NPABUTENLCTBO POCCUMCKOWN ®EAEPALIUA

NMOCTAHOBIJIEHUE
ot 27 pekabps 2012 r.N 1416

OB YTBEP>KAEHUU NPABUJI
rocYAAPCTBEHHOW PETUCTPALUMN MEANLUHCKUX U3AENUA

CNVCoK N3MeHSALWNX JOKYMEHTOB
(B pen. NocTtaHosneHnn Npasutensctea PO ot 17.10.2013 N 930,
oT 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633,
oT 18.03.2020 N 299)

B cooTBeTcTBUM co cTaTben 38 MepepanbHOro 3akoHa "0OB6 ocHoBax OxpaHbl 340p0OBbLA
rpaxxaaH B Poccunckon ®egepaynn” MNMpaentenscTBo Poccunickon ®egepaymm noCTaHOBASET:

1. YTBepanTb npunaraemsbie [lpaBuna rocygapCcTBEHHOW perncrpayun  megmnyuHcKmnx
n3genumn.

2. YCTAaHOBUTDb, UTO:

a) perncrtpaymnoHHble YyAOOCTOBEpPEHNA Ha wu3penna MeaunymnHCKOro Hda3HayeHusa wu
MeOANUWHCKYHD TEXHWUKY C YCTAHOBJIEHHbIM CPOKOM OEeNCcTBUY, BbldHHble 00 OHSA BCTYynneHnA B
cnny HacToqujero nocraHoBneHn4, HEVICTBYPOT 00 ncrteyeHnsA ykKasaHHOIro B HUX Cpoka OEencTBug;

B) perncTtpayvioHHble yAOCTOBEPEHUS Ha W3LenMs MeauyVHCKOro Ha3HauyeHns wu
MeaVLUVHCKYH) TexHuKy beccpouHOro pencTBus, BblAdHHblE OO0 [HA BCTYMAeHWs B Ccuny
HacTosdWero NOCTaHOBJIEHUS, OeVCTBUTEeSbHbI U nognexaTt 3ameHe Ao 1 aHeBapsa 2021 r. Ha
PerncTpauynoHHble yaocToBepeHna no dhopme, yTBepxkaaemon @DepepanbHon cnyxbon no
HaA30py B chepe 34paBOOXPAHEHWS.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.10.2013 N 930, o1 10.02.2017 N 160)

3amMeHa perncTpayunoHHOro yoOCTOBEpeHus ocywecTenseTca be3 npoxoxaeHws npoyeaypsbl
rocyAapCTBEHHOW  pPerucTpauymm MeauUyUHCKUX  W3AeNMA  Ha  OCHOBAHMW  3asBNEHUs,
npeacTaBneHHoro 3assutenemM B ®egepansHyto cny>kby no Hag3opy B cchepe 3apaBoO0OXPaHEHMS,
C YyKasaHuem CBefeHUN, NpPeaycMOTPeHHbIX [lpaBunamun, yTBEPXAEHHbIMU HACTOAWUM
NMOCTaHOBMIEHNEM.

3. TlocyoapcTBEHHAs perucTpauvus  MeauyuHCKUX  U3Aenuii, NpeacTaBfieHHbIX Ha
rocygapCTBEHHYH) perucTpayvio A0 OHA BCTYMJIEHUS B CUNY HACTOSALWEro noCTaHOBMEHWS,
OCyWecTBNAETCA Ha OCHOBAHMW [OKYMEHTOB, MPEACTABIEHHbIX [0 AHSA BCTYNMEHUS B CUNyY
HAacTOSAWEero NOCTAaHOBMEHUS, a TakXKe 3asBNeHuss 0 TrOCyAapCTBEHHOW perncrTpayuu
MEeOUUMHCKOro W3genusi, NpeacTaBfeHHOro 3asBuTeneM B COOTBeETCTBMM € [paBunamuy,
YTBEP>KAEHHbIMW HACcTOALWWUM NOCTAHOBNEHVEM, B ®DeaepanbHyo cnyxby no Hap3opy B cchepe
31 paBOOXpPaHEHNS.

4. Peanusayma NOSIHOMOYUIA, NPEayCMOTPEHHbIX  HACTOAWWM  MOCTAaHOBIEHUEM,
ocywecTengeTca B npegenax, ycTaHoBneHHbix [MpaButensctBomMm Poccurckon ®epepayun
npenenbHON 4YXCIIEHHOCTM paboTHMKOB yeHTpanbHOro annapata ®epepanbHon cnykbbl no
HaA30py B Ccdhepe 34paBOOXpPaHeHUs, a Takke BHOXXEeTHbIX aCCUTHOBAHWW, NPefyCMOTPEHHbIX
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Cnyxbe B dhepepansHoM BrogxeTe Ha PyKOBOACTBO M ynpaeneHue B cdepe yCTaHOBMAEHHbIX
chyHKYyMA.

5. HacToguwee nocTtaHoBneHve scTynaeT B cuny € 1 aHBapa 2013 r.
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lNpencepaTens lNpasBnTenbcTBa
Poccurickon ®epgepayun
OMUTPUN MEOBEEB

YTBEepXaeHsbl

noctaHoerneHvem lNMpaBuTenbCcTBa
Poccurickon ®epgepayun

oT 27 pekabpa 2012 r.N 1416

NMPABUIIA
rocYAAPCTBEHHOWM PETUCTPALUUUN MEANLUHCKUX U3AENUA

CNVCoK N3MeHSALWNX JOKYMEHTOB
(B pen. NocTtaHosneHnn Npasutensctea PO ot 17.10.2013 N 930,
oT 17.07.2014 N 670, ot 10.02.2017 N 160, ot 31.05.2018 N 633,
oT 18.03.2020 N 299)

1. Hactoawwme [lpaBuna ycTaHaBNMBaKWT MOPAAOK TrOCYyAapCTBEHHOW perucrpayuu
MeaVLUVHCKUX U3genun, nognexawux obpaweHnto Ha TeppuTopuu Poccunckon Gegepayumn.

2. NocynapcTBeHHOW perucTpauyvmu nognexat nbbie MHCTpymMeHTbl, annapaTtel, npubopsl,
obopypnoBaHme, maTtepuansl 1 NpoYve U3gennd, NpUMeEHSEeMbIe B MEANLNHCKMX Uensax OTAenbHOo
wnn B couyeTaHum wmexay cobow, a Takke BMecTe C APYrMMW  NPUHAANEXHOCTAMMU,
HeobxoauMbIMY AN NPUMEHEHUS YKa3aHHbIX N34eNnvi No Ha3HavyeHuo, BKITKYasa cneyunansbHoe
nporpammvHoe obecneveHvie, n npegHa3HAYeHHbIE Mpoun3BoaMTenemMm (M3roToBMTENem) ans
NpodunNakTKN, A[AWNArHOCTUKW, JIeYEeHUd W MeanymHckonm peabunutaymmn 3aboneBanHun,
MOHUTOPWHIra COCTOAHUSA OpraHu3mMa u4esioBeka, NpoBefeHUs MeaUUMHCKUX WcCnefoBaHuin,
BOCCTaHOBMEHMNS, 3aMELeHUsi, U3MEHEHUHA aHAaTOMMUECKON CTPYKTYypbl nnn dn3nonornyeckmx
yHKYMIA OpraHn3ma, npegoTBpaWeHnsa N npepoiBaHua bepemeHHOCTW, OyHKUMOHanbHOe
HA3HAUEHME KOTOpbIX He peanusyetcsa nytem )apmMakonornyeckoro, MMMYHOSOMM4Yeckoro,
reHeTnyeckoro wnu meTtabonuueckoro BO3AEVWCTBUS Ha OpraHM3M Jenoseka (panee -
MeanLUHCKUE n3genmns).

(B pen. NMoctaHoBneHus MNpasuTtenbctea PO o1 17.07.2014 N 670)

MegnyunHckmne wnsgenus, M3roTOBJIEHHbIE MO nHaonBmayanbHbiM 3dKa3adM MNAdUWMEHTOB, K
KOTOpbIM  NpeabaBndrOTCd CcneywuarnbHble Tpeﬁosava no HaA3HaA4YeHMKH MedNYUNHCKUNX
paﬁDTHI/IKOB N KOTOpble npegHa3Had4yveHbl WCKNHO4YNTENbHO AOnNd nNMYHOro wncnonb3oBaHUA
KOHKpPEeTHbIM NaymneHTom, FOCVHBDCTBEHHOI‘/I perncTpaymn He nogne>xaT.

3. TocypapcTBeHHAa perncTpaynsa MeguyuHcKux nsgenun ocywecrensietcsa ®enepansHomn
cny>xbon no Hag3opy B cdepe 34paBO0OXPaHEHNS (fanee - perucTpupytowmnin opratH).

4. B HacToAwmx MNpasunax ncnonb3yoTcd ciefqylolve oCHOBHbIE NOHATUA:

"Be3onacHoOCTL MeauYVHCKOro usgenma” - OTCyTCTBME HegOoNnyCTUMOr0o pyucka NpuYnHeHns
Bpena >X13HW, 340pP0OBb0 YenoBeKka N OKpy>XXakwewn cpege npu MCnosib30BaHUN MegnLUHCKOro
M34enng No Ha3sHauYeHU B YCII0BUAX, NpegyCMOTPeHHbIX Npou3BoanTenemM (M3roToBuTenem);

(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 17.07.2014 N 670)

"KaueCcTBO MeOVMUMHCKOro um3genma" - COBOKYNHOCTb CBOWCTB W XapaKTepucTuk
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MEeANLMNHCKOro M3genns, BNMAKLWMX Ha ero cnocobHoCTb AencTBOBaTb MO HAa3HauyeHUH Npwu
yCNOBMX  COOTBETCTBUA TpeboBaHMAM HOPMaTMBHOW  [JOKYMEHTAUuW, TEXHUYECKON W
3KCNAyaTayMoHHOW AOKYMEHTaUnm nponssogutens (M3rotoBmuTens);

(B pea. NoctaHoeneHun MNMpasutensctea PO o1 17.10.2013 N 930, oT 17.07.2014 N 670)

"KInMHnJYeckme wucnbiTaHua" - pa3paboTaHHoe © 3annaHMpPOBAHHOE CUCTEMaTMyeckoe
nccnegoBaHvie, NpeanpuHATOe, B TOM UMCiie € y4acTUeM YerioBeka B KauecTBe cybbekta ans
oyeHkun besonacHocTn 1 3ahdPeKTUBHOCTU MEAVULMHCKOro N3aenns;

"HOpMaTMBHAA OOKymMeHTayusa" - [OKyMeHTbl, pernameHTupyrowme TpeboBaHuma
besonacHocTw, kauecTBa, a Takke npeanonaraemyld 3eKTUBHOCTb MNpeaycCMOTPEeHHOro
NPUMEHEHNSA N METOAbI KOHTPOSA COOTBETCTBMA MEAULUVNHCKOro n3genua 3tum TpeboBanmnsam;

"perncTpauMoHHoe  focbe" - KOMMSIeKT  [AOKYMEHTOB, npeacTaBnsemMbix  Ansg
rocyfapcTBeHHOW perncrpayvn, BHECEHUS U3MEHEeHU B Takme AOKYMEeHTbl, @ TakXe Konuwu
pPeLeHnr, NPUHATbIX PerucTpypyrowMMm OpPraHoM B OTHOLWEHWW KOHKPeTHOro MeguyuHCKOro
n3genus;

(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 31.05.2018 N 633)

"TexHnueckasi OOKyMeHTaywng npovsisoaunTens (v3rotToBuTensa)" - OOKYMEHTbI,
pernameHTUpPYLWMNe KOHCTPYKUMKD MEAVLUWNHCKOro usgenusd, yCTaHaBnueBawLwune TexHuyeckue
TpeboBaHua v copepxawme p[daHHble Anga ero pa3paboTkn, Npou3BOACTBA, NPUMEHEHUS,
3KcnnyaTaymm, TeEXHUYeckoro obcny>knBaHns, peMoHTa, yTUnm3ayum unmn YHUUTOXEHUNS;

(B pea. NoctaHoeneHun MNMpasutensctea PO o1 17.10.2013 N 930, ot 17.07.2014 N 670)

"TexHn4yeckme wucCnbiITaHMa" - WUCNbITAHUA C  Uenbk  OonpefeneHnMda  COOTBETCTBUA
XapaKTepuCcTuK (CBOWCTB) MeANLUHCKOro nigenma TpeboBaHnsamM HOPpMaTUBHOW OOKYMEHTaYWN,
TEeXHNYECKOW W 3KCNAyaTayMOHHOW AOKYMEHTAYUW Npon3soanTens (M3rotoBuTens) n NnpuHATUS
nocnefyrowero peweHnsa 0 BO3SMOXHOCTY NPOBeAeHUNS KITMHUYECKUX NCAbITaHNIA;

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.10.2013 N 930, o1 17.07.2014 N 670)

"TOKCUKONOrnyeckne wvccnepoBaHma" - mconefoBaHnsa B Uensax oueHkn buonornueckown
besonacHocTM MegMUWMHCKOro M3pennsa 1 NpUHATUA NOCNefyHWero peweHns 0 BO3MOXHOCTW
NPOBeAEeHNSA KITMHNYECKNX UCMbITAHUW;

"YNONHOMOUYEHHbIV NpeacTaBuTeNb npoussoanTend (M3rotTosuTensd)"” - Kpuanyeckoe nNMyo
WM VHAMBUAYANbHLIA NPeanpUHNMAaTENb, 3aperncTpupoBaHHbie Ha TeppuTtopun Poccunckon
depgepaynn, ynNosIHOMOYEHHbIE npou3BoguTenem (M3roToBUTENemM) MefuUMHCKOro mnsgenud
NpeacTaBnNATb ero MHTEpPechbl No Bonpocam obpalwjeHnsa megnynHCKOro U3Aennua Ha TEpPPUTOPUN
Poccunckon ®epgepayvn, B TOM uyucne nNo BOMpocamMm npoyegyp OUEHKW COOTBETCTBUA 1
rocynapcTBEHHOW perncTtpaymm, Ha MMSA KOTOPOro MoXeT BbiTb BblgaHO perncTtpayuoHHoe
yOOCTOBEpeHVe Ha MegULUVHCKOe n3genue;
(B pen. NMoctaHosneHunn NMpasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

"IkcnnyaTayunoHHaa OOKyMeHTayusa npoussoguTens (U3rotoBuTens)" - [AOKYMEHThI,
npefHa3HauyeHHble AN9 03HAKOMJIEHUA NOTPebuTena ¢ KoOHCTpyKUYMen MeauyunHCKOro nspenus,
pernamMeHTUpyOWmMe ycnoBMA W NpaBuna 3kcnayaTaymm (UCNnonb30BaHMe N0 Ha3Ha4veHwuto,
TexHuyeckoe obcnyxmBaHme, TeKywWWUA  PEMOHT, XpPaHEHME W  TPaAHCNOPTUPOBKA),
rapaHTMpoOBaHHbIE npou3BoguTenem (M3roToBUTENEM) 3HAYeHUd OCHOBHbIX MapamMeTpos,
XapakTepucTuk (CBOWCTB) MeAMUMHCKOro W3Aenud, rapaHTuiHbie obs3aTenbCcTBa, a Takxke
CBEAEHMS O ero yTunmsayum nnmn YyHNUTOXKEHUN;

(B pea. NoctaHosneHun MNMpasutensctea PO o1 17.10.2013 N 930, ot 17.07.2014 N 670)
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"3 (heKTMBHOCTb MEAVMUMHCKOro W3aennda" - COBOKYMHOCTb CBOWCTB M XapaKTepucTuk
MeguyMHCKOro mnspnenung, obecneumnBatowmnx OOCTUXKEHMe yenew npegHasHaveHuy,
YCTAQHOBJIEHHbLIX npowv3BoguTenemMm  (M3roToBUTENEM) W MNOATBEPXAEHHOrO0  NPaKTUKOW
KITMHNYEeCKOro NnpuMeHeHuns.

(B pea. NoctaHoBneHud NMpasutenscTea PO ot 17.07.2014 N 670)

5. TocypapcTBeHHad perucrtpaymsa MeguuyuHCKUX W34ennin npoBOANTCA Ha OCHOBAHUW
pe3ynbTaTOB TEXHUYECKUX WCMbITAHUW, TOKCUKOIOTMYECKUX WCCNeaoBaHnin, KIANHUNYECKNX
NCNbITaHWUW, NpeacTaBnaWmx cobon dopmbl OUEHKN COOTBETCTBUSA MEAUNLUHCKUX U3LEennn C
yuyeToM kKrnaccmdmkaymm B 3aBUCMMOCTU OT MNOTEHUMANbHOrO pucka WX MNPUMEHEHUA, 1
3KCNnepTu3bl KauecTBa, 3pdekTMBHOCTM M Be3onacHoOCTU MeAVMUMHCKUX W3AeNnun C yuyeTom
Knaccmukaymm B 3aBUCKMMOCTM OT MOTEHYUMANbHOro PUCKa WX MNPUMEHEHUH, a Takke
NCNbITAHUW B Uenax yTBEPXAEHUA Tuna CpeacTts m3mMepeHUn (B OTHOWEHUN MeaUUUHCKNX
VN30Eennn, OTHOCALWMXCA K CpeacTBamM M3MepeHun B cdhepe rocyfapCTBEHHONO pPerynMmpoBaHuns
obecneueHnss eauvHCTBA W3MEPEHWUN, MEepPeYeHb KOTOPbIX yTBepXaaeTcd MuHUCTeEpPCTBOM
34paBooxpaHeHns Poccunckon ®epepayunn).

(B pea. NoctaHoBneHud NMpaeuTtenscTea PO ot 17.07.2014 N 670)

OcobeHHOCTV rocyaapCTBEHHOW pPerucTpaynn MeguyuHCKMX U3Aenmin C HU3KOW CTEMEHbHO
NOTEHYMNANbHOro pUCKa UX NPUMEHEHWHA, B OTHOLWEHUM KOTOPbIX YCTaHOBMEeHbl ocobeHHoCTW
rocygapCTBEHHOW perncrtpaymm, No MNepedHd COorfacHo NpuoXeHUo (fanee - nepeuyeHb)
npeaycMoTpeHbl nyHkTamu 57 - 57(20) HacToawwux MNpaswn.

(ab3ay BeBepeH NoctaHoeneHmem MNMpaeuTtenscTea PO o1 18.03.2020 N 299)

ObecneuveHvie opraHusayum paboTbl N0 DOpPMUPOBAHUID N BeOEHWH) HOMEHKNaTypHOW
Knaccudukaymm MeguyMHCKNX N3AEeNnii N0 BUAAM OCyLecTBAAeTCH perncTpupyrLwuM OpraHom.
(ab3ay BeepeH MNMocTtaHoBneHnem MNpasutenscTea PO ot 17.07.2014 N 670)

Mpn 3MEHEHUN BMAA MEAVMUMHCKOro mM3genms B pamMkax paboTbl no dhopmMupoBaHuO U
BEAEHVNID HOMEHKNATYPHOW Knaccudukaymm MegnyuHCKUX U3Aenun no Buaam, YyTBEPXKAAEMOW
MunHucTepcTBOM 3apaBooxpaHeHns Poccunckon ®egepaynm, perucTpmpyrowny opraH BHOCUT B
peecTpoByHd 3anuUCb rOCYQapCTBEHHOro peecTpa MeauUyUHCKUX W3genunm n opraHusayun
(vHoMBUMAYyanbHLIX ApeanpuHUMaTenen), OCYWecTBAALWUX MNpoM3BOACTBO WU M3roToBleHue
MeaUUNHCKUX U3aennin (ganee - rocyfapCTBEHHLIA peecTp), COOTBETCTBYHILEE M3MEHEHUE 1
yBegomngaeT 0b 3Tom opuanueckoe nuyo UM UHAWBUAYANbHOrO NpeanpuHUMAaTEns, Ha UM4
KOTOPOro BblAaHO perucTpaynoHHOe yooCTOBEepeHne Ha MeguyunHCKoe ulgenuve, Bua KOTOpPoro
n3meHeH, B TeueHne 20 pabounx gHer cC faTbl BHECEHMS W3MEHEHWUS B PEECTPOBYHD 3anucb
rocyaapcTBEHHOro peecTtpa.

(ab3ay BeBepeH NoctaHoeneHmnem MNMpaeutensctea PO o1 31.05.2018 N 633)

6. JOKyMeEHTOM, NoaTBeEPXAaW MM OakT rocyfapCTBEHHOW perncrTpaymm mMeauyuHCKoro
n3genus, ABNSeTCS PerncTpayvoHHOe yAOCTOBEPEHME Ha MeauyuHCKoe wu3genve (panee -
perncTpaynoHHoe ynoctoBepeHune). ®opma perncTpayvoHHOro yAOCTOBEPEHUSA YyTBEPXKAAeTCs
PErnNCTPUPYHOLW MM OPraHom.

PernctpauynoHHoe yaocToBepeHue BbigaeTcsd beccpouHo.

7. TocypapcTBeHHas MNOWMAMHA ynriayuvBaeTCd B COOTBETCTBMM C 33aKOHOAATENbCTBOM
Poccuinckon ®egepayum o Hanorax u cbopax.

NHdopmaymsa ob ynnaTte rocynapCcTBEHHOW MOLWAWHbI 3anpalvBaeTCs PerucTpupylownm
OpraHoM B NOPSAKe MeXBEeAOMCTBEHHOINo MHADOPMAaYNOHHOIO B3aVMOLENCTBUS B COOTBETCTBUMN
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Cc @epepanbHbiM  3akoHom "0O6 opraHmsayum nNpefocTaBneHUst  rOCYyQAPCTBEHHbIX U
MYHUUMNanbHbIX ycnyr".

8. [Ona rocygapCTBEHHOW perncrtpayvum MeaguymHCKOro wusgenns (3a UCKIYeHnem
MeaVUVHCKUX  WU3Oenur, BKIKUEHHbIX B MepeyeHb) pa3paboTumk, npouvsBoguTenb
(n3roToBUTENBL) MEANLYWNHCKOIO U3Lenvs Unmv yrnosIHOMOYeHHbI npeacTaBuTens Npon3soanuTens
(n3roToBuTeEnd) (nanee - 3agBmTens) npeacraenseT nmbo HanpaBnseT B perncTpupyroLwuin oprax
3asBfeHVe 0 rocyfapCTBEHHOW perncrpauymn MeguUuMHCKOro m3genusi, a Takke [OOKYMEHTHI,
yKasaHHble B nyHKTe 10 HacTogawmx MNMpasun.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 18.03.2020 N 299)

9. B 3asBneHUM 0 rocyaapCTBEHHOW perncTpayvn MeaunuyuHCKoro ulgenus (panee -
3asBfEHVE O PerncTpayunmn) ykasbiBaloTCA creayowve CBefeHns:

lNpumeuaHwue.

M3meHeHus, BHeceHHble [locTaHoBneHvem lpasutensbcTea PO ot 31.05.2018 N 633 B nn.
"a" n. 9, He MNPUMMEHAKTCA K MNPaBOOTHOWEHUAM, CBA3aHHbIM C OCyLeCTB/IEHNEM
rocyaapCcTBEHHOW perncTpayun meguyunHcknx n3genun, BosHukwunm go 13.06.2018.

d) HaMEeHOoBaHMe MegUYUHCKOro n3genus (C ykasaHmem nNpuHaanexHocTen, Heobxognmelx
ANS NPUMEHEHUA MeAWUMHCKOro m3genus no Ha3HadeHwo), Npy 3TOM 3adBUTeslb yKa3biBaeT
TOBApPHbI 3HAaK M WHble CpeAcTBa WHAMBMAYyanu3aynun MepguyuHCKOro msgenns B Criyyae ux
HaHeCeHWs Ha yNakoBKYy MeguUyNHCKOro U3aenvs;
(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 31.05.2018 N 633)

lNpumeuaHwue.

Mn. "6" n. 9 (B pen. MNocraHoenennsa [MpaButenbctBa P® ot 31.05.2018 N 633) He
NPUMEHSAETCS K MNPaBOOTHOWEHUAM, CBA3aHHbIM C OCYyWecTBSIEHWEM rOCYyAapCTBEHHOW
perncrpaymm MmeguymnHcKnX n3genmin, BosHmkwnm o 13.06.2018.

B) B oTHOweHwun pa3paboTumka - nonHoe n (B Crnyyae, ecny MMEETCs) COKpaljeHHoe
HAanMeHOBaHWe, B TOM uucne (hpMeHHOe HaMeHOBaHMe, OpraHn3aynoHHO-NpaBoBas hopma
HOpPMANYECKOro Nuya, agpec MecTa ero HaxoXxgeHua wnu damunusa, uma m (B cniydae, ecnu
MMEeTCs) OTYeCTBO, PEKBM3UTbl [OKYMEHTa, YyAOCTOBEpSAKWero fAWYHOCTb, ajpec MecTa
XUTEenNbCTBa MHAMBUAYANbLHOrNO NpeanpuHMMaTens, a Takke Homepa TenedoHOB 1 (B cnyuae,
ecn MMeeTCd) agpec 3MeKTPOHHOW NOoYTbl HPUANYECKOro nuya WNM VHAVWBUAYanNbHOro
npegnpvHMMaTens;

(nn. "6" B pea. NMocTtaHnoeneHus MNMpasutenscTea PO ot 31.05.2018 N 633)

B) B OTHOLWEHUN Npon3sBoamnTens (M3roToBuTens) MeauyuHCKOro nsgenusa - nosnHoe m (B
cnyuae, ecnim MMEeTCH) COKpaleHHOe HAaMMEeHOBaHME, B TOM uuncsie UpMeHHOEe HaMeHOBaHue,
OpraHmM3aynoHHOo-NpaBoBas opma HPUANYECKOro nuuya, agpec MecTa HaxoXAeHusa wunu
thamunuga, wuma mn (B cnyyae, e MMEETCs) O0TYeCcTBO, PEKBU3UTbI [LOKYMEHTA,
YOOCTOBEPSAOLWEro SIMYHOCTb, agpec MecTa XUTenbCTBa UHAVMBUAYANbHOMO npeagnpuHumaTens, a
Takke Homepa TenedpoHoB M (B CJlyuae, ecnM MMEETCHd) afpec 3MeKTPOHHOW NouThl
HPUANYECKOro Nnya nnn NHANBUAYANbLHOro NpeagnpuHUMaTens;

(nn. "B" B pea. NoctaHoeneHuns MNMpasutenscTea PO ot 17.07.2014 N 670)
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lNpumeuaHwue.

Mn. "r" n. 9 (B8 pea. lNMoctaHoBneHusa [MpasutensctBa P® ot 31.05.2018 N 633) He
NPUMEHSAETCS K MNPaBOOTHOLWEHUAM, CBA3dHHbIM C OCyWecTBSIEHWEM rOCyAapCTBEHHOW
perncrpaymm meguymnHCKnX n3genmin, BosHmkwnm o 13.06.2018.

r B OTHOWEHWW YNOSHOMOYEHHOro npeAcTaBvTens npouv3soauTens (M3roToBuUTend) -
nonHoe n (B cnyyae, ecim MMeEeTCH) COKpPaweHHOe HAaVMEeHOBaHue, B TOM uucne ddupMeHHoe
HAaVMeHOBaHMe, OpraHM3ayuoHHO-NpaBoBad dopma HpUAMYECKOro nuya, agpec mMecTa ero
HaxoXXgeHns unu damunusa, M4 n (B cnyyae, ecnv MeeTCHd) 0TUECTBO, PEKBU3NTbI AOKYMEHTA,
YAOCTOBEpAoWero IMYHOCTb, afpec MecTa XUTenbCTBa MHAUBUAYANbHOIo NpeanpuHMMaTend, a
Takke Homepa TenedpoHoB M (B Cfiyuae, ecnM MWMEETCHd) afpec 3MeKTPOHHOW NouThl
HOPUANYECKOro NMya nim HAQMBMAYanbHOro npeanpuHumMaTens;

(nn. "r" B pen. NoctaHoBneHus MNpaeutenbctea PO o1 31.05.2018 N 633)

lNpumeuaHwue.

Mn. "a" n. 9 (B pea. lNoctaHoBneHua [lpaBuTtenbcTBa P® ot 31.05.2018 N 633) He
NPUMEHSAETCS K MPaBOOTHOWEHUAM, CBA3dHHbIM C OCyWecTBSIEHWEM rOCyAapCTBEHHOW
perncrpaymm MmeguynHCKnX n3genmin, BosHmkwnm o 13.06.2018.

L) B OTHOWEHWM nuya, Ha WMSA KOTOpPOro MoXeT ObiTb BbijaHO perncrpauymoHHoe
yoOCTOBepeHue, - NnosiHoe n (B cnydae, ecnm vMmMeeTcs) COKpaweHHoe HavMeHOBaHue, B TOM
uncne oMpmMeHHOe HaMMeHOBaHVe, OpPraHM3ayuoHHO-NpaBoBasa hopma KPpUANYECKOro nmya,
aipec MecTa ero HaxoXaeHus vnu amunusa, nvsa u (B cnydae, ecnm VMeeTCHd) OTUYeCTBO,
PEKBU3UTbl  OOKYMEeHTa, YOOCTOBepsAwwero JIMYHOCTb, agpec MecTa >KUTenbCTBa
VHOVWBUAYANbHOIo NpeanpuHMMaTens, a Takke Homepa Tened)oHoB v (B Cnyyae, ecnv MMeeTcs)
agpec 3NeKTPOHHOW NOYThl KKPUANYECKOro N1Yya U MHANBUAYaNbHOro npeanpuHuMaTens;

(nn. "g" B pep. NoctaHoBneHud NpasuTtenscTea PO ot 31.05.2018 N 633)

e) MecTo NPoM3BOACTBA MeAUYWHCKOro N3genvs;

X) Ha3HaueHwue MeguLUHCKOro n3genwus, yCTaHOBJIEHHOE npoun3BoguTenem
(n3roToBuTENEM);
(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 17.07.2014 N 670)

3) BMA MEAUUWHCKOro W3pennsi B COOTBETCTBUMM C HOMEHKIATYpHOW Knaccudpukayuewn
MeANLUNHCKUX N3[ennn;

M) Kacc NoTeHYnanbHOro pycka NpUMEeHeHns MeguynHCKOro U3genms B COOTBETCTBUN C
HOMEHKNATYpPHOW Knaccngmnkaymem MmeguyuHCKUX N3genmnn;

K) kog Obuwepoccurickoro knaccmdmkaTopa nNpoAykyuy no  BMAAM  3KOHOMWUYECKOWN
AEATENbHOCTY;
(nn. "k" B pea. NoctaHoBneHus Npasutensctea PO ot 10.02.2017 N 160)

n) ceBegeHuss o0 cnocobe nonyuyeHns pervcTpauyMoHHONO yOOCTOBEPEHUS, a Takke
nHdopmayny, CBA3a@HHOW C Mpoyegyponv roCyfapCTBEHHOW perucrpaymm  MeguuyuHCKOro
n3genus.

10. OAna rocypapCTBEHHOW PperucTtpaynum MeauuyunHCKoro wusgenusa (3a WUCKIHYeHUEM
MeaVUWHCKUX U3OeNni, BKIKOUEHHbIX B NepeYveHb) NpeacTaBnsanTCs cnegyowne 0oOKyMeHThbl:
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(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 18.03.2020 N 299)

a) KONusa AOKYMEeHTa, NOATBEpPXXAatowero nosiHOMOoYMS YyNnoAaHOMOYEHHOro npeacrasmTens
npovssoguTens (M3roToBuTens);
(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 17.07.2014 N 670)

b) cBeneHMsa 0 HoOpMaTUBHOWM AOKYMEHTaUMM Ha MeauUNHCKOe U3aenmne;

B) TeXHMUYEeCKas AOKYMeHTayusa npom3BognTend (M3roToBuTens) Ha MeguyuHCKoe u3genve;
(B pen. NMoctaHosneHunn NMpasutensctea PO o1 17.10.2013 N 930, o1 17.07.2014 N 670)

r) 3KCNAyaTauyuoOHHAas [AOKymMeHTaywusa npowvsBoguTens (M3rotoBuTensl) Ha mMeaunyunHckoe
n3genve, B TOM UMNCAE WHCTPYKUMS MO NPUMEHEHMIO WM PYKOBOACTBO MO 3KCNnyaTayum
MeauLMHCKOro n3genns;

(B pea. NoctaHoeneHun MNMpasutensctea PO o1 17.10.2013 N 930, ot 17.07.2014 N 670)

L) dotorpadmueckune wmn3obpaxeHns obwero Buga MeguvUMHCKOro mM3genusa BMecTe C
NPUHAANEXHOCTAMY, HeobxoagnMbIMY ANs NPUMEHEHUS MeAULYVHCKOr0 U3Aenms no HasHaueHuo
(pasmepom He meHee 18 x 24 caHTUMeTpa);

(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 17.10.2013 N 930)

e) OOKYMEeHTbl, NoATBepXaalwme pe3ynbTaTbl TEXHUYECKUX MCNbITAHUA MeanLUUHCKOro
n3genus;

) AOKYMEHTbl, MOATBEpXAakwwwne pe3ynbTaTbl TOKCUMKONOrMYECKUX WCCNefoBaHni
MeOVUWHCKOro W3Aenus, WCNonb30BaHMe KOTOpPOro npeanonaraeT Hanuume KOHTakTa C
OpraHU3MoM YesioBeKa;

3) AOKYMEHTbI, NOATBEpPXAdoWue pe3ynbTaTbl UCNbITAHUN MEAULMNHCKOIo U3gennsa B yensx
YyTBEPXXAEHUA TUNa CPeACTB N3MEPEHUN (B OTHOWEHUN MeANLUNHCKUX N3NNI, OTHOCALWNXCSA K
cpeacTteBamMm m3mepeHur B cdiepe rocyfapCTBEHHOro perynupoBaHud obecneyeHns eguHCTBA
N3MepeHun, NepeyeHb KOTOPLIX yTBepXKaaeTcd MyuHncTepcTBOM 3apaBooxpaHeHnsa Poccunckon
®epepayunn);

1) ONNCb [OKYMEHTOB;

lNpumeuaHwue.

Mn. "k" n. 10 (B pep. MNoctaHoeneHnsa [lMpaeutenbctBa P® ot 31.05.2018 N 633) He
NPUMEHSAETC K MPaBOOTHOWEHUAM, CBA3dHHbIM C OCyWecTBSIEHWEM rOCyAapCTBEHHOW
perncrpaymm MmeguymnHcKnX n3genmin, sosHmnkwinm o 13.06.2018.

K) ANg MeguuunHCKUX wun3genun 1 Kkrnacca NOTEeHYWanbHOro pucka MNPUMEHEeHUs W
MeaVUWHCKUX N34enuin aonsg AMarHocTukuy in vitro - ceegeHnsl, NoATBEpPXKAaoLWne KITMHNYECKYHD
3ddeKkTUBHOCTL 1 be3onacHoOCTb MegUYUHCKNX N3OENNIA;

(nn. "k" B pen. NocTtaHosneHns MNMpaeutenbctea PO o1 31.05.2018 N 633)

n) NPOEKT MfaHa KINMHNYECKNX NCNbITAHUA MeAULUMHCKOro nigennsa ¢ obocHoBbIBaOW UMK
ero matepuanamm (B cnyyae, ecnivu UMeeTcs);
(nn. "n" BBepeH MNoctaHoBneHnmewm MNpasutensctea PO o1 17.07.2014 N 670)
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lNpumeuaHwue.

Mn. "m" n. 10 (B pegn. MNMoctaHoBneHus lNpasuTtenbctBa P® ot 31.05.2018 N 633) He
NPUMEHSAETCS K MNPaBOOTHOLWEHUAM, CBA3dHHbIM C OCyWecTBSIEHWEM rOCyAapCTBEHHOW
perncrpaymm meguymnHCKnX n3genmin, BosHmkwnm o 13.06.2018.

M) CBEAEHNS O Bbl4AHHbLIX PErMCTPUPYOWMM OPraHoM paspeLlleHndax Ha BBO3 MeAUNLUNHCKNX
VU34ennin C yenbk UX rocyaapcTBeHHOW pervuctpayumn (4ns MmeguymnHCKUX U3gesimn NHOCTPaHHOro
NpoOn3BOACTBA);

(nn. "m" BBepeH MNMoctaHoBneHmewm MNpasutenscTea PO ot 31.05.2018 N 633)

lNpumeuaHwue.

Mn. "H" n. 10 (B pea. MNMoctaHoBneHus [pasutensbctBa P® ot 31.05.2018 N 633) He
NPUMEHSAETCS K MPaBOOTHOWEHUAM, CBA3dHHbIM C OCyWecTBSIEHWEM rOCyAapCTBEHHOW
perncrpaymm meguynHCKnX n3genmin, BosHmnkwnm go 13.06.2018.

H) KONUW [OKYMEHTOB, MNOATBEPXAAMWUX KAUecTBO JIEKApPCTBEHHOro npenapara,
chbapmayeBTnueckon cybcrtaHymn, buonormueckoro wmartepuana M MHOrMO BewecTBa, C
NCNOSb30BaHNEM KOTOPbIX NPON3BEAEHO MEAULVNHCKOE WU3Aenve UM KOTOPble BXOAAT B €ro
COCTaB W KOTOPble MpeaHa3HauyeHbl AN MNPUMEHEHUSA TONbKO C YYeTOM Ha3HayeHus
MEeANLVUHCKOro W3Aenus, onpeaesieHHOro NpoM3BoAUTENeM, U BblAaHHbIX B COOTBETCTBUM C
3aKOHOAATEeNbCTBOM CTPaHbl MPOUCXOXAEHWA JIEKAPCTBEHHOIO NpenapaTa, papmayeBTUYecKkon
cybcTaHynm, Buonorrvueckoro matepmana 1 MHOro BewecTBa.

(nn. "H" BBepeH MNoctaHosneHmem MNpasutenscTea PO ot 31.05.2018 N 633)

11. B cnyyae ecnu fOKyMeHTbIl, yKka3aHHble B nyHKTe 10 HacToawux lNMpaswusi, cocTaBneHbl Ha
MHOCTPaHHOM 4A3biKe, OHW NpPeaCTaBnAATCA C 3aBEepeHHbIM B YCTAHOBNEHHOM MNOpsAAke
nepesoiOM Ha PYCCKNN A3bIK.

(B pea. NoctaHoBneHud NMpaeutenscTea PO ot 17.07.2014 N 670)

12. Cpokn n nocnegoBaTeNibHOCTb aAMUHUCTPATUBHLIX npoyeayp U aAMUHUCTPATUBHbLIX
AENCTBUW PErncTpupyloLWero opraHa ycTaHaBnMBaKTCA pa3pabaTbiBaemMbiM B COOTBETCTBUU C
noctaHoeneHnem [paeutensctBa Poccunckon ®epgepaymnm ot 16 maa 2011 r. N 373
aAMUHNCTPATUBHbLIM pernameHTom npenocTaBfieHns rocyaapcTBEeHHOW ycnyru no
rocygapCcTBEHHOW perncTpayun MmeguyunHCcKux n3genumn.

13. 3agBneHve 0 perucTpayum n AOKYMEHTbl, NpeaycMOTpPeHHble NyHKToOM 10 HacToawmx
MpaBun, NpeacTaBnAOTCA 3asBUTENEM B PErncTpUpyrOwWui opraH Ha bymaxkHom HocuTene
HENOCPeACTBEHHO U HAaNpaBNATCA 3aKa3HbIM MOUYTOBbLIM OTNPABIEHNEM C YBEAOMJIEHNEM O
BPYYEHUM U ONUCbHO BroXeHust nubo B 3anekTpoHHOW dhopme, NOANVCAHHbIE 3NEKTPOHHOWN
NoanucLH.

Pernctpuvpyrolyur opraH npuHMMaeT 3adBfieHMe 0 PpPerncTtpaymm wu [LOKYMEHTHI,
npeaycMoTpeHHble NnyHKToOM 10 HacToawwux MpaBusni, N0 ONWCK, KONWUA KOTOPOW C OTMETKOW O
faTe NpMemMa yKa3aHHbIX 3asBfIEHUSA U JOKYMEHTOB B JeHb NPpMeMa BPy4YaeTCsa 3asaBUTEN UNKn
HanpaBnaeTCca eMy 3aka3HbIM NOYTOBbLIM OTNPaB/IEHUEM C YBEAOMIIEHMEM O Bpy4YeHun nmbo B
3NeKTPOHHOV hopMe NOo TeNIEKOMMYHNKALUMOHHbIM KaHanam CBA3W.

(B pea. NoctaHoBneHud NMpaeuTtenscTea PO ot 17.07.2014 N 670)

14. Pernctpupylowjuii opraH He Bnpaee TpeboBaTb OT 3asg9BUTENS yKa3biBaTb B 3as9BNEHUN O
perncrpaynn cBefeHus, He NpeaycMoOTPEHHbIe NYHKTOM 9 HacToawmx MpaBun, n npeacTtaensaTb
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AOKYMEHTbI, HE NpeaycMOTPeHHble NyHKToM 10 HacToawmx Mpaswn.

15. B TeueHue 5 pabouux pgHer co gHA NOCTynneHWs 3aABAEHWA O perucTpaymm u
LOKYMEHTOB, NpefycMOTPeHHbIX NyHKTOM 10 HacTtosawwux [MpaBun, perncTrpupyrwun oprad
NPOBOAWT NPOBEPKY NOSIHOTbLI N AOCTOBEPHOCTWN COAEPXALWNXCs B HUX CBEAEHUW, B TOM uucie
nyTeM CpaBHEHUS Takux CBEAEHUW CO CBedeHUsIMW, npeacTaBfeHHbIMU B NOpsgke
MeXBeAOMCTBEHHOro MHOpPMaynoHHOIo B3auMOLEenCTBUS.

(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 17.07.2014 N 670)

16. B cnyuae ecnn 3asgBneHve o permcrtpaymv 0QOPMIIEHO C HApyWeHUWeM MNOoMoXeHUn
nyHkTa 9 HacToawwmx Mpasun n (unn) B 3asBNEHUN yKa3aHbl HELOCTOBEPHbIE cBeaeHus nubo
LOKYMEHTbI, NpefycMOTpeHHble NyHKToM 10 HacTtoawwux MNpaswun, npeacTaBlieHbl HE B MNOSIHOM
obbveme, perncTpuvpylOWnii OpraH BpyyaeT 3aaBUTEN0 YyBeJOMMeHMe 0 HeobxogumocTw
ycTpaHeHns B 30-AHEBHbIVI CPOK BbISIBSIEHHbIX HapyLweHnn n (Mnuv) npeacrasneHnss LOKYMEeHTOB,
KOTOpble OTCyTCTBYHOT, nubo HanpaeBngeT Takoe yBeAOMSIEHME 33Ka3HbiIM MNOYTOBLIM
OTNpaBfieHVEM C YyBEAOMJIEHMEM O BpyyYeHUn wunnm B QOpMe 3MeKTPOHHOr0 [OKYMEHTa3,
NOANMCAHHOIO 3NeKTPOHHOW NOANUCHIO, nnbo B 3NeKTPOHHOW dopwme no
TeneKoOMMYHUKALUNOHHbIM KaHanam CBA3N.

(B pea. NoctaHoBneHud NMpaeutenscTea PO ot 17.07.2014 N 670)

YBegomneHuve B Criydae ero HanpabBfeHUs 3aKa3HbIM NOYTOBbLIM OTMPaBieHnemM cunTaeTcd
Nony4YeHHbIM Mo ucteueHun 10 pabounx oHeN c gaTbl HANpPaBNeHUa YyBeAOMITEHUS.
(ab3ay BeBepeH NoctaHoenenmnem MNMpaeutensctea PO o1 31.05.2018 N 633)

17. B TeueHue 3 pabouumx pHer co [HA npeacTtaBneHusa Hagnexawumm obpasom
0dbOpMIIEHHOTO 3a9BNEHNA O PErMcTpaymm n B NoNHOM 0bbeme OKYMEHTOB, NpeayCMOTPEHHbIX
nyHKTOM 10 HacToawmnx MNpaBwun, a Takke B Ciy4dae ycTpaHeHus B 30-AHEBHbIV CPOK BbIABIEHHbIX
HapyweHun n (Unn) nNnpeacTaBneHnUa AOKYMEHTOB, NMPefycMOTPEeHHbIX NyHKToOM 10 HacTosawmx
MpaBun, PperncTpypyrowum OpraH npuHUMaeT peleHne 0 Hayane rocyaapCcTBEHHON
perncrtpaymm meguymnHCKNX U3genmn.

18. B cnyuae ecnu B 30-A4HEBHbLIV CPOK HE YCTPaHEHbI BbIABIIEHHbIE HApyLWeHUs 1 (Unn) He
npeacTaBneHbl [OKYMEHTbl, KOTOPble OTCYTCTBYHOT, PErUCTPUPYOWUIA OpraH npuHUMaeT
peLleHVe 0 BO3BpaTe 3asB/IEHNS O PperucTpayvm n JoOKyMeHTOB, NPeAyCMOTPEHHbIX NyHKTOM 10
HacToAwwux MNpaswun, c MOTUBUPOBaHHbIM 0BOCHOBaHMEM NpPUUVH BO3BpaTa.

19. FTocypapcTBeHHas perncrpayvsa MmeguyuHCKUX n3gennn (3a ncknioyeHnem megmnymnHcKux
MU30enun, BKIHOYEHHbIX B MepeyeHb) OCyWecTBASAeTCH pPerncTpupyrowumMm OpraHom B CPOK, He
npesbiwardwun 50 pabouux gHeV co OHA MPUHATUA peELWeHMd O Hauyane rocygapCTBEHHOWN
perncTpaymm meguymHCKnX n3aenuin.

(B pea. NoctaHoeneHud NMpaeuTtenscTea PO ot 18.03.2020 N 299)

Cpok NpoBefeHns KNUMHUYECKNX UCNbITaHUI MeagUYUHCKOro naenms B 50-gHEBHbIA CPOK He
BKJIHOUaeTCq.

20. B TeueHne 3 paboumx OHEN CO OHA NMPUHATUS PELUEHNS O Haudane rocyfapcTBEHHON
perncTpaymm MeanymHCKNX nagennin (3a NCKIKYeHNeEM MeguLUNHCKUX N3NNI, BKITHOYEHHbIX B
nepeyeHb) PeErncTpupyoLWuin opraH oopMISeT U BbifaeT 3ajaHme Ha NpoBeaeHne 3KCNepTu3sbi
kauecTtBa, 3ddekTMBHOCTM W be3onacHoCTM MegWYUMHCKOro wusgenusa doegepanbHOMY
rocynapcTBeHHOMY BHOmKETHOMY yupeXkXAeHWH, HaxXOoAsaWeMyCcs B BEAEHUW PEerucTpupyrowero
opraHa (ganee - 3KCNepTHOE yupeXXgeHue).

(B pea. NoctaHoBneHud NMpaeuTtenscTea PO ot 18.03.2020 N 299)
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21. 3kcnepTu3a kauecTBa, 3dhdpekTmBHOCTM U bBe3onacHOCTM MeauUyMHCKOro wusgenuvs
NPOBOANTCS 3KCNEPTHbLIM YUPEXAEHVNEM MO3TANHO B COOTBETCTBUW C NOPAAKOM, YTBEPXXKAAEMbIM
MwunHucTepcTBOM 3gpaBooxpaHeHns Poccunckon ®egepaynn:

a) Ha | 3Tane ocywecTBASAETCA 3KCNEepTU3a 3adaBfeHUS 0 perucTpaymm n AOKYMEHTOB,
yKa3saHHbIX B NyHKTe 10 HacToawux MNpasun, anga onpegeneHnsa BO3MOXHOCTUN (HEBO3MOXXHOCTW)
NPOBELEHNS KITMHNYECKUX NCNbITAHUA MeAUUNHCKOro n3genms (3a NcknoyeHnem MeanymHCKNX
m3genuin 1 Kknacca nNOTeHYWanbHOro PuUCKa MPUMEHEHUS W MEeAULUUHCKUX wu3genun ang
AVNArHOCTUKK in vitro, a Takke MeguyUHCKUX N34efnn, BKITHOUYEHHbIX B NepeYeHb);

(B pea. NoctaHoeneHun MNMpasutensctea PO o1 31.05.2018 N 633, o1 18.03.2020 N 299)

B6) Ha Il 3Tane ocywecTBNAeTCa 3KCNEpTW3a MNOMAHOTbl U Pe3ynbTaTOB MNPOBEAEHHbIX
TEXHUUYECKUX WCMNbITAHUW, TOKCUKOMOMMYECKUX WCCNeAoBaHNN, KIAMHUYECKUX WCNbITAHUA, a
TaKKe UCMNbITAHUK B Yenax yTBEPXXAEHMS TUNa CPeacTB N3MepeHun (B OTHOWEHUN MefnLNHCKUX
VN30Eennin, OTHOCALWMXCA K CpeacTBamM M3MepeHuUn B cdhepe rocyfapCTBEHHONO pPerynmpoBaHuns
obecneueHns eaguvHCTBA W3MEPEHWUW, MEpPeYeHb KOTOPbIX yTBepXaaeTcd MuHUCTeEpPCTBOM
30paBooxpaHeHna Poccunckon ®epepayvn) (oanee - 3KCnepTtm3a MNOSIHOTbl N Pe3yfnbTaToB
NCNbITAHUNA N UCCNeaoBaHnn).

21(1). MNpwu npoBegeHMn 3KCNepTmM3bl kadecTBa, 3didhekTuBHOCTM ©  bBesonacHocTw
MeauyuHckoro wusgenua (Ha nwbom 3Tane) He ponyckaeTca wmctpeboBaHve 3KCNEpPTHLIM
yupexxaeHnem y 3aasutens nubo umHbIX nuy maTtepuanoB, Heobxogumbix ons npoBegeHuns
3KCNepTU3bl.

B cnyuae HepocTaTOUHOCTW AN BbLIHECEHUS 3KCNEpPTOM 3aK/KUEeHUss MaTepuanos U
CBEAEHUI, COAEPXAalWWUXcss B MPeAcTaBliEHHbIX 33adABUTENEeM 3adBfEHUU 0O perucTtpaymn wu
AOKYMEHTax, npefycMoTpeHHbiX nyHkToM 10 HacTodwwux [MpaBwun, 3kcnepT CTaBuT BOMNPOC O
npeacTaBneHnn emy Heobxoavmbix MaTepuanoB W CBEAEHUA nepej pPyKOBOAUTENEM
3KCMEpPTHOro yuypexiaeHund, KoTopbii o0bpawaetcsa € COOTBETCTBYHWMVM 3anpocoMm B
pPerucTpupyrowuin Oprad, BbiAaBLIWW 334aHMe Ha NpoBefeHme 3kcnepTu3bl. Peructpupyrowun
opraH B TeueHume 2 pabounx gHew Co QHA NOCTYNNEeHWs 3anpoca pPyKOBOAUTENS 3KCMepTHOro
yupexkaeHms HanpaBnseT 3asgBUTENH) 3anpoc 0 NpeacTaBneHMn Heobxogummbix cBegeHuin c
YKa3aHveMm xapakTepa 3ameyaHuin n cnocoba nx ycTtpaHeHud. YKasaHHbIV 3anpoc HanpasngeTcy
OQHOKPAaTHO Ha KaXkaoOM 3Tane 3KCnepTu3bl KayvecTBa, 3adpdpekTmBHOCTM U bBe3onacHocTu
MeaVLUWHCKOro n3genus n MoxeT BeiTb nepegaH ynofHOMOUEHHOMY NPeACcTaBUTEeNO 3ad9BUTENs
NIVYHO MO4 PacnucKy, HanpaBfneH 3akKa3HbIM MNOYTOBbIM OTMPABMEHVMEM C YyBEAOMIIEHWEM O
BPYYEHUM UMM nepefaH B 3NeKTPOHHOW ddopmMe N0 TeNeKOMMYHUKaUWOHHBIM KaHanam CBA3U
nubo B dbopme 3NeKTPOHHOr0 AOKYMEHTA, NOANMCAHHOr0 3N1eKTPOHHOW NOANNCHH.

(B pen. NMoctaHoBneHus MNpasuTtenbctea PO o1 31.05.2018 N 633)

3agsuTenb 0bs3aH npeacTaBMTb OTBET HA 3anpoc PernucTpypYHOLero opraHa B CpPOK, He
npesbiwaowun 50 pabounx gHer co gHa nonyyeHus 3TOro 3anpoca. B Teuenmne 2 pabouunx gHen
CO AHA NOCTynfneHWs OT 3asBUTens OTBeTa Ha 3anpoc pPerncTpupyrlowun opraH HanpaengeT
Takow OTBET B 3KCNepTHOe yupexaeHune. B cnyuae HenpeacTasneHnsa no ncreveHnn 50 pabounx
OHEW 3asBUTENeM OTBETA Ha 3anpoC PerucTpupyrownii opraH B TeueHue 2 pabouunx gHen
HanpaengeT B 3KCNEepTHOe yupexaeHne yseoMSeHne 0 HenpeacTaBneHun 3agsmntesieM OTBeTa
Ha 3anpoc perucTpupyrowero opraHa Ans nogroToOBKY 3aKITHOUYeHUs 3KCNepPTHOro yupeXXaeHns Ha
OCHOBAHWN JOKYMEHTOB, UMEHLWWXCSA B ero pacnopsi>XeHnun.

Bpems co gHS HanpaBneHns 3anpoca PerucTpUpyoLero opraHa Ao AHSA NofyyeHns OTBeTa
Ha 3anpoc WY yBeAOMSIEHUS O HenpenCcTaBAeHUM OTBETA Ha 3anpoc He Y4YUTbIBAETCS Mpwu
WCYNCIIEHNM CpOKa MpPOBEAEeHUs 3KCNepTu3bl kauvecTBa, 3dpdekTuBHOCTUM M He3onacHocTw
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Me[VLUWNHCKOro u3genus.

B cniyuae ecnm oTBET HA 3anpoc, a Takxke npunaraemMbie K HeMy JOKYMEHTbI COCTaBfeHbl Ha
MHOCTPaHHOM 43blke, OHW NPeACTaBAATCA C 3aBepeHHbIM B YCTAaHOBJIEHHOM MNopsagke
nepesoiOM Ha PYCCKNIN A3bIK.

(ab3ay BeBepeH NoctaHoeneHmem MNMpaeuTtenscTea PO o1 31.05.2018 N 633)

Mpn BbIABNEHNN PErNCTPUPYHOLMM OPraHoM B NpeacTaBfieHHbIX 3asBUTeNleM B OTBET Ha
3anpoc AOKYMEHTax HeaoCTOBEpPHbIX WM (MAW) HefoCTaTOUHbIX AdHHbLIX WUAW  AOKYMEHTOB,
COCTaBMEHHbIX NN COAEpPXXalWmnxX TEKCT HAa MHOCTPAHHOM fA3bike be3 nepeBoja B YCTAaHOBEHHOM
nopsagke Ha PYCCKUM A3bIK, PErucTpuUpylOWni OpraH B TeueHume 2 paboumx gHew Bpy4aeTt
(HanpaBnseT 3aka3HbIM NOYTOBbLIM OTNPABNEHVNEM C YBEAOMJIEHNEM O BpyYeHUn unm B dgopme
3NeKTPOHHOro AOKYMEHTa, NOANMCAaHHOIO 3NeKTPOHHOW NoANMCbIo, NMbo B 3neKTpoHHOW dhopme
Nno TeNeKoOMMYHUKaUMOHHbIM KaHanam CBA3M) 3a9BUTENHD peleHne 0 BO3BpaTe YKa3aHHbIX
AOKYMEHTOB C MOTMBMPOBaHHbIM 0bOCHOBaHMeM npuunMH BO3BpaTta W coobuweHnem o
BO3MOXXHOCTV NOBTOPHOro NpeacTaBneHns 3asaBuTenem o ncredenms 50 pabounx gHen co gHA
nonydyeHmst 3anpoca p[opaboTaHHbIX [OKyMeHTOB. [lpy HenpeacTaBneHUM 3asiBUTENEM B
YK@3aHHbIN CPOK 3anpawuvBaemMbiX MaTepuanoB W CBeAeHUW 3KCnepTm3a KauyecTsa,
3ddekTUBHOCTU 1 Be3onacHOCTV MeAUUMHCKOro U3Aenns NpoaocsKaeTcsa No Haxoasawumcs B
pacnopsi>keHUn 3KCNepTHOro yuypexxaeHusa paHee nNpeacTaBfieHHbIM 3as9BUTENEeM AOKYMEHTaM 1
CBeAeHNAM, COAep>XalwMMCcs B permcTpaynoHHOM JoCbe.

(ab3ay BeBepeH NoctaHoenenmnem MNMpaeutensctea PO o1 31.05.2018 N 633)
(n. 21(1) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 17.07.2014 N 670)

22. Ha | 3aTane 3akcnepTun3bl KavecTBa, 3ahdekTMBHOCTU 1 Be3onacHOCTM MeauyMHCKOro
N30Eenna 3KCNEePTHOE YyuypexaeHwe B CPOK, He npesbiwawwun 20 paboumx pHenm co [HSA
nony4yeHNs 3afaHns, OCyLWecTBNSET creayowvue MeponpuaTns:

a) NpoBeAeHne 3KCNepTu3bl 3a8BMEHNS 0 PperncTpaymm u 4OKYMEHTOB, NPeayCMOTPEeHHbIX
nyHktom 10 HacTtoawmx [MpaBun, AOns onpegeneHnsi BO3MOXHOCTU  (HEBO3MOXKHOCTW)
NnpoBeaeHnNs KNMHNYECKNX NCMbITaHUA MeauyUHCKOro N3aenvs;

b) ocbopmneHne v HanpaBneHMe B PErMCTPUPYIOW WA OpraH 3akioYeHnss 0 BO3MOXHOCTU
(HEBO3MOXXHOCTN) NPOBEAEHUA KITMHUYECKNX NCALITAHNA MeAUUNHCKOro nigenmsa (C ykasaHmem
NpUuMH N 0boCHOBaHMEM HEBO3MOXHOCTU MX NpoBeaeHunst), opMa KOTOPOro yTBepXXaaeTcs
MwunHucTepcTBOM 3gpaBooxpaHeHns Poccunckon ®egepaynn.

23. OcHoBaHvem [and BblHECEHUS 3IKCNEePTHbIM  yuypeXieHuem  3aKMH4YeHus o
HEBO3MOXXHOCTW MNPOBEAEHUSA KIIMHNYECKUX WUCNbITAHUA  MEQUUMHCKOro U3fenusa  wunm
HEBO3MO>XXHOCTW rocyfapCTBEHHOW PerncTpaymm meguymnHCKoro N3genus aBnaeTcs:

(B pea. NoctaHoBneHud NMpaeuTtenscTea PO ot 17.07.2014 N 670)

d) HECOOTBETCTBME MEAMUMHCKOro un3genusa tTpeboBaHMsM HOPMATUBHOW OOKYMEHTayuw,
TeXHNYECKOW 1 (Mnun) 3KCnayaTaynoHHOW 4OKYyMeHTayum nponssoantend (m3rotosurens);
(B pen. NMoctaHosneHunn NMpasutensctea PO o1 17.10.2013 N 930, o1 17.07.2014 N 670)

B) oTcyTcTBUME fOKa3aTenbCTB Be30NacHOCTY MeaULUHCKOro N34enuns.
(B pea. NoctaHoeneHud NMpaeutenscTea PO ot 17.07.2014 N 670)

24. Pernctpupyowuim opraH B TeueHne 5 pabounx gHen co gHA NonyyeHns OT 3KCNepPTHOro
yupexkxgeHusa 3aKnH4YeHUs O BO3MOXHOCTU (HEBO3MOXHOCTWN) MNPOBEAEHUS  KITMHUYECKUX
NCNbITAHUV MeaNLYUHCKOro n3genng ocywecTenseT cnegyowme meponpuaTuns:
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a) OyeHKa 3aknwueHUs [ANg OornpegeneHNs COOTBETCTBUS 3afaHuUK0 Ha npoBefjeHue
3KcnepTm3bl KavecTBa, 3adpdhekTnBHOCTM 1 Be3onacHoOCTM MeguyuHCKOro usgenus. B cnyuae
YCTaHOBJIEHNS HECOOTBETCTBUSA 3aKHUEHUHA 3KCNepTHOro yypeXaeHus ykasaHHOMY 3afaHunio
Takoe 3aknuyeHve BO3BPaljaeTcs B 3KCNepTHOEe yuypexaeHue Ha AopaboTky, cpok KoTopow
coctaBnaetr He bonee 2 paboumx pgHer €O [JHA NONy4YeHUS 3KCNEPTHbIM YUYPEXAEHUEM
BO3BPALYEHHOro 3aKNyYeHns;

(B pen. NMoctaHoBneHus MNpaeuTtenbcTea PO o1 31.05.2018 N 633)

B) NpuHATWE peweHnsa 0 Bblgaye paspeleHns Ha NPOBEAEHUNE KITMHUUECKUX UCMbITAHUN
MegUUMNHCKOro wm3genua wunu o6 oTkase B rocygapCTBEHHOW perucTpayvum MeauuMHCKOro
n3genunsi, KoTopoe o0dopMAsSeTcs NPUMKa3oM PerncTpupyrowero opraHa, U yBeLOMJIEHME
3a9BUTENS O NPUHATOM pPELLUEHN;

B) Bblgaua (HanpaBfneHuWe 3aka3HblM MNOYTOBbIM OTNPaBAEHVWEM C YBEAOMIIEHUWEM O
BpyYeHUM mnn B OOPMe 3MeKTPOHHOro AOKYMEHTA, NOAMUWCAHHOIO 35IEKTPOHHOW MNOAMUCHH)
3a9BUTENO pa3peLlleHns Ha NPOBEAEHUNE KITUHUUYECKUX WCMbITAHUN MeAUUMHCKOro W3Aenus,
dopma KOTOpPOro yTBepXXAaeTcsl PerucTpypyrolwuM OpPraHoM, U BHECEHME COOTBETCTBYHILUX
CBEAEHVWA B peEecTpP BblAaHHbIX paspeleHnn Ha MpoBeAeHVEe KINHUYECKUX WCNbITaHUNA
MeJNLMNHCKOro N3enns, Nnopsaaok BeAeHNS KOTOPOro YyTBEPXKAAETCS PErMcCTPUPYOLWVM OPraHoMm,
nnbo yesepomneHue o6 oTkase B rocyfapCTBEHHOW perucTpayvm MeauyuHCKoro msgenmsa c
yKa3aHMeMm Npu4ymnH 0TKa3a.

25. OcHoBaHMeM Ansg NpuHATMA peweHus o6 oTka3e B rocyaapCTBEHHOVW permcrpayvm
SABNAETCH NOMyYeHVEe PerncTpupyrowmmM OPraHoM OT 3KCMEPTHOrO yUYpeXXAeHUs 3akiuyeHus o
HEBO3MOXXHOCTW NPOBEAEHUS KNTUHUNYECKUX NCNBITAHUA MEANLMHCKOro U3aenus.

26. KnuHuueckme wucnbiTaHUa MeguUWUHCKOro M3fenus, 3a MWCKIHYeHUeM MeaUUMHCKNX
m3genun 1 Kracca NOTEHYWanbHOro pucka MpuUMEeHeHns W MeguyuHCKUX wu3genun pans
ANArHOCTUKW in vitro, ocywecTBNAOTCA B paMKax OUEeHKN COOTBETCTBMUS, NOPALOK NpoOBeAeHusd
KoTopow yTeBepxxgaeTcd MMHUCTepCcTBOM 34paBooxpaHeHns Poccnnckon ®egepayun.

(B pen. NMoctaHoBneHus MNpasuTtenbctea PO o1 31.05.2018 N 633)

KnuHunueckne wcnblTaHUa MeOUUMHCKOro wu3genns, 3@ WCKIHOYeHNeM MefnyUHCKMX
m3genun 1 Kracca NOTEHYWanbHOro pucka MpuUMEeHeHns W MeguyuHCKUX wu3genun pans
ANArHOCTUKM in vitro, a Takke MeguYUHCKNX U3AeNun, BKITHOUYEHHbIX B NepeyeHb, MPOBOAATCS HA
OCHOBaHWM  pa3peweHns Ha  nNpoBejeHMe  KIIMHUYeCKUX  WUCNbITaHWUW,  BblAAHHOIO
pPerucTpupyrowumMm OpraHoM, a Takke 3aknueHns ob aTunueckon obocHOBaHHOCTYM NpOBeAeHUs
KIMVUHNYECKNX WCMbITaHWUW, BbIAAHHOrNO COBETOM N0 3Tuke MwuHWUCTepcTBa 34paBOOXpPaHeEHus
Poccurickon ®epgepayuvu, B cnyyadax, YCTaHOBIIEHHbIX YKa3aHHbIMK [paBunamu.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 31.05.2018 N 633, o1 18.03.2020 N 299)

CocTaB yKa3aHHOro CoBeTa Mo 3TUKE M MOJSIOKEHNE O HEM YyTBepXaarTcsd MUHUCTEPCTBOM
30paBooxpaHeHunsa Poccurickon ®egepayun.

KnuHunueckme uncnbiTaHUss MeAUUMHCKOro U3Jenus nNpoBOAATCS B MeauYUHCKUX
opraHusaymsax, oTeevarownx TpeboBaHuam, yreepkaeHHbIM MUHNCTEPCTBOM 34paBO0XPaHEeHNS
Poccuinckori ®epepayvin. YCTaHOBMEHME COOTBETCTBUMS MEAULUWUHCKUX OpraHmsayui 3Tum
TpeboBaHMAM oOcCywecTBnseTCcsS PerucTpyupylowjumM OpraHoM B MNOpSAKe, YCTaHOBAEHHOM
yKa3aHHbIM MUHUCTEpPCTBOM.

27. lMepeyeHb MeAMUMHCKUX OpraHu3ayuini, MMerwmnx npaBo MPOBOAUTb KIVHUYECKUE
NCNbITAHNA MEAUUMHCKNX W3Oenun, N pPeecTp BblAaHHbIX paspeweHnn Ha MpoBeAeHne
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KIMMHUYECKNX WUCABITAHUNA  MeJUUUHCKNX u3genun onybnukoBbIBalOTCA M pasmMewarTcs
PerncTpyupyrowyM OpraHoM B YCTAaHOBJIEHHOM MM MNOPSAAKe Ha cBoeM ohuMyuanbHOM canTe B
MHAOPMAUNOHHO-TENEKOMMYHUKAUUOHHONW ceTu "VIHTepHeT".

28. Mpy NpUHATUN pelWeHns 0 Bblgaye paspeleHns Ha NpoBeAeHune KIMHNYECKUX
UCNbITAHUA  MeaUUWHCKOro W3Aenust PerucTpupyrowuin  opraH MNpUHUMAeT peLleHne o
NPUOCTAHOBMEHNN FOCYAApPCTBEHHOW perucrpaymn MeguyuHCKoro nsgenusa Ao AHS NPUHATUS
peweHns perncTpuypyloljero opraHa o B030bHOBNeHWMW rocygapcTBEHHOW perncrpayum
MeaVLUWHCKOro n3genuvs, B COOTBETCTBMK € NyHKToM 30 HacToawmx Mpasun.

29. O KIAVMHWYECKUX WCMbITAaHUAX MeaAUUWHCKOro wu3genus 3asdBuTenb YyBegoMmnseT
perncTpupyrowun opraH B TeueHmne 5 paboumnx gHen c Hauyana ux NnpoBeaeHus.

30. Mo OKOHYAHUN KIIVMHUYECKUX WUCMbITAHUA MEONUWUHCKOro W3gennsa 3asBUTEeNb
npeacTaBnseT B PErucTpupyroluin opraH 3asBneHve o0 BO30bHoOBNeHUM rocynapCTBEHHOW
perncTpaymm mMegunyuHCKOro U3genms v pesynbTaTbl KIMHUYECKUX WUCMbITAHUW MeguUMHCKOro
N30Eenng, a TakKe JOKYMEHTbI, yKa3aHHble B nognyHkTax "6" - "3", "k" n "n" nyHkTa 10 HacToawunx
MpaBun, B cnyyae, eciv B HNX BHECEHblI N3MEHEHUS N0 pe3ynbTaTaM KIAWHUYECKNX NCAbITaHnN
MeguUWUHCKOro n3genvs.

(B pen. NMoctaHoBneHus MNpasuTtenbcTea PO o1 17.07.2014 N 670)

31. Pernctpupylownri opraH B TeueHne 2 pabounx gHer co AHSA NONyyeHUs OOKYMEHTOB,
yKasaHHbix B nyHkTe 30 Hactoawwmx [lpaBun, npuHMMaeT peweHne o0 Bo30bHOBNEHUN
rocyfapCTBEHHOV perncTpaynm MeguyuHCKoro n3genums.

PeweHne o B030OHOBNEHWW roCyfapCTBEHHOW perucrpayum MeauUMHCKOro W3genvs
NPUHMMAeTCs PEerucTpypyrolyuM OpraHoM Mo pe3ynbTaTaM MNpPOBEPKM  MNOSIHOTbl U
AOCTOBEPHOCTU CBEAEHWUI, COAEPXALWWUXCA B NPEeACTaBNEeHHbIX B PErncTpupyrowuii oprax
3asgBneHnn 0 BO30bHOBNEHNM roCyfapCTBEHHOV PEerncTpaynn MeguuymMHCKOro U3genus n NHbIX
AOKYMEHTAaX, yKa3aHHbIX B NyHKkTe 30 HacToawwux MNpaswun.

B cnyuae ecnu 3T JOKYMEHTbI NpeACcTaBfeHbl HE B MOSIHOM 0bbeme nnm B HUX BbISBIEHDI
HeAOCTOBepHble AaHHble, @ Takke B Cflyyae NpefcTaBfeHNs [OKYMEHTOB, COCTaBJIEHHbIX Ha
WHOCTPaHHOM s3blke, be3 3aBepeHHOro B yCTaHOBNIEHHOM MOPSAKe NepeBoia Ha PyCCKUN A3bIK,
pPerncTpupyrowmin - opraH Bpy4yaeT (HanpaengeT 3akas3HbIM MNOYTOBbLIM OTMpaBneHvemMm C
yBeAOMJIEHVEM O BpyYeHUU wunnm B OpPMe 3NEeKTPOHHOro [OKYMEeHTa, MNoANVMCaHHOro
3INeKTPOHHOW noanuceto, NMbo B anekTpoHHOW hopme No TeneKoOMMYHUKAUMOHHBLIM KaHanam
CBA3M) 3a9BMTENH) peleHMe 0 BO3BpaTe 3asaBfeHMd 0 B0O30DHOBNEeHMM rocygapCTBEHHON
perncTpaumm mMeguymHCKOro w3genusa C NpUnoXeHMem K HeMy YKa3aHHbIX [OOKYMEHTOB W
W3MOXEeHVEeM MNPUYMH, MNOCIYXUBLINX OCHOBaHWMEM [Ana Takoro Bo3BpaTa. OgHoOBpemMeHHOo
perucTpupyrowun opraH coobujaet 3asBuTento 0 BO3MOXHOCTM MOBTOPHOro npegcraBneHus
3agBneHna 0 BO30DHOBRNEHVMWM rocyfapcTBEHHOW perucTpaymn MeauyuHCKoro usgenums c
NpUIIOXeHnemM K Hemy opaboTaHHbIX OKYMEHTOB.

(n. 31 B pea. NoctaHoeneHus MNMpasuTtenbcTea PO ot 31.05.2018 N 633)

32. Ha Il aTane akcnepTu3bl kauecTBa, 3ahdekTUBHOCTL 1 BesonacHocTn mMeanyMHCKOro
n3gennsa perncTpypyrowmnin opradH B TedeHne 2 paboumx gHen cO OHA NPUHATUS PEeLleHust O
BO30DOHOBNEHMM roCygapCcTBEHHOW pPerucTpaymm MeguyuHCKOro n3genvsa Ha 0OCHOBaHUM 3a4aHnNs
HaQ NpOBeAeHMe 3KCNepTuM3bl KauecTBa, 3hdekTuBHOCTM M be3onacHoOCTM MeauUMHCKOro
n3gennd, BblAaHHOIMO B COOTBETCTBUM C NyHKTOM 20 Hactoawwux [paBun, HanpaenseT B
3KCMEepPTHOE yypexaeHne NpeacTaBfieHHble 3a9BUTeNeM pe3ynbTaThl KIMHUUYECKUX MUCNbITAHUNA
MeaVLUVHCKOro n3genvs.
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33. 3KCnepTHOE yuypeXaeHme B CPOK, He npeBbiwawwur 10 pabounx aHen co AHA
nonyyeHNs OOKYMEHTOB, YKa3aHHbIX B NyHKTe 32 HacTtoawumx [lpaswun, npoBOAUT 3KCNepTu3sy
NOMHOTHI N Pe3ynbTaTOB NMPOBEAEHHLIX UCMBITAHUA U UCCNegoBaHuM, a Takke ohopMngeT u
HanpaengeT B PerucTpyupyrowuy OpraH 3akiiuyeHue no pe3ynbTaTaM 3KCNepTuU3bl KayecTBa,
achdpekTUBHOCTM 1 Be3onacHOCTM MeaMUMHCKOro wm3genud, hopma KOTOPOro yTBepXXaaeTcs
MwnHucTepcTBOM 3gpaBooxpaHeHns Poccunckon ®egepaynn.

34. B cpok, He npeBblwatowmn 10 paboumx gHEN co AHA NOMyyYeHUS 3aKNHKUYEHUS,
yKkasaHHoro B nyHkTe 33 HacTtodwwux [lpaBun, perncTpupyrowmnin OpraH ocywecTenseT
cnefyrowme MeponpuaTug:

a) OyeHKa 3aknwueHUs [ANs ornpegeneHNs COOTBETCTBUS 3afaHuUK0 Ha npoBefjeHue
3KcnepTmM3bl KavecTBa, 3adpdhekTnBHOCTM 1 Be3onacHOCTM MeguyuHCKOro usgenus. B cnyuae
YCTaHOBJIEHNS HECOOTBETCTBUSA 3aKHUEeHUHA 3KCNepTHOro yypexaeHus ykasaHHOMY 3a4aHunto
Takoe 3aknuyeHve BO3BPaLjaeTCs B 3KCNepTHOEe yuypexaeHue Ha AopaboTky, Ccpok KoTopow
coctaBnaetr He bonee 2 paboumx pgHer €O [JHA NONy4YeHUS 3KCNEPTHbIM YUYPEXAEHUEM
BO3BPALYEHHOro 3aKNyeHns;

(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 31.05.2018 N 633)

B) NpuHATMe peweHns 0 rocygapCTBEHHOW perncTpayvm MeguyuHcKoro migenva mnm ob
OTKase B rOCyAapCTBEHHOW perncrpayvy MeauyuHCKOro wmsgenud, Kotopoe odiopmnsiercs
NpUKasoM perucTpupyrowero opraHa, U yBefoMSieHMe 3asiBUTeNns 0 NpPUHATOM peweHun (3a
VCKNKYeHeM MegNLYUHCKUX N34eNnn, BKITKOYEHHbIX B NepeyeHb);

(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 18.03.2020 N 299)

B) odopmneHve w Bblgaya (HanpaBneHuMe 3aka3HbiM MOYTOBbLIM OTNPaBlEHUEM C
yBeAOMIIEHVEM O BpyYeHUU wunnm B OpPMe 3NEeKTPOHHOro [OKYMEeHTa, MNoANUCaHHOro
3INeKTPOHHOW nognuceblo, Nnbo nepepgava B 3aneKTpPOHHOW dhOpMe Mo TeNeKOMMYHUKALYWOHHbIM
KaHanam cBs3u1) 3a89BUTEN PerMcTpaymoHHOro yaoctoeepeHus nubo ysegomneHuns ob otkase B
rocyfapcTBeHHOW perncrpaymm MeguyuHCKOro wusgenus C yka3aHmem MNpuYuH 0TKasa (3a
VCKNKYEeHeM MegNLYUHCKUX N34eNnn, BKITKOUYEHHbIX B NepeyeHb).

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 18.03.2020 N 299)

35. OcHOoBaHMAMU AnNg NPUHATUSA PEerucTpupyowMM OpraHom peweHns ob oTkase B
rocygapCTBEHHOW perncTtpaynn MegmyuHcKoro msgenusa (3a WCKIKYeHuem MeaunyuHCKNX
N34ennin, BKITKOYEHHbIX B NepeYveHb) aBAaTCA:

(B pea. NoctaHoBneHud NMpaeuTtenscTea PO ot 18.03.2020 N 299)

a) NoslyyeHme OT 3KCNEePTHOro YUYpeXaeHWs 3aK/H4YeHUst Mo pe3ynbTaTamM 3KCNepTu3bl
kauecTBa, 3ddhekTBHOCTM 1N Be3onacHOCTU MeauUMHCKOTro U3enns, CBUAETENbCTBYHOWEro O
TOM, 4yTOo KauecTBo, WU (Mnn) 3ddpekTBHOCTb, U (MNn) bBe3onacHOCTb PerncTpupyemoro
MEeANLUHCKOro M3Lennmsa He NMoATBEPXXAEHbI NOMYYEHHBIMW AdHHbIMW, U (M) O TOM, UTO PUCK
NPUUNHEHNS Bpeaa 340P0OBbH rpaXkaaH U MegnyuHCKuX paboTHMKOB BCneacTBue NMPUMEHEHUS
MeanLMUHCKOro n3genns npeebiwaeT 3(0PeKTUBHOCTb Ero NPUMEHEHWNS;

b) BbIABNEHME PErMCTPUPYHOLW VM OPraHoM Mo pe3ynbTaTamM rocyaapCcTBEHHOIO KOHTPONS 3a
obpaweHnem mMegnUyMHCKUX WU3OENUA HECOOTBETCTBUMA AaHHbIX 060 3ddiekTmBHOCTM M O
besonacHocT MegMUUHCKOro mM3genust AaHHbIM O MEeANLVUHCKOM W3Jennmn, CoaepXXawumcsa B
3aABNEHNN O PErNCTPAUNN U AOKYMEHTAX, yKa3aHHbIX B NyHKTe 10 HacToawmux MNpasun.

(n. 35 B pea. NoctaHoeneHus MNMpasuTtenbctea PO ot 31.05.2018 N 633)

36. B TeueHue 1 pabouero gHs nocne NpUHATUSA PELLIEHUS 0 rOCyAapCTBEHHOV perncrpaymm
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MeAVUUMNHCKOrO u3genuda perncTpupyrowuin OpraH BHOCUT [adHHbIE O 3aperucTpupoBaHHOM
MeAVUUNHCKOM W3AennMn B TOCYAApPCTBEHHbLIN  peecTp B nNopsagke, nNpegycCMOTPEHHOM
noctaHoeneHvem lMpaeutenscTBa Poccurckon ®egepaynm ot 19 nioHa 2012 r. N 615.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

lNpumeuaHwue.

M. 37 (B pea. NoctaHoBneHud MpaBuTtensctea PO ot 31.05.2018 N 633) He npumeHsieTCca K
NPaBOOTHOLWEHNAM, CBSA3aHHbIM C OCyWecTBfieHWEeM T[OCyAapCTBEHHOW peruncrpayuu
MeaguLNHCKNX n3gennn, Bo3Hukwmnm ao 13.06.2018.

37. Kn3MeHeHUAM, BHOCUMbIM B JOKYMEHTbI, COAEP>KALMEeCs B pPeErmMcTpayuoHHOM A0CbE, He
Tpebywowmm npoBegeHnst 3KCNepTu3bl kauecTBa, 3ddpekTuBHOCTM M BesonacHocTn
MeanLVUHCKOro N3genmns, 0OTHOCATCS:

a) U3MEeHeHVe CBeeHN 0 3a9BUTerNe, BKINoYas CBeAeHns:
0 peocpraHv3ayumn 1puanYeckoro nmya;

06 N3MEHEeHUN HaMeHoBaHUA Hnpmnagn4yeckoro nmnya (nonHoro n (B cnydae, ecnm nMeeTcs)
COKpauweHHoro, B TomM 4vuncne CbVIpMEHHOFO HanMeHOBaHNA), dapeca MeCTa ero HaxoXgeHum4,;

06 nameHeHnn dpamunun, nmeHn n (B cnyyae, ecnv MMEETCH) OTYEeCTBa, agpeca MecTa
XXUTENbCTBA MHAWBWUAYANbHOIO NPeanpyUHUMATENA N PEKBU3NTOB OKYMEHTA, YAOCTOBEPAKILWEro
ero JINYHOCTb;

B) n3meHeHVe cBegeHW 0 NMUe, HA MMSA KOTOPOro MoXeT BbiTb BblJaHO perncTpayuoHHoe
YAOCTOBEPEHME HA MEAVLVHCKOE U3genve, BKITHOUas CBeAEHWS:

0 peopraHnsaynun KpUANYeckoro nNuya;

06 N3MeHeHNV HanMeHoBaHUSA HPUANYECKOro Nuya (NofnHoro v (B cnydyae, ecnv MMeeTcs)
COKPALWEeHHOro, B TOM uuncie UpMEHHOI0 HAMMEHOBaHWS), aipeca MecTa ero HaXxoXAeHUs NN
damunuu, uMeHn n (B crlyyae, eciimi UMeeTCs) 0TUeCTBa, MecTa XXMUTeNbCTBa UHANBUAYANbHOMO
npeanpuHNMaTens;

B) MU3MEHEeHMe aapeca MecTa NpoM3BOACTBA (M3roTOBNEHUS) MeANLNHCKOro U3nenus;

r) M3MEHEeHMEe HAaNMEHOBaHUS MeAUUVHCKOro M3Aenus B Cflyyae, ecsiv He U3MEHWUSNCb
CBOWCTBA W XapakTepUCTUKW, BRAUAKOWME HA KayvecTBOo, 3hdhekTmBHOCTL U besonacHocTb
MeaVUWHCKOro W3genus, Wnu COBEpLUeHCTBYHOTCS €ero CBOWCTBA W XapakTepUucTuUKM Npwu
HEM3MEHHOCTK dOyHKYMOHanNbLHOro HAa3Ha4YeHus " (nnn) npuHUMnNa  LEencTBuS,
npegycmaTpuBatoLyee:

pobaBneHme (MCKNOUEHME) NPUHAANEXXHOCTeN MeanLYUHCKOro N3Aennus NN N3MeHeHne nx
HavMeHOoBaHWS;

yKa3aHue, "3MeHeHMe N UCKIMHYeHe TOBApPHOT0 3Haka U MHbIX CPeACTB MHAMBUAYanM3ayum
Me[VLUNHCKOro U3genus;

M3MEHEHME KOMWUYECTBA eaVHNL MeAULUUHCKOro W3gennst Ui ero COCTaBHbIX 4acTew,
KOMMNNEKTYHLW WX, YKa3dHHbIX B NPUNO>XXeHNN K pernctpaymnoHHOMY ynoCTOBeEPEHUHD;
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yKa3aHue Unm NcKoYyeHne BapruaHToB UCNONHeHNs (Moaenen) MeguyHCKoro n3genms;
N3MEHEHVE MAapKNPOBKU U (MNK) yNakoBKWU MeANLNHCKOro N3aenus;

4) Wn3MeHeHne npou3soguTenem (M3roToBuUTeNnemM) MeguyuHCKOro W3genns CpoKoB
LEVNCTBUA JOKYMEHTOB, COAEPXXALNXCA B permcTpaynoHHOM AOCbLE;

e) wu3MeHeHue wHdopmaymn o6 ynonHomMoOueHHOM nNpeacTaBUTENe NPOM3BOAUTENS
(v3roToBUTENA) MEOULIMHCKOTrO U3aenns.
(n. 37 B pea. NoctaHoeneHus MNMpasutenbcTea PO ot 31.05.2018 N 633)

lNpumeuaHwue.

. 38 (B pea. NoctaHoBneHud MpaBuTtenscTBa PO ot 31.05.2018 N 633) He npumeHseTCca K
NPaBOOTHOLWEHNAM, CBS3aHHbIM C OCyWecTBfieHWEeM T[OCyAapCTBEHHOW peruncrpayuun
MeaguLNHCKNX n3gennn, Bo3Hukwmnm ao 13.06.2018.

38. [Ina BHECEHWS B AOKYMEHTbI, COAEPXKaLMecs B PerncTtpaynoHHOM A0CbEe, U3MEHEHUN,
yKa3aHHbIX B NyHKTe 37 HacToawmx MpaBun, 3agBuTens He no3gHee yem yepes 30 pabouunx gHen
CO AHS N3MEHEeHUsI COOTBETCTBYHOLWWX AaHHbIX NpeAcTaBnsaeT (HanpaBnseT) B perucTpupyrowuni
OpraH:

a) 3ag9BfieHMe 0 BHECEHUN U3MEHEHUV B OOKYMEHTbl, coAepXalwuecs B perucTpayvoHHOM
AOCbe (nanee - 3asiBfIEHNE 0 BHECEHUW N3MEHEHMNI), 0DOPMIEHHOE B COOTBETCTBUMN C MYHKTOM 9
HacToawwnx Npasun;

b) konuio gokymeHTa, NOATBEPXKAAKOLWEro NOSIHOMOYNS YNONMHOMOUYEHHOrO NpeacTaBuTens
npovssoguTens (M3rotToBuTens);

B) AOKYMEHTblI U CBEAEHMNS O COOTBETCTBYHOWUX U3MEHEHUHAX, B TOM 4unucie JOKYMEHTHI,
noaTeepXxparowue M3MeHeHus, ykasaHHble B noanyHkTax "a" - "B" nyHkTa 37 HacTodawmx
lMpaBun, a TakKke B Criyyae N3MEHeHUs HanMeHOBaHNA MeguLUUHCKOro U3fenvsa:

cBeaeHnm4a o HOpMaTMBHOVI AOKyMeHTaymnn Ha meamnymnHCKoe mnspgenne,;

TeXHNYeCKyHd AOKYMeEeHTaAUW npomssBoanTend (n3roToBUTENS) HA MEOULUWHCKOE U3aenue,
npmnBefeHHyH B COOTBETCTBME C HOBbIM HAMMeEHOBaHMeEmM MeanLUUMHCKOTro n3pennd,

3KCNyaTayMoHHY0 [AOKYMEHTayuio npousBoauTenst (M3roToBUTENs)) Ha MeauyuHCKoe
n3penve (B TOM 4unCNe MHCTPYKYWIO MO NPUMEHEHMID UMW PYKOBOACTBO MO 3KCNayaTayuu
MeOWUWHCKOro un3genvs), nNpuBEAEHHYHD B COOTBETCTBME C HOBbIM HaMMeHOBaHWEM
Me[VLUNHCKOro U3genug;

doTorpadhnueckme wn3obpaxeHns obwero Buaa MegUUUMHCKOrO W3Qenusa BMecCTe C
NpUHaANEXHOCTAMW, HeobxoagnMbIMK onNs NPUMEHeHUs MeaULYUHCKOro U3Aenms no Ha3HaueHuo
(pa3mepom He MmeHee 18 CAHTUMETPOB B ANMHY U 24 CAHTUMETPOB B LUVMPUHY);

r) AOKyYMeHTbl npou3soamTena um (Mnun) opraHusayuin, OCYWecTBRAWux nposegeHue
TEXHUUECKUX WCMbITAHNA, TOKCUKOMNOTNUYECKUX WCCNeAoBaHUN, KINMHUUYECKUX WCNbITaHUN
(pe3ynbTaTbl COOTBETCTBYHOLWMX WNCAbLITAHNA), MOATBEPXAAOWME, UTO BHECEHME 3adBfIEHHbIX
N3MEHEHUN He Bfe4YeT WU3MEHEHUSI CBOWCTB W XapaKTepucTUuK, BANSAKOWUX Ha KauyecTso,
3ddekTBHOCTL 1 Be3onacHOCTb MeanUMHCKOro WU3AEenus, UM COBEPLUEHCTBYET CBOWCTBA U
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XapaKTepUCTUKA MNPU HEU3MEHHOCTN YHKYMOHANbHOro Ha3HaueHnst un (Mnu) npuHYymna
LEencTBUA MegULNHCKOro U3Aenvs;

L) OpUrnHan perncTpaynoHHOro ygoctosepeHnsa (aybnumkar);

e) ONnCb JOKYMEHTOB.
(n. 38 B pea. NoctaHoeneHus MNMpasuTtenbcTea PO ot 31.05.2018 N 633)

lNpumeuaHwue.

M. 39 (B pea. NoctaHoBneHud MpaBuTtenscTBa PO ot 31.05.2018 N 633) He npumeHseTCca K
NPaBOOTHOLWEHNAM, CBS3aHHbIM C OCyWecTBfieHWEM T[OCyAapCTBEHHOW peruncrpayuun
MeaguLNHCKNX n3gennn, Bo3Hukwmnm ao 13.06.2018.

39. BHeceHve U3MEHEeHUW B OOKYMEHTbl, yKa3aHHble B noanyHkrax "B" mn "r" nyHkra 10
HacToawmx [paBun (3a MWCKNHOYEHWEM CJlyyaeB, yKa3aHHbIX B NOANyHKTe "r" nyHkta 37
HacTosawwmx Mpaswun), ocywecTBNSETCS N0 pe3ynbTaTaM 3KCNepTu3bl KauecTBa, 3ddeKkTMBHOCTH
n be3onacHOCTM MeaVUMHCKOro wusgenus, NpoBefeHHOW B MNOPHAAKE, aHaNOrmyHoMm MOpsgKy
NpoBefeHns 3KCNepTu3sbl KauecTsa, 3IphekTnBHOCTY 1 BesonacHoOCTV MegnLYMNHCKOro n3genvsa B
Uensax ero rocygapCTBEHHOW peructpaynn B COOTBETCTBUU C NyHKTOM 271 HacToawwmx MNpaswun, B
cnyyae ecnv perucTpupyrowmm OpraHom rno pesynbTatamM NPOBEPKU MOMHOTLI M AOCTOBEPHOCTM
CBefeHNN, codepXXawuxcsa B MNpefacTaBfeHHbIX [OKYMeHTax, YCTaHOBMEHO, 4YT0 BHeCeHue
3a8BMIEHHbIX W3MEHeHWW BfevyeT W3MEeHeHVue CBOWCTB W XapakKTepucTuK, BAUAKLWUX Ha
kauecTBo, 3d@dekTBHOCTL 1 Be3onacHoOCTb MeaUMHCKOro U3genus, UM COBepPLUEHCTBYET ero
CBOWCTBA W XapakKTepUCTUKN NpPU HEU3IMEHHOCTU YHKYMOHANbHOrO HasHaueHns u (1nw)
NpUHYMNAa JencTBNA MeNLYUHCKOro n3genums.

(n. 39 B pea. NoctaHoeneHus MNMpasuTtenbcTea PO ot 31.05.2018 N 633)

lNpumeuaHwue.

MN3meHeHnsn, BHeceHHble MNocTtaHosneHnewm lMNMpasuTtensbctea PO ot 31.05.2018 N 633 B n. 40,
HEe NPUMEHAKTCS K NPaBOOTHOLWEHUAM, CBSA3aHHbIM C OCyWecTBIeHMeM rocygapcTBeHHON
perncrpaymm meguynHCKnX n3genmin, sosHmkwnm go 13.06.2018.

40. B cnyvae ey AOKYMEHTbl, npegycMOTpPeHHble nyHKTOM 38 Hactoawwux [lpaswn,
COCTaBJIEHbl HA@ MHOCTPAHHOM 43blKe, OHW MNPeAcTaBfATCA C 3aBEepPeHHbIM B YCTAaHOBJIEHHOM
Nnopsiike nepeBOA0M Ha PYCCKUN A3bIK.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

lNpumeuaHwue.

MN3meHeHUs, BHeceHHble NMocTaHoeneHnem lMNpaeutensctea PO ot 31.05.2018 N 633 B n. 41,
HE NMPUMEHAKTCH K NPAaBOOTHOLWEHNSAM, CBA3aHHbIM C OCyLWecTBAeHneM rocyaapcTBeHHON
perncrpaymm MmeguynHCKnX n3genmin, BosHmkwmnm o 13.06.2018.

41. 3as9BneHne 0 BHECEHUN W3MEHEHUW W AOKYMEHTbl, NPefyCMOTPEeHHble MyHKTOM 38
HacToAwwux MpaBun, NPUHUMAKOTCA PErUCTPUPYOLW MM OpPraHoM Mo ONUCK, KONWUSA KOTOPOW C
OTMETKOVW 0 AaTe NpMemMa YyKa3aHHbIX 3asiBNEHUS VW NOKYMEHTOB B [€Hb NpMemMa Bpy4yaeTca
3a9BUTEN0 UMM HaNpaBNseTCa eMy 3aka3HbIM NOYTOBbIM OTMPABIEHNEM C yBEAOMJIEHUEM O
BpyYeHUN unn B QOpPMEe 3MEeKTPOHHOr0 AOKYMEHTa, NOANWCAHHOro 3MeKTPOHHOW NOAMUCHID,
nnbo B anekTpoHHOW hopMe No TeNeKOMMYHUKALMNOHHbIM KaHanam CBA3N.
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(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

lNpumeuaHwue.

MN3meHeHUs, BHeceHHble NMocTaHoeneHnem MNpaeutensctea PO ot 31.05.2018 N 633 B n. 42,
HE MPUMEHAKTCH K NPAaBOOTHOLWEHNAM, CBA3aHHbIM C OCyLWecTBAeHUeM rocyaapcTBEeHHOW
perncrpaymm MmeguymnHCKnX n3genmin, sosHmnkwnm go 13.06.2018.

42. PerucTpupyrlowun opraH He Bnpase TpeboBaTb 0T 3agBuTend npeacTaBlieHUs
LOKYMEHTOB, He nNpeayCcMOTPeHHbIX NYHKTOM 38 HacToawux MNpaswun.
(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 31.05.2018 N 633)

lNpumeuaHwue.

M3meHeHnsn, BHeceHHble MNocTtaHosneHmewm MNMpasutensbcTea PO ot 31.05.2018 N 633 B n. 43,
HEe NPUMEHAKTCS K NPaBOOTHOLWEHUAM, CBSA3aHHbIM C OCyWecTBIeHMeM rocygapcTBeHHON
perncrpaymm MmeguynHcKnX n3genmin, BosHmnkwmnm o 13.06.2018.

43. B TeueHne 5 pabounx gHen co gHSA NOCTYNNEHNS 3a9B/IeHUSA 0 BHECEHNN U3MEHEHUI U
LOKYMEHTOB, MNpeaycMOTPEeHHbIX NyHKTOM 38 Hactoawwux [lMpaswun, perncTtpyupyrowun oprad
NPOBOAVNT NPOBEPKY NOSHOTbLI U OCTOBEPHOCTU CBEAEHUW, COAEPXALUXCAa B HUX, B TOM yucre
nyTeM CpPaBHEHUSI TaKMX CBeAeHUW CO CBejeHudAMW, TMpPeAcTaBfieHHbIMM B Nopsake
Me>XXBeAOMCTBEHHOI0 MHCPOPMayMOHHOT0 B3aMMOAENCTBUS.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

lNpumeuaHwue.

MN3meHeHUs, BHeceHHble NMocTaHoeneHnem MNpaeutensctea PO ot 31.05.2018 N 633 B n. 44,
HE MPUMEHAKTCH K NPAaBOOTHOLWEHNSAM, CBA3aHHbIM C OCyLWecTBAeHUeM rocyaapcTBeHHON
perncTpaymm MmeguymnHcKnX n3genmnin, BosHmkwnm o 13.06.2018.

44. B cnyyae ecnuv K 3as8BfIeHN0 O BHECEHUU U3MEHEHU He NpunaraktTca LOKYMEHTbI B
COOTBETCTBUM C NoagnyHkTamm "B" - "e" nyHkTa 38 HacToawwmx MNpasun v (Mnn) B 3a9BMeHUN O
BHECEHUWN U3MEHEHWI yKa3aHbl HEAOCTOBEpPHbIE CcBefeHnsa Nbo AoKyMeHTbl, NpefyCMOTPEHHbIE
NyHKTOM 38 HacToawwx Npaswvn, npeacTaBlieHbl HE B NOSTHOM 0bbeme, perucTpupyrowun oprax
BpyYyaeT 3adBMTeNnd yBedoMieHMe 0 HeobxogumocTun ycTpaHeHms B 30-AHEBHbIN CPOK
BbISIBNIEHHbIX HapyweHun n (nnn) npeacTtaBfeHVUsa AOKYMEHTOB, KOTOPble OTCyTCTBYHT, nubo
HanpaenaeT Takoe ysBegomfeHve B dOpMe 3MEeKTPOHHOr0 [JOKYMEeHTa, MoANMCAHHOro
3NEeKTPOHHOW MOANWCLH, UM B 3NEKTPOHHOW ddopMe N0 TenekKoOMMYHUKALUMOHHBIM KaHanam
CBA3U, NN 3aKa3HbIM NOYTOBbLIM OTNPaBfieHeM C yseOMIIEHVEM O BPYUEHUN.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

lNpumeuaHwue.

MN3meHeHus, BHeceHHble MNocTtaHosneHmewm MNpasutensbctea PO ot 31.05.2018 N 633 B n. 45,
HEe NPUMEHAKTCS K NPaBOOTHOLWEHUAM, CBSA3aHHbIM C OCyWecTBIeHMeM rocygapCcTBEeHHOW
perncrpaymm meguymnHcKnX n3genmin, BosHmkwnm o 13.06.2018.

45. B TeueHue 3 pabouumx AHeV co [OHA nNpeacTtaBneHus Hapgnexawuwm obpasom
0bOpMJIEHHOTO 3asBfEHUA O BHECEHUW W3MEHEHMW W B NOAHOM 060beme [OKYMEHTOB,
NPeaycMOTPEeHHbIX MYyHKTOM 38 HacTosawux [lpaBwun, perncTpupyrlowun opraH npuHMmaeT
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peleHne 0 pacCMOTPEHUU YKa3aHHbIX 3asBNeHUd W [OKYMEeHTOB wunu (B cyyae wux
HECOOTBETCTBUA nonoxeHmam nyHkTa 38 HacTtoawmx [paesun) ob wx Bo3Bpate c
MOTVBMPOBaHHbIM 0B0CHOBaHMEM NpMYMH BO3BPATa.

(B pen. NMoctaHoBneHus MNpasuTtenbctea PO o1 31.05.2018 N 633)

lNpumeuaHwue.

M3meHeHns, BHeceHHble MNocTtaHosneHnewm MNMpasuTtensbcTea PO ot 31.05.2018 N 633 B n. 46,
HEe NPUMEHAKTCS K NPaBOOTHOLWEHUAM, CBSA3aHHbIM C OCyWecTBeHWeM rocygapcTBeHHON
perncrpaymm meguynHcKnX n3genmin, BosHmkwmnm o 13.06.2018.

46. B cnyuae ecnu B 30-gHEBHbIV CPOK He YCTPaHeHbl BbISIBSIEHHbIE HApPyLWeHUda v (Unn) He
npeacrtaBneHbl OOKYMEHTbl, KOTOpPble OTCYTCTBYHT, PerucTtpupylwun opraH npuHnmMmaeT
peleHne 0 BO3BpaTe 3asiBfIEHWS O BHECEeHUN WU3MEeHeHWUW W OJOKYMEeHTOB, NpefyCMOTPEHHbIX
NyHKTOM 38 HacToawmx MNpaBun, € MOTMBMPOBAHHbIM 0BboCHOBaHMeM NpnynH BO3BpaTa.

(B pen. NMoctaHoBneHus MNpaeuTtenbcTea PO o1 31.05.2018 N 633)

lNpumeuaHwue.

M. 47 (B pean. NoctaHoBneHua MNpasuTtensbcTtea PO o1 31.05.2018 N 633) He npumeHdAeTcs K
NPaBOOTHOWEHUAM, CBSA3aHHbIM C OCywecTBfeHWeM [OCygapCTBEHHOW perucrpayvuv
MeaguLNHCKNX n3gennn, Bo3Hukwmnm ao 13.06.2018.

47. BHeceHne U3MEHeHUW B [OKYMEHTbI, cogepXawuecs B PerncTpaymoHHOM [JOCbe, He
Tpebywwmnx npoBegeHMs 3KCNepTu3bl KauecTBa, 3ddekTmBHOCTM U bBesonacHocTum
MEeANLUWUHCKOro W3Aennd, OCyWecTBNAeTcss PerncTpupyloljMmM OpraHomMm B CPOK, He
npeBbiwardwmnn 15 pabounx gHeN co AHS NPUHATUSA PELIeHUs 0 PAacCMOTPEHUW 3asIBIIEHUSA O
BHECEHUN NU3MEHEHU N AOKYMEHTOB, NPeayCMOTPEHHbIX NYHKTOM 38 HacToawwux MNpasun.

BHeceHne wv3MeHeHUM B [OKYMEHTbI, COAEpXalwuecs B PerncTpayvoHHOM [JOCbe,
Tpebywwmnx npoBegeHMs 3KCcnepTu3bl KauecTBa, 3ddekTmBHOCTM U©  BesonacHocTum
MeaVUVHCKOr0 M3[enus, OCyWecTBRAAeTCd pPerucTpypyloljMM OpraHoM B CPOK, He
npesbiwaWun 35 pabounx gHeV co OHA MPUHATUA PeLeHUs 0 PacCMOTPEHUU 3aABAEHUA O
BHECEHUWN U3MEHEHU 1N JOKYMEHTOB, NpegycMOTPeHHbIX NYHKTOM 38 HacTosawwux MNpaswvn.

(n. 47 B pen. NoctaHoeneHus MNMpasuTtenbcTea PO ot 31.05.2018 N 633)

lNpumeuaHwue.

M3meHeHns, BHeceHHble MNocTtaHosneHmewm MNMpasutensbcTea PO ot 31.05.2018 N 633 B n. 48,
He NPUMEHAKTCS K NPaBOOTHOLWEHUAM, CBSA3aHHbIM C OCyWeCcTBeHMEeM rocygapcTBEeHHON
perncrpaymm meguynHCKnX n3genmin, BosHmnkwnm go 13.06.2018.

48. CpoK MpUHATUSA PerucTpupyrwyuMm OpPraHoM peleHnss 0 BHEeCeHUW W3MEHeHUN B
LOKYMEHTbI, cogepXawuecss B pPerucTtpaymoHHOM [LOCbe, UCUNCNAeTCs CO AHA MNOCTYNfeHns B
perucTpupyrowum oprad Hagnexawum obpasom odopmneHHoro 3asBneHnsi 0 BHECEHUU
W3MEHEHUAN VU B MNOMHOM 0bbeme AOKYMEHTOB, NPefyCMOTPEHHbIX MYHKTOM 38 HacTodAwwumx
Mpaswn.

(B pen. NMoctaHoBneHus MNpasuTtenbctea PO o1 31.05.2018 N 633)

lNpumeuaHwue.
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M. 49 (B pegn. NocTaHoBneHwa MNpasuTtenscTea PO o1 31.05.2018 N 633) He npumeHdAeTcs K
NPaBOOTHOWEHUAM, CBSA3aHHbIM C OCywecTBfeHWeM [OCy4apCTBEHHOW perucrpayvuv
MeguLNHCKNX n3pgennn, Bo3Hukwmnm ao 13.06.2018.

49. MNpn BHECEHUN N3MEHEHW B AOKYMEHTbl, COAEpPXalWVecs B perncTpaynoHHOM [OCbe,
perncTpupyroLWuii opraH ocywecTBNseT cneayowmne MeponpuaTus:

a) MPUHATWE PEeLIeHUs 0 BHECEHUN W3MEHEHWA B [OKYMEHThl, CoaepXaljuecs B
PEerMcTpaynoHHOM A0Cbe, KOTopoe 0dhopMASeTCs NPUKa3oM PErncTpUpPYHOLWEro OpraHa;

b) Bblgaua 3KCNEpPTHOMY Y4YpeXKAeHWo 3aAaHUS Ha NpoBeAeHMe 3KCNepTu3bl KauecTBa,
achdpekTuBHOCTM 1 Be3onacHoOCTM MeauYUHCKOro U3Aenns N O4eHKa 3aKHUYeHns 3KCNepTHOro
yupexkaeHust ans onpefeneHnsl COOTBETCTBMSA €ro 3afaHMi0 Ha NpoBeAeHue 3KCNepTu3bl
kauecTBa, adpchekTnBHOCTM 1 Be3onacHOCTM MeaMYMHCKOro n3genus (B cnydae, yCTaHOBNEHHOM
nyHkTomMm 39 HacToawmx [NpaBwun). B cnyyae ycTaHOBNEHUSS HECOOTBETCTBUS 3aKHUeHUs
3KCNEePTHOr0 YUYpeXXAeHWA YKa3aHHOMY 33ajaHMK0 Takoe 3akfi4yeHve BO3BpawaeTcs B
3KCNepTHOE yupexaeHne Ha JopaboTky, cpok KoTopow cocTaBnsgeT He bonee 2 pabounx gHen co
AHS NONyYeHNs 3KCNepTHbIM yUpeXxaeHnemM BO3BpaLeHHOro 3aKHUYeHns;

B) yBeAOMJIEHNE B MNUCbMEHHOWN dhopme 3aaBUTENS O MPUHATOM PELIEHUV 3aKa3HbIM
NOYTOBbLIM OTMPaBNEHVEM C YBEAOMSEHWEM O BpyyYeHUU wunu B OOPME 3MEeKTPOHHOro
AOKYMEHTa, MOANMWCAHHOIo 3MeKTPOHHOW noanucbid, nNmbo B 3nekTpoHHon dopme Mo
TeNneKoMMYHUKAUNOHHbIM KaHanam CBA3MN C NPUNOXKEHNEM nepeodOpMIIEHHOTO
pPerncTpauynoHHOro yoocToBepeHuns (B Cylyyae BHECEHUA N3MEHEHUI B HEro) 1 paHee BblIAaHHOIo
perncTpaynoHHOro yqoCcToOBEPEHUSA C OTMETKOW O ero HefenmcTBUTeNbLHOCTY (C yKa3aHuem AaThbl).
(n. 49 B pen. NocTaHoBneHus MNMpaeuntensctea PO o1 31.05.2018 N 633)

lNpumeuaHwue.

M. 49(1) (B pea. NMocTtaHoBneHus NMpasutenscTea PO ot 31.05.2018 N 633) He npumeHsieTcs
K MNPaBOOTHOLWEHUSAM, CBHA3aHHbIM C OCyWecTBIEHWEM [rOCy4apCTBEHHOW peruncrpayuun
MeaguLNHCKNX n3gennn, Bo3Hukwmnm ao 13.06.2018.

49(1). OcHOBaHMAMMK [N BbIHECEHUSA 3KCNEPTHbIM  YUPEXAEHWEM 3aKJIHOUEHUA O

HEBO3MOXXHOCTW BHECEHUHA U3MEHEHUW B AOKYMEHTbl, NpedyCMOTpPeHHble nognyHKTamum "B" n ''r
nyHkTa 10 HacToawmx MNpaswn, ABNAKOTCA:

a) HeJOCTOBEPHOCTb NpeACcTaBNeHHbIX cBegeHnri, 0bocHoOBbIBAOW X BHECEHVE N3MEHEHUA,
B TOM UMCNe BbISSBNEHHbIX PEerucTpupylwuM OpraHoM no pe3ynbTaTaM roCyAapCTBEHHOro
KOHTpONS 3a obpaweHnem meanyuHCKNX U3aenni;

B) oTcyTCcTBME B NpeAcTaBNeHHbIX 3a9BUTENEM AOKYMEHTAX CBEAEHUI, NOATBEPXAALWNX,
UTO N3MEHEHWNS, BHOCUMBbIE B IOKYMEHTbI, COAepXXalynecs B perncTpaynoHHOM A0CbEe, HEe BReKyT
N3MEHEHVE CBOWCTB W XapaKTePUCTUK, BAWAKOWUX HA KauecTBOo, 3(EKTUBHOCTb W
besonacHoCTb MeaMLYMHCKOro n3genns, NNy COBEPLUEHCTBYHOT CBOWCTBA U XapaKTEPUCTUKN Npw
HEN3MEHHOCTU (PYHKUMOHANbHOIO Ha3HayeHust 1 (Mnn) NpuHYMna LEWNCTBUS MEeAUNLUHCKOro
n3pgenuvs.
(n. 49(1) sBegeH lNoctaHoBneHnem lMpasuTtenscTea PO o1 31.05.2018 N 633)

lNpumeuaHwue.
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M. 49(2) (B pea. NMoctaHoeneHus MNMpasutenscTea PO ot 31.05.2018 N 633) He npumeHsieTcs
K MNPaBOOTHOLWEHUSAM, CBHA3aHHbIM C OCyWecTBSIEHWEM [rOCy4apCTBEHHOW peruncrpayuun
MeguLNHCKNX n3pgennn, Bo3Hukwmnm ao 13.06.2018.

49(2). Peructpupytowunm opraH B TeveHve 2 paboumnx gHewr co gHA NOAyyYeHns 3aKIHUYeHns
3KCNEepTHOro yypexaeHusa npuHuMaeT pelleHve 0 BO3MOXHOCTM (HEBO3MOXXHOCTN) BHeCeHud
M3MEHeHVUN B [OKYMEeHTbl, cojepXXawjuecs B perncrtpayvoHHOM [AOocCbe, W yBedOMAseT O
NPUHATOM peLleHnn 3asBUTeNns 3aka3HbIM MO4YTOBbIM OTMNpaBfeHnemM C yBeAOMJIeEHMEM O
BpyyYeHUn unu B dbOpmMe 3NEeKTPOHHOro AOKYMEHTA, MOAMWCAaHHOro 3NeKTPOHHOW NOANUCHHD,
nvbo B anekTpoHHOW hOpMe Mo TeNIEKOMMYHMKAUVWOHHbIM KaHanam CBA3M.

OcHOBaHMEM NS NMPUHATUA peweHusa ob oTka3e BO BHECEHUN W3MEHEHUW B OOKYMEHTHI,
cogepxalwjuecs B perncTpaynoHHOM A0Cbe, 9BNSAETCS NoSlyYeHne perncTpmpyownm opraHom oT
3KCNEePTHOro y4YpeXxXaeHns 3aKIHUYeHNs 0 HEBO3MOXHOCTU BHECEHNS U3MEHEHUN B OOKYMEHTHI,
cogepxaljvecs B permcTpaynoHHOM A0CbE MeAULNHCKOro U3genums.

(n. 49(2) sBegeH lNoctaHoBneHnem lMpasutenscTea PO ot 31.05.2018 N 633)

50. YTpaTun cuny. - NoctaHoeneHuve MNMpasutensctea PO o1 31.05.2018 N 633.

51. B TeueHue 1 pabouero gHA nocne NpPUHATUA PELIeHNS O BHECEHUN W3MEHEHUN B
LOKYMEHTbI, COAep>XXalwvecs B perncTpaynoHHOM [0Cbe, COOTBEeTCTBYHLWMe CBefeHNS BHOCATCS
B rocyfapCTBEHHbIV peecTp B Nnopsaake, npegycMoOTpeHHOM nocTaHoBneHvem [paBuTenbcTBa
Poccunckon ®egepaymm ot 19 nioHa 2012 r. N 615.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

52. B cnyyae yTpaThl perMcTpaynoHHOro yAOCTOBEPEHUS UKW €ro NopYn 3asBuUTeNb BNpaBe
0bpaTnTbCs B pervucTpuvpylOlWuU OpraH C 3asaBfleHMeM O npejocTaBneHun paybnukarta
PErncTpayMoHHOro yaoCcToBEepPeHns (fanee - 3asBfeHWe 0 npejocTaBneHun aybnukaTta).

B cnyuyae nopun perncTpayvoHHOro YAOCTOBEPEHUS K 3asiBAEHMI0 O NpefocTaBlieHUn
aybnukaTa npunaraeTca ncnopyeHHoe perncTpaynoHHoe yA0CTOBEPEHME.

53. B TeueHue 7 paboumx gHen co gHA NONyYeHUS LOKYMEHTOB, YKa3aHHbIX B MyHKTe 52
HacToawwux [MpaBwun, pervcTpuvpyrlownii oprad odopmnset aybnukaT perncTrpauyrmoHHOoro
YOOCTOBEpPEHNA Ha bnaHke perncTpayvoHHOro yAOCTOBEpPEHUS C nomeTkamu "“gybnukat" n
"OpuUrnHan perncTpayvoHHOro y4oCTOBEPEHNS NPU3HAETCa HeJenCTBYWMM" 1 BpyyaeT Takon
nybnukat 3agBuMTEnd WM HanpaBnseT ero  3aka3HbiM  MNOYTOBbIM  OTMAPaBAEHMEM C
yBeJoOMMeHNEM O BPYUBHUN.

(B pen. NMoctaHoBneHus MNpaeuTtenbctea PO o1 17.07.2014 N 670)

54. Pernctpupylowun opraH QOpMUpPYeT PperncTtpaynoHHOe [OCbe W3  Cegyrwmnx
JOKYMEHTOB:

a) 3asBNeHVe 0 perncTpaymm n [OKYMEHTbl, NpegycMoTpeHHble NyHKToM 10 HacTosawux
MNpaewun, 3aaBneHne o BO30OHOBNEHNM rocyfapCcTBEHHOW perncTpayum MeguyuHCKOro n3genums,
3anpocbl U JOKYMEHTbI, NnpegycMoTpeHHble nyHkTamun 21(1) n 30 HacToawux Npaswun, 3asaBneHve
0O BHECEHUUN U3MEHEeHUN WU OOKYMEHTbI, NnpegyCMOTpeHHble NyHKTOM 38 Hactoawwmx lpaswun, a
TaKKe 3a9BMeHne 0 npegocTaBneHnn gybnukara;

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

B) konna 3agaHVa Ha NpoBefeHVEe 3KCNepTU3bl KauecTsa, adpchekTnBHOCTM 1 BesonacHocTw
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MeaVYWHCKOro n3genus, odbopMieHHOro perncTpupyroLwyM opraHom;

B) KONusi 0DOPMJIEHHOrO0 PEerucTpyvpylowMM OpraHoM pa3peweHnusl Ha npoBeAeHue
KITMHUYECKNX UCMbITaHUIA MeANUVHCKOTO U3Lenuns;

r) 3aKnueHnd, odDOpPMIIEHHbIE 3KCMEPTHLIM YUYpPEXAEHWEM NPU NMPOBEAEHUN 3KCMEPTU3bI
KauecTBa, 3ddekTnBHOCTU 1 BesonacHoOCTN MegnLYNHCKOro N34enns;

[) KON Npukasos, 0OPMIIEHHbBIX PETMCTPUPYHOW UM OpPraHoMm;

e) KOonua PerncTpayvoHHOro YyOOCTOBEPEHUS WNW  YBEAOMAEHUA, 0OChOpMIIEHHbIX
PErnCcTPUPYHOLW MM OPraHom;

) Konus aybnukaTa perncTpaynoHHoro YAOCTOBEPEHUS, ochopMneHHoro
perncTpupyrownm opraHom.

55. ¥YTpaTun cuny. - NoctadoeneHuve MNMpasutensctea PO o1 31.05.2018 N 633.

55(1). OcHoBaHmaAMW [ONg  BblHECEHUS 3KCMEepTHbIM  yypeXaeHuem 3aKiueHua o

HEBO3MOXXHOCTW BHECEHUHA U3MEHEHUW B JOKYMEHTbl, NpedyCMOTpPeHHble nognyHKTamum "B" n ''r
nyHkTa 10 HacToawwmx MNpaswn, ABNAKOTCA:

a) HeOCTOBEPHOCTb NpeACTaBNeHHbIX CBeeHn, 0bOCHOBLIBAOLW X BHECEHVE N3MEHEHWIA;

B) oTcyTCcTBME CBEAEHWI, NOATBEPXAAOLWNX HEM3MEHHOCTb OYHKYMOHANbHOIo Ha3HauYeHns
n (M) NpMHUMNa gencTBus MeauUWHCKOro U3genus, B CBA3W C BHOCMMbIMU U3MEHEHUAMU B
LOKyMeHTayuio.
(n. 55(1) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 17.07.2014 N 670)

55(2). AB3aybl nepBbIVi - BTOPOW yTpaTunu cuny. - NoctaHosneHue lNpasutensctBa PO ot
31.05.2018 N 633.

XpaHeHvne PperncTpaynoHHOro [0Cbe OCyWecTBAFeTCa PerucTpupylowunm OpraHom B
nopsiike, yCTAaHOBNEHHOM 3aKoHogaTenbCcTBOM Poccmninckon ®epepaynn ob apxmnsHom gene.
(n. 55(2) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 17.07.2014 N 670)

56. B pernctpaynoHHOM yOCTOBEPEHMM YKa3blBAOTCA Cneytowne cBeaeHuns:

a) HAMMeHoBaHMe MeaULYUHCKOro n3aenuns (C ykasaHmem nNpuHaanexHocTen, Heobxoanmblx
AN NPUMEHEeHUS MeANLYNHCKOro N3Aenns no HasHavyeHuno);

b) paTta rocynapcTBeHHOW perncrpaynv MeaunuyMHCKOro W3Aenns U ero perncTpayuoHHbIN
HoMep;

lNpumeuaHwue.

Mn. "B" n. 56 (B pea. lMNMoctaHoBneHus [NpasutenbctBa P® ot 31.05.2018 N 633) He
NPUMEHSAETCS K MPaBOOTHOLWEHUAM, CBA3dHHbIM C OCyWecTBSIEHWEM rOCyAapCTBEHHOW
perncrpaymm MmeguynHCKnX nsgenmin, sosHmkwnm o 13.06.2018.

B) B OTHOLIEHUM NMYa, Ha UMSA KOTOPOro BblaHO perucTpayvoHHOe yaOoCTOBEpPeHue, -
nonHoe n (B crydae, ecnv MMeeTCs) COKPaleHHOe HAaVMeHOBaHMe, B TOM uucne chupmeHHoe
HanMeHoBaHVe, OpraHn3aynoHHO-NpaBoBas dopMa HPUANYECKOro nvya U agpec mMecTa ero
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HaxoXgeHns wnu damunuga, uma 1 (B Cryyae, ecnu MMeeTcs) OT4YecTBO, agpec MecTa
XUTeNnbCTBA MHAVUBUAYANbHOIO nNpegnpuHuMaTens;
(nn. "B" B pea. NoctaHoeneHuns MNMpaButenscTea PO oT 31.05.2018 N 633)

lNpumeuaHwue.
M3meHeHus, BHeceHHble [locTaHoBneHvem [pasutenbcTea PO ot 31.05.2018 N 633 B nn.

r' n. 56, He NPUMEHAKTCA K MNPaBOOTHOLWWEHUAM, CBA3aHHbIM C OCywecTBlieHuem
rocyaapCcTBEHHOW perncTpayun mMegnyuHcknx nsgenun, BosHnkwm go 13.06.2018.

r B OTHOWeEHUW npou3BoauTend (M3roToBuTens) - NofnHoe v (B cnydae, eciv MMeeTCs)
COKpaljeHHoe HanMeHOoBaHue, B TOM uucne chmpmeHHoe HanMeHOBaHMe,
OpraHmM3aynoHHOo-NpaBoBasa dopma 1 agpec MecTa HaxoXxaeHus unu pamunung, uma u (B cnydae,
ecnm MMeeTCs) 0TUEeCTBO, agpec MecTa XXUTenbCTBa MHAWBUAYASNTBHOIO NpeagnpuHUMaTens;

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)

A) MecTo NpoV3BOACTBA MeANLNHCKOro N3aenus;

e) HOMep PerncTpayMoHHOro 40CbE;

lNpumeuaHwue.

MocTtaHoBneHmnem lMpasuTtenscTtea PO ot 31.05.2018 N 633 nn. "x" ncknwuyeH. YkasaHHOe
M3MEHEeHVEe He MNpUMEeHAeTCd K MpPaBOOTHOLWIEHUSAM, CBA3adHHbIM C OCyLeCTB/IeHNEeM
rocyaapCcTBEHHOW perncTpayun mMegnyuHcknx nsgennn, BosHnkwvm go 13.06.2018.

) yTpatun cuny. - NoctaHosneHune MNMpasutensctea PO oT 31.05.2018 N 633;

3) Knacc NoTeHUYManbHOro pucka npvMeHeHUa MeguUMHCKOro U3aenms B COOTBETCTBUU C
HOMEHKNATYpHOW Knaccudmnkaymem mMegunyuHCKUX W3Aenun, yTeepXaaemon MMHUCTepCTBOM
3a0paBooxpaHeHns Poccunckon ®egepaynu;

n) kop Obwepoccunckoro knaccudukaTopa npoaykymm no BuAaM  3KOHOMWUYECKOWN
AEATENbHOCTW.
(nn. "n" B pea. NoctaHoBneHus NpasuTtensctea PO ot 10.02.2017 N 160)

57. Pernctpvpywwum opraH npuHMMaeT peweHne 06 0OTMeHe rocygapCcTBEHHOW
perncrpayvn MeguyunHCKOro nsgenvs B cnegyrowmnx crydaax:

a) nopjavya 3asBuTenem 3asBrneHnss 06 OTMeHe rocygapCTBEHHOW pervucTpayum
MEAVLUWUHCKOro U3enus;

B) BbiHECEHME CynOM pelweHUs 0 HapyweHuu npaB npaBoobnagatens Ha pes3ynbTaThl
WHTENNEeKTYaNnbHOW OEeATENbHOCTU U NMPUPABHEHHbIE K HAM CPeAcTBa MHAVMBUAYyaNM3ayuu npwu
obpaweHnn meguYUHCKNX N3Lenunii;

B) nNpeAcTasneHve yrnosHOMOYeHHbIM [MpaBuTenbcTBOM  Poccminckon  ®egepayuun
depepanbHbIM OpraHoM WCMNOAHUTENbHOW BRAAcTU MO pe3ynbTaTaM OCyWecTBASEeMOro um
rocyoapCTBEHHOr0 KOHTpona 3@ obpaweHnem  MegMUWHCKUX  U3Jenuu, CBeaeHun,
NnoATBepxXaarnwux hakTel 1 0b6cToATEeNbCTBA, CO3Aa0WMe Yyrpo3y XU3HU 1 340P0BbLI0 FPpaXkaaH v
MeaVUUHCKUX PAaBbOTHUKOB NPy NPUMEHEHUN 1 3KCAAyaTayum MeguyuHCKUX N3genuu;
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) BbIABNIEHVE PErUCTPUPYHOLW MM OPraHoM No pe3ynbTaTamM rocyfapCTBEHHOro KOHTPON4A 3a
obpaweHnem MeanynNHCKNX N34ENNN HeAOCTOBEPHOCTW CBEAEHNIA B JOKYMEHTAX, COAEPXKALNXCA
B PEerucTpayvoHHOM [0Cbe, NPeACTaBfEHHbIX 3asBUTENEeM W MNOBAUABLUUX HA pPe3ynbTaThbl
3KCnepTu3bl KauecTBa, 3addekTUBHOCTU 1 Be3onacHoOCTN MegnUNHCKOro U3aenvs;

(nn. "r" seBegeH lNoctaHoBneHnem lMpasutensctea PO o1 31.05.2018 N 633)

[) NonyyeHve perucTpupyrownM OpPraHoM 3aKinH4YeHUW 3KCNEePTHOro yYpeXxXaeHus 0 ToMm,
UTO COAep>Kalmnecs B rocylapCTBEHHOM peecTpe NMHCTPYMEHT, annapaT, npubop, obopygoBaHue,
MaTepuvan n npouyne mn3genusa no ceoemMmy MYHKUWOHANbHOMY Ha3Ha4deHuto n (Mnum) npuHYyuny
LEVNCTBUA HE MOryT NPUMEHATLCA B MEAUUNHCKMX Lenax W He Y9BNAKTCA MeauyUHCKNMW
n3gennammn. Takoe 3aKioUeHmne npeactaBngdeTcd (HanpaBnseTcs) 3KCNePTHbLIM yypeXXaeHnem B
perncTpupyrowmin oprad B TeueHue 10 paboumx pgHen co gHA NOCTYNNeHUs B 3KCNepTHOoe
yupexkxgeHve COOTBETCTBYHOWEro 3ajaHusa perncTtpypyroljero opraHa C  NpuioXkeHnem
LOKYMEHTOB pPermcTpaynoHHoro Aocbe;
(nn."n" BBegeH NoctaHoeneHnem MNMpasutensctea PO o1 31.05.2018 N 633)

e) Hanuume OCHOBaHWW, yKa3aHHbiX B NyHKTe 57(17) HacToawwux MNpasun (B OTHOWeEHUN
MeanLVNHCKOro U3fenus, BKIKYEeHHOro B NepeyeHb);
(nn. "e" BBegeH NoctaHoBneHnem MNMpasutensctea PO o1 18.03.2020 N 299)

>XX) HenpeacTaBfieHVe 3asiBUTENeM AOKYMEHTOB, yKa3aHHbIX B NyHkTe 57(10) HacTosawmx
MpaBun (B OTHOWEHNN MEAUUNHCKOro U3Aenmns, BKIHOUYEHHOT0 B NepeYveHb);
(nn. ">x" BBegeH MNoctaHoBneHuem MNpasutensctea PO ot 18.03.2020 N 299)

3) NpUHATME ABaXAbl PErucTpupyoWMM OpPraHoM peweHnst 0 BO3BpaTe AOKYMEHTOB B
COOTBETCTBMU C NYHKTOM 57(13) HacToawmux MNpaBun (B OTHOWEHUN MeAUUNHCKOro mn3genuvs,
BKJTHOUEHHOr O B NEepeYyeH.b);

(nn. "3" BBegeH MNoctaHoeneHmnem MNpaBuTtenscTea PO ot 18.03.2020 N 299)

n) HenpeacTaBfieHVMe 3asgBUTENeM [OKYMEHTOB, MNpPeayCMOTPEeHHbIX nyHKTom 57(10)
HacToawumx NMpaswun, B TeyeHne 50 pabounx gHer co AHA NPUHATNS PErNCTPUPYHOLW UM OPraHoMm
peweHnsa 0 BO3BpaTe AOKYMEHTOB B COOTBETCTBMM C NYHKTOM 57(13) HacToawux MNpasun (B
OTHOLWEHUN MegNLYUNHCKOro n3genuns, BKITKOYEHHOro B NepeYeHb);

(nn. "n" BeegeH NoctaHoBneHnem lMpasuntenscTea PO ot 18.03.2020 N 299)

K) NCKIHKYEeHne MegnLYnHCKOro nsgenna n3 nepeyHs.
(nn. "k" BBegeH MNoctaHoeneHnem MpaButenscTea PO ot 18.03.2020 N 299)

57(1). l'ocypapcTBeHHaa perncrpayms MeguymHCKOro nsgenuns, BKIKUYEHHOro B NepeyeHsb,
NPOBOAVNTCH OQHOKPATHO B OTHOLEHWN OAHOro HAMMEeHOBaHNA MefVUMHCKOro U3fenna ogHoro
nponssoguTens (M3rotoBuTens).

(n. 57(1) BBegeH MNoctaHoBneHnem lMpasuTtenscTea PO ot 18.03.2020 N 299)

57(2). Onga rocynapCTBEHHOW perncrpayvm MeguyuHCKOro u3genus, BKIIHKOYEHHOro B
nepeyeHb, 3a9BUTENb NpeacTasndeT nNmbo HanpaBnseT B perucTpupyoLwWny OpraH 3agaBrieHne o0
permcrtpayunu, a Takxe cnegyrwne OKyMeHTbl:

a) KONusa AOKYMEeHTa, NOATBEpPXXAatowero nosiHOMo4YMS YyNnoAaHOMOYEeHHOro npeacrasmTens
npovssoguTens (M3rotToBuTens);

B) TexHnueckas nokyMmeHTayus Npon3BoanTens (M3roToBUTEeNs) Ha MeAuYUHCKOe U3aenuve;
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B) 3KCNfyaTayuWoHHas AOKyMeHTayus npoum3BoauTens (M3roToBUTENsl) Ha MeauuyMHCKoe
n3penve, B TOM UYNCIIE WHCTPYKUMS MO MPUMEHEHUD WM PYKOBOACTBO MO 3KCnayaTayuu
Me[VLUNHCKOro U3aenug;

r) dootorpacpnueckme m3obpakeHna obuwero Bmaa MeAMUUHCKOrO M3genms BMecTe C
NPUHAANEXHOCTAMUY, HeOBXoANMbIMU NS NPUMEHEHUSA MEAULUHCKOro U3AeNna No Ha3HauYeHuo
(pasmepom He meHee 18 Ha 24 caHTUMeTpa);

[) ONnCb [OKYMEHTOB.
(n. 57(2) BBegeH lNoctaHoBneHnem lMpasutenscTea PO o1 18.03.2020 N 299)

57(3). B cnyyae ecnm fOKyMeEHTbI, yKa3aHHble B NyHKTax 57(2) n 57(10) HacToawwux Mpasun,
COCTaBJfIEHbl HA MHOCTPAHHOM 43blKe, OHN NPeacTaBnATCA C 3aBEPEHHbIM B YCTAaHOBJIEHHOM
NnopsaaKe NnepeBoAo0M Ha PYCCKUW A3bIK.

(n. 57(3) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 18.03.2020 N 299)

57(4). 3asBneHve 0 permcTpaumm M [OKYMEHTbl, NPefycMOTPeHHble nyHKTamu 57(2) wu
57(10) wHacToawmux [NpaBwun, npeacTaBnadTCA 3asBUTENIEM B PErucTpupyowun opraH Ha
bymakHomM HOCMTene HenocpeaCTBEHHO WM HAMpaBndgKITCA  33Ka3HbIM  MNOYTOBLIM
OTNpaBfieHVEM C yBEAOMSIEHMEM O BPYYEHUW 1 ONUCbI0 BRoXXeHus nubo B 3nekTpoHHOW dopme,
NoANMCaHHbIE 31eKTPOHHOV NOANUCHLHD.

Pernctpupyrowuv opraH NnpuHMMaeT 3adBfieHMe 0 PerncTpaymn n ykKasaHHble 4OKYMEHTbI
no ONWUCK, KONUS KOTOPOW C OTMETKOWN O gaTe npuvema 3TUX 3asBfeHUd U JOKYMEHTOB B A€Hb
npvemMa Bpy4yaeTCsa 3a9BUTESN0 UM HanpaBngeTCcd emMy 3aKa3HbIM NOYTOBLIM OTAPaBieHnEM C
yBeAOMIJIEHMEM O BPy4YeHUN Nnbo B aneKTpoHHOW QOpME NOo TeneKoMMYHUKALWOHHbIM KaHanam
CBA3W.

(n.57(4) sBegeH MNoctaHoBneHnem lMpasuTtenscTea PO ot 18.03.2020 N 299)

57(5). Peructpupyiowunii opraH He BnpaBe TpeboBaTb 0T 3asBuTens yka3biBaTb B
3a8BNeHUN O perucTpayuv CBefeHus, He rnpegycMoTpeHHble NyHKTOM 9 HacTtodawwmux Mpasun, n
NnpeacTaBnNATb JOKYMEHTbI, He npegycMoTpeHHble nyHkTamu 57(2) n 57(10) HacToawwux Mpaswun.
(n. 57(5) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 18.03.2020 N 299)

57(6). B oTHOWeEHUN MeaUUMNHCKOro MU3[enuns, BKIIKOUEHHOro B MepedyeHb, B TedeHue 3
pabouunx gHer co AHA NOCTYNNEHUA 3aSBJIEHNS 0 PErMCTPaynn N JOKYMEHTOB, NPefyCMOTPEHHbIX
NyHKTOM 57(2) HacToawux lMpasun, perncTpupyowuni opraH npoBoanT NPOBEPKY NOJSIHOTHI 1
LOCTOBEPHOCTU COAEPXXaLUXCS B HAX CBEAEHUNI, B TOM UMCe NyTeM CPaBHEHUSA TAaKUX CBeAeHUN
CO CBeAEHMSIMW, NpeacTaBNeHHbIMXW B NOPSAAKE MeXBeAOMCTBEHHONoO WMHAOPMAUMOHHOIO
B3aMMOOENCTBUS.

(n. 57(6) BBegeH lNoctaHoBneHnem lMpasuTtenscTea PO ot 18.03.2020 N 299)

57(7). B cnyuae ecnv B OTHOWEHUN MEAULUMHCKOIO MU34enng, BKIIHOUYEHHOro B MepeuyeHsb,
3asBNeHVE 0 perucTpayuv od@opMIIEHO C HApPYLWEHNEM NONOXEHUN NyHKTa 9 HacToawux Mpasun
n (Mnun) B 3a9BNEHNN yKa3aHbl HELOCTOBEPHbIe CBefeHna Nbo NOKyMeHTbl, NpefyCMOTPEHHbIe
nyHKTOM 57(2) HacToawmnx MNpaBun, npeactaBneHbl HE B NOMHOM 0bbeme, perncTpupyrowunm
OpraH Bpy4YaeT 3aaBUTeN0 yBefOMIeHME 0 HeobxoaMmocTn yCTpaHEeHUSA BbISIBIIEHHbIX
HapyLWeHW B CPOK, He NpeBbiwakrwun 5 pabounx gHen, nnbo HanpaenaeT Takoe yBegOMIIEHUE
3aKa3HbIM NOYTOBLIM OTNPaBEHNEM C YBEAOMJIEHVMEM O BPYUYEHUW 1N B (hOpMe 3N1IEKTPOHHOIO
AOKYMEHTa, MOANWCAHHOIo 3MeKTPOHHOW noanucbid, nNmbo B 3nekTpoHHon diopme Mo
TeNneKoOMMYHUKaUNOHHbIM KaHanam CBA3U.

(n. 57(7) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 18.03.2020 N 299)
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57(8). B oTHOWeEHMN MeaMLUMNHCKOro W3genus, BKIHOYEHHOro B MNepeyYeHb, B CPOK, He
npesbiWaWMn 5 pabounx gHen co AHA npeacTaBneHns Hagnexawmm obpasom odbopmneHHoro
3a9BNEeHNA 0 perucrTpaymn v [OKYMEHTOB, NpefyCcMOTPEeHHbIX MNYHKTOM 57(2) HacToawmx
MpaBun, B nonHom obbeme, a Takke B CJlyyae YCTPAHEHUS B CPOK, YCTAHOBJIEHHLIA MYHKTOM
57(7) HacTtosawwux lNpaBwun, BbIABMEHHbIX HapyweHun v (Unwu) npeactaBneHns HepocTakowux
LOKYMEHTOB PerncTpupyroLwun oprad ocywecTBnseT ciegyrowme MeponpuaTums:

a) NPUHATME PELIeHNS 0 roCylapCTBEHHOW perncrpaymm MegnymHCKoro n3aennsi, Kotopoe
ochopmnsieTcs NpMKasoM PerncTpupyroLero opraHa;

b) odopmneHme v Bblgaya (HanpaBneHMe 3aka3HbIM MOYTOBbIM OTMPaBNEHUEM C
yBEAOMJIEHMEM O BpPYYEHUM N B OpPMeE 3MEKTPOHHOrO0 [AOKYMEHTa, MOAMUCAaHHOro
3NeKTPOHHOW noanucblo, NMbo nepepgaya B 3NeKTPOHHOW hOpMeE NO TEeNIEKOMMYHUKAUNOHHbIM
KaHanam CBHA3U1) 3as9BNTENH PerncTpaynoHHOro yaocToBepeHus.

(n. 57(8) BBegeH MNoctaHoeneHnem lMpasutenscTea PO ot 18.03.2020 N 299)

57(9). B cnyyae ecnm B OTHOWEHUN MeAULYWUHCKOro U3Aenuns, BKITKOUEHHOro B NMepeyeHs, B
CPOK, YCT@HOBJEeHHbIW nNyHKTOM 57(7) HacTtosawwux [lpaBwuni, He YCTpPaHeHbl BbIsIBSIEHHbIE
HapyweHua v (Unu) He npeacTaBneHbl Heobxogumbie AOKYMEHTbI, PErncTpupylowuiA OpraH
NPMHNMAET peLleHne 0 BO3BpaTe 3asaBreHns 0 perucTtpaymm n JOKyMeHTOB, NpefyCMOTPEeHHbIX
nyHKTOM 57(2) HacToawmx Mpaswun, € MOTUBMPOBaHHbIM 060CHOBaHVEM NPUUMH BO3BpaTa.

B cnyuae oTCcyTCTBUA MeAUUMHCKOro nigenus B nepedHe v (UNun) HapyLwweHUs NOMoXKeHUN
nyHkTa 57(1) HacToawwmux lNpaBun perucTpupyrownii opradH NpuHMMaeT pelleHvne 0 BO3BpaTe
3a9BNEeHNA 0 perucrTpaymn v [OKYMEHTOB, NpefyCcMOTPEeHHbIX MNYHKTOM 57(2) HacToawmx
MpaBwun, c MOTMBMPOBaHHLIM 0BOCHOBAaHMEM NpUYMH BO3BpaTa.

(n. 57(9) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 18.03.2020 N 299)

57(10). B cpok, He npeBbiwawowmn 150 paboumx pHeW c€O [OHA FOCyOapCTBEHHOW
perucTtpaumn MeavuiyuHCKOro W3Aenusi, BKIKOUEHHOrO B nMepeyeHb, 3aaButens 0basaH
NnpeacTaBuTb B PErMCTPUPYOLW WA OPraH cegyrowme JOKYMEeHTbI:

a) KONusa AOKYMEeHTa, NOATBEpXXAatowero nosiHOMo4YMS YyNnoAaHOMOYEeHHOro npeacrasmTens
npowvssoguTens (M3roToBuTens);

b) cBeneHnsa 0 HoOpMaTUBHOWM AOKYMEHTaUMM Ha MeauUNHCKOe U3aenmne;

B) AOKYMEHTbI, YKa3aHHble B nognyHkTax "6", "B" n "r" nyHkra 57(2) HacTtosawwux MNMpasun (B
Cry4yae BHECEHUS B HUX N3MEHEHMS Mo pe3yfnbTaTaM NPOBeAEeHHbIX UCNbITaHUNW (UccnepoBaHnin)
MeaANLWNHCKOro n3genms);

r) OOKYMEHTbI, NMOATBEPXAALWMNE Pe3ynbTaTbl TEXHUUECKUX WCNbITAHUWA MeLUUUHCKOro
n3genud, BblAaHHble  hefepanbHbiM  FOCYAAPCTBEHHbIM  DHOAXXETHbIM  yupeXXgeHnem
"BcepoccMncknin  HayuyHO-UCCNeaoBaTeNbCKNA N UCABLITATEeNbHbIA  UHCTUTYT  MeguyUHCKON
TexHuKn" MegepanbHoN cny>kbbl N0 Haa3opy B cdiepe 3apaBooXpaHeHns (ganee - yupexxaeHume);

0) AOKYMEHTbl, MNoATBepXXAalowme pesynbTaTbl TOKCMKONOIMUYECKUX WccrienoBaHuin
MeaWUWHCKOro W3Aenus, WCNonb30BaHMe KOTOPOro npeanonaraeT Hanuume KOHTakTa C
OpraHM3MoM YesioBeKa, BbllaHHbIE yUpeXXaeHnewm;

e) OOKYMEHTbI, NnoaTBep>XAdkoUne pe3ynbTaThbl NCNbITAHUV MEONUMNHCKOro U3Jenns B Uenax
YTBEP>XOEHNA TNA CpencTs VI3MEpEHVII7I (B OTHOLWIEHNN MEegULUWNHCKNX U3AENNN, OTHOCALWMXCSA K
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cpeacTBamMm M3MepeHWW, B cdpepe rocyaapCTBEHHOro perynupoBaHus obecneueHuss eguHCTBA
N3MepeHun, NepeyeHb KOTOPLIX yTBepXkaaeTcd MyuHncTepcTBOM 3apaBooxpaHeHnsa Poccunckon
Mepepaynn), BblAaHHbIE YyUpEXLEHNEM;

) OOKYMEHTbl, NoATBEpXAdowWue pe3ynbTaTbl KIWHUYECKMX WUCAbITAHUA MeaUUWUHCKOro
n3genns, NpPOBEAEeHHbIX B  MEAUUMHCKOW  OpraHm3ayun  rocyAdapCTBEHHOW  CUCTEMBbI
30paBOOXpaHeHuns, oTBevarwen TpeboBaHuaMm, yTBEPXAEHHbIM MWHNCTEPCTBOM
30paBooxpaHeHunsa Poccurickon ®egepaynn;

3) KOMUM [OKYMEHTOB, MNOATBEPXAAKLWWX KAYyecTBO JIEKAPCTBEHHOrO npenapaTa,
chbapmayeBTnueckon cybcrtaHymn, buonormueckoro wmaTtepuana M MHOrO BewecTBa, C
NCNOSb30BaHNEM KOTOPbIX NPON3BEAEHO MEAULWNHCKOE WU3Aenve UM KOTOPble BXOAAT B €ro
COCTaB W NpefHa3HauyeHbl ON9 MPUMEHEHUS TOSMbKO C YYETOM Ha3HauyeHua MefuLUHCKOro
VN30enuvg, onpeaeneHHoro Npon3BoaAnUTENEM, N BblAdaHHbIX B COOTBETCTBUMN C 3aKOHOAATENbCTBOM
CTPaHbl MPOWCXOXAEHWUA JEeKapCTBEHHOro npenapaTta, @hapmayeBTuyeckon cybctaHywun,
brnonormnueckoro matepuana n MHOro BELWECTBa;

1) OpUrHan perMcTpayuoHHOro yA0CTOBEPEHUS;

K) ONUCb JOKYMEHTOB.
(n. 57(10) BBepeH MNMoctaHoBneHvem lNpasutenscTea PO ot 18.03.2020 N 299)

57(11). B TeueHne 5 pabouux gHen co gHA NOCTynneHMs JOKYMEHTOB, NpefyCMOTPEHHbIX
nyHkTOM 57(10) HacToawmx MNpaswn, perucTpnpyrowmnin oprad NpoBOANT NPOBEpKYy MOSHOThI U
LOCTOBEPHOCTW CoAepXXalnxcs B HAX CBEAEeHUN, B TOM YnCie NyTeM CpaBHEHUSA Takux cBeeHnn
CO CBefeHnsAMW, CoAepXawMuUca B BblAaHHOM B COOTBETCTBMW C HacTtodwmmu [lpaBunamm
perncTpaynmoHHOM YA4OCTOBEPEHMN Ha MefNLUUHCKOe n3fjenve, BKITKOUEHHOE B MNepeyeHb, a Takxe
npeacTaBneHHbIMY B MOPSAKE MeXBeAOMCTBEHHOIO MHHOPMAaYVOHHOr0 B3aNMOAENCTBUS.

B cnyuae ecnu ykasaHHble [OKYMEHTbl MpeacTaBfieHbl He B NofnHoOM obbewme,
PErnCcCTPUPYOWNIA OpraH BpyyaeT 3asdBUTEN0 yBegomsieHne o Heobxogmmoctn B 30-AHEBHbLIN
CPOK YCTPaHUTb BbISBIIEHHbIE HAPYLWEHWA U (MNK) NpeAcTaBUTb HeJocTakowme JOKYMeHThl nnbo
HanpaBnsgeT Takoe yBeAOMJSIEHVWE 3aKa3HblM MOYTOBbIM OTNPaBAEHUEM C YBELOMJSIEHMEM O
BpyYeHUN unn B QOpPMEe 3MEKTPOHHOr0 AOKYMEHTa, NOANWCAHHOro 3MeKTPOHHOW NOANUCHID,
nnbo B anekTpoHHOW hopMe No TeNeKOMMYHUKALMNOHHbIM KaHanam CBA3N.

YBegomneHne B C/lyyae ero HanpaefeHns 3aka3HbiM NOYTOBLIM OTNPaBfieHNEM CUMTaeTcs
Nosly4YeHHbIM Mo ncteueHun 10 pabounx oHe co AHA HanpaBNeHUd YyBEAOMITEHUS.
(n.57(11) BBepeH MNMoctaHoBneHvem lNpasutenscTea PO ot 18.03.2020 N 299)

57(12). B TeueHune 3 pabouunx oHen co gHA NpeacTaBfeHns B NONTHOM 0bbeme NOKYMEHTOB,
npegycMOTPeHHbIX NYHKTOM 57(10) HacTtoawmx [lMpaBwun, a Takxke B Cfyyae YCTpPaHeHud B
30-O0HEeBHbIV CPOK BbIABMEHHbIX HapyweHun v (Unn) npeactasneHns B 30-gHEBHbIV CPOK
LOKYMEHTOB, NpeaycMoTpPeHHbIX NyHKToM 57(10) HacToawwux MNMpaswun, perncTtpupyrowun opraH
NPUHUMAeT PpeLIeHNe 0 Hayane npOoBefeHUsl 3KCNepTu3bl KadecTBa, 3IPHEeKTUBHOCTM WU
besonacHoCT MegMYMHCKOro N3fenuns, BKITKOUYEHHOIO B NepeyYeHb.

(n. 57(12) BBepeH MNMoctaHoBneHvem lNpasutenscTea PO ot 18.03.2020 N 299)

57(13). B cnyuyae ecnu B 30-AHEBHbLIN CPOK HE YCTPAHEHbI BbISIBSIEHHbIE HapyLlweHns u (unwm)
He npeacTaBfneHbl HegoCTakwwWwue AOKYMEeHTbl, PerncTpyupyowun opraH NnpuHUMaeT peweHve o
BO3BpaTe [OKYMEHTOB, MNpefycMOTPeHHbIX nyHkTom 57(10) HacTtoawwx [lpasun, c
MOTUBMPOBaHHbIM 0B0CHOBaHMEM NpMYMH BO3BPATa.
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(n. 57(13) BBepeH MNMoctaHoBneHmem lNpasutenscTea PO ot 18.03.2020 N 299)

57(14). B TeueHue 3 paboumx gHEM CO OHA NPUHATUS PELLUEHUS O Havane npoBejeHusd
3KCNepTuM3bl Ka4ecTBa, 3dhdekTUBHOCTM 1 Be3onacHOCTY MeANUNHCKNX N3ENNA, BKITKOUEHHbIX B
nepeyeHb, PErMcTPUPYOLWNIA OpraH ohopMageT v BbiAdeT 3ajaHue Ha NpoBefeHVe 3KCNepTu3bl
KkauecTBa, adhdekTUBHOCTM 1 BesonacHoOCT MegNYNHCKOrO N3AEeNns 3KCMEPTHOMY YUPEeXAeHUH.
(n. 57(14) BeBepeH MNMoctaHoBneHnem lNpasutenscTea PO ot 18.03.2020 N 299)

57(15). 3kcnepTu3a kauecTBa, 3ddekTUBHOCTU 1 be3onacHOCTV MeanLUHCKOro U3aenuvg,
BKJTKOUEHHOIO B NepeYeHb, NPOBOANTCSA B COOTBETCTBUM C NOANYHKTOM "B" nyHkTa 21 HacToAwmx
Mpaswn.

(n. 57(15) BBepeH MNMoctaHoBneHmewm MNpasutenscTea PO ot 18.03.2020 N 299)

57(16). B cpok, He npeBbiwarwwmn 10 paboumx gHem co OHA NONyYeHUs 3aKIHUEHUd,
yKkasaHHoro B nyHKkTe 33 HacTtodwwux [MpaBun, perncTpupyrowmnin OpraH ocywecTenseT
cnefyrowme MeponpuaTus:

d) OUEeHKa 3aKJIHUEHUNS 3KCNEPTHOr0 yupeXxaeHus Ans onpefeneHns ero CoOOTBETCTBUSA
334aHVD  Ha nNpoOBefeHMe 3IKCNepTm3bl KadvecTBa, 3ddektuBHOCTM U BesonacHocTum
MeNLMNHCKOro N3Aenunsd, BKITHOUYEHHOrO B NepeuyeHb. B cnyyae ycTaHOBRNEHWS HECOOTBETCTBUSA
3aKJ1HOUEHNS 3KCNEPTHONO YYPEXAEHUS YKa3aHHOMY 3alaHUI0 TaKoe 3akiYeHne BO3BpaLwlaeTca
B 3KCMEPTHOE yuypexkaeHne Ha AopaboTky, CpOK KOTOpPOW cocTaengdeT He bonee 2 pabouunx gHen
CO AHS NONYYEeHNSA 3KCNEPTHbIM yUpeXXaeHeM BO3BPALYEHHOr0 3aKITHUYEHNS;

B) NpMHATUE peweHna 0 NOATBEPXAEHUWN FOCYLAapPCTBEHHOW PerncrTpaymn mMeauyuHCKoro
N34enuns, BKIIKOUEHHOIO B NEPEYEHb, @ Takke 0hopMIIeHe YBEAOMIIEHNS O NPUHATOM pPELLeHUN
1 Bblgaua (HanpaBneHne 3aka3HbIM NOYTOBbIM OTNPaB/IEHVEM C YBEAOMIIEHNEM O BPYUYEHUUN UK
B dbOpMe 3NMeKTPOHHOM0 AOKYMEHTa, NoANMCaHHOro 3feKTPOHHOW nognuckto, nubo nepepgaua B
3NeKTPOHHOW opMe Mo TenekoMMYHMKALUMOHHbIM KaHanam CBA3M) ero 3aaBuTentd C
npuno>XxeHnem nepeodOpMIIEHHOI0 PErMCcCTPayVoOHHOI0 YA0CTOBEPEHUS;

B) NPUHATUE peleHns ob oTMeHe rocyaapCcTBEHHON perncTpaynv MeguyuHCKoro U3genuns,
BKJIKOUEHHOr0 B MNEpeyYeHb, KOTOpoe odhopmMnseTcd NpUKasoM PerucTpupyroljero opraHa, c
N3BATUEM paHee Bbi4aHHOIO PermcTpaynoHHOro yaoCTOBEPEHUS U YBEAOMIIEHMEM 3aaBUTENA O
NPUHATOM peLUeHUN.

(n. 57(16) BBepeH MNMoctaHoBneHnem lNpasutenscTea PO ot 18.03.2020 N 299)

57(17). OcHoBaHusMU AN NPUHATUSA PErncTPUpPYOLMM OpPraHomM peweHusi 0b oTmeHe
rocyfapcTBEHHOW perucrtpaynv MeguymnHCKoro n3genns, BKIKUYEeHHOro B NepeyeHb, ABNATCA:

d) 3aKMKueHMe 3KCNepTHOro Yy4ypeXxaeHuns no pe3ynbTaTaM 3KCNepTM3bl KaudecTBa,
3ddekTMBHOCTM M Be3onacHOCTM MeauUyMHCKOro M3genus, CBUAETeNbCTBYHLWEE O TOM, 4TO
kauectBo, u (nnn) 3dpdekTnBHOCTb, U (UnNn) bBesonacHoCTb MeAWMUMHCKOro W3Aenusa He
NOATBEPXAEHbI NOYYEHHBLIMW AAHHBLIMU, N (UIN) O TOM, YTO PUCK NPUYNHEHUA Bpeaa 340P0BbH
rpaXkgaH v MeagnynHckux paboTHMKOB BCNeacTBME MPUMEHEHUSA MeauUUHCKOro Wu3genms
npesbiwaeT 3d0PeKTUBHOCTb €ro NPUMEHEHUA, N (MNK) O TOM, YTO MEAUUNHCKOE U3Jenne He
cooTBeTcTByeT TpeboBaHMaAM HOPMaTMBHOW  JOKYMEHTaywun, TexHuyeckon un  (1nn)
3KCNAyaTayMmoHHOW [OKymMeHTayuwu npoumssoguTena (n3rotoeutens), v (unm) o TOM, 4TO
AOKasaTenbcTBa be3onacHOCTY MegULYUMHCKOro N34enns OTCYyTCTBYIOT;

b) BbIIBNEHME PErMCTPUPYHOLWWM OPraHoM no pe3ynbTaTamM rocyaapCcTBEHHOIO KOHTPONS 3a
obpaweHnem MegnUVMHCKUX W3AeNU HEeCOOTBETCTBMA [AaHHbIX 00 3ddekTuBHOCTUM W
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besonacHoCTM MegMUMHCKOro M3genus AaHHbIM 0 MeaUUVHCKOM W34enuu, COAepXawumcsa B
3a9BNEeHUN O PperncTpaumm n [OKYMeHTaX, MpefycMOTpeHHbIX nyHkTtamu 57(2) v 57(10)
HacTogawwnx lNpasun.

(n.57(17) BBepeH MNMoctaHoBneHmem lNpasutensctea PO ot 18.03.2020 N 299)

57(18). BHeceHne M3MeHEHUN B AOKYMEHTbI, COAep>XXawmnecsa B PerncTtpaynoHHOM [ocbe
MeAVUUNHCKOro N3genngd, BKIHOUYEHHOro B NepeYeHb, OCYLeCcTBAFeTCHa nocfe NpUHATUS peLlueHnsd
0 NOATBEPXAEHUWN rocyAapCTBEHHOW perucrpaymm MegumyunHCKoro usgennsa B COOTBETCTBUM C
nyHkTamun 37 - 49(2), 51 n 55(1) HacToawmx Mpasun.

(n. 57(18) BBepeH MNMoctaHoBneHvem MNpasutenscTea PO ot 18.03.2020 N 299)

57(19). Bbigaua pybnukaTta perncrtpayvioHHOro yAOCTOBEPEHUSA MEeAULUHCKOro W3aenuvd,
BKJIDUEHHOr0 B TMepeyYeHb, rOCygapCTBEHHas perncrpayma KOTOpPOro nOATBEepXAeHa,
oCywjecTBngeTcd B nopgaake, npegycMOTPeHHOM nyHKTamu 52 v 53 HacToawux MNpaswn.

(n. 57(19) BBepeH MNMoctaHoBneHvem lNpasutenscTea PO ot 18.03.2020 N 299)

57(20). Peructpupywowunri opraH ¢opMUpyeT PerncTpaynoHHOe [0Cbe MefuLMHCKOro
N3genuns, BKIIHOUYEHHOI0 B NepeYeHb, 13 creaywmnx JOKYMeHTOB:

a) 3as9BfIeHMEe 0 perucTpaynm n JOKYMEHTbI, NpeaycMoTpeHHble nyHkTamu 57(2) n 57(10)
HacToawux [NpaBwun, 3anpocbl M AOKYMEHTbI, NpegyCMOTPeHHbie NyHKTOM 21(1) HacTosawmx
MpaBun, 3asBfeHNe 0 BHECEHUN WU3MEHEeHWUW WU AOKYMEHTbl, NpeayCMOTPEeHHble NyHKToOM 38
HacToawumx MNMpaBun, a TakKe 3asBIEHME 0 NpefocTaBneHun aybnmnkara;

Bb) konusa 3apaHMa perucTpupylowero opraHa Ha MpoBeAeHVEe 3KCNepTu3bl KauyecTBa,
addekTnBHOCTU 1 Be3onacHOCTN MegnUNHCKOro U3aenvs;

B) 3aK/OUYEHNS, OCPOPMIIEHHbIE IKCMEPTHLIM YUPEXAEHVUEM MPUN NPOBEAEHUNN 3IKCMEPTU3bI
KauecTBa, 3ddekTnBHOCTU 1 BesonacHoOCTN MeanLYNHCKOro U34enns;

) KONUKW NpMKa30B, 0DOPMITEHHBIX PETMCTPUPYHOLW UM OpPraHomMm;

L) KOMWS PerucTpauuvioHHOro yAOCTOBEPEHUA WNW  yBeAOMSIEHWUNW, ODOPMIEHHbIX
PErncTpUPYHOLW MM OPraHom;

e) konua aybnmnkaTta permcTpaynoHHOro yaoctoBepeHunsi, 0dQ0pMIIEHHOIo PErMCTPUPYHOLWUM
OpraHom.
(n. 57(20) BBepeH MNMoctaHoBneHnem MNpasutenscTea PO ot 18.03.2020 N 299)

58. Pernctpupyrwowuni opraH pasmewaet vHdoOpMaynio, CBA3aHHYH) C OCYyLWeCcTBfEeHMEM
rocyfapcTBeHHOW perncrpaymm MeguyuHCKOro usgenus, BHeCEHUEM U3MEeHeHUN B AOKYMEHTb,
cofAepXxawueca B perncTtpayuvoHHOM [Jocbke, WM Bbigaven pybnmkaTta perucrpaymoHHOro
YAOCTOBEPEHMUY, Ha cBOeM 0dduynanbHOM caniTe B MHPOPMAaYVUOHHO-TEeNeKOMMYHUKALUNOHHON
cetn "HTepHeT".

(B pen. NMoctaHoBneHus MNpasuTtenbcTea PO o1 31.05.2018 N 633)

58(1). 3kcnepTHOE yupexgeHne ocywecTBnseT KOHCYNbTMPOBaHMeE No Bonpocam npouyeayp,
CBA3A@HHbLIX C TrOCYAApCTBEHHOW perncrpaumen MegunyuHCKUX WU3Aennn, B  NOPSQKe,
YCTAHOBJIEHHOM PEerncTpupyoLWnM OpraHom.

(n. 58(1) BBegeH MNoctaHoBneHnem lMpasutenscTea PO ot 10.02.2017 N 160)

59. PeweHuna n pevictensa (besgencTeue) perncTpMpyroWero opraHa, noenekwwve 3a cobon
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HapyweHue npaB HWPUANYECKOro nuvya, WHAUBUAYaANbHOro npeanpuHUMaTens, a Takke
3aKJTHIDUYEHNS 3KCNEePTHOro y4ypeXxaeHus no pe3ynbTaTaM MpOoBeAeHHbIX UM B COOTBETCTBUU C
HacToawmmu [lMpaBunamu 3kcnepTu3 MorytT bBbiTb 0b)kanoBaHbl 3agBUTENEM B MNOPSAIKE,
YCTAaHOBJIEHHOM 3aKoHoAaTenbCTBOM Poccminckon ®egepayun.

(B pen. NMoctaHosneHunn Npasutensctea PO o1 17.07.2014 N 670, o1 31.05.2018 N 633)
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lMprnoxeHwne
k MpaBwunam rocygapcTBeHHOW
perncTpaymm meguymHCKnNX n3aenumn

NMEPEYEHDb

MEAVULUWUHCKNX U3AENTUN C HU3KOW CTEMEHbIO NOTEHLUAIBbHOIO PUCKA
NX NMPUMEHEHWA, B OTHOLLEHUN KOTOPbLIX YCTAHOBJIEHbI OCOBEHHOCTUA

rocYAAPCTBEHHOWM PETUCTPALUMN

CnNCoK U3MEHAKLWWX JOKYMEHTOB

(eBegeH NMocTaHoBneHuem MNMpasutensctea PO ot 18.03.2020 N 299)

Bup HanmeHoBaHue

1. 104010 |KocTHoM M30NupyrHLWunn

2. 122540 |lepuaTku cMOTpPOBbLIE/NpoUeaypHbie U3 NaTekca resen, HeonygpeHHoble,
HecTepunbHbIe

3. 122560 |MepuaTku cMOTpPOBbLIE/NpoUeaypHbie U3 NaTekca resen, onygpeHHsIe

4. 129350 |XanaT onepayuoHHbIV 0QHOPA30B0Oro NCNonbL30BaHUA

5. 129380 |XanaT onepayvioHHbII MHOrOpPa3oBOro NCN0S1b30BaHNS

6. 129870 |XanaT n3onupyrowmnin MHOropa3oBoro NCNOSIb30BaHNSA

7. 129880 |XanaT u3onupyrwmnin o4HOPa30BOro NCNOS1b30BaHUS

8. 132380 |Macka nuyesad ang 3aWunTsbl AbIXaTeNnbHbIX NyTEN MHOMOpa3oBoro
NCNOMb30BaHNA

9. 139350 |lMepuaTku cMOTpPOBLIE/NpoUedypHbie U3 NOIMXNOPONPeHa, HeonygpeHHble

10. 139360 |lMepuaTku cMOTpPOBbIE/NpoUefypHble U3 NoNUXN0pPornpeHa, OnyapeHHble

11. 141650 |baxwunbl TOKOHeENpoBOAsLMe, HeCTepusibHbIe

12. 157010 |XanaT anga nayveHTa o4HOPa30BOro NCnofb30BaHng

13. 157240 |XanaT anga naymeHTa MHOropa3oBOoOro MCnosfib30BaHUS

14. 164050 |XanaT npoyeaypHbIVi 0AHOPA30BOro UCNOb30BaHUA

15. 164070 |XanaT npoueaypHbIVi MHOFOpa3oBOro NCNofb30BaHUA

16. 180770 |PecnupaTtop obwero npumeHeHus

17. 181360 |KocTHOM XMpYypruyeckun N3onmpyrowmnn

18. 181520 |Macka xmpyprumyeckas MHOropa3oBoro UCnonb30BaHUS

19. 181830 |PecnupaTop XUpyprmnyeckun
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20. 182450 |Macka xupyprmuyeckas 04HOpPa30BOro NCrnosib30BaHnA

21. 185830 |lNepuaTku cMmOTpOBbIe/NpoyefypHbie HATPWUOBbIE, HeONyApPeHHbIe,
HecTepunbHbIe

22. 185850 |MepuaTku cMOTpOBbLIE/NpoUeaypHbie HATPUIOBLIe, ONygpeHHbIe

23. 188380 |KocCcTHOM XMpPYpruyeckurm Ha MaH>XXeTax

24. 205280 |[lMNepuaTkm cmOoTpoBbIe/npoyefypHbie BUHUITOBbIE, HeONYyApPeHHbIe

25. 205290 |lMNepuaTkm cMmOTpOBbIe/NpoyeiypHbIe BUHUITOBLIE, ONYyApPEeHHbIe

26. 248320 |KoCcTHOM XMpypruyeckni o4HOpPa3oBOro NCNofib30BaHUS, HECTEPUSIbHbIV

27. 269290 baxunbl BOAOHENpoHMYaemble

28. 293810 |baxwunbl TOKONPOBOASLWME, HECTEPUSbHbIE

29. 298450 |(lNepuaTkm cMOTpOBbIe/NpoyeiypHbIe N3 rBAON0OBOro naTekca,
HeonyapeHHbIe

30. 311720 |MepuyaTkm cMOTpOBbLIe/NpoyefypHbIe N3 3ITUNEeHBUHUNayeTaTa,
HeonyapeHHbIe, HeCTePUNbHbIE

31. 320790 |[lMepuaTkm cMOTpOBbIE/NpoOYyefypHbIe HUTPUIIOBbIE, HEONYLPEHHbIe,
aHTubakTepuanbHbie

32. 321530 |MepuaTkm cmoTpoOBbLIe/NpoyefypHbIe NoNMN3onpeHoBblie, HEONYAPEeHHbIe

33. 332470 |Habop ogexabl XMpypruyeckuimn/cMoTpoBOon

34. 349230 |lMepuaTkm cMOTpOBbLIE/NpoYeaypHbIe Non30npeHoBbie, ONygpeHHbie

35. 351490 |MepuaTkm cMOTpOBbLIE/NpoyefypHbIe N3 flaTekca reeseuv, HeonyapeHHble,
HecTepunbHble, aHTMbakTepuanbHbie

36. 367580 |Macka nuyeBas agns 3aWuTbl AblXaTeNbHbIX NyTeW 04HOPa30BOro

ncnonb3oBaHUA
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