHAasl JOKYMeHTalus" - TOKyMEHThI, perjaMeHTupyolre TpeOoBaHus 0€30MacHOCTH,
Ka4yecTBa, a TakkKe MpeanosaraeMyio 3¢Q(eKTUBHOCTh NPETYCMOTPEHHOTO NPUMEHEHUS M METOMbI
KOHTPOJISI COOTBETCTBUS MEAUIIMHCKOTO MU3/IEJHSI 3TUM TPEeOOBAHUSIM;

"perucTpanMoHHOe J0Che" - KOMIUIEKT JOKYMEHTOB, MPEICTABISAEMBIX IJII I'OCYIapCTBEHHOMN
perucTpanuy, BHECEHHMs H3MEHEHHl B Takue JOKyMEHTbI, a TaKXe KONHH pELIeHUHN, MPUHATHIX
PETUCTPUPYIOIIKMM OPraHOM B OTHOLIEHMH KOHKPETHOTO MEIUIIMHCKOTO U3/1ETIHS;
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"TeXHH4YecKas AOKYMEHTalMs MPOU3BOAUTEJISA (u3roroBurtes)" - JIOKYMEHTBHI,
PETJIAMEHTUPYIONTUE  KOHCTPYKIIMIO  MEIUIIMHCKOTO  M3JENHsS, YCTAaHABIMBAIOIIME TEXHHUYECKHE
TpeOOBaHUS M COJACpIKAIIUE JAaHHBIC JUISI €ro Pa3padOTKH, MPOU3BOJICTBA, MPUMEHEHHS, IKCILTyaTaIluH,
TEXHUYECKOTO 00CITYy)KMBAHUS, PEMOHTA, YTHJIM3AIIUN U YHUUTOXKCHHUS;

TAPAHT:

CM. TpeOoBaHMs K COAEPKAHUIO TEXHUYECKON M IKCIIyaTallMOHHON JOKYMEHTAllMU MPOU3BOAUTENS
(M3roTOBUTENS) MEAULIMHCKOTO M3JENNs, YTBEPKIACHHbIE Npuka3oM Mun3zapaBa Poccun ot 19 sHBaps
2017r. N 11u

"TeXHMYecKHe MCIBITAHUA" - HCIBITAHUS C LEJIbI0 OIPENEICHHUS] COOTBETCTBUS XapaKTEPUCTUK
(CBOMCTB) MEIMIMHCKOIO M3JA€IHus TpeOOBaHUSAM HOPMATHBHOM JTOKYMEHTAllMM, TEXHUYECKOH M
AKCIUTYaTallMOHHOM TOKYMEHTALUN IPOU3BOAUTENS (M3rOTOBUTENS) M IIPUHATHUS MOCIEAYIOLIETO PEICHUS
0 BO3MOXXHOCTH IIPOBEACHMSI KIIMHUYECKUX UCIIBITAHUN;

"TOKCUKOJOTHYECKHEe UCcCAeJOBAHUA" - UCCIEAOBAaHMS B IENAX OICHKH OHMOJIOTHYECKOM
0€30IIaCHOCTH MEAMLUHCKOIO U3JENUsl W NPUHATHS MOCIEIYIOLIEro peleHuss O BO3MOXKHOCTH
IPOBEJCHUS KIMHUYECKUX UCIIBITAaHU;

"YIOJIHOMOYEHHBIH NpeacTABUTEb NMPOU3BOAUTENS (M3rOTOBUTEA)" - IOPUIUYECKOE JIUIIO
WIM WHIMBUAYAIbHBIM IIPEANPHUHHUMATENb, 3apErMCTPUpPOBaHHbIE Ha Teppuropun Poccuiickon
denepanum, yroJIHOMOYEHHbIE IPOU3BOAUTENEM (M3TOTOBUTENIEM) MEUIIMHCKOTO U3/EIHs IPEICTaBIIATh
€ro MHTEpPEChl 10 BOMpOCaM OOpalIeHUsT MEAMIMHCKOTO W3JIenus Ha Tepputopun Poccuiickoit
®enepany, B TOM YHCIE [0 BOIpPOCaM IPOLEAYP OLICHKHM COOTBETCTBHS M TIOCYAAapCTBEHHOU
perucTpanuu, Ha UMsi KOTOPOro MOXKET ObITh BbIIAHO PETUCTPALIMOHHOE YI0CTOBEPEHUE HAa MEAUIIMHCKOE
U3JIENNE;

"IKCIVIyATALMOHHAS [OKYMEHTALMsA NpPOU3BOAUTeNsl (U3roTOBMTENs1)" - JOKYMEHTHI,
OpeHAa3HAYCHHbIE JJIs O3HAKOMJICHHS IOTpeOUTENIs C KOHCTPYKLHMEH MEIUIMHCKOIo H3Jeius,
peraaMeHTHPYIOIIME YCIOBUS M IIPAaBUJIA SKCILTyaTaluu (UCIOJIb30BaHUE IO Ha3HAUYEHUIO, TEXHUYECKOE
o0cIiTy’)KMBaHHe, TEKYIIUA PEMOHT, XpaHEeHHE M TPAHCIIOPTUPOBKA), rapaHTUPOBAHHBIE MPOU3BOAUTENIEM
(M3roTOBUTENEM) 3HAUEHUSI OCHOBHBIX MApaMETPOB, XapaKTEPUCTUK (CBOMCTB) MEAMIIMHCKOIO W3JENHUS,
rapaHTUHHBIE 0053aTENILCTBA, @ TAKXKE CBEICHHS O €r0 YTUIIN3ALUN WM YHUUTOXKCHUH;

"3(ppeKTUBHOCTL MeJIMIMHCKOr0 M3/Ae]usi" - COBOKYIIHOCTb CBOMCTB U XapaKTEPUCTHK
MEIUIUHCKOTO H3/eHsl, OO0eCleUnBaoNMX JOCTHXKEHHE IieNeill NpeqHa3HaueHHsl, YCTaHOBJIEHHBIX
IPOU3BOJIUTENIEM (M3TOTOBUTEIEM) U MTOATBEPHKIEHHOTO MPAKTUKON KJIMHUYECKOTO IPUMEHEHUSI.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 5 usmenen c 19 mapma 2020 e. - [locmanosnenue I[Ipasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloyuyro pedaKyuio

5. T'ocynapcTBeHHas perucrpanys MEIUIMHCKUX U3EIUN IPOBOJUTCS HA OCHOBAHUH PE3YJIbTATOB
TEXHUYECKUX  HCIBITAHWN,  TOKCHUKOJIOTMYECKHX  HCCIEJOBaHWM,  KIMHMYECKHX  HCIBITAaHUH,
MPEJICTaBISIIOIIMX cO00i (OPMBI OLIEHKM COOTBETCTBHUS MEAUIIMHCKUX U3/IEIHM C yUeTOM KiacCUupUKAIUU
B 3aBUCHUMOCTH OT MOTEHIMAJIBHOTO PUCKA MX MPUMEHEHHUs, U SKCIEPTU3bl KauecTBa, 3()(HEKTUBHOCTH U
0€30MacHOCTH MEAMIIMHCKUX H3AENUi ¢ y4eToM Kiaccu(UKalMu B 3aBUCUMOCTU OT IMOTEHIIMAJILHOTO
pHCKa WX MPUMEHEHHs, a TaK)Ke MCIBITAHUN B LEISIX YTBEPXKACHUS THUIIA CPEACTB H3MepeHuil (B
OTHOUIIEHUH MEIUIIMHCKUX W3JETUi, OTHOCAIIMXCS K CPEICTBAM M3MEpPEHHI B cepe rocy1apcTBEHHOTO
peryiaupoBaHusi oOecrieueHusl eIMHCTBa U3MEPEHUH, NMepeueHb KOTOPBIX YTBEpXkAaeTcsi MUHUCTEPCTBOM
3npaBooxpanenust Poccuiickoit @enepanun).

OCOOEHHOCTH TOCYIapCTBEHHON pPErucTpaluyd MEAULUMHCKUX W3JEIUH C HHU3KOM CTENeHbIo
NOTEHLMAIbHOIO pHUCKA MX TMPUMEHEHHUS, B OTHOLIEHWH KOTOPBHIX YCTAaHOBJEHBI OCOOEHHOCTH
rOCYyJapCTBEHHOM pPErucTpaluy, 1O TMEpPeYHIO COTJIaCHO IPUJIOKEHMIO (Jajiee - IepeyueHb)
IPEAYCMOTPEHBI ITyHKTamu 57 - 57 % HacTostux [IpaBui.

Obecnieuenne opraHu3anud paboTbl MO (GOPMHUPOBAHMIO W BEIACHUIO HOMEHKIATYPHOM
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KJaccu(uKauy MEJUIMHCKUX U3JICNINH 110 BUJIaM OCYLIECTBIISIETCS PETHCTPUPYIOLIUM OPTaHOM.

[Tpy n3MeHeHUH BUAA MEIUIUHCKOIO U3ZEIUs B paMKaxX paboThl MO (GOPMUPOBAHUIO U BEJCHMIO
HOMEHKJIATYPHOM KJlacCU(UKAlMK MEIULUUMHCKUX HW3JENINN 10 BHUJAM, yTBepxkaaeMoil MuHUCTEpCTBOM
3apaBooxpanenus Poccuiickoil ®enepanuu, peruCTpUPYIOIIUNA OpPraH BHOCHUT B PEECTPOBYIO 3aIUCh
rOCyIJapCTBEHHOI'O0  peecTpa  MEOULMHCKUX  M3JIeNUMd W opraHu3zauuid  (MHIUBUIYalIbHBIX
npeanpuHUMaTesiei), OCyeCTBISIOMNX TPOU3BOICTBO U U3rOTOBJIEHUE MEIUIIUHCKUX U3/eNui (Janee -
TOCYIapCTBEHHBINH PEECcTp), COOTBETCTBYIOIIEE M3MEHEHHE M YBEJOMIIIET 00 3TOM IOPHIMUYECKOE JIUIO
WIM WHIMBULYaJIbHOTO NMPEANPUHUMATEINSA, HA UM KOTOPOTO BBIIAHO PETUCTPALMOHHOE yIOCTOBEPCHHE
Ha MEIHMIIMHCKOE H3JIeNIMe, BHJ KOTOPOTrO HM3MeHeH, B TeueHue 20 paboumx AHEW C JaThl BHECEHUS
MU3MEHEHUS B PEECTPOBYIO 3aIIUCh FOCYIaPCTBEHHOIO PeecTpa.

TAPAHT:

CwMm. Tlopsnok mpoBeneHUs] OIEHKH COOTBETCTBHSI MEIWIMHCKUX H3AeIHi B (hopMe TEeXHUYECKHX
UCTIBITAHUH, TOKCUKOJIOTHYECKUX HCCICTOBAHNMN, KIMHUYECKUX HCIBITAHUN B IENAX TOCYIapCTBEHHON
perucTpanuu MEAMIMHCKUX W3JETHi, yTBEepKIEHHBIM mpukazom Mun3apaBa Poccun ot 9 sHBaps
2014 r. N 2n

6. JIokyMeHTOM, MOATBEpKAAOIUM (aKT TOCYAapCTBEHHOM pEerucTpanuid MEAUIMHCKOTO
U3JIeNUsl, SBISETCS PErHCTPAllMOHHOE  YJOCTOBEPEHHME Ha MEAMLIMHCKOe wu3denue (naizee -
pPErucTpallMOHHOE  yJaocToBepeHue). @DopMa  perucTPallMOHHOTO  YAOCTOBEPEHHUs  YTBEPIKIAETCs
PETUCTPUPYIOIIUM OPTaHOM.

Perucrpanuonnoe yaocToBepeHre Bbl1aeTcsi 6€CCpOyHO.

7. T'ocynapcTBEHHAs NMOLUIMHA YIUIAYMBAETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM POCCHICKOM
®enepanuu 0 HaJIOrax u coopax.

WNudopmanus 06 yriaTe rocy1apcTBEHHON MONUIMHBI 3aIIPAIINBACTCS PETUCTPUPYIOIIUM OPTaHOM
B TOPSAKE MEKBEJOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aHUMOJCHCTBUS B COOTBETCTBUU ¢ DesepaibHbIM
3akoHOM "O0 opraHM3anuy NPeAOCTaBICHHS TOCYIAPCTBEHHBIX U MYHHUIIMITATBHBIX YCIyT".

Wndopmarys 06 H3MEHEHHSAX:

Ilynkm 8 usmenen c¢ 19 mapma 2020 e. - [locmanosnenue IIpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloywyro pedaKyuio

8. Iy TOCyIapCTBEHHOW PETUCTPAIIMH METUIIMHCKOTO U3JIeTus (32 UCKIIOUEHUEM MEIUITUMHCKHUX
U3JIeNuil, BKIIOYEHHBIX B IepeueHb) pa3pabOT4MK, MPOM3BOJIUTENb (M3TOTOBHUTENb) METUIIMHCKOIO
U3JIeNHsT WIM YIOJHOMOYEHHBIH MPECTaBUTENb MPOU3BOAUTENS (M3rOTOBUTENS) (Hajiee - 3asiBUTEIID)
IpeJCcTaBisieT JIMO0 HampaBlisieT B PETUCTPUPYIOIUI OpraH 3asBJI€HHE O TOCYAapCTBEHHOW perucTpaiiu
MEAMIIMHCKOTO U3JIEHsl, a TAKXKe TOKYMEHTHI, yKa3aHHble B TyHKTe 10 HacTosmux [IpaBu.

9. B 3asBieHnN 0 TOCYAapCTBEHHONW PErMCTpallMi MEAUIIMHCKOTO M3/eius (Jajiee - 3asiBICHUE O
perucTpanym) yKka3blBatoTCs CIEAYIOIUE CBEICHUS:

Wndopmarys 06 M3MEHEHHSAX:

Hoonynkm "a" uzmenen ¢ 13 utons 2018 e. - I[locmanosnenue Ilpagumenvcmea Poccuu om 31 mas
2018 2. N 633

CMm. npedvloyuyro pedaKyuio
a) HAMMEHOBaHNE MEIUIIMHCKOTO H3Jenus (C yKa3aHHeM MPUHAATIE)KHOCTEH, HeOOXOIUMBIX s
MPUMEHCHUS METUITUHCKOTO U3JISNINS 10 HA3HAYCHHIO), IPH ITOM 3asIBUTEITb YKA3bIBACT TOBAPHBINA 3HAK U
WHBIC CpPEJCTBAa WHIWUBUIYATH3aIUUd MEIUIIMHCKOTO H3JETHUS B ClIydae WX HaHECEHHUS Ha YIMaKOBKY
MEMIIHHCKOTO W3JICTIHS;

Wndopmarys 06 M3MEHEHHSAX:

Ioonynkm "6" usmenen c 13 uwnsa 2018 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

CMm. npedvloyuyro pedaKyuio
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0) B OTHOmICHHH pa3paboTuMka - TOMHOE W (B cllydae, €CIM HMMEETCs) COKpaIIeHHOe
HaVMCHOBaHMWE, B TOM 4HClIe (QUPMEHHOE HAMMCHOBAHHE, OpPraHMU3AalMOHHO-TIpaBOBas Qopma
IOPUJIMYECKOTO JIMIA, apec MECTa €ro HaXOXIACHHS Wiau GamMuius, uMsi U (B clydae, €ClId HMEeTCs)
OTYECTBO, PEKBU3UTHI JOKYMEHTa, YIOCTOBEPSIOIIErO JIMYHOCTh, aJpec MecTa > KHUTEIbCTBA
WHIMBUYAJILHOTO TPEIIPUHUMATENS, a TakkKe HoMepa Tene(OoHOB U (B cCilyyae, €ClId UMEETCs) ajpec
AJIEKTPOHHOW TIOYTHI FOPUIAMYECKOTO JIMIIA WITH HHIUBHIYaIbHOTO MPEAIPHHAMATEIIS;

Wndopmarius 06 H3MEHEHUSX:

", n

Ilocmanoenenuem Ilpasumenvcmea P® om 17 urons 2014 2. N 670 noonynkm "6" uznoowcen 6 nosoii
pedaxyuu

Cm. mekcm noonynkma 8 npeovioyujeli peoaxyuu
B) B OTHOIICHHUU MPOU3BOJIUTENS (M3TOTOBUTEIISI) MEIUIIMHCKOTO M3JENUs - TOJHOE U (B cliiyyae,
€CIM UMEETCs) COKpalleHHOEe HaWMEHOBaHWE, B TOM 4ucie (UPMEHHOE HAUMEHOBAaHHUE,
OpraHu3aIMOHHO-TIPaBoOBas (hopMa IOPHINIECKOTO JIMIIA, apec MECTa HaXOXKIACHUS WK (HaMITUS, UMs U
(B cydae, eClii UMEETCs1) OTYECTBO, PEKBU3UTHI JIOKYMEHTA, YIOCTOBEPSIONIETO JIUYHOCTD, a/IpeC MecTa
KHUTEJIbCTBA MHIUBUAYAJILHOTO TPEANPUHUMATENS, a Takke Homepa Tene@oHOB M (B ciaydae, €CiH
UMEETCsI) aApec IEKTPOHHOW TOUYTHI FOPUIMYECKOTO JINIA WA WHANBUIYAILHOTO TIPS IPUHAMATEIIS,

Wudopmarus 06 H3MEHEHHSIX:

"n,n

Iloonynkm "2" usmenen ¢ 13 utonsn 2018 o. - Ilocmarnosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

CMm. npedvloyuyro pedaKyuio
') B OTHOIICHUH YIIOJHOMOYEHHOTO MIPEJCTABUTEIISI IPOU3BOAUTEIIS (M3TOTOBUTENS) - MOJTHOE U (B
cllydae, €clIM HMMEETCs) COKpAlleHHOE HaMMEHOBAaHWE, B TOM 4YHcle (UPMEHHOE HAaMMEHOBAaHHE,
OpraHu3alMOHHO-TIPaBoOBast (opMa IOPHIUYECKOTO JIUIA, AJPEC MECTa €ro HaXOXKIACHUS WU (QaMuiIus,
uMs U (B cllydae, eclid UMEETCs) OTYECTBO, PEKBU3UTHI JJOKYMEHTA, YIOCTOBEPSIIOIIETO JTUIHOCTh, aJpec
MECTa JKUTEIILCTBA WHAMBUYAIBHOTO MPEIIPUHUMATEIS, a TAaK)Ke HoMepa TejaeoHOB U (B ciiydyae, ecliu
UMEETCsI) aapec IEKTPOHHOW TOUYTHI FOPUIMUYECKOTO JINIIA YIIA WHAWBHIYAILHOTO TIPS ITPUHAMATEIIS,

Wndopmarys 06 H3MEeHEHHSAX:

Ioonynkm "0" usmenen c 13 utons 2018 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

CMm. npedvloywyro pedaKyuio

1) B OTHOIIICHUH JIUIIA, HA UMsI KOTOPOTO MOXET OBITh BBIAHO PETUCTPAIMOHHOE YIOCTOBEPCHHE, -
nonmHoe © (B clydae, €cld HMMEeTCs) COKpalleHHOe HaMMEHOBaHWE, B TOM uucie (QupMeHHOe
HaMMEHOBAaHWE, OPTaHM3AIMOHHO-TIPaBOBas (hopMa OPUANYECKOTO JIMIA, apec MECTa ero HaXOXKIACHUS
wi pamunus, UM U (B ciaydae, €ClIl MMEETCs) OTYECTBO, PEKBU3UTHI JTIOKYMEHTA, yJOCTOBEPSIOIIETO
JUYHOCTb, aJIPEC MECTA JKUTEIHCTBA MHINBHIyaTLHOTO TIPEIITPHHUMATEIS, a TAK)Ke HOMEpa Tele()OHOB U
(B ciywae, ecnu HMeEETCs) aJipec ANIEKTPOHHOW MOYTHl FOPUIUYECKOTO JIMIA WM HHIUBUIYaIbHOTO
peITPUHIMATEIIS;

€) MeCTO MPOU3BOICTBA MEAUIIMHCKOTO U3/ICTIHS;

Wudopmanust 06 U3MEHEHUIX:

llocmanosnenuem Ilpasumenvcmea P® om 17 uwna 2014 2. N 670 6 noonynkm "sxnc" eHnecemwvi
U3MeHeHUs.

Cm. mekcm noonynkma 6 npeovloyujeli peoaxkyuu
) Ha3HAUYE€HUE MEAMIIMHCKOTO U3/IENIUs, YCTAHOBIEHHOE IIPOU3BOUTEIIEM (M3TOTOBUTENIEM);
3) BUJ MEOUIMHCKOTO W3JeIUs B COOTBETCTBUM C HOMEHKJIATYpPHOU Kjaccudukaimei
MEANIMHCKUX W3JIENH;
M) KJIacC TOTEHIMAJIbHOTO pPHCKAa MPUMEHEHHMs] MEAMIMHCKOTO H3JeNus B COOTBETCTBUU C
HOMEHKJIATYPHOH Kiaccu(ukanyein MeIUIIMHCKAX U3/IETHI;

Wudopmanust 06 U3MEHEHHUSX:
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n"..n

Ilocmanosnenuem Ilpasumenvcmea P® om 10 ¢espans 2017 2. N 160 noonynkm "k" uznoowcen 6 Hogot
peoaxyuu

Cm. mexcm noonyHkma 6 npeovioyujeil peoaxkyuu
K) ko OO0uiepoccuiickoro kiaccupukaropa NpoayKIHMH 110 BUAAM SKOHOMUYECKOM J1€ATENbHOCTH;
J) CBEJIEHUSI O CIIOCO0E IMOJIyYeHMsI PErMCTPALMOHHOIO YIOCTOBEpEHMs, a Takxke HH(opmanu,
CBSI3aHHOM C MPOLIEypOil TOCYAAPCTBEHHOM PErUCTPALIUYA MEAULIMHCKOTO U3/1ETHSL.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 10 usmenen c¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

Cm. npeodvloywyro peoakyuio
10. I[J'IH FOCYI[S.pCTBCHHOfI peructpaiyi MEAUIMHCKOI'O U3CINA (3& HCKIIFOYCHHUEM MCAUITNHCKHX
I/I3I[eJ'H/II71, BKJIFOUCHHBIX B Hepequb) MNpEACTABIAKOTCA CICAYIOIHNEC JOKYMCHTBI:
Wudopmarus 06 H3MEHEHHSX:

", rn

Ilocmanoenenuem Ilpasumenvcmea P® om 17 uwns 2014 2. N 670 6 noonynkm "a" enecenvl
UBMEHEHUs.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu
a) Konmusi JOKYMEHTa, TMOATBEPKIAIOIIETO TIMOJTHOMOYHUS YIIOJHOMOYEHHOTO TMPEACTaBUTEIS
MPOU3BOIUTENS (M3TOTOBUTEIS);
0) cBeIeHHsI O HOPMATHUBHOM JTOKYMEHTAIIMM Ha MEIUIIMHCKOE U3/IEINE;
Wuopmarus 06 H3MEHEHHSX:

", n

Ilocmanoenenuem Ilpasumenvcmea P@ om 17 utons 2014 2. N 670 6 noonynkm "8" enecenvt uzmenemus

Cm. mexcm noonyukma 6 npeovioyujell peoaxkyuu
B) TEXHUYECKAs JOKYMEHTAIUS IIPOU3BOAUTEINS (M3TOTOBUTEIIS) HA MEIUITMHCKOE H3/ICIHE;

Undopmaris 06 n3MEHEHUAX:

n,n

Ilocmanosnenuem Ipasumenvcmea P® om 17 urona 2014 2. N 670 6 noonynkm "2" enecenvt usmenenus

Cm. mekcm noonynkma 8 npeovioyujeli peoaxyuu
T') 9KCILTyaTallMOHHAS IOKYMEHTAIMs TPOU3BOUTENS (M3TOTOBUTEINS) HA MEAUIIMHCKOE U3JIETHUE, B
TOM YHUCJIC HHCTPYKIUS IO MPUMEHEHHIO HITH PYKOBOJICTBO 10 KCIUTYaTAIIMH METUITTHCKOTO H3JICIHS;

Wndopmarys 06 M3MEHEHHSAX:

Ilocmanoenenuem Ilpasumenvcmea P® om 17 oxmsabops 2013 2. N 930 6 noonynkm "0" eneceHuvl
U3MeHeHUs.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu

1) portorpaduyeckue M300pakeHUs OOMIEro BHJa MEIUIMHCKOTO H3JENHs BMECTE C
NPUHAICKHOCTAMH, HEOOXOAMMBIMH JUI MPUMEHEHHMs MEIMLIMHCKOTO HW3JeNnus MO Ha3HAuYeHUIo
(pa3mepom He MeHee 18 x 24 caHTuMeETpa);

€) IOKyMEHTBI, IOATBEPKAAIOIINE PE3YIbTaThl TEXHUYECKUX UCIIBITAHUN MEIULIMHCKOIO U3/IENHNS;

) TOKYMEHTHI, MOATBEPKAAIONINE  PE3yJAbTaThl  TOKCHUKOJIOTMYECKHUX UCCJIETOBaHUM
MEAMIMHCKOTO M3JENNs, WCIOJIB30BAaHUE KOTOPOIrO MpEArojaraeT HajJuuue KOHTAaKTa C OpPraHUu3MOM
YeJI0BeKa;

3) JOKYMEHTBI, MOJTBEPXKAAIOUINE pEe3yabTaThl HUCHBITAHUNH MEAWLUHCKOTO M3JeNUs B IEJsIX
YTBEPKACHUSI TUIA CPEIACTB HM3MEPEHUH (B OTHOIIEHMHM MEAMIMHCKUX W3JENUMA, OTHOCSIIUXCS K
CpeACTBaM M3MEpEeHHH B cdepe rocynapCTBEHHOTO PEeryaupoBaHMs OOecTeYeHUs eIUHCTBA M3MEPEHMI,
nepeyeHb KOTOPBIX yTBEpKaaeTcss MuHuCTEpCcTBOM 31paBooxpanenust Poccuiickoit denepanun);

1) OIIUCH JTOKYMEHTOB;

Wudopmanust 06 U3MEHEHUIX:

Ioonynkm "x" uzmenen c¢ 13 urona 2018 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633
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H3menenus ne npumeHaomes K npagoomHOUEHUAM, CE8A3AHHbIM C OCYULeCmENIeHUeM 20CY0apCmEeHHOll
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3HuKuum 0o 13 uons 2018 e.

CMm. npedbloywyro pedakyuio
K) JUIT MEIUIIMHCKUX W3Jenuii | Kiacca MOTEHIMAIBLHOTO PHCKAa MPUMEHEHHS M MEIMIIMHCKHIX
U3JeNUI JUIsl TUarHOCTHKHU in Vitro - CBEIEHHS, MOATBEPXKIAIONINE KIMHUYECKYI YPPEKTHBHOCTh U
0e30IMacHOCTh MEIUIIMHCKUX U3/ICIINT;

Wndopmarus 06 H3MEHEHHSX:

Ilocmanosnenuem Ilpasumenvcmea P® om 17 uwns 2014 2. N 670 nynkm 10 0onoanen noonyHkmom
"]l ”
J) IPOEKT TUIaHA KJIIMHUYECKUX WCIBITAHUN MEIUIIMHCKOTO H3JENUs ¢ 0OOCHOBBIBAIOIIUMU €TO
MaTepuaiamu (B cliy4ae, €Clid UMeeTcs);

Wndopmarius 06 H3MEHEHUX:

Ilynkm 10 oononnen noonynkmom "m" ¢ 13 utons 2018 e. - Ilocmanosnenue IIpasumenscmea Poccuu
om 31 mas 2018 2. N 633
M) CBEICHHUS O BBIJAHHBIX PETUCTPUPYIOIIMM OpPraHOM pa3pelICHUSX Ha BBO3 MEIUIUHCKUX
U3JICNAA C TENBbI0 WX TOCYIApPCTBCHHOW perucrpamuu (s METUIMHCKUX H3JeMd HHOCTPaHHOTO
IIPOM3BOJICTBA);

Undopmaris 06 n3MEHEHUAX:

Ilynkm 10 oononnen noonynkmom "n" ¢ 13 uronsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu
om 31 mas 2018 2. N 633
H) KOMMA  JOKYMEHTOB,  MOJATBEPKIAIOIIMX  KA4eCTBO  JICKAPCTBEHHOI'O  IIperapara,
dapmarieBTUYECKON cyOcTaHIIMU, OMOJIOTHYECKOro MaTepuaia W MHOTO BEHIeCTBA, C HCIOJIb30BAHHEM
KOTOPBIX TPOM3BEACHO MEIUIIMHCKOE W3JIEINE WJIA KOTOPBhIE BXOASAT B €ro COCTaB M KOTOPHIC
npeIHa3HaYeHbI ISl IPUMEHEHUS TOJIBKO C YYeTOM Ha3HAYeHHS] MEAMIIMHCKOTO U3/Eusl, ONpeaeICHHOTO
MPOU3BOJUTENIEM, ¥ BBIJAHHBIX B COOTBETCTBHH C 3aKOHOJATCILCTBOM CTPaHBI MPOUCXOKICHHUS
JICKapCTBEHHOTO TMpernapaTa, (papmareBTHUeCKOl cyOcTaHIIMU, OWOJIOTMYECKOTO MaTepuala U HHOTO
BEIIIECTBA.

Wndhopmarrust 06 n3MEHEHUSX:
Ilocmanosnenuem Ilpasumenvscmea P® om 17 utons 2014 2. N 670 6 nynkm 11 enecenvt usmenenus

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu

11. B cnyuae ecnu TOKyMeHTHI, ykazaHHble B IyHkTe 10 Hactoamux IIpaBumi, coctaBieHbl Ha
MHOCTPAaHHOM SI3bIK€, OHU MPEACTABISAIOTCA C 3aBEPEHHBIM B YCTAHOBJIEHHOM IOpSIKE NEPEBOJAOM Ha
PYCCKHH SA3BIK.

12. Cpoku U mocne0BaTeIbHOCTh AMUHUCTPATUBHBIX MPOLEAYp U aAMUHUCTPATUBHBIX 1€HCTBUN
PETUCTPHUPYIOLIEr0 OpraHa yCTaHABIMBAIOTCS pa3pabaThiBa€MbIM B COOTBETCTBMU C IOCTAHOBJIEHUEM
[IpaButensctBa Poccuiickoit ®enepanuu ot 16 mas 2011 r. N 373 agMuHUCTPATUBHBIM PErjIaMeHTOM
IIPEIOCTABIIEHUS TOCYJaPCTBEHHOM YCIYTH 110 TOCYJapCTBEHHON PErMCTpalii MEAULIUHCKNAX U3ACIUN.

Wudopmanust 06 U3MEHEHUIX:
[locmanosnenuem I[Ipasumenscmea P@ om 17 urons 2014 2. N 670 6 nynkm 13 6necernst usmenenus

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu

13. 3asBnenue o perucTpauuu U TOKYMEHTBI, IPeyCMOTpeHHbIe MyHKTOM 10 HacTosmmx [IpaBwir,
NPECTABIISIOTCS 3asBUTENIEM B PETUCTPUPYIOIIUI OpraH Ha OyMa)KHOM HOCHTEJIE HETTOCPEICTBEHHO HIIU
HANPAaBIISAIOTCSA 3aKa3HBIM MOUYTOBBIM OTHPABIECHUEM C YBEJIOMIIEHHEM O BPYYEHHMH M OIHUCHIO BIIOXKEHUS
71100 B AJIEKTPOHHON (OpMe, TOAMUCAHHBIE SJIEKTPOHHOM MO/IITUCHIO.

Peructpupytomiuii opran npuHUMAaeT 3asBJIEHUE O PETUCTPALIUU U JOKYMEHTBI, IPEAYCMOTPEHHbIE
nyaktom 10 Hactosmmx [IpaBui, mo omucH, KOMUSt KOTOPOM € OTMETKOH O jJaTe mpuema yKa3aHHBIX
3asBJICHHUS M JOKYMEHTOB B JE€Hb IIpUE€Ma BpYdYaeTCs 3asBUTENIO0 WM HaIpaBIIIETCS €MY 3aKa3HbIM
IOYTOBBIM OTIIPABJIEHMEM C YBEJIOMJIGHHEM O Bpy4YeHHH JHOO B 3JEKTPOHHOM Qopme 10
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TEJIEKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3U.

14. Peructpupyomuii opran He BIpaBe TpeOOBaTh OT 3asBUTENS yKa3blBaThb B 3asBICHUU O
perucTpanuu CBEACHUS, HE NPEIyCMOTPEHHbIe IyHKTOM 9 Hactosmux I[IpaBun, u mnpeacTaBisTh
JOKYMEHTBI, He TipeycMoTpeHHble nmynktom 10 Hactosimux paBui.

Wndopmarius 06 n3MEHEHUX:
Ilocmanoénenuem Ilpasumenvcmea P® om 17 utons 2014 2. N 670 6 nynkm 15 énecenvl usmenenus

Cm. mexcm nyHkma 6 npeovloyujeli pedakyuu
15. B Teuenne 5 paboumx IHEH CO THS MOCTYIUICHUS 3asBICHHS O PETUCTPALMH M JOKYMEHTOB,
OpeayCcMOTpeHHBIX nyHkToM 10 Hactosmmx IlpaBui, peructpupyromuid opraH NPOBOAMUT IPOBEPKY
IIOJIHOTBI M JTOCTOBEPHOCTH COJAEpKAILUXCS B HHUX CBEACHUH, B TOM YHCIE IIyTEM CpPAaBHEHUS TaKuX
CBE/ICHUIl CO CBEIEHUSIMM, NPEACTABICHHBIMU B IOPSAAKE MEXKBEJOMCTBEHHOIO HH(OPMAIMOHHOIO
B3aUMOJICUCTBUS.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 16 uzmenen c 13 urons 2018 2. - I[locmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N

633

CMm. npedvloyuyro pedaKyuio

16. B ciyuae ecnu 3asiBICHHE O peructpauuu oGOpMIICHO ¢ HapyIIEHHEM IOJOXEHUH MmyHKTa 9
Hactosmux IlpaBun w (Wiou) B 3asBICHUHM YKa3aHbl HEJIOCTOBEPHBIC CBEIEHHUS JTHOO JOKYMEHTHI,
npeaycMotpenHsle  nynktoMm 10 Hacrosmmx [lpaBun, mpencTaBieHel HE B IOJIHOM  00BeEMe,
PETUCTPUPYIOIINI OpTaH BpYyYaeT 3asBUTEIO YBEIOMIICHHE O HEOOXOIUMOCTH ycTpaHeHus B 30-THEBHBII
CPOK BBISBJICHHBIX HapylIeHHH ¥ (WJHM) TNPEACTaBICHHS JOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT, JIHOO
HaINpaBJIsIeT TAKOE YBEJOMJICHHE 3aKa3HBIM MIOYTOBBIM OTIIPABICHUEM C YBEIOMJICHHEM O BPYUYCHUH HIU B
(dopMe IEKTPOHHOTO JTOKYMEHTa, HOAMMUCAHHOTO SJICKTPOHHON TIOANUCHIO, TNO0 B 3JIEKTPOHHOH (opme
10 TEJIEKOMMYHHUKAIIMOHHBIM KaHaJIaM CBSI3H.

VYBenomsieHHe B cCiydyae €ro HampaBlieHHs 3aKa3HbIM IOYTOBBIM OTIIPABJICHHUEM CUMUTAETCA
MOJTyYeHHBIM 10 ucTedeHnn 10 pabounx THEH ¢ 1aThl HAPaBICHUS YBEIOMIICHUSI.

17. B teuenue 3 pabouux AHEH cO JHS NpEACTaBICHUS HaAJeKamuM o0pa3oM O(QOpPMIEHHOIO
3asBIICHHS O PETHCTPAIMU U B TIOJTHOM 00BEME JTOKYMEHTOB, MPEAYCMOTPEHHBIX MyHKTOM |0 HacTOSsIIUX
[IpaBun, a Takxke B ciaydyae ycTpaHeHHs B 30-ZHEBHBIM CpPOK BBISBIECHHBIX HapylIeHMH M (MJIH)
NPEICTaBICHUS JTOKYMEHTOB, NPEAyCMOTpeHHBIX TyHKTOM 10 Hactosmmx [IpaBun, peructpupyrommit
OpraH NPUHUMAET pelIeHUe 0 Hayalle ToCy/1apCTBEHHONW PEruCcTpalui METUIIMHCKUX U3/1ETHH.

18. B ciniyuae ecnu B 30-IHEBHBIN CpPOK HE YCTpaHEHbl BBISIBICHHbIE HAapyLIEHUS U (MJIU) HE
IPECTaBICHbl JIOKYMEHTBI, KOTOpPbIE OTCYTCTBYIOT, PETUCTPUPYIOIIUI OpraH NPUHUMAET peEIIeHUE O
BO3BpATE 3asBJICHHS O PETUCTPAIIMN U JOKYMEHTOB, IPEAYCMOTPEHHBIX 1myHKTOM 10 Hacrosimux [IpaBu,
C MOTMBHPOBAHHBIM 00OCHOBaHMEM MPUYHH BO3BpATa.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 19 usmenen c¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

Cm. npedvloyuyio peoakyuro
19. 'ocypapcTBeHHass perucrpanuss MEIULIUHCKAX W3AENUi (32 UCKIOYEHHEM MEAMIMHCKHUX
U3JIeNUHA, BKJIIOYEHHBIX B I[€PEUeHb) OCYLIECTBIISAETCS PETUCTPUPYIOLIMM OpPraHoM B CpPOK, He
npesbimatomuid 50 pabounx AHEN cO THS MPUHATHUS pPEIIeHUs O Hayaje rocyJapCTBEHHOW perucTpanuu
MEIUIIMHCKUX U3IETNH.
Cpox npoBeleHMS KIMHUYECKUX MCIBITAHUM MEIUIMHCKOro usfenus B 50-THEBHBIM CpPOK HE
BKJIIOYAETCSI.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 20 uzmenen ¢ 19 mapma 2020 2. - Ilocmanoenenue IIpasumenscmea Poccuu om 18 mapma
2020 2. N 299
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CMm. npedvloywyro pedaKyuio

20. B Teuenue 3 paboumx JHEH CO AHS TPUHATHS PEIICHHS O Hadaje ToCyIapCTBEHHOM
pErucTpallil MEAMIMHCKUX M3JICIUM (32 MCKIOYEHUEM MEIUIMHCKUX W3JENIUd, BKIIOYEHHBIX B
repeyeHb) perucTpUpyIOLuil oprad opopMIIsSeT U BbIIAET 3a/laHue Ha IIPOBEJCHUE SKCIIEPTU3bl KAYeCTBa,
3pPEKTUBHOCTH ¥  O€30HMaCHOCTH MEOUIIMHCKOTO U3Jenus (eaepaJbHOMy TOCYIapCTBEHHOMY
OIOPKETHOMY YUPEXKJIEHUIO, HaXOAIIEMYCsl B BEJICHUU PETHCTPUPYIOIIEro opraHa (Jajee - 3KCIepTHOE
yUpexIeHue).

21. DkcnepTtu3a KadectBa, 3 (HEKTUBHOCTU U 0€30MaCHOCTH MEAUIIMHCKOTO WU3/ETHUs POBOAUTCS
HKCTIEPTHBIM YUYPEKJIEHUEM IOATAalTHO B COOTBETCTBUU C TOPSIKOM, YTBEpKIAaeMbIM MHHHUCTEPCTBOM
3apaBooxpaHenus Poccuiickoit @enepanum:

Wndopmarius 06 H3MEHEHUX:

Iloonynkm "a" uzmenen ¢ 19 mapma 2020 2. - I[locmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloyuyro pedaKyuio

a) Ha | sTane ocyecTBIsIeTCs HKCIEPTH3a 3asABJICHUS O PETUCTPALUK U IOKYMEHTOB, YKa3aHHBIX B
nyukte 10 Hacrosummx IlpaBun, juig ompeneneHuss BO3MOXKHOCTU (HEBO3MOXKHOCTH) IPOBEACHUS
KJIMHUYECKMX MCIBITAaHUN MEIUIIMHCKOTO M3Jenus (3a MCKIIOYEHHEM MEIUIMHCKHX Hu3aeiauil 1 kiacca
NOTEHIMAJIBHOTO PHUCKAa NMPUMEHEHHWS M MEIWIWHCKUX M3JeNUN Ui JUAarHOCTHKH in Vitro, a Takke
MEIUIUHCKUX U3ETINH, BKIOUEHHBIX B [1€PEUCHD);

0) Ha Il sTane ocymiecTBaseTCS KCHEPTU3a MOTHOTHl U PE3YJIbTaTOB MIPOBEIEHHBIX TEXHUUYECKUX
VCIIBITAHUM, TOKCUKOJIOTUYECKUX UCCIEAOBAHNMN, KIMHUYECKUX UCIIBITAHUN, a TAK)KE MCIIBITAHUI B LIEJIAX
YTBEPKJACHUS] THUIMA CPEACTB M3MEpeHUU (B OTHOLIEHUWH MEAMIMHCKUX W3JEIUM, OTHOCAIUXCS K
CpeACTBaM M3MEpPEHUH B cdepe rocylapCTBEHHOIO peryjaupoBaHMs OOecleUeHUs eIUHCTBA U3MEPEHMIH,
repeyeHb KOTOPBIX yTBEpKAaeTcds MUHHUCTEPCTBOM 3/1paBooxpaHenus Poccuiickoit @enepanun) (naiee -
9KCHEPTHU3a MOJHOTHI U PE3YJIbTATOB UCTIBITAHUN U UCCIIEOBAHU).

APAHT:

Cm. Meroanueckue pekomenaanuu "[1o mopsiaky mpoBeaeHUs SKCIEpTU3bl KauecTBa, 3 (HEKTUBHOCTH
U 0E30MacCHOCTH MEAUIMHCKUX W3ACIUNA (ISl JTOKYMEHTOB, TOJAHHBIX JJISI PETHUCTPAIMH TOCTe
01.01.2013)", yrBepxkaennsie PoczapaBaanzopom 14 Hosopst 2013 r.

Wndopmarys 06 H3MEHEHHSAX:

Ilynkm 21.1 usmenen c 13 uona 2018 2. - [locmanosnenue Ilpasumenscmea Poccuu om 31 mas 2018 a.
N 633

CMm. npedvloywyro pedaKyuio

21.1. IIpu mpoBeAeHUM SKCIEPTU3bl KauecTBa, F(P(PEKTUBHOCTU U OE30MACHOCTH MEIULHUHCKOIO
u3zenus (Ha J000M FTare) He IOIyCKaeTcs UCTPeOOBaHUE IKCIIEPTHBIM YUPEXKJICHHEM Y 3asBUTEINS TUO0
MHBIX JIUL MaTepuaioB, HEOOXOJUMBIX JIJIsl IPOBEIECHUS SKCIIEPTU3BI.

B cinydae HeZoCTaTOUHOCTH ISl BBIHECEHHS JKCIIEPTOM 3aKJIHOUYEHMsI MAaTepUalloB U CBEIACHUI,
CoepXkalMxcsl B MPEACTaBICHHBIX 3asABUTEIEM 3asBICHUM O PETUCTPAlMd M JIOKYMEHTax,
npeaycMoTpeHHbIX MyHkToM 10 Hactosmux [IpaBui, 3KcHmepT CTaBUT BOMPOC O MPEACTABICHUH €MY
HEOOXOJUMBIX MaTepHaJioB W CBEIECHUN Iepe] PYKOBOJIUTEIEM HKCHEPTHOTO YUPEXKIEHHUs, KOTOPBII
oOpamraercss ¢ COOTBETCTBYIOLIMM 3allpoOCOM B PErMCTPUPYIOUIMH OpraH, BbIIABIIMKA 3aJaHHE Ha
MIPOBEICHUE IKCIEPTU3BI. PerucTpupyromnuii opran B TeueHue 2 paboymx JHEH CO JIHS TMOCTYIICHUS
3arpoca PyKOBOJAUTENSI IKCIEPTHOIO YUPEXKICHHs HANpaBIsAeT 3asBUTENIO 3alpoc O IPEICTaBICHUU
HEOOXOJMMBIX CBEACHUN C yKa3aHHEM XapakTepa 3aMeYaHuil M crmoco0a WX yCTpaHEHHWs. Y Ka3aHHBIA
3alpoc HampaBiseTcs OJHOKPAaTHO Ha KaXJOM JTale JKCHepTH3bl KadecTBa, IPPEKTUBHOCTH U
0€30MacCHOCTH MEIUIMHCKOTO HU3JIeNHUsl U MOXET ObITh NepefaH YINOJTHOMOYEHHOMY IpEICTaBUTENIO
3asBUTENSL JIMYHO TOJ PACHUCKY, HAlpaBJEH 3aKa3HbIM IMOYTOBBIM OTIPABIECHUEM C YBEIOMIIEHHEM O
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BPYYCHUH WM TEepelaH B JJICKTPOHHOW (opMe MO TEeIEeKOMMYHUKAIIMOHHBIM KaHajgaM CBS3U JHOO B
dbopMe 2IIEKTPOHHOT0 JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM MOANKCHIO.

3asBUTENb O00s13aH TMPEICTABUThL OTBET HA 3allpOC PETHCTPUPYIONIETO OpraHa B CpPOK, HE
npeBbImarmui 50 pabounx aHEH Co JHS MOJYyYEHHs dTOTO 3ampoca. B Teuenune 2 pabouux AHEH co THA
MOCTYIJICHUsI OT 3asABUTENISI OTBETAa Ha 3alpOC PETUCTPUPYIOIIMNM OpraH HampapBlisieT TAKOW OTBET B
JKCIIEPTHOE YyupexkjeHue. B ciydae HempeacraBineHus no uctedeHuu S50 paboumx aHed 3asBUTENIEM
OTBETa HA 3allpOC PETHCTPHUPYIONIMI OpPraH B TedeHHWE 2 paboumx THEH HampaBlsSeT B JKCIEPTHOE
YUpEKICHUE YBEIOMIICHUE O HENPEICTABICHUH 3asBUTEJIEM OTBETA HA 3allpOC PErUCTPUPYIOLIErO OpraHa
JUTSL IOITOTOBKHU 3aKJIIOUEHUSI SKCIEPTHOTO YUPEKJICHUSI Ha OCHOBAHUU JOKYMEHTOB, UMEIOLIUXCS B €r0
PacOpsKEHUH.

Bpemsi co nHa HampaBlieHHs 3ampoca PEeruCTPUPYIOLIEro OpraHa J10 AHS MOJIyYeHHUs OTBETa Ha
3aMpoc WM YBEAOMIICHHUS O HEMPEICTABICHUN OTBETA HA 3alIPOC HE YUUTHIBAETCS IPU UCUUCICHUU CPOKa
MPOBEJICHUS IKCIIEPTU3HI KaueCcTBa, 3PPEKTUBHOCTH U OE30MACHOCTH METUITTHCKOTO H3/ICTIHSI.

B ciyuyae ecnu oTBET Ha 3ampoc, a TAKXKe IMpuUiaraéMble K HEMY JOKYMEHTBl COCTABIICHBI Ha
WHOCTPAHHOM SI3bIKE€, OHHM TPEJCTABIISIOTCS C 3aBEPEHHBIM B YCTAHOBJIECHHOM IOPSAKE MEPEBOJOM Ha
PYCCKUH SA3BIK.

[Ipu BBIABICHUH PETUCTPUPYIOIIMM OPraHOM B IMPEJCTABICHHBIX 3asBUTEIEM B OTBET HA 3aIpocC
JOKYMEHTaX HEIOCTOBEPHBIX U (WJIM) HEIOCTATOYHBIX JTaHHBIX WM JOKYMEHTOB, COCTaBJICHHBIX WIIU
CoJIepXalIiuX TEKCT Ha MHOCTPaAHHOM sI3bIKe 0e3 mepeBoja B YCTAaHOBJIEHHOM MOPSJIKE HA PYCCKUU SI3BIK,
PETUCTPUPYIOIIUKA OpraH B Te4YeHHe 2 pabouyux AHEH BpydaeT (HAmpaBliAeT 3aKa3HbIM IIOYTOBBIM
OTIIPABJICHHEM C YBEJIOMJICHHEM O BPYYCHUU WM B (POpPME SJICKTPOHHOrO TOKYMEHTA, MOJAMHACAHHOTO
AIIEKTPOHHON TIOJIUCHIO, MO0 B ANEKTPOHHOU (opMe MO TEIEKOMMYHUKAIMOHHBIM KaHaliaM CBS3H)
3asBUTEIII0 PEIICHUE O BO3BPATE YKA3aHHBIX JOKYMEHTOB C MOTHBHPOBAaHHBIM OOOCHOBAaHWUEM MPUYUH
BO3BpaTa M COOOIICHHEM O BO3MOXKHOCTH MOBTOPHOTO MPEACTABICHUS 3asSBUTENEM J0 HCTECYCHHUS
50 paGounx nHEW cO AHSA TOJYYEHHUs 3ampoca JOpadOTaHHBIX JOKyMeHTOB. Ilpu HempencraBieHUH
3asBUTEJIEM B YKa3aHHbIA CpPOK 3allpalllMBacMbIX MAaTepUajoB M CBEACHMI HKCIIEpTU3a KayecTBa,
s dexTuBHOCTH W 0€30MACHOCTH MEAMIIMHCKOTO M3JENHS MPOJODKACTCS IO HAXOMSIIMMCS B
pPacCHoOpsKEHUHM SKCHEPTHOTO  YUYPEXKICHHUS paHee MPEJICTABICHHBIM 3asABUTEIEM JOKYMEHTaM |
CBEJICHUSM, COACPKAITUMCS B PETUCTPAIIMOHHOM JIOChE.

22. Ha I ortame skcnepTusbl KadyecTBa, dPPEeKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO H3IeNnus
AKCTEPTHOE YUPEXKJICHHE B CPOK, He MpeBblmaronuii 20 pabounx AHEW CO JHS TOJyYeHHUs 3aJaHus,
OCYLIECTBIISIET CIEAYIOIINE MEPOTPUSITHS:

a) MPOBEJIEHNE OKCIEePTU3bl 3asBIICHUS O PETUCTPAllMd W JOKYMEHTOB, MPETyCMOTPEHHBIX
nyukToM 10 Hacrosimux [IpaBum, nns ompeneneHuss BO3MOXXHOCTU (HEBO3MOXKHOCTH) TMPOBEACHUS
KJIIMHUYECKHUX UCTIBITAHUN MEIUITUHCKOTO U3/ICIINS;

0) opopmiieHHEe U HaMpaBl€HHE B PETHUCTPUPYIOLIUN OpraH 3akIOYeHHs O BO3MOXKHOCTHU
(HEBO3MOKHOCTH) TIPOBEACHUS KIMHUYECKUX UCIIBITAHUN MEIUITMHCKOTO U3/AeNus (C yKa3aHUEM MPUYUH
U 00OCHOBaHMEM HEBO3MOXXHOCTH WX MPOBEACHHUA), (popma KOTOpOro yrBepxaaercs MHHHCTEPCTBOM
3apaBooxpanenus Poccuiickoilt denepanum.

Wndopmarys 06 M3MEHEHHSAX:
Ilocmanoenenuem Ilpasumenvcmea P® om 17 uronsn 2014 2. N 670 ¢ nynkm 23 eHeceHvl usmeHeHus

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu

23. OcHOBaHHEM JJIsl BBIHECEHHMS OJKCIIEPTHBIM YUYPEKACHHEM 3aKJIIOUEHUS O HEBO3MOXKHOCTU
MPOBEJCHUS KIMHUYECKUX HCIBITAHUA MEAMIIMHCKOTO M3JIENHsI UM HEBO3MOXHOCTH TOCYIapCTBEHHOMN
PETUCTPALIUUA MEAULIMHCKOTO U3/IEIHS SIBIISIETCS:

a) HECOOTBETCTBUE MEIUIIMHCKOTO M3JeNnus TpeOOBaHUSM HOPMATUBHOM JOKyMEHTAlUH,
TEXHUYECKOH U (MJIN) SKCIUTyaTallMOHHON JOKYMEHTAIIMH IPOU3BOIUTENS (U3TOTOBUTE);

0) OTCYTCTBHE JI0KA3aTEIHCTB 0€30MTaCHOCTH MEAUITUHCKOTO U3/ICITHS.

24. Peructpupyrouyii opran B TedeHue 5 pabouux IHEH cO IHS TOJIyYeHHs] OT 3KCIIEPTHOTO
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YUPEKIACHUSI 3aKIIOYEHUSI O BO3MOXKHOCTU (HEBO3MOXHOCTH) MPOBEACHUS KIMHUYECKUX HUCHBITAHUI
MEULIMHCKOTO U3/IENIHs OCYILLECTBIISET CIEAYIOLINE MEPOIIPUITHUSA:

Wndopmarius 06 M3MEHEHUSX:

Iloonynkm "a" usmenen c 13 urwonsa 2018 e. - Ilocmanosenenue Ilpasumenscmea Poccuu om 31 mas
2018 2. N 633

CMm. npedvloyuyro pedaKyuio

a) OIICHKA 3aKJIIOYCHUS JUIS OIPEIEIICHUS] COOTBETCTBHUS 3a/IaHUI0 HA TPOBEICHHE KCIIEPTH3bBI
KadyecTBa, d5(p(dekTuBHOCTH U 0€30MaCHOCTH METUIMHCKOTO W3Aeius. B ciydae yCTaHOBJICHUS
HECOOTBETCTBHSI 3aKJIFOUCHHS DKCIEPTHOTO YUYPEKICHUS YKAa3aHHOMY 3a/IaHUI0 TaKOe 3aKIIOYCHUE
BO3BPALIAETCS B HKCIEPTHOE YUPEKICHHUE HA TOPAaOOTKY, CPOK KOTOPOH cOCTaBisieT He Oosee 2 pabounx
JTHEH CO JHS MOJyYCHHUST SIKCTICPTHBIM YUPEIKICHUEM BO3BPAIICHHOTO 3aKIIIOYCHHUS;

0) IpUHATHE pEIICHUS O BbIJaYe pa3pelicHHs] Ha MPOBEACHHUE KIWHUYECKUX HCIBITAHUN
MEIUIIUHCKOTO M3ACNHsl Wik 00 OTKa3e B TOCYIapCTBEHHOW PErHCTPalldd MEIUIIMHCKOTO HW3JeIus,
KoTOpoe o(opMIIIeTCs MPUKA30M PETUCTPUPYIOMIETO OpraHa, W YBEAOMIJICHHE 3asBUTEIS O MPUHSATOM
pCLICHUY;

B) BbIJIa4a (HANPABIICHNUE 3aKa3HBIM IIOYTOBBIM OTIIPABJIICHUEM C YBEIOMJICHHEM O BPYUCHHH HIIU B
dopMe PIIEKTPOHHOTO JIOKYMEHTA, MOJANMCAHHOTO 3JICKTPOHHOM TIOJIKMCHI0) 3asiBUTEII0 Pa3pelicHUs Ha
MPOBEJCHUEC KIMHUYCCKUX HWCHBITAHUH MEIUIIMHCKOTO0 W3Jelus, (opmMa KOTOPOTO YTBEPIKIAETCs
PETUCTPUPYIOIIUM OPraHOM, U BHECCHHUE COOTBETCTBYIOIIMUX CBEJCHUN B PEECTP BBIIAHHBIX pa3perlecHHH
Ha TIPOBEACHHWE KIMHUYCCKUX HWCIBITAHUA MEIUIIMHCKOTO W3ACIUs, IOPSI0K BEACHHUS KOTOPOTO
YTBEPXKIACTCS PETUCTPUPYIONIMM OpraHoM, JHOO yBEIOMJICHHE 00 OTKa3e B TIOCYAapCTBEHHOU
pETHCTpAIK METUITUHCKOTO M3CIUS C YKa3aHHEeM IMPUYHH OTKa3a.

25. OcHoBaHUEM [JIsl IPUHATHS pellieHus 00 OTKa3e B rOCYAapCTBEHHOM PETUCTPALUU SIBISIETCS
MOJTyYEHUE PETHCTPUPYIONIMM OPraHOM OT 3KCIEPTHOTO YUPESKICHHUS 3aKIIOYCHHS O HEBO3MOXKHOCTH
NPOBEICHUS KIIMHUYECKUX UCIBITAHUIA MEIUIIUHCKOTO U3CIIHSL.

Wndhopmarrist 06 n3MEHEHUSX:

Ilynkm 26 usmenen c¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

Cm. npedvloyuyro pedaKyuio

26. KnuHuueckre UCIbITaHU METUIIMHCKOTO U3/eNs, 3a UCKIIIOUEHUEM MEAMIIMHCKUX n3eauil 1
KJacca TMOTEHIMAJIbHOIO pUCKA NPUMEHEHUS M MEJUIMHCKUX M3JeNUH I JAMAarHOCTHKM In Vitro,
OCYHIECTBISIIOTCSI B PAaMKax OLEHKH COOTBETCTBHs, IIOPSIOK IIPOBENECHMSI KOTOPOM YTBEPKAACTCS
MunucrepcTBoM 31paBooxpanenus Poccuiickoit denepanum.

Knunnueckue ucnbITaHUS MEAUIMHCKOTO M3JEHs, 3a MCKIIOUYEHHEM MEIUIMHCKUX H3aenui 1
KJlacca MOTEHIMAIbHOTO PUCKA MPUMEHEHHS] U MEAUIMHCKUX M3/IeIUN JUIs JUarHOCTHKY in Vitro, a Takxke
MEIULUHCKUX W3JENINM, BKIIOYEHHBIX B II€pEYCHb, IPOBOMATCS HA OCHOBAHMM pAa3pEIICHHUs Ha
MPOBEJCHNE KIMHUYECKUX HCTIBITAHUM, BBIJAHHOTO PErUCTPUPYIOLIUM OPraHOM, a TaKXKe 3aKII0UeHUs 00
THYECKOW OOOCHOBAaHHOCTH NPOBEIEHUS KIMHUYECKUX HCIBITAaHUNA, BBIJAHHOTO COBETOM II0 3THKE
MununcrepcerBa 3apaBooxpanenuss Poccuiickoit denepanun, B CilydasX, YCTaHOBJIEHHBIX YKAa3aHHBIMHU
[IpaBunamu.

CocTaB yka3aHHOIO COBETAa IO JTHUKE M II0JIOKEHHWE O HEM YTBEPKIATCSI MMHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanuu.

KimHM4yeckne ucnbpITaHUS MEIULIHUHCKOTO W3JENUs MPOBOAATCS B MEAUIMHCKUX OPTraHHU3aLUsX,
OTBEUAIOLMX  TpeOOBaHMSM, YTBEPKIACHHBIM MMHHMCTEPCTBOM  31paBOOXpaHeHus Poccuiickoit
Oenepanii.  YCTAaHOBJIEHHME  COOTBETCTBHS ~ MEAMIIMHCKUX  OpraHM3alluid  3TUM  TpeOOBAaHUIM
OCYILIECTBIISAETCS PETUCTPUPYIOLIUM OPraHOM B I10PsAJIKE, YCTAHOBIEHHOM YKa3aHHBIM MUHHCTEPCTBOM.

27. IlepeyeHb MEJUIMHCKUX OPTaHU3aLNN, IMEIOIIMX MPAaBO NMPOBOJANTH KIMHUYECKHE UCTIBITAHUS
MEIULUHCKUX H3ACINNA, U PEECTP BBIJAHHBIX pa3pelICHUN Ha IPOBEACHUE KIMHUYECKUX HCIIBITAHUU
MEAMIMHCKUX M3AeNUi  ONmyOJMKOBBIBAIOTCS W pa3MEUIAIOTCS  PETUCTPUPYIOUIMM  OpraHoM B
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YCTQHOBJICHHOM UM TOPSIKE Ha CBOEM O(pULIMANIBbHOM caiiTe B MHPOPMALMOHHO-TEJIEKOMMYHUKAITUOHHOM
ceru "UHtepuert".

28. Ilpy mpuHATUM pELIEHUS O BbIJAYE pPa3peLICHUs] HA IPOBEACHUE KIMHUYECKHUX HCIBITAHUN
MEIAMLIMHCKOTO H3JE€IMs PEruCTpUPYIOLIMM OpraH MNPUHMMAET pPELIIEHWE O IPUOCTaHOBICHUU
roCy/1apCTBEHHOW perucTpanuy MEAMIMHCKOrO U3AENUs 0 JHS IPUHATUS PEIICHUS PErMCTPUPYIOLIETO
oprasa 0 BO300HOBJIEHHU TIOCYJapCTBEHHON pPEruMCTpallMd MEIULMHCKOTO H3JEIHs, B COOTBETCTBUHU C
nyukToM 30 Hactosuumx [Tpasui.

29.0  KIMHMYECKHX  MCHBITAHUAX  MEOULUHCKOTO  M3LCIUSA  3aABUTEIb  YBEIOMIISET
PETUCTPUPYIOIINI OpraH B TeYeHUE 5 pabounx JHEH ¢ Havaia uX IpoBEICHUS.

Wndopmarus 06 H3MEHEHHSX:
l[locmanosnenuem I[Ipasumenscmea P® om 17 urons 2014 2. N 670 6 nynkm 3(0) 8necernvt usmeHnenus

Cm. mexkcm nyHKkma 8 npeovloyujeli peoaxyuu
30. IIo OKOHYaHUM KIMHUYECKUX HMCIBITAHUA MEIULMHCKOTO M3JEIUs 3asABUTENb NPEACTABIACT B
PETUCTPUPYIOIINI OpraH 3asBICHUE O BO30OHOBJICHWH TOCYIAPCTBEHHOH PErHCTPAalMU MEIUIUHCKOTO
U3JIENHUsT U PE3yJbTaThl KIMHUYECKUX MCIBITAHUA MEIULMHCKOTO H3ICIUs, a TaKXKe JIOKYMEHTHI,
yKazaHHble B nojnyHkrax "0" -"3", "k" m "n" nynkra 10 Hactosimmx IlpaBui, B ciaywae, eciu B HHMX
BHECEHBI U3MEHEHHUS 110 PE3yJIbTaTaM KIMHUYECKUX UCIIBITAHUI MEIULUHCKOTO U3AEIIu.

Undopmarus 06 n3MEHEHUX:

Ilynkm 31 usmenen c 13 uronsa 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 o. N
633

CMm. npedvloywyro pedaKyuio

31. Peructpupyronuii opran B TeueHHWe 2 pabouMx JHEW CO JHS TMOJYYEHUs JTOKYMEHTOB,
yKka3zaHHbIX B nyHkTe 30 HacTosammx [IpaBui, mpuHUMAaeT pelieHrne 0 BO3OOHOBIEHUHM TOCYIapCTBEHHOM
pErucTpalyi MEAUIIMHCKOTO U3IETTHSI.

Pemennie 0 BO30OHOBIIEHNHU TOCYJaPCTBEHHON PErUCTPAlU MEIUIIMHCKOTO U3/eNNs TPUHUMAETCS
PETUCTPUPYIOIIUM OpPraHOM TI0 pe3yJbTaTaM TMPOBEPKU TMOJTHOTHI W JOCTOBEPHOCTH CBEIICHUI,
COJIepKalINXCAd B TMPEJICTABICHHBIX B PETUCTPUPYIONIMHA OpraH 3asBI€HHH O BO30OHOBJICHHUH
rOCYJapCTBEHHOM PErucTpalMi MEIUIIMHCKOTO W3ACNUS W MHBIX JIOKYMEHTax, yYKa3aHHBIX B myHkTe 30
HacTosimux [IpaBui.

B cinywyae ecnu 3TM TOKYMEHTHI TPEACTABICHBI HE B MOJHOM OOBEME WJIM B HHUX BBISBJICHBI
HEJIOCTOBEPHBIE JaHHBIE, a TAKKE B ClIy4ae MPEICTABICHNS JOKYMEHTOB, COCTABJIEHHBIX HA HHOCTPAHHOM
S3bIKE, 0€3 3aBEPEHHOT0 B YCTAHOBJICHHOM MOPSIKE MEPEBO/Ia HA PYCCKUHN A3BIK, PETUCTPUPYIOIIUMA OpTraH
Bpy4aeT (HampaBiseT 3aKa3HbIM MOYTOBBIM OTIIPABJICHHWEM C yBEIOMJICHHEM O BPY4YEHHUU WIH B (opme
AJIEKTPOHHOTO JOKYMEHTA, TMOJMUCAHHOTO SJIEKTPOHHON TOJINMUCHI0, OO0 B JJIEKTPOHHOW ¢opMme 1o
TEJIEeKOMMYHUKAIIMOHHBIM KaHallaM CBSI3U) 3asSBUTENIO PEIICHHE O BO3BpATe 3asBIICHUS O BO30OHOBICHUU
roCyJapCTBEHHOU perucTpauuy MEIULIUHCKOTO U3/IENUs C MPUIIOKEHUEM K HEMY YKa3aHHBIX JOKYMEHTOB
U U3J0KEHHEM TMPUYUH, TOCTYKUBIIMX OCHOBAaHHEM JJii Takoro Bo3Bpara. OIHOBPEMEHHO
PETUCTPUPYIOIINUN OpraH COOOIIAeT 3asIBUTENI0 O BO3MOKHOCTH TIOBTOPHOTO MIPE/ICTABIICHHUS 3asBICHUS O
BO300OHOBJICHUH TOCYJapCTBEHHOW PETHCTPAllMA MEIUIIMHCKOTO U3JETUs C TPWIOKEHHEM K HEMY
TOopabOTaHHBIX TOKYMEHTOB.

32. Ha Il arame sxcniepTusbl kadecTBa, 3PGEKTUBHOCTH W 0€30MaCHOCTH MEIUIIMHCKOTO H3JIEIHS
PETUCTPHUPYIOIIUN OpraH B Te4YeHHE 2 padouux OHEW CO JHSA MPUHSATUS DPELICHHS O BO300HOBIICHUHU
TOCYJapCTBEHHON PETUCTpAallil MEAWIIMHCKOTO W3JeNMs Ha OCHOBAaHWHM 3aJaHUs Ha IIPOBEICHUE
JKCIIEePTH3bl KadecTBa, A(P(EKTHBHOCTH W 0OE30MaCHOCTH MEAUIIMHCKOTO W3JeNHs, BBIJAHHOTO B
cooTBeTcTBUU ¢ 1nyHKTOM 20 Hactosimux [IpaBwii, HampaBisieT B JKCIEPTHOE  YUPEKICHHUE
MIPE/ICTABJIICHHBIC 3asIBUTEIIEM PE3yJIbTAThl KIMHUYECKUX UCIBITAHUM MEIUIIMHCKOTO U3IETHSI.

33. DKCepTHOE YYpEeXKJEHHUE B CPOK, He mpeBblmaromuii 10 paboynx mHEW cO THS MOTyYeHUS
JOKYMEHTOB, YKa3aHHbIX B TNyHKTe 32 HacTtosmux [IpaBui, NOpOBOAUT SKCHEPTU3Y NOJHOTH U
pe3yabTaTOB TMPOBEJACHHBIX WCHBITAHWN W WCCICIOBAaHWNA, a Takke OQOopMIIsIeT W HampaBisieT B
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PETHCTPUPYIOIIMI OpraH 3akKIoueHHe M0 pe3yiabTaTaM 3KCIEePTU3bl KauecTBa, A(P(EKTUBHOCTH U
0e30MacHOCTH  MEAMIIMHCKOrOo  u3Jenusa, @opmMa  KOTOpOro  yTBepXKAaercs MHHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanmm.

34. B cpok, He npesbimaronuii 10 pabouux AHEH CO THS MOTyYEHHUs 3aKIIOUCHHUS, YKa3aHHOTO B
nyukTe 33 Hacrosumx [IpaBuil, perucTpupyromuii Oprai OCymecTBIISCT CISAYIONINEe MEPOTPUITHUS:

Wndopmarus 06 H3MEHEHHSX:

Iloonynkm "a" usmenen ¢ 13 urwons 2018 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

Cm. npeovloyuyio peoakyuro
a) OLICHKA 3aKJII0YEHUS Ul OINPEIEJICHUS COOTBETCTBUS 33JAaHUI0 HA IPOBEIEHHE DKCIEPTU3BI
KadyecTBa, 3((eKTUBHOCTH M 0€30MaCHOCTH MEIUIMHCKOrO M3lenus. B ciiyuyae ycTaHOBIEHUS
HECOOTBETCTBHSl 3aKJIIOUEHMs OKCHEPTHOIO YUYPEXKAEHUS YKA3aHHOMY 33JaHUI0 TAaKOE 3aKIII0YEHUE
BO3BPALIAETCS B HKCIEPTHOE YUPEKJICHHUE HA T0PabOTKY, CPOK KOTOPOH COCTaBisieT He OoJiee 2 pabouux
JTHEH O JIHS MOJIy4€HUs SKCIIEPTHBIM YUPEkKICHUEM BO3BPAIIEHHOTO 3aKIIIOUCHUS;

Wuopmarus 06 H3MEHEHHSIX:

Iloonynkm "6" usmenen ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloyuyro pedaKyuio
0) NpUHATHE PEIICHHUS O TOCYIaPCTBEHHON PETUCTPAIIMK MEIUIIMHCKOTO M3/CHsI WM 00 OTKa3e B
TOCYTapCTBEHHOW  PETHCTpPAllMU  MEIUIIMHCKOTO  HW3JeIHs, KOTOpoe o(OpMIISeTCS  MPUKA30M
PETUCTPUPYIOIIETO OpraHa, W YBEIOMJICHHE 3asBHTEISl O NPUHATOM pEHICHHU (32 HMCKIIOYCHHEM
MEMIIMHCKUX U3JICIIHIA, BKIIIOUYCHHBIX B TICPEUCHB);

Wudopmarus 06 H3MEHEHHSX:

Iloonynxm "8" usmenen ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloywyro pedaKyuio
B) opopmiieHHE U Bblauya (HalpaBICHUE 3aKa3HbIM MOYTOBBIM OTIPABICHUEM C YBEIOMIIEHUEM O
BPYYEHUH WM B (opMe 3JIEKTPOHHOrO JOKYMEHTa, MOAMMCAHHOIO 3JIEKTPOHHON MONHUChHI0, THO0
nepegaya B JJIEKTPOHHOM (QopMe MO TEIEeKOMMYHUKAIlMOHHBIM KaHajaM CBSI3U) 3asBUTEIIO
PETUCTPAIIMOHHOIO YJIOCTOBEpEHHs JINOO YBEIOMIIEHHS 00 OTKa3e B TOCYJAapCTBEHHOM perucTpanuu
MEAMIIMHCKOTO H3JEIHs C YKa3aHMEeM IPUYMH OTKa3za (3a HUCKIIOYEHHEM MEIUIIMHCKUX W3JEIHi,
BKJIIOYEHHBIX B [1€PEUCHb).

Wndhopmarist 06 n3MEHEHUSX:

Ilynkm 35 usmenen ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloyuyro pedaKyuio

35. OcHOBaHUSIMU i1l TIPUHSATHS PETUCTPHUPYIOIIMM OPraHOM pelieHus o0 OTKa3e B
TOCY/IapCTBEHHOW PETHCTPAIlMM MEIUIIMHCKOTO H3AeNus (32 HMCKIIFOUCHHUEM MEIWIIMHCKUX W3CIUH,
BKIIIOUEHHBIX B TIEPEUCHb) SIBISIOTCS:

a) MOJIYYCHHE OT IKCIIEPTHOTO YUPESKICHUS 3aKITIOUYCHHS 10 Pe3yJIbTaTaM JKCIIePTH3bl KaueCcTBa,
3¢ hekTHBHOCTH U OE30MaCHOCTH MEAUIIMHCKOTO M3/IENUs, CBUAETEIHCTBYIONIETO O TOM, YTO Ka4eCTBO,
(wm) »oddexkTuBHOCTH, W (WIM) OE30MACHOCTH PETHUCTPUPYEMOTO MEAMIIMHCKOTO W3ACIUs HE
MOJITBEP K ICHBI MOJYICHHBIMH TaHHBIMHU, U (W) O TOM, YTO PUCK MPUYMHEHUS Bpea 3I0POBBIO TPAXKIAH
U MEIUIIMHCKUX pPaOOTHHKOB BCICJACTBUE MPHUMEHCHHS MEIUIWHCKOTO H3JCTUS  IPEBBIIIACT
3¢ (HEeKTUBHOCTH €r0 MPUMEHEHUS;

0) BBISIBJICHHE DPETUCTPUPYIOIIMM OPraHoOM II0 pe3yjbTaTaM TOCYJapCTBEHHOIO KOHTPOJIS 32
oOpallieHneM METUIIMHCKUX W3JeUid HECOOTBETCTBUU NaHHBIX 00 3(PEKTUBHOCTH M O OE30MaCHOCTH
MEMIIMHCKOTO U3JICNIHS JAHHBIM O MEIUITMHCKOM H3JICTTUH, COJICPIKAITIMCS B 3asBJICHUU O PETUCTPALIAN
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U IOKYMEHTaX, yKa3aHHbIX B IIyHkTe 10 HacTosmux [IpaBui.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 36 uzmenen c 13 uronsa 2018 2. - [locmanosnenue I[lpasumenvcmea Poccuu om 31 mas 2018 e. N

633

Cm. npeovloyuyio peoakyuro
36. B teyenue 1 paboduero mHS MOCie NPUHSATHS PEHICHUS O TOCYIApCTBEHHOH pPErucTpanuu
MEIUIUHCKOIO U3/EIHs PErMCTPUPYIOLIUI OpraH BHOCUT JAHHBIE O 3apPErMCTPUPOBAHHOM METULIMHCKOM
U3/INTUN B TOCYIAPCTBEHHBIN PeecTp B MOPsAKe, MPEAYCMOTPEHHOM IocTaHoBIeHneM [IpaBuTenbcTBOM#
Poccuiickoit ®enepanuu ot 19 urona 2012 r. N 615.

Wndopmarius 06 H3MEHEHUSX:

Ilynkm 37 usmenen c 13 uronsa 2018 . - [locmanoenenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

Hszmenenus He npumensitomcest K npadooOmMHOUWEHUSIM, CEA3AHHBIM C OCYUWeCMEIeHUeM 20CYO0apCmeeHHO
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Hukuwum 0o 13 uwons 2018 a.

CMm. npedvloywyro pedaKyuio

37. K n3MeHeHMsIM, BHOCUMBIM B JIOKYMEHTBI, COJEp’KallMecs] B PErUCTPALMOHHOM J0ChE, HE
TPeOYIOUIMM TIPOBEACHHUS OSKCIIEPTU3Bl KadyecTBa, AI(PPEKTHBHOCTH M OE€30MACHOCTH MEAUIMHCKOTO
U3JIeNUsl, OTHOCSITCS:

a) U3MEHEHME CBEJICHUI O 3asBUTENIE, BKIIOYAsl CBECHUS:

0 peopraHu3aluu PUIMYECKOro JINLA;

00 M3MEHEHWHM HAUMEHOBAHUS IOPUIUYECKOro JHla (MOJHOTO M (B cly4yae, €CiId HMEETCs)
COKpAILlIEHHOI'0, B TOM 4yHciie (PUPMEHHOTO HAaMMEHOBAHUs ), aipeca MecTa ero HaX0XKJICHHS;

00 u3MeHeHuH (paMWINK, UMEHU U (B clly4yae, €ClIi UMEETCs1) OTUECTBA, aJpeca MecTa KHUTEIbCTBA
UH/IMBUYAJIbHOTO MIPEANPUHUMATENS U PEKBU3UTOB JOKYMEHTA, YJIOCTOBEPSIOIIErO €ro JMYHOCTb;

0) U3BMEHEHUE CBEACHUHM O JMIe, Ha MMl KOTOPOTO MOXET OBITh BBIJJAHO PETUCTPALMOHHOE
YIOCTOBEPEHUE Ha MEAULIMHCKOE U3JIENNE, BKIIIOUYAsl CBEICHNUS:

0 peopraHu3aly IPUINUECKOro JINLA;

00 M3MEHEHWH HAWMEHOBAaHUS HOPUAMYECKOro JMLa (MOJHOrO M (B Cilydae, €ClIM HMeeTcs)
COKpAILEHHOT0, B TOM YHncie (UPMEHHOT0 HAMMEHOBAHUs), aJ[peca MEeCTa ero HaX0X/IeHUs Wik (paMuiIny,
UMEHH U (B ClIyyae, eClIi UMEETCs) OTUECTBA, MECTa )KUTEJIbCTBA MHIUBHIya IbHOTO MPEANIPHHUMATEIS;

B) U3BMEHEHUE a/Ipeca MecTa MPOU3BOJICTBA (M3TOTOBIICHUS ) METUIIMHCKOTO U3/IEIHS;

I') ©3MEHEHHE HaMMEHOBAaHUS MEAMLIMHCKOTO U3/EHs B cllydyae, ecli He W3MEHWINCh CBOICTBA U
XapaKTepUCTHUKH, BIMSIONIME Ha Ka4eCTBO, 3 (HEKTUBHOCTh U 0€30MaCHOCTh MEIUIIMHCKOTO U3/ENNs, NN
COBEpPILEHCTBYIOTCS €r0 CBOMCTBA U XapaKTEPUCTUKU NMPH HEM3MEHHOCTH (YHKIIMOHAIBHOIO HAa3HAUYEHUS
U (UJM) IpUHIMIA JEHCTBUS, IPeAyCMaTpUBaIOILEe:

noOaBiieHHe (MCKIIIOUEHHE) NPUHAIISKHOCTEH MEIUIIMHCKOTO W3/eIMs WIM H3MEHEHHE UuX
HaNMEHOBAHUS;

yKa3zaHHe, W3MEHEHHE M HCKJIIOYEHHE TOBApPHOTO 3HAaKa M HMHBIX CPEJCTB HMHIUBHUIyaJIU3allUU
MEAUIIMHCKOTO W3/IETIHS;

W3MEHEHHE KOJIMYECTBA E€OUHMUI] MEJUIMHCKOINO0 HW3JEIUsl MO €ro COCTaBHBIX 4YacTew,
KOMIUIEKTYIOIUX, YKa3aHHBIX B IPUJIOKEHUH K PETUCTPAIMOHHOMY YIOCTOBEPEHHIO;

yKa3aHHe WIK UCKITI0UEHHE BApUAHTOB UCIIOIHEHUS (MO/Ieel) METUIIMHCKOTO U3/1eTHs;

M3MEHEHNE MapKUPOBKU U (UJIM) YIAKOBKUA MEAUIIMHCKOTO U3/IEIHS;

1) ©3BMEHEHHE NPOM3BOJIUTENEM (M3rOTOBHUTENEM) MEIUIIMHCKOTO W3JeNUsl CPOKOB JIeHCTBUA
JIOKYMEHTOB, COIEPKAIUXCS B PETUCTPALIMOHHOM JIOChE;

€) u3MeHeHne UH(popMauu 00 YIOJIHOMOYEHHOM MPEICTaBUTENE IPOU3BOAUTENS (M3TOTOBUTENS)
MEAMIIMHCKOTO U3JIEHSL.

Wndopmarys 06 M3MEHEHHSAX:
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I[lynkm 38 usmenen c 13 utonsa 2018 2. - [locmanoenenue llpasumenvcmea Poccuu om 31 masa 2018 2. N
633

H3menenus ne npumensaomces K npadooOmHOUWEHUSM, CEA3AHHbIM C OCYUWeCmEIeHUeM 20Cy0apCmeeHHOll
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Hukuwum 0o 13 uwons 2018 2.

CMm. npedvloyuyro pedaKyuio

38. lnsa BHeCeHHs B JIOKYMEHTBI, COJAEp)KAIMECs B PETUCTPALMOHHOM J0ChE, H3MEHEHHH,
yKa3aHHBIX B MyHKTe 37 Hacrosmux IlpaBu, 3asButens He mo3aHee yeM uepe3 30 pabounx AHEH co AHA
U3MEHEHHs COOTBETCTBYIOLIUX JAHHBIX MPEACTaBIIACT (HAIPABIISIET) B PpETUCTPUPYIOIINI OpraH:

a) 3asBJICHHE O BHECEHUU M3MEHEHMH B JIOKYMEHTBI, COAEPIKALIUECS B PETUCTPALIMOHHOM J0ChE
(nanee - 3asBJIEHUE O BHECEHUM M3MEHEHMI), O(OPMIIEHHOE B COOTBETCTBUHU C ITYHKTOM 9 HaCTOSIIUX
[IpaBui;

0) KOMMIO JOKYMEHTa, IOATBEPXAAIOLIEr0 IOJHOMOYHS YIOJIHOMOYEHHOIO IpPECTaBUTEIs
POU3BOAUTENS (M3TOTOBUTES);

B) IOKyMEHTBl U CBEJICHHMS O COOTBETCTBYIOUIMX M3MEHEHHUSX, B TOM 4YHCIE JAOKYMEHTHI,
IIOATBEPKJAIOIINE U3MEHEHNs, yKa3aHHble B nojnyHkrax "a" - "B" mynkra 37 Hacrosmux IlpaBui, a
TaKXe B ClIydae U3MEHEHUSI HAUMEHOBAaHUS METUILIMHCKOTO U3/1EIHs:

CBEICHMSI O HOPMATUBHON JOKYMEHTAIMM Ha MEAUIIMHCKOE U3/IEIINE;

TEXHUYECKYI0 JOKYMEHTALUIO IPOU3BOJAUTENS (M3TOTOBUTENS) HA MEAMLMHCKOE U3JAEIHe,
IPUBEICHHYIO B COOTBETCTBHE C HOBBIM HAUMEHOBAHUEM MEAMIIMHCKOTO HU3JIEIHS;

9KCIUTYaTallMOHHYIO JTOKYMEHTAIMIO IPOM3BOJNTENS (M3rOTOBUTENSI) HA MEUIIMHCKOE U3/eue (B
TOM YHUCJIE€ UHCTPYKLHUIO 10 MPUMEHEHHUIO WIK PYKOBOJCTBO MO AKCIUTyaTalluy MEIULMHCKOIO M3/eins),
IPUBEJCHHYIO B COOTBETCTBHUE C HOBBIM HAUMEHOBAHUEM MEAMIIMHCKOTO U3/IEIINs;

¢dororpaduueckue  M300paxkeHUs  OOLIEro BHMJA MEIUIUHCKOIO  H3JEIUs BMECTE C
HOPUHAAICKHOCTAMH, HEOOXOAMUMBIMM [UIl IHPUMEHEHHMsS MEAMLMHCKOTO H3JeJus IO Ha3HAuYEHUIo
(pa3zmMepoM He MeHee 18 CaHTUMETPOB B JAJIMHY U 24 CAHTUMETPOB B IIUPUHY);

I') JOKYMEHTbl ~MPOU3BOAWTEN W (MIM) OpraHU3alMif, OCYIIECTBIAIOUIMX MpPOBEICHHE
TEXHUUYECKHUX HCIBITAHUN, TOKCUKOJIOIMYECKHUX HCCIIEeOBaHUM, KIMHUYECKUX HCIBITAaHUHM (pe3ynbTaThbl
COOTBETCTBYIOLMX HCIBITAHUN), TOATBEPKAAIOINE, YTO BHECEHUE 3asBICHHBIX M3MEHEHUIH HE BIeueT
U3MEHEHHUs CBOWCTB M XapaKTEPUCTHUK, BIMSIONIMX Ha KayecTBO, 3()(PEeKTUBHOCTh M 0€30MacHOCTh
MEAMLIMHCKOTO W3JIENHsl, WIM COBEPLICHCTBYET CBOWCTBA M XapaKTEPUCTUKU IIPU HEU3MEHHOCTH
(YHKIIMOHAJIBHOTO Ha3HAYEHUS U (WJIM) IPUHLIKIIA AEWCTBUS MEIUIIMHCKOTO U3/1ETHS;

1) OPUTHHAJ PETUCTPAIMOHHOTO Y0CTOBEpEHUs (y0IuKar);

€) OIUCh IOKYMEHTOB.

Wndopmarys 06 H3MEeHEHHSAX:

Ilynkm 39 uzmenen c 13 urons 2018 e. - Ilocmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N

633

Hzmenenus ne npumensaomes K npagooOmHOUWEHUAM, CEA3AHHBIM C OCYUWeCmEIeHuemM 20Cy0apCmeeHHol
peaucmpayuu MeOUYUHCKUX uzoeaut, 603Huxwum 0o 13 uwonsa 2018 e.

CMm. npedvloyuyro pedaKyuio

39. BHeceHne W3MEHEHUH B JOKYMEHTBHI, YyKa3zaHHble B nojanyHkrax "'B" m """ mynkra 10
Hacrosmux IlpaBun (3a MCKIIOYEHHEM CIIy4aeB, YKa3aHHBIX B IMOANyHKTe """ myHkTa 37 HACTOSIIUX
[IpaBuit), ocymiecTBiseTcs MO pe3yibTaTaM SKCHEpTH3bl KadecTBa, d(P(HEKTUBHOCTH M OE30MaCHOCTH
MEAMLIMHCKOTO W3NS, NMPOBEACHHON B MOPAIKE, AHAJOTUYHOM IOPSIAKY MPOBEIACHMS SKCIEPTHU3BI
KayecTBa, A(P(EKTUBHOCTH U OE30MaCHOCTH MEAUILMHCKOTO H3AENUs B IENsiX €ro IocyJapCTBEHHOMN
PETUCTPALIMA B COOTBETCTBUM € IyHKTOM 21 Hactosmmx IlpaBwi, B cilydae e€ciii pEerucTpUpYIOIIUM
OpraHoM IO pe3yjbTaTaM IMPOBEPKH TMOJHOTHI M JOCTOBEPHOCTH CBEIEHUM, COAEpKAIIUXCS B
IIPEJICTaBICHHBIX JTOKYMEHTAX, YCTAHOBJIEHO, YTO BHECEHUE 3asBJICHHBIX W3MEHEHUI BIIEYET U3MEHEHHE
CBOMCTB M XapaKTEpUCTHUK, BIMSIOMIMX Ha KaduecTBO, 3(P(PEKTUBHOCTh M OE30MACHOCTh MEIUIIMHCKOTO

H3JCIIHA, WU COBCPUICHCTBYET €ro CBOMCTBa U XapPaKTCPUCTHUKU NTPU HECU3MCHHOCTU (I)YHKI_II/IOHaJ'IBHOFO
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ITocranosnenwne IIpaButensctBa P® ot 27 nexabps 2012 r. N 1416 "O6 yrBepsxaenuu [IpaBui rocynapcTBeHHOH. . .

Ha3sHa4YCHUA U (I/IJII/I) MMpuHIUIIa I[GflCTBHSI MCIULIMHCKOI'O U3CIINA.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 40 uzmenen c 13 uronsa 2018 2. - [locmanosnenue I[lpasumenvcmea Poccuu om 31 mas 2018 e. N
633

H3menenus ne npumensaomes K npadooOmMHOUWEHUSM, CEA3AHHBIM C OCYUWeCmEIeHUeM 20Cy0apCmeeHHOll
peaucmpayuu MeOUYUHCKUX uzoeautl, 603Huxwum 0o 13 uwons 2018 e.

Cm. npeovloywyro peoakyuio
40. B cnydae ecnu JOKYMEHTBI, TPEAYCMOTPEHHBIE ITyHKTOM 38 Hactoamux [IpaBui, cocTaBieHbl
HA MHOCTPAHHOM SI3bIKE, OHU MPEJICTABIISIIOTCS C 3aBEPEHHBIM B YCTAHOBJIEHHOM IOPSIIKE MEPEBOIOM Ha
PYCCKUH S3BIK.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 41 usmenen c 13 uronsa 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

H3menenus e npumensomcs K npadoOMHOUWEHUSM, CEA3AHHbIM C OCYWeCmEIeHUeM 20Cy0apCmeeHHOl
pecucmpayuy MeOUYUHCKUX uszoeautl, 6o3HuKkuwum 0o 13 uwons 2018 a.

Cm. npeodvloywyro peoakyuio
41. 3asBiIeHHE O BHECEHUU U3MEHEHHUM U IOKYMEHTBI, IPEAYCMOTPEHHBIE ITYHKTOM 38 HAaCTOSIINX
[IpaBus1, TpUHUMAIOTCS PETUCTPUPYIOITUM OPTaHOM IO OIUCH, KOMHUS KOTOPOW ¢ OTMETKOH O JlaTe mprema
YKa3aHHBIX 3asBJICHUS M JIOKYMEHTOB B JIeHb IpHEMa BPYYaeTCs 3asSBUTENI0 WU HAMPaBISETCS €My
3aKa3HBIM IIOYTOBBIM OTIPABICHUEM C YBEAOMJICHHEM O BPYYCHHH WIH B (OpMe 3JICKTPOHHOTO
JOKYMEHTa, TMOAMHCAHHOTO  DJIEKTPOHHON  TMOJNKNCHIO, JIMOO B  DJIEKTPOHHOH  dopme 1O
TEJICKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3U.

Wndopmarys 06 n3MEHEHHSAX:

Ilynkm 42 uzmenen c 13 urons 2018 2. - I[locmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N

633

Hzmenenus ne npumensaomes K npagooOmHOUWEHUAM, CEA3AHHBIM C OCYUWeCmEIeHUeM 20Cy0apCmeeHHol
peaucmpayuu MeOUYUHCKUx uzoenut, 603Hukuwum 0o 13 uwonsa 2018 e.

Cm. npeodvloywyro peoakyuio
42. PerucTpupyronyii opraH He BIpaBe TPeOOBATh OT 3asBUTENS MPEIACTABICHUS IOKYMECHTOB, HE
MPeyCMOTPEHHBIX MTyHKTOM 38 HacTosmux [IpaBu.

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 43 usmenen c 13 uronsn 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

H3zmenenus ne npumensaomes K npagooOmHOWEHUSM, CEA3AHHBIM C OCYUWeCmEIeHuemM 20Cy0apCmeeHHoll
peaucmpayuu MeOUYyUHCKUx uzoenut, 603Hukwum 0o 13 uwonsa 2018 e.

Cm. npeodvloywyro peoakyuio
43. B Teuenue 5 pabouux JHEW €O MHS TOCTYIJICHUS 3asBJICHUS O BHECCHHHM W3MEHEHUW U
JIOKYMEHTOB, MPEIYCMOTPEHHBIX NMyHKTOM 38 Hacrosumx [lpaBui, peructpupyromuii opraH mpOBOJUT
MPOBEPKY TOJIHOTHI M JOCTOBEPHOCTH CBEJCHUM, COACPIKAIIUXCS B HUX, B TOM YHCIIE MMyTEM CpaBHEHUS
TaKUX CBEJECHUI CO CBEACHUSIMH, MPEJCTABICHHBIMU B MOPSIKE MEKBEIOMCTBEHHOT'O HH(POPMAITHOHHOTO
B3alUMOJICHUCTBUSL.

Wudopmarus 06 H3MEHEHUSX:

Ilynkm 44 usmenen c 13 uronsa 2018 2. - [locmanoenenue Ilpasumenvcmea Poccuu om 31 mas 2018 o. N
633

Hszmenenus ne npuMeHsomces K npagooOmHOUEHUSAM, CEA3AHHbIM C OCYWeCMEIeHUeM 20CYOaPCMBEHHOU
peaucmpayuy MeOUYUHCKUX uzoeaut, 603Huxwum 0o 13 uronsa 2018 a.
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ITocranosnenwne IIpaButensctBa P® ot 27 nexabps 2012 r. N 1416 "O6 yrBepsxaenuu [IpaBui rocynapcTBeHHOH. . .

CMm. npedvloywyro pedaKyuio

44. B cnydae eciuM K 3asABJICHHUI0O O BHECEHMM WM3MEHEHUIl He NpUIaralorcs JIOKYMEHTHI B
COOTBETCTBUM ¢ nojnyHkramu "0" - "e" nynkra 38 Hacrosmuux [IpaBun u (Win) B 3asBJICHUN O BHECEHUU
U3MEHEHUH yKa3aHbl HEJIOCTOBEPHBbIE CBEIEHHs JIMOO TOKYMEHTBI, NPEAyCMOTPEHHbIE ITYHKTOM 38
Hacrosmux [IpaBui, mpencTaBieHsl HE B MOJTHOM 00bEME, PETUCTPUPYIOIIMKA OpraH BpydaeT 3asiBUTEIIO
YBEJIOMJICHHE O HEO0XOAMMOCTH ycTpaHeHHs B 30-IHEBHBI CpPOK BBISBJICHHBIX HapyIIeHUN U (WIIH)
NPECTaBICHUS JTIOKyMEHTOB, KOTOpPBIE OTCYTCTBYIOT, JIMOO HAmpaBisieT Takoe yBeIOMJICHHE B (hopme
JIEKTPOHHOTO JIOKYMEHTA, MOAMNMUCAHHOIO SJIEKTPOHHON IOJNNMCHI0, WIM B 3JIEKTPOHHOH (opme 1o
TEJIEKOMMYHUKAIlMOHHBIM KaHaJlaM CBSA3M, WJIM 3aKa3HBIM IIOYTOBBIM OTIIPABIIEHUEM C YBEJOMJICHHUEM O
BpPYYEHUHU.

Wndopmarius 06 H3MEHEHUX:

Ilynkm 45 usmenen c 13 uronsa 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

Hsmenenus e npumeHsa0mMcs K npa80OMHOULEHUSM, C8A3AHHbIM C OCYWeCmaEleHUueM 20CY0apCmEeHHOU
pecucmpayuu MeOUYUHCKUX uzoeautl, 6o3Huxwum 0o 13 uons 2018 e.

CMm. npedvloywyro pedaKyuio
45. B Teuenune 3 paboumMx AHEW CO JIHS MPEICTABICHHs HaIUICKAIUM 00pa3oM 0(OpMIICHHOTO
3asIBJICHUS. O BHECCHHHM M3MCHCHHU W B TIOJHOM 00BEeMe JOKYMEHTOB, MPEAYCMOTPEHHBIX ITYHKTOM 38
HacTosAmMX [IpaBui, pErduCTPUPYIONIMI OpPraH MPUHUMACT PEHICHHE O PACCMOTPEHHUH YKa3aHHBIX
3asBlICHUs] M JOKYMEHTOB WM (B Cllydae WX HECOOTBETCTBHUS IIOJIOKCHUSM MyHKTa 38 HACTOSIIUX
[IpaBwr) 00 UX BO3BpaTe ¢ MOTUBUPOBAHHBIM 00OOCHOBAHHEM IPUYHH BO3BpATa.

Wudopmarus 06 H3MEHEHHSIX:

Ilynkm 46 uzmenen c 13 uronsa 2018 2. - I[locmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N

633

Hszmenenus e npumeHsa0mMcs K npadoOMHOULEHUSIM, C8A3AHHbIM C OCYWeCmBleHUueM 20CY0apCmEeHHOU
peaucmpayuu MeOUYUHCKUX u30enutl, 6o3Huxwuum 0o 13 uons 2018 a.

CMm. npedvloywyro pedaKyuio
46. B cnywyae ecnu B 30-gHEBHBIH CPOK HE YCTpaHEHBl BBISBICHHbIE HapylleHUs U (WIH) HE
IPECTaBICHbl JIOKYMEHTBI, KOTOpbI€ OTCYTCTBYIOT, PETUCTPUPYIOIIUI OpraH NPUHMMAET peIIeHUEe O
BO3BpATE 3asiBIICHUS] O BHECCHUH M3MEHEHUH M JIOKyMEHTOB, NMPEIYCMOTPEHHBIX IMYHKTOM 38 HACTOSIINX
[IpaBui, ¢ MOTUBUPOBaHHBIM OOOCHOBAaHHEM MPUYMH BO3BpATa.

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 47 uzmenen c 13 urons 2018 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N
633

Hsmenenus ne npumeHsa0mcs K npadooOmMHOUEHUIM, C8A3AHHbIM C OCYUWeCmBleHUeM 20CY0apCmEeHHOU
peaucmpayuu MeOUYUHCKUX u30enutl, 6o3Huxwum 0o 13 uous 2018 a.

CMm. npedvloyuyro pedaKyuio

47. BHeceHue W3MEHEHUH B JOKYMEHTBHI, COJEP)KALUECS B PETUCTPALMOHHOM JOChE, HE
TpeOYIOMMUX TIPOBEICHUS OKCIEPTU3bl KadecTBa, A(PPeKTHBHOCTH U 0O€30MaCHOCTH METUITMHCKOTO
U3JIeNUsl, OCYIIECTBISIETCS PErUCTPUPYIOIIUM OpPraHOM B CPOK, He MpeBbllIaonmii 15 pabounx nHe# co
THS TIPUHSTHS PEIICHWs] O PACCMOTPEHWW 3asBJICHWS O BHECCHHMM W3MEHEHHH U JIOKYMEHTOB,
MPEeAYCMOTPEHHBIX ITyHKTOM 38 HacTosimux [IpaBui.

Buecenne m3MeHeHUN B JOKYMEHTBI, COAEpallUecs B PETUCTPALMOHHOM J0ChE, TPEOYIOLIUX
NPOBEEHUST HKCHEPTU3bl KauecTBa, 3(PQPEeKTUBHOCTHM U OE30MaCHOCTH MEIULUHCKOrO W3JeHs,
OCYIIECTBIISIETCS PETUCTPUPYIONIMUM OPraHOM B CPOK, HE TPEBBIMAIMMA 35 paboumx THEH CO JIHA
NPUHATUS PELIEHUsT O PAcCMOTPEHHUM 3asABJICHMS] O BHECEHMM M3MEHEHMH UM JOKYMEHTOB,
IIPEAYCMOTPEHHBIX ITYHKTOM 38 HacTosimux [Ipasui.

Wndopmarys 06 M3MEHEHHSAX:
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IToctanosnenue [IpaButensctBa P® ot 27 nexadbps 2012 r. N 1416 "O6 yrBepxaennu [IpaBuit rocynapcTBEHHOM. . .

Ilynkm 48 usmenen c 13 urons 2018 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N
633

H3menenus ne npumensaomces K npadooOmHOUWEHUSM, CEA3AHHbIM C OCYUWeCmEIeHUeM 20Cy0apCmeeHHOll
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Hukuwum 0o 13 uwons 2018 2.

CMm. npedvloyuyro pedaKyuio
48. Cpok NpUHATHS PETUCTPUPYIOIIUM OPTaHOM pEIICHUS O BHECEHUH M3MEHEHHH B JOKYMEHTBI,
COJIEpIKaIINecs B PETUCTPAIIMOHHOM JIOCHhE, HCUUCISIETCS CO JHS MOCTYIUICHUS B PETUCTPUPYIOLIUI OpraH
HA/JIOKAIUM  00pa3oM O(OPMIICHHOTO 3asBICHHS O BHECEHHWM HM3MEHEHHH W B TIOJHOM O0BbeMe
JIOKYMEHTOB, MPEAYCMOTPEHHBIX TyHKTOM 38 HacTtosuux [IpaBur.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 49 uzmenen c 13 urwonsa 2018 2. - [locmanosnenue I[lpasumenvcmea Poccuu om 31 mas 2018 e. N

633

Hszmenenus e npumeHsa0mMcs K NpA80OMHOULEHUSM, C8A3AHHbIM C OCYUWeCmEleHUuemM 20CY0apCmEeHHOl
pecucmpayuu MeOUYUHCKUX uzoeautl, 6o3Huxwum 0o 13 uons 2018 e.

CMm. npedvloyuyro pedaKyuio

49.Ilpn BHECEHWH W3MEHEHHH B JOKYMEHTHI, COJEp)KAIIMecss B PETUCTPAIIMOHHOM JOChE,
PETHCTPUPYIOLIHIA OPTraH OCYIIECTBIISIET CICTYIONINE MEPOTIPUSTHS:

a) MPUHATHE PEHICHUSI O BHECEHUH U3MEHEHUH B TOKYMEHTBHI, CO/ICPIKAIINECs] B PETUCTPAIIIOHHOM
JI0ChE, KOTOPOE O(OPMIISIETCS TPUKA30M PETHCTPUPYIOLIETO OpPraHa;

0) BBIJaua OKCIEPTHOMY YUYPEXKICHHUIO 33JaHUs Ha MPOBEACHUE OKCIIEPTU3Bl KauecTBa,
3G PeKTUBHOCTH H OE€30MaCHOCTH MEIUIIMHCKOTO H3JeNUsl M OLEHKAa 3aKIIOYCHHUS HKCIIEPTHOIO
YUPEKACHUST IS ONpPEIEeIIEHUs] COOTBETCTBHSI €r0 3aJaHHUI0 Ha TPOBEICHHE SKCIEPTU3bI KadecTBa,
3 PEeKTUBHOCTH W OE30MaCHOCTH MEAMLUHCKOTO W3Jenus (B ciydae, YCTAaHOBIEHHOM ITYHKTOM 39
Hacrosmux [IpaBui). B ciydae ycTaHOBIIEHHSI HECOOTBETCTBHS 3aKIIOYCHHUS DKCIIEPTHOTO YUPEKIACHUS
yKa3aHHOMY 33JIaHHI0 TaKOe 3aKJII0UYEHUE BO3BPAILAETCsl B SKCIIEPTHOE YUPEXkAECHUE Ha JTOPAabOTKY, CPOK
KOTOpOM cocTaBisieT He Oosee 2 pabouux JHEH cO AHS TOJNYYEHHUS SKCIEPTHBIM YUPEKIACHHEM
BO3BPALIECHHOTO 3aKJIIOUCHHUS;

B) YBEJIOMJICHHE B MUCHMEHHOW (popMe 3asBHUTENS O MPUHSATOM PEUICHHH 3aKa3HBIM MOYTOBBIM
OTIIPABJICHUEM C YBEJOMJIEHHEM O BPYYEHHMH WIHM B (POpME JIEKTPOHHOTO JIOKYMEHTA, MOANHCAHHOTO
HIIEKTPOHHOHN TIOJIHCHI0, OO0 B DJEKTPOHHOW (popMe MO TeIeKOMMYHUKAIMOHHBIM KaHaJaM CBSI3U C
NpUI0KEHUEM Nepeo(OPMIEHHOTO PEeruCTPAMOHHOTO YAOCTOBEpEHUs (B Cilyuyae BHECEHUs] U3MEHEHUH B
HET0) M paHee BBIIAHHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHHUSI C OTMETKOM O €ro HeIeHCTBUTEIBHOCTH (C
yKa3aHHEM JaThbl).

Wndhopmarust 06 n3MEHEHUSX:

IIpasuna oononanenvr nynkmom 49.1 ¢ 13 uronsa 2018 a. - Ilocmanosenenue Ilpasumenscmea Poccuu om
31 maa 2018 2. N 633

49.1. OcHOBaHUAMH ISl BBIHECEHUS DKCIEPTHBIM YUPEXKJIECHUEM 3aKIHOUYEHHUS] O HEBO3MOKHOCTH
BHECEHMSI U3MEHEHUM B JOKYMEHTHI, NIpeAyCMOTpeHHbIe noanyHkTamu "B" m "t nmynkra 10 HacTosmmx
[IpaBui, sBisArOTCA:

a) HEJJOCTOBEPHOCTh NMPEACTABIEHHBIX CBEJIEHNH, 000CHOBBIBAIOIINX BHECEHNE U3MEHEHHM, B TOM
YKCJIE€ BBISBICHHBIX PETUCTPUPYIOIIMM OpPraHOM IO pe3yJbTaTaM TIOCYJapCTBEHHOTO KOHTPOJIA 3a
oOpallleHneM MeIULUHCKUX U3/eNNi;

0) OTCYTCTBHE B TPEACTABICHHBIX 3asgBUTENEM JIOKYMEHTAaX CBEIACHUH, MOATBEPXKAAIOUINX, YTO
M3MEHEHHs, BHOCUMBIE B JIOKYMEHTHI, COJIepKAIllUecs B PETUCTPALMOHHOM J0ChE, HE BIEKYT U3MEHEHHE
CBOWCTB M XapaKTEPUCTHUK, BIUAIOIIMX Ha KaduecTBO, 3(pPeKTHBHOCTh M 0€30MacCHOCTh MEIUIMHCKOIO
U3JIeNNsI, UM COBEPUICHCTBYIOT CBOMCTBA M XapaKTEPUCTHKU MPH HEU3MEHHOCTH (DYHKIHMOHAIHLHOTO
Ha3HaueHUs U (MJIM) IPUHIUIA ASHCTBUS MEJUIIMHCKOTO U3JIENH.

Wudopmanust 00 U3MEHEHUSX:
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IIpasuna oonoanenvt nynkmom 49.2 ¢ 13 uronsa 2018 e. - I[locmarnosnenue I[Ipasumenscmea Poccuu om
31 mas 2018 2. N 633

49.2. Peructpupyronuii opraH B TeueHHE 2 pabdouyux IHEW CO JHS TOJNYYCHHS 3aKITIOYCHHUS
9KCIIEPTHOIO YUPEKACHUS MPUHUMAET PElIeHUEe O BOZMOXHOCTU (HEBO3MOKHOCTH) BHECEHUSI N3MEHEHUN
B IOKYMEHTBI, COJICPKATUECS B PETUCTPALIMOHHOM JI0ChE, U YBEJAOMIISIET O MPUHSITOM PEIICHUU 3asBUTEIIS
3aKa3HbIM IIOYTOBBIM OTMPABICHUEM C YBEAOMJICHHEM O BpPYYEHHHM WIH B (POpMe 3JIEKTPOHHOTO
JMOKYMEHTa, TMOIMHCAHHOTO  DJIEKTPOHHON  MOJNKUCHIO, JIMOO B  DJIIGKTPOHHOW  ¢opmMe 10
TEJIEeKOMMYHUKAIMOHHBIM KaHalaM CBSI3U.

OcHoBaHHWEeM MJii TPHUHATHS PEIIEHUS 00 OTKa3e BO BHECEHWU W3MEHEHHH B JOKYMEHTHI,
coJlepKallfecss B PErHCTPAMOHHOM JIOCh€, SBISIETCA IOJyYeHHE PErHCTPUPYIONIMM OpPraHOM OT
HKCIIEPTHOTO YUPEKIACHHUS 3aKJIIOUECHUS] O HEBO3MOXKHOCTH BHECEHHUS H3MEHEHHH B JIOKYMEHTHI,
coJieprKallfecsl B perucTPaliiOHHOM JI0Che METUIIUHCKOTO U3/EIHs.

50. Yrparun cuny ¢ 13 utons 2018 r. - [locranosnenne [IpaButensctBa Poccun ot 31 mas 2018 r.
N 633

Undopmarus 06 n3MEHEHUX:
CMm. npedvloyuyro pedaKyuio

Ilynkm 51 usmenen c 13 uronsa 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

Cm. npedvloywyro pedaKyuio

51. B Teuenue 1 pabodero JHs MOCJIE MPUHATHUS PEIICHHUS O BHECEHHUHM M3MEHEHH B JOKYMEHTBI,
COJIepIKalIfecss B PErHCTPAIIHOHHOM J0ChE, COOTBETCTBYIOIIME CBEACHHS BHOCSTCS B TOCYAApCTBEHHBIM
peectp B MOpsIKE, MPEAyCMOTpeHHOM ImoctaHorieHreM IIpaBurenbctBa Poccuiickoit ®denepanuu ot
19 urons 2012 1. N 615.

52.B ciyuae yrpaThl PErMCTPAIlMOHHOIO YAOCTOBEPEHHUS WU €ro IOpYH 3asBUTENb BIIPABE
00paTHThCS B PETHCTPUPYIONINI OpPraH C 3asBICHUEM O MPEIOCTABICHUN AYOJIMKATa PETUCTPAIMOHHOTO
YIOCTOBEpEHUS (J1anee - 3asBICHHUE O MPEJOCTABICHUH TyOI1KaTa).

B ciydae mopuu perucTpanioHHOTO yJOCTOBEPEHHS K 3asBICHHIO O MPEIOCTABICHUN JyOiInKara
MPUJIaraeTcs UCIOPYCHHOE PErHCTPAIIMIOHHOE YAOCTOBEPEHHE.

Wndhopmarrist 06 n3MEHEHUSX:
Ilocmanosnenuem Ilpasumenvcmea P® om 17 utons 2014 2. N 670 6 nynkm 53 enecemnvt usmenenus

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
53.B Tteuenue 7 pabouMx [gHEH CO JHS MOJYYEHUS JIOKYMEHTOB, YKa3aHHBIX B ITyHKTE 52
Hactosaumx [IpaBui, peructpupyromuii oprad opopmiseT AyOIuKaT perucTpalioOHHOTO yJO0CTOBEPEHUS
Ha OJaHKe PerucTPaliOHHOIO YI0CTOBEPEHHsI C MOMETKaMu "yonukat" v "OpuruHai perucTpaoHHOrO
YIOCTOBEpPEHUS NMPU3HAETCS HEACHCTBYIOIMM" M BpydyaeT TaKoOM JyOIMKaT 3asBUTENIO WM HalpaBisieT
€ro 3aKa3HbIM II0YTOBBIM OTIIPABJICHUEM C YBEIOMJICHUEM O BPYUYCHUHU.
54. Peructpupyrornuii oprad GOpMHPYET PETUCTPAITMOHHOE TOChE U3 CIEAYIOMUX JOKYMEHTOB:

Wndopmarys 06 M3MEHEHHSAX:

Hoonynkm "a" uzmenen ¢ 13 utons 2018 e. - I[locmanosnenue Ilpagumenvcmea Poccuu om 31 mas
2018 2. N 633

CMm. npedvloyuyro pedaKyuio

a) 3asBJICHUE O PETUCTPAIMU U JIOKYMEHTHI, IpeaycMoTpeHHbIe TTyHKkTOM 10 HacTosmux [IpaBm,
3asBJICHHE O BO30OHOBJICHHH TOCYIapCTBEHHOW PETHUCTPAllMU MEIUIMHCKOTO W3AENus, 3ampochl U
JIOKYMEHTBI, mpeaycMoTperHbie nyHktamu 21.1 m 30 Hacrosmmx IIpaBui, 3asiBlieHME O BHECEHUH
W3MEHEHUN U JOKYMEHTBI, MPEeAyCMOTpEeHHbIe MyHKTOM 38 HacTtosimux [IpaBui, a Takke 3asBIEHUE O
MPEIOCTAaBIICHUH TyOJIMKaTa;

0) komusl 3aJlaHusl Ha TPOBEACHHME OHKCIEPTU3bl KadecTBa, Y(PQPEKTUBHOCTH U O€30MacHOCTU
MEUITUHCKOTO U3/eNHsl, 0OPMIICHHOTO PETHUCTPUPYIOIINM OPTaHOM;
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B) KOSl O(POPMIICHHOTO PETUCTPUPYIOIIUM OPTraHOM Pa3pelIeHUs] Ha MPOBEICHUE KIMHUYECKIX
UCIBITAHUN MEIULIMHCKOTO U3/IENIHS;

T) 3aKJTIOYCHUS, OQOPMIICHHBIE OJKCIEPTHBIM YYPEKJACHHEM TMPU TPOBEACHUH OSKCIICPTU3BI
KayecTBa, 3 (HEeKTUBHOCTU U 0€30MaCHOCTH MEAUIIMHCKOTO U3/1EIHS;

1) KOTIUY TIPUKA30B, 0(hOPMIICHHBIX PETHCTPUPYIOIINM OPTaHOM;

€) KOMHUA  PErUCTPAllMOHHOTO yIIOCTOBEPEHUS WIH YBEIOMJICHUH, 0(OPMIIEHHBIX
PETUCTPUPYIOITUM OPraHOM;

’K) KOMUsg AyOJUKaTta perucTpalioHHOTO YAOCTOBEpEHUs, O(GOPMICHHOIO PErucTPUPYIOLINM
OpraHoM.

55. Yrparun cuny ¢ 13 uronst 2018 r. - [locranosnenue IlpaBurensctBa Poccun ot 31 mas 2018 1.
N 633

Wndopmarus 06 H3MEHEHHSX:
CMm. npedvloyuyro pedaKyuio

Ilocmanoenenuem Ilpasumenvcmea P® om 17 utons 2014 2. N 670 [Ipasuna oononnenvt nynkmom 55. 1

55.1. OcHOBaHMSMU [JIs1 BBIHECEHUSI SKCIIEPTHBIM YUPEKICHUEM 3aKIIIOUEHHUS O HEBO3MOXHOCTH
BHECEHMSI U3MEHEHUM B JOKYMEHTHI, IpeAyCMOTpeHHbIe noAnyHkTamu "B" m "r" nmynkra 10 HacTosmmx
[IpaBumn, sBnstoTCA:

a) HEJJOCTOBEPHOCTH MPECTABICHHBIX CBEACHNUN, 000CHOBBIBAIOLINX BHECEHUE U3MEHEHMUI;

0) OTCYTCTBHE CBEICHHUI, MOATBEPKIAIOIIUX HEU3MEHHOCTh (DYHKIMOHAJIHLHOTO HA3HAYCHHS U
(wn) npuHOMNA JEHCTBUSL MEIULMHCKOTO HW3JENIHs, B CBA3M C BHOCUMBIMH HU3MEHEHHUSIMU B
JIOKYMEHTAIHIO.

Undopmarust 06 n3MEHEHUX:

Ilocmanoenenuem Ilpasumenvcmea P® om 17 utona 2014 2. N 670 [Ipasunra oononnenvt nynkmom 55.2
55.2. A63anpr 1 - 2 yrpatwm cwiy ¢ 13 utons 2018 r. - [Tocranosienue [IpaBurenscTBa Poccun
ot 31 mas 2018 r. N 633

Wndhopmarust 06 n3MEHEHUSX:

CMm. npedvloywyro pedaKyuio.
XpaHEHHE PErMCTPAllMOHHOIO JOChE OCYLIECTBISETCS PETMCTPUPYIOIIMM OpPraHOM B IOPSJIKE,
YCTAHOBJICHHOM 3aK0HOAaTesIbcTBOM Poccuiickoit @enepaninu 06 apXuBHOM JIeie.
56. B perucrpaiioHHOM yOCTOBEPEHUH YKa3bIBAIOTCS CIEIYIOINE CBEICHHUS:
a) HANMEHOBaHME MEIUIMHCKOrO U3Jenus (C yKa3aHHeM NPHUHAJIEKHOCTeH, HEOOXOIUMBIX IS
NPUMEHEHUS MEAUIIMHCKOTO U3/IEHs 110 HA3HAUYEHUIO);
0) nara rocy1apCcTBEHHON perucTpaluy MeIUIMHCKOTO U3/1ETHsI U €r0 PerucTpaliioHHbINA HOMep;

Wndhopmarrist 06 n3MEHEHUSX:

TIloonynkm "8" uzmenen c¢ 13 uona 2018 . - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

Hszmenenus ne npumeHs10mcs K NpA80OMHOULEHUSM, C8A3AHHBIM C OCYWECMEIeHUeM 20CY0apCmMEeHHOU
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Huxkuum 0o 13 uwons 2018 a.

Cm. npedvloywyio peoakyuro
B) B OTHOIICHUU JIMIA, HA UM KOTOPOT'O BBIIAHO PErUCTPALMOHHOE YI0OCTOBEpEHHE, - TOJHOE U (B
cilyyae, €cIM HMMEETCs]) COKpAlleHHOE HaMMEHOBAaHWE, B TOM 4Hcie (GUPMEHHOE HalMEHOBaHMHE,
OpraHU3alMOHHO-TIPaBOBast (JOpMa IOPUANYECKOrO JIMLA U aJIpec MECTa €ro HaXOXKICHU Wi (paMuius,
uMsi u (B cCllydae, €CIM UMEeTcs) OT4YECTBO, aJpec MecTa IKUTEIbCTBA WHIUBUIYaJIbHOTO
peIIPUHUMATETS;

Wudopmanust 00 U3MEHEHUIX:

Ioonynkm "2" usmenen ¢ 13 urons 2018 o. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

Hs3menenus ne NPUMEHAIOMCA K NPpA6OOMHOWERUAM, CBA3AHHBIM C OCYUWeCmeleHUuemM eocy()apcmgeHHOﬁ
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peaucmpayuu MeOUYUHCKUX uzoeautl, 603Huxwum 0o 13 uwons 2018 e.

CMm. npedvloyuyro pedaKyuio

I) B OTHONICHWHM TMPOM3BOIUTENS (M3TOTOBUTENS) - TOJHOE M (B CiIydae, €CIU HMMEETCs)
COKpAIllCHHOC HAaWMEHOBAHHWE, B TOM 4HcIe (UPMEHHOE HAMMEHOBAaHWE, OPTaHU3AIMOHHO-TPABOBAs
dopma u azpec MecTa HaXOXKJIeHUs WK haMuiIus, UM U (B ciy4yae, eciil UMEETCs1) OTYECTBO, a/IpeC MecTa
JKUTEIIbCTBA WHANBUIYATBHOTO TIPS IIPUHUMATES,

JI) MECTO IPOU3BOJICTBA METUIIUHCKOTO U3EIINUS;

€) HOMEp PETUCTPAIIIOHHOTO J0ChE;

k) yrpatun cuiy ¢ 13 mtons 2018 r. - [Tocranosnenue IlpaButensctBa Poccun ot 31 mast 2018 1.
N 633

Wndopmarus 06 H3MEHEHHSIX:

CMm. npedvloyuyro pedaKyuio
3) KJ1acC IMOTEHUUAIBHOIO pHUCKAa IPUMEHEHHMs] MEIUIMHCKOIO H3JleNus B COOTBETCTBUHM C
HOMEHKJIATYpHOU  Kjaccuukanueldl  MEIMUMHCKUX  M3J€Nui, yTBepxkaaeMoil MuHucCTepcTBOM
3npaBooxpaHeHus Poccuiickont @enepanuy;

Undopmaris 06 n3MEHEHUAX:

Ilocmanoenenuem I[Ipasumenvcmea P® om 10 pespans 2017 2. N 160 noonynkm "u" uznosrcen 6 Hogoti
pedaxyuu

Cm. mexkcm noonynkma 8 npedvloyujeti peoaxyuu

1) ko1 Ob1epoccuiickoro kinaccupukaTopa NpoAyKIUHU O BUJAM 3KOHOMUYECKOHN JESITEIbHOCTH.

57. Peructpupyromuii opraH IpUHUMAaeT pelieHue 00 OTMEHE TroCyIapCTBEHHOM pPerucTpanuu
MEJULMHCKOTO U3/JENHS B CICYIOIUX CIIyqasx:

a) mojlaya 3asBUTENIEM 3asBJIEHUS 00 OTMEHE TOCYAApCTBEHHOM pErucTpaluyd MEIUIMHCKOIO
W31,

0) BBIHECEHME CYJOM pelIeHUus O HapyluleHHH TMpaB MpaBooOiazaTenss Ha pe3yibTaThl
MHTEJIJIEKTYaJIbHOU JIeATENbHOCTH U PUPaBHEHHBIE K HUM CPECTBA MHAWBUIyalIU3allUU [IPH 00paLIEHUN
MEIULUHCKUX U3JCIINN;

B) mpejcTaBiieHue ynosHomoueHHbIM [IpaButensctBom Poccuiickoit denepaunu ¢denepaibHbIM
OpPraHOM HUCIIOJIHUTEIIBHOM BIIACTH IO PE3yJIbTaTaM OCYILECTBIIEMOrO0 UM TOCYAapCTBEHHOIO KOHTPOIIS 3a
oOpallleHueM MEIUIMHCKUX U3JEeJINN, CBEIEHUH, NOJITBEpKIAIMX (akTel M OOCTOSITEILCTBA,
CO3JIAI0IINE YIpO3y JKU3HU U 3J0POBBI0 I'PaXJaH M MEAMLIMHCKUX paOOTHUKOB NpU NPUMEHEHHUH U
JKCIUTyaTalluy MEJULIMHCKUX WU3/1EIINN;

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 57 oonoanen noonynkmom "2" ¢ 13 uronsa 2018 e. - Ilocmanoenenue [lpasumenvcmea Poccuu
om 31 mas 2018 2. N 633
T') BBISIBJICHHE PETUCTPUPYIOIIMM OPraHOM IO pe3yibTaTaM TOCYIapCTBEHHOTO KOHTPOJIS 3a
oOpallleHueM MEIUIUHCKUX H3JeNuid HEeIOCTOBEPHOCTH CBEACHHMH B JOKYMEHTaX, COJEp)KalIUuXcs B
PETUCTPAIIMOHHOM JIOCh€, TPEJICTABICHHBIX 3asSBUTEJIEM W TOBIHUSBIIMX Ha PE3YIbTaThl IKCIEPTU3BI
KauecTBa, 3 (HEKTHBHOCTH U 0€30MAaCHOCTH MEAUIIMHCKOTO U3/IEIHS,;

Hudopmanus 06 U3MEHEHUAX:

Ilynkm 57 oononnen noonynkmom "0" ¢ 13 uronsn 2018 2. - Ilocmanoenenue Ilpasumenvcmea Poccuu
om 31 mas 2018 2. N 633
1) IOJIyYeHUE PETUCTPUPYIOIUM OPTaHOM 3aKIIOYCHHH SKCIIEPTHOTO YUYPEKACHHUS O TOM, YTO
coJIepKaIirecs: B TOCy/IapCTBEHHOM PeecTpe MHCTPYMEHT, ammapar, mpuoop, o00opyaoBaHue, MaTepral u
npoYre U3JeNUs MO cBOoeMYy (YHKIIMOHATFHOMY Ha3HAUeHUIO W (WJIM) TMPUHIUIY ACUCTBUS HE MOTYT
MPUMEHATHCS B MEIMIIMHCKUX IENSX U HE SBIAIOTCS MEIUIMHCKUMHU H3JSNHSIMHU. Takoe 3aKIII0OUueHHE
npelCcTaBisieTcss (HAMPaBISeTCs) PKCIEPTHBIM YUPEKICHHEM B PETUCTPUPYIOMIUK opraH B TeueHue 10
pabouux mJHEH CO [HA TIOCTYIUIGHHS B OJKCIEPTHOE YUYPEKIECHHWE COOTBETCTBYIOIIETO 3a/JaHUs
PETUCTPUPYIOLIETO OpraHa ¢ MPUII0KEHUEM JIOKYMEHTOB PETMCTPALIUOHHOTO J0ChHE;
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Wndopmarus 06 H3MEHEHHSX:

Ilynkm 57 oononnen noonynkmom "e" ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
€) HaJlMyue OCHOBAaHWM, yKa3aHHBIX B IIyHKTe 57 """ Hacrosmux [IpaBun (B oOTHOLIEHUU
MEAMIMHCKOTO U3JIEJHsI, BKIIFOUEHHOTO B IIEPEUCHb);

Wndopmarius 06 H3MEHEHUSX:

Ilynkm 57 oononnen noonynkmom "xnc" ¢ 19 mapma 2020 2. - [locmanosnenue I[Ipagumenscmea Poccuu
om 18 mapma 2020 2. N 299
’K) HeTPEICTABIICHHE 3asBUTEIEM JOKYMEHTOB, YKa3aHHBIX B nyrkre 57 ' Hacrosmux Ipasui (B
OTHONIICHUU MEAWIIMHCKOTO U3JIEIHsI, BKIIFOUEHHOTO B TIEPEUCHB);

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 57 oononnen noonynkmom "3" ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
3) TPUHATHE [BAXIbl PETHUCTPUPYIONIMM OPTraHOM PpEIICHUS O BO3Bpare JOKYMEHTOB B
COOTBETCTBHH C MyHKTOM 57 ' HacTosux ITpaBii (B OTHOIICHHH MEIMIHHCKOTO H3EIHS, BKIIOYCHHOTO
B [IEPEUECHbD);

Wuopmarus 06 H3MEHEHHSX:

Ilynkm 57 oonoanen noonyukmom "u" ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
1) HeNpEeICTABICHHE 3asBHTEIEM IOKYMCHTOB, MPELYCMOTPEHHBIX MYHKTOM 57 ' HACTOSIIUX
[IpaBuin, B Teuenue 50 pabouux AHEN CO HS MPUHATHS PETUCTPUPYIOIIUM OPraHOM PELICHHS O BO3BpaTe
JIOKYMEHTOB B COOTBETCTBHH C ITYHKTOM 57 '~ HacTosmuX IIpaBrI (B OTHOIICHHH MEIHIHCKOTO H3ICIHS,
BKJIFOUEHHOTO B I1€PEUECHb);

Undopmarus 06 n3MEHEHUX:

Ilynkm 57 oononanen noonynkmom "k" ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
K) UCKITIOYCHHE MEIUIIMHCKOTO U3/ICTHUS U3 TIepeUHsl.

Wndopmarys 06 H3MEHEHHSAX:

Ipasuna donoanenst nynkmom 57" ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om
18 mapma 2020 2. N 299
57" l'ocynapcTBeHHast peructpauuss MEIMIUMHCKOTO W3MENNs, BKJIIOYEHHOTO B IIE€PEUYEHb,
IIPOBOAMTCA OJHOKPAaTHO B OTHOUIEHMM OJHOIO HAaWMEHOBAHMS MEIULMHCKOTO H3JENNsS OIHOIO
POU3BOIUTENS (M3rOTOBUTENS).

Wndopmarys 06 H3MEHEHHSAX:

Ipasuna donoanensi nynkmom 57° ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om
18 mapma 2020 2. N 299

572, Jns rocynapCTBEHHOM pPErucTpalvdyd MEIUIMHCKOTO HW3JAENHS, BKIKOYEHHOIO B II€PEYEHb,
3asIBUTEITb MPEJICTABIISACT MO0 HAIIPABIIACT B PETUCTPHUPYIOIINUN OpraH 3asBJICHIE O PETUCTPAIINAH, a TAKKE
CIIEYIOIINE JOKYMEHTBI:

a) KOmHUS JOKYMEHTa, TOJTBEPKIAIONICT0 TIOJHOMOYHS YITOJIHOMOYEHHOTO TIPEICTaBUTEIS
MPOU3BOIUTENS (M3TOTOBUTEIN);

0) TexHU4YecKasi JOKYMEHTAIUs IPOU3BOAUTENS (U3TOTOBUTENS) HA MEAUIIMHCKOE U3/IENINE;

B) DKCIUTyaTallHOHHAS JOKYMEHTAIIHSI IPOU3BOAUTENSI (M3TOTOBUTENS) HA MEAUIIMHCKOE U3JIENNE, B
TOM YHUCJIC HHCTPYKIUS TT0 MPUMEHEHHIO HITH PYKOBOJCTBO IO IKCILTyaTaI[dH MEIUITUHCKOTO U3JICITHS;

r) ¢otorpadpuueckue wu300pakeHUs OOIIETO BHUAA MEIUIMHCKOTO W3JETHS BMECTE C
MPUHAJICKHOCTSIMA, HEOOXOJUMBIMH JJIi TPUMEHEHUS MEIUIIMHCKOTO W3JeNus 10 Ha3HAYCHUIO
(pa3mepom He MeHee 18 Ha 24 caHTHMETpA);

1) OITUCh IOKYMEHTOB.
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Wndopmarus 06 H3MEHEHHSX:

Ipasuna donoanenvt nynkmom 57° ¢ 19 mapma 2020 2. - [locmanoenenue llpasumenvscmea Poccuu om
18 mapma 2020 2. N 299
57°. B Cly4ae €Clau JOKYMEHTBI, yKa3aHHbIE B IIyHKTax 57 > 1 57" macrosmmx [IpaBun,
COCTaBJICHbl HA MHOCTPAHHOM $I3bIKE, OHH TMPEACTABISAIOTCA C 3aBEPEHHBIM B YCTAaHOBJICHHOM IOpSIIKE
IIEPEBOIOM Ha PYCCKUH SA3BIK.

Wndopmarus 06 H3MEHEHHSX:

Ipasuna donoanenwt nynkmom 57% ¢ 19 mapma 2020 2. - [locmanoenenue llpasumenvcmea Poccuu om
18 mapma 2020 2. N 299
57% Baseienne o perucrpauv ¥ JOKYMEHTBI, HNPEAYCMOTPEHHBIC IIYHKTAMU 57 u 57"
Hactoaumx [IpaBuil, mpeAcTaBislOTCA 3asBUTENIEM B PErMCTPUPYIOMIMI opraH Ha OyMa)XHOM HOCHTENe
HENOCPEACTBEHHO MJIM HANPABISAIOTCA 3aKa3HBIM MOYTOBBIM OTIPABIECHUEM C YBEAOMIIEHHUEM O BPYUEHHUU
U OIKCHIO BIIOKEHUS JTH00 B 3JIEKTPOHHOM (popme, moANMcCaHHbIE HIEKTPOHHON MTO/IITUCHIO.
Peructpupyromuii opran npuHMMAaeT 3asBJIEHUE O PErHMCTPAllMU M YKa3aHHbIE JIOKYMEHTHI I10
OMKCH, KOMHS KOTOPOHl ¢ OTMETKOW O JaTe HmpueMa JTHUX 3asBICHUS M JOKYMEHTOB B JI€Hb MpHeMa
BpPYYaeTcs 3asiBUTENI0 WJIM HAIPABIIAETCS €MY 3aKa3HbIM IIOYTOBBIM OTIPABIEHUEM C YBEIOMIIEHHEM O
BPYUYEHHUH JTUOO B AJIEKTPOHHOU (opMe MO TEIEKOMMYHHKAIIMOHHBIM KaHAJIaM CBSI3H.

Undopmarus 06 n3MEHEHUAX:

Ipasuna donoanenvt nynkmom 57° ¢ 19 mapma 2020 2. - [ocmanosnenue Ipasumenscmea Poccuu om
18 mapma 2020 2. N 299
57°. PerncTpupyIOLUIMii OpraH He BIpaBe TPeGOBATH OT 3asBUTCIS YKas3hlBaTh B 3asBICHHH O
pEeTHCTpalliKl CBEACHUS, HE MPEIYCMOTPEHHBIE ITyHKTOM 9 HacTosmux I[IpaBui, W TPEACTaBIATH
JIOKYMEHTBI, HE IIPEAYCMOTPEHHBIE ITYHKTAMU 57 1 57" Hacrosmux [IpaBui.

Undopmaris 06 n3MEHEHUAX:

Ipasuna donoanenvt nynkmom 57° ¢ 19 mapma 2020 2. - [ocmanosnenue Ipasumenscmea Poccuu om
18 mapma 2020 2. N 299
57°. B OTHOIICHHH MEIMIIMHCKOTO HM3IE/Hs, BKIIOYECHHOrO B IIEPEYeHb, B TEUCHHE 3 paGodmx
IHEil CO IHS TOCTYILUICHHS 3asBICHHS O PETHCTPALH M JOKYMEHTOB, IPEIyCMOTPEHHBIX YHKTOM 57
HacToAmmx [lpaBun, perucTpupyromuii opraH MPOBOJUT MPOBEPKY TMOIHOTHI W JTOCTOBEPHOCTHU
COJIEpKANINXCSd B HUX CBEJCHHWM, B TOM YHUCJIC IyTEeM CPAaBHEHHUS TaKUX CBEIACHHA CO CBEICHHSIMH,
MPEJICTABICHHBIMU B MOPSIKE MEKBEJOMCTBEHHOTO MH(GOPMAITMOHHOTO B3aUMO/ICHCTBU.

Wndhopmarrist 06 n3MEHEHUSX:

Ipasuna donoanenwt nynkmom 57 ¢ 19 mapma 2020 2. - [locmanoenenue Ilpasumenvscmea Poccuu om
18 mapma 2020 2. N 299
577. B ciydae ecii B OTHOIICHHH MEIHIHHCKOTO M3E/IHs, BKIIOYCHHOTO B IIEPEUCHb, 3asBIICHIE
0 peructpanuu oQOopMIEHO C HApYyIIEHHEM TMOJOXEeHMH nyHkTa 9 Hacrosuwmx I[lpaBun u (umum) B
3asBJICHUM YKa3aHbl HEIOCTOBEpPHBIC CBEAEHUS JHOO JOKYMEHTHI, MPEIyCMOTPEHHBIE MYHKTOM 57 ?
Hactosimux [IpaBwil, IpeCTaBICHBl HE B MOJTHOM O0BEME, PETUCTPUPYIOIINNA OpPTaH BPyYaeT 3asBUTEIIO
YBEIOMJICHHE O HEOOXOIMMOCTH YCTPaHEHHS BBISBICHHBIX HApYIICHHH B CPOK, HE MPEBBLIMAIONUN 5
pabounx pgHeH, nuOO HampaBlIeT TaKO€ YBEJAOMJIEHHE 3aKa3HbIM IIOYTOBBIM OTIIPABICHHEM C
YBEJIOMJICHHEM O BPYYCHHH WU B (OpMEe DIIEKTPOHHOTO JOKYMEHTa, MOAMHCAHHOTO JJIEKTPOHHON
MO/IMMCKIO, TUOO0 B 3JIEKTPOHHOU (hopMe M0 TeTeKOMMYHUKAIIMOHHBIM KaHajaM CBSI3U.

Wndopmarys 06 M3MEHEHHSAX:

Ipasuna dononnenst nynkmom 57° ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om
18 mapma 2020 2. N 299
57°%. B OTHOUIGHHMH MEIHMIMHCKOrO W3JEIHS, BKIIOYEHHOTO B II€PEYCHb, B CPOK, HE
npeBblIalOIMKA 5 pabounx JHEH co JAHSA NpPEACTaBICHUS HAMISKaMM o00pa3oM O(QOPMIICHHOTO
3aSBICHHS O PETMCTPALMM M JOKYMEHTOB, MPETyCMOTPEHHBIX MyHKTOM 57° HacTOSIHMX IIpaBmi, B
TMOTHOM 06BbeMe, a TAKKe B CIydae YCTPAHEHHsS B CPOK, YCTAHOBJIEGHHBIH MyHKTOM 57 HACTOSIIUX
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[IpaBu1, BEISIBJICHHBIX HAPYIIEHUH U (WJIM) NPEACTABIECHUS HEAOCTAIOIMX JOKYMEHTOB PErMCTPUPYIOLIUI
Oprat OCYHIECTBIIAET CJIEIYIOIINE MEPOIIPUATHSL:

a) IPUHIATHE PELIEHUS O TOCYJapCTBEHHOW pErucTpanuyd MEIUIMHCKOTO U3JENHsl, KOTOpOe
oopmIsieTcs NPUKa30M PEeruCTPUPYIOIIErO OpraHa;

0) odopmiieHue 1 BblAaya (HampaBlIeHUE 3aKa3HBIM MTOYTOBBIM OTIIPABICHHEM C YBEJOMJICHUEM O
BPYYEHUU MWJIM B (OpPME 3JIEKTPOHHOIO JOKYMEHTA, IOJIMMCAHHOIO 3JIEKTPOHHON IOJIIMCHI0, JHO0
nepeaaya B OJCKTPOHHOM (opMe 1O TEICKOMMYHHMKALIMOHHBIM KaHAJlaM CBSI3HM) 3asBUTEIIO
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS.

Wndopmarius 06 H3MEHEHUX:

Ipasuna donoanenwt nynkmom 57° ¢ 19 mapma 2020 2. - [ocmanosnenue Ipasumenscmea Poccuu om
18 mapma 2020 2. N 299
57°. B ciydae eciad B OTHOIICHHH MEIWIMHCKOTO H3ENHS, BKIIOYCHHOTO B EPEUCHb, B CPOK,
YCTAHOBJICHHBIH TYHKTOM 57 ' HacTOSIEX IIpaBWII, HE YCTPAHEHH! BHISBICHHBIC HAPYLICHHS U (M) HE
MPEJICTaBICHBl HEOOXOAUMBIE TOKYMEHTBI, PETUCTPUPYIOIIUN OpraH MPUHUMAET pEIIeHHe O BO3BpaTe
3aSBICHHS O PErMCTPALMM M JOKYMEHTOB, NPETyCMOTPEHHBIX ITyHKTOM 57° Hactosumx IIpaBmim, ¢
MOTHUBHPOBAHHBIM 00OCHOBaHHEM MIPUUMH BO3BpaTa.
B ciiydae oTcyTcTBHS MEIMLIMHCKOIO U3/IEIHs B IEPEUHE U (WJIM) HAPYLLIEHUS MOJIOKEHUH TyHKTa
57" macrosmmx IIpaBHN PErHCTPHPYIONIMII OpPraH MPHHMMACT PELICHHE O BO3BPATE 3asBICHHS O
PETHCTPAINN U TOKYMEHTOB, MPEIYCMOTPEHHBIX [TyHKTOM 57 ° HACTOSIINX IIPaBHII, ¢ MOTHBHPOBAHHBIM
000CHOBaHHEM IIPUYUH BO3BpATa.

Undopmaris 06 n3MEHEHUAX:

Ipasuna donoanenvt nynkmom 570 ¢ 19 mapma 2020 2. - ocmanosnenue Ipasumenscmea Poccuu
om 18 mapma 2020 2. N 299

57" B Cpok, He mpeBblmaronuii 150 pabouyux AHEH co JHS TOCYAApCTBEHHOM pEerucTpaluu
MEIUIIUHCKOTO M3/EJHsI, BKJIIOUEHHOTO B TIepeueHb, 3assBUTENb 005S3aH MPEICTABUTh B PETUCTPUPYIOIINI
OpraH ClIeyHoLue JOKYMEHTBI:

a) KOmMs JOKYMEHTa, IOJTBEP)KIAIOIIEr0 IOJHOMOYMS YIOJIHOMOYEHHOTO TpPEeACTaBUTENs
POU3BOUTENS (U3TOTOBUTENS);

0) cBeZieHUs] O HOPMAaTUBHOM TOKyMEHTAllMU Ha MEULIMHCKOE U3/eIHuE;

B) JOKYMEHTBI, yKa3aHHbIe B o anyHkTax "0", "B" u "r" mynkra 57 ? HacTOAIIUX [IpaBun (B cayuae
BHECEHHUS B HUX U3MEHEHUs IO pe3yjibTaTaM MPOBEAECHHBIX UCIBITAHUN (MCCIIEJOBAaHUI) MEIUIIMHCKOTO
U3JIENHNS);

') JOKYMEHTBI, IOATBEPKAAIOIINE PE3yIbTaThl TEXHUYECKUX UCIBITAHUN MEIUIIMHCKOTO U3JIENHs,
BbIJJaHHbIE  (hefiepaJibHBIM  TOCYJapCTBEHHBIM  OIO/DKETHBIM  yupexxaeHueM  "Bcepoccuiickuii
HAyYHO-UCCIIEeI0BATENIbCKUM U UCTIBITATEIbHBIA HHCTUTYT MEAUIIMHCKON TeXHUKH" DeepabHOMN CITyKObI
10 Ha/130pY B chepe 3[paBooOXpaHeHHs (Hajiee - yUpeKIeHHe);

1) TOKYMEHTBHI, MOATBEPKAAIOIINE PE3YIbTAThl TOKCUKOJIOTMUECKUX HCCIET0BaHNN MEAUIIMHCKOTO
U3JIENHNSL, UCIIOJIB30BaHNE KOTOPOTO MPEATIONAracT HATMYMe KOHTAKTa C OPraHU3MOM Y€EJIOBEKA, BbIJTAHHBIE
YUpEKICHUEM;

€) JNOKYMEHTHI, MOJATBEP)KIAIOLINE PEe3yNbTaThl HUCIBITAHUN MEIUIMHCKOTO H3JIEIUs B LEJAX
YTBEPKACHUSI THIA CPEACTB M3MEPEHUH (B OTHOLIEHUMM MEIWLMHCKUX W3JENUA, OTHOCAUIMXCA K
CpeACTBaM M3MEpEHUH, B cepe rocyAapCTBEHHOTO PEryIupoBaHMs 0OeCleYeHUs! €ANHCTBA U3MEPEHUIA,
nepeyeHb KOTOPBIX YTBep)kaaeTcss MuHucTepcTBOM 3apaBooxpaHeHus Poccuiickoit  ®denepanun),
BbIJIaHHBIE YUPEXKICHUEM;

) JIOKYMEHTBI, MOATBEPKAAIOIINE pPe3yJbTaThl KIMHUYECKUX HCIBITAHUA MEIUIIMHCKOTO
M3JIENNsI, NTPOBEIEHHBIX B MEAMIMHCKOW OpraHu3alluy TOCYJapCTBEHHON CHCTEMBI 31paBOOXPAHEHUS,
oTBevaroleil  TpeOOoBaHUSAM, YTBEPKAECHHbBIM  MUHUCTEpCTBOM  31paBooxpaHeHus  Poccuiickoii
denepaunu;

3) KONMMHU  JIOKYMEHTOB, TOATBEPXJAIOIIMX  KAuyecTBO  JIGKAPCTBEHHOrO  Iperapara,
dapmarneBTHyecKoi cyOcTaHIIMM, OMOJOTMYECKOr0 Marepuana M HWHOIO BEIIECTBa, C HCIOJIb30BaHUEM
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KOTOPBIX MPOU3BEIECHO MEAULIMHCKOE U3/ENINE WIN KOTOPBIE BXOAAT B €0 COCTaB M MPEAHA3HAUYEHBI IS
IPUMEHEHHS TOJIBKO C YYETOM Ha3HaueHHsI MEIULUHCKOTO U3/EHs, ONPEEICHHOIO IPOU3BOANUTENIEM, U
BBIIaHHBIX B COOTBETCTBHM C 3aKOHOJATEJIICTBOM CTpPaHbl MPOUCXOXACHUS JIEKAPCTBEHHOIO Ipenapara,
(apMmareBTHYECKON CyOCTaHIIMH, OMOJIOTMYECKOT0 MaTepuaa 1 MHOTO BELIECTBa;

1) OPUTMHAJI PETUCTPALIMOHHOTO YIOCTOBEPEHMS;

K) OIIUCh JOKYMEHTOB.

Wndopmarius 06 H3MEHEHUSX:

Ipasuna donoanenvt nynkmom 57" ¢ 19 mapma 2020 2. - Iocmanosnenue Ipasumenscmea Poccuu
om 18 mapma 2020 2. N 299
57", B teuenne 5 pabouux JHEW CO AHS MOCTYIUICHHUS JOKYMEHTOB, MPEAYCMOTPEHHBIX TYHKTOM
57" macrosmux IIpaBun, perucTpupyroldid OpraH MPOBOIAUT IIPOBEPKY IOIHOTHI U JOCTOBEPHOCTH
coJlepKalliuxcsd B HUX CBEICHHUI, B TOM YHCJIE IyTE€M CpPaBHEHHUS TaKHX CBEICHUI CO CBEICHUSIMHU,
COJIEp/KalllUMKCST B BBIJAHHOM B COOTBETCTBUM C Hacrtosummu [lpaBunamu perucrpanioHHOM
YIOCTOBEPEHUU Ha MEAMIIMHCKOE M3JeTUe, BKIIOYEHHOE B IEpeycHb, a TaKXKe MPEICTaBICHHBIMH B
HOPSI/IKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMO/ICHCTBHSL.
B cnydae ecnu ykazaHHbIE TOKYMEHTBHI MPEACTABICHBl HE B MOJHOM 00BEME, PETUCTPUPYIOIIUN
OpraH Bpy4YaeT 3asBUTENIO YBEJOMJICHHE O HEOOXOOUMOCTH B 30-IHEBHBIN CPOK YCTPAHUTH BBISBICHHBIC
HapylIeHus W (WJIU) TPeACTaBUTh HEAOCTAIOUIME JOKYMEHTHI JTHOO HampaBiiieT TaKoe YBEIOMJICHHE
3aKa3HbIM IIOYTOBBIM OTIPABJIEHUEM C YBEAOMJICHHEM O BpPYYEHMH WIM B (POpPME 3JIEKTPOHHOTO
JTOKYMEHTa, TMOAMHCAHHOTO  DJIEKTPOHHON  MOJNKNCHIO, JIMOO B DJIEKTPOHHOH  ¢opMe 1O
TEJIEeKOMMYHUKAllMOHHBIM KaHalaM CBSI3H.
YBenomiieHHE B CIIy4ae €ro HallpaBJICHUS 3aKa3HBIM IIOYTOBBIM OTIPABICHHEM CUYUTAETCA
MOJIy4YEHHBIM 110 ucTedeHuu 10 pabouux aHEN co JHS HalpaBICHUS YBEAOMIICHUS.

Wuopmarus 06 H3MEHEHHSIX:

Ipasuna donoanenwr nynkmom 572 ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
57'"2. B Teuenme 3 paGoumx mHEH CO JHS NPEICTABICHHS B IMOJTHOM OObEME TOKYMEHTOB,
nmpeaycMoTpeHHbIX myrkToM 57 ' HacTosmmx IIpaBui, a TakKe B clydae yeTpaHeHHs B 30-IHEBHBIHA CPOK
BBISIBJICHHBIX HapylleHud U (wiM) mnpeacrasieHuss B 30-1HEBHBIN CPOK JOKYMEHTOB, NMPEAYCMOTPEHHBIX
nyrkrom 57 '° Hacrosmux TpaBui, perHCTPHPYIONIHIT OPraH MPHHAMAET PELICHHE O HAYale IPOBEICHHS
JKCIEPTU3bl KauecTBa, 3(P(EKTUBHOCTH M OE30MaCHOCTH MEIUIMHCKOTO W3/ENHs, BKIIOUYEHHOTO B
NepeYeHb.

Wndhopmarust 06 n3MEHEHUSX:

Ipasuna donoanenvt nynkmom 577 ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvscmea Poccuu
om 18 mapma 2020 2. N 299
575. B ciydae ecinu B 30-IHEBHBII CPOK HE yCTpaHEHbI BBISBICHHBIE HApyIIEHUS U (WIK) HE
MPEICTABJICHBl HEAOCTAIONINE JTOKYMEHTBI, PETMCTPUPYIOIIMI OpraH MPUHUMAET PEIIEHHE O BO3BpaTe
JIOKYMEHTOB, MPETYCMOTPEHHBIX ITYHKTOM 57 " Hacrostux [IpaBui1, ¢ MOTHBUPOBAaHHBIM 00OCHOBaHHEM
MIPUYHH BO3BpaTa.

Wndopmarys 06 M3MEHEHHSX:

Ipasuna donoanenvi nyuwkmom 57 ¢ 19 mapma 2020 2. - I[locmanoeénenue Ilpasumenscmea Poccuu
om 18 mapma 2020 2. N 299
57'*. B Tedyenne 3 paboumx [HEi CO HS MPHHSTHS PEIICHHS O HAYase POBEICHHS SKCIICPTH3BI
KadyecTBa, A(PQPEKTUBHOCTH M O€30MaCHOCTH MEIUIMHCKUAX M3AEIHH, BKIIOUYEHHBIX B IE€PEUYCHb,
peructpupyromuii  opraH ogopMiseT U BbIJAET 33JaHHE Ha MPOBEIEHUE DSKCIEePTU3bl KauecTBa,
3¢ (eKTUBHOCTH U 6€30MaCHOCTH MEIUIIMHCKOTO U3/IENUS SKCIIEPTHOMY YUPEKICHHUIO.

Wudopmanust 00 U3MEHEHUIX:

Ipasuna donoanenvi nynkmom 577 ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu
om 18 mapma 2020 2. N 299
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57 7. Dxkcmeptu3a KadecTBa, J(PQPEKTUBHOCTH U 0OE30MACHOCTH MEAMIIMHCKOTO H3JEINus,
BKJIFOYCHHOTO B TI€pPEUYCHb, MPOBOJUTCS B COOTBETCTBUU C MOANYHKTOM "O'" myHkTa 21 HACTOSIIHUX
[IpaBuir.

Wndopmarus 06 H3MEHEHHSX:

Ipasuna donoanenwr nynkmom 57'° ¢ 19 mapma 2020 e. - Ilocmanosnenue llpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299

57'°. B CpOK, He TpeBbiarommii 10 pabouux IHEH CO JHS MOTYYCHHS 3aKIIOUYCHHS, YKa3aHHOTO B
nyHkTe 33 HacTosiux [IpaBui, perucTpupyoImni Oprai OCyIIECTBIISIET CISIYIOIINE MEPOTIPUSATHUS:

a) OLIEHKA 3aKJIIOUEHUS IKCIEPTHOIO YUPEXKIEHUS Ul ONPENEICHUS] €r0 COOTBETCTBUS 3a/laHUIO
Ha TPOBEACHHE SKCIEPTU3bl KauecTBa, A(PGEKTUBHOCTH U O€30MaCHOCTH MEAMIIMHCKOTO W3Jemus,
BKJIIOYEHHOTO B TIiepeueHb. B cioydae yCTaHOBIEHHS HECOOTBETCTBHUS 3aKJIIOUEHHUS HSKCIEPTHOTO
YUPEXKJIEHUSI yKa3aHHOMY 3aJaHUI0 Takoe 3aKJIIOYEHHE BO3BpAIIaeTCs B JKCIEPTHOE YUpEXKICHUE Ha
IOopaboOTKy, CPOK KOTOPOW COCTaBisieT He Oonee 2 pabouyux AHEH CO JHS TMOJTYYCHHS IKCIEPTHBIM
YUpEXKIEHUEM BO3BPAILIEHHOTO 3aKIIOYCHHUS;

0) MpUHATHE PEUICHUS O MOATBEPKACHUHU TOCYIapCTBEHHON PETUCTPALUA METUIIMHCKOTO U3/IEHS,
BKIIIOUEHHOTO B II€peyeHb, a TaKxke O(OpMIECHHE YBEIOMIIEHHS O NPHUHATOM pELIICHUH M BbIIadya
(HampaBJICHHE 3aKa3HBIM IIOYTOBBIM OTIPABICHUEM C YBEJOMIICHHEM O BpyYeHHUHW WiH B (opme
JJIEKTPOHHOTO JOKYMEHTA, IMOAMMCAHHOTO SJIEKTPOHHON MMOANUCHI0, JHO0 TMepeaaya B SICKTPOHHOU
dbopMe 10 TeTCKOMMYHHUKAIIMOHHBIM KaHalaM CBSI31) €T0 3asSBUTEIIO C MPHIIOKEHUEM ITepeo(opMIIEHHOTO
PETUCTPALIMOHHOTO YIOCTOBEPEHUS;

B) MPUHATHE peIIeHHs 00 OTMEHE TOCYAapCTBEHHOM pPErucTpalud MEAUIIMHCKOTO H3/eus,
BKIIIOUEHHOTO B Ie€peueHb, KOTOpoe o(opmIIseTcs MPUKA30M PETUCTPHUPYIOIIETO0 OpraHa, ¢ U3bATHEM
paHee BBIJAaHHOTO PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS U YBEIOMIICHUEM 3asBUTEIIS O IPUHITOM PEIICHUH.

Wuopmarus 06 H3MEHEHHSIX:

Ipasuna donoanenwr nynkmom 57" ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299

57", OcHOBaHMAMM I TPHHATHS PETHCTPUPYIOIIMM OPraHOM peIICHHs 00 OTMeHe
rOCyIapCTBEHHON PETUCTPALNN MEAUIIMHCKOTO U3/IENHNS, BKIIFOUEHHOTO B [IEPEUEHb, SABIISIOTCA:

a) 3aKJII0YEHHE SKCIIEPTHOTO YUPEXKACHHUS 110 pe3ybTaTaM 3KCIEePTU3bl KauecTBa, 3 (PEeKTUBHOCTU
U 0e30MacHOCTH MEIUIMHCKOTO M3JeNHs, CBHJIETENbCTBYIOIIEE O TOM, YTO KadecTBO, W (WJIM)
¢ dexTuBHOCTh, W (MIM) 0€30MaCHOCTh MEIUIMHCKOTO W3JeNHsl HEe MOATBEP)KICHBI IOTYYEHHBIMU
JAHHBIMU, U (WJIHM) O TOM, YTO PUCK NMPUUMHEHUS BPEAa 3J0POBBIO TPAXKAAH U MEIUIIMHCKUX PaOOTHUKOB
BCJIE/ICTBUE MPUMEHEHUSI MEIMLIMHCKOTO U3/eNus MpeBblmaeT 3pPEeKTUBHOCTh €ro NpUMEHEeHus, U (1)
0 TOM, YTO MEAMLUHCKOE H3JIeIu€ HE COOTBETCTBYET TpPEOOBaHMSIM HOPMATHUBHOM JOKYMEHTAIlUH,
TEXHUUYECKOHN U (MJIN) HKCIUTYaTallMOHHOM JOKYMEHTAllMHU MPOU3BOANUTENS (M3TOTOBUTENS), U (UIIN) O TOM,
YTO J1I0Ka3aTeNbCTBA O€301MaCHOCTH MEUIIMHCKOTO U3JIeNHs OTCYTCTBYIOT;

0) BBISBICHHE PErMCTPUPYIOIIMM OPraHoM IO pe3yjbTaTaM TOCYAapCTBEHHOTO KOHTPOJS 3a
oOpalieHneM MEIUIMHCKUX H3JIeUi HECOOTBETCTBUS JAaHHBIX 00 A(PQPEKTUBHOCTH U 0€30MacHOCTH
MEAMIIMHCKOTO U3/ENNs JAHHBIM O MEIUIIMHCKOM W3JI€JNH, COJEPKAIIMMCS B 3asBJIEHUU O PErucTpaliu
U JOKYMEHTAaX, MPEAYCMOTPEHHBIX [TYHKTaMU 57 57 " macrosmmx IIpaBui.

Wudopmanust 06 U3MEHEHUIX:

Ipasuna donoanenv nynkmom 57'% ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
57'S. Bhecenne wu3MeHeHHil B JOKYMEHTBI, COJEp)Kallluecs B PETUCTPALMOHHOM JI0ChE
MEJUIIMHCKOTO W3NS, BKIIOYEHHOTO B Ie€peveHb, OCYIIECTBISETCS TIOCTE TPHUHATHS PEIICHUs O
MOATBEPKIECHNUU TOCYJaPCTBEHHON PEruCTpalluid MEAUIIMHCKOTO U3/IENIHs B COOTBETCTBUM C MyHKTamu 37
497 51 u 55" HacTosmuX [TpaBu.

Wndopmarys 06 M3MEHEHHSAX:

19
IIpasuna oononnenvr nynkmom 57~ ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu
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om 18 mapma 2020 2. N 299
57". Bblmaua Iy0nMKaTa pErHCTPALOHHOTO — YAOCTOBEPEHMS MEIMIMHCKOrO — W3MCIHs,
BKIIFOUEHHOTO B IE€peUeHb, TOCYAAPCTBEHHAS PETUCTPALUS KOTOPOTO MOATBEPIKICHA, OCYIIECTBIISICTCS B
HOPSIJIKE, IPEAYCMOTPEHHOM ITyHKTamMu 52 1 53 Hactosmux [IpaBuit.

Wndopmarius 06 n3MEHEHUX:

Ipasuna donoanenvt nynkmom 57°° ¢ 19 mapma 2020 2. - IHocmanosnenue Ipasumenscmea Poccuu
om 18 mapma 2020 2. N 299

57 Peructpupyromuii opran (hOPMHPYeT PErHCTPALHOHHOE T0ChE MEIHIMHCKOrO W3MEINHs,
BKJIIOYEHHOTO B IIEPEUCHb, U3 CICAYIOIUX JOKYMEHTOB:

a) 3asBJICHHE O PErHCTPAIINK H JOKYMEHTBI, IPELYCMOTPeHHBIe myHKTamu 57 - i 57 '’ HacTosmmx
TpaBui, 3ampockl M IOKyMEHThI, peaycMoTpeHHbie mynktom 21 ' mactosmmx IlpaBmi, 3aseieHue o
BHECCHUU W3MEHEHHMH M JOKYMEHTHI, MPEeIyCMOTPEHHbIE IyHKTOM 38 Hacrosmux [IpaBwi, a Tarke
3asBIICHHE O MPEIOCTABICHUH Ty0INKaTA;

0) komusl 3aJaHUS PETUCTPUPYIOIIETO OpraHa Ha TPOBEICHHE HKCIEPTU3bl KAuecTBa,
3¢ (HEKTHBHOCTH ¥ 0€30ITACHOCTH MEIUIIMHCKOTO U3/ICITHS,;

B) 3aKIIOueHHs, O(GOPMJICHHBIC JKCHEPTHBIM YYPESKICHHEM TP TPOBEICHUH OSKCIEPTH3BI
Ka4yecTBa, 3 (HEeKTUBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOTO U3/ICIHS;

I') KOIIMH MIPUKA30B, 0(OPMIICHHBIX PETUCTPUPYIOIIUM OPTaHOM;

) KOMHS  PETHUCTPAlMOHHOTO  YIOCTOBEPEHHsS  WIM  yBEJAOMJICHHH,  O(OPMIICHHBIX
PETUCTPUPYIOIIUM OPTaHOM;

€) Komus IyOnMKara perucTpalMoOHHOTO YIOCTOBEPEHHs, O(QOPMIIEHHOTO pPErHCTPHPYIOUIHNM
OpraHOM.

Undopmaris 06 n3MEHEHUX:

Ilynkm 58 usmenen c 13 uronsa 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 o. N
633

CMm. npedvloyuyro pedaKyuio
58. Peructpupytommii  opraH pasMemiaeTr HMH(GOPMAIMIO, CBS3aHHYIO C OCYIIECTBIECHUEM
rOCY/IapCTBEHHOW PETUCTPALUd MEAMIIMHCKOTO H3JENHs, BHECEHHEM H3MEHEHUN B JIOKYMEHTHI,
coJiepKallecs B perucTpalliOHHOM JI0Che, U Bblladel JyOnMKaTa perucTpallioOHHOTO YI0CTOBEPEHUs, Ha
cBOEeM o(UIIMaIbHOM caiiTe B HH(OPMAaLIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTtu "MHTepHeTr".

Wndopmarys 06 M3MEHEHHSAX:

Ilocmanoenenuem IIpasumenvcmea P® om 10 ¢ghespans 2017 2. N 160 IIpasuna oononneHnvt nyHKmom
58.1
58.1. DkcniepTHOE  YUpEKIEHHE OCYIIECTBISET KOHCYJIBTHUPOBAHHE IO BONPOCAM MpPOLEAYD,
CBSI3aHHBIX C TOCYJAapCTBEHHOW PErUCTpallMell MEAMIIMHCKUX W3JAENUd, B IOps/IKE, YCTaHOBJIEHHOM
PETUCTPUPYIOITUM OPTaHOM.

Wndopmarys 06 n3MEHEHHSAX:

Ilynkm 59 usmenen ¢ 13 urons 2018 e. - [locmarnosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N

633

Cm. npedvloywyio pedakyuro
59. Pemienuss u neiictBus (Oe3neiicTBUE) pPETUCTPUPYIOLIETO OpraHa, IOBJIEKIIHE 3a co0oi
HapyleHUEe MpaB FOPHUIAAYECKOrO JIMIA, WHIWBHUIYAIBHOTO MPEANPUHUMATENA, a TAaKXKe 3aKIOYEHUs
SKCIEPTHOIO YUYPEKIEHU I10 pe3yJbTaTaM IPOBEICHHBIX UM B COOTBETCTBUH ¢ HacTosAmuMH IIpaBriiamu
9KCIIEPTH3 MOTYT OBITh OOXKajlOBaHbl 3asBUTEIEM B MOPSAKE, YCTAaHOBJIEHHOM 3aKOHOJATELCTBOM
Poccuiickoit denepanumn.

Wndopmarys 06 M3MEHEHHSAX:

Ilpasuna oononnenvr npunoxcenuem ¢ 19 mapma 2020 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu
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om 18 mapma 2020 2. N 299
INPUJIOKEHUE
K [IpaBuiiam rocyrapcrBeHHOM
PerucTpauuu MeJUIHUHCKUX H31eJHil

Ilepeyenn
MeIMIMHCKUX M3/1eJIMii ¢ HU3KOH CTeNeHbI0 MOTeHIHAJIBLHOI0 PUCKA UX NIPHMEHEeHNsl, B OTHOLLIEHUH
KOTOPBIX YCTAHOBJIEHbI 0COOCHHOCTH IrOCY/1apCTBEHHON perucTpanumn

TAPAHT:

Cwm. MCTOI[I/ILICCKI/IC PEKOMCHAAIMK II0 PErucCTpamuu MCIUIMHCKHX I/I3Z[€.HI/If/'I C HU3KOM CTEIICHBIO
MOTCHIHAJILHOTO PUCKA UX IMMPUMCHCHU A, BKIIOUCHHLIX B HaCTOHIIII/Iﬁ Hepequb

Bun ‘ HaumenoBanue

1. 104010 Koctiom uzonupyronuit

2. 122540 [TepuaTku cMOTPOBBIE/TIPOLIETYPHBIE U3 JIATEKCa IeBe, HEOIyIPECHHbIE,
HECTEpUJIbHbIE

3. 122560 [lepuaTku cMOTPOBBIE/TIPOLIETYPHBIE U3 JIATEKCa I'eBeH, OIyAPECHHbIC

4. 129350 XamnaT onepanruoHHbIN 0JJHOPA30BOT0 UCIIOJIb30BAHUS

5. 129380 Xasar ornepainroHHbIIT MHOTOPa30BOTO UCIIOJIb30BAHUS

6. 129870 XanaTt u30IMPYIOIUA MHOTOPA30BOT0 UCIIOIH30BAHUS

7. 129880 XanaT U30IUPYIOLIUKA 0AHOPA30BOr0 UCIIOIb30BAHMS

8. 132380 Macka nuueBast JUisl 3alIUThI IbIXaTEJIbHBIX TYyT€H MHOTOPa30BOI0
UCIOJIb30BAHUSA

9. 139350 [lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 TIOJIMXJIOPOIPEHa,
HEOIyIpEHHbIE

10. 139360 [lepuaTku cMOTpOBBIE/TIPOLIETYPHBIE U3 MOJUXJIOPOIPEHA, OITYAPEHHBIE

11. 141650 baxuiibl TOKOHENPOBOASAILNE, HECTEPUIIbHBIE

12. 157010 XamnaT i MalueHTa OJHOPA30BOr0 UCTIOIb30BAHMS

13. 157240 Xamnat 11 MalreHTa MHOropa3oBOoro UCIOIb30BaHUs

14. 164050 XamnaT mpoleaypHbIH 0THOPA30BOTO UCIIOJIH30BAHUS

15. 164070 XanaT npoueypHbIH MHOTOPa30BOI0 UCIIOJIb30BAHNUS

16. 180770 Pecrimparop o6riero npuMeHeHus

17. 181360 KocTioM xupyprudeckuii H30UpyrOInn

18. 181520 Macka xupyprudeckas MHOTOpa30BOT'0 UCTIOIb30BAHMS

19. 181830 Pecniuparop xupyprudeckuit

20. 182450 Macka xupyprudeckas 0JHOPa30BOT0 UCTIOIb30BAHMS

21. 185830 [lepuaTku cMOTpOBBIE/TIPOLIEAYPHBIE HUTPUIIOBBIE, HEOITYIPEHHBIE,
HECTepUJIbHbIE

22. 185850 [lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE HUTPUIIOBBIE, OIYAPEHHBIE

23. 188380 KocTtrom xupyprudecknii Ha MaHKeTax

24. 205280 [lepuaTku cMOTpOBBIE/TIPOLIEAYPHBIE BUHUIIOBBIE, HEOITYIPEHHbIE

25. 205290 [lepuaTku cMOTpOBBIE/TIPOLIETYPHBIE BUHUIIOBBIE, ONTYIPEHHbBIE

26. 248320 KocTioM Xxupypruueckuii 0JHOpa3o0BOIro UCIOJIb30BaHNS, HECTEPHIIBHBIN

27. 269290 baxuibl BoioHETpOHUIIAEMbIE

28. 293810 baxuisl TOKOIIPOBOAAIINE, HECTEPUIIBHbBIE

29. 298450 [TepyaTku cMOTpPOBBIE/TIPOTIEAYPHBIC U3 TBAFOJIOBOTO JIATEKCA,
HEOINYAPEHHBIE

30. 311720 [lepuaTku cMOTpOBBIE/TIPOLIETYPHBIE U3 STUICHBUHUIIAIETATA,
HEOIYAPEHHBIE, HECTEPUIIbHBIE

31. 320790 [lepuaTku cMOTpOBBIE/TIPOLIETYPHBIE HUTPUIIOBBIE, HEOIYIPEHHBIE,
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32.
33.
34.
35.

36.

15.04.2020

321530
332470
349230
351490

367580

aHTHOaKTepUalIbHbIC

[lepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE OJIUU3OIPEHOBBIE, HEOIYIPEHHBIE
HaGop onexp1 XUpypru4ecKuii/CMOTPOBOM

IlepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE OJUU3OIIPEHOBBIE, OIYAPEHHbIE
[lepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 JIATEKCA TE€BEH, HEOyIPEHHBIE,
HEeCTepUJIbHbIE, aHTUOAKTEepHalIbHbIE

Macka nineBast I 3alUTHI AbIXATEJIbHBIX IIyTEH 0JHOPa30BOro
HCII0JIB30BAHHUS
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