MMPABUTEJIbCTBO POCCHMICKOUN ®EJEPAIIAA
IIOCTAHOBJIEHHUE

ot 15 centabps 2020 r. Ne 1445

MOCKBA

OO0 yrBep:kaenus IlonoxkeHus o JHUEH3UPOBAHUM A€SITEILHOCTH
M0 NPOH3BOJACTBY H TEXHHYECKOMY 00C/TY;KHBAHHIO (32 HCKJIIOUYEHHEM
cJIy4as, ecJiM TeXHHYecKoe 00c/1y>)KHBaHHE OCYIIeCTBJIsAETCS s
ofecneyeHHs1 COOCTBEHHBIX HYKA IOPHAHYECKOT0 JIHIA HIIH
HHAHBHAYAJbHOIO NpeANPUHHMATEIS) MEAUIIMHCKON TeXHHKH

B coorBerctBuM ¢ @enepanbHeiM 3akoHOM "O  JIMIIEH3UPOBAHUHN
OTJENBHBIX BHAOB JHesaTenbHOCTH" IlpaButensctBo Poccuiickoit ®enepanuun
MOCTAHOBJIAET:

1. YrBepaute  mnpunaraemoe — IlonoxeHue 0  JTHUEH3HPOBAHUHU
JEATENbHOCTH 110 TPOU3BOACTBY U TeXHHUYECKOMY  OOCITY)XMBaHUIO
(3a MCKIIIOYEHHEM ClTydasl, €CJIM TEXHHYEeCKOe OOCIy)KMBAHHE OCYIIECTBISAETCS
uis  obecrieyeHUs:  COOCTBEHHBIX  HYXJ  IOPHAMYECKOrO  JMIA  HIH
WHIVBUYIBHOIO NPEANPUHUMATEIS ) METUIIMHCKON TEXHUKH.

2. JIMueH3uHd Ha OCYIIECTBICHUE [ESTEIbHOCTH IO MPOH3BOACTBY U
TEXHUYECKOMY OOCITy>KHBaHHUIO (3a MCKJIIOYEHHEM Cilydasi, €CJIM TEXHHYECKOe
obciy)KUBaHHE OCYLIECTBISETCS OIS obecrnedeHuss COOCTBEHHBIX HYX/
IOPUAUYECKOr0 JIMLA WY MHIUBHIYAJbHOTO NMpEANPHHUMATENN) MeAULIMHCKOMH
TE€XHUKH, BBIIAHHBIE 0 BCTYIUIEHHS B CHJIY HACTOSIUETO IMOCTAHOBIIECHHS,
noAajexar nepeo@opMIIEHUI0O B COOTBETCTBMM C TpeGoBauusaMu IlonoxeHus,
YTBEPXKIEHHOI0 HACTOSILMM IIOCTaHOBIEeHUeEM, 110 31 nexadbps 2023 r.

3. @enepanbHOil  cinyxk6e 1no Ham3opy B cdepe 3aApaBOOXpaHEHMS
no 1 mrons 2021 r. akTyanu3upoBaTh AaHHBIE PEECTPOBBIX 3aIMCEN €IUHOTIO
peecTpa JIMLEH3UH, COAEpKALIMX CBEJEeHHS O IMPOU3BOACTBE H TEXHHYECKOM
o0Ciy)KMBaHMH (32 MCKIIOYEHHEM CIIydasl, eClid TEXHUYECKOe OOCIyXMBaHUE
OCYHIECTBIISIETCA U OOECHeyYeHUs: COOCTBEHHBIX HYXK[ IOPHIUYECKOro JIMIA
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WIM WHIWBUIYAJIBHOrO NpPEANpUHUMATENS) MEAULUHCKON TEXHWKH, KOTOpPbIE
B COOTBETCTBHH C []oj10)xeHHEM, YTBEPXK/I€HHBIM HACTOSIINM MTOCTAHOBJIEHUEM,
He TpeOYIOT MOJyYeHHs JTUIEH3UH.

4. Hacrosiuee nocraHoBieHue BCTynaeT B cuiy ¢ | saBaps 2021 r.
U eictByeT 10 1 ssHBaps 2027 r.

[Ipencenarens [IpaBute

Poccuiickoint @epnepa M.Munryctun
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YTBEPXIAEHO

nocranosieHueM [ IpaBurenscTBa
Poccuiickoii @enepaiyiu
oT 15 centabps 2020 r. No 1445

HOMJOXEHMUE

0 JTHICH3IHPOBAHHH J€ATEJbHOCTH MO MPOU3BOACTBY H TCXHHYECKOMY
OGCJIYDKHBaHl/llO (3a HCKJ/IIOYCHHEM cliyyasl, €CJIH TEXHUYECKOE
oﬁcnysmmalme OCYHIECTBJIACTCH NJIdA obecneyeHHs1 COOCTBEHHBIX HYKA
IPHIAHYECKOro Jinua HjiH HHAHBUAYaJbHOI'O npeunpnnumaTeJm)
MeQUIMHCKOH TeXHUKH

1. Hactosamee Ilonmoxenue omnpenensieT MNOPSIOK JIHIEH3UPOBAHHS
NEATEIBHOCTH [0  TPOU3BOIACTBY M TEXHMYECKOMY  OOCIY)XKHBAHHIO
(32 UCKIIIOYEHHEM Clly4as, €C/Id TEXHUYECKOe OOCIy)XKMBAaHUE OCYIIECTBIAETCS
it obecrieuyeHUs  COOCTBEHHBIX  HYXJA  IOPUAMYECKOrO  JIMLA WM
WHIVBUAYaJIBHOTO MNpeINpUHUMATEIIS) MEAUIIUHCKON TEXHUKH.

2. llonsAtus, ucnonp3dyeMble B HacTosgmeM [loJIOKEHUH, O3HA4aroT
clenyouee:

"TexHUYecKoe OOCIy)XMBaHHE MEIULUHCKONR TEXHUKHU" - KOMILIEKC
perylaMeHTHPOBAHHBIX 3KCILIyaTallMOHHON JOKyMEHTalued [pOU3BOAUTENS
MEAULMHCKOIO U3/eNIMs MEPOINPUITHHI N0 NOAAEPKAHUIO UCIIPABHOCTH U (HIIH)
BOCCTaHOBJICHHUIO pabOTOCIIOCOOHOCTH MEAMLIMHCKUX M3JEIHM C MPOBEIECHUEM
KOHTPOJII TEXHHYECKOI'0 COCTOSHHUS NPU MX HMCHOJB30BAHMM IO HA3HAYEHHIO,
IPELyCMOTPEHHOMY [POM3BOAMTENIEM, a TaKXKe JCHCTBUS 1O MOHTAXY
Y HajlaJKe MEAULUUHCKUX U3JIEITHH;

"MeIUUUHCKas: TeXHUKa" - MEOUIMHCKHE W3AeNusA (38 HMCKIIOYEHHEM
1 Kiacca NOTEHUHATBLHOIO PUCKA MPUMEHEHHS), MOAJIeXKAILUE TEXHHYECKOMY
00CITy>XMBaHMIO U NIPeACTaBIsIoOmMe COO0M HHCTPYMEHTHI, alnapathl, IPHOOPEHI,
obopynoBaHHE, NpUMEHsSeMble B MEIUILMHCKHX LEJIAX OTAEIbHO WIH
B COYETaHHMH, a TAK)KE€ BMECTE C IPYTHUMH NPUHAMLICIKHOCTIMHU, HEOOXOAUMBIMHU
IUIs IPUMEHEHUS] YKa3aHHBIX M3JAENIMi [0 Ha3HAYEeHHUIO, BKIIOYAs CIIEIHAIbHOE
IporpaMMHoOe oObOecrieyeHHe, | IpelHa3HaYEHHbIE IPOUZBOAUTENEM ISt
NpOQUIAKTHKH, JHAarHOCTHKH, JIEYEHHS U MEIUIUHCKON peaGHIMTAI[HH
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3a0osieBaHMM, MOHHMTOPHHIA COCTOSHHS OpraHM3Ma deJiOBeKa, MPOBeEIEHHUs
MEIULUHCKUX HCCIENOBaHWM, BOCCTAHOBJIEHHS, 3aMEIleHHs, H3MEHEeHUA
aHATOMUYECKOM CTPYKTypbl WM (U3UOJOTMYEeCKHX GYHKIMM OpraHHu3Ma,
OpeNOTBpAlllCcHUs MM  IIpepblBaHUs  OepeMEHHOCTH, (YHKIMOHAIBHOE
HazHauYeHHEe KOTOPBIX He peanusyercss IyTeM (apMaKoJOTHYeCKOro,
HMMYHOJIOTHYECKOI0, F€HETHYECKOro WM MeTaboIM4ecKoro BO3JIEHCTBHS Ha
OpraHu3M 4eJIOBeKa.

3.B cocraB [eATENBHOCTH IO TPOU3BOJACTBY U TEXHHYECKOMY
00CIyKUBaHHIO (32 MCKIIOYEHHEM CIydasl, eClii TeXHHYEeCKOe OOCIyKHBaHHE
OCYWIECTBISIETCSL I obecliedeHuss COOCTBEHHBIX HYXI IOPHIMYECKOro JIMila
WIA WHIWBUAYAIBHOrO IpeAlpUHUMATENS) MEIUIMHCKON TeXHUKH (majee -
NesTeNbHOCTh 10  IIPOM3BOACTBY M  TEXHHUYECKOMY  OOCIYXHBAHHIO
MEIULMHCKONA TEXHHMKH) BXOJSAT pPaboThl (YyCIyrH) IO TMEPEYHI0 COIIaCHO
IPUTIOKEHUIO.

4. JInLeH3UpOBaHHE IEATEIBHOCTH II0 NPOU3BOJACTIBY U TEXHHUYECKOMY
0o0CIIy’KUBaHHIO MEIMIMHCKOM TexXHMKH ocymniectBisiercs ®DenepanbHoii
cnyx00i o Han3opy B cdepe 3ApaBOOXpaHEHUs (Hajiee - JIMLEH3UPYIOLIHH
opraH).

JInneH3upyroIKK Oprad yTBepkaaeT GOpMbl TOKYMEHTOB, HEOOXOIUMBIX
s peanusauuy  Hacrosmero Ilomoxeruss (GOpMBI  IIpeACTaBIsAEMBIX
3asBJI€HUM, YBEIOMJICHUN U CBEACHUN).

5. JInleH3UOHHBIMU TPeOOBaHUSAMH TIPH OCYIIECTBIEHHH NEATEIHLHOCTH
[I0 INPOU3BOJACTBY U TEXHUYECKOMY OOCIYKHUBAaHUIO MEIMIIUHCKON TEXHUKH
SIBIISIFOTCSL:

a) IJIS COMCKATENIS JTUIICH3MH:

HaJM4Me  NpHUHAJIeKAIIMX  COHCKaTenlo  JIMIEH3MH Ha  I[pase
COOCTBEHHOCTH HJIM Ha HHOM 3aKOHHOM OCHOBaHUM TOMEINEHUH, 3IaHuM,
COOPYKEHHH I10 MECTY OCYLIECTBJIEHHS JULEH3UPYEMOIr0 BHAA HEATEIBHOCTH,
HEOOXONMMBIX [l OCYIIECTBIEHHS [EATENBHOCTH IO IPOU3BOICTBY U
TEXHUYECKOMY OOCTYKHUBAHHIO MEIUIIMHCKON TEXHHUKH;

HaJIM4Me y COMCKATENs JULEH3UH, UMEIOUIEro HaMepeHHe OCYIIECTBIIATE
JIesITeNIbHOCTB 110 IIPOU3BOJICTBY MEAULIMHCKON TeXHUKMU:

CPEeACTB HM3MEPEHHUH, NPEeIyCMOTPEHHBIX HOPMATHUBHOM, TEXHUYECKOi
JOKYMEHTallel IPOU3BOAUTENS M COOTBETCTBYIOHNINX TpeOOBaHUAM K HX
IIOBEpKE, IIpeyCMOTPEHHBIM cratbel 13 ®DenepanpHOTO 3aKOHa
"O6 ofecrieueHMHM eIMHCTBA U3MEpPEeHUI", TEXHHYECKHX CpeACTB U
obopynoBaHus, HEOOXOAMMBIX [UIsi OCYIIECTBIEHUS HESTEIBHOCTH IO
IIPOU3BOACTBY MEIULIUHCKON TEXHUKU;
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PETHCTPALIMOHHOTO  YHNOCTOBEPEHMS Ha  MEAUIMHCKYI0  TEXHHKY,
IIOATBEPXK/IAFOIIEro, YTO COMCKATENh JULEH3UH OCYIIECTBISET IMPOHU3BOACTBO
5TOM MEIMIUHCKON TEeXHUKH JTHOO0 MMEeT OTHOIEHHE K MeCTy IPOH3BOACTBA
3TOM  MEIMIMHCKOH TEeXHUKH IpUd  YCIOBUH, UYTO  IPOU3BOJUTEIND
(YIIOJTHOMOYEHHBIH MpeNCTaBUTENb MPOU3BOIUTENS) 3aKIIOUYMII COTNIALICHHE C
coMcKaTeJIeM JIMLEH3UN 00 OpraHu3alliii MTPOU3BOJICTBA, PErYIUPYIOIIEEe B TOM
YuCjle  BONPOCHl oOecnedeHus KOHTpOJsS KadecTBa M 06€30MacHOCTH
IIPOM3BOAMMOM INPONYKIMH, a TaKXe OTBETCTBEHHOCTH Iiepel] TPEThHUMU
JULAMU;

HOPMATUBHOM, TEXHUYECKOH HOKYMEHTAIlMH, MUCHONb3yeMOH  Juis
OCYILECTBIEHU NEATEIBHOCTH 10 MPOU3BOJICTBY MEAUIIMHCKOMN TEXHUKH;

CHUCTEMBI MEHEIXMEHTa KayecTBa, CO3NaHHOM M (QYHKIHMOHHpYIOUIEH B
COOTBETCTBHHM  C  TpeOOBaHMAMH  MEXIOCYIZApCTBEHHOIO  CTaHAapTa
I'OCT ISO 13485-2017;

pabOTHMKOB, 3aKMIOYUBIIMX C COHCKATENeM JHLUEH3UH TpPYIOBBIE
JIOrOBOPBI, OTBETCTBEHHBIX 32 IIPOU3BOACTBO U Ka4veCTBO MeEAMIIMHCKOMN
TEXHHKH, HUMEIOIIUX BBICIIEE UIH CpelHee IpodecCHOHATbHOE (TeXHHYECKOE)
oOpazoBaHMe, CTaX paboThl [0 CHENUAIBHOCTH HE MeHee 3 Jer u
JIOTIOJTHUTENBHOE npodeccuoHalbHOE obpa3oBaHue (noBbliLLIEHHE
KBalM(UKaLMK He pexe OJHOro pasza B 5 jeT) B cdepe BHIIONIHAEMBIX paboT H
OKa3bIBa€MBIX YCIIYT;

HaJu4he y COMCKAaTess JIMIEH3UU, UMEIOIIero HaMepeHue OCYIIECTBIISATE
NEeATEBHOCTD 10 TEXHUYECKOMY OOCTY>)KMBAaHUIO MeIUIHHCKON TEXHUKH:

CPEICTB H3MEPEHHH, COOTBETCTBYIOIIMX TpeOOBaHUSIM K WX IIOBEPKE,
IpenyCMOTpeHHBIM cTatheld 13 @enepanbHoro 3akoHa "OO obecneyeHun
eIUHCTBA U3MEpeHUN", TEXHUYECKUX CPENICTB U 00OpYI0OBaHMS, HEOOXOMMMBIX
IU1sl TEXHUYECKOro O0CTyXUBaHUSA 3asBIEHHBIX TPYNI MEIUIIUHCKOM TEeXHHKU
o KjaccaM IOTEHUUANbHOIO pHCKA I[PUMEHEHHUS B COOTBETCTBUH C
YTBEp>KAEHHBIM MMUHHCTEpCTBOM 31paBooXpaHeHus Poccuiickoit ®enepainu
MIEpevHEM;

3KCIUTyaTalUOHHOM  JOKyMEHTAllUM  IIPOU3BOJUTENIS  MEIUIMHCKOMH
TeXHUKHU, HEOOXOAUMOH IJI TEXHHYECKOTO OOCITY)KUBaHUS 3asBICHHBIX IPYIII
MEIULUHCKON TEXHUKH [10 KJlaccaM MTOTEHLIIMAIbHOTO PUCKa NPUMEHEHUS;

CHUCTEMBl MEHEI)XKMEHTa KauyecTBa, CO3JaHHON U (QYHKIIMOHHPYIOMEH B
COOTBETCTBHM €  TpeOOBaHMSIMH  MEXTOCYJIapCTBEHHOIO  CTaHIapTa
I'OCT ISO 13485-2017,

paboTHUKOB (TIpU BBIMOJNIHEHUH 1 wim 2 BUAOB paboT (yciIyr) - He MeHee
2 4yelloBeK, NpH BHINONHeHMH 3 uiu 4 BUIOOB pabor (yciIyr) - He MeHee
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3 yenoBeK, NpHY BBIIONHEHUH 5 M Oosiee BHAOB paboT (ycuyr) - He MeHee
5 4eloBEK), 3aKIIOYMBIIMX C COUCKATeleM JIMIEH3HH TPYIOBBIE IOTOBOPEI,
OCYLIECTBISIIOIIMX TEXHHYECKOE OOCIy)XXHBaHHE MEIWIIMHCKOM TEeXHHUKH,
UMEOUIMX  BBICIIEE MWIM CcpelHee INpodecCHOHaNbHOe (TEXHHYECKOE)
obpasoBaHue, CTaX pabOTEl MO CHEMUHATBLHOCTH He MeHee 3 JeT H
JOTIOTHUTEIBHOE npodeccuoHaIbEHOe obpazoBanue (moBBILIEHHE
KBaIM(UKALUKA HE peXe OZHOTO pasa B 5 jieT) B cdepe BHINOIHAEMEIX paboT u
OKa3bIBAE€MBbIX YCIIYT;

6) Ins TULeH3HuaTa:

HaJIMYHe NPHHANJIeXKAINNX JIUIEeH3UaTy Ha mpaBe COOCTBEHHOCTH MM HA
UHOM 3aKOHHOM OCHOBaHHMHM IIOMEIIEHMH, 3JaHUH, COOPYXEHHH II0 MecTy
OCYUIECTBJIEHHS JIMLEH3UPYEMOTO BHAA IESTCIBHOCTH, HEOOXOIMMEIX IS
OCYINECTBIEHHSA  AEATENBHOCTH IO IPOU3BOACTBY M  TEXHHYECKOMY
00CITy’)KUBaHUIO MEAUITMHCKON TEXHUKH;

IIPY  OCYIIECTBIEHUHM JeATEIBHOCTH [0 IPOW3BOACTBY MeIMIMHCKOI
TEeXHUKH:

HaJIM4Yue IPUHAIeKAIINX JIUIEeH3UaTy Ha IpaBe COOCTBEHHOCTH WM Ha
HHOM 38KOHHOM OCHOBAaHHMHM CpEACTB H3MEPEHUH, NpeayCMOTPEHHEBIX
HOPMAaTHBHOH,  TEXHMYECKOH  JOKyMEHTalluell H  COOTBETCTBYIOIIUX
TpeOOBaHUAM K HMX IIOBEPKe, IpelyCMOTPEHHBIM cTarbeit 13 ®enepaibHOro
3akoHa "OO0 oOecrieueHMH eIUWHCTBAa HM3MEpeHHi'", TeXHUYECKUX CPEICTB H
o0opynOBaHUs, HEOOXOOUMBIX IUIS OCYIIECTBJIEHUS HEATENHLHOCTH IO
MIPOU3BOACTBY MEIUIIMHCKON TEXHHUKH;

HaJIMY{e PETUCTPALlMOHHOIO yIOCTOBEPEHHUS Ha MEIUIMHCKYIO TEXHUKY,
[IOATBEPXKJAIOLIEr0, 4YTO JIMHIEH3WaT OCYIIECTBISCT IPOH3BOACTBO 3TOM
MENUIMHCKOW TEXHHUKH JIMOO MMeeT OTHOLIEHHE K MECTY IPOM3BOJACTBA 3TOM
MEJUIIMHCKON TEXHUKH IPU YCIOBUH, YTO NPOU3BOITUTEND (YIIOJHOMOYEHHBIN
IIPEJCTAaBUTEND TIPOM3BOAUTENA) 3aKJIIOUMWI COMIAlleHHE ¢ JIMIEH3HATOM
(TpOM3BOACTBEHHOM  MJoOIIankod) 00  OpraHM3alMyM  HPOM3BOJACTBA,
perynupymooilee B TOM 4YHCIe BOMNPOCH oOecnedyeHHs KOHTPOJA KadecTBa U
0€30I1aCHOCTU IPOM3BOJMMON IPOLYKIHH, a TAaKKe OTBETCTBEHHOCTH IIEpe]
TPETHbUMH JHILaMU;

cobronenne TpebOBaHMM CUCTEMBI MEHEDKMEHTA Ka4ueCcTBa, CO3JaHHON U
(YHKIIMOHHPYIOIIEH B COOTBETCTBUU C TPeOOBAHHMSIMH MEXTOCYIapCTBEHHOTO
craggapta [OCT ISO 13485-2017,

cobmoneHre  TpeOOBaHMM  HCHONB3YEeMOH ISl  OCYILECTBIIECHHS
OEeSATeNIbHOCTH 110 MPOU3BOACTBY MEIUIMHCKOM TEXHUKH HOPMAaTHBHOM,
TeXHUYECKOHN TOKyMEHTallNH;
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HalM4Me y JHIeH3uata paboTHUKOB, 3aKIIOYHBIIMX C HHM TPYIOBBIE
JIOTOBOPBI, OTBETCTBEHHBIX 3@ IIPOHM3BOJACTBO M Ka4eCTBO MEIUIMHCKON
TeXHHMKH, HMEIOIIUX BBICIIEE WM CpeHee NpodeccHOHATbHOE (TEXHHYECKOE)
oOpa3zoBaHMe, CTaX paboOTel 1O CHEUAJbHOCTH HE MeHee 3 JIeT
U JOTNIOJHHUTEeNbHOE  IpodeccHOHaTbHOE  oOpa3oBaHue  (IIOBEHIIIEHHE
KBaJIM(PUKALIUH HE peXe OJTHOTO pa3a B 5 JeT) B cdepe BEIIONHAEMEBIX paboT u
OKa3bIBA€MBIX YCIYT;

P OCYIIECTBJIEHUH IEATENBHOCTH 0 TEXHHYECKOMY OOCITY KMBaHHIO
MEIUIIMHCKOM TeXHUKH:

HaJIM4YKE MpUHALJIeKAIUX JIUIeH3NaTy Ha NnpaBe COOCTBEHHOCTH WM Ha
UHOM 3aKOHHOM OCHOBaHMM CpEeICTB HU3MEPEHHH, IpeXyCMOTPEHHEIX
HOPMATHUBHOM,  TEXHMYECKOHM  JOKyMEHTaluMeld U  COOTBETCTBYIOIHX
TpeOOBaHMAM K HX IOBEpKe, IIPelyCMOTPEHHBIM cTaTthell 13 DemepanbHOro
3akoHa "OO obecneyeHHN eIUHCTBA H3MEpeHuil", TeXHUYeCKHUX CPEICTB M
o0opynoBaHUs, HEOOXOOUMEBIX I TEXHUYECKOTO OOCITYy>KWBAaHUS 3asBICHHBIX
I'pyHI MEIUILMHCKON TEXHUKH I10 KlaccaM IOTEHIIUANBHOIO PHCKa IIPUMEHEHNUS
B COOTBETCTBHUU C HOMEHKJATYpHOH KiaccuuKared METUIUHCKMX H3AeIui
II0 KJaccaM B 3aBHCUMOCTH OT [TOTEHIIUAIIBHOT'O PUCKA UX IIPUMEHEHHS;

cobmoneHne TpeGoBaHMi 9KCILTyaTallMOHHOU IOKYMEHTallu!
MPOU3BOJIUTENS MEIUIUHCKOM TEXHUKH TIPU OCYIIECTBICHHM TEXHHYECKOIO
oOciy)KUBaHHUsl 3asBICHHBIX T[PYIN MEIUIMHCKOM TEXHUKH II0 KJIaccaM
IOTEHIIMAIBHOTO PUCKa MPUMEHEHUS;

cobmonenue TpeboBaHUN CHUCTeMbl MEHEDKMEHTA Ka4eCTBa, CO3JaHHON U
(GYHKIHAOHUPYIOLEH B COOTBETCTBUHU C TPeOOBaHUAMH MEXIOCYIapCTBEHHOIO
craggapra 'OCT ISO 13485-2017;

HaJIM4Me y JUIeH3uaTra pabOoTHUKOB (IIpH BBHITIONIHEHWH | WM 2 BHIOB
paboT (yciyr) - He MeHee 2 4eNoBeK, IPY BBIIOJHEHUH 3 WIH 4 BHAOB pabor
(ycayr) - He MeHee 3 UeJOBEK, IIpU BBINOJIHEHHM 5 U Oojee BHUAOB paboT
(ycnyr) - He MeHee 5 4YeslOBeK), 3aKIIOYUBIINX C HUM TPYIOBBIE JIOTOBOPHI,
OCYLLIECTBIISIOIINX TEXHHUUYECKOe OOCITy)KUBaHHE MEIUIMHCKOM TEXHHUKH,
UMEIOIIUX  BBICIIEE WA cpefHee INpodecCHOHaNbHOEe (TEXHHYECKOE)
oOpazoBaHue, cTaxX pabOTBl 10 CHELUUATBHOCTH HE MeHee 3 JeT H
JIOTIOJTHUTENBHOE npodeccHOHAIEHOE oOpa3oBaHHe (noBBILLIEHHE
KBaJTH(HUKAlMU HE pexe OIHOro pas3a B S JieT) B cdepe BBIIOIHAEMEIX paboT 1
OKa3bIBa€MBIX yCIyT.

6. K rpyOsIM HapyumleHHsSM JHLIEH3UOHHBIX TpeOOBaHUH OTHOCATCH
HapyIIeHus JHMLEH3MaToM TpeOOBaHUM, MNPEIyCMOTPEHHBIX IIYHKTOM 5
Hactosiero [lomosxenus, nosiekiure 3a co0oil MOCIENCTBUSA, YCTAHOBJIEHHBIE
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gacTeio 11 crtateu 19 ®enepanpHoro 3axoHa "O JIHIIEH3UPOBAHUU OTIEIBHBIX
BHUOB NEATEJIBHOCTH .

7. Ang MONydeHHs JULEH3WM Ha OCYLIECTBICHHE JIEeSTEIBHOCTH I10
OPOU3BOACTBY M TEXHHUYECKOMY OOCIY)XMBAaHUIO MEIULMHCKOW TEXHHUKU
COMCKATeNb JULEH3UN HallpaBJiseT WK NpeJCTaBIsIeT B JULEH3UPYIOIIHH oprad
3asiBJIEHUE, K KOTOPOMY ITpUJIAraeTcsl OMUCh JOKYMEHTOB, a TakKe:

a) KOMHUU JOKYMEHTOB, IIOJTBEPXXJAIOINX HaIM4Yhe Yy COUCKATENI
JULEH3UN NpHHAMIEKAIIUX €My Ha IpaBe COOCTBEHHOCTHM WM HAa HMHOM
3aKOHHOM OCHOBAaHHM IIOMEILEHHUH, 3JaHui, COOPYXEHHM IO MECTy
OCYILIECTBICHHS JHMUEH3UPYEMOr0 BHJA JEATEIHHOCTH, HEOOXOMUMBIX IS
OCYIIECTBIEHUS  NEATEIBPHOCTH IO IPOU3BOACTBY H  TEXHHYECKOMY
00CIIy)KUBaHUIO MEIULMHCKON TEXHUKH, B CiIy4ae eciu HHGOpMAallds O HHX
OTCYTCTBYeT B EIMHOM TrocynapCTBEHHOM peecTpe MpaB Ha HEIBHIKIMOE
UMYIIECTBO M CAENOK C HUM, WIH CBeACHHS 00 3THUX NMOMEIICHHSX, 3IaHUSX,
COOPYKECHHSIX, €CIIU TaKasi HHPOpMallKs UMeeTCs B yKa3aHHOM peecTpe;

6) 1 OCYIIECTBIEHHUS NESTEIBPHOCTU II0 MPOU3BOJICTBY MEIUIMHCKOH
TEeXHUKHU:

KOIIMH TOKYMEHTOB, ITOATBEPKAAIOIINX HaJIUUYHUE Y COUCKATEINS JINIICH3UH
Ha IIpaBe COOCTBEHHOCTH HJIM Ha HHOM 3aKOHHOM OCHOBaHWH CpEJICTB
HU3MepeHHH, MPeayCMOTPEeHHBIX HOPMATUBHON, TEXHUIECKOH JOKYMEHTAIHeR u
COOTBETCTBYIOIIUX TPeOOBaHUSIM K UX MOBEpKE, IPeyCMOTPEHHBIM CTaThel 13
®denepanpHOro 3akoHa "OO6 obecrieyeHHH €IUHCTBA U3MEPEHUN", TEXHUIECKUX
cpencTB U 060pyIOBaHUs, HEOOXOIUMBIX AJISl OCYIIECTBIECHUS AESITEILHOCTH I10
MPOU3BOACTBY MEAUIIMHCKON TEXHUKH;

PEKBU3UTHl TOKYMEHTOB, OITBEPXKAAIOIINX perucTpanuio B Pocculickoi
Denepanyii MEIULMHCKON TEXHUKU, KOTOPYIO COMCKATelNb JIMIEH3UM HaMepeH
IPOU3BOIUTE (YKa3bIBAaIOTCS B 3asBJICHHH), a TAK)KE KOIIMIO COTJIAIICHUS MEXIY
npou3BoauTeENEeM (YIIOJTHOMOUYEHHBIM TMPEACTaBUTENIEM MPOU3BOIUTENSA) M
COMCKaTeseM JHLeH3uu (IPOU3BOJACTBEHHON ILIOMaAKoW) 00 opraHu3aluu
IIPOU3BOJICTBA (TIPU HATUYHUH ),

KOMMHU [JOKYMEHTOB, IMOJITBEPXKAAIOIIUX COOTBETCTBHE IPOMU3BOACTBA
tpeboBanusaM Mexrocynapctsersoro cranaapra ['OCT ISO 13485-2017;

KOIIMM HOPMAaTHMBHOMN, TEXHUYECKOW IOKYMEHTAallMd Ha MEQULIMHCKYIO
TEeXHHKY, KOTOPYIO COMCKaTeNb JIULIEH3NU HaMepeH IIPOU3BOIUTE;

KOIMM JOKYMEHTOB, MOATBEPXKAAIOIMMX Hajduyue Yy paboTHHUKOB
coucKarens JUILEH3UM, 3aKITIOYUBIINX C COHCKATeleM JUIEeH3UH TPYAOBBIE
JIOTOBOPBI, OTBETCTBEHHBIX 3a MPOU3BOJACTBO M KadeCTBO MEIUIMHCKOI
TEXHUKH, BBICIIETO WM CpegHero mpohecCHOHANBHOIO (TeXHHYECKOro)
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obOpa3oBaHUs, cTaka paboOThl MO CHELUAIBHOCTH HE MeHee 3 JeT W
JOTIOTHUTEIIFHOI O 1po(hecCHOHATEHOTO obpa3oBaHUs (MOBBIIICHUS
KBaJIM(DUKALIUKA HE peXke OJHOTO pa3a B 5 JeT) B cdepe BHINONHIAEMEIX paboT u
OKa3bIBaeMBIX YCIYT;

B) JJISI OCYILECTBICHHUS HEATEIbHOCTH 10 TEXHUYECKOMY OOCITYXHBaHHIO
MEIHUIIMHCKON TEXHHUKMH:

KOITMM JOKYMEHTOB, IIOJITBEPXKIAIOIINX HATHUHME Y COUCKATENS JIUICH3UN
Ha IpaBe COOCTBEHHOCTH WM Ha HHOM 3aKOHHOM OCHOBAaHUH CPEJICTB
H3MepeHHii, COOTBETCTBYIOIMX TPeGOBAHAAM K MX ITOBEPKe, [IPEeLyCMOTPEHHBIM
crateeit 13 DepepanbHoro 3akoHa "OO6 obecneueHUH eIWHCTBA U3MEpEeHHH",
TEXHUYECKHX CPEeACTB U 00OpyAOBaHMS, HEOOXOAWMBIX IJISI TEXHUYECKOTO
oOCTy)XKMBaHM 3asABIEHHBIX TIpPyNIl MEAMIMHCKOM TEXHHKH [0 KiaccaMm
INOTEHIIMAIBHOIO pPHCKAa IPUMEHEHHs] B COOTBETCTBHM C HOMEHKJIATYPHOMH
K1accuduKalyell MeIMIWHCKHX W3JeNHil IO KjiaccaM B 3aBHCUMOCTH OT
MOTEHIIHATEHOIO PUCKA UX IPUMEHEHNS,

KOIHUU TOKYMEHTOB, [TOATBEPKAAIOIINX HAJTMYHME Y COUCKATes JUIIeH3UH
CHCTEMBI ~ MEHEDKMEHTa  KauecTBa, COOTBETCTBYIOUIEH  TpeOoBaHUAM
MexxrocynapctBeHHoro craaapra I'OCT ISO 13485-2017;

KOIIMK  JKCIUTyaTallMOHHOW  NOKyMEHTallMM  TMPOU3BOIUTENS  Ha
MEIUIAHCKYIO TEXHHMKY, HeoOXOOUMON [ TEXHUYECKOTO OOCIyXUBaHHUS
3asiBJIEHHBIX TPYII MeIUIIMHCKUX U3AETUH 110 KiaccaM NOTeHINAILHOTO PHCKa
IPUMEHEHUS;

KOIMUH JOKYMEHTOB, ITOATBEPXKNAIOIIMX HaJuuWe y pPabOTHHUKOB
COMCKATeNs JIMLEH3UHU, 3aKIIOUMBIIUX C COHCKaTeNneM JHIECH3UH TPYIOBEIE
JIOTOBOPBI, OCYILECTBISIIOUINX TeXHUYEeCKoe OOCIy)XHUBaHUE MEIUIIMHCKOM
TEXHHMKH, BBICIIETO WJIH CpegHero IpodecCHOHaANBHOr0 (TeXHUYECKOTO)
oOpa3oBaHus, CTaxka paboOTel [0 CIENHAJBHOCTH HE MeHee 3 JeT W
JOMOTHUTEIBEHOT O npodeccrHoHaTBEHOTO oOpazoBaHus (TIOBBIIIIEHUS
KBaJTU(hHUKALIME HE pexe OJHOro paza B 5 J1eT) B cdepe BBIIONHSAEMBIX paboT u
OKa3bIBAEMBIX YCIYT.

8.B 3asBreHHH O TmepeodOpMICHUU JHIEH3UM Ha OCYIUIECTBICHHE
IEeSITEIBHOCTH 10  TPOU3BOACTBY U  TEXHUYECKOMY  OOCIY>XKUBaHHIO
METUITMHCKOM TEXHUKH JINLIEH3UaT YKa3bIBaeT:

a)B cCllydae OCYIIECTBICHHsS JAESITENIBHOCTH 110 MPOU3BOJACTBY U
TEXHUYECKOMY OOCITy)XKMBaHHIO MEIMIMHCKOM TEXHUKH IO agpecy MecTa ee
OCYILECTBIICHUS, HE YKa3aHHOMY B JIMLIEH3UHU:

CBelleHUs, CoJepXallde HOBBIM aJpec MecTa  OCYIIECTBIICHHS
JesITeIbHOCTH;
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CBEEHHs O JOKYMEHTaX, IOATBEPKAAIOIINX MPaBO COOCTBEHHOCTH WM
HHO€ 3aKOHHOE OCHOBaHME HCIIOJb30BAHUA NIOMEIIEHUH, 31aHUH, COOpYKeHuU
IO MECTY OCYILECTBICHHS JULEH3UPYEMOTro BUOA AeSITENLHOCTH, HEOOXOIUMBIX
JJi1  OCYWIECTBICHUS HEATENBHOCTH II0 IIPOU3BOACTBY M TEXHHYECKOMY
00CITyKUBaHUIO MEIUIIMHCKON TEXHUKH;

IIPH  OCYLIECTBJIEHUU JEITEIBHOCTH II0 IIPOU3BOACTBY MEIMIIMHCKOM
TEeXHUKU:

CBEJEHMs O HOKyMEHTax, IOATBEP)XKJAIOIIMX HalM4Hhe y COMCKATENs
JHULEH3UM Ha IpaBe COOCTBEHHOCTH WM HA WHOM 3aKOHHOM OCHOBAaHHHU
CPEACTB  H3MEpPEHUH, MpPeoyCMOTPEHHBIX HOPMATHBHOM, TEXHHYECKOMN
JOKYMEHTAlell NPOU3BOAMTENS U COOTBETCTBYIOIIMX TpeOOBAaHMIM X HX
MOBEpKe, IIpe1yCMOTPEHHBIM cratheit 13 DenepanbHOTO 3aKOHa
"O6 obecrmevyeHMM €IUHCTBA H3MEPEHHH", TEXHHYECKUX CPEACTB H
000OpyZAOBaHUS, HEOOXOAUMBIX [UIS OCYIIECTBIEHHWS JEATEIBHOCTH IIO
IIPOU3BOACTBY MEIULIMHCKONU TEXHHUKH,

CBEJIEHUA O JOKyMEHTaX, MOATBEPKIAFOIINX PETUCTPALIMIO MEANIIMHCKIX
u3nenuii B Poccutickoit denepaiyy,

PEKBHU3UTH HOPMATHMBHOM, TEXHUYECKOH MOKYMEHTAIMH, UCIIOIB3YeMOM
11 OCYILECTBJIEHUS JeATEIbHOCTH 110 POU3BOJACTBY MEIULIMHCKON TEXHUKH;

PEKBU3HTHI JOKYMEHTOB, [IOATBEPKIAIOIIUX COOTBETCTBHE POU3BOACTBA
TpeboBaHUAM MexrocynapcrBerHoro cranfapra 'OCT ISO 13485-2017;

CBEJIEHUS O JOKYMEHTaxX O BBICIIEM HJIH CpeHeM MpodhecCHOHAILHOM
(TexHHYEeCKOM) 06pa3oBaHUH, CTaXe pabOoThI MO CIIELHAILHOCTH HE MEeHee 3 JieT
M JIONOJIHUTENBHOM  NPOQEcCHOHATFHOM  0o0pa3oBaHWH  (IOBEHINIEHUH
KBaIM(UKallMU HE peke OJHOTrO pas3a B 5 JieT) B cdepe BBINONHIEMBIX paboT U
OKa3bIBa€MBIX YCIYI PabOTHMKOB, 3aKIIOUUBIINX C JIHLIEH3UATOM TPYIOBBIE
JOTOBOPEI, OTBETCTBEHHBIX 3@ IPOM3BOACTBO M KadyeCTBO MEIULMHCKOM
TEeXHUKW;

IIPA OCYINECTBIEHUH JEATENBHOCTH II0 TEXHUYECKOMY OOCITYKHUBaHUIO
METULIMHCKON TEXHUKHU:

CBEJICHHS O JOKYMEHTaX, MOATBEPXKAAIOIIMX HATW4YUEe Yy JIHIEeH3HaTa Ha
npaBe COOCTBEHHOCTH HJIM Ha HHOM 3aKOHHOM OCHOBAHHM CPEACTB U3MEPEHHUH,
COOTBETCTBYIOIIMX TPeOOBaHUSIM K HX ITOBEpPKE, MPeIyCMOTPEHHEIM CTaThel 13
QenepanpHOro 3akona "O6 obecrieueHUH eUHCTBA U3MEPEHHUH", TEXHUYECKHUX
CpeicTB M 000pyNOBaHUs, HEOOXOOMMBIX IS TEXHHYECKOTO OOCIY>XKHUBAHHS
3asBJIEHHBIX IPYIII MEIUIMHCKON TEXHHKH MO KJIaCCaM IOTEHIMAIBHOTO PHUCKA
IPUMEHEHHST B  COOTBETCTBMM C  HOMEHKIATYpHOH  KiaccHbuKaiuei
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MEIUIMHCKHUX H3IEIMHA 110 KjlaccaM B 3aBUCUMOCTH OT IOTEHI[HAIbHOIO PUCKA
UX IPUMEHEHUS;

PEKBU3UTBl  OKCIUIyaTallUOHHOM  JOKYMEHTAallMd  NPOU3BOJUTEIS,
HEOOXOMUMOM  JUII  TEXHMYECKOro OOCIY)XKHBAHUS  3asBIEHHBIX TPy
METUIMHCKUX H3MEeJIUA M0 KIaccaM IOTEHIMATbHOIO PHUCKa IpHUMeHEHHs (IIpU
HaJIAYUN );

PEKBU3HMTEI JOKYMEHTOB, IIOATBEPXKAAIOUINX HAJIHYUE y JIMIEH3UATa
CHCTEMBI ~ MEHE/UKMEHTa  KadecTBa, COOTBETCTBYIOINEH  TpeGoBaHHIM
mexrocynapctsernoro crannapra 'OCT ISO 13485-2017;

CBEJIEHHMsS O IOKYMEHTaX O BBICHIEM WM CpeqHeM NpodhecCHOHAILHOM
(TexHUYeCKOM) 0Opa30BaHUM, CTaXke pabOTHI 10 CIIELMAILHOCTH HE MEHee 3 JieT
U JOIOIHUTEILHOM  NIPO(PECcCHOHANIBHOM  00pa3oBaHWM  (IOBBLILICHHUH
KBaTM(UKALMU HE PEXE OTHOIO pasa B 5 neT) B cdepe BLITOIHAEMEIX paboT U
OKa3bIBa€MBIX YCIYI pabOTHMKOB, 3aKIIOYMBIIHX C JIMIEH3HATOM TPYIOBBIE
JOTOBODBI, OCYIIECTBISIOUINX TEXHUYECKOe OOCTY)XKHBAaHHE MEIULUHMHCKOMN
TEeXHUKH;

0) B ciy4ae HaMepeHHs JHIEH3MaTa BBIIOJHATE HOBBIE paboOTHI,
OKa3bIBaTh HOBBIE YCIYI'M, COCTaBIIAIOLINE AEATEIHHOCTh IO ITPOM3BOACTBY M
TEXHHYECKOMY OOCITYXUBaHUIO MEIUIIMHCKON TEXHUKH:

CBEJICHHUA O HOBBIX paboTax, yciyrax, COCTABIAIOIINX HEATENHHOCTE IO
NIPOM3BOLACTBY M TEXHUYECKOMY OOCITY)XKMBAHHIO MEIMIMHCKON TEXHHKH,
KOTOpBIE JTUIIEH3UaT HaMePEeH BhITIOJIHATh, OKa3hIBaTh,

IpY OCYIUECTBICHHUU MAEATENBHOCTH IO IIPOM3BOJACTBY MEIMIMHCKOM
TEeXHUKHU:

CBEIIEHHS O JOKYMEHTax, NOATBeP)KJAIOUINX HaWYMe Yy JIUIEH3UaTa Ha
paBe COOCTBEHHOCTH MM Ha HHOM 3aKOHHOM OCHOB@HHH CPEJICTB H3MEpEHHUH,
IIpeyCMOTPEHHBIX HOPMAaTUBHOM, TEXHUYECKON JIOKyMeHTaluen
IIPOU3BOIMUTENIE W  COOTBETCTBYIOIIMX TpeOOBaHUSIM K WX  IIOBEPKE,
OpenyCMOTpeHHBIM cTaThed 13 @enepanbHoro 3akoHa "OO6 obecneueHun
€IMHCTBA U3MEPEHMH", TEXHUYECKUX CPEACTB M 000PYIOBaHUS, HEOOXOIUMBIX
JUIsL OCYILECTBIIEHUS NEATEIBbHOCTH MO MTPOU3BOACTBY MEIUIIMHCKON TEXHUKHY;

CBEJCHHA O TOKYMEHTaX, NOATBEP XK AAIOIIMX perucTpaluio B Poccuiickoii
denepaliiy MEIULIMHCKUX HU3EIIHIL;

PEKBH3UTBl HOPMATMBHOM, TEXHHYECKOW NOKYMEHTAllWH, HCIIOIb3yeMOil
IUIs OCYIIECTBIICHHUS JEATENBHOCTH IO IPOU3BOICTBY MEAUIIMHCKON TEXHUKY;

PEKBU3HTEI JJOKYMEHTOB, MOATBEP>KIAIOIINX COOTBETCTBIE TIPOU3BOACTBA
TpeboBaHUAM MexXrocynapcreeHHoro cragaapra 'OCT ISO 13485-2017;
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CBEIEHHA O JOKyMEHTaX O BBICHIEM WM CpeHeM MpodeCcCHOHAILHOM
(TexHHYEeCKOM) 0Opa30BaHUH, CTAKE pabOThHI IO CIIELHUAILHOCTH He MeHee 3 JieT
d  JONOJIHUTEJIBHOM  IpO(EcCHOHANIbHOM  00pa3oBaHuy  (IIOBBIICHUH
KBATU(HKAIIMK HE PexXxe OTHOTo pasa B 5 JeT) B cdepe BBIIOJIHAEMEIX paboT U
OKa3bIBAEMBIX YCIYI PaOOTHHKOB, 3aKIIOYMBIINX C JIHLEH3UATOM TPYIOBbIE
JIIOTOBOPBI, OTBETCTBEHHBIX 3a IIPOM3BOJCTBO H KadyeCTBO MeEIUIIMHCKOM
TEXHUKH;

NP OCYIIECTBIEHUH IEATENIBHOCTU IO TEXHHUECKOMY OOCITYKMBaHHUIO
MEIUIUHCKON TeXHUKU:

CBEJEHHUS O JOKYMEHTax, IIOATBEPXKAAOMNX HATHYHE Y JIHIEH3AaTa Ha
npaBe COOCTBEHHOCTH MM HAa MHOM 3aKOHHOM OCHOBAHHH CPENCTB U3MEPEHHIA,
COOTBETCTBYIOIIMX TPEOOBaHUSAM K HX IIOBEPKE, MPeNyCMOTPEHHEIM cTaThell 13
DenepanpHoOro 3akoHa "O6 obecriedeHUU eIMHCTBA M3MEPEHUN", TEXHHIECKUX
CPEACTB M 00OpYNOBaHHs, HEOOXOAWMBIX UL TEXHHUYECKOTO OOCITYKHBAHUS
3asIBJICHHBIX IPYIIN MEAMUMHCKON TEXHMKH IO KlaccaM IOTEHIIHAIbHOTO PUCKa
OPUMEHEHHUSI B  COOTBETCTBMHM C HOMEHKJIATypHON  Kiaccupukaumei
MEIUIIMHCKAX M3JENUH 10 KjaccaM B 3aBHCHMOCTH OT IIOTEHIMAILHOTO PUCKa
UX IPUMEHEHHS;

PEKBU3HMTHI  OJKCIUIyaTAallHOHHOM  JOKYMEHTAlMH  [POU3BOIMTEIIS,
HeOOXONMMOH  JUIi  TEXHHYECKOTO  OOCIY)XHMBaHHS  3asBIE€HHLIX TIPYIII
MeIMLUMUHCKHUX M3AEHH 10 KJaccaM IOTEHIHAIBHOTO PHCKa MPUMEHEHHS,

PEKBU3WUTELI JIOKYMEHTOB, TNOATBEPXKIAIOIIMX HAIHYME Yy JIMIEH3HATa
CHUCTEMBl ~ MEHEDKMEHTa  KayecTBa, COOTBETICTBYWOUIeH  TpeGoBaHMAM
MexrocynapcrserHoro ctangapra ['OCT ISO 13485-2017;

CBEIECHMA O JOKYMEHTax O BBICIIEM HIM CpelHeM MpodeCCHOHAIBHOM
(TexHH4YECKOM) 00pa30BaHUU, CTaXe pabOTHI IO CIIELUAIBHOCTH He MeHee 3 JieT
M JONOJHHUTENBHOM  IPOMECCHOHATHHOM  00pa3oBaHMM  (IOBBIIIEHUH
KBaIM(UKALMU He pexxe OZHOTO pasa B 5 JeT) B chepe BBIIOIHAEMBIX PaboT U
OKa3bIBaEMBIX yCJIyr pabOTHUKOB, 3aKIIOYUBIINX C JIHIEH3UATOM TPYIOBEIE
JOTOBODEI, OCYIUECTBIIIOIIMX TEXHUYECKOEe OOCITy)XMBaHWE MeEIULIMHCKON
TEXHUKHU.

9. BeinosiHeHHe paboT, OKa3aHWe YCIYr B YacTH TEXHHYECKOTO
00CITy XKMBaHHs MEIUIMHCKON TEXHHKH MOTYT OCYIIECTBIIATHCS JIALEH3UATOM
II0 aJpecy OJKCIUIyaTallud (MecTy HaxOXIeHHSI) MEOHIMHCKOM TEXHHKH, He
YyKa3aHHOMY B JIMIIEH3MM B KadyecIBe aJpeca MeCcTa OCYILECTBICHUS
JIMLIEH3UPYEMOTO BHAa [EATENBHOCTH, M He TpebyroT mnepeodopMiIeHus
JTHULIEH3UH.
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10.IIpy  mpoBedeHMH IPOBEPKHM  CBENEHHWH, COIEpXKalluXCd B
[IDEACTABICHHBIX COMCKATENIeM JIMIEH3WH W JIUIEH3WATOM 3agBIEHHH WU
MpUjjaraeMelX K HeMy JOKYMEHTaX, JHUCH3HPYIOIIUN OpraH 3alpalidBacT
HeoOXOomUMBble Ul MpPeNOCTaBIEHHsS TIOCYAapCTBEHHBIX YCIYr B o6nacTu
JVIICH3UPOBAHUS  CBEJNEHHS, HaXONAIIUEeCs B  PACHOPSDKEHUH OPTaHoB,
MIPEIOCTABIAIOIINX TOCYAapPCTBEHHBIE YCIYTH, OPraHOB, IPeIOCTaBIISIOMMX
MYHMIMITAJIBHEIE YCIIYTH, HHBIX IOCYJApCTBEHHBIX OPraHOB, OPraHOB MECTHOTO
caMOyIIpaBjIeHus JIMOO IOABEIOMCTBEHHBIX TI'OCYIApCTBEHHBIM OpraHaM WM
opraHaM MECTHOI'O0 CaMOYIPaBIE€HUs OpraHU3alul, B IOPSAKE, YCTAHOBIEHHOM
®enepanbHeIM 3aKoHOM "O0 OpraHM3aluy [IPEeJOCTaBICHUS [OCYAapCTBEHHbIX
Y MyHUIUNIAIBHBIX yCIyr",

11. JIuneHsupyrolyii  opraH  pasMellaeT Ha eIWHOM  [opTaje
rOCYyTapCTBEHHBIX ¥ MYHHIUIAIBHBIX YyCIyr (GyHKuMi) B MOpSAKe,
yCTaHOBneHHoM IIpaButensctBoM Poccuiickoit @enepanun, cBeJeHHSI O XOIe
OPUHATHS MM pEIleHUs O MPEeNOCTABICHUU WU Nepeo@OopMIICHUH JIMIEH3UH,
a TaKXe IIPOBENECHHUS IIPOBEPKH COOTBETCTBUS COMCKATENS JIMIIEH3UHU
JULEH3UOHHBIM TpeOOBaHUSAM H MPOBEPKH COOIONEHHMS JIMLEH3HATOM
YKa3aHHBIX TpeOOBaHUII IPH OCYIIECTBICHHH JeITeIBHOCTH 110 IPOU3BOACTBY U
TEXHUYECKOMY OOCITY>KMBaHHIO MEAMIIMHCKON TEXHUKH.

12. MadopManus, oTHOCAIIAsCAd K OCYIIECTBICHHIO IESTEILHOCTH II0
IIPOM3BOJACTBY M TEXHHYECKOMY OOCIYy)XMBAaHHIO MEIUIIMHCKONA TEXHHKH,
npexycMoTpeHHas 4dacTaMM 1 w2 cratbu 21  DenpepanpHOro  3akoHa
"O JMUEH3MPOBaHMU OTHENBHBIX BHAOB JeATENbHOCTH", pa3Mellaercs Ha
obuLManbHOM  cafiTe JHLIEH3UPYIOLIEro opraHa B HH(GOPMAIMOHHO-
TEJIEKOMMYHHUKALMOHHOH ceTH "VIHTepHeT" B Teuenue 10 queit co qHA:

a) OQUIMAIBHOIO OIyOJIHKOBaHUS HOPMATHBHBIX IIPABOBBIX AaKTOB,
YyCTaHaBIMBAIOLUX  oOs3aTenbHblE  TpeboBaHHA K JIMIEH3HPYEMOH
NesATEIbHOCTH;

0) NpUHATHUS JUIEH3UPYIOUMM OpPraHOM peIlleHUs O IIPEIOCTaBIECHUH,
nepeopOpMIIEHHH, NPHOCTAHOBICHUH, BO30OHOBICHUH HIH O IPEKPAIleHUH
JNEHCTBHS NTULEH3HY;

B) noiy4eHuss oT DepepanpHOM HAJIOTOBOM CHYXOBI CBEeJEHHH O
JMKBUAALMA FOPUINYECKOTO JIMIA MK TNpeKpalleHHH ero NeATENbHOCTH B
pe3ynpTaTte peopraHu3alu Jub0 O MpeKpamleHud (GU3UYECKUM JIHLIOM
JeATEIBHOCTH B KaYeCTBE HHAWBHUAYAJIbHOTO IpeNpUHAMATEIIS,

I) BCTYIUICHHS B 3aKOHHYIO CHIIy pellleHus cyaa o0 aHHyJIMpOBaHHHU
JULEH3UH.
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13. IIpenmeToM JHUIEH3WOHHOTO KOHTPOJIA SIBJISIOTCS COOTBETCTBHE
COMCKAaTeNsd  JIMLIEH3MM JIMLEH3UOHHBIM TpeOOBaHMSAM H  COONIONEHHE
JUIEH3UAaTOM  JIMIIEH3MOHHBIX TpeOOBaHUM, YCTaHOBIEHHBIX IIYHKTOM 5
Hactosmiero Ilonoxenus.

14. JIu1ieH3MOHHBIN KOHTPOJIb OCYIIECTBIIAETCA B NopsLAKe,
npeaycMmoTpeHHoM DenepanbHbeM 3akoHOM "O 3aluTe MpaB IOPUARIECKHX JIUL
51 WHAUBUIYAJIbHBIX npeanpruHUMaTeN e pu OCYILIECTBIEHHHI
rOCYJapCTBEHHOIO KOHTpoisd (Haa3opa) M MYHHUIMNATBHOTO KOHTpons", c
Y4€TOM OCOOEHHOCTEH OpraHU3alluM M IMPOBELEHHs IPOBEPOK, YCTAHOBIEHHBIX

®enepaibHBIM 3aKOHOM "O JIALICH3UPOBAHUHI OTIEJILHBIX BHIIOB
nesaTeIbHOCTA" .
15. JoMKHOCTHBIMH JTULAMHA JIMLIEH3UPYIOLIETO oprasa,

YIOJHOMOYEHHBIMH OCYIIECTBIATH JINLEH3UOHHBIA KOHTPOJIb, IBISIOTCS:

a) PyKOBOZIHTEIb, €0 3aMECTUTEIH;

0) pyKOBOJUTENH CTPYKTYPHBIX IOApa3leeHu, HX 3aMECTHTENH,
IOJDKHOCTHBIMM  PEMVIAMEHTAMH KOTOPBIX MPEIyCMOTPEHBI IMOJHOMOYHS IIO
OCYILIECTBJIEHUIO JTULEH3UOHHOTO KOHTPOJIS,

B) MHBIE T'OCYAApCTBEHHBIE TI'PaXXTaHCKHE CIYKalllie, AOJKHOCTHBIMHU
pernaMeHTaM# KOTOPBIX NPeAyCMOTPEHB! TOJHOMOYHUS IIO OCYLIECTBICHHIO
JIULEH3UOHHOTO KOHTPOJIS.

16. JIoMmKXHOCTHBIE JIMIA JHIEH3UPYIOUIEro OpraHa IpU IPOBEAEHHUH
IIPOBEPOK B paMKaX OCYLIECTBICHHUS JHUIEH3UOHHOTO KOHTPOJSA COOIIOZAIOT
OTPaHHWYEHHs U BBINOJHAIOT OOS3aHHOCTH, YCTAHOBIIEHHBIE CTaThIMHU 15 - 18
®enepanproro 3akosa "O 3aluTe NpaB IOPUAMYECKUX UL U WHIUBUIAYATIbHBIX
NpeANpUHUMATENIEH IIPU  OCYIIECTBIEHHH TOCYJapCTBEHHOTO KOHTPOJIS
(Hag3opa) U MyHHULMIATBHOTO KOHTPOJIS", a TaK)Ke HECYT OTBETCTBEHHOCTbH 32
HEHCIIOJIHEHHE WM HEHaJJIe)xXallee HCIOJHEHHE BO3JOXEHHBIX Ha HUX
IIOJTHOMOYMH M 00s3aHHOCTEH B COOTBETCTBMM C 33aKOHOAATEIHCTBOM
Poccuiickoit @enepanumy.

17.1lpn opraHusaly M OCYLIECTBIEHUM JIMIIEH3HOHHOTO KOHTPOJIS
JMLEH3UPYIOIIUA OpraH BIIpaBe NPHBIEKATh KCIEPTOB, a TAKXKE IKCIEPTHBIE
OpraHu3alyy, KOTOphle aKKpeAUTOBAHEI B YyCTAHOBIEHHOM MOPSKe.

18.B Leisx NpeayIpexaeHUs HapylleHUH JULEeH3UaTaMHU
JMLEH3UOHHBIX TpeOOBaHUH JMIEH3UPYIOIIMM OPIraHOM OCYIIECTBIIAIOTCS
MEPOIIPHUATHSA 10 NpOodHIAKTHKE HApYIIEHUH JULEH3HOHHBIX TpeGOBaHUU B
COOTBETCTBHMY C TPeGOBAHHAMH, YCTaHOBIEGHHBIMU CTaThell 8- ®enepanbHOTrO
3akoHa "O 3ammre 1npaB IOPUIMYECKHX JIMI W HHIWBUAYAJIBHBIX
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NpelNpuHUMATeIed MPH  OCYIUECTBIEHHH TOCYIapCTBEHHOTO  KOHTPOIS
(Haz3opa) U MyHHUIMITATBHOTO KOHTPOJIs ",

19. JIuneH3MpyIOIMM OPraHoM MPOBOMSTCS MEPOIPHSTHA 110 KOHTPOIIIO
6e3 B3aMMOJEHCTBUA C JIHLEH3UATAMH, MIPELYyCMOTPEHHBIE TyHKTOM 7 9acTH |
cratbu & ®enepanpHoro 3akoHa "O 3amure NpaB IOPUAMYECKUX JIHL H
MHIUBUAYaIBHBIX IPEANPUHUMATENEH TIPU OCYLIECTBICHHN T'OCYIApPCTBEHHOTO
KOHTpOJIS (Hai30pa) M MyHHIHUIIATGHOTO KOHTPOJIA", IIyTeM HaGIIONEHUS 3a
cobironenreM JIMIEH3HOHHBIX TpeGoBaHWi ¥ aHantu3a uWHQOPMAMH O
OESATeNbHOCTH MO0 JEeHCTBUAX JIMIEH3UAaTOB, KOTOpas IIPeACTaBISeTCS
nTuieHsuaTaMu (B TOM HHCIe IOCPEICTBOM HCIIONB30BaHMA (edepalbHbIX
rOCYAapCTBEHHBIX MH(MOPMALMOHHBIX CHUCTEM) B JHMLECH3UPYIOUIMNA OPraH HIIHA
MOXeT OBITH IOMy4eHa (B TOM WYHCIIE B paMKaX MEXBEIOMCTBEHHOTO
MHGOPMAIMOHHOTO  B3aUMOJEHCTBHS) JIMUEH3UPYIOUIMM  OpPraHOM  6e3
BO3JIOXKCHHSI Ha  JIMIEH3MAaTOB  OO0s3aHHOCTEH, He MPedyCMOTPEHHBIX
(benepanbHBIMM 3aKOHAMH M NPUHITEIMH B COOTBETCTBHH C HHUMH WHBIMHU
HOpPMAaTHUBHEIMH [IPaBOBBIMH akTaMH Poccuiickoit @eneparmu.

20. IlpencrapneHne COMCKaTelIeM JIMIEH3UH 3asABJICHHUS U JOKYMEHTOB,
HEOOXOMUMBIX M1 TOMYYeHHs JIMIEH3WH, WX IIpUEM JHUIEH3UPYIOUIHM
OpraHoOM, NPHHATHE JHLUEH3UPYIOUIMM OpPraHOM peIleHHUs O MPedOCTaBIeHUH
nmuueHsun (00 OTKase B IPENOCTAaBICHHWH JIMIEH3HM), NepeodOpMIIeHHH,
IIPHOCTAHOBIEHUNM MM BO3OOHOBJICHHH €€ MOEeWCTBHA, a Takke BeIeHHUE
MH(OPMaLIMOHHOIO pecypca U peecTpa JIUIEH3H U IpeloCcTaBleHue CBeISHMUI,
COIepXKalMXCcs B HHQOPMAlMOHHOM pecypce M peecTpe JIHLEH3HI,
OCYUIECTBJISIIOTCS B IOpSAAKE, YyCTaHOBIeHHOM @edepanbHBIM 3aKOHOM
"O JIMLEH3UPOBaHUH OTIENBHBIX BUIOB JAESATEIBHOCTH" .

21.3a mpenocTaBieHUE JIMLEH3UPYIOUIMM OPraHoM JHMIEH3HH U
nepeoOopMIeHHE JIMIEH3UM YIIa4dBaeTCs [OCYyJapCTBEHHAas IIOLUIMHA
B pasMepax M IIOpsAKe, KOTOphle YCTAaHOBJIEHBl 3aKOHOIATEIbCTBOM
Poccutickoit @enepannn o Hamorax u cbopax.
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I[TPUJIOXEHUE

K I10JI0XeHUIO 0 TUIIEH3UPOBAHHUHN

IeATeIbHOCTHU 110 TIPOU3BOACTBY

U TEXHUYECKOMY OOCTYKUBAHHIO

(3a UCKIIFOUEHHEM ClTydas,

€CJIM TEXHUYECKOe O0CITy KHBaHKE

OCYILIECTBIISIETCS I 00ecIIeyeH s
COOCTBEHHBIX HYX]I IOPHUANIECKOTO JIUIIA
WK HHANBUYaJBHOTO HPeAIPHHIMATEIS )
MEIUIIMHCKON TeXHUKH

IHEPEYEHD

BbINOJIHSIEMBIX Pa0oT, 0Ka3bIBa€MBIX YCJIYT B COCTABE AeATEJAbHOCTH
0 NPOU3BOACTBY H TEXHHYECKOMY 00CTY:KHBAaHHIO (32 HCKJIIOYEHHEM
caydasi, eCJId TeEXHHYecKoe 00¢c/Ty)KHBaHHE OCYIIECTBJIsIeTCs
Anst oGecneveHusi COOCTBEHHBIX HYKI IOPHAHYECKOTo JTHIA
HJIH HHAHBHAYAJBLHOr0 NpeANpHHUEMATEIS) MeIHUHHCKON TeXHUKH

1. IIpou3BOACTBO METUIIMHCKOM TEXHHUKH.

2. B 4acTy TeXHUYECKOTo 06CIyKUBaHHA (32 UCKIIOUEHUEM CIIydas, eCIH
TEXHMYECKOe OOCTy)KMBaHUE OCYIIECTBISETCS IS obecrnedeHUs cOOCTBEHHBIX
HYyXJ IOPMIUYECKOr0 JHLa WIM HHIUBUAYAIbHOTO MpeANpUHHUMATES)
MEIUIMHCKON TEXHUKU:

a) TEXHHMYECKOe OOCIy)XKMBaHHE CIEOyIOWUX TIPYNN MEeIUIHHCKOM
TEXHHKH KJIacca 2a NOTeHIIHAIBHOTO PUCKA TPUMEHEHHMS

OpTONEANYECKUE MEAULIUHCKUE U3IEITHS;

racTPOIHTEPOJOTHUECKHE MEAULIMHCKUE U3 IENIM;

peabuNUTalMOHHbIE U aJaNTHPOBaHHbIE IS MHBAIUIOB MeIUIUHCKUE
U3JETIHS;

MEIULMHCKAE H3AeNMs Ui IUIaCTUYECKOW XUPYPTUH, OepMATOJOIHMH
¥ KOCMETOJIOTHH;

BCITOMOTAaTENbHEIE U 0011e00IbHIYHbIE MEAULIMHCKHIE U3ENHAS;

CTOMATOJIOTHYECKUE METUIIUHCKHUE U3ENHS;

aHECTE3MOJIOTUYECKHE M  pEeCIIUpaTOpHbIE MEIHWIMHCKHE  H3IeIIud
(MOHHUTOPBI, CHCTEMBI MOHHUTOPHUPOBAHUS aHEeCTe3HOJIOTUYIECKHE,
pecIupaTOpHBIE);

HENPONIOrHYeCKUe METUILIMHCKIE HU3/IEIHS;

CEepACeYHO-COCYIUCThIE MEIHWLMHCKHE Hu3Nenus (MeIWIMHCKHE W3IeTus
AL ONpefieNieHus (U3MOJOTHYECKUX IapaMeTpOB, KapTHPOBaHHS Cepilla,
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MOHUTOPHI, CUCTEMBl MOHUTOPHPOBAHUS KapIUOIOTHIECKHE U COITYTCTBYIOIIIHE
U3IeIHA),

0 TaBMOJIOTHYECKHE MEIUITUNHCKUE U3ICIIHS,

MEIULMHCKUE U3AENUsI A1 OTOPUHOJIAPHHTOJIOTHH;

¢bU3MOoTEpaneBTUYSCKUE MEIUIIHHCKHIE H3IETHUS;

MEIVLUHCKUE U3AeNIUs IS in Vitro IUarHOCTHKH (3aperuCTpUPOBaHHEBIE B
YCTAHOBJIEHHOM IOpSIKE B COOTBETCTBUM C aKTAMH, COCTABJISAIOIIMMHU MIPABO
EBpa3suiicKkoro 3KOHOMHUYECKOI'O COI03a, WIIM 3aKOHONATENhCTBOM PoccHifckoil
®Oenepaluu);

6) TexHu4Yeckoe oOCITy>)XKMBaHUE TPy MEIWIHCKOW TEXHHUKH Kjacca 26
MOTEHIIUATBEHOIO PUCKA IPUMEHEHUS :

XUPYprU4ecKie  HMHCTPYMEHTHl, CHCTeMBI ¥  COIIYTCTBYIOLIHE
MEIUIIMHCKUE U3/IeNHS;

CEepIEeYHO-COCYAUCThIE MEIOUIMHCKHEe u3nenus (38 HCKIIYeHHEM
MEIOUIMHCKUX H3IeNUH 1Jsl ompeneneHus (GU3HOJIOTMYECKUX IapaMeTpos,
KapTHPOBaHUS cepaua, MOHHUTOPOB, CHCTEM MOHHUTOPHUPOBAHUS
KapIMOJIOTUIECKUX U COITyTCTBYFOIIUX H3IEIIHA );

MEIUIIMHCKUE U3JeIUs Uil MaHUIYJSANHMH, BOCCTAHOBJEHHS TKaHEH,
OpraHoOB YeJIOBEKa; _

MEIUIMHCKUE U3JIEeTHs [JI aKylIepCcTBa U THHEKOJIOTHH;

AaHECTEe3HOJIOTHYECKUE H  PEeCNHUpaToOpHble MEIUIIMHCKHE  H3IeIIus
(3a HCKITIOYEHUEM MOHHUTOPOB, CHUCTEM MOHUTOPHUPOBAHUS
AHEeCTe3MOJIOTHUECKUX, PECITUPATOPHBIX );

paguoOrHYecKue MeNULMHCKUE U3Jeius (B 4acTH OOOpyHOBaHHS s
YIIBTPa3BYKOBOT'O UCCIENOBaHHUS);

paguoiiorMdeckue  MeAUUUHCKMe  m3fenus (B YacTH  raMma-
JAarHOCTHYECKOro, raMMa-TepaneBTUIecKoro o0opya0BaHUS U 3MHCCHOHHOIM
ToMorpadun ),

PanuoIOrMyecKre MeIMIUHCKHe W3enus (B 4acTd oOOpyNOBaHMS s
MATHUTHO-DE30HAHCHOI ToMorpathun);

panuoIOTHYECKie MeIULIMHCKUE u3lenus (B 4acTu oOOpymOBaHHS IS
PEHTTeHOTepaIium );

paguoOTHYECKNe MEIULMHCKUAE U3JeNus (B YacTU PEHTT€HOBCKOTO
obopynoBaHUs Is1 KOMIIBIOTEPHOH ToOMOrpaduu U aHrHorpahun);

panuosIOTHYecKre MeIHWIMHCKUE u3enusd (B 4acTH 0oOOpyAOBaHHSA s
peHTreHorpaduu U peHTTeHOCKOIIHH ),

B) TeXHHM4YeCKoe 0OCIy)XMBaHHE TpYI MeIUIIMHCKOH TeXHHKH Kiacca 3
TTOTEHIIMATIFHOTO pUCKa MPUMEHEHHS
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YPOJIOIrH4Y€CKUEC MENUITUHCKUE U3ICIINS;
MCINIIMHCKUE U3ACIUS, NPEAHA3HAYCHHBIC I a(bepe3a.
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