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

C u3MeHeHHMSIMH U I0MIOJTHEHUSIMH OT:

17 oktsa6ps 2013 1., 17 mromst 2014 1., 10 deBpasst 2017 1., 31 mas 2018 r., 18 mapra, 1 ceHts10ps1, 24 Hos16ps 2020 r.

B cootBetcTBUM co cTaTheil 38 denepanbHoro 3akoHa "OO OCHOBaX OXpaHbI 30POBbS TPaXKJIaH B
Poccuiickoit @enepanun [IpaButenbecrBo Poccuiickoit denepanyy NOCTAHOBIISET:

1. YTBepauTh npuinaraemele [IpaBuia rocy1apcTBEHHON pErucTpaluy METULIUHCKUX U3IETUN.

2. YCcTaHOBUTS, UTO:

a) pErUCTPAIlMOHHBIE yJOCTOBEPEHMsI HA W3JETUS MEIUIIMHCKOTO Ha3HAYEHUS U MEIULIUHCKYIO
TEXHUKY C YCTAHOBJIEHHBIM CPOKOM JEHCTBUS, BBIJAHHBIE 10 JHS BCTYIUIEHUs B CHJIY HACTOSILEro
IIOCTaHOBJICHMS], IEUCTBYIOT J10 UICTEUEHUSI YKAa3aHHOT'O B HUX CPOKa JICHCTBHS;

Undopmargist 06 n3MEHEHUX:

Ilocmanoenenuem Ilpasumenvcmea PD om 10 ¢espans 2017 2. N 160 6 noonynkm "0" enecenuvl
U3MeHenUsl

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu

0) perucTpalOHHbIC YAOCTOBEPEHHUS HA M3JENMs MEAUIMHCKOIO HAa3HAUYeHUsS M MEAUIHUHCKYIO
TEXHUKY OECCpPOYHOro ACHCTBHSI, BBIAAHHBIC A0 AHS BCTYIJICHUS B CHIJIY HACTOAIIETO MOCTAHOBJICHUS,
JNEUCTBUTENbHBI U Toajiexkar 3ameHe 10 | suBaps 2021 r. Ha perucTparvoOHHBIE YIOCTOBEPEHUS IO
dopme, yrBepkaaemoii DenepanbHOl Cily:k00i 10 Ha30py B cepe 31paBOOXPaHEHUS.

3aMeHa PErucTPallMOHHOTO YJOCTOBEPEHHUS OCYLIECTBISIETCS 0€3 MPOXOXKIEHUS MpPOLEAYypbl
rOCY/IapCTBEHHOW PEruCTpallii MEIUIIMHCKUX HU3JeNIU Ha OCHOBAaHWUU 3asBJICHUS, MPEICTABICHHOIO
3asButreneM B DexepanbHyro cinyxkO0y 1Mo Haa30py B cdepe 3ApaBOOXpaHEHUS, C YKa3aHHWEM CBEICHHIA,
nperycMOTpeHHbIX [IpaBuiamu, yTBepKA€HHBIMI HACTOSIIUM [TOCTAHOBICHHEM.

3. 'ocynapcTBeHHas peructpanus MeAUIMHCKUX W31, IPEICTaBIEHHBIX HA TOCY/IapCTBEHHYIO
PETUCTPALMIO [0 JHSA BCTYIUIEHMSI B CHJIY HACTOSILErO IMOCTAaHOBJIEHUS, OCYLIECTBIIETCS HA OCHOBAaHUU
JIOKYMEHTOB, TNPEJCTABJICHHBIX N0 JHSA BCTYIUIEHMS B CHJIy HACTOSAIIEr0 ITOCTAHOBJIEHMS, a TaKxke
3asiBJIEHUS O TOCYJAApCTBEHHOM perucTpanuy MEIUIUHCKOTO H3ZeNus, MPEeJCTaBICHHOTO 3asBUTEIEM B
cooTBeTcTBUM ¢ [IpaBunamu, yTBep>KIEeHHBIMUA HACTOSIIUM NOCTaHOBJIEHUEM, B DeaepanibHyIo ci1yx0y 1o
Ha/A30py B chepe 37paBOOXpaHEHHUS.

4. Peanu3zanus OJIHOMOYUH, IPEYCMOTPEHHBIX HACTOALMM ITOCTAHOBJIEHUEM, OCYIIECTBIISIETCS B
npenenax ycraHoBlieHHbIX [IpaButensctBoM Poccuiickoii dPenepauuy OpeAeIbHON UYHUCICHHOCTH
paOOTHUKOB LIEHTpaJIbHOro anmnapata PenepaabHOM CIyXObl 10 HAA30py B chepe 3ApaBOOXpaHEHHUs, a
Takke OIO/DUKETHBIX AacCUTHOBaHMM, mnpenycMoTpeHHbIXx Ciyxx0e B (¢enepaibHOM OrojkeTe Ha
PYKOBO/JICTBO U YIpaBJjeHHE B cpepe YCTAHOBIECHHBIX (PYHKITUIA.

5. Hacrosiee nocranoBieHue Bcrynaer B cuiy ¢ 1 suBaps 2013 1.

[Ipencenarens [IpaBurenscTBa JI. Mengenen
Poccuiickoit ®enepanuun

Mockaa,
27 nexabps 2012 roma
N 1416

IIpaBuia
rocy1apCcTBEHHOM PerucTPpaly MeIUIUHCKUX U3/1eJ Uil
(yrB. nocranosienueM IlpasureancrBa P® ot 27 nexadpst 2012 r. N 1416)

C n3MeHeHHSIMH H TONOJTHEHUAMH OT:
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17 oxTs16pst 2013 1., 17 wrostst 2014 1., 10 deBpans 2017 r., 18 mapra 2020 1.

1. Hacrosimme IlpaBuia ycraHaBiIMBaKOT MOPSAOK FOCYAAPCTBEHHOM PErMCTpallMM MEIULMHCKUX
W3JICNHIA, TIOIJIeKAINX o0palieHuto Ha Tepputopun Poccuiickoit deneparuu.

Wndopmariust 06 M3MEHEHUSX:

Ilynkm 2 uzmenen ¢ 1 cenmsaops 2020 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 1 cenmsaops
2020 2. N 1335

CMm. npedvloyuyro pedaKyuio

2. T'ocynapCTBEHHOW pErucTpanu TOJUIekKAT JHOOble HWHCTPYMEHTHI, ammaparbl, MNpuOOpSI,
0o0opy/i0BaHuE, MaTepualbl U NPOYUE U3JENINS, IPUMEHSAEMbIE B MEAMLIMHCKUX LEJIAX OTAEIBHO WM B
COUeTaHUHM Mexay co0ol, a Takke BMECT€ C JPYIMMH HPUHAUICKHOCTAMU, HEOOXOAUMBIMH JUIS
IPUMEHEHHUS YKa3aHHbBIX M3/EJIUN 110 Ha3HAYEHUIO, BKJIIOYas CIIELUAIbHOE IPOrpaMMHOE OOecIieueHue, u
npelHa3HaYeHHbIE MPOU3BOAMUTEIEM (M3rOTOBUTENIEM) JUIsl MPOQPUIAKTUKH, IUATHOCTUKH, JICUYEHUS U
MEAMLMHCKON peadunuTanuu 3a00JieBaHUN, MOHUTOPUHIA COCTOSIHUS OpraHU3Ma 4ejoBeKa, MPOBEACHUS
MEAMIIMHCKUX HCCIEAOBaHNUN, BOCCTAHOBIICHUS, 3aMEILIEHNUs, U3MEHEHHSI aHATOMUYECKOU CTPYKTYphI WIH
¢usnonornueckux (QYHKOMA OpraHuW3Ma, MPEeNOTBPAINECHUS WM TpEephiBaHUA OCPEMEHHOCTH,
GyHKIIMOHATbHOE  HA3HAYEHHME  KOTOPhIX  HE  pealu3yercs  myTeM  (papMaKoJIOTHYECKOro,
MMMYHOJIOTMYECKOI 0, FTEHETUYECKOI0 MJIM METa0O0JIMYECKOr0 BO3JCHCTBUS HA OpraHU3M uesoBeKa (janee
- METUIIUHCKUE U3/IEIINS).

MenuuuHckue wu3aenusi, mnepeduncieHHble B nyHkre 11 crateu 4 CornameHus O €IMHBIX
NPUHIUIIAX W TpaBUIax OOpaIleHUs METUIMHCKUAX W3JIeIui (M3Aeiuid MEIUIIMHCKOTO Ha3sHAuYeHHs U
MEUITMHCKOW TEXHUKH) B paMKax EBpa3uiickoro 3KOHOMHYECKOTro coro3a oT 23 aekabps 2014 r., B Tom
Yrcie MEAMIMHCKUE W3JIeNUs, KOTOPhIE HW3TOTOBJCHBI IO WHAMBHIYaJIbHBIM 3aKa3aM MaIeHTOB, K
KOTOPBIM TPEABABIAIOTCA CIleHUalIbHble TPeOOBaHUS IO HA3HAUEHUIO MEIUIIMHCKUX PAaOOTHUKOB U
KOTOpBIE TpEeAHA3HAUYEHbl HCKIIOYMTEIbHO JJISl JMYHOTO HCIOJb30BaHUS KOHKPETHBIM IAlIUEHTOM, a
TaKXKe MEIUIMHCKUE W3JIeNIns, KOTOpble MpeIHA3HAUYeHbl JUIsI MCIOJIb30BAaHUS Ha TEPPUTOPUU
MEXTyHapOIHOT O MEUIIMTHCKOTO KJlacTepa WIH Ha TEPPHUTOPHSX WHHOBAITHOHHBIX
HAY4YHO-TEXHOJIOTHYECKUX LEHTPOB, HE MOJUIekKAT TIOCYJapCTBEHHOM pPErHCTpallid B COOTBETCTBUU C
yacTteio 5 crtatbu 38 denepanmpHoro 3akoHa "OO OCHOBAaxX OXpaHbl 370pOBbs IpaxaaH B Poccuiickoit
Odenepanun".

3. TocynapcTBeHHast perucTpanus MEAMLMHCKUX U3Aenuil ocymectsisercs denepanbHoit
CITy»001 10 Haa30py B cepe 3npaBooxpaHeHus (Jajiee - PETUCTPUPYIOIIHM OpraH).

Wndopmaryst 06 n3MEeHEHHSAX:

Ilynkm 4 uzmenen c 13 uronsn 2018 2. - Ilocmanoenenue Ilpasumenvcmea Poccuu om 31 masa 2018 2. N

633

CMm. npedvloywyro pedaKyuio

4. B Hacrosimux IIpaBunax nucnosb3yroTcs CleyIOIUe OCHOBHBIE TOHSATHS:

"0e30acCHOCTh MEAMLIMHCKOI0 H3JeJHusA" - OTCYTCTBHE HEIONYCTMMOIO pPHUCKA MPUYMHEHUS
BpeZa )KM3HU, 3I0POBBIO YEJIOBEKA M OKPYXkKAIOLIEH Cpeie IPHU UCIOIb30BAHUY METUIIMHCKOTO U3/IETIUS 110
Ha3HAYEHUIO B YCIOBUSAX, IPEyCMOTPEHHBIX IPOU3BOIUTENEM (M3TOTOBUTEIIEM);

"Ka4ecTBO MEIUIUHCKOr0 M3/1eus" - COBOKYITHOCTh CBOMCTB M XAPAKTEPUCTUK MEAUIMHCKOIO
U3JIeNUs], BIMSIOMMX HA €ro CIIOCOOHOCTh JIeHCTBOBATh MO HA3HAUYEHUIO NPHU YCIOBHM COOTBETCTBUS
TpeOOBaHUSIM HOPMATUBHOM JOKYMEHTAllMH, TEXHUYECKOM U HKCIUIyaTallMOHHON JOKYMEHTaluu
MPOU3BOIUTENS (M3TOTOBUTES);

"KJIMHUYEeCKHe McnbITaHusa" - pa3pabOoTaHHOE W 3alUIAHUPOBAHHOE CHCTEMAaTHYECKOe
UCCIJIEIOBaHKE, MPEANPUHATOE, B TOM YHUCIE C y4acTHEM 4YeJIOBEKa B KayecTBE CyOBEKTa Ui OLEHKU
6e30macHOCTH U 3(PPEKTUBHOCTH METUITUTHCKOTO H3/1ETIHS;

"HOpMaTUBHAsl JOKYMeHTauus" - TOKyMEHThI, perjaMeHTupymolre TpeOoBaHusl 6€30MacHOCTH,
Ka4yecTBa, a TakkKe HpeanonaraeMyro 3((eKTUBHOCTh MPEIYCMOTPEHHOTO NPUMEHEHUS U METOJbI
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KOHTPOJISI COOTBETCTBUS MEAUIIMHCKOTO U3JICIIHSI STUM TPEOOBAHUSIM;

"perucTpaumoHHoe jJ0chbe" - KOMIUIEKT JAOKYMEHTOB, MPEICTABISEMBIX ISl TOCYJIapCTBEHHOMN
perucTpanuy, BHECEHUS HU3MEHEHUW B Takhe JAOKYMEHTBI, a TaKXe KOMHHU PEIICHUM, NPUHSITHIX
PETUCTPUPYIOIIUM OPTraHOM B OTHOIIEHHH KOHKPETHOTO MEIUIIMTHCKOTO U3/1EIIHS;

"TexXHH4YecKas JOKYMEHTAlUs NPOU3BOAUTEJISA (u3roroBuTesin)" - JIOKYMEHTBHI,
pEerjJaMeHTUPYIOIIUe  KOHCTPYKIUIO  MEAULMHCKOTO  HM3JIeNHsl, YyCTaHABIMBAIOUIME TEXHHYECKUE
TpeOOBaHUS M COJAEpIKalllMe JaHHBIE JUIsl €ro pa3pabOTKH, MMPOU3BOJICTBA, MPUMEHEHUS, SKCILTyaTalluHy,
TEXHUYECKOTO OOCITY)KMBaHUS, PEMOHTA, YTHIH3AINH UIH YHUYTOXKCHHUS,

TAPAHT:

Cwm. TpeOoBaHUs K COACPKAHUIO TEXHHMYECKOM M SKCIUIyaTallMOHHON JOKYMEHTAIIUU ITPOU3BOIAMTEIISA
(M3roTOBHTENS) MEIUIIMHCKOTO HM3CNHs, YTBEPKIESHHbIE NnpukazoM Mun3apaBa Poccuu ot 19 sHBaps
2017 r. N 11n

"TexHM4YecKHe MCNBITAHUSA" - UCMBITAHUS C LIEJIbI0 OMPEACIICHUS COOTBETCTBUS XapaKTEPUCTUK
(CBOMCTB) MEAMIIMHCKOTO W3ACIUs TpeOOBAaHUSM HOPMATUBHOM JOKYMEHTAIlMU, TEXHUYECKOU U
9KCIITYyaTAllMOHHON JTOKYMEHTAIIMH TPOU3BOIUTEINS (M3TOTOBUTEINS) U IPUHSTHS MTOCIIEIYIONIErO PeIIeHUs
0 BO3MO>XHOCTHU MPOBEIACHUS KIMHUYECKUX WCIIBITAHUM;

"TOKCHKOJOrMYeCKHe MCCJaeI0BaAaHUA" - WCCIEIOBAHUSA B ILEIAX OLECHKA OHOJIOrMYecKOoMm
0€30MacHOCTH  MEAUIIMHCKOTO W3NS M TPUHITHS TOCIEAYIONIETO PEHICHUS O BO3MOXHOCTH
MIPOBEICHUS KIIMHUYECKUX UCTBITAHUM;

"YIOJIHOMOYEHHBbIH NpeacTABUTEb NMPOU3BOAUTENS (M3rOTOBUTENA)" - IOPUINYECKOE JIUIIO
WIM WHIMBUAYAIbHBIM IIPEANPHUHHUMATENb, 3apErMCTPUpPOBaHHbIE Ha Teppuropun Poccuiickon
Oenepaliviv, YIOJTHOMOYESHHbBIE TPOU3BOJUTENEM (M3rOTOBUTENIEM) MEAUIIMHCKOTO U3AENUs MIPEICTaBIATh
€ro MHTEpEChl 10 BOMpOCaM OOpalIeHUsT MEAWLIWHCKOTO W3JeNus Ha Tepputopun Poccuiickoit
®egepauuy, B TOM YHCIE [0 BONPOCAM MPOLEAYpP OLEHKH COOTBETCTBHS M TOCYAapCTBEHHOU
perucTpanuu, Ha UMs KOTOPOTO MOXKET OBITh BBIIAHO PETrUCTPAIMOHHOE YOCTOBEPEHUE Ha MEIUIIUHCKOE
H3JeIIne;

"IKCIJIyATALMOHHASL JIOKYMEHTAUMS TNPOU3BOAMTENs (M3rOTOBHUTENNA)" - JTOKYMEHTHI,
npelHa3HaYeHHbIE JJIS O3HAKOMJICHHMsI TMOTpeOMTENss ¢ KOHCTPYKIUEH METUIIMHCKOTO W3JIeNHs,
perJaMeHTHPYIOIIKEe YCIOBUSA M MpaBUiia KCITyaTaluu (UCHOJIb30BAaHUE MO HA3HAYEHHUIO, TEXHHUUECKOE
o0cimy>)KMBaHUE, TEKYIIUH PEMOHT, XpaHEHUE U TPAHCIOPTHUPOBKA), TapaHTUPOBAHHBIC MPOU3BOIUTEIIEM
(M3rOTOBHUTENIEM) 3HAUEHUS OCHOBHBIX MApaMETPOB, XaPAKTEPUCTUK (CBOMCTB) MEAMIIMHCKOTO W3NS,
rapaHTHITHBIE 0053aTENBCTBA, a TAK)KE CBEJICHUSI O €r0 YTHIIU3AIIMU UIH YHUUYTOXKECHUH,

"3¢ppekTUBHOCTL MEIMUIMHCKOr0 M3JAeJUA" - COBOKYINHOCTh CBONCTB M XapaKTEPUCTHUK
MEJUIIMHCKOTO H3JeNHs, OO0eCHeYnBaOMUX JOCTIKEHUE IIeJied MpeaHa3HAuYeHUs, YCTAaHOBJIICHHBIX
MPOU3BOIUTENIEM (M3TOTOBUTENEM) U TTOATBEPIKIEHHOTO MPAKTUKON KIMHHUYECKOTO MPUMEHEHUSI.

Wndhopmargust 06 n3MEHEHUSX:

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

Cm. npedvioyuyro pedakyuio

5. 'ocynapcTBeHHas perucTpanusi MEAUIUHCKUX U3AEIUI IPOBOJINUTCS HA OCHOBAaHUU PE3YJIbTaTOB
TEXHUYECKUX  HUCIBITAHUN,  TOKCHUKOJIOTMYECKHUX  HCCIIEJOBaHWM,  KIMHUYECKUX  HCIBITAaHUH,
NPECTaBISIOMUX c000i (POPMBI OIIEHKH COOTBETCTBUS MEAMIIMHCKUX HU3JENUH C yUeTOM KilacCU(UKALUU
B 3aBHCHUMOCTH OT MOTEHIMAJIbHOTO PUCKA UX MPUMEHEHMs, U DKCIEPTU3bl KauecTBa, IPPEKTUBHOCTH U
0€30MacHOCTH MEAMIMHCKUX H3AENUi ¢ y4eToM Kiaccu(UKalMu B 3aBUCUMOCTH OT IMOTEHIIMAJIbLHOTO
pUCKa MX INPUMEHEHMs, a TaKXE MCIBITAHWM B LENAX YTBEP)KICHHWS THUIIA CPEICTB H3MEpEHUi (B
OTHOIICHUH MEIUIMHCKUX U3/ETUl, OTHOCAIIMXCS K CpeICTBAM U3MepeHui B chepe rocyJapCTBEHHOTO
peryianpoBaHusi oOecrieueHusl eMHCTBa U3MEPEHUH, MepeueHb KOTOPHIX YTBEpXkAaeTcsi MUHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit @enepanun).

OCOOEHHOCTH TOCYIapCTBEHHON perucTpaluyd MEAMLUHCKUX H3JeNUH € HHU3KOM CTENeHbIo
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NOTEHIMAJIBHOTO pPHCKA WX TPUMEHEHHS, B OTHOIIEHUH KOTOPHIX YCTAHOBJICHBI OCOOEHHOCTH
rOCyJapCTBEHHON pPErucTpaluy, MO IMEepeYHIO COIJIaCHO IIPUJIIOKEHMIO (Jajlee - IepeyueHb)
IIPEAYCMOTPEHBI ITyHKTamu 57 - 57 %Y HacTosux [IpaBui.

ObecnieueHue opraHuzanud paboTel MO (OPMHUPOBAHUIO U BEAEGHUIO HOMEHKIATYPHOM
KJlacCU(pUKaluy MEAUIMHCKUX U3JEJIUN 110 BUJIaM OCYILECTBISETCS PETUCTPUPYIOLIUM OPraHOM.

[Tpy m3MeHeHHn BUAA MEIUMIUHCKOIO U3AEIHUs B paMKaxX paboThl 0 (YOPMUPOBAHUIO U BEAECHUIO
HOMEHKJIATYpHOU KJlacCU(UKAlUY MEIUIMHCKUX W3AEIMHA 10 BUAAM, yTBEp)KIaeMod MMUHHUCTEPCTBOM
3npaBooxpaneHuss Poccuiickoit ®enepanuu, perucTpUpPYIOLIMM OpPraH BHOCHUT B PEECTPOBYIO 3aIKCh
rOCyJapCTBEHHOIO  peecTpa  MEAMLUMHCKUX  M3A€IMd ¥ opraHusauMii  (MHAMBHUIYalbHbIX
IpEeIIPUHUMATENEH), OCYIIECTBISIONINX IPOU3BOACTBO U U3rOTOBICHUE MEAUIIMHCKUX U3JENINN (Janee -
rOCyJapCTBEHHBII peecTp), COOTBETCTBYIOLEE M3MEHEHUE U YBEIOMIISIET 00 3TOM IOPHJIMYECKOE JIUIIO
WIM MHJIUBUYAJIBHOIO MPEIIIPUHUMATENSA, HA UM KOTOPOTO BBIJAHO PETUCTPALMOHHOE YIOCTOBEPEHHUE
Ha MEIMIMHCKOE M3JleNue, BHJ KOTOPOro M3MeHeH, B TeueHue 20 pabouux AHEH C JaThl BHECEHUS
MU3MEHEHUS B PEECTPOBYIO 3aIMCh FOCYIaPCTBEHHOIO PEECTPA.

TAPAHT:

Cwum. Ilopsaok mpoBeneHUs OLEHKM COOTBETCTBUS MEIMILMHCKUX H3A€Iuil B (OopMe TEXHHUYECKUX
UCIBITAaHNM, TOKCUKOJIOTUYECKUX MCCIENOBAHUM, KIMHUYECKUX HCIBITAHUN B LIEJAX T'OCYJapCTBEHHOMN
perucTpaly MEIULMHCKUX W3JEINi, yTBEp)KIEHHBbIM mnpuxkazom Munzapasa Poccun ot 9 saHBaps
2014 r. N 2n

6. JIokyMEeHTOM, MOATBEPKAAOMUM (akT TroCyJapCTBEHHONM pPErucTpalud MEIULMHCKOIo
U3JIEeNUsl, SBISETCS PErHCTPallMOHHOE  yIOCTOBEPEHHME Ha MEIMLMHCKOe wu3aenue (naiee -
perucTpaliMoHHOe  yjaocTroBepeHue). @Dopma  perucTpalMOHHOTO  YAOCTOBEPEHHUS  yTBEpiKIaeTcs
PEruCTPUPYIOLIUM OPraHOM.

PerucrpanmonHoe yocToBepeHre BbIJaeTcsi 0eCCPOUHO.

7. T'ocynapcTBEHHAs MOLUIMHA YIUIAYMBAETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM PoccHilCKOi
®deneparun 0 Hajgorax 1 coopax.

WNudpopmanus 06 ymiare rocyaapcTBEHHON MONUIMHBI 3aIIPALINBAETCS] PETUCTPUPYIOLIUM OPraHOM
B MOPSAJIKE MEXBEIOMCTBEHHOTO0 MH()OPMALMOHHOTO B3aUMOJIEHCTBUS B COOTBETCTBUU ¢ DeepanbHbIM
3akoHOM "O0 opraHM3alnuy NPeA0CTaBICHHS FOCYJapCTBEHHBIX U MYHHIIMIIAIBHBIX YCIyT".

Wndopmarist 06 n3MEHEHUSX:

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

CMm. npedvloyuyro pedaKyuio

8. JIng rocynapcTBeHHON perucTpalvi MEAMIMHCKOTO M3/eHs (32 UCKIYEHUEM METUIIMHCKUX
U3JIeNINHA, BKIIIOUEHHBIX B II€peyeHb) pa3pabOTUMK, MPOU3BOAUTENb (M3TOTOBUTENb) MEIUIIMHCKOTO
U3JIeNUsl WIK YHOJIHOMOYEHHBIN MNpPeJCTaBUTENb MPOU3BOAMTENS (M3TOTOBUTENS) (Iajee - 3asiBUTENb)
IpeJCTaBiIsIeT MO0 HANpaBsieT B PETUCTPUPYIONIMI OpPraH 3asBJIE€HUE O TOCYAapCTBEHHOM perucrpanuu
MEAMIMHCKOTO U3/IENHsI, @ TAKXKE TOKYMEHTHI, yKa3aHHble B IyHKTe |0 HacTosmux [IpaBui.

9. B 3asBieHnn 0 rocyAapCcTBEHHOW perucTpanyy MEeIULUHCKOTO M3Jenus (Janee - 3asBJICHHE O
pErucTpalmn) yKa3bIBatoTCs CIEIYIOUINE CBEACHUS:

Wudopmanust 06 U3MEHEHUIX:

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

Cm. npedvloyuyio peoakyuro
a) HANMEHOBaHME MEIUIIMHCKOrO U3Jenus (C yKa3aHHWeM MPHUHAJICKHOCTeH, HEOOXOIUMBIX IS
NPUMEHEHUS METUIIUHCKOTO U3/IENINS 110 Ha3HAYEHHIO), IPH ATOM 3asiBUTEIb YKa3bIBA€T TOBAPHBIN 3HAK U
WHBIE CpPEJCTBAa WMHIMBHIYyaIU3allMd MEIULUHCKOTO M3JEIUs B Cllydae MX HAHECEHHsS Ha YIaKOBKY
MEAMIMHCKOTO U3/IETIHS;

Wudopmanust 06 U3MEHEHHUSX:
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Iloonynkm "6" usmenen ¢ 13 uwnsa 2018 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

Cm. npeovloyuyio peoakyuro
0) B OTHOLIEHMH pa3paboT4MKa - TIOJHOE U (B CiIydae, €CIM UMEETCS) COKpAIleHHOE
HalMEHOBaHME, B TOM 4ucie (UPMEHHOE HAMMEHOBaHME, OpPraHU3AaLMOHHO-NpaBoBas (opma
IOPUMYECKOr0 JIMIA, aJpec MECTa €ro HaxXOXKICHUS WIN (paMumius, UM U (B Cllydae, €CIM HMEETCs)
OTYECTBO, PEKBU3UTHl JOKYMEHTA, YIOCTOBEPSIOIIErO JIMYHOCTb, aJpec MecTa  >KUTEeJIbCTBA
MHJIMBUYaJIbHOTO NPEIIpPUHUMATENS, a Takke HoMepa Telne(OHOB U (B Cllydae, €CIM MMEETCs) alpec
JIEKTPOHHOM IOYTHI FOPUAUYECKOTO JINLA WK UHAUBUAYAJIBHOTO NPEAIPUHUMATES;

Wndopmarust 06 H3MEHEHHSX:

", ,n

Ilocmanosnenuem Ilpasumenvcmea P® om 17 uwons 2014 2. N 670 noonynkm "6" uznosicen 6 Hogoll
peoaxyuu

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu
B) B OTHOLIEHUM MPOU3BOAUTENS (M3rOTOBUTENS) MEAUIIMHCKOIO U3/ENUs - MOJIHOE U (B ciydae,
€CI UMEETCs]) COKpallleHHOe HauMEHOBaHHWE, B TOM uucie (uUpMEHHOe HaMMEHOBaHUE,
OpraHu3aIMOHHO-TIPaBOBas (hopMa IOPHINIECKOTO JIMIIA, apec MECTa HAXOXKACHUS Wi (HaMIUTUS, UM U
(B ciydae, eciiu UMEETCs) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIOIIET0 JTUYHOCTh, aJIpec MecTa
KHUTEIbCTBA HMHIUBUAYAJIHLHOTO TPEANPUHUMATENS, a TakKe HoMepa TelnedoHOB W (B cilydae, €Cliu
UMeEeTCsl) aApec EKTPOHHON MOYTHI FOPUAUYECKOTO JIMIA WIIM UHAUBUAYAILHOTO MPEAIpUHUMATENS;

Undopmargust 06 n3MEHEHUSAX:

Iloonynkm "2" usmenen c 13 utons 2018 o. - Ilocmanosenenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

CMm. npedvloywyro pedaKyuio
') B OTHOIICHUH YIIOJHOMOYEHHOTO MIPEJCTABUTEIISI IPOU3BOAUTEIIS (M3TOTOBUTEIIS) - MOJTHOE U (B
cllydae, €clM HMMEeTCs) COKpalleHHOe HaMMEHOBAaHWE, B TOM 4YHcle (UPMEHHOE HaMMEHOBaHME,
OpraHU3aI[MOHHO-TIpaBOBas ¢opMa IOPUAMYECKOTO JIMIA, aipeC MECTa €ro HaxOoXAeHus win (hamumus,
uMs U (B cllydae, eClid UMEETCs) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YIOCTOBEPSIIONIETO JTUYHOCTD, aJIpec
MECTa KUTEIbCTBA MHIUBHIYAILHOTO MPEANPUHUMATENIS, a TaKXKe HOMepa TellehoHOB U (B ciIydae, eciu
UMEETCs) afpec AEKTPOHHON MOYTHI FOPUAMYECKOTO JIMIA WK WHANBUAYAIBHOTO PeIIpUHUMATENS,

Wndopmarist 06 n3MEHEHUSX:

Hoonynkm "0" usmenen ¢ 13 urwons 2018 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

Cm. npedvloyuyro pedaKyuio

1) B OTHOILICHUH JIMLIA, HA UMsI KOTOPOT'O MOXKET OBITh BBIJJAHO PETUCTPALMOHHOE YJJOCTOBEPEHHUE, -
nojHoe u (B ciydae, €CIM MMEETCs) COKpalleHHO€ HAauMEHOBAaHHWE, B TOM 4HcCIE (QUPMEHHOE
HalMEHOBAaHUE, OPraHU3alMOHHO-IIPaBOBas (hopMa IOPUANYECKOrO JIMIA, aJpec MECTa ero HaXOXKIACHUs
wii pamunus, UMt U (B CiIydae, €ClIM MMEEeTCs1) OTYECTBO, PEKBU3UTHI JOKYMEHTA, YOCTOBEPSIOIIETO
JUYHOCTB, aJIpeCc MECTa KUTEIbCTBA MHANBUAYAILHOTO NMPEANPUHUMATENS, a TaKKe HOMepa Tene(OoHOB U
(B ciywae, ecinu HMMEETCs) aJpec AIEKTPOHHOW MOYTHl FOPUIMYECKOrO JIMLA WM HHIMBUIYaJIbHOTO
peIIPUHUMATETS;

€) MeCTO NMPOU3BOICTBA MEAUIIMHCKOTO U3/1ETIHS;

Wndopmaryst 06 M3MEHEHHSAX:

I[locmanosnenuem Ilpasumenvcmea P® om 17 wuwna 2014 2. N 670 6 noonynkm "xnc" eHnecenwvi
U3MeHeHUs.

Cm. mekcm noonynkma 6 npeovioyujeii peoaxkyuu
’K) Ha3HauU€HUE MEIULIMHCKOTO U3/eJNs, YCTAHOBIEHHOE MPOU3BOIUTENEM (M3TOTOBUTENIEM);
3) BUJ MEOUIMHCKOTO W3JeIMsl B COOTBETCTBUM C HOMEHKJIATYpPHOU Kiaccudukarmeit
MEAMIMHCKUX U3JIEINH;
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M) KJIacC TMOTEHUUATBHOIO pUCKA TMPUMEHEHHS MEIULMUHCKOTO W3JENHUs B COOTBETCTBUU C
HOMEHKJIATYPHOH Kiaccuukanmuein MeIUIMHCKAX U3/IEITH;

Wndopmariust 06 M3MEHEHHSX:

", .rn

Ilocmanosnenuem Ipagumenvcmea P® om 10 ¢pespans 2017 2. N 160 noonynxm "x" uznoosicern  nosoii
peoakyuu

Cm. mexcm noonynkma 6 npeovioyujell peoaxKyuu
K) kox O0miepoccuiickoro kiaccupukaTopa NPoAyKIUH 110 BHIaM SKOHOMUYECKOH e TEITbHOCTH;
J) CBEICHUSI O CIIOCO0E IMOJyYeHHs PETUCTPALMOHHOTO YIOCTOBEpEHHs, a Takxke HH(popMaru,
CBSI3aHHOU C MPOIEAYPOH rOCyIapCTBEHHON PErUCTPAIlUN MEIUIIMHCKOTO U3]IEIIHS.

Wndopmariust 06 H3MEHEHUSX:

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

Cm. npeodvloywyro peoakyuio
10. [yt rocynapCTBEHHOW PETUCTPAIME MEIUITUHCKOTO MU3/eNns (32 HCKIFOYCHUEM MEIUITUHCKUX
W3JICITHIA, BKIIFOUCHHBIX B TICPEUYCHB) MIPEICTABIISIFOTCS CIICAYIONINE TOKYMEHTBI:

Undopmargist 06 n3MEHEHUAX:

", rn

Ilocmanoenenuem Ilpasumenvcmea P® om 17 wuwns 2014 2. N 670 6 noonynkm "a" enecenvl
U3MeHeHUs.

Cm. mexcm noonynkma 6 npeovioyujeil peoaxKyuu
a) KONUs JOKYMEHTAa, MOJTBEPXKIAIONICTO ITOJHOMOYHS — YIOJHOMOYEHHOTO IPEICTABUTEIS
IPOU3BOIUTENS (M3TOTOBUTES);
0) cBelleHUs] 0 HOPMATUBHOM JIOKYMEHTAIIMY Ha MEAUIIMHCKOE U3/ICITUE;

Undopmariust 06 n3MEHEHUX:

", ,n

Ilocmanoenenuem Ilpasumenvcmea P@ om 17 utona 2014 2. N 670 6 noonynkm "8" enecenvi uzmenemnus

Cm. mexcm noonyHkma 6 npeovioyujell peoaxkyuu
B) TEXHUYECKAs TOKYMEHTALMsI TPOU3BOAUTEINS (M3TOTOBUTEINS) HA MEIULIMHCKOE U3/EITHUE;

Wndopmaryst 06 M3MEHEHHSAX:

"nyn

Ilocmanosnenuem I[pasumenvcmea P® om 17 utons 2014 2. N 670 6 noonynkm "2" enecenvl usmeHenus

Cm. mexcm noonyukma 6 npeovioyujeil peoaxkyuu
T') 9KCILTyaTallMOHHAS IOKYMEHTAIMs TPOU3BOIUTENS (M3TOTOBUTENS) HA MEUIIMHCKOE U3JIENNE, B
TOM YHUCJIC MHCTPYKIIUS TTO MPUMEHEHHIO HITH PYKOBOJCTBO 10 IKCILTyaTaIliy MEIUITMHCKOTO U3JICITHS;

Wndopmaryst 06 W3MEeHEHHSAX:

Ilocmanoenenuem Ilpasumenvcmea P® om 17 oxkmabpa 2013 . N 930 6 noonynkm "0" enecenvi
U3MeHeHUs.

Cm. mexcm noonyHkma 6 npeovioyujeil peoaxkyuu
1) ¢potorpadudeckue H300pakKeHUs OOMIErO0 BHJAa MEIUIMHCKOTO H3JENHs BMECTE C
MPUHAJICKHOCTSIMA, HEOOXOIMMBIMH NIl TPUMEHEHUS METUIIMHCKOTO W3AeNus M0 Ha3HAYCHHIO
(pa3mepom He MeHee 18 x 24 caHTHMETpa);
Wudopmarus 06 H3MEHEHUSIX:
Ilynkm 10 oononnen noonyukmom "0" ¢ 5 oexaopsa 2020 . - [locmarnosnenue I[Ipasumenscmea Poccuu
om 24 nosops 2020 2. N 1906

Usmenenus ne npumeHsaomes: K npagoomHOUEHUSM, CBA3AHHBIM C OCYWeCMEIeHUEeM 20CYOaPCMBEHHOU
pecucmpayuy MeEOUYUHCKUX U30eaull, B03HUKwUM 00 5 dexaops 2020 e.
I .
1" dororpaduueckre H300paKEHHS HICKTPOHHOTO HOCHTENs M HHTepdeiica MpOorpaMMHOIO

obecriedenus (pasMepoM He MeHee 18 X 24 camTuMmeTpa) (IIi TIPOTpaMMHOTO OOecHedeHHs,
SBJISIOLIETOCS MEAMLMHCKUM H3JeTUeM, B TOM YHCIE IMPOrpaMMHOI0 oOecleyeHHus C MPUMEHEHUEM
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TEXHOJIOTHI HCKYCCTBEHHOTO MHTEIIEKTa) (B CIy4ae, eCJIH UMEeTCs);

€) IOKyMEHTbI, MOATBEPKAAIOIINE PE3YIbTaThl TEXHUYECKUX UCIBITAHUN MEIULIMHCKOTO U3JICIHNS;

) TOKYMEHTHI, MOATBEPKIAIOIIINE pe3yIbTaThI TOKCUKOJIOTHYECKUX UCCIIeI0BAHUI
MEAMIIMHCKOTO M3/eNMs, HCIOJIb30BAaHUE KOTOPOIO MpeArojaraeT Hajuuhe KOHTaKTa C OpPraHUu3MOM
YEJI0BEKA;

3) AOKYMEHTBI, IOATBEPKAAIOIINE PE3YJIbTaThl HCHBITAHUN MEAUIIMHCKOIO H3ENus B LENSIX
YTBEpXKACHUSI THUIA CPEJACTB HM3MEPEHUU (B OTHOIICHUHM MEAMIIMHCKUX U3, OTHOCSIIUXCS K
CpelCcTBaM HM3MEpeHUi B cepe ToCylIapCTBEHHOIO PEryIHUpOBaHUS 0OCCIICUEHUs] €IUHCTBA U3MEPEHUH,
MepeUYeHb KOTOPBIX YTBEPKIaeTcss MUHHCTEPCTBOM 31ipaBooxpaneHus Poccutickoii deneparun);

1) OMKCH JIOKYMEHTOB;

Wudopmarus 06 N3MEHEHHSX:

Iloonynkm "k" usmenen c 5 dexabps 2020 e. - [locmanosnenue I[Ipasumenscmea Poccuu om 24 nosops
2020 2. N 1906

H3zmenenus ne npumensomcs K npadooOmHOUWEHUSM, CEA3AHHbIM C OCYWeCmEIeHUeM 20Cy0apCmeeHHOl
pecucmpayuy MeEOUYUHCKUX U30eaull, 603HUKwUM 00 5 dexaops 2020 a.

Cm. npedvloywyro pedaKyuio
K) Ul MEIAMIIMHCKUX W3JeNui 1 Kimacca MOTEHIUAIBHOTO PHCKA NMPUMEHEHHS, MPOTrPAMMHOIO
oOecrieueHUs, SIBISIFOIICTOCS MEAWIIMHCKUM H3JIEIHEeM, B TOM YHCIE MPOTPAMMHOIO OOECTICUCHUsS C
NPUMEHEHUEM TEXHOJIOTHI MCKYCCTBEHHOTO WHTEJUIEKTA, U MEAMIMHCKUX W3JIEJIUN ISl IUAarHOCTUKU in
Vitro - CBeACHHS, IMOATBEPKIAIONINE KIUHUYICCKYIO S(()EKTHBHOCTh W OC30MACHOCTh MEIUIIMHCKHUX
W3ICITNH;

Undopmariust 06 n3MEHEHUX:

Ilocmanoenenuem Ilpasumenvcmea P® om 17 uwns 2014 2. N 670 nynkm 10 donoanen noonyHkmom
".]Z ”
J) IPOEKT TUIaHa KIMHUYECKUX HCIBITAHUM MEIULHUHCKOTO H3JeTUs ¢ 00OCHOBBIBAIOIIUMHU €0
MaTepuaniamH (B CIydae, eCid UMeeTcs);

Wndhopmarust 06 n3MEHEHUSX:

Iloonynkm "m" usmenen c 5 oexaops 2020 e. - Ilocmarnosénenue Ilpasumenvcmea Poccuu om 24 nosops
2020 2. N 1906

Hszmenenus He npumensiiomest K npagooOmMHOUEHUSIM, CEI3AHHBIM C OCYWECMEIeHUEM 20CYOapCMEEHHO
peaucmpayuu MeOUYUHCKUX U30eUll, 8O3HUKWUM 00 5 Oekabps 2020 2.

CMm. npedvloywyro pedaKyuio
M) CBEICHHUS O BBIJAHHBIX PETUCTPHUPYIOMIUM OPTraHOM pPa3pelieHUsX Ha BBO3 MEIUITMHCKUX
U3JIENNA C TENbI0 WX TOCYIAapCTBEHHOW perucrpanuu (Aas METUIIMHCKUX H3JENUd HHOCTPaHHOTO
MIPOM3BO/JICTBA, 32 HCKIIFOUEHUEM MTPOTPAMMHOTO 00ECIICUCHUS, BIISIONICTOCS MEANIIMHCKUM U3JICITHEM, B
TOM YHCJIE€ TPOTPAMMHOTO O0ECTIeUeHHs C MPUMEHEHUEM TEXHOJIOTUH NCKYCCTBEHHOTO MHTEIIEKTA);

Wudopmanust 00 U3MEHEHUX:

Ilynkm 10 oononnen noonynkmom "n" ¢ 13 utons 2018 e. - Ilocmanosenenue Ilpasumenvcmea Poccuu
om 31 mas 2018 2. N 633
H) KONUM  JOKYMEHTOB,  NOJATBEPKJAIOLIMX  KAuyeCcTBO  JIEKAPCTBEHHOrO0  Mperapara,
dapmareBTUUeCKO CyOCTaHIMKM, OMOJIOTMYECKOTO MaTepuaja M WHOTO BEIIeCTBa, C HMCIOJIb30BAaHHUEM
KOTOPBIX TPOMU3BEICHO MEAMIIMHCKOE H3JeNNe WM KOTOpble BXOAST B €ro COCTaB M KOTOpPBIE
MpeHa3HAYEHBI I MPUMEHEHHS TOJIBKO ¢ YYETOM Ha3HAYEHUS MEAUIIMHCKOTO H3ENHs, OTPEISICHHOTO
MPOU3BOJUTENIEM, M BBIJIAHHBIX B COOTBETCTBUM C 3aKOHOJATEIbCTBOM CTpaHbl MPOUCXOKICHUS
JIEKapCTBEHHOTO TpermapaTa, (papmareBTHUYeCKOl cyOcTaHIMU, OWOJIOTMYECKOTO MaTrepuala U HHOTO
BEIIEeCTBaA.

Wndopmarys 06 M3MEHEHHSX:

Ilocmanoenenuem Ilpasumenvcmea P® om 17 urons 2014 2. N 670 6 nynkm 11 énecenvt uzmenenus
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Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu

11. B ciyyae ecnu JOKyMEHTBHI, yka3zaHHble B nyHkte 10 Hacrosmux IlpaBwii, cocTaBiieHbl Ha
WHOCTPAHHOM SI3bIKE€, OHHM MPEJICTABIISIIOTCS C 3aBEPEHHBIM B YCTAHOBJIEHHOM IOPSIKE MEPEBOJIOM Ha
PYCCKHH SI3BIK.

12. Cpoku u 1nocie10BaTeIbHOCTh aIMUHUCTPATUBHBIX MPOLEAYP U aIMUHUCTPATUBHBIX JEHCTBUM
PETUCTPUPYIOIIETO OpraHa YCTaHABIIMBAIOTCS pa3padaTbiBa€MbIM B COOTBETCTBUU C ITOCTAHOBJICHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuu ot 16 mas 2011 r. N 373 agMuHUCTPATUBHBIM PETrIAMEHTOM
IIPENOCTABIICHUs I'OCYJaPCTBEHHOM YCIIYTH 110 TOCYIAPCTBEHHONW PETUCTPALMA MEIULIMHCKUX U3IECIIHMN.

Wndopmarust 06 H3MEHEHHSX:
Ilocmanosnenuem I[lpasumenscmea P® om 17 urona 2014 2. N 670 6 nynkm 13 6HeceHbl uzmMeHeHUs

Cm. mexkcm nyHKkma 6 npeovioyujeli peoaxyuu

13. 3asBieHUE O perucTpaluu U JTOKYMEHTHBI, IpeaycMoTpeHHbie mynkTom 10 Hacrosmux [Ipasun,
NPECTABISIIOTCS 3asBUTENIEM B PETUCTPUPYIOIIUI OpraH Ha OyMa)KHOM HOCHTEJIE HETIOCPEICTBEHHO HITU
HaIIPaBJISIOTCS 3aKa3HbIM [OYTOBBIM OTIIPABIEHUEM C YBEJIOMJICHUEM O BPYUYEHUHU U ONHUCHIO BIIOKEHHS
100 B 3JIEKTPOHHOU PopMe, OANMUCAHHBIC SJICKTPOHHON MOIHUCHIO.

Peructpupyroiuii opran IpuHUMAET 3asBJICHUE O PETUCTPALUU U JOKYMEHTBI, IIPEyCMOTPEHHbIE
nyukrom 10 Hactosmmx IIpaBwi, mo ommucu, KOIMs KOTOPOM C OTMETKOM O JaTre IpueMa YKa3aHHBIX
3asBJIE€HUS M JOKYMEHTOB B JICHb IIPUEMa BPYYAETCs 3asBUTEII0 WM HAIPABISIETCS €MY 3aKa3HbIM
IOYTOBBIM  OTIIPABIICHMEM C YBEAOMJIGHHEM O BpYYEHHH JIMOO B DJICKTPOHHOH (opme 10
TEJIEKOMMYHUKALIMOHHBIM KaHaJIaM CBSI3U.

14. Peructpupyromuii opraH He BIpaBe TpeOOBaTh OT 3asABUTENS yKa3blBaTh B 3asfBICHUU O
perucTpalyy CBEIEHUS, HE IPEIyCMOTPEHHble IyHKTOM 9 Hactodmux IlpaBui, W mnpeacTaBiATh
JIOKYMEHTBI, HE ITpeAycMOTpeHHbIe NyHKkTOoM 10 Hactosmux [TpaBui.

Undopmargist 06 n3MEHEHUSX:
Ilocmanoenenuem Ilpasumenvcmea P® om 17 utona 2014 2. N 670 6 nynkm 15 6necenvl usmenenus

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
15. B Teuenue 5 paboumx AHEW CO JHS MOCTYIUIEHMS 3asBJICHUS O PETUCTPALMU U JOKYMEHTOB,
OpeayCMOTpeHHBIX nyHkToM 10 Hactosmmx [IpaBui, perucTpupyrommié opraH NPOBOAMT IMPOBEPKY
MOJIHOTBI M JTOCTOBEPHOCTH COJAEpKAIMXCS B HUX CBEACHUH, B TOM 4YMCIE IYTEM CpPaBHEHUS TaKuX
CBEJICHUIl CO CBEIEHUSMH, NPEACTABICHHBIMU B MOPAAKE MEXBEJOMCTBEHHOIO HH()OPMAIIMOHHOTO
B3aUMOJICUCTBUSL.

Wndopmaryst 06 n3MEeHEHHSAX:

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

633

CMm. npedvloywyro pedaKyuio

16. B cmyyae ecnu 3asiBIICHHE O perucTpanuud oQopMIIEHO C HAPYIICHHEM IOJOKEHUM MyHKTa 9
Hactosmux IlpaBun u (Miau) B 3asBIEHUM YKa3aHbl HEIOCTOBEpHBIE CBEACHHS JHOO JIOKYMEHTHI,
npenycMoTpeHHble  nyHktom 10 Hacrosmmx IlpaBun, mnpencrtaBieHbl He B IOJHOM  00beMe,
PETUCTPUPYIOLIUI OpraH BpydaeT 3asBUTEIIO YBEIOMIICHHE 0 HEOOXOMMOCTH ycTpaHeHus B 30-1HEBHBIH
CPOK BBISIBJICHHBIX HAapyIIeHWH M (MJIM) TpPEeACTaBICHHUS JOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT, JIHOO
HaIlpaBJIseT TaKOe YBEJOMIICHHE 3aKa3HBIM ITOUYTOBBIM OTIPABICHUEM C YBEIOMJIEHUEM O BPYUYECHHUH WIIN B
(dopMe 3IEKTPOHHOT0 JOKYMEHTA, MOAMMCAHHOTO SJIEKTPOHHON TMOJINCHIO, TUO0 B 3JIEKTPOHHON (hopme
0 TE€JIEeKOMMYHHUKALMOHHBIM KaHalaM CBS3H.

YBenomiieHHE B ClIy4ae €ro HallpaBJICHHs 3aKa3HbIM IIOYTOBBIM OTIIPABICHHEM CUUTAETCA
MOJTy4YeHHBIM 10 uctedeHnu 10 pabounx JHEN ¢ 1aThl HallpaBJICHUS YBEIOMIICHHUS.

17. B teyenue 3 pabouux AHEH cO THS NPEACTABICHUS HAAJSKAIIUM 00pa3oM 0(pOpPMIEHHOTO
3asIBJICHUS O PETUCTPALMU U B MOJTHOM 00bEME JIOKYMEHTOB, MPEAYyCMOTPEHHBIX MyHKTOM 10 HacTosmmx
[IpaBun, a Taxkke B ciaydae ycTpaHeHUs B 30-IHEBHBIM CPOK BBISBICHHBIX HapylIeHMH U (WJIH)
IIPEICTABICHNUS] JOKYMEHTOB, MPEAYCMOTPEHHBIX NyHKTOM 10 Hacrosmux [IpaBui, peructpupyroniuit
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OpraH IPUHUMAET PEIICHUE O Havalle TOCYAapCTBEHHOW pEruCTpallii MEIULIMHCKUX U3ETH.

18. B cnydae ecnmu B 30-gHEBHBI CPOK HE YCTPAaHCHBI BBISBICHHBIE HapylieHUs W (WIU) HE
MPEICTABICHBl JTOKYMEHTBI, KOTOpPbIE OTCYTCTBYIOT, PETHCTPUPYIOIIMI OpraH MPUHUMAET pPEIICHUE O
BO3BpaTe 3asBJICHUS O PErHCTPAIH U TOKYMEHTOB, IIPeAyCMOTpeHHbIX myHKkToM 10 Hactosumx [Ipasuin,
C MOTUBHUPOBAHHBIM 00OCHOBAaHUEM MPUYNH BO3BpATa.

Wndopmarust 06 H3MEHEHHSX:

Ilynkm 19 uzmenen ¢ 19 mapma 2020 e. - Ilocmanosenenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloyuyro pedaKyuio
19. TocymapcTBeHHasi perucTpanus MEIUIUHCKAX W3ACTUi (32 UCKIIOYCHHEM MEIUIIMHCKIX
U3JIeNHA, BKIIOYCHHBIX B TIEPEUCHb) OCYHIECTBISCTCS PETUCTPUPYIONIMM OPTaHOM B CpPOK, HeE
npesbimaromuid 50 pabovynx AHEH CO JTHS MPUHATHS PEIICHHs O Hadaie roCyJapCTBEHHON pEerucTpanuu
MEIUIMHCKUX U3IEIHUH.
Cpox mpoBefieHHs] KIMHUYECKUX HCIBITAHUM METUIIMHCKOro u3zfenuss B 50-THEBHBIM CpPOK He
BKITFOYAETCS.

Wuopmarus 06 H3MEHEHHSIX:

Ilynkm 20 usmenen ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloyuyro pedaKyuio

20. B Teuenue 3 pabouumx JHEM CO JHSA MNPUHATHS PELIEHUS O Hayaje TIOoCyIapCTBEHHOU
pEerucTpalluid MEAMIMHCKUX M3JeNUi (32 HCKIIOYEHHEM METUIIMHCKUX W3JIeNHi, BKIIOYEHHBIX B
IepeveHb) peruCTPUPYIOLINI oprad ohOpMIISIET U BBIJIACT 3a/laHUE Ha MPOBECHUE IKCIEPTU3bI KauecTBa,
s¢dexTBHOCTH U OE30MACHOCTH MEAMIMHCKOTO u3Aenus (¢eAepalbHOMY TOCYIapCTBEHHOMY
OIOPKETHOMY YUPEXKJIEHUIO, HaXOAIIEMYCSl B BEICHUU PETUCTPUPYIOIIEro opraHa (jajnee - SKCIepTHOe
YUPEXKICHUE).

21. DkcnepTH3a KauecTBa, 3PPEKTUBHOCTH U O€30MACHOCTH MEAMLIMHCKOTO W3NS TPOBOJUTCS
SKCIIEPTHBIM YUPEXKJACHUEM MO3TAalHO B COOTBETCTBHM C MOPSAKOM, YTBEp)KJIaeMbiM MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanuu:

Wndhopmarrust 06 n3MEHEHUSX:

Iloonynkm "a" uzmenen ¢ 5 oexabps 2020 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 24 nosops
2020 2. N 1906

Hszmenenus He npumensitomest K npagoOMHOUEHUIM, CEI3AHHBIM C OCYUWECMEIeHUEM 20CYOapCMEEHHOL
peaucmpayuu MeOUYUHCKUX U30eUll, 8O3HUKWUM 00 5 Oekabps 2020 2.

CMm. npedvloywyro pedaKyuio

a) Ha | aTame ocymecTBIsieTcs SKCIEpTU3a 3asiBICHUS O PETUCTPalMK U IOKYMEHTOB, YKa3aHHBIX B
nynkre 10 Hacrosmux IlpaBwi, Ui onpeaeneHHs BO3MOXKHOCTH (HEBO3MOXKHOCTH) IPOBEIECHUS
KJIMHUYECKUX HUCIBITAHUN MEIULMHCKOro u3Jenus (3a UCKIOYeHHEeM MEIUIMHCKUX u3nenuit 1 kiacca
NOTEHIMAJIBHOTO pPHUCKA TPUMEHEHUs, MPOTrPaMMHOIO O00ECHeueHus], SBIAIOMIETOCS MEIUIIMHCKUM
U3JIeIMeM, B TOM 4HCII€ MPOrPaMMHOT0 OOeCHedYeHHs C NMPUMEHEHHEM TEXHOJIOTUH HCKYCCTBEHHOTO
MHTEJUIEKTa, M MEIUIMHCKUX H3AETUH JUIsl JTUAarHOCTUKM in Vitro, a TakKe MEIUIMHCKUX W3JIeIHi,
BKJIFOUEHHBIX B T[IEPEUCHb);

6) Ha Il aTane ocymiecTBisieTcss HIKCIEPTH3a MOTHOTHI U PE3YJIbTATOB MPOBEACHHBIX TEXHHUUYECKUX
VCIIBITAHUHM, TOKCUKOJIOTUYECKUX UCCIEA0BAHNMN, KINHUYECKUX UCIIBITAHUN, @ TAK)KE MCIIBITAHUI B LIEJIAX
YTBEPKACHUS] THUIMA CPEACTB M3MEpeHWN (B OTHOIIEHWH MEAMIMHCKUX W3JEINi, OTHOCSIIUXCS K
CpeACcTBaM M3MEpEeHHH B cdepe rocynapCTBEHHOTO PEeryaupoBaHHs OOecTeYeHUs eIUHCTBA M3MEPEHMI,
repeyeHb KOTOPBIX yTBEpKAaeTcs MUHHUCTEPCTBOM 3/ipaBooxpaHenus Poccuiickoit @enepanun) (naiee -
9KCIIEPTHU3a MOJIHOTHI U PE3YIbTATOB UCIIBITAHUN U UCCIEA0BAHUN).

FAPAHT:
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CMm. Metoamueckue pekomeHnaaruu "I1o mopsaKy mpoBeIeHUs SKCIIEPTU3bI KadecTBa, 3((HEKTUBHOCTH
U 0e30MacHOCTH MEIUIMHCKUX H3JeNui (JUI1 JOKYMEHTOB, IOJAHHBIX JUIS PErUCTpaludl IOCie
01.01.2013)", yrBepxnenusie PocznpaBuanzopom 14 nosops 2013 r.

Wndopmarust 06 H3MEHEHHSX:

Ilynkm 21.1 usmenen c 13 urousa 2018 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 31 masa 2018 2.
N 633

Cm. npeovloyuyio peoakyuro

21.1. Ilpn mpoBeneHUH SKCIEPTU3bI KauecTBa, F(P(HEKTUBHOCTH M 0€30MaCHOCTH MEIUITUHCKOTO
u3zenus (Ha JIIo00M 3Tare) He IO0IMyCKaeTcs UCTpeOOBaHUE HKCIEPTHBIM YUPEKIECHUEM Y 3asBUTEINS JINOO
UHBIX JIMI] MaTepPHaIOB, HEOOXOIUMBIX JUIS IPOBEIECHUS SKCIIEPTURHI.

B ciydyae HemocTaTOYHOCTH AJIs1 BBIHECEHMs SKCHEPTOM 3aKJIIOUCHMsI MaTepUalloB M CBEICHHH,
COJCpXKALINXCSA B TPEACTABICHHBIX 3asBUTENEM 3asBICHUM O PErHCTpPallid H JOKYMEHTax,
npeaycMoTpeHHbIX TnyHkToM 10 Hacrosmux [IpaBui, SKcmepT CTaBUT BONPOC O NPEACTABICHUU €My
HEOOXO/IMMBIX MaTepHajOB M CBEIEHHUH Iepel PYKOBOIUTENIEM SKCHEPTHOIO YUPEKIACHHUS, KOTOPbIH
oOpamaercsi ¢ COOTBETCTBYIOUIMM 3allpOCOM B PErHCTPUPYIOUIMI OpraH, BBIIABIIMK 3aJaHHE Ha
IpoBe/IeHUE HKCHepTu3bl. Perucrpupyrommii opran B TedeHue 2 pabouyux JHEH co JHS MOCTYIUICHHS
3arpoca PyKOBOJHUTENS AKCHEPTHOTO YUPEKACHUs HAIMpPABISET 3asABUTEIIO 3alpoc O MPEICTaBICHUU
HEOOXO/IMMBIX CBEIEHUI C yKa3aHMEM XapakTepa 3aMeyaHMid M crocoda MX YCTpaHEHHUs. YKa3aHHBIN
3arpoc HaNpaBIseTCs OJHOKPATHO Ha KaKIOM JTame dKCHEpTU3bl KadecTBa, 3(deKkTuBHOCTH W
0€30I1aCHOCTH MEIUIMHCKOIO H3JeIHUSd M MOXET ObIThb IepeAaH YHOJIHOMOYEHHOMY IpEICTaBUTEIIO
3asgBHUTENS JIMYHO TIOJ] PACHHUCKY, HAIPABJICH 3aKa3HBIM ITOYTOBBIM OTIIPABICHHEM C YBEIOMIIEHHEM O
BPYYEHUHU WIM TepeaH B 3JIEKTPOHHOH (opMe MO TelIeKOMMYHUKAIMOHHBIM KaHajaM CBSI3U JHOO B
(dopMe NIEeKTPOHHOTO JOKYMEHTA, OJMUCAHHOTO 3JIEKTPOHHON MO/IIHUCHIO.

3asBuTeNb 00s3aH MPEICTaBUTH OTBET HA 3allpOC PErHCTPHUPYIOLIETO OpraHa B CPOK, HE
npesbimatomuid 50 pabounx JHEH co AHA MoJydyeHHs 3TOro 3ampoca. B Teuenue 2 pabounx JHEH co THS
MOCTYIUICHUSI OT 3asBUTENS OTBETa Ha 3alpoC PETUCTPUPYIOIIMN OpraH HANpaBIseT TaKOH OTBET B
JKCHEPTHOE yupexaeHue. B ciydae HempezncraBieHus no ucredeHun S50 pabouux JHEH 3asBUTENIEM
OTBETa Ha 3alpOC PErHCTPUPYIONIMK OpraH B TeueHHWe 2 pabouyux IHEW HaIpaBisieT B AKCIEPTHOE
yupexkeHue yBeJOMJICHHE O HENPEACTABICHNH 3asBUTEIIEM OTBETA HA 3allpOC PETUCTPUPYIOIIETO OpraHa
JUTS. TIOJTOTOBKH 3aKIIFOYCHHUST DKCIIEPTHOTO YUPEXKICHHUSI Ha OCHOBAHWU JOKYMEHTOB, HUMEIOIIMXCS B €T0
pacnopsiKeHUH.

Bpewmst co nmHS HampaBlieHHUs 3ampoca PEerHCcTPHUPYIOUIETO OpraHa JO JHS NOJYYEeHHs OTBETa Ha
3arpoc WK YBEIOMIICHHS O HETIPE/ICTABICHUH OTBETA Ha 3alpPOC HE YYUTHIBACTCS IPU UCUYHUCICHUU CPOKa
IPOBEIEHUS SKCIIEPTU3bI KauecTBa, 3(PPEKTUBHOCTH U O€30MaCHOCTU METUIIMHCKOTO U3/AETHSL.

B cimyuae ecnm OTBET Ha 3ampoc, a TakXKe NpuiIaraeMble K HEMY JOKYMEHTHI COCTAaBIICHBI Ha
MHOCTPAaHHOM $3bIKE, OHU IPEJCTABISAIOTCS C 3aBEPEHHBIM B YCTAaHOBJIEHHOM IOpSJIKE MEPEBOJOM Ha
PYCCKUH SA3BIK.

[Tpy BBISBIEHUUM PETMCTPUPYIOIIMM OPraHOM B IMPEJCTABICHHBIX 3asgBUTEJIEM B OTBET Ha 3arpoc
JOKYMEHTaX HEJIOCTOBEPHBIX W (WJIM) HEJIOCTATOYHBIX TAHHBIX WM JTOKYMEHTOB, COCTABJICHHBIX WU
CoJIepKalX TeKCT Ha MHOCTPAHHOM si3bIKe 0e3 MepeBojia B YCTaHOBJICHHOM IMOPSJIKE Ha PYCCKHH S3BIK,
PETUCTPUPYIOIINK OpraH B TedeHHe 2 paboumx gHEH BpydaeT (HampaBisieT 3aKa3HBIM TOYTOBBIM
OTIIPABJICHUEM C YBEJOMJICHHEM O BPYYEHHMU WIHM B (POpME 3JIEKTPOHHOTO JIOKYMEHTA, MOANHUCAHHOTO
HIIEKTPOHHOM TOANUCEIO, JTUOO B AJNEKTPOHHOU (opMe MO TENIEKOMMYHHUKAIIMOHHBIM KaHajaM CBS3H)
3asBHUTENIO pEIIeHHE O BO3BpATe YKA3aHHBIX JOKYMEHTOB C MOTHBHPOBAaHHBIM OOOCHOBAaHWEM MPUYHH
BO3BpaTa M COOOIIEHHEM O BO3MOYKHOCTH MOBTOPHOTO TPEJACTABICHUS 3asBUTENEM JO MCTEUEHUS
50 pabouux [HEH cO AHS TOMY4EeHHs 3ampoca JopaboTaHHBIX JOKyMeHTOB. [Ipu HempencraBieHHH
3asgBUTENEM B YyKa3aHHbBI CPOK 3alpaliuBacMbIX MaTepHAIOB M CBEJCHUH OHKCIEpTH3a KauecTBa,
3G (GeKTUBHOCTH ¥ 0€30MacHOCTH MEAMIIMHCKOTO HW3JIENUs MPOAOIDKACTCS 10 HAXOIIIMIUMCS B
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paclopsHKEHUH  SKCIIEPTHOTO  YUPEXKICHHS paHee IPEACTABICHHBIM 3asBUTEIEM JIOKyMEHTaM M
CBEJICHUSIM, COJICPIKAIINMCSI B PETUCTPAIMOHHOM JIOChHE.

22. Ha I atame skcrepTusbl KayecTBa, 3()(HEKTUBHOCTH U 0E30MaCHOCTH METUIIMHCKOTO M3JIENHs
9KCIIEPTHOE YYPEXkKAEHHE B CPOK, HE mpeBblmaromuii 20 pabounx THEH co AHA TOJyYCHHUs 3a/laHuf,
OCYILIECTBIISICT CIIEIYIOIINE MEPOTIPUATHUS:

a) IPOBEJICHUE OJKCIIEPTU3bl 3aSBICHHS O PETUCTPallMd U JOKYMEHTOB, HPELYCMOTPEHHBIX
nyuakTom 10 nacrosmmx IlpaBun, [uia ompeneneHHs BO3MOXHOCTH (HEBO3MOKHOCTH) IPOBEICHUS
KJIMHUYECKHUX MCTIBITAHUN MEAUIIMHCKOTO U3EIHS;

0) opopmiIeHHE W HAmNpaBlICHWE B PETUCTPUPYIOMIMH OpraH 3aKIIOUEHHS O BO3MOXKHOCTH
(HEBO3MOYKHOCTH) TIPOBEICHUS KIMHUYECKUX MCIBITAHUNA MEIUIIUHCKOTO M3AETHs (C yKa3aHUEM IPUYHUH
1 00OCHOBAaHMEM HEBO3MOXKHOCTH MX HpOBEICHHUs), (opmMa KOTOPOro yTBepKaaeTcs MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanmm.

Wndopmarust 06 H3MEHEHHSX:
Ilocmanoenenuem Ilpasumenvcmea P® om 17 utons 2014 2. N 670 6 nynkm 23 8Hecernbl UsMeHeHUs:

Cm. mekcm nynkma 6 npeovloyujeti peoaxyuu

23. OcHOBaHUEM ISl BBIHECEHMSI SKCHEPTHBIM YUPEXKICHHEM 3aKIIOUYECHHUS O HEBO3MOYKHOCTH
IPOBEJCHUS KIMHUYECKUX HCIBITAHUNA MEAMLMHCKOIO U3JENHSI WIM HEBO3MOXXHOCTH TOCYAApPCTBEHHOU
pPErucTpanuyu MEAUIIMHCKOTO U3/ICIHS SIBIISICTCS:

a) HECOOTBETCTBUE MEIUIIMHCKOrO M3Jeius TpeOOBaHUSAM HOPMATUBHOM JOKyMEHTAlUH,
TEXHUYECKOH U (MJIM) HKCIUTYaTaIllMOHHOM TOKYMEHTALUU TPOU3BOIUTENS (M3TOTOBUTETS);

0) OTCYTCTBHE JI0OKA3aTEIbCTB 0€30MACHOCTU MEAUIIMHCKOTO U3IEIHUS.

24. PerucTpupyoluii opraH B TEYE€HHUE 5 pabouyux JAHEH CO JHS MOJIyYEHHUS OT 3KCIEPTHOTrO
YUPEXKIIEHUSI 3aKIIOYEHUS O BO3MOXKHOCTH (HEBO3MOXKHOCTH) MPOBEICHHS KIMHUYECKUX HCIBITAHUN
MEAMLIMHCKOTO U3/IE€IMsI OCYLIECTBIISET CIEAYIOIINE MEPOIIPUSITHSL:

Wuopmarus 06 H3MEHEHHSIX:

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

CMm. npedvloywyro pedaKyuio

a) OIICHKA 3aKJIIOYEHUsS U OIpPENeICHUs] COOTBETCTBUS 33JaHUIO0 HA TPOBEIEHHE IKCIEPTH3BI
KauecTBa, OS()PEeKTUBHOCTH U OE30MACHOCTH MEIUIMHCKOTO u3fenus. B cioydae ycTaHOBJICHHS
HECOOTBETCTBHSI 3aKJIIOYCHHS HKCIEPTHOTO YUYPEKACHUS YKAa3aHHOMY 33JaHUI0 TaKOe 3aKII0YCHHE
BO3BpAIlaeTCsl B OKCIEPTHOE yUPEKIEHHE Ha T0pabOTKY, CPOK KOTOPOH cOCTaBisieT He Oonee 2 pabounx
JTHEH CO JTHS MTOJTyYeHUS SKCIIEPTHBIM YUIPEXkKJICHUEM BO3BPAIICHHOTO 3aKITIOUCHHUS;

0) mpUHATHE pEIIeHUs O BbIJade pas3pelieHHs] Ha MPOBEACHHE KIMHUYECKUX HCIBITAHUN
MEJHMIIMHCKOTO W3JIEHsl WM 00 OTKa3e B TOCYAAPCTBEHHOW PETHUCTPAMHA MEAWIIMHCKOTO W3JICIHS,
KOTOpoe O(opMIISIeTCS TPUKA30M PETUCTPUPYIOMIETO OpraHa, W YBEJOMIICHUE 3asBUTEISI O MPUHSTOM
pellIeHun;

B) BbIJIava (HAIPaBIICHHUE 3aKa3HBIM ITOYTOBBIM OTIIPABJIICHUEM C YBEIOMJICHHEM O BPYUCHHH HITH B
dbopMe dIEKTPOHHOTO TOKYMEHTA, MOAMMCAHHOTO SJIEKTPOHHOI MOJNKCHI0) 3asIBUTEIIO pa3pelieHus Ha
MPOBEJICHUEC KIMHUYCCKUX WCHBITAHUH MEIUIIMHCKOT0 W3JeNus, (opmMa KOTOPOTO YTBEPIKIAETCS
PETUCTPHUPYIOIIUM OPTaHOM, U BHECEHHE COOTBETCTBYIOIIUX CBEICHUN B PEECTP BBIAAHHBIX pa3pelieHuit
Ha TIPOBEJACHHWE KIMHWYCCKUX HWCIBITAHWHA MEIUIIMHCKOTO W3ACIHUs, IOPSI0K BEACHHS KOTOPOTO
YTBEPKAACTCA PETUCTPUPYIOIIMM OpraHoM, ITUOO yBeIoMmiIeHHEe 00 OTKa3e B TOCYIapCTBEHHOMN
PETHCTpAIK METUITMHCKOTO H3/CIUs C YKa3aHHEeM ITPUYHH OTKa3a.

25. OcHoBaHUEM [JIsl TIPUHATHS peIlleHus 00 OTKa3e B TOCYAAPCTBEHHOW PETUCTPAIUU SIBISETCS
MOJyYEHUE PETUCTPUPYIONIMM OPraHOM OT JKCIEPTHOTO YUPEKIEHHUsS 3aKIIOYEHHS O HEBO3MOXHOCTHU
MIPOBEJICHUS KIIMHMYECKUX MCITBITAHHA MEIUIIMHCKOTO H3/ICTIHS.

Wndopmarnyst 06 n3MEHEHHSAX:

Ilynkm 26 uzmenen ¢ 5 oexabpsa 2020 e. - [locmarnosnenue Ilpasumenvcmea Poccuu om 24 nosbops
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2020 2. N 1906

Hzmenenus He npumensitomcs K npadoOmMHOWEHUSM, CEA3AHHBIM C OCYWeCMEIeHUeM 20CYO0apCmeeHHO
pecucmpayuy MeOUYUHCKUX U30eaull, 603HUKwuUM 00 5 oexaops 2020 e.

Cm. npeovloyuyio peoakyuro

26. KnuHuueckre UCIbITaHU METUIMHCKOTO U3/EINs, 32 UCKIIIOUEHUEM MEAMIIMHCKUX n3enuil 1
KJlacca MOTEHLUAIBbHOI0 PUCKA IPUMEHEHHUs, IPOrPaMMHOI0 00€CIIeYeHNUs, SIBIAIOLIErocs MEeIUIMHCKUM
U3JIeTUEM, B TOM YHCIIE HPOTPaMMHOrO 00eCHedeHUs] C NMPUMEHEHHUEM TEXHOJIOTUH HCKYCCTBEHHOTO
UHTEJUIEKTa, U MEAMLMHCKUX M3JENUil JUIsl TUarHOCTUKHU in Vitro, OCYILECTBIJIAIOTCA B PAMKax OLEHKHU
COOTBETCTBUSA, I[IOPSIOK TIPOBEIECHUS KOTOPOM YyTBepKAaeTcss MUHHCTEPCTBOM 31pPaBOOXPAHECHUS
Poccuiickoit denepanumu.

KnuHnueckue McnbITaHUsT MEAULMHCKOIO M3JEUs, 32 UCKIIOUYEHUEM MEAMLIMHCKUX H3aenuil 1
KJlacca MOTEHIUAIBHOTO PUCKA MPUMEHEHHUS, IPOTPAMMHOI0 00€CIeUeHus, ABISIOMIET0CS METUIIMHCKUM
U3JIeIMeM, B TOM YHCJI€ IPOrPaMMHOr0 00eCHedeHUs] C NPUMEHEHUEM TEXHOJIOIMH HCKYCCTBEHHOI'O
MHTEJUIEKTa, ¥ MEIUIMHCKUX H3ACTHA JUIsl JTUArHOCTUKM in Vitro, a TakKe MEIUIIMHCKUX W3ICIHA,
BKJIIOUEHHBIX B II€pEYEHb, IPOBOAATCS HAa OCHOBAaHMM pa3pellleHUs Ha IPOBEICHUE KIMHUYECKUX
UCIBITAaHUHM, BBIIAHHOTO PETUCTPUPYIOLIMM OPraHoM, a TaKXKe 3aKkiioueHus 00 AITHYECKOH
000CHOBaHHOCTHU TPOBEJCHUS KIMHUYECKUX HCIBITAHUHN, BBIIAHHOI'O COBETOM IO 3TMKe MuHHCTepcTBa
3npaBooxpaneHus Poccniickoit denepanuu, B Ciiydasx, yCTAaHOBICHHBIX yKa3aHHbIMM [IpaBriiamu.

CocTaB yKa3aHHOTO COBETa II0 JTUKE MU IIOJIOKEHHE O HEM YTBEP)KIAKTC MMHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanmu.

KnuHuueckue ucnbITaHUs MEIMLMHCKOIO M3JEIUs IPOBOAATCS B MEAMIMHCKMX OpraHu3alusx,
OTBEYAOIUX  TpeOoBaHMsAM, YTBEpXKAECHHBIM MUHHCTEPCTBOM  3/paBooxpaHeHus Poccuiickoit
Qeneparuy.  YCTaHOBJICHHWE  COOTBETCTBUS ~ MEAMIMHCKUX  OpraHM3alldd  3THM  TpPeOOBAaHUSAM
OCYILIECTBIISIETCS. PETUCTPUPYIOLUM OPTaHOM B I10Ps/IKE, YCTAHOBJIEHHOM YKa3aHHBIM MHUHHCTEPCTBOM.

27. IlepeyeHb MEIULMHCKUX OpraHU3alMil, UMEIOINX IPAaBO MPOBOAUTH KIMHUYECKNUE UCIIBITAaHUS
MEJULUHCKUX M3ACIHNA, U PEECTP BBIJAHHBIX pa3pelICHUN Ha IPOBEACHUE KIMHUYECKHUX HUCIBITaHUN
MEIMIMHCKUX M3AENui  ONmyONMKOBBIBAIOTCS W pa3MEUIalOTCsl PETUCTPUPYIOIIMM OpPraHoM B
YCTQHOBJICHHOM UM MOPSJIKE HA CBOEM O(PHIIHATBHOM CaiiTe B MHPOPMALMOHHO-TEIEKOMMYHHUKALIMOHHOM
cetu "UnTepuer".

28. Ilpyn npuHATHUM pELIEHUS O BbIJAYE PA3PELICHUS HA MPOBEICHUE KIMHUYECKUX MCIIBITAHUN
MEIUIUHCKOTO M3JEIUs PETUCTPUPYIOIIMM OpraH NPUHUMAET PEIIEHHE O IPUOCTAHOBIICHUH
rOCYJapCTBEHHON PETHCTPAlMA MEAULMHCKOIO M3JEIUS 10 JHS NPUHATHS PELICHUsS PETUCTPUPYIOILIETO
oprasa 0 BO300HOBJIEHHU TI'OCYJapCTBEHHOM PETrUCTpAllMM METUIMHCKOIO M3/JeNusi, B COOTBETCTBUU C
nyukrom 30 Hacrosmux [IpaBuir.

29.0 KIMHMYECKHMX  MCHBITAHUAX  MEOUIUHCKOTO  M3HENIUSA  3aABUTENb  YBEJIOMIISET
PEruCTPUPYIOIIMIA OpraH B TeUeHHe 5 pabouux JHEH ¢ Hayalla uX [IPOBEIECHUSI.

Wndopmaryst 06 n3MEeHEHHSAX:
Ilocmanoenenuem Ilpasumenvcmea P® om 17 urons 2014 2. N 670 6 nynkm 30 énecenvt usmeneHus

Cm. mexkcm nynkma 6 npeovloyujeli peoaxkyuu
30. Ilo oKOHUaHUM KIMHUYECKUX MCIIBITAHUA MEIUIIMHCKOTO WM3JEIHs 3asiBUTENb NPEACTABIAET B
PErUCTPUPYIOIIMI OpraH 3asBJI€HHE O BO30OHOBIEHHH TOCYIApPCTBEHHOW PErucTpanuy MeAUIMHCKOIO
M3JIENUsT M PpE3yJbTaThl KIMHUYECKUX MCIBITAHUM MEIUIMHCKOrO W3AENIus, a TaKXKe JTOKYMEHTHI,
yKazaHHble B nojanyHkrax "0"-"3", "k" u "n" nmynkrta 10 Hactosimux IlpaBuin, B ciaywae, ecid B HHX
BHECEHBI U3MEHEHHUS 110 pe3yJIbTaTaM KIMHUYECKUX UCTBITAHUI METUIIMHCKOTO U3AEIH.

Wudopmanust 00 U3MEHEHUIX:

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

633
CMm. npedvloyuyro pedaKyuio
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31. Peructpupyromuii opraH B TeueHHEe 2 pabouyux JHEW cO JHS TMONyYeHHUs TOKYMEHTOB,
yKka3zaHHbIX B nyHkre 30 Hactosammux [IpaBui, npuHUMAaeT pelieHrue 0 BO3OOHOBIEHUHM TOCYIapCTBEHHOM
pErucTpalyi MEAUIIMHCKOTO U3IEITHSI.

Pemennie 0 BO300HOBJIEHNHU TOCYJaPCTBEHHON PErHCTPAlli MEIUIIMHCKOTO U3/eNns MPUHUMAETCS
PETUCTPUPYIOIIUM OpPraHOM [0 pe3yJibTaTaM MPOBEPKU TOJHOTHL W JOCTOBEPHOCTH CBEICHUH,
COJIepKallNXCsid B MPEJICTaBICHHBIX B PETUCTPUPYIOIIMKA OpraH 3asBICHUH O BO30OHOBJICHHUU
rOCyJapCTBEHHON PErucTpalii MEIULIUHCKOTO M3/e/Ns U MHBIX JTOKYMEHTax, yKa3aHHbIX B IyHkTe 30
Hacroamux [Ipasu.

B cnywyae ecnu 3TM JOKYMEHTBHI NpEACTABICHBI HE B IOJHOM OObEME WU B HUX BBISBICHBI
HEJIOCTOBEpHBIE JaHHBIC, a TAKXKE B ClIydae MPEICTaBICHUS JOKYMEHTOB, COCTABJICHHBIX HA HHOCTPAHHOM
A3bIKe, 0€3 3aBEPEHHOT0 B YCTAHOBJICHHOM MOPSIKE MEPEBOIa HA PYCCKUH SI3BIK, PETUCTPUPYIOLINIT Opran
Bpy4aeT (HampaBiseT 3aKa3HbIM MOYTOBBIM OTIIPABIICHUEM C YBEIOMIICHHEM O BPYYCHUU WK B (hopme
3JIEKTPOHHOTO JIOKYMEHTa, MOJIMUCAHHOTO SJIEKTPOHHON MOIMKUCHIO, JTUOO B 3JIEKTPOHHON (opme Mo
TEJIEKOMMYHUKALlMOHHBIM KaHaJlaM CBSI31) 3asBUTEINIO PEILIEHUE O BO3BPATE 3asBJICHUS O BO3OOHOBIECHUU
roCyJapCTBEHHOM perucTpauuy MEIULIHUHCKOTO U3/ C MPUIIOKEHUEM K HEMY YKa3aHHBIX JOKYMEHTOB
U U3JI0KCHHEM T[PUYUH, TOCTYKUBIIMX OCHOBAaHHEM JIJIi Takoro Bo3BpaTa. OIHOBPEMEHHO
PETUCTPUPYIOIINI OpraH COOOIIAET 3asBUTEIIO O BO3MOXHOCTH IIOBTOPHOTO NPEACTABICHUS 3asiBICHUS O
BO300OHOBJICHHHM TOCYJapCTBEHHOW PETUCTPALUM MEAMIIMHCKOTO H3JENHs C MPUIOKEHHEM K HeMy
J0pabOTaHHBIX JOKYMEHTOB.

32. Ha Il arame skcriepTu3bl KauecTBa, 3QPEeKTUBHOCTH U 0€30MaCHOCTH MEAMIIMHCKOTO H3AENus
PETUCTPUPYIOIIUN OpraH B TeUYeHHE 2 padouux ITHEH CO JHS TPUHATUS PEUICHUS O BO30OHOBICHUU
rOCYJapCTBEHHON pErucTpaluy MEAMIMHCKOIO U3Jelus Ha OCHOBaHMM 3aJaHus Ha IIPOBEJICHUE
OKCIIEPTHU3BI KauecTBa, AI(PQPEKTUBHOCTH U OC30MACHOCTH MEIUIIMHCKOTO W3JICIHs, BBIJAHHOTO B
coorBercTBUM ¢ 1nyHkToMm 20 Hactosiiuux IlpaBwi, HampaBisieT B 3KCIEPTHOE  YUPEXKIACHHUE
MIPE/ICTABJICHHBIC 3asIBUTEIIEM PE3yJIbTaThl KIMHUYECKUX UCTBITAHUM MEIUIIMHCKOTO U3/IEITHSI.

33. DkcnepTHOE yupekIeHHe B CpOK, He mpeBblmaromuii 10 pabounx gHEH co THS MOTydeHUs
JOKYMEHTOB, YKa3aHHbIX B TNyHKTe 32 HacTtosamux [IpaBui, NOpOBOAUT SKCHEPTU3y NOJHOTHI U
pe3yabTaTOB TMPOBEJACHHBIX HCHBITAHUN W MCCIEIOBAaHUN, a Takke OoQOopMIIsSeT W HaNpaBisieT B
PETUCTPUPYIOIIUKA OpraH 3akiIoYeHHe IO pe3ylibTaTaM »JKCIepTH3bl KadecTBa, J(PQPEKTUBHOCTH U
0€30MacHOCTH  MEAMIIMHCKOrOo  u3Jenus, @opmMa KOTOpOro  yTBepxkaaercs  MHHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanuu.

34. B cpok, He npeBbimaroniuii 10 pabouux AHEH CO HS MOTyYEHHUs 3aKJIIOUCHUs], YKa3aHHOTO B
nyukTe 33 Hacrosumx [IpaBuil, perucTpupyromuii Oprad OCyIeCTBIISET CAEAYIONINE MEPOITPUATHUSA:

Wndhopmarist 06 n3MEHEHUSX:

Iloonynkm "a" usmenen ¢ 13 uwons 2018 e. - [locmanosnenue Ilpasumenscmeéa Poccuu om 31 mas
2018 2. N 633

Cm. npedvloyuyro pedaKyuio
a) OLIGHKAa 3aKJIIOUYEeHMS ISl OMpENEJICHUsI COOTBETCTBHUS 3aJaHUI0O HAa MPOBEJACHHE SKCIEPTHU3BI
KadecTBa, HS(PPEKTHBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOrO Wu3aenus. B ciydae ycTaHOBICHUS
HECOOTBETCTBUSI 3aKJIOUEHHUS DSKCIEPTHOTO YUPEXKACHHS YKA3aHHOMY 3aJaHUIO0 TaKO€ 3aKIIIOUEHHE
BO3BpAIlaeTCsl B OKCIIEPTHOE yUPEKIEHUE Ha T0pabOTKY, CPOK KOTOPOU cocTaBiseT He Ooyiee 2 pabounx
JTHEH CO JTHS MOJYYEHUS IKCIIEPTHBIM YUPEKICHHEM BO3BPAIICHHOTO 3aKIIFOUCHHS;

Wndopmaryst 06 M3MEHEHHSAX:

Hoonynxm "6" usmenen ¢ 19 mapma 2020 2. - I[locmanoenenue IIpasumenscmea Poccuu om 18 mapma
2020 2. N 299

CMm. npedvloyuyro pedaKyuio
0) MPUHSATHE PEIICHHS O TOCYAAPCTBEHHON PETUCTPAINY METUITMHCKOTO U3/ISIIHS WM 00 OTKa3e B
TOCYIapCTBEHHOW  PErHCTpPAllMd  MEIUIIMHCKOTO  U3JeNHs, KOTopoe oQOopMIseTcss MPUKa30oM
PETHCTPUPYIOIIETO OpTraHa, W YBEJAOMJICHHE 3asBHUTEIS O MPUHATOM pEIICHHH (32 HCKIIOYCHUEM
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MEJUIUHCKUX U3/1eJIUN, BKIIFOUEHHBIX B [IEPEUCHD);

Wndopmarus 06 H3MEHEHHSX:

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

CMm. npedvloyuyro pedaKyuio
B) ohopmiieHre ¥ BbIaua (HAlpaBICHUE 3aKa3HBIM MMOYTOBBIM OTIPABICHUEM C YBEIIOMIICHUEM O
BPYYCHUU WM B (opMe SJIEKTPOHHOTO JOKYMEHTA, MOAIMMCAHHOTO 3JICKTPOHHOM TOJIHCEHI0, THOO
nepegaya B DJIGKTPOHHOW ¢GopMe MO TEIECKOMMYHUKAIIMOHHBIM KaHajaM CBSI3U) 3asSBUTEIIO
PETUCTPAIIMOHHOTO YIIOCTOBEPEHHsI JINOO YBEIOMIICHHS 00 OTKa3e B TOCYIApCTBEHHOW pETrUCTpaluu
MEIWIIMHCKOTO H3JICTHS C YKa3aHHEeM MPUYNH OTKa3a (32 HCKIIOYEHHUEM MEIUIIMHCKUX W3ICIuH,
BKIIFOUEHHBIX B TIEPEUCHD).

Wndopmarust 06 H3MEHEHHSX:

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

CMm. npedvloyuyro pedarKyuio

35. OcHOBaHUSAMU JUIS TPUHATHS PETUCTPUPYIOIIMM OPTaHOM peIIeHHus 00 OTKase B
rOCYJApCTBEHHON pErHCTpaluyd MEJAUIUHCKOTO H3Jeius (32 MCKIIOYCHUEM MEIUIMHCKUX W3JICIUi,
BKJIFOUCHHBIX B TICPEUCHb) SIBIISIOTCS:

a) MOJyYCHHE OT IKCIIEPTHOTO YUPEKICHHs 3aKIFOUCHUS M0 PEe3yabTaTaM JKCIEPTH3bI KAauecTBa,
3¢ (HEeKTHBHOCTH U 0E30MIACHOCTH MEIUIIMHCKOTO M3CIUs, CBUICTEIBCTBYIONMIETO O TOM, YTO Ka4eCTBO, H
(mnmu) >¢dexkTuBHOCTb, U (WIKM) OE30MaCHOCTh PETUCTPUPYEMOTO MEIAUIIMHCKOTO H3AETUs He
MOJITBEPIKICHBI ITOJTYICHHBIMH JTAHHBIMH, U (FJTH) O TOM, YTO PUCK MPUIMHEHUS BPEa 3JI0POBBIO TPAKIaH
U MCIUIMHCKMX pPAOOTHUKOB BCIICACTBUC NPUMEHCHHUS MEIAMIIMHCKOTO H3JCIHS  IPEBBIIIACT
3¢ (HEeKTUBHOCTH €T0 MPUMEHEHHUS;

0) BBISIBJICHHE PETUCTPUPYIONIMM OPraHOM II0 pe3yjbTaTaM TOCYJapCTBEHHOTO KOHTPOJS 3a
oOpallieHueM MEeTUIIMHCKUX W3JeNUi HECOOTBETCTBUN NaHHBIX 00 3(PPEKTUBHOCTH M O OE30MAaCHOCTH
MEIMIIMHCKOTO U3JISJIHS JAHHBIM O MEIUITUHCKOM W3JICITHH, COJICPKAIIMMCS B 3asBIICHUU O PETHCTPAINH
U JIOKYMEHTaXx, yka3aHHbIX B TyHKTe 10 HacTosmmux [IpaBui.

Wndhopmarrust 06 n3MEHEHUSX:

Ilynkm 36 uzmenen c 13 urons 2018 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N
633

CMm. npedvloyuyro pedaKyuio
36. B Teuenue 1 paGodero AHsS TOCIE MPUHATHS PEIICHUS O TOCYIAPCTBEHHOH perucTpainuu
MEIMIIMHCKOTO U3JICNHsI PETUCTPUPYIONINN OPTaH BHOCHUT JAHHBIC O 3apErUCTPUPOBAHHOM MEIUIIMHCKOM
U3JIeIMH B TOCYJAPCTBEHHBIN peecTp B MOPSIKE, IPEeIyCMOTPEHHOM TocTaHoBiIeHneM [IpaBuTenbcTBOMf
Poccuiickoit deneparuu ot 19 utons 2012 . N 615.

Wndopmaryst 06 M3MEHEHHSAX:

Ilynkm 37 usmenen ¢ 13 urons 2018 e. - [locmarnosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N

633

H3menenus ne npumeHaomes K npagoomHOUEHUAM, CE8A3AHHbIM C OCYULeCmENIeHUeM 20CY0apCmEeHHOll
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Huxkwum 0o 13 uwons 2018 a.

Cm. npedvloywyio pedakyuro
37. K u3MeHeHusiM, BHOCUMBIM B JIOKYMEHTBI, COJEpXAIIUECS B PETUCTPALMOHHOM JIOChE, HE
TpeOYIOIMMUM TIPOBEACHHUS OSKCHEPTH3bl KadecTBa, I(P(EKTUBHOCTH M OE30MaCHOCTH MEIUIIMHCKOTO
U3JIENHSI, OTHOCSATCS:
a) U3MEHEHHE CBEJICHUI O 3asBUTENIE, BKIIOYAsl CBEJICHUS:
0 peopraHu3aly PUINUECKOro JINIA;
00 M3MEHEHWH HAWMEHOBAaHUS IOPUAMYECKOro JMLa (MOJHOrO W (B Cilydae, €CiIM HMeeTcs)
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COKpAIIIEHHOTO, B TOM YHCIie PUPMEHHOTO HAMMEHOBAHHUS ), aJ[peca MeCTa ero HaXOXKICHUS;

00 u3mMeHeHnH GaMIIUY, UMEHH U (B cllyyae, eclii UMeeTcs) 0TUYeCTBa, aJpeca MecTa KUTEJIbCTBA
MHIUBUAYAIBHOIO IPEANPUHUMATEL U PEKBU3UTOB JOKYMEHTA, YIOCTOBEPAIOIIETO €0 JIUYHOCTD,

0) U3BMEHEHUE CBEACHUNU O JHIle, HAa MM KOTOPOTO MOXKET ObITh BBIJAHO PETUCTPALKUOHHOE
YIIOCTOBEPEHUE HA MEAUIIMHCKOE U3/IEIHE, BKIIIOYAsl CBEACHHUS:

0 peopraHu3aly PUINUECKOro JINLA;

00 M3MEHEHWHM HAUMEHOBAHUS IOPUIUYECKOro JHIla (MOJHOTO M (B ciy4yae, €Cld HMEeTcs)
COKpAIIIEHHOT0, B TOM YKClie ((UPMEHHOTO HAMMEHOBAHU ), aJ[peca MeCTa ero HaxoXKJIeHus Win (pamuinu,
UMEHHU U (B CIIyYae, €ClIi UMEeTCs) 0TYECTBA, MECTA KUTEJIbCTBA MHANBUAYAIbHOTO MPEAIPUHUMATES,

B) U3BMEHEHUE a/Ipeca MecTa MPOU3BOCTBA (M3rOTOBJICHNUS ) MEIUIIUHCKOTO U3CIIHS;

') I3MEHEHHE HAaMEHOBAaHUS MEIULIMHCKOTO U3ENus B clIy4yae, eCiil He U3MEHWINCh CBOMCTBA U
XapaKTEPUCTHKH, BIUSIOMINE HA Ka4ecTBO, 3()h(HEeKTUBHOCTD U 0€30MaCHOCTh MEIUIIUHCKOTO U3IENINs, WIIN
COBEpIICHCTBYIOTCS €r0 CBOMCTBA U XapaKTEPUCTUKH MPH HEU3MEHHOCTHU (YHKIIMOHAIBHOTO Ha3HAUYECHUS
U (WIK) IPUHIUIIA ACHCTBUS, IPEIyCMaTPUBAIOIIIEE:

noOaBieHue (MCKIIOYEHUE) MNPUHAAICKHOCTEH MEIUUIUHCKOTO HW3JeNUs WIM HU3MEHEHUE UX
HaAanMMCHOBAaHUI,

YKa3zaHue, M3MCHCHHC M HCKIIOUCHHUC TOBAPHOI'O0 3HAKAa W HHBIX CPCACTB HHAUWBHAYAIU3AlUU
MEAUIIMHCKOTO U3/IETIHS;

HU3MCHCHHUE KOJIHYECTBa CAUHUL MCAUIIMHCKOIO H3AC€JIHMA HIHM €0 COCTaBHBIX ‘{aCTeﬁ,
KOMIUIEKTYIOIUX, YKa3aHHBIX B MIPUIIOKEHUH K PETUCTPAIMOHHOMY YIOCTOBEPEHHIO;

YKa3aHue UKW UCKIIIOYCHUC BAPUAHTOB UCIIOJTHCHUA (MOI[GJIGI\/JI) MEIULMHCKOI'O U3ACTIHNA,

M3MEHEHHE MapKUPOBKU U (UJTM) YIAKOBKUA MEAUIIMHCKOTO U3/IEIHS;

1) I3BMEHEHHE TMPOU3BOAUTENEM (M3TOTOBUTEIEM) MEAMIIMHCKOTO W3ACNUS CPOKOB JECUCTBUS
JIOKYMEHTOB, COAEPIKAIIUXCS B PETUCTPALMOHHOM JIOChE;

€) u3MeHeHne nH(popMauu 00 YIIOJTHOMOYEHHOM IPEACTABUTEINE TPOU3BOANUTEINS (M3TOTOBUTEIS)
MEAUIIMHCKOTO U3JIEIHSL.

Wndopmaryst 06 n3MEHEHHSAX:

Ilynkm 38 uzmenen c 13 urons 2018 2. - Ilocmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N

633

Hszmenenus ne npumeHs0mcs. K npadoOmMHOULEHUSM, C8A3AHHbIM C OCYWECMBIeHUeM 20CY0apCmEeHHOU
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Huxkuum 0o 13 uons 2018 e.

Cm. npedvloyuyro pedaKyuio

38. JInst BHeceHMs B JIOKYMEHTBI, COJEpXallhecs B PETUCTPALMOHHOM J0ChE, W3MEHEHUH,
yKa3aHHBIX B nyHkTe 37 Hacrosuwmx [IpaBun, 3asBurtens He mo3aHee yem yepe3 30 pabouux IHEH co gHS
U3MEHEHHS COOTBETCTBYIOIIUX JAHHBIX MPEICTaBIIsAET (HAIPABISIET) B PETUCTPUPYIOIUI OpraH:

a) 3asBJICHHE O BHECEHUU M3MEHEHMH B JIOKYMEHTBI, COJAEpIKALUECs B PETUCTPALlMOHHOM J0ChE
(mayee - 3asBJIEHUE O BHECEHMM M3MEHEHHH), 0(OPMIIEHHOE B COOTBETCTBMU C IYHKTOM 9 HACTOSLIMX
[IpaBui;

0) KOMHMIO JIOKYMEHTA, MOJATBEPKAAIOLIET0 MOJHOMOYHS YIIOJIHOMOYEHHOTO MpPEICTaBUTEIs
MPOU3BOIUTENS (M3TOTOBUTES);

B) IOKyMEHTBl U CBEJICHHS O COOTBETCTBYIOIIMX HW3MEHEHHSIX, B TOM 4HCJIE JOKYMEHTHI,
MOATBEPKIAOIINE U3MEHEHHUs, yKa3aHHble B nojnyHkrax "a" - "B" mynkra 37 Hacrosmux IlpaBun, a
TaK)Ke B ClIydae U3MEHEHUsI HAaUMEHOBAHMSI MEULIMHCKOTO U3/1EIIH:

CBEICHMSI 0 HOpPMATUBHOW JOKYMEHTAIIMM Ha MEAUIIMHCKOE U3/IEIINE;

TEXHUUYECKYIO JIOKYMEHTAIMI0 TPOM3BOAMUTENS (M3TOTOBUTENS) HA MEIUILMHCKOE W3/eIue,
IIPUBEICHHYIO B COOTBETCTBHE C HOBBIM HAUMEHOBAHUEM MEAMIIMHCKOTO U3IENHS;

9KCIITyaTallMOHHYIO IOKYMEHTALIUI0 TPOU3BOIUTENS (U3TOTOBUTENS) HA MEUIIMHCKOE U3/enre (B
TOM YMCJI€ MHCTPYKIMIO MO MPUMEHEHHUIO WIM PYKOBOJCTBO MO 3KCILTyaTallMi MEAULMHCKOTO U3IENus),
MPUBEICHHYIO B COOTBETCTBHE C HOBBIM HAUMEHOBAHUEM MEAMIIMHCKOTO HU3IENHS;
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¢dororpaduyeckre u300pakeHuss  OOIIEr0 BHUJA  MEOUIMHCKOTO  HM3IENUs BMECTe C
NPUHAUISKHOCTIMH, HEOOXOIUMBIMH IS TPUMEHEHUS MEAMIMHCKOTO W3AEIHsS 110 Ha3HAYCHUIO
(pa3mepom He MeHee 18 caHTUMETPOB B JUIMHY U 24 CAHTUMETPOB B ILIUPHUHY);

) IOKYMEHTBl ~HPOM3BOAUTENS] W (WIM) OpraHM3alUil, OCYIIECTBISIOIINX IPOBEACHUE
TEXHUYCCKUX MCIBITAHUH, TOKCUKOJIOTMYECKUX HCCICIOBAHUM, KIIMHMYECKUX HMCHBITAHUN (pe3ybTaThl
COOTBETCTBYIOUIMX HCHBITAHUI), TOATBEPKIAIONINE, YTO BHECEHHE 3asBJICHHBIX M3MEHEHUH HE BIeYeT
U3MEHEHHSI CBOMCTB M XapaKTEPUCTUK, BIMAIOMIMX Ha Ka4ecTBO, 3(PdeKkTuBHOCTH M 0e30macHOCThH
MEUIIMHCKOTO W3JCNHsl, WM COBEPIICHCTBYET CBOWCTBA M XapaKTEPUCTUKU IPU HEU3MEHHOCTH
(GYHKIIMOHATBHOTO Ha3HAYECHUS U (WIN) MIPUHIMIIA JEHCTBHUSI MEIUIIMHCKOTO H3/1ENNs;

1) OPUTHHAJ PETUCTPALIMOHHOTO YIO0CTOBEpEHUs (IyOIuKar);

€) OITUCh JOKYMEHTOB.

Wndopmariust 06 M3MEHEHUAX:

Ilynkm 39 usmenen c 13 uronsa 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

Hsmenenus e npumeHsa0OmMcs K NPA60OMHOULEHUSM, C8A3AHHBIM C OCYWeCmBleHUeM 20CY0apCmEeHHOU
pecucmpayuu MeOUYUHCKUX uzoeautl, 6o3Huxwum 0o 13 uons 2018 e.

CMm. npedvloywyro pedaKyuio

39. BHeceHue HU3MEHEHUN B JOKYMEHTHI, yKa3zaHHble B nojnyHkrax "B" um '"r" nyskra 10
HacToAmmx IlpaBun (3a MCKIIOYEHHEM CIydyaeB, YKa3aHHBIX B MOJANMyHKTe T myHkTa 37 HACTOSIIMX
[IpaBui), ocymiecTBiIsieTCss MO pe3ysbTaTaM SKCIEPTU3bl KadecTBa, IPPEKTUBHOCTH U OE30MAaCHOCTH
MEIULUHCKOIO H3/ENUs, NPOBEACHHOW B MOPSJIKE, aHAJOTMYHOM MOPSAAKY MPOBEIEHUS SKCIEPTU3BI
Ka4yecTBa, YPPEKTUBHOCTH U OE30MACHOCTH MEIUIMHCKOTO H3JENUs B HENIAX €ro rocyJapCTBEHHOMN
pEerucTpalud B COOTBETCTBUU € IyHKTOM 21 Hacrosumx [lpaBui, B ciyyae €cCliM pPErucCTpUpPYHOLIUM
OpraHoM IO pe3yibTaTaM NPOBEPKH MOJHOTHl M JOCTOBEPHOCTH CBEACHUM, COJEpKalIUXCA B
IPEJICTABICHHBIX JIOKYMEHTAX, YCTAHOBJIEHO, YTO BHECEHUE 3asBJICHHBIX W3MEHEHUU BJIEYET U3MEHEHUE
CBOWCTB M XapaKTEPUCTHUK, BIUAIOMIMX Ha KadecTBO, 3(PPEeKTHUBHOCTh M 0€30MaCHOCTh METUIIMHCKOIO
U3JIENNSI, UM COBEPUICHCTBYET €ro CBOMCTBA M XapaKTEPUCTHKU MPU HEU3MEHHOCTH ()YHKIMOHAIBHOTO
Ha3Ha4YeHUs U (W) IPUHIUIA AeWCTBUS MEAUIIMHCKOTO HU3/IETHSI.

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 40 uzmenen c 13 urons 2018 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N
633

Hszmenenus e npumeHsa0mces K npadoOmMHOUEHUSM, C8A3AHHbIM C OCYUeCmEleHUeM 20CY0apCmEeHHOU
peaucmpayuu MeOUYUHCKUX u30enutl, 6o3Huxwum 0o 13 uous 2018 a.

CMm. npedvloywyro pedaKyuio
40. B cnydae ecnu JOKYMEHTHI, TPEAYCMOTPEHHBIE TTYHKTOM 38 HacTtoamux [IpaBui, cocTaBieHbl
Ha MHOCTPAHHOM $3BIKE, OHU IPEICTABIISIOTCS C 3aBEPEHHBIM B YCTAHOBJIECHHOM IOPSKE MEPEBOJIOM Ha
PYCCKUH SA3BIK.

Wndopmaryst 06 M3MEHEHHSAX:

Ilynkm 41 usmenen ¢ 13 urons 2018 e. - [locmarnosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N

633

H3menenus ne npumeHaomes K npagoomHOUEHUIM, C8A3AHHbIM C OCYUeCmeienuem 20Cy0apCcmeeHHol
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Huxkuum 0o 13 uwons 2018 a.

Cm. npedvloywyio peoakyuro
41. 3adBiIeHNE O BHECEHUU W3MEHEHUI U IOKYMEHTHI, IPELYCMOTPEHHBIE ITYHKTOM 38 HAaCTOSIINX
[IpaBui1, npUHUMAIOTCS PETUCTPUPYIOIIUM OPTraHOM IO OMUCH, KOTIHS KOTOPOM ¢ OTMETKOM 0 JlaTe nmpuema
YKa3aHHBIX 3asBJICHUS M JIOKYMEHTOB B JIEHb IIPMEMa BPYYacTCs 3asBUTENIO WM HAIPaBISIETCA €MY
3aKa3HbIM IIOYTOBBIM OTIPABJIEHUEM C YBEAOMJICHHEM O BpYYEHUM WU B (GopMe DIEKTPOHHOTO
JIOKYMEHTa, TOJAMHCAHHOTO  JJIEKTPOHHOW  TOJANMWUCHIO, JUOO B DJIEKTPOHHOW  ¢opme 1o
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TCIICKOMMYHHUKAIIUOHHBIM KaHaJIaM CBS3H.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 42 uzmenen c 13 uronsa 2018 2. - [locmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N
633

H3menenus ne npumensaomes K npagooOmMHOUEHUSM, CEA3AHHBIM C OCYUWeCmEIeHUeM 20Cy0apCmeeHHoll
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Hukwum 0o 13 uwons 2018 2.

Cm. npeovloywyro peoakyuio
42. Peructpupymouuii oprad He BIpaBe TpeOOBaTh OT 3asBUTENsI IPEJCTABICHUs JOKYMEHTOB, HE
IPEyCMOTPEHHBIX ITyHKTOM 38 HacToAwmux [IpaBu.

Wudopmarust 06 H3MEHEHHSX:

Ilynkm 43 uzmenen c 13 urwonsa 2018 2. - [locmanosnenue I[lpasumenvcmea Poccuu om 31 mas 2018 e. N
633

H3zmenenus ne npumensomces K npadoOMHOUWEHUSM, CEA3AHHbIM C OCYWeCmEIeHUeM 20Cy0apCmeeHHOl
pecucmpayuy MeEOUYUHCKUX uz0eaull, 603HuUKwum 0o 13 urons 2018 2.

Cm. npeovloywyro peoakyuio
43. B Teuenue 5 paGouux AHEH €O AHS TOCTYIUIEHHUS 3asBJI€HHS O BHECEHUU H3MEHEHMH U
JIOKYMEHTOB, IPEIYCMOTPEHHBIX IIYHKTOM 38 Hacrosmux lIpaBwi, perucrpupyrommii oprad mpOBOJUT
IIPOBEPKY TOJHOTHI U JOCTOBEPHOCTU CBEIEHUH, COIAEPKAIIUXCSA B HUX, B TOM UYUCIE IIyTEM CPABHEHHUS
TaKUX CBEJICHHUH CO CBEACHUSMH, PEACTABICHHBIMU B TIOPSIKE MEKBEIOMCTBEHHOTO HH()OPMAIIMIOHHOTO
B3aMMOJCHCTBHUS.

Wuopmarust 06 H3MEHEHHSIX:

Ilynkm 44 uzmenen c 13 urons 2018 e. - I[locmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N

633

H3zmenenus ne npumensomcs K npadooOmMHOUEHUSM, CEA3AHHbIM C OCYWeCmEIeHUeM 20Cy0apCmeeHHol
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Huxkuwum 0o 13 uwons 2018 a.

Cm. npeodvloywyro peoakyuio

44.B cnydae ecau K 3adBIIEHHI0O O BHECEHMM HW3MEHEHUIl HE MpWIararoTcsi JOKYMEHTHI B
COOTBETCTBUM ¢ nojanyHkramu "0" - "e" mynkra 38 Hacrosimux [IpaBun u (Win) B 3asBJICHUN O BHECEHUU
U3MEHEHUH yKa3aHbl HEJIOCTOBEPHBbIE CBEJIEHHS JIMOO TOKYMEHTBI, HPEIYCMOTPEHHBIE IyHKTOM 38
HacTtoauwmx [IpaBui, mpencraBieHbl HE B MOJHOM 00beMeE, pErMCTPUPYIOLINI OpraH BpydaeT 3asiBUTEIIIO
yBEJIOMJICHHE O HEO0XOAMMOCTH ycTpaHeHHs B 30-IHEBHBI CpPOK BBISBICHHBIX HapyIIeHUN U (MIIH)
IPEJICTaBICHNUs JOKYMEHTOB, KOTOpPbIE OTCYTCTBYIOT, JMOO HaIlpaBiIsIeT Takoe yBelomileHue B (opme
3JIEKTPOHHOTO JIOKYMEHTa, MOAMMUCAHHOIO 3JIEKTPOHHON TMOJMNNMCHI0, WM B 3JIEKTPOHHOH ¢dopme 1o
TEJIEKOMMYHUKAIlMOHHBIM KaHajlaM CBS3HM, WM 3aKa3HbIM IOYTOBHIM OTIIPABICHHUEM C YBEIIOMIIEHUEM O
BpYUYEHUH.

Wndhopmarist 06 n3MEHEHUSX:

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

H3menenus ne npumensaomes K npagooOmMHOUWEHUSM, CEA3AHHBIM C OCYUWeCmEIeHuemM 20Cy0apCmeeHHoll
peaucmpayuu MeOUYUHCKUX uzoeaut, 603Huxwum 0o 13 uwonsa 2018 e.

Cm. npeodvloywyro peoakyuio
45. B Tedyenue 3 paboumx AHEW cO AHS MPEACTABICHHS HaJJIeKaUM o0pa3oM O(OPMIICHHOTO
3asIBJICHUS O BHECEHHHM WM3MEHEHHMU U B TIOJHOM 00beMe JOKYMEHTOB, MPEAYCMOTPEHHBIX MYyHKTOM 38
HacTtoAmmx [IpaBui, pErHCTpUPYIOMIMI OpraH NPUHUMAET PEIICHUE O PACCMOTPEHUU YKa3aHHBIX
3asBJICHUS W JIOKYMEHTOB WIH (B CiIyda€ WX HECOOTBETCTBHUS TOJOXKCHHSIM TYyHKTa 38 HACTOSNIUX
[IpaBwmin) 00 UX BO3BpaTe ¢ MOTUBUPOBAHHBIM 0OOCHOBaHHEM MIPUYHUH BO3BpaTa.

Wudopmanust 06 U3MEHEHHUSAX:
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Ilynkm 46 usmenen c 13 urons 2018 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 . N
633

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

Cm. npeodvloywyro peoakyuio
46. B cinywyae ecnmu B 30-mHEBHBIH CPOK HE YCTPAHCHBI BBIABICHHBIC HApyIIeHUS W (WIH) HE
MPEACTABICHBl JTOKYMEHTBI, KOTOpPbIE OTCYTCTBYIOT, PETHCTPUPYIONIMI OpraH MPUHUMAET pEIICHUE O
BO3BpaTe 3asIBJICHUS O BHECEHUU MU3MEHEHHUH U JTOKYMEHTOB, MPEAYCMOTPEHHBIX MTYHKTOM 38 HACTOSIIMX
[IpaBwit, ¢ MOTUBHPOBAHHBIM OOOCHOBaHHEM TIPUYMH BO3BpPATA.

Wndopmarust 06 H3MEHEHHSX:

Ilynkm 47 usmenen c 13 urons 2018 . - [locmanoenenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

H3zmenenus ne npumensomces K npadooOmMHOUWEHUSM, CEA3AHHbIM C OCYUWeCmEIeHUeM 20Cy0apCmeeHHOl
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Hukuwum 0o 13 uwons 2018 a.

Cm. npeovloywyro peoakyuio

47. BHeceHue U3MEHEHUN B JIOKYMEHTBI, COJEp)KallMecs B PETUCTPALMOHHOM JIOChE, HE
TpeOYIOUINX TMPOBEIACHUS SKCIEPTU3bl KadecTBa, A(P(PEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO
U3JIeNusl, OCYLIECTBIISIETCS PErMCTPUPYIOUM OpPraHOM B CPOK, He MpeBbllIaonmii 15 pabouux nHel co
JHS IPUHATHS PpEUICHHS O PAacCMOTPEHHMM 3asBICHHMS O BHECEHMHM HW3MEHEHHH M JIOKYMEHTOB,
IIPEAYCMOTPEHHBIX ITYHKTOM 38 HacTosmux [Ipasui.

BHecenne u3aMeHeHHMH B JIOKYMEHTBI, COJEpIKAallMecsi B PETUCTPALMOHHOM JI0Che, TPeOyrOIUX
NPOBEICHUS OKCHEPTU3bl KadecTBa, J(PPEKTHBHOCTH ¥ OE30MAaCHOCTH METUIIMHCKOTO HW3JeIus,
OCYILECTBIISICTCSI PErUCTPUPYIOIIMM OpPraHOM B CPOK, HE MpeBblmaromuil 35 pabouyux AHeH co JTHS
IPUHATUSA PEIIEHUsS O PACCMOTPEHHMM 3asBJICHMS O BHECEHMM HW3MEHEHMHM UM JTOKyMEHTOB,
IIPEyCMOTPEHHBIX ITYHKTOM 38 HacToAwmux [Ipasui.

Wndhopmargust 06 n3MEHEHUSX:

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

Hszmenenus e npumeHsa0mcs K npadoOmMHOULEHUSM, C8A3AHHbIM C OCYUWeCmBleHUeM 20CY0apCmMEeHHOU
peaucmpayuu MeOUYUHCKUX uzoenutl, 6o3Huxuum 0o 13 uons 2018 a.

CMm. npedvloywyro pedaKyuio
48. CpoK MPUHATHUS PETUCTPUPYIONIUM OPTaHOM PEHICHHS O BHECEHUW M3MEHCHHH B JOKYMEHTHI,
COJIeprKaIfecs] B PETUCTPAIIMOHHOM JIOChE, HCUUCISETCS CO THS MOCTYIUICHUS B PETUCTPUPYIOIINN OpraH
Ha/JIOKAIUM  00pa3oM O(OpPMIIEHHOTO 3asBICHHS O BHECEHHWH W3MEHEHHH W B TIOJHOM o00beMe
JTOKYMEHTOB, MPEAYCMOTPEHHBIX TyHKTOM 38 HacTosumx [IpaBu.

Wndopmarys 06 n3MEeHEHHSAX:

Ilynkm 49 usmenen ¢ 13 urons 2018 e. - [locmarnosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 2. N

633

H3menenus ne npumeHaomces K npagoomHOUEHUAM, CE8A3AHHbIM C OCYULeCmEIeHUeM 20CY0apCmEeHHOll
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Huxkuwum 0o 13 uwons 2018 a.

Cm. npedvioyuyio pedaxyuio
49.1lpn BHECEHMM W3MEHEHHU B JIOKYMEHTBI, COJAEpKAIIUECs B PErMCTPALMOHHOM JIOCHE,
PETUCTPUPYIOLIUI OpraH OCYIIECTBIISIET CIECIYIOLINE MEPOIIPUATHS:
a) IPUHATHE PELIEHUS O BHECEHUM U3MEHEHUI B TOKYMEHTBI, COAECPKAIINUECS B PETUCTPALMOHHOM
JI0Cbe, KOTOpOoe 0(hOpMIISIETCSl IPUKA30M PETUCTPUPYIOIIETO OpPraHa;
0) BblJaua OKCIEPTHOMY YUPEXJECHHUIO 33JaHusl Ha MPOBEACHUE OSKCIEPTU3bl KauecTBa,
3¢ dexTUBHOCTH U 0OE30MACHOCTH MEIUIMHCKOTO W3JeIMsl U OLIEHKAa 3aKJIIOYEHHUs HKCIEPTHOTO
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YUPEXKJEHUS Il ONpPEIEICHHUsS COOTBETCTBHUSA €r0 3aJaHHI0 HAa IPOBEIEHUE HKCIEPTHU3BI KAYECTBA,
3¢ (GEeKTUBHOCTH M 0E30MIaCHOCTH MEIMLIMHCKOrOo H3Jenus (B cilyyae, YCTAHOBJIEHHOM IIyHKTOM 39
Hactoauwmx IIpaBuin). B ciydyae ycTaHOBIE€HMsSI HECOOTBETCTBUS 3aKIHOUYEHMSI SKCIIEPTHOIO YUPEKACHUS
yKa3aHHOMY 3aJJaHHIO0 TaKO€ 3aKJIHYEHHE BO3BpAILlAeTCs B HKCIEPTHOE YUPEKICHHE Ha JOPabOTKY, CPOK
KOTOpOH cocTaBisier He Oosnee 2 pabouymx JAHEH €O JHS MONYYeHHs OHKCIEPTHBIM YUPEKIACHUEM
BO3BPALIEHHOT'O 3aK/IIOUCHMS;

B) YBEIOMJICHUE B IUCbMEHHOW (popMe 3asBUTENS O HNPUHATOM PELICHUH 3aKa3HbIM IOYTOBBIM
OTIIPABJICHHEM C YBEJOMJICHHEM O BPYYCHHMH WIH B (POpPME SIIEKTPOHHOTO IOKYMEHTA, MOANHCAHHOTO
HJIEKTPOHHOM TOJMNNUCHI0, MO0 B 3JIEKTPOHHOM (popMe MO TelNeKOMMYHUKAIMOHHBIM KaHajlaM CBSI3U C
NPUIOKEHNEM TIepeo(OPMIICHHOTO PErHCTPALMOHHOTO YAOCTOBEPEHUs (B Cilydae BHECEHUS U3MEHEHUH B
HEro) ¥ paHee BbIIAHHOI'O PErUCTPALMOHHOIO YAOCTOBEPEHUS C OTMETKON O €ro HeJeHCTBUTEIBHOCTH (C
YKa3aHHUEM JaThl).

Wndopmarust 06 H3MEHEHHSX:

IIpasuna oonoanenvr nyukmom 49.1 ¢ 13 urwons 2018 e. - Ilocmarnosnenue Ilpasumenscmea Poccuu om
31 masa 2018 2. N 633

49.1. OcHOBaHUSAMH ISl BBIHECEHUS IKCHEPTHBIM YUPEXKJECHUEM 3aKIIOUYEHUSI O HEBO3MOKHOCTH
BHECEHMSI U3MEHEHUHN B JOKYMEHTBI, peaycMOTpeHHble noanyHkTamu "B" m "t nynkra 10 HacTosmmx
[IpaBui, sBisAIOTCA:

a) HEIOCTOBEPHOCTh MPEACTaBICHHBIX CBEJCHUN, 00OCHOBBIBAIOIINX BHECCHHE U3MEHEHUN, B TOM
YHUCJIE€ BBISBICHHBIX PErMCTPUPYIOLIIMM OpPraHOM IO pe3yjbTaTaM TIOCYJapCTBEHHOTO KOHTPOJA 3a
oOpaleHueM METUIIMHCKUX U3/CIINiA;

0) OTCYTCTBHE B MPEJICTABICHHBIX 3asBUTENIEM JOKYMEHTAaX CBEICHUMN, MOATBEPKIAIOIIUX, YTO
W3MEHEHUS, BHOCUMBIC B JIOKYMEHTHI, COJIEPKAIINECS] B PETUCTPAIMOHHOM JI0Che, HE BJICKYT U3MECHEHHUE
CBOICTB M XapaKTEPUCTHUK, BIMSIONIUX Ha KauecTBO, 3(P(PEKTUBHOCTh M OE30MACHOCTH MEIUIIMHCKOTO
U3JICNHsSI, WU COBEPIICHCTBYIOT CBOMCTBA W XapaKTCPUCTHKU TPH HEM3MEHHOCTH (DYHKIIMOHAIHLHOTO
Ha3Ha4YeHHs U (WIK) IPUHIMIA TeHCTBUS MEAUIIMHCKOTO U3/IETHSI.

Wndopmarist 06 n3MEHEHUSX:

IIpasuna oononnenvt nynkmom 49.2 ¢ 13 urona 2018 2. - Ilocmanosnenue Ilpasumenscmsea Poccuu om
31 man 2018 2. N 633

49.2. Peructpupyronuii opraH B TeueHHE 2 pabdoyux JHEH cO [HS MOJY4YSHHS 3aKIIOUYCHHUS
9KCIIEPTHOTO YUPEKACHUS MPUHUMAET PElIEHUE O BOZMOKHOCTH (HEBO3MOKHOCTH) BHECEHUS M3MEHEHUI
B IOKYMEHTBI, COJICPIKAIITUECS B PETUCTPAIIMOHHOM JI0ChE, U YBEJIOMIISIET O MPUHITOM PEIICHUH 3asBUTEIIS
3aKa3HbIM TOYTOBBIM OTIPABIEHHEM C YBEAOMJIIEHHEM O BPYYCHHH WM B (QOpME DSIEKTPOHHOTO
JOKYMEHTa, TMOJAMHCAHHOTO  JJIEKTPOHHON  TOJANKUCHIO, JUOO B DJIEKTPOHHOW  ¢opme 1o
TEJIEKOMMYHUKAILIMOHHBIM KaHaJlaM CBSI3U.

OcHoBaHMEM ISl TPUHSTHS pelIeHus 00 OTKa3e BO BHECEHHMM HM3MEHEHHM B JIOKYMEHTHI,
cozepXkaliiecss B PEruCTPALlMOHHOM JIOCh€, SBJISETCS TOJYyYEHHE PETHMCTPUPYIOIIMM OPraHoM OT
SKCHEPTHOTO YUYPEKICHUS 3aKJIIOYCHHS O HEBO3MOXXHOCTH BHECEHHMs] W3MEHEHUW B JIOKYMEHTHI,
coJIepXKalIfecs: B pEruCTPAlMOHHOM J10Chb€ METULIMHCKOTO U3/IEHSL.

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

Wndopmaryst 06 M3MEHEHHSAX:
Cm. npedvioyuyro pedakyuio
Ilynkm 51 usmenen c 13 uronsa 2018 . - [locmanoenenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N

633

CMm. npedvloyuyro pedaKyuio
51. B teuenue 1 paGouero AHs MOcCie MPUHATHS PEIICHUS O BHECEHUU U3MEHEHUH B JTOKYMEHTHI,
COZEPKAILIMECS B PETHUCTPALMOHHOM JI0ChE, COOTBETCTBYIOIIUE CBEAECHUS BHOCITCSA B TOCYIAPCTBEHHBIN
peectp B MOpsIKe, MPeayCMOTPpEeHHOM IMoctaHoBienueM I[IpaButenscTtBa Poccuiickoir denepanuu Ot
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19 urons 2012 r. N 615.

52. B cnydae yTpaThl PErHCTPAIMOHHOTO YAOCTOBEPEHHUS WIIM €ro IOpYH 3asBUTENb BIIPaBe
00paTUThCS B PETHCTPUPYIONINI OpraH ¢ 3asBICHUEM O MPEIOCTABICHUU AYOJIMKATa PETUCTPAIMOHHOTO
yIIOCTOBEpPEHUS (Jlajiee - 3asBJICHHUE O MPEIOCTABICHUH JTyOIMKaTa).

B cnyuae mopuu perucTpanoOHHOTO YIOCTOBEPEHUS K 3asBIICHUIO O MPEAOCTABICHUH TyOIHKaTa
MPHUJIAraeTcs UCIIOPUYCHHOE PErHCTPAIIMOHHOE YIOCTOBEPEHUE.

Wndopmarus 06 H3MEHEHHSX:
llocmanosnenuem I[Ipasumenscmea P® om 17 urona 2014 2. N 670 6 nynkm 53 6HeceHbl U3MEHEHUs.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu
53.B Teuenue 7 pabouux JAHEH CO JHSA TNOJIYYEHHUS] JOKYMEHTOB, YKa3aHHbIX B IIyHKTE 52
Hacrosmux [IpaBui, peructpupyromuid opran opopmisier 1yOJuKaT perucTpaluoOHHOTO YIOCTOBEPEHUS
Ha OJIaHKe PEeruCTPAIMOHHOTO YAOCTOBEPEHUS C MOMETKaMu "nyOonukar" u "opuruHaia perucTpardoHHOTO
YIOCTOBEPEHUS NPU3HAETCS HEACHCTBYIOIMM" U BpydaeT TakoW AYOJIMKAT 3asBUTEII0 WU HaIPaBIIAET
€ro 3aKa3HbIM MTOYTOBBIM OTIIPABJICHUEM C YBEIOMJICHUEM O BPYyUCHUHU.
54. Peructpupyromuii oprad GopMHpPYET PerUCTPANUOHHOE JOChE U3 CICIYIOIINX JOKYMCHTOB:

Wuopmarus 06 H3MEHEHHSIX:

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

CMm. npedvloywyro pedaKyuio

a) 3asBJICHUE O PEruCcTpaluyu U JTIOKYMEHTHI, peaycMoTpeHHble nynktoMm 10 Hacrosimux Ilpasui,
3asBJICHHE O BO300HOBJICHHHM TOCYIAapPCTBEHHOW PErHUCTpallii MEIUIIMHCKOTO W3JAENus, 3alpochl H
JIOKYMEHTBI, mpeaycMoTpeHHble nyHkramu 21.1 m 30 Hacrosmmx IIpaBui, 3asBlIeHME O BHECEHUH
W3MEHEHUN U JOKYMEHTBI, IPEAYyCMOTpEeHHbIe MyHKTOM 38 Hactosmmx [IpaBui, a Takke 3asBiI€HUE O
NPeOCTaBICHUH Ty0JINKaTa;

0) komusl 3a7aHusl Ha TMPOBEACHHE OHKCIEPTU3bl KadecTBa, >(PQPEKTUBHOCTH U OE30MaCHOCTU
MEIUIUHCKOTO U3/eNHsl, 0POPMIICHHOTO PETUCTPUPYIOIIUM OPTaHOM;

B) KOMUSI O(POPMIIEHHOTO PETUCTPUPYIOIIMM OPraHOM DPa3pelIeHUs] Ha MPOBEIECHUE KIMHUYECKUX
WCIIBITAHUN MEAUIUHCKOTO U3/EIIHNS;

T) 3aKJII0YE€HUs, OQOPMIICHHBIE OJKCHEPTHBIM YUPEXKACHUEM IMPU TMPOBEACHUM DSKCIEPTU3bI
Ka4yecTBa, 3(p(HEeKTUBHOCTU M 0€30MaCHOCTH MEIUIIMHCKOTO U3JIeNHNS;

1) KOTIUU TPUKA30B, 0()OPMIIEHHBIX PETHCTPUPYIOIIMM OPraHOM;

€) Komus PErUCTPALIMOHHOTO YIOCTOBEPEHUS U YBEIOMIICHUH, 0(OPMIIEHHBIX
PErUCTPUPYIOLIUM OPraHOM;

) Konust ayOiMKaTa perucTpalioOHHOIO YAOCTOBEPEHUsS, O(GOPMIIEHHOTO pPErucTpUpYIOLINM
OpraHoOM.

55. Vrparun cuny ¢ 13 utons 2018 r. - [Tocranosnenne [paButensctBa Poccun ot 31 mas 2018 r.
N 633

Wudopmanust 00 U3MEHEHUX:
CMm. npedvloyuyro pedaKyuio

Ilocmanosnenuem Ilpasumenvcmea P® om 17 urons 2014 2. N 670 Ilpasuna oononnenst nynkmom 55. 1

55.1. OcHOBaHMAMU JJIs1 BBIHECEHUS DKCIIEPTHBIM YUPEKICHUEM 3aKIIFOUEHHS O HEBO3MOXHOCTH
BHECEHUS W3MEHEHUH B JIOKYMEHTBI, IPEIyCMOTpEeHHbIE noanyHkrtamu "B" u "1 nmynkra 10 Hacrosmmx
[IpaBu, sBusIOTCS:

a) HEJIOCTOBEPHOCTh MPECTABICHHBIX CBEJICHHH, 000CHOBBIBAIOIINX BHECEHHE N3MEHEHMIA;

0) OTCYTCTBHE CBEIEHUH, MOATBEPKIAIOIINX HEU3MEHHOCTh (YHKIMOHAJIHHOTO HA3HAYeHUs U
(uM) TpUHOMIIA JEHCTBUS MEIUIIMHCKOTO U3JeNusi, B CBSI3M C BHOCHUMBIMH HW3MEHEHHUSMHU B
JIOKYMEHTAIHIO.

Wndopmarnyst 06 n3MEHEHHSAX:
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Ilocmanosnenuem Ilpasumenvcmea P® om 17 urons 2014 2. N 670 Ilpasuna oononnenst nynkmom 55.2
55.2. AGzanprl 1 - 2 yrpatunu cuity ¢ 13 uronsa 2018 r. - [locranosnenue [IpaBurenscrBa Poccun
ot 31 mas 2018 r. N 633

Wndopmarust 06 H3MEHEHHSX:

Cm. npeovloywyro peoakyuio.
XpaHeHHE PErucTPAllMOHHOTO JI0ChEe OCYIIECTBIISIETCS PETUCTPUPYIOIMIMM OPraHOM B IOpSIIKE,
YCTaHOBJICHHOM 3aKOHO1aTeIhcTBOM Poccuiickoit deaeparuu 00 apXUBHOM Jelie.
56. B peructpaliioHHOM YOCTOBEPEHUHU YKA3bIBAIOTCS CIIEAYIONINE CBEACHHUS:
a) HAaMMEHOBaHNE MEIUIMHCKOTO H3/enus (C yKa3aHHeM NPUHAAJIC)KHOCTEH, HeOOXOIUMBIX s
MPUMEHEHHUS MEIUIIUHCKOTO U3/IEJIHS M0 Ha3HAYCHHUIO);
0) naTta rocyapcTBEHHOW PErucTpaluy MEAUIIMHCKOTO U3JIETUS U €0 PETUCTPALlMOHHBIA HOMED;

Wndopmariust 06 M3MEHEHUAX:

Iloonynkm "8" uzmenen c¢ 13 urona 2018 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 31 mas
2018 2. N 633

Hsmenenus ne npumeHsa0mMcs K NPA80OMHOULEHUSM, C8A3AHHBIM C OCYWeCcmaleHueM 20CY0apCmeeHHOU
pecucmpayu MeOUYUHCKUX uzoeautl, 6o3Hukwum 0o 13 uons 2018 e.

CMm. npedvloyuyro pedaKyuio
B) B OTHOIIICHUH JIUIIA, HA UMsI KOTOPOTO BBIIAHO PETHUCTPAIMOHHOE YIOCTOBEPECHHE, - TIOJIHOC | (B
cllydae, €CIM HMMEETCs) COKpalleHHOE HaMMEHOBAaHWE, B TOM 4YHCle (UPMEHHOEC HAMMEHOBAaHME,
OpTraHU3aIMOHHO-TIPaBOBas (hopMa FOPUIUIECCKOTO JUIA M aIpeC MECTa €ro HaXOXKISHUS Win (pamuius,
uMs W (B clOy4yae, €CJIM HMEETCs) OTYECTBO, aapec MecTa IKUTEIbCTBA HHIMBHIYaIbHOTO
peITPHHUMATEIIS;

Wuopmarust 06 H3MEHEHHSIX:

"nyn

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

H3zmenenus ne npumensomcs K npadoOMHOUWEHUSM, CEA3AHHBIM C OCYUWeCmEIeHUueM 20Cy0apCmeeHHOl
pecucmpayuy MeOUYUHCKUX uzoeautl, 6o3Huxkuum 0o 13 uons 2018 a.

Cm. npeodvloywyro peoakyuio

T) B OTHOIICHUU TPOM3BOAMUTENS (M3TOTOBUTENS) - TONHOE M (B clydae, €ClIH HMEeTCs)
COKpAIllcHHOC HAaWMEHOBAHHWE, B TOM 4YHCJIe (UPMEHHOS HAMMEHOBAaHWE, OPTaHHU3AIMOHHO-TPABOBAs
dbopMa u aipec MecTa HaXOXKIeHUs WK (haMuiIusl, UMs U (B cIydae, €CJI HMEETCs1) OTYECTBO, a/IpeC MecTa
KUTEIIbCTBA UHAUBUIYATEHOTO TIPEIPHUHUMATES,

JI) MECTO TIPOU3BOJICTBA MEIUITUHCKOTO H3JICITHUS;

€) HOMEp PETUCTPALIMOHHOTO JIOCHE;

k) yrpatuia cuiy ¢ 13 utons 2018 r. - [locranosnenne IlpaBurenscrBa Poccun ot 31 mas 2018 r.
N 633

Wudopmanust 00 U3MEHEHUX:

CMm. npedvloyuyro pedaKyuio
3) KJJacC TMOTEHLMAJIbHOIO pHUCKA MPUMEHEHHMS] MEAMIIMHCKOTO W3JIENUs B COOTBETCTBHHM C
HOMEHKJIATYpHOU  Kiaccuukanueidl  MEIUIMHCKUX  M3J€IMH, yTBepkaaeMoil  MuHHCTEpCTBOM
3apaBooxpaneHus: Poccuiickoiit denepanuu;

Wndopmaryst 06 M3MEeHEHHSAX:

Ilocmanosnenuem Ipasumenscmea P® om 10 ¢espans 2017 2. N 160 noonynkm "u" usnodgrcen 6 Hogoll
peoakyuu

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu
1) kox O01epoccuiickoro Kiaccu(pukaropa NpoAyKIIHH MO BUIAM YKOHOMHUYECKOW AESITEITbHOCTH.
57. Peructpupyoomuii opraH MpPUHUMAET pelieHHe 00 OTMEHE TOCYIapCTBEHHOW PEeTHUCTpalud
MEIUITUTHCKOTO U3/IENTUS B CICTYIOIUX CITydasx:
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a) mojaya 3asBHUTENIEM 3asBICHUS 00 OTMEHE TOCYNapCTBEHHOW PETUCTPAllMd MEAHIIMHCKOTO
1763 (UNIEK

0) BEIHECEHHE CyIOM pCEUICHWS O HapylICHWH TMpaB MpaBooOIanaTeNis Ha pe3ylabTaThl
MHTEJJIEKTYaJIbHOM JIeATENbHOCTH U IPUPABHEHHbIE K HUM CPEACTBAa MHIWBUYaTU3alUU [IPU 0OpallieHUH
MEIUITMHCKNX WU3JICIINI;

B) IIpe/ICTaBJICHHE YIoJIHOMOYeHHBIM [IpaButenbctBoMm Poccuiickoit deneparnuu denepaibHbIM
OpraHOM UCIIOJIHUTEIIbHOM BJIACTHU IO PE3yJIbTaTaM OCYIIECTBIIEMOr0 UM TOCYIapCTBEHHOTO KOHTPOJIA 3a
oOpaiieHueM MEIUITMHCKUX U3JCNNUN, CBEICHUHN, TONTBEPXKIAIONMX (aKThl M OOCTOSTEIHCTBA,
CO3/AI0IIKE YIrpo3y >KU3HU U 3J0POBBIO TPaXIaH U MEAMIMHCKUX PAOOTHUKOB NpU MPUMEHEHHHU U
AKCIUTyaTallui MEAUIIMHCKUX U3JICTUN;

Wndopmarust 06 H3MEHEHHSX:

Ilynkm 57 oononnen noonynkmom "2" ¢ 13 urons 2018 . - I[locmanosnenue IIpasumenvcmea Poccuu
om 31 masn 2018 2. N 633
T') BBISIBJICHHUE PETUCTPUPYIOIIMM OpPraHoOM IO pe3yibTaTaM TOCYAapCTBEHHOTO KOHTPOJIS 3a
oOpallleHueM MEIULUHCKUX H3JeNUd HEJIOCTOBEPHOCTH CBEIACHHM B JOKYMEHTaX, COAEPXKALIUXCS B
PErUCTPAIMOHHOM JIOCh€, TPEJICTABICHHBIX 3asSBUTEJIEM M TMOBIHUSBIIMX Ha PE3YIbTaThl IKCIEPTU3BI
KayecTBa, 3 (HeKTUBHOCTU U 6€30MACHOCTH MEAUIIMHCKOTO U3/ICIIHS;

Undopmargist 06 n3MEHEHUAX:

Iloonynxm "0" uszmenen ¢ 5 dexabps 2020 e. - [locmanosnenue I[Ipasumenvcmea Poccuu om 24 nosops

2020 2. N 1906

H3zmenenus ne npumensomcs K npadooOmMHOUEHUSM, CEA3AHHbIM C OCYUWeCmEIeHUeM 20CYy0apCmeeHHOl
pecucmpayuy MeOUYUHCKUX Uz0eaull, 603HUKwUM 00 5 oexaops 2020 e.

CMm. npedvloywyro pedaKyuio

1) IOJIY9CHUE PETUCTPUPYIONUM OPTaHOM 3aKITIOYCHHA SKCIIEPTHOTO YUYPEKACHHS O TOM, YTO
coJiepKalrecs B rOCyIapCTBEHHOM PeecTpe MHCTPYMEHT, arrapar, nmpuoop, o00pyaoBaHie, MaTepuail u
npoYre U3JeNus Mo cBoeMYy (YHKIIMOHATFHOMY Ha3HAYEHUIO W (MJIU) MPUHLUIY ACUCTBUS HE MOTYT
NPUMCHSTBCS B MEIUIIMHCKUX TENIX W (WIM) HE SBISIOTCS METUIUMHCKAMHU w3JenusMu. Takoe
3aKJTIOUYEHUE TIPEJCTaBisieTcs (HampaBiseTcs) SKCIEPTHBIM YUPEKICHHEM B PETHCTPHUPYIOMIMA OpraH B
tedeHne 10 pabouux THEH CO JTHS MOCTYIUICHHS B AKCIIEPTHOE YUPEKICHUE COOTBETCTBYIOIMIETO 33 aHHS
PETUCTPUPYIOIIETO OpraHa ¢ MPHJIOKEHUEM JOKYMEHTOB PErHCTPAIIMOHHOTO JTOCHE;

Wndhopmarrust 06 n3MEHEHUSX:

Ilynkm 57 oononnen noonynkmom "e" ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
€) Haluuue OCHOBAaHWM, YKa3aHHBIX B IyHKTEe 57 """ Hacrosmux [IpaBun (B OTHOIIEHUH
MEAMIMHCKOTO U3/1EJHsI, BKIIFOUEHHOTO B I1EPEUEHb);

Wndopmaryst 06 n3MEeHEHHSAX:

Ilynkm 57 oononnen noonynkmom "xnc" ¢ 19 mapma 2020 2. - [locmanosnenue [Ipasumenscmea Poccuu
om 18 mapma 2020 2. N 299
) HeNPEICTABIICHHE 3asBUTEIEM JOKYMEHTOB, YKa3aHHEIX B mynkTe 57 ' Hacrosmmx Ipasn (B
OTHOIIIEHUN METUIIMHCKOTO M3JIENHS, BKIFOUEHHOTO B ITEPEYCHB);

Wndopmaryst 06 n3MEeHEHHSAX:

Ilynkm 57 oononnen noonyukmom "3" ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu
om 18 mapma 2020 2. N 299
3) MNPUHATHE JBAXIbl PETUCTPUPYIOIIUM OPraHOM pELIEHUS O BO3BpaTe JOKYMEHTOB B
COOTBETCTBHH ¢ yHKTOM 57 ° HacTostux [IpaBu (B OTHOIIEHHH MEIHIIMHCKOTO H3/IC/THS, BKTIOYEHHOTO
B [IEPEYCHbD);

Wndopmaryst 06 M3MEeHEHHSAX:

Ilynkm 57 oononnen noonyukmom "u" ¢ 19 mapma 2020 2. - [locmanosnenue Ilpasumenscmea Poccuu
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om 18 mapma 2020 2. N 299
1) HENpEICTAaBICHHE 3asBUTEIEM JOKYMEHTOB, MPEIyCMOTPEHHBIX MyHKTOM 57 ' HACTOSIIMX
[IpaBun, B Teuenue 50 paboumx qHEW CO AHS MPUHITHS PETUCTPUPYIOIIUM OPTaHOM PELICHHUSI O BO3BpATe
JIOKYMEHTOB B COOTBETCTBHH C IyHKTOM 57 ' HacTostux [IpaBut (B OTHOMIEHUH MEIMIMHCKOTO H3/ENHIS,
BKJIFOUEHHOTO B [1€PEYUEHB);

Wndopmarust 06 H3MEHEHHSX:

Ilynkm 57 oononanen noonynkmom "k" ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
K) UCKITFOYCHHE METUIITHCKOTO M3CIHSI U3 [IEPEUHS.

Wndopmarust 06 H3MEHEHHSX:

Ipasuna donoanenwt nynkmom 57" ¢ 19 mapma 2020 2. - [locmanoenenue llpasumenvscmea Poccuu om
18 mapma 2020 2. N 299
57" l'ocynapcTBeHHass peructpauuss MEIMIUMHCKOTO W3JENNs, BKJIOYEHHOTO B IIEPEUYEHb,
OPOBOAMUTCA OJHOKPAaTHO B OTHOIIEHMHM OJHOTO HAMMEHOBAHUSA MEIUIIMHCKOTO W3JAETUs OJHOTO
MIPOU3BOIUTEINS (U3TOTOBUTEIS).

Wudopmarust 06 H3MEHEHHSX:

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

572, Jlnst rocyAapCTBEHHON PErdCTpaiiyi MEIHIMHCKOTO W3IENHS, BKIIOYCHHOTO B IIEPEUCHD,
3asIBUTEIIb MIPEICTABISAET MO0 HANIPABIISET B PETUCTPUPYIOLIUI OpTraH 3asBIICHIE O PETUCTPALIUH, a TAKKE
CIIEYIOIINE JOKYMEHTBI:

a) KOomus JOKYMEHTa, TOJTBEPKIAIONICTO TIOJHOMOYHS YIIOJHOMOYEHHOTO TIPEICTaBUTEIS
MPOU3BOIUTENS (M3TOTOBUTES);

0) TexHUYecKask JOKYMEHTALUs IPOU3BOAUTENS (U3TOTOBUTENS) HA MEAULIMHCKOE U3/IEIINE;

B) OKCIUTyaTallMOHHAS JOKYMEHTAIIHS MPOU3BOAUTENS (M3TOTOBUTENS) HA MEIUIIMHCKOE U3/IEIHE, B
TOM YHUCJIC HHCTPYKITUS IO MPUMEHEHHIO HITH PYKOBOJICTBO 10 KCIUTYaTAIIMH METUITTHCKOTO H3JICIHS;

r) ¢otorpadpuueckue wu3o00pakeHHUs OOIIET0 BHUAA MEIUIMHCKOTO W3JETHS BMECTe C
MPUHAICKHOCTSIMH, HEOOXOJWMBIMH 1T TPHUMEHCHUS MEIUIIUHCKOTO W3JCNUsS 110 Ha3HAYCHUIO
(pa3smepom He MeHee 18 Ha 24 caHTHMeETpa);

1) OIIUCh JIOKYMEHTOB.

Wndopmaryst 06 M3MEeHEHHSAX:

Ilpasuna dononnenvl nynkmom 57 e 19 mapma 2020 2. - [locmanoenenue llpasumenvscmea Poccuu om
18 mapma 2020 2. N 299
57°. B ClIy4ae €CiaM JOKYMEHTBI, yKa3aHHbIE B IIyHKTax 57 > u 57" macrosmmx [IpaBun,
COCTaBJICHbl Ha MHOCTPAHHOM $I3bIKE, OHM IPEACTaBISAIOTCA C 3aBEPEHHBIM B YCTAaHOBJIEHHOM IOpSIJIKE
NIEPEBOJIOM Ha PYCCKUH SI3BIK.

Wudopmanust 06 U3MEHEHHUAX:

Ipasuna donoanenvi nynkmom 57° ¢ 19 mapma 2020 2. - [locmanoenenue Ilpasumenvscmea Poccuu om
18 mapma 2020 2. N 299
57%. BasBrenne o perucrpauvi ¥ JOKYMEHTBI, HPELYCMOTPEHHBIE IIYHKTAMU 57 m 57"
HacToaumx [IpaBumi, mpeacTaBisioTCs 3asBUTENIEM B PErHMCTPUPYIOUIMI opraH Ha OyMa)XHOM HOCHTENe
HEINOCPEACTBEHHO MJIM HANPABISAIOTCA 3aKa3HBIM MOYTOBBIM OTIPABIEHUEM C YBEAOMIIEHHUEM O BPYUEHHUU
Y OIKCHIO BIIOKEHUS JTMO0 B 3JEKTPOHHOU (hopme, OIMUCAaHHBIE HJIEKTPOHHOMN MTO/IITUCHIO.
Peructpupyromuii opran NpUHMMAaeT 3asBJIEHUE O PETMCTPAllMU M YKa3aHHbBIE JIOKYMEHTHI I10
OMKCH, KOMHSI KOTOPOl ¢ OTMETKOM O Jare NpueMa 3THUX 3asiBJICHHS W JOKYMEHTOB B JIEHb IpHeMa
BpyYaeTcs 3asiBUTENI0 WJIM HAIpPaBIIETCS €My 3aKa3HbIM IOYTOBBIM OTIIPABIEHHUEM C YBEJIOMIIEHHEM O
BPYYEHUU MO0 B 3JEKTPOHHOM (hopMe 10 TeTeKOMMYHUKALMOHHBIM KaHaJIaM CBSI3H.

Wudopmanust 06 U3MEHEHHUSX:

10.01.2021 Cucrema 'APAHT 23/29


http://ivo.garant.ru/document/redirect/73767381/1009
http://ivo.garant.ru/document/redirect/73767381/1010
http://ivo.garant.ru/document/redirect/73767381/1010
http://ivo.garant.ru/document/redirect/73812492/0
http://ivo.garant.ru/document/redirect/73812492/1000
http://ivo.garant.ru/document/redirect/73812492/1200
http://ivo.garant.ru/document/redirect/73767381/1010
http://ivo.garant.ru/document/redirect/73767381/1010
http://ivo.garant.ru/document/redirect/12184522/21

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

pasuna donoanenvi nynkmom 57° ¢ 19 mapma 2020 2. - [locmanoenenue Ilpasumenvscmea Poccuu om
18 mapma 2020 2. N 299
57°. Peructpupytonuii opran He BhpaBe TpeOOBaTh OT 3asBHUTENS YKa3bIBaTh B 3asBICHUU O
pEerucTpallui CBEIECHUS, HE MPEIyCMOTpPEHHble IyHKTOM 9 Hactosamux [IpaBun, u mnpeacraBisTh
JIOKYMEHTBI, HE IPEAYCMOTPEHHBIE ITyHKTamMu 57 > 1 57 " macrosmux IIpaBui.

Wndopmarust 06 H3MEHEHHSX:

Ipasuna donoanenwt nynkmom 57° ¢ 19 mapma 2020 2. - [Hocmanosnenue Ipasumenscmea Poccuu om
18 mapma 2020 2. N 299
57°. B OTHOIICHHH MEIMIIMHCKOTO H3E/Hs, BKIIOYEHHOrO B IEPeYeHb, B TEYCHHE 3 pabodmx
IHE CO IHS IOCTYIUICHHS 3asBICHHS O PETHCTPALMU H JOKYMEHTOB, IPEIyCMOTPEHHBIX TYHKTOM 57
Hactoaumx IlpaBun, perucTpupyromuii opraH MHOPOBOAUT MPOBEPKY TMOJHOTHI U JOCTOBEPHOCTH
COJIEpKalINXCSd B HUX CBEICHHWI, B TOM YHCJIEC ITyTEM CpPaBHCHHS TAaKHX CBEJCHUN CO CBEICHUSIMHU,
MPEJICTABICHHBIMU B MOPSIKE MEKBEJOMCTBEHHOTO MH(GOPMAITMOHHOTO B3aUMO/ICHCTBUA.

Undopmargist 06 n3MEHEHUSX:

Ipasuna donoanenvt nynkmom 57 ¢ 19 mapma 2020 2. - [ocmanosnenue Ipasumenscmea Poccuu om
18 mapma 2020 2. N 299
577.B CJIy4yae €ciii B OTHOIICHUH MEIULIMHCKOTO M3/IENus, BKIIFOUEHHOIO B IIE€PEUYEHb, 3asIBJICHUE
0 peructpanuu oQOopMIECHO C HApPYIICHHEM TMOJOXKEeHMM nyHkta 9 Hacrosmux I[lpaBun u (umu) B
3asBJICHUM YKa3aHbl HEIOCTOBEpPHBbIC CBENEHUS JHOO JOKYMEHTBHI, MPEIyCMOTPEHHBIE MTYHKTOM 57 ?
HacTtosaumx [IpaBui, mpencraBieHbl HE B MOJHOM 00BbEME, pErMCTPUPYIOLINI OpraH Bpy4aeT 3asiBUTEIIIO
YBEJAOMJIEHHE O HEOOXOAMMOCTH YCTPAHEHUS BbISBICHHBIX HapYyLIEHUH B CpPOK, HE INpPEBBIMLIAIOUINN 5
pabounx paHeW, MO0 HamNpaBlIsSeT TaKOe YBEIOMIIEHHWE 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C
YBEAOMJIEHUEM O BPYYEHMM WM B (OpME DIIEKTPOHHOI'O JOKYMEHTA, IMOAMMCAHHOIO 3JIEKTPOHHON
MIO/IMMCKI0, THOO B 3JIEKTPOHHOU (hopMe M0 TeTIEKOMMYHUKAIIMOHHBIM KaHAaJIaM CBSI3U.

Undopmariust 06 n3MEHEHUX:

Ipasuna donoanenwt nynkmom 57°% ¢ 19 mapma 2020 2. - [locmanoenenue Ilpasumenvscmea Poccuu om
18 mapma 2020 2. N 299

57%. B OTHOUIGHHH MEIMIIMHCKOrO W3EIHs, BKIIOUCHHOTO B I[EPEdeHb, B CPOK, He
npeBblIIalOIMi 5 pabouux JHEM co JHS NpelICTaBICHUs HaJUIeKaluM o00pa3oM OQOPMIIEHHOTO
3aSBNCHAS O PETMCTPALMH M JOKYMEHTOB, NPETyCMOTPEHHBIX MyHKTOM 57 HacTosmux IlpaBmm, B
MOJIHOM 00beMe, a TaKKe B CIy4yae YCTPaHEHMsI B CpPOK, YCTAHOBIJIEHHBIM ITYHKTOM 57" mactosmux
[IpaBu, BBISIBIEHHBIX HAPYLICHUH U (MJIM) IPEJCTABICHUS HEJOCTAIOUINX JOKYMEHTOB PETUCTPUPYIOIINN
OpraH OCYHIECTBIIAET CJIEIYIOIINE MEPOIIPUATHSL:

a) NPHUHATHE PELIEHUS O TOCYJapCTBEHHOW PpErucTpaluyd MEIUIMHCKOTO HU3JEeNHs, KOTOpoe
oopmIsieTcs NPUKa30M PEeruCTPUPYIOIIETO OpraHa;

0) odopmileHHE U BbIIaua (HAMpaBJICHUE 3aKa3HBIM MMOYTOBBIM OTIIPABICHUEM C YBEJIOMJICHUEM O
BPYYEHUU HWJIM B (OpPME 3IEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOIO 3JIEKTPOHHON IOJIUCHI0, JHOO
nepegaya B JJIGKTPOHHOM ¢opMe MO TEeNeKOMMYHUKAIIMOHHBIM KaHajaM CBSI3U) 3asBUTEIIO
PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

Wudopmanust 06 U3MEHEHUIX:

Ipasuna donoanenvi nynkmom 57° ¢ 19 mapma 2020 2. - [locmanoenenue Ilpasumenvscmea Poccuu om
18 mapma 2020 2. N 299
57°. B Cy4yae €clidi B OTHOLIEHWU MEIUIMHCKOIO W3J/eNus, BKIIOUEHHOIO B IE€pEyYeHb, B CPOK,
YCTaHOBJICHHBIH TYHKTOM 57 ' HAacTOSIUX [IpaBWiI, He YCTpaHEHb! BBISBICHHBIC HAPYIICHMS U (WIN) HE
MPEICTABICHBl HEOOXOJAMMBIC JOKYMEHTBI, PETUCTPUPYIOMIUNA OpraH NMPHUHUMAET pEelIeHHe O BO3BpaTe
3asBJIEHUSI O PETUCTpPAllMM M JOKYMEHTOB, MPEIYCMOTPEHHBIX ITYHKTOM 57 ? HacToSsIIUX [IpaBun, c
MOTHBHUPOBAHHBIM 00OCHOBAaHUEM IIPUYHUH BO3BpATa.
B cniydae oTcyTCcTBHS MEIUIIMHCKOTO U3/IEHS B MepeUHe U (WUJIM) HAPYIICHUS MMOJOKESHHUHA TyHKTa
57" Hacrosmmx [IpaBun peructpupyromuii OpraH NPUHUMAET pPENIEHWE O BO3BpATE 3asABJICHUA O
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2
PErucTpanyy U J0KYMEHTOB, IIPEAYCMOTPEHHBIX ITYHKTOM 57 © HacToAmwux IIpaBui, ¢ MOTUBMPOBAaHHBIM
000CHOBaHHMEM NPUYHH BO3BpATa.

Wndopmariust 06 H3MEHEHUSX:

Ipasuna donoanenvt nynkmom 57" ¢ 19 mapma 2020 2. - Iocmanosnenue Ipasumenscmea Poccuu
om 18 mapma 2020 2. N 299
57" B CpPOK, He mpeBbimaronuii 150 pabounx AHEH cO JHS TOCYJApCTBEHHON pErHCTpariuu
MEIUIIUHCKOTO M3/EJHsI, BKIIOUEHHOTO B TIepeyucHb, 3aBUTENb 005S3aH MPEICTABUTh B PETUCTPUPYIOIIUI
OpraH cjeayroIie JOKYMEHTHI:
a) KOmMs JOKYMEHTa, IOJTBEP)KIAIOUIEr0 MOJHOMOYHMS YIIOJIHOMOUYEHHOTO MpPEeICTaBUTEINS
MPOU3BOAUTENS (M3TOTOBUTES);
0) cBeZieHUs] O HOPMATUBHOM TOKYMEHTAIIUU Ha MEUIIMHCKOE U3/IETIHE;
B) IOKYMEHTBI, yKa3aHHbIe B oanyskrax "6", "8" u "r'" mynkra 57 ° Hactosumux ITpasun (B ciyuae
BHECEHHUS! B HUX MU3MEHEHUS IO pe3y/bTaTaM IMPOBEICHHBIX UCIBITAHUN (UCCIIEOBAHUI) MEIUIIMHCKOTO

U3JIeNus);
') JOKYMEHTBI, IOATBEPKAAIOIINE PE3yIbTaThl TEXHUYECKUX UCIBITAHUN METUIIUMHCKOTO W3JIEIHs,
BBIJJaHHBIE  (hefepalibHBIM  TOCYIAapCTBEHHBIM  OIO/DKETHBIM  yupekaeHueM  "Bcepoccuiickuit

HAY4YHO-UCCIIEJOBATEIbCKUN U UCTIBITATEbHBIM HHCTUTYT MEAULUMHCKON TeXHUKN" DenepaabHON CITyKOb
10 Ha/30py B cdepe 3apaBooxXpaHeHus (Haiee - yUpeKIeHue);

1) TOKYMEHTBI, IOATBEPKAAIOIINE PE3YIbTAThl TOKCUKOJIOIMUECKUX HCCIET0BaHUN MEAUIIMHCKOIO
W3JIENHSL, UCIIO0JIB30BAaHNE KOTOPOTO MPEATIONAracT HAIMYME KOHTAKTa C OPraHU3MOM YEJIOBEKA, BbIJTAHHBIE
YUPEXKIECHUEM;

€) JOKYMEHTHI, MOATBEP)KIAIOIIME pe3yJabTaTbl WCHBITAHWA MEIUMIMHCKOIO M3JeNHs B LEJIX
YTBEPKACHUSI THUIA CPEACTB M3MEPEHHUH (B OTHOLUIEHUMM MEAMLMHCKUX W3JEIUM, OTHOCALMXCA K
CpeACTBaM M3MEpEHUH, B cepe rocyAapCTBEHHOr0 peryJupoBaHMs 00eCleueHUs] eIMHCTBA U3MEPEHUH,
nepeyeHb KOTOPBIX YTBepkaaercss MuHucrepcTBoM 3apaBooxpaHeHust Poccuiickoit  ®denepanun),
BBI/IaHHBIE YUPEKIECHUEM;

) JIOKYMEHTBI, MOATBEPKAAIOIINE PE3yJbTaThl KIMHUYECKUX HCIBITAHUA MEIUIIMHCKOTO
U3JIENNs], MTPOBEIEHHBIX B MEAMIMHCKOM OpraHM3alud TIOCYJapCTBEHHOM CUCTEMBI 3JIpaBOOXpPAHEHUS,
oTBeyamolleil  TpeOoBaHUAM, YTBEp)KIECHHBIM MMHHUCTEPCTBOM  3]paBooxpaHeHHst  Poccuiickoit
denepannu;

3) KONMM  JIOKyMEHTOB, TMOJTBEPXKJIAIOMIMX  KAauyecTBO  JICKApCTBEHHOrO  Mpernapara,
¢dapmarieBTHUYECKOM cyOcTaHIIMM, OMOJIOTMYECKOro MaTepuaja U MHOTO BELIECTBa, C HCIIOJIb30BAaHHEM
KOTOPBIX MPOM3BEAEHO MEIULIIMHCKOE U3EIINE WIN KOTOPBIE BXOAAT B €r0 COCTaB M NPEAHA3HAYEHBI IS
INPUMEHEHHUS TOJBKO C YYETOM Ha3HAu€HUs MEIULMHCKOIO U3ENusl, ONPEIEICHHOTO IPOU3BOIUTENEM, U
BBIIaHHBIX B COOTBETCTBHM C 3aKOHOJATEJIBCTBOM CTPaHbI MPOUCXOXKIECHUS JIEKAPCTBEHHOIO Ipenapara,
(dapmalieBTHUYECKOM cyOCcTaHIIMU, OMOJIOTMYECKOT0 MaTeprala U HHOTO BEILIECTBa;

1) OPUTHHAJ PETUCTPALIMOHHOTO Y10CTOBEPEHUS;

K) ONHCH JOKYMEHTOB.

Wudopmanust 00 U3MEHEHUX:

Ipasuna donoanenv nynkmom 57" ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
57", B teuenne 5 pabouyux JHEH co IHA MOCTYIJICHUS JOKYMEHTOB, MPEyCMOTPEHHBIX TYHKTOM
57" macrosmmx [IpaBun, perucTpupyrolnid OpraH MPOBOIAUT IPOBEPKY IOIHOTHI U JTOCTOBEPHOCTH
coJiepKalluXxcsd B HUX CBEIECHHWI, B TOM YHUCJIE IYTEM CPAaBHEHMsI TAKMX CBEJIEHUN CO CBEICHUSIMH,
COJIEpKalllUMKCST B BBIJAHHOM B COOTBETCTBUM ¢ HacTtosummu [lpaBunamu peructpanioHHOM
YIOCTOBEPEHUU HA MEIMIIMHCKOE M3JEIUE, BKIIOYEHHOE B IIEPEUEHb, a TAKXKE IPEICTaBICHHBIMH B
MOPSAIKE MEXBETIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.
B ciyuae eciu ykazaHHbIE TOKYMEHTHI MPEJICTABICHBI HE B MOJHOM OOBEME, PErUCTPUPYIOIINNA
OpraH BpyYaeT 3asBUTENIO YBEIOMJIEHUE O He0OX0AMMOCTH B 30-THEBHBIM CPOK yCTPAHUTH BBHISBIICHHBIE
HapylmeHus M (WIM) OpPeACTaBUTh HENOCTAIoUIMe JOKYMEHTHI JMOO HAaIpaBisieT TaKoe YBEIOMIICHHE
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3aKa3HBIM IIOYTOBBIM OTIPABICHUEM C YBEIOMJICHHEM O BpYYEHHH WJIH B (QOpMe HIEKTPOHHOTO
JOKYMEHTa, IOJAMUCAHHOIO  JIEKTPOHHOW  IMOANUCBLIO, JUOO B 3JIEKTPOHHOH  ¢dopme 10
TEJIEKOMMYHUKALlMOHHBIM KaHajlaM CBSI3H.

VBenomiieHHE B Cilydae €ro HalpaBlIeHMs 3aKa3HbIM IIOYTOBBIM OTIIPABICHUEM CUUTAETCS
NOJIy4YEHHBIM 110 ucTedeHuH 10 pabouux aHE co JHS HalpaBICHUS YBEAOMIICHUS.

Wndopmarust 06 H3MEHEHHSX:

Ipasuna donoanenvt nynkmom 572 ¢ 19 mapma 2020 2. - IHocmanosnenue Ipasumenscmea Poccuu
om 18 mapma 2020 2. N 299
572, B Teucnue 3 pabouux JHEW cO JOHs TMPEJCTaBICHUS B TOJHOM OOBEME JOKYMEHTOB,
IIPEAYCMOTPEHHBIX [TYHKTOM 57 " macrosmux IIpaBui, a Takxke B ciiydae ycrpaHeHus B 30-qHEBHBIN CPOK
BBISIBJICHHBIX HapylleHu# W (win) npeacraBieHus: B 30-IHEBHBIN CPOK JOKYMEHTOB, NMPEAYCMOTPEHHBIX
IIyHKTOM 57 1 pacrosmmx [IpaBui, perucTpupyroIUMi Oprad IPUHUMAET PELICHUE O HAadaje NPOBEACHUS
9KCIEePTU3bl KauecTBa, 3((EKTUBHOCTH M OE30MACHOCTH METUIIMHCKOTO W3JEHs, BKIIOUYEHHOTO B
[epEYCHb.

Wuopmarus 06 H3MEHEHHSIX:

Ipasuna donoanenwr nynkmom 57 ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
57". B cnyuae ecnn B 30-ZHEBHBIH CPOK HE YCTPAHCHBI BBISBICHHBIC HAPYIICHWS U (HIH) HE
MPEJICTABICHbl HEIOCTAIONINE JTOKYMEHTBI, PETUCTPUPYIOMIUNA OpraH NPUHHUMAET pElIeHHe O BO3BpaTe
JIOKYMEHTOB, MPEAYCMOTPeHHBIX myHkToM 57 ' HacTosmux IIpaBui, ¢ MOTHBHPOBAHHEIM 0GOCHOBAHHEM
IIPUYUH BO3Bpara.

Wuopmarus 06 H3MEHEHHSX:

Ipasuna donoanenwr nynkmom 57 % ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299
57'*. B Teuenne 3 paboumx AHEH CO HS NPHHSTHS PEIICHHS O HAYANE IPOBEACHHS SKCIICPTH3BI
KayecTBa, H(PQPEKTUBHOCTHM M O€30MaCHOCTH MEIUIMHCKUX M3AEIHH, BKIIOYEHHBIX B IE€PEUCHb,
perucTpupyromuii opran oQoOpMISeT U BBbIJAET 3aJaHHE Ha IMPOBEJIEHUE DSKCIEPTU3bl KauecTBa,
3¢ (EeKTUBHOCTH U 6€30MaCHOCTH MEIUIIMHCKOTO U3/EHs SKCIIEPTHOMY YUPEXKICHHIO.

Wndhopmarrust 06 n3MEHEHUSX:

Ipasuna donoanenwr nynkmom 577 ¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvscmea Poccuu
om 18 mapma 2020 2. N 299
57°. Okcneptu3za KadecTBa, dS(Q(PEKTUBHOCTH H OE30MACHOCTH MEIUIMHCKOTO H3JeTHs,
BKJIFOYEHHOTO B TI€pPEueHb, MPOBOJUTCA B COOTBETCTBUU C MOANYHKTOM "O'" myHKTa 21 HaACTOSIIUX
IIpaBuir.

Wndopmaryst 06 M3MEeHEHHSAX:

Ilpasuna oononmenvl nyHKmom 5 715¢ 19 mapma 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299

57'°. B CPOK, He TpeBbimarommii 10 pabouux AHEH Co JHs TMOJYUYCHHS 3aKITI0YCHUS, YKa3aHHOTO B
nyukTe 33 Hacrosumx [IpaBui, perucTpupyromuii Oprad OCyIecTBIISET CAEAYIONINEe MEPOIPUSATHUS:

a) OLIEHKA 3aKJIIOYEHHS IKCIEPTHOTO YUPEKICHUS Ui ONpENeJIeHUs] €ro COOTBETCTBUS 3a/1aHUI0
Ha TIPOBEACHHE OKCIEPTU3bl KadecTBa, I(PPEKTUBHOCTH M O€30MaCHOCTH MEAMIIMHCKOTO W3JeTHs,
BKJIIFOYCHHOTO B TiepeueHb. B cioydae yCTaHOBIEHHS HECOOTBETCTBHS 3aKIIOUEHUS OSKCIEPTHOTO
YUpPEXKICHUST YKa3aHHOMY 3a/IaHMIO0 TAaKO€ 3aKJIOUEHHE BO3BpAIAECTCs B JKCIEPTHOE YUPEXKICHHE Ha
JIOpabOTKy, CPOK KOTOPOM COCTaBISIET He Oojee 2 pabouumx JHEH CO AHS TOTYyYEHHUS HKCIEPTHBIM
YUpEKICHUEM BO3BPAILLEHHOTO 3aKIIOUEHUS;

0) MpUHATHE PEIICHUS O MOATBEPKIACHUH TOCYIapPCTBEHHON PETHCTPAIUA METUIIMHCKOTO U3/IEIHS,
BKJIFOYCHHOTO B TIepeueHb, a Takke O(GOpMIICHHWE YBEIOMJICHHS O MPHUHSATOM pEIICHHWH U BbIava
(HampaBJieHHE 3aKa3HBIM TOYTOBBIM OTIIPABICHHEM C YBEJOMIEHHEM O BpydYeHUU Wid B (opme
JEKTPOHHOTO JOKYMEHTA, IMOANUCAHHOTO 3JIEKTPOHHOW IOJIKCHI0, JUOO Mepenada B AIIEKTPOHHON
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dopme 1o TeTeKOMMYHUKAITMOHHBIM KaHaJIaM CBSI3M) €r0 3asSBUTEIIO C MPHIIOKEHUEM MepeoPOpPMIICHHOTO
PErMCTPALIMOHHOIO YIOCTOBEPEHUS;

B) IPHUHATHE peuleHHsT 00 OTMEHE TOCYJapCTBEHHOM pPETUCTPALlMM MEIULMHCKOIO W3JEius,
BKJIIOYEHHOI0 B IlepeueHb, KOTOpoe O0(OpMIIAETCS MPHUKA30M PErMCTPUPYIOLIET0 OpraHa, ¢ HU3bSITHEM
paHee BBIAAHHOI'O PErUCTPALIMOHHOIO YAOCTOBEPEHUS U YBEAOMIICHUEM 3asBUTEIIS O IPUHATOM PELICHUU.

Wndopmarust 06 H3MEHEHHSX:

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

57", OcHOBaHMSMM ISl TPHHATHS PETHCTPUPYIOIIMM OPraHOM PEIICHHS 00 OTMEHe
rOCy/IapCTBEHHOW PETUCTPALINY MEAUIIMHCKOTO U3JIENHsI, BKIIFOUEHHOTO B TIEPEUCHb, SIBISFOTCS:

a) 3aKJII0YEHHE SKCIIEPTHOTO YUPEKACHUS 110 Pe3ybTaTaM dKCIEpPTU3bl KauecTBa, 3PPEKTUBHOCTH
u 0e30MacHOCTH MEIUIIMHCKOTO W3JCTHs, CBHUJCTEIbCTBYIONIEE O TOM, 4YTO Ka4yecTBO, W (WJIN)
¢ dexTuBHOCTh, W (WIM) 0E30MaCHOCTH MEIUIIMHCKOTO H3JENUS HE MOATBEPKIACHBI IOJYYEHHBIMU
JTAHHBIMU, U (HJIM) O TOM, YTO PUCK MPUIMHCHHS BPEla 30POBBIO TPAKIAaH U MEIUIIMHCKUX PaOOTHUKOB
BCJIE/ICTBHE MPUMEHEHUSI MEIMIIMHCKOTO U3eNus MpeBbImaeT 3pPeKTUBHOCTD €ro MpuMeHeHus, U (1)
0 TOM, YTO MEIUIIMHCKOE W3JCIIMe HE COOTBETCTBYET TPEOOBAHUSIM HOPMATHBHOW JOKYMEHTAIWH,
TEXHUUYECKOH U (MJIK) SKCIUTYaTaIllHOHHOM JOKYMEHTAI[UU TPOU3BOAUTENS (M3rOTOBUTENA), U (M) O TOM,
YTO JI0KA3aTeNbCTBA 0€30MMaCHOCTH MEUIIMHCKOTO U3/IeNHS OTCYTCTBYIOT;

0) BBISBICHHC PETHCTPUPYIONIMM OPraHoOM IO pe3yJbTaTaM TOCYAapCTBEHHOTO KOHTPOJS 3a
oOpailleHueM MEIULUHCKUX H3JeIUA HECOOTBETCTBUS JAaHHBIX 00 3(h(EeKTUBHOCTH M O0€30MacHOCTH
MEIMIIMHCKOTO U3JISNIUS JAHHBIM O MEIUIIUHCKOM W3JICIHH, COJCPKAIIMMCS B 3asBICHUU O PETHCTPAINH
U JOKYMEHTaX, PEAYCMOTPEHHBIX ITYHKTAMU 57 1 57 ' Hacrosmmx IIpaBu.

Undopmargist 06 n3MEHEHUAX:

Ipasuna donoanenvt nynkmom 57'% ¢ 19 mapma 2020 2. - ITocmanosienue Ipasumenscmea Poccuu
om 18 mapma 2020 2. N 299
57'". BHeceHHe W3MEHEHMII B JOKYMEHTEHI, CONCPIKAIIMECS B PETHCTPAIlMOHHOM IOCHE
MEJMIIMHCKOTO W3/, BKIIOYCHHOTO B II€pPEYCHb, OCYIICCTBIISICTCS IOCIE TPHHSTHS PEIICHUS O
MOJTBEPKJICHUU TOCYIapCTBEHHON PETUCTPAIlMK METUIIMHCKOTO U3/IeHs B COOTBETCTBUU C TTyHKTaMu 37
497 51 u 55" HacTosmEX [TpaBun.

Wndopmaryst 06 n3MEeHEHHSAX:

Ilpasuna oononnenvr nynkmom 5 7 ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvscmea Poccuu
om 18 mapma 2020 2. N 299
57". Beizaua nyOnuKaTa PEruCTPAlMOHHOTO yIOCTOBEPEHHsS] MEAUIMHCKOTO  W3JIeNHs,
BKJIFOYEHHOTO B TI€PEUEHb, TOCYIaPCTBEHHAS] PETUCTPAIlUS KOTOPOTO MOATBEP)K/ICHA, OCYIIECTBIISIETCS B
NOpsIIKE, MPETyCMOTPEHHOM ITyHKTamu 52 U 53 Hactosmux [Ipasui.

Wndhopmarust 06 n3MEHEHUSX:

Ipasuna donoanenwt nynkmom 5720 ¢ 19 mapma 2020 e. - [locmanosnenue Ilpasumenvscmea Poccuu
om 18 mapma 2020 2. N 299

57%. Perucrpupyronmii opran ¢GopMHpyeT pPEerucTpallMOHHOE J0Che METUIIMHCKOTO H3Ieus,
BKJIFOUEHHOTO B I1€PEUEHb, U3 CIEIYIOIINUX JOKYMEHTOB:

a) 3asdBJICHUE O PETUCTPALMM U JOKYMEHTBI, IPEAYCMOTPEHHBIE ITyHKTaMU 57 21 57" Hacrosmmx
[IpaBui, 3ampocsl M JTOKYMEHTBI, MPEAYCMOTPEHHbIE IMYHKTOM 2| ' Hacrosmmx [IpaBun, 3asBiIEHHE O
BHECEHUM W3MEHEHUN M JIOKYMEHTHI, IPEIyCMOTPEHHbIE INyHKTOM 38 Hactoammx llpaBun, a Takxke
3asiBJIICHUE O MPEIOCTaBICHNUN AyOJINKaTa;

0) Komus 3aJaHMsl PErHCTPUPYIOLIET0 OpraHa Ha TMPOBENEHHE SKCIEePTH3bl KadyecTBa,
3¢ (GeKTUBHOCTH U 6€30MaCHOCTH MEIUIIUHCKOTO U3/IEeIHS;

B) 3aKJIOYeHUs, O(OPMIIEHHBIE HKCIEPTHHIM YUYPEKACHHEM IIPH MPOBEACHUU SKCIEPTU3BI
Ka4yecTBa, 3 (HEeKTUBHOCTU U O€30MaCHOCTH MEUIIMHCKOTO U3JIENHUS;

I') KOIIMU IPUKa30B, 0()OPMIIEHHBIX PETHCTPUPYIOIIMM OPTraHOM;
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)  KOMHMS  PETHCTPAllMOHHOTO  YIOCTOBEpEHHs  WIM  yBEJAOMJICHHH,  O(OPMIICHHBIX
PETUCTPUPYIOILUM OPraHOM;

€) Komus IyOiMKara perucTpalMoOHHOTO YIOCTOBEPEHHS, O(POPMIECHHOTO PEruCTPUPYIOIINM
OpraHoM.

Wndopmariust 06 H3MEHEHUSX:

Ilynkm 58 uzmenen c 13 urwonsa 2018 2. - [locmanosnenue I[Ipasumenvcmea Poccuu om 31 mas 2018 e. N

633

Cm. npeovloywyro peoakyuio
58. Peructpupyromuii  opran pa3Meniaer HMHGOpPMAIUIO, CBS3aHHYIO C OCYLIECTBIIEHUEM
rOCYJapCTBEHHOM PpPErucTpalud MEIUIUHCKOrO0 W3JeIusi, BHECEHHEM W3MEHEHHM B JIOKYMEHTHI,
coJiepXallrecs: B perucTpallMOHHOM JIOChE, M BblIauel 1yOuKaTa perucTpalliOHHOTO YJIOCTOBEPEHHUs, Ha
cBOeM O(HUIIHATLHOM caiiTe B MH()OPMAIMOHHO-TEJICKOMMYHUKAIIMOHHOU ceTu "MHTepHeT".

Wndopmariust 06 H3MEHEHUSX:

Ilocmanoenenuem Ilpasumenvcmea P® om 10 ¢espans 2017 2. N 160 Ilpasuna oononnensvt nyHKmom
58.1
58.1. DkcnepTHOE  YUYpEXKICHHE OCYIIECTBISET KOHCYJIBTHUPOBAHHE IO BOIPOCAM MPOLEAYD,
CBSI3aHHBIX C TOCYJAPCTBEHHOW pErHCTpaIel MEIUIIUHCKUX W3ACIUN, B IOPSJIKe, YCTAHOBJICHHOM
PETUCTPUPYIOIIUM OPTaHOM.

Undopmarust 06 n3MEHEHUAX:

Ilynkm 59 usmenen c 13 uronsa 2018 . - [locmanosnenue Ilpasumenvcmea Poccuu om 31 mas 2018 e. N
633

Cm. npeovloywyro peoakyuio
59. Pemienust u neiictBusi (Oe37eiicTBUE) PETHUCTPUPYIOMIETO OpraHa, MOBIEKIIHE 3a COOO0H
HapyIICHUE TPaB IOPHIAYCCKOrO JIMIA, WHIWBUIYaTHHOTO MPEINPHHUMATENS, a TaKXKE 3aKITFOYCHUS
9KCIIEPTHOTO YUPEXKJICHHUS MO pe3yabTaTaM MPOBEJICHHBIX UM B COOTBETCTBUHU ¢ HacTosmuMHu [IpaBunamu
IKCIIEPTH3 MOTYT OBITH OOXAJIOBaHBI 3asBHUTEIEM B TOPSAKE, YCTAHOBICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.

Wndhopmarrust 06 n3MEHEHUSX:

IIpasuna oononnenvrt npunoxcenuem ¢ 19 mapma 2020 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu
om 18 mapma 2020 2. N 299

MHNPUJIIOKEHHUE

K [IpaBunam rocypapcrBeHHo

perucTpanuy MeIMUMHCKUAX U3/1eTuil

Ilepeyenn
MEIUIUHCKUX U3/eJMii ¢ HU3KOH CTelNeHbI0 NOTeHIHAJBHOI0 PUCKA HX IPUMEHEHHS, B OTHOLLICHUH
KOTOPBIX YCTAHOBJICHbI 0COOEHHOCTH IOCYIapCTBEHHOM PEerucTpauuu

TAPAHT:

CMm. Metonuueckre peKOMEHAAIMU IO PErUCTpallMi MEIUIUMHCKUX H3IENUM C HU3KOM CTENEHbIO
MOTEHIIMAJIBLHOIO PUCKA X MPUMEHEHMS, BKIIOUYCHHBIX B HacTosimi [lepeuenp

Bun ‘ Haunmenosanue
1. 104010 Koctrom nzonupyrommit
2 122540 [lepyaTku cMOTpOBBIE/TIPOLIEAYPHBIE U3 JIATEKCa T€BEH, HEOYIPEHHBIE,
HECTEpUJIbHBIE
3. 122560 [lepuaTku cMOTpOBBIE/TIPOLIETYPHBIE U3 JIaTEKCa I'eBEH, OIyIpEHHbIE
4. 129350 Xanar olnepalroOHHBIN OJJHOPA30BOI0 UCIIOJIb30BAHUS
5. 129380 XaJat onepanroHHbIIT MHOTOPa30BOT0 UCIOJIb30BAHUS
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6. 129870 Xanar N30JMpYyIOIIHUA MHOTOPa30BOIr0 UCIIOIb30BaHUS

7. 129880 XaJar u30IupyrIIUMi 0JHOPA30BOr0 UCIIOIb30BaHUS

8. 132380 Macka nuueBast JUisl 3alUThI IbIXaTEeNbHbBIX TYyTEH MHOTOPa30BOI0
WCIIOJIb30BAHUS

0. 139350 [TepuaTku CMOTPOBBIC/TIPOLIETYPHBIC U3 MOJUXJIOPOIIPEHA,
HEOMyApPEHHbIE

10. 139360 [TepyaTky CMOTpPOBBIE/TIPOIIEAYPHBIC U3 TIOJIUXJIOPONIPEHA, OMTYAPCHHBIC

11. 141650 baxuiibl TOKOHENIPOBOASAILNE, HECTEPUIIbHBIC

12. 157010 Xauar i1 naueHTa 0JHOPa30BOro UCIOIb30BaHUS

13. 157240 Xanar Jyid nalueHTa MHOIOpa3oBOro NCIOJIb30BaHUs

14. 164050 XaJart npoueaypHblii 0IHOPa30BOT0 UCTOJIb30BAHUS

15. 164070 XanaT npoueypHbI MHOTOPa30BOT0 UCIIOJIb30BaHUS

16. 180770 Pecrimparop o61iero npuMeHeHus

17. 181360 KoctioM xupypruueckuii H30a1pyrOIun

18. 181520 Macka xupyprudeckas MHOrOpa3oBOr0 UCIOIb30BAHUS

19. 181830 Pecrniuparop xupyprudeckuit

20. 182450 Macka xupyprudeckas 0JHOPa30BOr0 UCIIOIb30BAHMS

21. 185830 [lepuaTku cMOTPOBBIE/TIPOLIETYPHBIE HUTPUIIOBBIC, HEOMYIPEHHEIE,
HECTEpUJIbHbIE

22. 185850 [TepuaTku cMOTpOBBIE/TIPOLIEYPHBIE HUTPUIIOBBIE, Oy IPECHHBIE

23. 188380 KoctioM xupypruueckuii Ha MaHKeTax

24. 205280 [TepuaTku cMOTPOBBIE/TIPOLIETYPHBIE BUHUIIOBBIE, HEOMYIPCHHbBIE

25. 205290 [lepyaTku CMOTPOBBIE/TIPOLIEAYPHBIE BUHUIIOBBIC, ONYAPEHHBIC

26. 248320 KocTtiom xupypruyeckuii 0qHOpa30BOro UCHOJIb30BAHMS, HECTEPUIIbHBII

27. 269290 baxuibl BonoHenpoHUIIaeMble

28. 293810 baxuibl TOKONPOBOASIIIINE, HECTEPUIIBHbIC

29. 298450 IlepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 TBAIOJIOBOTO JIaTEKCA,
HEOMYApPEHHbIE

30. 311720 IlepuaTku cMOTpOBBIE/TIPOLIEAYPHBIE U3 ATUIICHBUHUIIALIETATA,
HEOIMYAPEHHbIE, HECTEPUIIbHBIE

31. 320790 [lepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE HUTPUIIOBBIE, HEOITYIPEHHBIE,
aHTHOaKTepuaIbHbIE

32. 321530 IlepyaTku cMOTPOBBIE/TIPOLIEAYPHBIE OTUU3ONPEHOBBIE, HEOITYIPEHHbIE

33. 332470 Ha6op oaex bl XupyprudecKkuit/cCMOTpOBO

34. 349230 IlepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE OTUU3ONPEHOBBIE, OMYAPEHHBIE

35. 351490 [lepuaTku cMOTpOBBIE/TIPOLIETYPHBIE U3 JIaTEKCa I'eBEU, HEOIyIPEHHBIE,
HecTepuJIbHbIE, aHTUOAKTEpHATIbHbIE

36. 367580 Macka naneBast 1Jis 3aIUTHI AbIXaTEIbHBIX IIYTEH 0JHOPA30BOr0
HCIIOJIb30BAHUS
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