NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 15 centsa6ps 2020 r. N 1445

Ob YTBEPXJIEHIMU ITOJIOXKEHMA
O JIMOEH3MPOBAHNWUM JEATEJIBHOCTU I1O ITPOU3BOACTBY
N TEXHUYECKOMY OBCJIY>KMBAHUIO (3A NCKJIIOYEHMEM CJIVUAA,
ECJIM TEXHUYECKOE OBCJIY>KMBAHUE OCYIIECTBJISIETCA
JJI OBECITIEYEHNM A COBCTBEHHBIX HY K IOPUAWNYECKOTI'O JIMLIA
VIV UHOUBUIY AJIbHOT'O MTPEATIPUHUMATEJIS) MEOULIMHCKOM TEXHUKU

B cooTBeTcTBUYM ¢ PemepabHBIM 3aKOHOM "O IUIIeH3MPOBAHNM OTAEIbHBIX BUIOB NesITeIbHOCTY "
[TpaBuTenbcTBO Poccuiickoit @emepaiiyiy IIOCTaHOBJISIET:

1. VrBepanTh npuiaraemoe [lonoxkeHue o MUIeH3MPOBAHUM AeSITETbHOCTY 110 IIPOU3BOACTBY U
TeXHMYECKOMY 00CTYXKMBaHMIO (32 UCKTIOUEHMEM CTydasi, eCIu TeXHUUYeCckoe 00CaykMBaHe
OCYILIeCTBJISIETCS 1)1l 0OecIieueHys COOCTBEHHBIX HY K/ IOpUANYECKOTO JINLA WM UHAUBUIYATbHOTO
MpearpuHUMaTesisl) MeaUIIMHCKOM TeXHUKU.

2. JIuteH3uM Ha OCYIIECTBIEeHNE AeSITebHOCTY 10 ITPOU3BOACTBY ¥ TEXHUUYECKOMY 0OCTY>KMBAHMIO (3a
MCKITIOUEHMEM CJTy4asi, eCJIM TEXHUYEeCKoe 00CTy>KMBaHMe OCYIIeCTB/ISIeTCSI AJIsl 00ecIieueHs] COOCTBEHHBIX
HY3K, OPUAMYECKOTO JIMIIA VIIM MHAVBUIYATIbHOTO PeAIIpUHMMATEIST) MeAUIIMHCKO TeXHUKM, BbITaHHbIE
110 BCTYILJIEHMS B CMJTY HACTOSIIIIETO TIOCTAHOBJIEHMS, TIOAJIEKAT ITepeodOpMIeHMIO B COOTBETCTBUM C
TpeboBaHMsAMM [107105KeHMS, YTBEPKIEHHOT0 HACTOSIIIVM ITOCTaHOBIeHueM, 10 31 mekabps 2023 r.

3. demepanbHO CJIy>KOe M0 HaA30pY B chepe 3apaBooxpaHeHus 10 1 uronst 2021 r. akTyaan3upoBaTh
JaHHbIe peeCcTPOBbBIX 3aIMCeii eAMHOTO peecTpa JUIeH3Ui1, CoepXKallluX CBefeHMs O POU3BOJICTBE U
TEeXHUYECKOM 00CTY>KMBaHUY (32 UCKITIOUeHMEM CTydasi, eCI TeXHUUeCcKoe 00C/TysKMBaHe
OCYILIeCTBJISIETCSI IS 0OecIieueHyst COOCTBEHHBIX HY K/, IOpUAMYECKOTO JIMLIA WX MHAMBUIYATIbHOTO
npennpuHuMaTesss) Me IULIMHCKOM TeEXHUKY, KOTOpbIe B COOTBETCTBUM C [To/I0’KeHueM, yTBepKaeHHbIM
HAaCTOSIIVM ITOCTaHOBJIEHMEM, He TPeOYIOT IMOTyUeHMs JIULIeH3UN.

4. Hacrosiee mocTaHOBJIeHNe BCTynaeT B cuiy ¢ 1 suBaps 2021 r. u gerictByet 1o 1 suBaps 2027 r.

ITpencenatresns IIpaBuTeIbCTBA
Poccuiickoit ®@enepanyin
M.MUILTYCTUH

YTBepXaeHo

MMocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @enepaniu

oT 15 centsiopst 2020 r. N 1445

[TOJIOKEHUE
O JIMOEH3MPOBAHWU OEATEJIBHOCTU I10 ITPOM3BOACTBY
N TEXHUYECKOMY OBCJIY>KMBAHUIO (3A NCKJIIOYEHMEM CJIIVUAS,
ECJIN TEXHMYECKOE OBCJIYKMBAHME OCYIIECTBJIIETCA
AJI1 OBECITEYEHMA COBCTBEHHBIX HY K IOPUINYECKOT'O JINLIA
I UTHOVBUY AJIbHOTO MPEATIPUHUMATEJII) MEOULIMHCKOW TEXHUKU

1. Hacrosiiee ITosioxkeHue onpenensieT MOPSIAOK JIMLEH3MPOBaHMS AesITebHOCTY 110 MPOU3BOJCTBY U
TeXHMYECKOMY 00CTYKMBAHMIO (32 MCKIIOUEHMEM CIyJast, eCIM TeXHUUYeCKoe 00CTyKMBaHe
OCYILIeCTBJISIETCS ISl 0OecIieueHyst COOCTBEHHBIX HY K/, OpUAMYECKOTO JIMLIA UM MHAVMBUIYATbHOTO
npeanpuHuMaTess) Me IULIMHCKOM TEXHUKMN.

2. TToHsTHUS, UCTTO/Ib3yeMbIe B HacTOsIIeM [1ookeHnn, 03HAYaloT Clenyiiee:



"TeXHUYeCKoe 00CTYKMBaHMe MeOUIIMHCKOM TeEXHUKIU" - KOMIUIEKC PerjiaMeHTMPOBAaHHBIX
9KCIUTYaTallMOHHOV JOKYMEeHTAlMel MPOU3BOAUTE/IS MeIUIIMTHCKOTO U3V MePOIIPUSITHI 10
MOAAeP>KaHMIO UCIIPABHOCTY U (MJIM) BOCCTAHOBJIEHUIO PAOOTOCIIOCOOHOCTY MeIUIIMHCKUX U3IeNNii C
MIpOBeIeHIeM KOHTPOJISI TEXHUUECKOI'O COCTOSIHMS IIPY UX MUCITOIb30BaHMM 110 Ha3HAYeHUIO,
MpeyCMOTPEHHOMY ITPOM3BOINTEIEM, a TAKKe MEeCTBMS IT0 MOHTaXY M HajlagKe MeIUIIMHCKUX U3TeNif;

"MeIUIMHCKAs TEXHUKA" - MeIUIIMHCKME U3aeans (3a UCKIIUeHeM 1 Kjlacca MOTeHIIMAIbHOTO pUCKa
MpMMeHeHMs), MoJjIexkaliye TeXHMUYeCKOMY 00CTyKMBaHUIO U TIPeICTaBISIONIEe CO00I MHCTPYMEHTHI,
armaparThl, Ipu6opbl, 060pynoBaHMe, IPUMEHsIEMbIe B MeIUIIMHCKIUX IeJIIX OTe/JbHO UJIM B COUeTaHUN, a
TaK)Ke BMeCTe C APYTUMMU IIPUHAIJIeKHOCTSIMM, HEOOXOAMMBIMM [IJISI TIPUMEHEeHMST YKa3aHHbIX U3IeJINii 110
Ha3HAUeHMIO, BKJIIOUas CIelyagbHOe IPOrpaMMHOe obecrieueHne, 1 MpegHa3HaueHHbIe TTPOU3BOAUTEIEM
IJ1ST IPOGMIAKTUKA, OUATHOCTUKMY, TIEUeHNSI ¥ MeIUIIMHCKOM peabuinTtaiuy 3a60ieBaHM, MOHMTOPUHTA
COCTOSIHMSI OpraHu3Ma 4yejioBeKa, IpoBedeHNs MeOULIMHCKUX UCC/Ie0BaHMi1, BOCCTAaHOBJIEHMS,
3aMeleHNs], U3MeHeHUs aHaTOMUYEeCKO¥ CTPYKTYPbI UK GU3MONIoTHUeCKUX QYHKIINIT OpraHu3ma,
TpeIoTBpAIleHMS WK IIpepbiBaHMs 6epeMeHHOCTH, QYHKIMOHATbHOE Ha3HaueHe KOTOPBIX He
peanusyeTcst myTeM ¢hapMaKoJIorMyeckoro, MMMYHOJIOTMYeCKOTO, TeHeTMUYeCKOTO UM MeTaboIMueckoro
BO3/1€iICTBUS Ha OpraHMU3M YejI0OBeKa.

3. B cocTaB [1esiTe/IbHOCTY TI0 IMTPOMU3BOICTBY U TeXHMUECKOMY 00CTYKMBAHMIO (32 UCKIIOUEHMEeM cyJas,
eC/Iv TeXHUYeCcKoe 00CTyKMBaHMe OCYIIeCTBISIeTCS 151 o6ecrieueHNsI COOCTBEHHBIX HYKI, I0pUIMUECKOTO
JIULIA WU UHOUBUAYAJIbHOTO MpeAIIpUHUMATENISI) MeIUIIMHCKOM TEXHUKY ([lajiee - AesTeIbHOCTD 110
MPOU3BOJICTBY M TEXHMUYECKOMY OOCTYKMBAHMIO MEIUIIMHCKOM TEXHUKI) BXOIST pabOThI (YCJIYTH) 1O
TepeyHIo COIVIACHO MPUJIOKEHMIO.

4. JIutieH3upoBaHe AesITeIbHOCTH 10 IIPOM3BOACTBY ¥ TEXHUUECKOMY O6CTY;KMBAHMUIO MeIUIMHCKOIA
TeXHUKY ocymiecTaseTcss OenepanbHO Cayk60it 10 Ham30py B cdepe 31paBoOOXpaHeHMs (Haee -
JIUIIEH3UPYIOL M1 OPTaH).

JInieH3UPYIOMm it OpraH yTBepsKaaeT G opMbl JOKYMEHTOB, HEOOXOIMMBIX /IS pean3any HaCcTOSIIIEro
[Tonoskenust (hopMbl ITpeCTaB/ISIEMbIX 3asIBJIeHUI, YBeJOMJIEHU I 1 CBEJI€HMIA).

5. JInie H3MOHHBIMU TpE6OBaHI/IﬂMI/I Inpn oCyueCTBJIe€HUN OesaTeJIbHOCTHU I10 IPOU3BOACTBY U
TeXHNYECKOMY 06CHY)KI/IB8HI/IIO Me,ZLI/ILU/IHCK0171 TEXHUKU ABJIAIOTCA:

a) [IJIS1 COMCKATeJIs JIULEH3UN:

HaJIM4Me IIPUHAJIeKAIMX COMCKATETIO JIMIIEH3MM Ha IpaBe COOCTBEHHOCTM MM Ha MHOM 3aKOHHOM
OCHOBaHMM TTOMEIEHN, 3TaHN, COOPYKEHMIT TT0 MECTY OCYIIeCTBIEHMS JIUIEH3MPYyeMOTro BUia
nesITeTbHOCTU, HeOOXOAMMBbIX JIJISI OCYIIeCTBIEHNUS esITeIbHOCTY TI0 MPOU3BOICTBY U TeXHUUECKOMY
00CTY>KMBAHMIO MEAUIIMHCKOM TEXHUKMA;

Ha/Inuye y COoucCKkaTesisa INIeH3umM, MMeIoIlIero HaMepeHyue OCyleCTB/IATh AedTe/JIbHOCTD I10 ITPOMU3BOOCTBY
MeIUIIMHCKOM TeXHUKMU :

CpeACTB M3MEePEeHMI, IPeIyCMOTPEeHHbIX HOPMATUBHOM, TEXHUUYECKON TOKYMeHTallyel Mpou3BOaUTENS U
COOTBETCTBYIONIMX TPeOOBAHMSIM K X ITOBEpKe, MPeayCMOTPeHHBIM cTaTheil 13 demepanbHOro 3akoHa "06

obecrieueHn" €IMHCTBA U3MEpPpEeHUN , TEXHNYECKUX CPeacCTB U O60pyﬂOBaHMH, HGO6XO,ZU/IMbIX OJIs1
OCyIIeCTBJ/IEHMS O0esaTe/IbHOCTHU I10 ITPOMU3BOACTBY MeIUIMHCKON’ TEeXHUKU,;

perucTpaluoOHHOrO YA0CTOBEPEHMS Ha MeAULIVHCKYIO TeXHUKY, [IOATBePXKAa0llero, YTo COUCKaTe b
JIMTIEH3 WY OCYIILECTBIISIET ITPOM3BOJICTBO ITOV MEAUIIMHCKON TEXHUKY MO0 MMeeT OTHOIIIEeHME K MeCTy
MPOM3BOJCTBA ITOV MEeAULMHCKOV TEXHUKU TIPU YCJIIOBUM, UTO MTPOU3BOAUTEIb (YIIOJTHOMOUYEHHBbI
MpeACTaBUTEIb IPOU3BOAUTES) 3aKII0UIII COTJIallleHNe C COMCKaTeleM JiniieH31u 06 opraHm3anmumu
MIPOU3BO/ICTBA, PEryJUpyollee B TOM UlCjIe BOMPOChI 06ecrieueHnst KOHTPOJIS KauecTBa 1 6€30MacHOCTH
MPOU3BOAMMOI MIPOAYKLIMH, & TAKKe OTBETCTBEHHOCTU Mepe[ TPETbUMMU JINLIaMU;

HOpMaTMBHOﬁ, TeXHUYEeCKOM OOKYMEHTallUMN, I/ICl'[O]'[bBYGMOVI OJIsT OCYIIECTBIEHMS OE€STE€IbHOCTHU I10



IMpOU3BOACTBY Me,ELI/II_II/IHCKOﬁ TEXHUKU,

CUCTeMbI MeHe)KMeHTa KaueCTBa, CO30aHHOM U GYHKIMOHUPYIOIIEl B COOTBETCTBUM C TPeOOBAHUSIMU
MexrocymapctBeHHoro ctangapta 'OCT ISO 13485-2017;

pPabOTHMKOB, 3aK/TIOUMBIINX C COMCKATEIEM JIMIIEH3UM TPYAOBbIE JOTOBOPbHI, OTBETCTBEHHBIX 3a
MIPOM3BOJICTBO ¥ KAYECTBO MEAMLIMHCKOM TEXHUKM, MMEIOIIMX BhICIIEE UM CpelHee MpodecCcoHaTbHOE
(TexHMYECKOE) 0Opa3oBaHMe, CTaxk pabOThI 110 CIELMATbHOCTI He MeHee 3 JIeT U JOIOJHUTE/IbHOe
npodeccroHabHOe 06pa3oBaHye (ITOBbIIIeHNe KBaIMdUKAIMY He peske OIHOro pasa B 5 yieT) B cdepe
BBITIOJTHSIEMBIX PAOOT ¥ OKa3bIBAEMBIX YCJIYT;

Ha/Juuye y COUCKaTessl MTUILeH3UM, UMeIIIero HaMepeHue OCyIeCTBISATh AesITeIbHOCTh 110 TEXHUYECKOMY
00CTY>KMBaHUIO MEeIVIIMTHCKO TEXHUKM

CPeACTB M3MePEeHMI, COOTBETCTBYIOIIVX TPeOOBAHMSIM K UX ITOBEPKe, MPeayCMOTPEHHbIM CTaThei 13
denepasibHOTO 3aK0HA "O6 obecreyeHUM eAMHCTBA U3MepeHUit", TeXHUUYeCKUX CpeACcTB U 000pynoBaHMS,
HEOOXOAMMBIX [IJISI TEXHUYECKOTO 00CTY>KMBAHMSI 3asIBJIEHHBIX TPYTITT MeAUIIMHCKOM TeXHUKU 110 Kjlaccam
MOTEHI[MAJIbHOTO PUCKA IPUMEHEHMS B COOTBETCTBUM C YTBEPXKIEHHBIM MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @enepaly mepeyHem;

9KCIUTyaTallMOHHOV JOKYMEHTAIMM ITPOM3BOIUTENSI MeAULIMHCKON TeXHUKM, HeOOXOIMM O AJ1s1
TEeXHMYECKOTO 00C/TY;KMBAHMST 3asIBJIEHHBIX TPYITIT MEIUIIMHCKOM TeXHMUKY I10 KaccaM IMOTeHIIMATIbHOTO
pUCKa TPUMEHEHUS ;

CUCTEeMbI MEHE)KMEHTA KaueCTBa, CO3AaHHOM ¥ GYHKIMOHUPYIOIIEl B COOTBETCTBUM C TPeOOBAHUSIMU
MexxrocymapcTBeHHoro ctanaapta 'OCT ISO 13485-2017;

PabGOTHMKOB (MTPY BBITIOJHEHNUM 1 M 2 BUIOB paboT (YCIyT) - He MeHee 2 YeJIOBEK, IIPU BHITIOJIHEHUM 3
MM 4 BUIOB paboT (YCIYT) - He MeHee 3 uejIoBeK, IIPY BITIOJTHEeHUM 5 11 60Jj1ee BUI0B paboT (YCIyT) - He
MeHee 5 yesjloBeK), 3aK/JII0OUMBIINX C COMCKATe/eM JIMIIeH3MM TPYI0Bble JOTOBOPBI, OCYIIECTBISIOMINX
TeXHMYeCckoe 00C/TysKMBaHMe MeIUIIMHCKOI TeXHUKM, MMEIOIMX BhICIIee WK CpefHee mpodeccroHaIbHOe
(TexHMYECKOE) 0Opa3oBaHMe, CTaxX paboThI 110 CIIELMATbHOCTI He MeHee 3 JIeT U JOIOJHUTE/IbHOe
npodeccroHabHOe 06pa3oBaHye (ITOBbINIeHNe KBaIMdUKAIMY He peske OSHOro pasa B 5 yieT) B cdepe
BBITIOJTHSIEMBIX PAOOT ¥ OKa3bIBAEMBIX YCJIYT;

0) )i TUIeH3MaTa:

HaJIMuMe IIPUHAJIeKaNMX JUIeH3MaTy Ha IpaBe COOCTBEHHOCTM MM Ha MHOM 3aKOHHOM OCHOBaHUMU
TOMellleHU, 30aHNl, COOPY>KEHUI1 IO MeCTy OCYIIeCTBIeHUS JTUIEH3UPYeMOro BUaa AesiTeIbHOCTH,
HEeOOXOAMMBIX JIJISI OCYIIeCTBJIEHMS IeSITeIbHOCTY IO IPOU3BOICTBY M TEXHUUECKOMY 0OCTYKMBAHUIO
MeIUIIVMHCKOM TeXHUKN ;

npn OCyuieCTB/JIe€HNN OeATeIbHOCTHA I10 ITPOMU3BOOCTBY MEI[I/IL[I/IHCKOIZ TeXHUKNU:

HaJIMyue mpUHaIJIeXaluux JUIeH31aTy Ha MpaBe COOCTBEHHOCTY WX Ha MHOM 3aKOHHOM OCHOBaHUU
CpelCTB U3MepeHUii, IpefyCMOTPEeHHbIX HOPMAaTUBHOM, TEXHUYECKO JOKyYMeHTaluein u
COOTBETCTBYIONIMX TPeOOBAaHMSIM K UX ITIOBEpKe, IPeIyCMOTPEHHBIM cTaThelt 13 demepanbHOro 3akoHa "06
obecrieueHUM eIMHCTBA U3MEPEHUI", TEXHMUECKIUX CPEeICTB U 060pyn0BaHMsI, HEOOXOIMMBbIX IJIsI
OCYILLeCTB/IeHVS NesSTeJIbHOCTH 110 IIPOU3BOACTBY MeAVIIMHCKOM TeXHUKN

Ha/IN4ye pernCTpalyiOHHOIO YO0CTOBEPeHMS Ha MeUIIMHCKYIO TeXHUKY, IO TBePsKAaollero, YTo
JIUIEH3MAT OCYIIEeCTBIISIeT IIPOMU3BOJICTBO ITOV MEeAUIMHCKON TeXHUKY MO0 MMeeT OTHOLIIeHMEe K MeCTy
IIPOU3BOACTBA 3TOM MeIVIIMHCKOV TEXHUKY NP YCIOBUM, YTO IIPOU3BOANUTEIb (YIIOTHOMOYEHHBI I
IIpeICTaBUTeb IIPOMU3BOAUTEIS) 3aK/II0UMII COIIallleHye C JIMLeH3MaTOM (IIPOU3BOACTBEHHO IIOIAKON)
06 opraHu3saiuu pou3BOACTBA, PeryIupylollee B TOM UKc/ie BOIIPOChI 0OecreueH s KOHTPOJIS KauecTBa U
6e30MacHOCTY MTPOU3BOIMMOI MPOAYKIINHU, @ TaKKe OTBETCTBEHHOCTU MepeJi TPeTbUMU JIUIAMMU;

CO6J'IIO,E[€HI/Ie TI)EGOBaHI/Iﬁ CUCTeMbl MeHeI’)KMEHTa KaueCTBa, COBILaHHOfI n d)YHKHMOHMPYIOHleﬁ B



COOTBETCTBUM C TpebOBaHMUSIMU MekrocyaapcTBeHHoro crangapra FOCT ISO 13485-2017;

cobioeHe Tpe6oBaHN UCITOIb3YeMOIi IJISI OCYIIECTBIEHMS AESATEIbHOCTH 10 TTPOU3BOACTBY
MeIUIIMHCKOV TeEXHUKM HOPMATUBHOM, TEXHUUECKOM JOKYMEeHTaluu;

HaJIMyye y JuileH3uaTa paboTHMKOB, 3aK/TIOUMBIINX C HUM TPYAOBbIE JOTOBOPHI, OTBETCTBEHHBIX 3a
MIPOM3BOJICTBO ¥ KAYECTBO MEAMILIMHCKOM TEXHUKM, MMEIOIIMX BhICIIEE UM CpeHee MpodecCcoHaTbHOe
(TexHMYECKOE) 0Opa3oBaHMe, CTaXX pabOThI 110 CELMATbHOCTI He MeHee 3 JIeT U JOIOJHUTE/IbHOe
npodeccroHabHOe 06pa3oBaHye (ITOBbINIeHNe KBaIMdUKAIMY He peske OJHOro pasa B 5 yieT) B cdepe
BBITIOJTHSIEMBIX PAOOT ¥ OKa3bIBAEMBIX YCJIYT;

IIpyn OCyuieCTBJI€HNUN OeATEJIbHOCTU IO TEXHNYECKOMY O6C.TIy7KI/IBaHI/IIO MG)II/ILU/IHCKOI‘/JI TEeXHUKU:

HaJIM4Me IIPUHAAJIeKaMX JUIeH3MaTy Ha IpaBe COOCTBEHHOCTM MM Ha MHOM 3aKOHHOM OCHOBaHUMU
CpenCTB U3MepeHUI, PeyCMOTPEHHBIX HOPMATUBHOM, TEXHUYECKON JOKYMeHTaIuen u
COOTBETCTBYIONIMX TPeOOBAaHMSIM K UX ITOBEpKe, IPeIyCMOTPEHHBIM cTaThelt 13 @enepanbHOro 3akoHa "06
obecrieueHUM eIMHCTBA U3MePEeHUIt", TEXHMUECKUX CPeICTB U 060pyn0BaHMsI, HEOOXOUMBbIX IJIsT
TEeXHMYECKOTO 00C/TYy>KMBAHMSI 3asIBJIEHHBIX TPYIIIT MEeIUIIMHCKONM TeXHMUKY I10 KaccaM IMOTeHIIMATbHOTO
pycKa IIpUMeHeHMSI B COOTBETCTBMUM C HOMEHK/IATYpHOM Kiaccudukaiyein MeUIIMHCKUX U3 110
KJIaccaM B 3aBMCUMMOCTU OT MOTEHIMAIbHOTO pUCKA UX IIPUMEHEeHMST;

coboeHne TpeboBaHM IKCILTyaTallMOHHOM JOKYMEHTALM ITPOMU3BOIUTESI MEAVIIVHCKO TEXHUKA ITPU
OCYIIECTBJIEHUY TeXHUUECKOTO 00C/TYsKMBAHMS 3asIBJIEHHBIX IPYITI MeIUIIMHCKOM TeXHUKY I10 Ki1accaM
MMOTEHIMAIBHOTO PUCKA TPUMEHEHMNS,

cobmoeHne TpeboBaHMIt CUCTEMbI MEHeIKMeHTa KaueCTBa, CO3JaHHOI ¥ PYHKIMOHUPYIOIIE B
COOTBETCTBUM C TpeOGOBaHUSIMM MekrocynapcTBeHHoro crangapra FOCT ISO 13485-2017;

HaJIM4Me y JIulieH31aTa paboTHUKOB (ITPU BBIMOJHEHUM 1 viu 2 BUIOB paboT (YCUIYT) - He MeHee 2 YeJIOBeK,
TIpY BBITIOJTHEHMM 3 Wiin 4 BUAOB paboT (YCIIYT) - He MeHee 3 uesIoBeK, TP BbITIOJTHeHUM 5 1 6ojiee BUAOB
paboT (YyoIyT) - He MeHee 5 uesioBeK), 3aK/TI0UMBIINX C HUM TPYJ0BbIe JOTOBOPHI, OCYLIECTBIISIONINX
TeXHMYECKoe 00C/TysKMBaHe MeIUIIMHCKOI TeXHUKM, MMEIOIMX BhICIIee WK CpefHee MpodeccoHaTbHOe
(TexHMYECKOE) 0O6pa3oBaHMe, CTaK pabOTHI 10 CIEIMATLHOCTY He MeHee 3 JIeT U JOTIOJHUTEIbHOe
npodeccroHaabHOe 06pa3oBaHye (MOBBIIIEHNEe KBaIM(GUKALMM He pexke OJTHOTO pa3a B 5 JieT) B cdepe
BBITIOJTHSIEMbBIX PabOT U OKa3bIBa€MbIX YCIYT.

6. K rpy6pIM HapyIIeHMSIM JIMII€H3MOHHBIX TPEOOBAHMIT OTHOCSITCSI HAPYLIeHUS TUIeH3MaTOM TPeOOBaHMIA,
MpeyCMOTPEHHBIX IMTYHKTOM 5 HacTos1ero ITososkeHusi, oBJeKIie 3a coboit mocaeacTus,
yCTaHOBJIeHHbIe 4acThio 11 craTbu 19 @enepanbHoro 3akoHa "O nuileH3MPOBAHUM OTHEIbHBIX BUIOB
IesiTeIbHOCTU .

7. Ons IMMOJIYy4eHM S JIMLIEH3UNU Ha OCYIIEeCTBJIEHME OEATECIbHOCTHU 11O IPOU3BOAOCTBY M TEXHUMYECKOMY
O6C.TIy)KI/IBaHI/I}O MeIOULMHCKONI TeXHUKU COUCKATE b JIULeH3UN HaIlpaBJIdgeT WIN IpeacTaB/IsdeT B
I[I/IL[EH3]/II)YIOH.U/II7[ OpraH 3adBJ/iIeHle, K KOTOPOMY IIpujIaraeTcsa onmcb JOKYMEHTOB, d TaKXKe:

a) KOIUM SOKYMEeHTOB, ITOATBEePKAAIIIMX Hauuye y COMCKaTe s JIMLeH3 U IIPUHALJIeXallux eMmy Ha
rpaBe COOGCTBEHHOCTHM MJIM HA MHOM 3aKOHHOM OCHOBAaHMM ITOMEIIEeHN, 3TaHNi1, COOPYKEHMIT TT0 MEeCTY
OCYILleCTBIEHUS IUILIEH3MPYEeMOT0 B/l IesITeTbHOCTY, HEOOXOIMMBbIX IJIs1 OCYILleCTBAeHUS AesATeTbHOCTU
IO MPOM3BOACTBY U TEXHUUECKOMY 00CTYXKMBaHUIO MEIUIIMHCKOM TEXHUKH, B CIydae ecau MHGopMauus o
HUX OTCYTCTBYeT B ENMHOM rocy1apcCTBeHHOM peecTpe IpaB Ha HeABVKMMOe MMYILIEeCTBO U CAEeJI0K C HUM,
WJIY CBeJIeHUS 00 3TUX TOMENIeHMSIX, 3aHUSIX, COOPYKEHUSIX, eC/Iu Takast MHGOpMaLys MMeeTCs B
YKa3aHHOM peecCTpe;

0) 11T OCYIIeCTBJIEHMS AeSITeJIbHOCTH 10 ITPOM3BO/ICTBY MeIAUIIMHCKOI TeXHUKHA:

KOIMM JOKYMEHTOB, OATBEPXKIAIOUIMX HATMUMe Y COMCKATe I IUIeH3UM Ha IpaBe COOCTBEHHOCTY WM Ha
MHOM 3aKOHHOM OCHOBAHUM CPeCTB U3MepPEeHUI, IPeIyCMOTPEHHbIX HOPMAaTUBHOM, TeEXHUYECKO



IOKyMEeHTAalleii ¥ COOTBETCTBYIOIMX TPEOOBAHMSIM K UX ITIOBEpPKe, ITpelyCMOTPEHHBIM CTaTbeit 13
denepasbHOTO 3aK0HA "O6 obecreyeHUM eAMHCTBA M3MEPEHM", TEXHMYECKUX CPeACTB M 060pyI0BaHMS,
HEeOOXOAMMBIX JIJISI OCYIIeCTBJIEHMS eSITeIbHOCTY IO ITPOU3BOICTBY MEIMIIMHCKOI TEXHUKMA;

PEKBM3UTHI JOKYMEHTOB, ITOATBE PXKIAMIINX perucTpaiuio B Poccuiickoit @emeparinuy MeIUIIMHCKOM
TEeXHUKM, KOTOPYIO COMCKATEIb IUIEH3UM HaMepeH IMPOU3BOAUTD (YKa3bIBAIOTCS B 3asIBJIEHMMN), @ TAKKe
KOITMIO COIJIaIIeHMsI MEXKAY IIPOU3BOAUTEIeM (YIIOJTHOMOYEHHbBIM IPeACTaBUTeIeM IIPOU3BOIUTEIS) U
couckareneM JIMIeH31M (ITPOU3BOICTBEHHO IUIOMIAKO) 06 opraHu3aluu MPoM3BOCTBA (MIPU HATUYUNA);

KOIMM JOKYMEHTOB, TTOITBEPXKIAIONINX COOTBETCTBIME IIPOU3BO/ICTBA TPEOOBAHMSIM MEKTOCYIaPCTBEHHOTO
craggapta 'OCT ISO 13485-2017;

KOIIMY HOPMATUBHOM, TEXHMUECKOJ JOKYMEHTAlLMM Ha MeAUIIMHCKYI0 TeXHUKY, KOTOPYIO COMCKATeN b
JIULIEH3UM HaMepeH MPOU3BOAUTD;

KOIUY TOKYMEHTOB, OATBEPKAAIONIMX HauuMe y paOOTHMKOB COMCKATEIS IULEH3UM, 3aKTI0UMBIINX C
CoMCKaTeJIeM JIUIEH3UM TPYAOBbIE TOTOBOPbI, OTBETCTBEHHBIX 3a ITPOMU3BOJCTBO ¥ KAYECTBO MeIUIIMHCKO
TEeXHMKU, BBICIIEr0 WM CpegHero IpodeccroHaaIbHOTO (TEXHMYECKOI0) 00pa3oBaHus, CTaxka paboThI 10
CIIeLIaJbHOCTM He MeHee 3 JIET U JOIOJIHUTEbHOTO PO eCcCHMOHATIbHOTO 06pa30BaHMs (ITOBBIIIEHNS
KBaJIM(PUKaLIMM He peske OOHOro pasa B 5 jieT) B cepe BBIMOJIHIEMbIX paOOT M OKa3bIBA€MbIX YCIIYT;

B) HJII OCYIIECTBJIEHMS OE€ATEJIbHOCTHU I10 TEXHUYECKOMY O6CIIY)KI/IBaHI/IIO MeIUILMHCKOM TeXHUKN:

KOIUY TOKYMEHTOB, IOATBEPKAAIONIMX HATMYMe Y COMCKATeIS TUIeH3UM Ha ITpaBe COOCTBEHHOCT MU Ha
MHOM 3aKOHHOM OCHOBAHUM CPeACTB M3MePEHMI, COOTBETCTBYIONIMX TPeOOBaHMSIM K UX TIOBEPKE,
MpeIyCMOTPEHHBIM cTaTbeit 13 denepanbHOro 3akoHa "O6 obecrieueHnM eIMHCTBA U3SMEPEeHMii",
TEXHUYECKUX CPEICTB M 000PyA0BaHMSI, HEOOXOAMMBIX IJIS TEXHMUECKOTO O0C/TY;KMBAHMSI 3asIBJIEHHBIX
TPYIIIT MEeAULIMHCKOM TEXHUKM T10 KJIacCaM IMOTEeHLMAJIbHOTO pUCKa IIPUMEHEeHUS B COOTBETCTBUM C
HOMEHKJIaTYypHO Kiaccudukaiein Mme IMIIMHCKUX U3 eJInii 10 KIaccaM B 3aBUCUMOCTHU OT
TMOTEHIMAJIBHOTO PUCKA UX TIPUMEHEHNS ;

KOIINY NOKYMEHTOB, IOATBePKOAIIVX HAIMUMe Y COMCKATeISs IMLeH3UM CUCTeMbl MeHeI)KMeHTa
KauecTBa, COOTBETCTBYIOMIEl TpebOBaHUSIM MeXrocygapctBeHHoro ctangapra TOCT ISO 13485-2017,

KOIMM KCIUTyaTalMOHHOI AOKYMEHTAlUY IIPOMU3BOIUTEIS Ha MeIUIIMHCKYIO TEXHUKY, He0OXOAMMOI AJ1sT
TEeXHUYECKOTO 00CTY>KMBAHMSI 3asIBJIEHHBIX TPYIIIT MeAUIIMHCKUX U3AENI 10 KjaccaM MOTeHIIMATIbHOTO
pHUcCKa MIpUMeHEeHM!s;

KOIMUY TOKYMEHTOB, IOTBEPKAAIONIMX HaIMUMe Y pAOOTHMKOB COMCKATEIS IUIIEH3UM, 3aKTIOUMBIINX C
coucKaTesieM JIMIEH3UM TPYIOBbIE JOTOBOPHI, OCYHIECTBISIONINX TEXHNUYECKOe 0OCTY>KMBaHMe
MeIUIIMHCKOJ TeXHUKM, BBICIIETO UM CpegHero nmpodeccuoHaabHOTO (TeXHMYeCKOT0) 00pa3oBaHus, CTaKa
paboThI TT0 CITeIMATbHOCTY He MeHee 3 JIeT U IOMOJHUTEeIbHOrO MpodeccroHaaIbHOro 06pa3oBaHMsI
(MoBbINIeHMS KBAIMUKALIMM He peske OJTHOTO pasa B 5 jieT) B cepe BhITTOTHSIEMbIX PAOOT 1 OKa3bIBA€MbIX

YCITYT.

8. B 3asBiieHuM 0 HepeOdJOpMTIeHI/II/I JIMIIEH3MN Ha OCYLIIeCTBJIeHME OesTEe/JIbHOCTHU 11O ITPOMU3BOACTBY 1
TeXHMYECKOMY O6CJIY)KI/IB8HI/IIO MeIUILIMHCKOM TeXHUKU JIULIeH3UAaT YKa3bIBaeT:

a) B CJTy4yae OCyIEeCTBIEHUS AeSITETbHOCTY 10 IIPOU3BOACTBY M TEXHUUYECKOMY OOC/TYKMBAHUIO
MeIVIIMHCKO TeXHUKMU I10 afpecy MecTa ee OCYIIeCTBIeHMS, He ITPeayCMOTPEHHOMY JIMIeH3Meli:

CBeOeHNs, coaepiKalye agpec MeCTa OCYIIEeCTBIECHUS OesSITEC/IbHOCTH;

CBeJIeHNs O IOKYMeHTaX, IMOATBe PXKAAI0NMX ITPaBo COOCTBEHHOCTY WM MHOE 3aKOHHOe OCHOBaHMe
MCII0JIb30BaHMS TTIOMeleHNi, 3MaHnii, COOPY>KeHUIi TTI0 MeCTy OCYIIeCTBIeHMS IUIeH3MPYyeMOro Buaa
nesiTeIbHOCTU, HeOOXOAMMBIX JIJISI OCYIIeCTBIEHMUS IeSITeIbHOCTH 110 MIPOU3BOICTBY U TEXHUUECKOMY
00CTY>KMBAHUIO MEIUILIMHCKO TEXHUKH;



IMpH OCylieCTBJI€HUN OeATE€JIbHOCTHA I10 ITPOU3BOOCTBY Me,IlMLlI/IHCKOVI TEeXHUKNU:

CBeZleHMSI O TIOKyMeHTaX, MOATBePXKIAIOIIMX Haluuye y COMCKaTeis IUIeH3UM Ha NpaBe COOCTBEHHOCTU
VM Ha MHOM 3aKOHHOM OCHOBAHUM CPEJCTB M3MepeHNI, TpefyCMOTPEHHBIX HOPMATUBHOM, TEXHUYECKO
OOKyMeHTalyei Tpou3BOAUTENSI ¥ COOTBETCTBYIONIMX TPEOOBAHUSM K UX TIOBEPKe, ITPeIyCMOTPe HHbIM
craTbeii 13 ®emepanbHOro 3akoHa "O6 obecrieueHUM eIVMHCTBA U3MePeHNIT", TEXHUUECKUX CPEJICTB U
060pyioBaHMsI, HEOOXOAMMBIX JIJIsI OCYIIeCTBAEHUS esITeIbHOCTY 110 IIPOM3BOJCTBY MeAUIMHCKOA
TeXHUKMU;

CBeJIeHMS O JOKYMEHTAax, IMOATBE PXKAAIOIIMX PETUCTPAMI0 MEeAULIMHCKUX U3aeanil B Poccuiickon
Qenepauyu;

PEKBMU3UTHI HOPMATUBHO, TEXHUYECKOM JOKYMEHTAIIMM, MCIIOIb3YeMOi1 IJIT OCYIeCTBIeHMS
nesiTeTbHOCTHU T10 TTIPOU3BOJICTBY MEIUIIMHCKOM TeXHUKMN;

PEKBU3UTHI JOKYMEHTOB, MOATBEPXKIAI0IINX COOTBETCTBIE ITPOM3BO/ICTBA TPEOOBAHUSIM
MexkrocymapcTBeHHoro ctangapta 'OCT ISO 13485-2017;

CBeIeHMSI O IOKYMEHTaX O BbICIIEM MUJIU CpeJlHeM ITpodeccroHaTbHOM (TEXHUYECKOM) 06pa3oBaHNM, CTaXKe
paboThI 10 CIelMaTbHOCTM He MeHee 3 JieT U IOMOJHUTeIbHOM MpodecCcMoHaIbHOM 00pa30oBaHUM
(MoBbIlIeHMM KBaIMGUKALIMY He pexke OJHOTO pa3a B 5 jieT) B cdhepe BBIMOIHSIEMbIX PAOOT 1 OKa3bIBa€MbIX
yCIYT paBOTHMUKOB, 3aK/IIOUMBIINX C JIULEH3MATOM TPYAOBbIE JOTOBOPbI, OTBETCTBEHHBIX 3a IIPOMU3BOJICTBO
Y KaueCTBO MeIUIIMHCKOI TeXHUKU;

IIpyn OCylieCTBJI€HNUN OeATEJIbHOCTU IO TEXHNMYECKOMY O6CJ'IY)KI/IB8.HI/I}O MeIULIMHCKON TeXHUKNA:

CBeJleHMs 0 IOKYMeHTaxX, IMTOATBe KA MX HauuMe y IMileH31aTa Ha IpaBe COOCTBEHHOCTY WM Ha
MHOM 3aKOHHOM OCHOBAHMM CPeACTB M3MePEHUI, COOTBETCTBYIONIMX TPeOOBAaHMSIM K UX TTOBEPKE,
MpeIyCMOTPEHHBIM cTaTbeit 13 denepanbHOro 3akoHa "O6 obecrieueHnM eIMHCTBA U3MEPEeHMIt",
TeXHUYIECKUX CPECTB M 000pyA0BaHMSI, HEOOXOAMMBIX IJISI TEXHMUECKOI'O 00C/TYy>KMBAHMSI 3asIBJIEHHBIX
TPYIIT MEeAULMHCKOM TEXHUKM IO KIacCaM IMOTEeHLMAJIbHOTO pUCKa IMIPUMEHEeHUS B COOTBETCTBUM C
HOMEHKJIaTYpHOI Kiaccudukaiein MmeIMIIMHCKUX U3 enii 10 K1accaM B 3aBUCUMOCTHU OT
TMOTEHIMAJIbHOTO PUCKA UX TIPUMEHEHUS ;

PEKBU3UTHI IKCIUTyaTAIl[MOHHOM JOKYMeHTalUy ITPOU3BOUTEISI, HEOOXOIMMOI /ISl TEXHUUECKOT O
06C/TY>KMBAHMS 3asIBJIEHHBIX I'PYIIT MEIUIIMHCKMX U3/ 10 KaccaM MOTEeHIMaJbHOTO pucKa
IIpUMeHeHUs (IIpU HATUYUN);

PEKBU3UTHI JOKYMEHTOB, TOATBE PXXAAIIIMX HAIMUME Y JIUIleH3MaTa CUCTeMbl MeHeI)KMEeHTa KauecTBa,
COOTBETCTBYIOIIEI Tpe60BaHMUIM MeXrocymapcTBeHHoro crangapta 'OCT ISO 13485-2017;

CBeJIeHMS O IOKYMEHTAaX O BBICIIIEM WJIX CpeHeM ITpodeCcCMOHATbHOM (TeXHMYEeCKOM) 00pa30BaHMM, CTaXKe
paboThI IO CITEeNMaTbHOCTY He MeHee 3 JIeT U AOMOJHUTEIbHOM MpodecCcoHaTbHOM 06pa30BaHUM
(moBbIIIIeHMM KBaMM(UKAIMM He peske OJHOr0 pasa B 5 jieT) B cdepe BBIIOTHIEMbIX paboT 1 OKa3bIBA€MbIX
yCIyT pabOTHMUKOB, 3aK/IIOUMBIINX C JIMLIEH3MATOM TPYAOBbIE JOTOBOPHI, OCYIIECTBISIOMINX TEXHUYECKOE
00CTy>KMBaHMe MeOUIITHCKOM TeXHUKMY;

0) B coTydyae HaMepeHMs IUIeH3MaTa BbIITOMHSITh Pab0ThI, 0Ka3bIBATh YCJIYTH, COCTABJISIONINE NS TETbHOCTD
I10 IIPOU3BOACTBY ¥ TEXHUUYECKOMY OOCTYKMBAHNIO MEIUIIMHCKOI TEXHUKHU, HE TIPeIyCMOTPEHHbIE
JIUIeH3Uen:

CBedeHudg O pa60Tax, YyaiIyrax, COCTaBJAAIMNX OesITEJIbHOCTD IT0 ITIPOMU3BOACTBY M TEXHMUECKOMY
O6CIIy7KI/IBaHI/IIO MeIUIMHCKON’ TEeXHUKHM, KOTOpPbI€ JIMIIEH3MAT HAMEPEH BbIINNOJHATb, OKA3bIBATh;

IMpn OCyuieCTBJI€HNN OeATEIbHOCTHA 110 ITPOU3BOOCTBY MeIVIIMHCKOM TeXHUKN:

CBedeHNMs O JOKYMEHTAaX, IIOATBEPXAAIOIIMX Ha/InuMe Yy JINLEH3MaTa Ha ITpaBe COOCTBEHHOCTY MJIM Ha
MHOM 3aKOHHOM OCHOBAaHUM CPpeACTB MBMepeHMVI, npeayCMOTPEHHBIX HOpMaTI/IBHOI‘/JI, TeXHUYECKO



IOKyMeHTalyeii MPOU3BOANTENS U COOTBETCTBYIONMX TPeOOBAHMSIM K X ITOBepKe, ITpeayCMOTPeHHBIM
craTbeit 13 denmepanbHOro 3akoHa "O6 obecrieueHMM eIMHCTBA U3MEPEHN1", TEXHUYECKUX CPEJICTB U
060pynoBaHMsI, HEOOXOIMMBIX JJISI OCYILIECTBJIEHUSI NeSITeTbHOCTY 10 IIPOU3BOACTBY MeIUIIMHCKOM
TEXHUKU;

CBeJIeHMS O OKYMEHTAaXx, MOATBEPKIAAOIIMX perucTpaunio B Poccuiickoi @emepany MeaUIMHCKNAX
U3OeNNiA;

PEKBU3UTHI HOPMATUBHOM, TEXHUUYECKOM TOKYMEHTALUU, UCTIOJIb3YEeMOI AJ1s1 OCYILeCTBIEHUS
IesITeIbHOCTY M0 IMTPOM3BOACTBY MeIUIMHCKOM TeXHUKMN ;

PEKBU3UTHI JOKYMEHTOB, ITOATBEPXKIAMIINX COOTBETCTBIE ITPOM3BO/ICTBA TPEOOBAHMUSIM
MexxrocymapcTBeHHoro ctangapta 'OCT ISO 13485-2017;

CBeJIeHMS O IOKYMEHTAaX O BBICIIIEM WJIX CpeJHeM ITpodeCcCMOHATbHOM (TeXHMYECKOM) 00pa30BaHMM, CTaXKe
paboThI IO CITeNMaTbHOCTY He MeHee 3 JIeT U AOMOJHUTEIbHOM MpodecCcOHaTbHOM 06pa30BaHUM
(oBbIIIeHMM KBaMM(PUKAIMM He peske OJHOr0 pasa B 5 jieT) B cdepe BBIIOTHIEMbIX paboT 1 OKa3bIBA€MbIX
YCIyT paBOTHMKOB, 3aK/IIOUMBIINX C JIMLIEH3MATOM TPYAOBbIE JOTOBOPHI, OTBETCTBEHHbIX 38 IIPOMU3BOJICTBO
" Ka4eCTBO MeIUIIMHCKOI TeXHUKU,

IMIpn OCyleCTBJI€HNUN OeATEJIbHOCTU IO TEXHNYECKOMY O6CIIY)KI/IBaHI/IIO Me}ZLMI_IMHCKOVI TEXHUKU:

CBeIeHMs O JOKYMEHTaX, IMOATBe PXKAAIOIIMX HaJIMuye y IMIeH3aTa Ha IIpaBe COOCTBEHHOCTY MM Ha
MHOM 3aKOHHOM OCHOBAHUM CPeACTB M3MepeHN, COOTBETCTBYIONIMX TPeOOBaHMSIM K UX TIOBEPKE,
MpeyCMOTPEHHBIM cTaTbeit 13 denepanbHOro 3akona "O6 obecrieueHUM eIMHCTBA U3MEPEeHMIT",
TeXHUYECKUX CPeJICTB U 000PYI0BaHMSI, HEOOXOIMMBIX JJISI TEXHMUECKOTO OOCTY;KMBAHMST 3asIBJIEHHBIX
Irpymnn MeIUIMHCKOM TEXHMKHU T10 KjIacCaM MOTEHIMAIbHOTO PUCKA MPUMEHEHMS B COOTBETCTBUM C
HOMEHKJIaTYpHO Kiaccubukalein Me JUIIMHCKMUX U3Ieni 0 KiaaccaM B 3aBUCUMOCTH OT
MOTEHIMAJIbHOTO PUCKA UX IIPUMEHEHNS ;

PEKBU3UTHI IKCIUTyaTAl[MOHHOM JOKYMeHTaly IIPOU3BOUTENISI, HEOOXOIMMOI /ISl TEXHUUECKOTO
006C/Ty>KMBAHMS 3asIBJIEHHBIX I'PYIITT MeAUIIMHCKUX U3Ie/IMii 110 KaccaM MOTeHIMaabHOTO pucKa
MpYMeHeHUs;

PEKBU3UTHI JOKYMEHTOB, MOATBEPKIAOIIMX HATUUNME Y IMIIeH3MaTa CUCTeMbl MeHeI)KMeHTa KaueCTBa,
COOTBETCTBYIOIIEI Tpe6b0BaHMUSIM MeXrocyaapcTBeHHoro crangapta 'OCT ISO 13485-2017;

CBeJIeHMS 0 IOKYMEHTaxX O BBICIIEM Wi CpeHeM IpodecCMOHaTbHOM (TeXHMUEeCKOM) 00pa30BaHMM, CTaXkKe
paboThI IO CIIeNMaabHOCTY He MeHee 3 JIeT U AOMOJHUTEIbHOM MpodecCcroHaTbHOM 06pa30BaHUM
(TIOBBITIEHMYM KBaMMGUKALIMY He peke OHOTO pa3a B 5 j1eT) B cepe BITOIHIEMbIX PAOOT ¥ OKa3bIBa€MbIX
yCIIyT pabOTHMUKOB, 3aK/IIOUUBIINX C JIMI[€H3MATOM TPYIOBbIe IOTOBOPbI, OCYIIECTB/ISIONMX TEXHUYeCKOoe
00CTy>KMBaHMe MeOUIIMHCKOM TeXHUKMI.

9. BoimiosiHeHMe paboT, OKa3aHue YCAYT B UaCTU TEXHUUECKOTO 00CTY>KMBaHMS MeOUIIMHCKOM TeXHUKNU
MOTYT OCYILECTBJISIThCS IUIIEH3MATOM I10 afpecy SKCIUTyaTauyuu (MeCTy HaXOXKIeHMs) MeAULIMHCKO
TEeXHUKU, He TIPelyCMOTPEHHOMY JIMIIeH3Mell B KaueCTBe afpeca MecTa OCYIIeCTBIeHMS TULEH3UPYEMOTO
BUJIA IeSITeJIbHOCTY, U He TpeOyIoT nepeodopMIeHNs TULIeH3UMA.

10. TIpu ipoBeeHMM ITPOBEPKU CBEAEHMI, COEPsKAIIMXCS B IIPeCTaBIeHHBIX COMCKATEIeM JIULIEH3UN U
JIUIIEH3MaTOM 3asIBJIEHUM U ITpUIaraeMbIX K HEMY TOKYMEHTaX, JUIeH3MPYIOIIMii OpraH 3ampamniMBaeT
HeOoOXO0MMbIe IJIs1 TIPeIOCTaBIeHNS TOCYIapCTBEHHBIX YCJIYT B 06/1aCTY IUIIEH3MPOBAHMS CBEIEeHMS,
HaxosIIIMecs B pacopsbkKeHMM OpraHoB, ITPegoCTaBIISIONIMX TOCyIapCTBeHHbIE YCJIYTY, OPTaHOB,
MPeIOCTaBJISIIONIMX MYHUIIUTIATbHbBIE YCIYTY, MHBIX TOCYJapCTBEHHBIX OPraHOB, OPTAHOB MECTHOTO
caMOyTIpaBJIeHus MO0 MOBeAOMCTBEHHBIX IOCYyIapCTBEHHBIM OpraHaM MJIYM OpraHaM MeCTHOTO
caMOYIIpaBJIeHNST OpraHM3alNii, B MOPsIAKe, yCTaHOBIeHHOM PeflepaibHbIM 3aKOHOM "O6 opraHm3anumn
MpeoCTaBIeHs TOCYAaPCTBEHHBIX ¥ MYHUIIUITATbHBIX YCIYT".



11. JInueH3supyOLINIA Oprad pazMellaeT Ha eAMHOM ITOpTajie roCyJapCTBEHHbIX ¥ MyHULIUIIAIbHBIX YCIYT
(byHK1IMIT) B mOpsifke, ycTaHOBIeHHOM IIpaBuTenbcTBOM Poccuiickoit @enmepalinm, cBeieHUS O XOIe
TIPUHSITUSI UM pelleHus O IpeIoCcTaBJIeH U uau nepeo@opMaeHUM JUIEH3UH, a TakKKe TpOBeAeHNS
MIPOBEPKM COOTBETCTBUS COMCKATEIS TUIEH3UM JINIIEH3MOHHBIM TPeOOBAHMSIM U IIPOBEPKM COOTIOIEHMS
JUIeH3MaTOM YKa3aHHBIX TpeOOBaHMI1 TP OCYIeCTBIEHUM eSITeIbHOCTY 110 TPOU3BOMICTBY U
TeXHMYECKOMY 00CTYKMBAHUIO MEOUIIMTHCKOM TEXHUKM.

12. I'ndopMaliiysi, OTHOCSIIASICS K OCYIIeCTBIEHUIO AesSTeTbHOCTU 110 TTPOM3BOJCTBY U TEXHMUECKOMY
00CTY>KMBAHMIO MEAUILIMHCKOM TEXHUKY, IIpeAyCMOTpeHHast yacTsiMu 1 u 2 ctatby 21 demepasbHOTO
3akoHa "O NMuUIleH3UPOBAHUM OT/IeTbHBIX BUIOB IesITebHOCTI ", pa3MeliaeTcss Ha opuiinaaibHOM caiiTe
JULIeH3UPYIOIEero opraHa B MHGOPMAaIlMOHHO-TeJIeKOMMYHUKAIMOHHOI ceTu "MUHTepHeT".

HocTym K 0011eI0CTYITHOI MHGOpMAaIINK, CoaepsKalleiics B peecTpe JULIeH3Ui1, 00ecIieunBaeTCst
JIUIEH3UPYIOIIMM OPTaHOM ITOCPEICTBOM ee pa3MelleHus: B MHGOPMaIMOHHO-TeJIeKOMMYHMKAIIMIOHHO
cet "VIHTEepHET", B TOM 4mcyie B GopMe OTKPBITHIX JaHHBIX. [laHHbIE O TUIIEH3USIX, COAePsKalecs B
peecTpe JINLEH3U, TTOYYal0T CTaTyC OTKPBITHIX JAHHBIX IIPU BHECEHUM COOTBETCTBYIOIEN 3aIIMCU B
peecTp, KOTOPbI BeAeTCs B 3JIEKTPOHHOM BUJIE.

AxkTyanbHas uHGOpMaIus U3 peecTpa JUIEH3UIi A0/IKHA 0TOOpaskaThCsl B MHMOPMaILMOHHO-
TeJIeKOMMYHUKAIIMOHHO ceT "VIHTepHEeT" B peskMMe peaTbHOro BpeMeHM JInbo B TeUeHMe CpoKa, He
MpeBbILIAIIIEro 5 MUHYT.

13. [IpegMeTOM JIMUIIEH3MOHHOI'O KOHTPOJIS SIBJISIIOTCSI COOTBETCTBME COMCKATEIS TUIIEeH3UU
JINIIEH3MOHHBIM TPEOOBAHMSIM U COOJIOIEeHNEe JIUIIEH3MaTOM JIMIIEH3MOHHBIX TPeOOBaHMi1, yCTaHOBJIEHHbIX
IyHKTOM 5 HacTosIiero ITomoskeHus.

14. JIneH3MOHHbII KOHTPOJIb OCYLIECTBJISIETCS B IIOpsAKe, IpefycMOTpeHHOM PeepaibHbIM 3aKOHOM O
3alMTe MpaB PUANYECKUX JIUIL M UHAUBUAYATbHBIX TIPeATIpUHMMATE/IeN IPU OCY1eCTBIeHUN
roCyapCTBEHHOI'O KOHTPOJIS (HaA30pa) M MyHUIIUTIAIBHOTO KOHTPOJIS", C yUeTOM 0COOeHHOCTel
OpraHMsaluy U MpPoBeJeHNs IIPOBEPOK, YCTAaHOBIEeHHbIX DefepasbHbIM 3aKOHOM "O IMLIeH3MPOBaAHUN
OTJeJIbHbIX BUA0B AesITeJIbHOCTU" .

15. HOJKHOCTHBIMMU JINIIaMU JIMLIEH3MPYIOIIETO OpraHa, YIIOJIHOMOYEHHbIMM OCYLIECTBJIATb
JINIIeH3MOHHBIN KOHTPO/JIb, SIBJISIIOTCS:

a) PYKOBOAUTEJIb, €TI0 3aMECTUTEIN;

0) PYKOBOJIUTENIM CTPYKTYPHBIX TTOAPa3AeIeHN i1, UX 3aMeCTUTeJIN, JOJSKHOCTHBIMYU perjlaMeHTaMu
KOTOPBIX ITPeIyCMOTPEHbI TTOJITHOMOYMS 10 OCYIECTBIEHUIO JIMIIEH3MOHHOTO KOHTPOJIS,

B) MHbIe TOCYAApCTBEHHbIE IPasKIaHCKMe CayKallye, JOMKHOCTHBIMY perjaMeHTaMy KOTOPbIX
MpeyCMOTPEHbBI TTIOJITHOMOYMS 10 OCYILEeCTBIEHUIO TUIIEH3MOHHOTO KOHTPOJISL.

16. JIoJI>KHOCTHBIE JIMIIA TUIIeH3UPYIOIIEero opraHa Ipu MpoBeieHMM ITPOBEPOK B paMKaX OCYIIeCTBIeHUS
JIULIEH3MOHHOTO KOHTPOJISI COOJTIOAAIOT OTPAHUYEHMSI Y BBITIOTHSIIOT 00513aHHOCTH, YCTAHOBJIEHHbIE
cratbsiMmu 15 - 18 @enepanbHoro 3akoHa "O 3aiuTe MpaB IOPUANUECKUX JIULL U UHAUBUAYATbHbBIX
npennpuHuMaTeseil mpyu oCylleCTBIeHUM rOCyIapCTBEHHOTO KOHTPOIS (Haa30pa) MU MyHULIMIAAbHOTO
KOHTPOJISI", @ TAaK)XKe HeCYT OTBETCTBEHHOCTD 32 HeMCITOJIHeHMe MM HeHajieskalllee UCIIOJTHeHe
BO3JIO’KEHHBIX Ha HUX IOJTHOMOYMIA ¥ 00513aHHOCTEe! B COOTBETCTBUM C 3aKOHOIATEeIbCTBOM Poccuiickoit
®denepalyu.

17. TIpu opraHu3anuy 1 oCyIeCTBIEHUY JIUIIEH3MOHHOTO KOHTPOJIS IUI[eH3MPYIOIINIt OpraH BIpaBe
MIPUBJIEKATD IKCIIEPTOB, a TAKKE SKCIIEPTHbIE OPTaHU3ALMM, KOTOPbIe aKKPEAMUTOBAHbI B YCTAHOBJIEHHOM
TopsiKe.

18. B mensix rnpenynpeskaeHus: HapyleHuii TuileH3MaTaMy JIMIe H3MOHHBIX Tpe6oBaHMI TUIIeH3UPYIOII M
OPraHOM OCYIIECTBJISIIOTCS MEPOIIPUSITHUS TI0 MPOoPMIaKTMKe HapyIIeHU JINIIeH3MOHHbBIX Tpe6GOBaHMii B



COOTBETCTBUM C TPeOOBAHUSIMM, YCTAHOBJIEHHbIMMU cTaTbelt 8.2 ®enepanbHoro 3akoHa "O 3amuTe Mpas
IOpUANYECKUX UL, M UHOVBUAYAJIbHBIX NIpeAIIpUHMUMATeIel [IPY OCYIeCTBIeHUM rOCyLapCTBEHHOIO
KOHTPOJIA (Haf30pa) U MyHULIMIIABHOIO KOHTPOJIS .

19. JIn1eH3UPYIOUIMM OPraHOM ITPOBOISITCS MEPOTIPUSITHS 110 KOHTPOJIIO 6€3 B3aMOIeICTBUSI C
JULeH3MaTaMu, MpeayCMOTpPEHHbIE ITYHKTOM 7 yacTu 1 crateu 8.3 @emepanbHOro 3akoHa "O 3amuTe npas
IOpUANYECKUX JTULL Y UHAVBUIYaJIbHbBIX IIpeANIpUHMMATEIel IPU OCYIeCTBIeHUM rOCy1apCTBEHHOTO
KOHTPOJIS (Haf30pa) M MYHUIIMIIATbHOTO KOHTPOJIS ", TyTeM HaO/I0IeH s 3a COOMI0AeHeM ULIeH3MOHHBIX
TpeboBaHMIT U aHa/IM3a MHPOPMALIUM O JesITeTbHOCTM JTMO0 NeliCTBUSIX JINMIIeH3MaTOB, KOTOpast
TpeCTaBIsIeTCs IUlieH3MaTaMy (B TOM UlCJie TTOCPeICTBOM MCIT0/Ib30BaHMS delepabHbIX
rocyIapCTBEHHBIX MHMOPMAIIMOHHBIX CMCTEM) B IMILIEH3UPYIONINIA OPTaH MM MOXKET ObITh MOJTyYeHa (B
TOM YMCJIe B paMKax MeXXBeJOMCTBEHHOTO MH(OPMaLMOHHOTO B3aMMO/Iei1CTBUSI) IUIIeH3UPYIOII UM
opraHoM 6e3 BO3JIOKEeHMS Ha JIMIEH3MaTOB 00sSI3aHHOCTE, He MpeayCMOTPeHHbIX (peepaabHbIMMU
3aKOHAMM U IPUHSITBIMU B COOTBETCTBUM C HUMM MHBIMY HOPMATUBHBIMY ITIPABOBBIMM aKTaMU
Poccuiickoin @enepain.

20. [IpencraBiieHMe coucKaTeIeM JIULIEH3UY 3asIBJIEHUS ¥ TOKYMEHTOB, HEOOXOAMMBIX JIJIsI IIOJTyUeHUS
JTUIeH3 U, UX ITPUEM JIULIEH3UPYIOIIMM OPTaHOM, IPUHSITHE JIUIEH3UPYIOIIMM OPraHOM pelleHUs O
MpeIoCTaBIeHuM IulieH3uM (06 OTKa3e B MpeaoCTaBAeHUM JTULIEH3MN), TTepeodOopMIeHNH,
TIPMOCTAHOBIEHUY WJIM BO30OHOBJIEHIM ee IeiicTBUSI, a TaKKe BeJeHMe MHGOPMAIIMOHHOTO pecypca U
peecTpa JuUlleH3Uit U TIpeoCTaB/leHNe CBeIeHNI, coaepsKauuxcs B MHPOPMAallMOHHOM pecypce U peecTpe
JUIIeH3 U1, OCYIIeCTBJSIOTCS B MOpsIAKe, yCTaHOBJIeHHOM DenepasibHbIM 3aKOHOM "O JIMIIeH3MPOBAHUNA
OTeJIbHBIX BUAOB AesITeIbHOCTI".

21. 3a mpemocTaBieHMe TUIEH3UPYIONIMM OPTaHOM JUIeH3UU U TlepeodopMIeHMe JINTIEH3UU
yIJIAUYMBAETCS TOCYAapCTBeHHAs MOIIIMHA B pa3Mepax U MopsifKke, KOTOpble YCTAHOBJIEHbI
3aKOHOJaTeNbCTBOM Poccuiickoit denepaiiuu o Hajorax 1 coopax.

[Tpunoxkenne

K [IonoskeHy1o 0 MM eH3pOBaHUN
IesTeJIbHOCTY 110 IIPOU3BOLACTBY

" TEXHUYECKOMY 0OCTY>KMBAHUIO

(3a UCKJIIOUEHMEM CIy4das,

ec/ix TeXHUYeckoe 006CIyXKuBaHMe
OCYIIeCTBISIeTCS JJ1s1 0becreueHusI
COOCTBEHHBIX HYK/, OPUIMUECKOTO JINIIA
WIN UHOUBUAYAIbHOIO MpeAnpyuHMuMaTes)
MeIULMHCKOM TeXHUKN

ITEPEYEHb
BbITTIOJIHAEMBIX PABOT, OKA3bIBAEMBIX YCJIVI' B COCTABE OEATEJIbBHOCTU
10 TTPOU3BOACTBY M TEXHUYECKOMY OBCJIIY>KMBAHUIO (3A MCK/TIOYEHUEM
CJIVUAS, ECJIM TEXHMYECKOE OBCTY>KMBAHUWE OCYIIECTBJISAETCA
IJI OBECIIEYEHN A COBCTBEHHBIX HY K IOPUANYECKOTI'O JINLIA
VIV UHOWBUIYAJIbHOT'O TPEATIPUHUMATEJISl) MEOULIMHCKOW TEXHUKU

1. TIpon3BOACTBO MEAUIIMHCKON TEXHUKMN.

2. B yacTu TexHUUECKOTO 0OC/TY>KMBAHMS (32 UCKITIOUEHMEM CTydasi, eC/iv TeXHUUYeCckoe 00CTy)K1BaHMe
OCYIIECTBISIETCS s 0b6ecrieueHsI COOCTBEHHBIX HYK, OPUIMUECKOTO JINIIA WIX UHAVBUIYATbHOTO
npenrnpuHuMaTesisl) Me IMLIVMHCKON TeXHUKN:

a) TeXHMYeCcKoe 00CTyKMBaHMe CIeAyIOIMX IPYII MeIUIIMHCKOM TeXHUKY Kjlacca 2a MOTeHI[MaTbHOTO
pUCKa IpUMeHeHUs :

opToneanyeCckme MeIMumHCKNe n3aeans;



racTPOIHTEPOIOTUYECKIE MEOUIIMHCKIE U3IENS;
peabuIMUTaIMOHHbIE U aJallTUPOBAaHHbIE JIJIST MHBAIMUIOB MeIUIIMHCKIE U3IeNs;
MeIVIIVMHCKYE U3e/ s IJIs IIJIaCTUYEeCKOi XUPYPTUM, 1epMaTOJIOTUM ¥ KOCMETOJIOTUM;
BCIIOMOTaTe/JIbHbIe U 0011e00/bHMYHbIE MEIUIIMHCKIE U3Te/Ns;

CTOMATOJIOTYeCKMe MeIUIIMHCKIE U3 NS ;

dHeCTe3MOJIOTMYEeCKNMe 1 peClinpaTOpHblie MeAUIITMHCKIME U3 0e/IA (MOHI/ITOpr, CUCTEMBI
MOHUTOPUPOBAHMSA aHECTE3NOJIOTMUUYECKME, pecnnpaToprIe);

HelipoJioTu4ecKke MeguIHCKIE U3eNns;

CepaeuHOo-COCYIUCTbie MeIUIIMHCKIMEe U3Aenus (MeIUIIMHCKMe U3eaust IJ1s1 OoTipeieeHus
dusmomornyeckmux napaMeTpoB, KAPTUPOBAHMS CEPALIA, MOHUTOPbI, CUCTEMbI MOHUTOPYPOBAHMS
KapayuoJIoruyecKye 1 COMyTCTBYIOIIMe U3Heus);

o TaTbMOJIOrMYECKIe MeAUILIVHCKIE U3Ie/INs;
MeIOUIMHCKIE U3 IJIsI OTOPUHOJIapVHIOJIOT UM,
dbusmorepaneBTUUECKME MEAUIIMHCKIE U3TEINS;

MeJIULIMHCKMEe U3Ieaus OJis in vitro AuMarHoCTUKM (3aperucTpMpoBaHHbIe B YCTAHOBJIEHHOM MOPSIAKE B
COOTBETCTBUM C aKTaMM, COCTaBJISIONIMMM MpaBo EBpasuiickoro 5SKOHOMMUYECKOI0 COI03a, MU
3aKOHOaTenbCcTBOM Poccuiickoi @enepanun);

6) TEeXHNYECKOoe O6C.TIY)KI/IBaHI/Ie I'pyIIIl Me,ELI/ILII/IHCKOﬁ TeXHMKM Kiiacca 26 IMOTEHLIMAJIbHOI'O PMUCKa
IIpMMEeHeHN A :

XUpyprmiyeckme MHCTPpyMEHTbI, CMCTEMbI U COIMYTCTBYIOLIME M€ IULIMHCKNUE U3 O EJINS;

CepAeYHO-COCYAMCThIe MeAVLIMHCKIME MU3Ie/us (3a MCKITIOUeHMeM MeIUIIMHCKUX U3IeINii 11
omnpeneneHnst PMU3MOJIOrMUECKMUX ITapaMeTpPOB, KAPTUPOBAHMS CepiIla, MOHUTOPOB, CUCTEM
MOHUTOPUPOBAHMS KapIMOIOTUUECKUX U COMTYTCTBYIONMUX U3HENNIA);

MEeIULMHCKME U3OeJInsd OJId MaHMHYHHHMﬁ, BOCCTAaHOBJICHUA TKaHe]})I, OpPraHoOB YeJIOBEKa,
MeIUIMHCKME n3aejansa aJjisd akylepCcTBa M TMHEKOJIOTUN;

aHeCTe3MOJIOTUYeCKMe U peCIMpaTOpPHble MeOUIIMHCKMEe U3aenus (3a UCK/II0UeHeM MOHUTOPOB, CUCTEM
MOHUTOPUPOBAHUS aHECTE3MOTOTNYECKUX, PECIIMPATOPHBIX);

paanosormyecKkmue MeauMumMHCKue mn3aeiansd (B YacTn 060py1103aHm{ OJIs1 YJIBTPAa3BYKOBOI'O I/ICC)'[e,ZLOBaHI/IH);

paguoormuyeckue MmeauuuHCKue usnenmus (B 4aCTu ramMa-auarHoCTU4eCckoro, ramma-TepaneBTUYeCcKoro
000pYyIOBaHMUS U SIMUCCUOHHO TOMOTpadun);

pagyuonoruyeckye MeaLIMHCKIE U3aeus (B 4acTy 000pyI0BaHMS [IJIT MAarHUTHO-pe30HaHCHOM
ToMorpadum);

paanosormyeCcKkme MeaMumMHCKue n3naeinsd (B YyacTun O60py,ZLOBaHI/IH OJIs1 peHTI‘eHOTepaHI/H/I);

pafvoIoTMYeCcKye MeANLIIMHCKME U3aenus (B YaCTV PEHTTeHOBCKOTO 060pYI0BaHMS IS KOMITbIOTEPHO
ToMorpadum 1 auruorpabum);

pasoIoTMYecKie MeANLIMHCKME U3Henus (B YaCcTy 000pyIOBaHMS AJig peHTreHorpadum n
PEHTreHOCKOIUN);



B) TEeXHNU4YEeCKOoe O6CJ'IY)KI/IBaHI/Ie T'PYIIII Me,H,I/[IJ,I/IHCKOI‘/'I TEeXHUKU KjI1acca 3 MOTEeHIMaJIbHOTO pUucCKa
IIpMMEeHeHUAd:

YpoOJIoOrMyeCckme MeAULIMHCKME U3 OeJINS;

MeIUIIMHCKYE U3Ieus, TpeJHa3HaueHHbIe 1715 adepesa.



