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[Toctanosnenue IIpaBurenscrBa P® ot 15 centsadps 2020 r. N 1445 "O6 yreepxaenuu [lonoxenus o
JULEH3UPOBAHUN AESITEIbHOCTHU 10 IPOU3BOJICTBY U TEXHUUECKOMY OOCITYKUBAHUIO (32 UCKIIOUEHUEM
cllyyasi, €CJIM TEXHUYECKOe 00CITy>KMBaHUE OCYLIECTBISIETCS M1 00eceYeHnsl COOCTBEHHBIX HYXK]
IOPUAMYECKOT0 JINLA WIA MHAUBUAYAIBHOTO IPEAIPUHUMATEINS) MEAULIMHCKON TeXHUKHU" (C
M3MEHEHHUSMU U JIOTIOJTHEHUSIMH )

C u3MeHeHHSIMH H JOIMOJTHCHUSAMM OT:

28 Hos0ps1 2020 T.

B cootBerctBuu ¢ denepanibibiv 3akoHoM "O JIMIIEH3UPOBAHUU OTIEIbHBIX BUAOB JAEATEIBHOCTH"
IIpaBurensctBO Pocculickoi denepanuu nNoCTaHOBIISAET:

1. YTBepauth npuiaraemoe l[lonoxkenne o JTUIEH3UPOBAHUU ACSITEILHOCTH MO MPOU3BOJCTBY U
TEXHHYECKOMY OOCIYXMBaHUIO (32 WCKIIOYCHHEM CIIydas, eCId TEeXHUYEeCKOe O0OCITyKUBaHUE
OCYIIECTBIISIETCS Ui OOecrneueHus: COOCTBEHHBIX HYXKI IOPUIUYECKOrO JIUIA WIM HHIWBUIYaTbHOTO
MpPEANPUHUMATEIIS ) METUITUHCKOU TEXHUKH.

2. JluieH3uu Ha OCYIIECTBICHUE JIEATEIHHOCTH IO TMPOU3BOJACTBY U TEXHUYECKOMY
00CITy)KMBaHUIO (32 MCKIIOUEHHUEM CIydas, €CIIMd TEeXHUYECKOEe OOCIY>KMBAHHE OCYIICCTBIISICTCS IS
oOecrieueHrss COOCTBEHHBIX HYXKJ IOPHAMYECKOTO JHUIA WM HHIUBUAYATbHOTO MPEITPUHUMATEINS)
MEJIUIIMHCKOW TEXHUKU, BBIIAHHBIC JO BCTYIUUICHHS B CHJIY HACTOSIIETO IOCTAHOBJICHUS, IOIJIEkKAT
nepeoOpMIICHHIO B COOTBETCTBHH C TpeOoBaHUsSMHU [loJOKeHUs, YTBEPKICHHOTO HACTOSIIUM
mocTaHoByeHHeM, 110 31 nexadbps 2023 r.

3. ®@enepanpHON cimyx0Oe 1O Hag3opy B cdepe 3ApaBOOXpaHCHHS JO | HIOIA
2021 r. akTyanu3upoBaTh JAHHBIE PEECTPOBBIX 3alMCEHd €IMHOI0 peecTpa JMIEH3UW, COAEepKaluX
CBEJICHUS O TIPOU3BOJCTBE M TEXHUYECKOM OOCITY>KMBAaHUU (32 UCKIIIOUCHHUEM CIIydasi, €CITU TEXHHYECKOE
o0CyXKMBaHUE OCYIIECTBISETCS M OOecredeHHs] COOCTBEHHBIX HYXJA HOPUIMYECKOTO WA WIH
WHIUBUIYAJIbHOTO TIPEANPUHUMATENS) METUIIMHCKON TEXHUKHU, KOTOPhIE B COOTBETCTBHUH ¢ [lonokennem,
YTBEPKJACHHBIM HACTOSIIINM IMOCTAHOBIEHHEM, HE TPEOYIOT MOyUEHHUS JTUIICH3UH.

4. Hacrosimiee noctaHoBiieHHe BCTymaeT B cuiny ¢ 1 sHBaps 2021 r. m geifictByer a0 1 sHBaps
2027 r.

[Ipencenarens [IpaBurenscTBa M. MuiyctvH
Poccuiickoit ®enepanun

YTBEP/KAEHO
nocranoBieHneM IlpaBuresancTBa
Poccuiickoii Penepannu

ot 15 cenTsiOpst 2020 r. N 1445

ITomoxkenue
0 JINIIEH3UPOBAHNH JeSITEJIbHOCTH 10 MPOU3BOJACTBY U TEXHHUYECKOMY 00CITY:KHBAHMIO (32
HCKJIIOYEHHEM CJIyuasi, ecId TeXHHYecKoe 00CIyKUBaHHe OCYIIeCTBIISIETCH /I o0ecredeHust
COOCTBEHHBIX HYK/I IOPHINYECKOr0 JINIA UJIH MHIAMBUAYAJIbHOI0 NPeANPUHUMATEJIA) MeAUIIUHCKOM
TEXHUKN

TAPAHT:

Cwm. Cnpagky o IIpaBriiax muieH3UpOBaHUS OTACIBHBIX BUIOB AEATEIBHOCTH

1. Hacrosmee IlonoxeHue omnpenenser NOPAAOK JIMIEH3UPOBAHUSA  JEATEIBHOCTH IO
MPOU3BOJCTBY M TEXHUYECKOMY OOCHYKMBAHHUIO (32 UCKJIIOYEHHMEM Cllydas, €CIM TEeXHHYECKoe
o0CITy’)KMUBaHHE OCYIIECTBISIETC Uil oOecreyeHuss COOCTBEHHBIX HYXJA OPUAWYECKOTO JIMIA WU
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MHAMBUYAJIbHOTO NPEAIPUHUMATEINS) MEAUIIMHCKONW TEXHUKH.

2. IlonsTus, ucnonp3yemsele B HacTosAweM llonokennu, 03HavaroT ciiegyrouee:

"TexHu4eckoe 00CJHYyKHUBAHME MEAMLMHCKOH TeXHUKH' - KOMIUIEKC perjaMeHTHPOBAaHHBIX
JKCIIyaTallUOHHOM JOKYMEHTAlUel NPOU3BOAUTENS MEIULUHCKOTO M3JENIHS MEPONPUATUH IO
MOJJICP)KAHUIO HWCIPABHOCTH M (WJIM) BOCCTAHOBIIGHHIO PAOOTOCTIOCOOHOCTH MEIMIIMHCKUX WU3JCIUN C
IIPOBEJCHUEM KOHTPOJII TEXHMYECKOIO COCTOSHHUSA IIPM MX HCIOJIB30BAHMM 110 HA3HAYCHHIO,
IPEyCMOTPEHHOMY ITPOU3BOJUTENIEM, a TAK)KE AEHCTBUSI 10 MOHTAXY U HAJIQJAKE MEAULIUHCKUX U3IEIN;

"MeIUIMHCKAasA TeXHUKA' - MEIUIIMHCKUE U3/eus (32 UCKITIoUeHHeM | Kjacca MOTeHIIUaIbHOTO
pUCKa TMpPHMEHEHHs), TMOAJeKAIIUe TEXHUYECKOMY OOCIY)KMBAaHUIO M NPEACTaBISAIOMUE CcOO0it
MHCTPYMEHTBI, anmaparsl, IpuOopsl, 000py10BaHKE, IPUMEHIEMbIE B MEAULIMHCKUX LEISIX OTIEIBHO WU
B COYETaHWH, a TAKKE€ BMECT€ C JAPYTUMH MPHHAUICKHOCTSIMHU, HEOOXOIUMBIMHU ISl TPUMEHEHHS
yKa3aHHbIX M3JEJUH 10 Ha3HA4YEeHUIO, BKIIOYas CIELUAJbHOE IpOorpaMMHOe o0ecliedeHue, Hu
IpelHAa3HAYCHHbIE MPOU3BOAUTENEM U1 NPOQUIAKTUKH, IUATHOCTHKHU, JICYEHUS M MEIUIIMHCKOU
peabminTanuy 3a001€BaHUN, MOHUTOPUHIA COCTOSIHUS OpraHU3Ma 4elIOBEeKa, MPOBEACHUS MEIULIUHCKUX
UCCIIEJIOBAaHUM, BOCCTAHOBJIEHMS, 3aMEUICHMs,, U3MEHEHUS AaHAaTOMUYECKOW CTPYKTYphl WM
¢uznonornueckux (QYyHKOMA OpraHu3Ma, MpeloTBpAIlleHUs] WM IpepbiBaHUs OEpeMEHHOCTH,
(YHKIIMOHAJIbHOE  HA3HAYEHME  KOTOpPhIX  HE  peaju3yercss  myTeM  (apMaKoJOTrH4ecKoro,
UMMYHOJIOTHYECKOT0, TEHETHUECKOTO MIIM METa0O0IMYECKOro BO3/IeHCTBUS HA OPraHU3M YeJIOBEKa.

3. B cocTaB nesTeNbHOCTH 1O MPOU3BOACTBY U TEXHUYECKOMY OOCIIYKUBAHMIO (32 UCKIIOUEHUEM
cilyyasi, €cli TEXHUYECKOe OOCIyKMBAHHE OCYILECTBIIAETCS s OOecreyeHHs COOCTBEHHBIX HYXKI
IOPUAMYECKOTO JIMLA WIM HMHJIUMBUIYaJbHOTO MpEANpPUHUMATENS) MEAMLMHCKOW TEXHUKH (Jayee -
NeSITeIbHOCTh 10 NPOM3BOJACTBY M TEXHUYECKOMY OOCIIY)KUBAaHUIO MEIUIUHCKOW TEXHUKU) BXOJAAT
paboTsl (yCIayru) mo mepeyHio COrJIaCHO MPUIIOKEHUIO.

4. JluueH3upoBaHHE JESATEIBHOCTH IO TIPOU3BOJACTBY M TEXHHYECKOMY OOCITYXHUBaHHIO
MEIMIIMHCKON TEXHUKH ocymiecTBisieTcss denepanbHoil ciyx00i o Haa30py B chepe 3ApaBoOOXpaHEHUS
(tayiee - TMLEH3UPYIOIIUN OpraH).

Jlunensupyrouii opran yrBepxaaeT (opMbl JOKYMEHTOB, HEOOXOAMMBIX [UIsl pealu3aliu
Hacrosero [Tonoxenus (popMel mpeaCcTaBIsSeMbIX 3asBICHUM, YBEJOMICHNUI U CBEACHU).

5. JIuueH3MOHHBIMM TpeOOBaHUSMHU IMPU OCYIIECTBIECHUHU JEATEIbHOCTH IO MIPOU3BOJICTBY U
TEXHUYECKOMY O0OCITyKUBAaHUIO METUIIMHCKON TEXHUKHU SBISIOTCS:

a) JUIsl COUCKATes JTULCH3UU:

HaJIMYME TPUHAUIEKAIMX COUCKATENII0 JIMIIEH3MM Ha IpaBe COOCTBEHHOCTH MM Ha HHOM
3aKOHHOM OCHOBAaHWHU IIOMEIIECHHUW, 3JaHUN, COOPYKEHUH MO MECTY OCYLIECTBIEHUS JIMIEH3UPYEMOIO
BUJA JIEATENbHOCTH, HEOOXOIUMBIX [UIl OCYIIECTBIECHHUS JEATENbHOCTH 10 TPOU3BOJACTBY U
TEXHUUYECKOMY 00CTYKUBAHUIO METUIIMTHCKON TEXHUKHU;

HAJIMYUE Yy COMCKATeNls JMIEH3UMH, MUMEIOLUIET0 HaMEpPEHHME OCYIIECTBIATh JAEATEIbHOCTh I10
MIPOU3BOJICTBY MEAUIIMHCKON TEXHUKH:

CPEICTB H3MEpPEHUH, NPEIyCMOTPEHHbIX HOPMATUBHOM, TEXHHUYECKOM JOKyMEHTaLMEN
MPOU3BOJIUTENII U COOTBETCTBYIOUIMX TpPeOOBaHUSAM K HUX IOBEpPKE, MPEIyCMOTPEHHBIM cTaThell 13
®denepanbHOro 3akoHa "OO6 obecriedeHnn eAMHCTBA U3MEPEHUI", TEXHUUECKUX CPEICTB U 000pyIOBaHHUS,
HEOOXOIUMBIX JIJISl OCYILIECTBICHHUS IEATEIbHOCTH 110 IPOU3BOCTBY MEAUIIMHCKOW TEXHUKH;

PETUCTPALIMOHHOTO  yIOCTOBEPEHMsSI HA MEIULUHCKYK0 TEXHUKY, IOATBEP)KIAIOLIET0, 4YTO
COMCKATeNb JIMLIEH3UH OCYIIECTBIISIET IPOU3BOJICTBO ATOW MEAUIIMHCKOW TEXHUKH JTMOO UMEET OTHOUICHHE
K MECTy MpOM3BOACTBA JTOM MEIUIMHCKOM TEXHMKHM IPU YCIOBUH, 4YTO IPOU3BOAUTEND
(YNOJTHOMOYEHHBIHN MPeICTaBUTENb TPOU3BOIUTENS) 3aKIFOUMIT COTJIAIlIEHUE C COUCKATENIeM JIUIIEH3UU 00
OpraHu3alliy MPOU3BOCTBA, PETYIMPYIOLIee B TOM YHCIIE BOMPOCH OOecIeUeHns KOHTPOJIs KayecTBa U
0€30I1aCHOCTH ITPOU3BOAUMON MPOAYKIMH, @ TAKKE OTBETCTBEHHOCTH IE€pe]] TPETbUMU JINLIAMU;

HOPMAaTUBHOM, TEXHUYECKON MAOKYMEHTALIMM, HUCIOJIb3YEMOM ISl OCYILIECTBIEHUS AESITEIbHOCTU
10 MPOU3BOJICTBY MEAULIMHCKON TEXHUKH;

CHUCTEMBbl MEHEI)KMEHTa KauecTBa, CO3JaHHOM M (YHKIMOHHMPYIOUIEH B COOTBETCTBUH C
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TpeGoBaHUAMHI MeXrocyaapcTBenHoro crangapra ['OCT ISO 13485-2017;

pabOTHUKOB, 3aKIIOYUBIIMX C COMCKATENEM JIMIEH3UH TPYJOBBIE JOTOBOPBI, OTBETCTBEHHBIX 3a
IPOM3BOJICTBO M KA4eCTBO MEAMLIMHCKOW TEXHUKH, MMEIOUIMX BBICIIEE WM CpeAHee NMpoQecCHOHaIbHOE
(TexHuueckoe) oOpa3oBaHHe, CTaX pabOTHI MO CHEIHAIBHOCTH HE MeHee 3 JIeT U JOINOJHHUTEIbHOE
npodeccuonansHoe oOpa3oBaHue (TIOBHIIICHUE KBATU(UKALMKA HE PEXe OJAHOTO paza B 5 5eT) B cdepe
BBITMOJIHAEMBIX pa0dOT U OKa3bIBAEMBIX YCIIYT;

HaJIUYUE Y COMCKATeNs JMIEH3UMH, MMEIOLUIEr0 HaMEpPEHHME OCYIIECTBISATh JAEATEIbHOCTh IO
TEXHUUYECKOMY 00CTYKUBAHUIO MEIUIIMHCKON TEXHUKH:

CPEACTB U3MEPEHH, COOTBETCTBYIOLINX TPEOOBAHHUIM K MX IOBEPKE, MPETYCMOTPEHHBIM CTAThEH
13 ®epepanbHoro 3akoHa "OO oOecrniedeHMHM €IWHCTBA WM3MEPEHUH'", TEXHUYECKUX CPEICTB U
000pynOBaHusl, HEOOXOAMMBIX Ui TEXHHUYECKOTO OOCTYKMBAHUS 3asBICHHBIX TPYII MEIUIIMHCKON
TEXHUKH [0 KJaccaM [OTEHIMAJbHOIO pHCKa MPUMEHEHHUS B COOTBETCTBUU C YTBEPIKICHHBIM
MunucrepcrBoM 31paBooxpanenus Poccniickoit denepanuu nepevHeM;

9KCILTyaTAallMOHHON JTOKyMEHTAllUU MPOM3BOAMUTENS METUIIMHCKON TEXHUKU, HEOOXOAMMOM IS
TEXHUUYECKOT0 OOCIYKMBaHUS 3asBJICHHBIX I'PYNI MEAUIMHCKONW TEXHHUKHU I10 KJlaccaM IMOTEHIMAJIbHOTO
pHUCKa IPUMEHEHUS;

CUCTEMbl MEHEKMEHTAa KayecTBa, CO3/JaHHOM U (YHKIMOHUPYIOLIEH B COOTBETCTBUH C
TpeboBaHUsIMU MekrocyaapcTBeHHoro crangapra ['OCT ISO 13485-2017;

pabOTHUKOB (IIpH BBIMOJHEHMH 1 wian 2 BUAOB paboT (yciayr) - HE MEHee 2 4YelloBeK, INpHU
BBIMOJHEHUH 3 uiu 4 BUJOB paboT (yClyr) - HE MEHee 3 4elOBeK, MPU BBIMOJHEHUU 5 U Oojiee BUIOB
pabot (yciiyr) - HE MEHEE 5 YeJOBEK), 3aKJIIOUMBIIMX C COMCKATENIEM JIMIEH3UH TPYAOBHIE JOTOBOPHI,
OCYIIECTBISIONIUX TEXHUYECKOE 00CIYKMUBAaHUE MEIUIIMHCKON TEXHUKH, UMEIOIINX BBICILIEE WM CPEHEee
npodeccuoHaabHoe (TEXHUYECKOe) 00pa3oBaHMe, CTaX PadOTHI MO CHENUATBHOCTH HE MeHee 3 JIeT U
JIOMOJTHUTEbHOE NMpodeccrHoHabHOe 00pa3oBaHue (MOBBIIEHUE KBAIM(UKAIIUN HE peXe OJHOro pas3a B 5
7eT) B cepe BBIIOJIHAEMBIX Pa0OT U OKa3bIBAEMbBIX YCIIYT;

0) IS TUIICH3MUATA:

HaJIMYue MpUHAAIEKAIUX JUIEH3UaTy Ha IpaBe COOCTBEHHOCTM WM Ha HHOM 3aKOHHOM
OCHOBAaHUHU IIOMEILEHUMN, 3JaHUH, COOPYKEHHMH 10 MECTy OCYILECTBIEHHUS JMIEH3UPYEMOIO BHA
JeSITEIbHOCTH, HEOOXOIUMBIX /AJIsi OCYILECTBICHHS NEATEIbHOCTH MO MPOU3BOACTBY M TEXHUYECKOMY
00CITy’)KUBAaHUIO MEJTUIIMHCKOM TeXHUKU;

IIPU OCYIIECTBIIEHUU AESITEIbHOCTH IO MIPOU3BOJICTBY MEIUIIMHCKON TEXHUKU:

HaJIMYMe TNpUHAJUIekKAIUX JMLEH3UaTy Ha IpaBe COOCTBEHHOCTH HJIM Ha HMHOM 3aKOHHOM
OCHOBaHUM CPEACTB HM3MEPEHUMN, NPEAYCMOTPEHHBIX HOPMATHUBHOM, TEXHHYECKOW JTOKYMEHTAaLUEH H
COOTBETCTBYIOLIMX TPeOOBaHMUSIM K MX IMOBEPKE, MPEAYCMOTPEHHBIM cTaTheill 13 denepaabHOro 3akoHa
"OO6 obecrieueHNH €AMHCTBA M3MEPEHHI'", TEXHUYECKUX CPEICTB U OO0OpYAOBaHUS, HEOOXOAMUMBIX IS
OCYILIECTBIIEHUS I€ATEIBHOCTHU 110 IPOU3BOJCTBY MEJUIIMHCKON TEXHUKH;

HaJIMYUe PErucTPaliOHHOTO YIOCTOBEPEHHSI Ha MEIULUHCKYIO0 TEXHUKY, MTOJTBEP)KIAIOIIET0, YTO
JIMIIEH3MAT OCYLIECTBISET NMPOU3BOACTBO 3TOM MEIMIIMHCKOM TEXHHMKH JTHMOO MMEeT OTHOLIEHHE K MECTY
MPOU3BOJCTBA 3TOW MEIUUMHCKON TEXHMKH NpPU YCIOBUM, YTO MPOU3BOAUTENH (YIOJTHOMOUYEHHBIH
NPEJCTaBUTENb  MPOU3BOAMTENS) 3aKIIOUMJI  COTJIAllleHHEe C  JIMIEH3MAaTOM  (IIPOM3BOJCTBEHHOM
IIoNIaIKoi) o0 oOpraHu3aly MHPOM3BOJACTBA, PETYIHPYIONIEe B TOM YHCJIE BOMPOCHI O0eCHedeHUs
KOHTPOJISI KauecTBa M O€30MacHOCTH MPOM3BOJMMON NPOAYKIMHM, a TaKXKE OTBETCTBEHHOCTH IEpe.
TPETbUMH JIUIAMH;

coOuto/ieHre TpeOOBaHUI CHCTEMBI MEHEPKMEHTa KauecTBa, CO3JaHHOM M (PYHKIIMOHUPYIOIEH B
COOTBETCTBUU C TpeOOBaHUAMHU MexrocyaapcTBeHHoro crangapra ['OCT SO 13485-2017,

coOuto/ieHre TpeOOBaHUN MCIOIB3YEMOM JJIsl OCYILECTBIICHUS AEATENbHOCTH 1O MPOU3BOJCTBY
MEJIUIIMHCKON TEXHUKH HOPMATUBHOW, TEXHUYECKON JOKYMEHTAIUY;

HaJIM4YMe y JHUIEH3UaTa paOOTHUKOB, 3aKIIOYMBIINX C HUM TPYAOBBIE JOTOBOPHI, OTBETCTBEHHBIX
3a TPOU3BOJACTBO W KAadeCTBO MEAMIMHCKOW TEXHUKHM, HWMEIOUIMX BBHICIIEE WM CpeaHee
npodeccuoHanbHOE (TEXHUYECKOe) 00pa3oBaHME, CTaX PAaOOTHI MO CHEIHATLHOCTH HE MEHee 3 JIeT |
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JOTIOJTHUTEIbHOE MpodeccroHabHoe 00pa3oBaHue (MOBHIIEHUE KBATM(UKAIIUN HE PeXe OJHOTOo pas3a B 5
1eT) B chepe BHINOIHAEMBIX pabOT U OKa3bIBAEMBIX YCIIYT;

IIPU OCYIIECTBIIEHUU AEATEIbHOCTH 110 TEXHUUYECKOMY O0CTYKUBAHUIO MEAUIIMHCKOW TEXHUKHU:

HaJIMYME TNpUHAJUIekKAIUX JIMLIEH3UaTy Ha IpaBe COOCTBEHHOCTH WJIM Ha HMHOM 3aKOHHOM
OCHOBAHUMU CPEACTB WM3MEPEHUH, NPEAYCMOTPEHHBIX HOPMATUBHOM, TEXHHYECKOW JOKYMEHTAalLUECH H
COOTBETCTBYIOIIMX TPeOOBaHUSAM K UX IMOBEpPKE, MPEIyCMOTPEHHBIM cTaTheil 13 DenepalibHOTO 3aKOHA
"O06 obecnieueHNHM €IUHCTBA M3MEPEHUH'", TEXHUYECKUX CPEACTB U OOOPYAOBaHUS, HEOOXOIUMBIX IS
TEXHUYECKOT0 OOCITY)KMBaHUS 3asBJICHHBIX PYII MEIUIMHCKON TEXHUKHU IO KjaccaM MOTEHIHAIbHOIO
pUCKa IPHUMEHEHHUs B COOTBETCTBUU C HOMEHKJIATYPHOU Kiaccupukalyeidl MEAULUHCKUX HU3JCIUN 10
KJIaCCaM B 3aBUCUMOCTH OT ITOTCHIIMAJIBLHOTO PUCKA UX IPUMEHEHHS;

coOmosieHre TpeOOBaHMM SKCILTyaTAllMOHHON JOKYMEHTAIllMM MPOM3BOJUTENS MEIULUHCKOU
TE€XHUKU IPU OCYLIECTBIECHUH TEXHUYECKOIO OOCITYKUBAHMS 3asBICHHBIX IPYNI MEAULIMHCKOW TEXHUKU
0 KJIaccaM MOTEHI[MAIIbHOTO pUCKa IPUMEHEHUS;

coOuto/ieHre TpeOOBaHUI CHUCTEMbl MEHEPKMEHTA KauyecTBa, CO3JaHHOM M (PYHKIMOHUPYOILEH B
COOTBETCTBUU C TpeOOBaHUAMU MexrocyaapcTBeHHoro crangapra ['OCT SO 13485-2017;

HaJIM4MeE y JUIeH31aTa pabOTHUKOB (MpU BBINOJHEHUH | min 2 BUIOB paboT (yciyr) - He MeHee 2
YeJIOBEK, NMPH BBHITOTHEHUU 3 uian 4 BUIOB paboT (yCiIyr) - HE MEHee 3 YellOBEK, MPHU BBIMOJIHEHHH 5 |
Oonee BUAOB paboT (yciayr) - He MEHee S5 4YeJOBEK), 3aKIIOUMBUIMX C HUM TPYAOBBIE JOTOBOPHI,
OCYIIIECTBIISIOLIUX TEXHUYECKOE 00CIIy)KMBaHUE MEIULIUHCKON TEXHUKH, UMEIOIIMX BbICILIEE WM CPEHEE
npodeccuoHagbHOe (TEXHUYECKOe) 00pa3oBaHME, CTaX padOThl MO CHENMAIbHOCTH HE MeHee 3 JIeT U
JOTIONTHUTEIbHOE MpodeccroHanbHOe 00pa3zoBaHue (MOBBIIICHUE KBATU(UKAIIMU HE PEKE OAHOTO pasza B 5
1eT) B chepe BHIMOIHAEMBIX paOOT U OKa3bIBAEMBIX YCIIYT.

6. K rpyOpIM HapymieHHsIM JHUIICH3HOHHBIX TPEOOBAaHUI OTHOCATCS HApYIICHUS JIMLEH3UATOM
TpeOOBaHUH, MPEeTyCMOTPEHHBIX TYHKTOM 5 HacTosmero [lonoxeHus, MoBaeKIe 3a COO0N MOCIEACTBHS,
ycTaHoOBJIeHHBIE dacThio 11 crateu 19 ®enepanbHoro 3akoHa "O JHIIEH3UPOBAHUHM OTAEIBHBIX BUIOB
JESATEIIBHOCTH .

7. JIns nosrydeHus IMLEH3UH Ha OCYILECTBIECHUE JIEATEIbHOCTH 10 TPOU3BOJICTBY U TEXHUUECKOMY
OOCITy’)KUBAaHUIO MEIMIMHCKOM TEXHUKM COMCKATeNlb JIMIEH3UM HampaBiseT WM NpPEICTaBIsIeT B
JUIEH3UPYIOUINI OpraH 3asBje€HUE, K KOTOPOMY IpHJIaraeTcs OMUCh TJOKYMEHTOB, a TAaK¥Ke:

a) KOITUM JIOKyMEHTOB, OATBEP KIAIOIINX HAJTMUME Y COUCKATENS JIMIECH3UH NTPUHAUICKALIIX eMy
Ha IpaBe COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMM IOMEILIEHUH, 3[aHUI, COOPYXEHHH Mo
MECTy OCYILECTBIIEHHUS JIMLEH3UPYEMOTO BHJA JEATEIILHOCTH, HEOOXOIUMBIX MJISi OCYILECTBIECHUS
JESITEIbHOCTH 110 NMPOU3BOJICTBY U TEXHUYECKOMY O0CTYKMBaHHUIO MEAMIIMHCKON TEXHUKH, B CIIy4ae ecliu
UHpOpMalKs 0 HUX OTCYTCTBYET B EMHOM rocyapcTBEHHOM peecTpe IMpaB Ha HEABMIKUMOE UMYIIECTBO
U CJIeJIOK C HUM, WJIH CBEACHUS 00 3THUX MOMEIICHUSX, 3/1aHUAX, COOPYKEHUIX, €ClIi Takas uH(popmanus
MMEETCS B YKa3aHHOM PEECTPE;

0) JUIs OCYIIECTBIIEHUS ACSITEILHOCTH IO MMPOU3BOJICTBY MEIUIIMHCKON TEXHUKU:

KONIMM JIOKYMEHTOB, MOATBEPKAAIOIIMX HAIM4YME Yy COMCKAaTeNns JIMIIEH3MM Ha IpaBe
COOCTBEHHOCTH WJIM Ha HHOM 3aKOHHOM OCHOBaHMHM CPEACTB HW3MEPEHHH, MpelyCMOTPEHHbIX
HOPMAaTHUBHOM, TEXHHUYECKOW JOKYMEHTAIlMed M COOTBETCTBYIOIIMX TPeOOBaHUSIM K HX TIIOBEpKE,
npeaycMoTpeHHbIM cTaThell 13 denmepanmpHOoro 3akoHa "OO oOecnieYeHWM €IWHCTBA W3MEpPEHUi",
TEXHUYECKUX CPEICTB U OO0OpYAOBaHHS, HEOOXOAMMBIX JUIS OCYILECTBICHHS JESITeIbHOCTH IO
MPOU3BOJICTBY MEAUIIMHCKON TEXHUKHU;

PEKBU3UTHl  JIOKYMEHTOB, TOATBEPKIAIOIIMX perucrpauuio B Poccuiickoii  @Penepauuu
MEIMIIMHCKOW TEXHUKH, KOTOPYIO COMCKATeldbh JIMIEH3UM HaMEpeH MPOU3BOAUTH (yKa3bIBalOTCS B
3asBJICHUM), a TAKXKE KOIHUIO COTJIALICHUS MEXIY MPOU3BOJIUTENEM (YIIOJTHOMOYEHHBIM MPEICTaBUTEIEM
MPOU3BOAUTENS) W COUCKATeNeM JIHMIEH3UH (NMIPOM3BOACTBEHHON IUIOMIAAKON) 00 OpraHu3aiuu
IIPOM3BOJCTBA (IIPH HAJTUYUN);

KONMM  JOKYMEHTOB,  IOJTBEPXAAIOLIMX  COOTBETCTBHE  IPOM3BOJACTBA  TpeOOBaHMAM
MexrocyaapcrseHHoro cragaapra ['OCT [SO 13485-2017;
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KOIMUM HOPMATHUBHOW, TEXHUYECKOM JOKYMEHTAllMd Ha MEIUIUHCKYI0 TEXHHUKY, KOTOPYIO
COMCKATeJIb JIMIICH3UU HaMePEH TPOU3BOINTH;

KONUU JOKYyMEHTOB, IOATBEPKAAIONUX HAIWYUEe Y pPAOOTHUKOB COWCKATENs JIMICH3HH,
3aKJTIOYMBIIUX C COMCKATENIEeM JIMIICH3WH TPYJOBBIE JIOTOBOPBI, OTBETCTBEHHBIX 3a IPOU3BOICTBO H
KauyeCTBO MEIUIMHCKONH TEXHHWKH, BBICIIETO WU CPEAHEr0 NPO(EeCCHOHATHHOTO (TEXHHUYECKOTO)
o0pasoBaHMs, CTaka pabOTHI O CIICIHAIIBHOCTH HE MEHEe 3 JIET U IOMOJIHUTEIIBHOTO MPOPECCHOHATBHOTO
oOpa3oBaHus (TIOBBINICHUS KBATH(PHUKAIIUN HE PEKE OJTHOTO pasza B 5 jieT) B chepe BHIMOTHIEMBIX PadOT U
OKa3bIBACMBIX yCIIYT;

B) JIJISl OCYIIIECTBIICHUS NCATEIHHOCTH 10 TEXHUYECKOMY OOCITY)KHBAaHUIO METUIIMHCKON TEXHUKH:

KOIUM JIOKYMEHTOB, TIOJATBEPXKAAIONIMX HAJIWYUE Yy COUCKATENs JIMIECH3WM Ha IpaBe
COOCTBEHHOCTHM WJIM Ha HWHOM 3aKOHHOM OCHOBAaHUU CpPEJACTB HM3MEPEHUN, COOTBETCTBYIOIIMX
TpeOOBaHUAM K HMX IOBEPKE, MPEAyCMOTPEeHHBIM cTaThell 13 denmepanpHoro 3akona "OO obecrieueHUU
eIMHCTBA W3MEPCHHI'", TEXHUYECKHX CPEACTB W OOOpYIOBaHUS, HEOOXOJMMBIX I TEXHUYESCKOTO
0o0CTyXKMBaHUSI 3afBIEHHBIX TPYNI MEAUIHUHCKOW TEXHUKH IO KJaccaM MOTEHIIMAIBHOTO pHCKa
MPUMEHEHHUS B COOTBETCTBHH C HOMEHKJIATYPHOU Kiiaccu(ukanreil MeIUIMHCKUX U3JIeTUH 10 KjlaccaM B
3aBUCHMOCTH OT IMOTEHIIMAIBLHOTO PUCKA UX IPUMCHCHHUS;

KOIMUU JOKYMEHTOB, MOJITBEPKAAOIINX HATUYUE Yy COMCKATENS JTUIIEH3UH CUCTEMbl MEHEIPKMEHTA
KauyecTBa, COOTBETCTBYIONIEH TpeboBaHUsIM MexrocyaapctBeHHoro crangapra ['OCT [SO 13485-2017;

KOIMHUU  DKCIUTyaTallMOHHON JOKYMEHTAIlMHM TPOU3BOAMTENA HAa MEAUIMHCKYI0 TEXHHUKY,
HEOOXOIUMOM AJI1 TEXHUYECKOTO OOCTYKMBAHUS 3asBICHHBIX IPYII MEIUIIMHCKUX U3IEIUNA MO Kjaccam
MOTEHIIMAIBHOTO PUCKA IPUMEHEHUS;

KOMUU JOKYMEHTOB, MOATBEPKIAIOIIUX HaIWyue Yy pPaOOTHUKOB COMCKATENs JIMIICH3UH,
3aKJTIOYMBIINX C COUCKATEJNEM JIMIEH3UU TPYAOBBIE JOTOBOPHI, OCYIIECTBISIOMIUX TEXHHUUYECKOE
00CTyKMBaHUE MEIUIIMHCKON TEXHHMKH, BBICIIETO WM CPEJHEro MpodecCHOHAIBHOTO (TEXHHYECKOTO)
00pa3oBaHmus, CTaka pabOTHI MO CIIEIHMAIILHOCTH HE MeHee 3 JIET U IOTIOJTHUTEIBHOTO MPOo(hEeCCUOHATBEHOTO
o0Opa3oBaHus (TOBBIICHUS KBATH(PHUKAIIUN HE PEKE OJTHOTO pasza B 5 jieT) B chepe BHIMOIHIEMBIX padoT U
OKa3bIBAEMBIX yCIIYT.

8. B 3asBneHumnm o mnepeoOpMIIEHUH JUIICH3UM Ha OCYIIECTBICHUE JAEATEIbHOCTH IO
MIPOU3BOJICTBY U TEXHUYECKOMY OOCITYKUBAHUIO METUIIMHCKON TEXHUKH JINIIEH3UAT YKa3bIBAET:

Wndopmarys 06 M3MEHEHHSAX:

Iloonynkm "a" uzmenen c 1 smeaps 2021 a. - I[locmanosnenue Ilpasumenvcmea Poccuu om 28 Hos6ps
2020 2. N 1961

CMm. npedvloywyro pedaKyuio

a) B clyyae OCYILECTBIEHUS JIEATEIbHOCTU IO MPOU3BOJCTBY U TEXHUYECKOMY OOCITYXHUBAHUIO
MEIUIIMHCKON TEXHUKH T10 aJAPECY MECTa €€ OCYIIECTBICHUS, HE MPEYCMOTPEHHOMY JINLICH3UEH:

CBEJICHMSI, COJIEPIKALIUE aJIpEC MECTA OCYIIECTBIEHUS AEATEIbHOCTH;

CBEIICHHsI O JIOKYMEHTaX, IOATBEPKIAIOIINX TMPaBO COOCTBEHHOCTH WU WHOE 3aKOHHOE
OCHOBaHHME UCIIOJIB30BAaHUS IIOMELIEHUM, 3[JaHUN, COOPYKEHHMM IO MECTy OCYIIECTBIEHUS
JUICH3UPYEMOTO BHJA JESATEIbHOCTH, HEOOXOMUMBIX JJi OCYIIECTBIECHUS JACSITENbHOCTH IO
MIPOU3BOJICTBY U TEXHUYECKOMY OOCITYKUBAHHUIO MEIUITMHCKON TEXHUKH,

MIPU OCYIIECTBICHUH JESITEIIbHOCTU MO MPOU3BOJICTBY MEAUIIMHCKON TEXHUKHU:

CBEJIEHWA O JOKYMEHTaX, TMOJTBEPKAAIONINX HAIMYME Yy COWCKATes JIMICH3WH Ha TIpaBe
COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBaHUHM CPEACTB HW3MEPEHHH, MPeIyCMOTPEHHBIX
HOPMATHBHOM, TEXHUYECKOW JTOKYMEHTAIUEeH TMPOU3BOAUTENSI U COOTBETCTBYIOIIUX TPEOOBAHMSIM K HX
MOBEpKe, MPEeIyCMOTPEHHBIM cTaTheil 13 denepanpHoro 3akona "O06 obecrieueHNH eTMHCTBA U3MEpPEeHHIA'",
TEXHUYECKUX CpEACTB U 00OpyHOBaHUS, HEOOXOAUMBIX [UIsl OCYIIECTBJICHUS MIESITENbHOCTH IO
MPOU3BOJICTBY MEIUIIMHCKON TEXHUKU;

CBEJICHUS O JOKYMEHTaxX, MOATBEPKIAIOMINX PETUCTPALNI0 MEIUIIMHCKUX U3aeiaui B Poccuiickoi
denepanuu;
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PEKBU3UTBl HOPMATUBHOM, TEXHUYECKOM [TOKYMEHTALMU, MCIOIb3YEMON Ui OCYLIECTBIICHUS
JIEATEIbHOCTH MO IMTPOU3BOACTBY MEIULIMHCKON TEXHUKH;

PEKBU3UTHl  JIOKyMEHTOB, TOATBEPXKIAIOIIUX COOTBETCTBUE IPOU3BOACTBA TPEOOBAHUSIM
MexrocyaapctBenHoro ctangapra ['OCT ISO 13485-2017;

CBEIGHUS O JOKYMEHTaX O BBICHIEM WM CpeIHeM Mpo(ecCHOHANBHOM (TEXHUYECKOM)
o0pa3oBaHmH, CTaxke pabOThI MO CHENUATBHOCTH HE MeHee 3 JIET U IONOJHUTEIBHOM MPOo(hecCHOHaTEHOM
o0pa3oBaHNH (MTOBBIICHUH KBATH(UKALUN HE PEKE OJHOTO pasa B 5 JieT) B chepe BHIIOIHIEMBIX PadoT U
OKa3bIBAEMBIX YCIYT paOOTHHUKOB, 3aKIIOUUBIINX C JTUIEH3UATOM TPYIOBBIE JOTOBOPHI, OTBETCTBEHHBIX 32
IIPOU3BOJICTBO U KaYECTBO MEAUIIMHCKON TEXHUKH;

IIPU OCYIIECTBIICHUU JEATEIbHOCTH IO TEXHUYECKOMY O0CTYKUBAHUIO MEAUIIMHCKONW TEXHUKH:

CBEICHMSI O IOKYMEHTaX, IOATBEPKAAIOIINX HAIMYHUE Y JTUIEH3MaTa Ha IIpaBe COOCTBEHHOCTH WJIN
HAa MHOM 3aKOHHOM OCHOBAHHMM CPEJCTB HU3MEpPEHUH, COOTBETCTBYIOIIUX TPeOOBAaHUSM K HX IOBEPKE,
NpeIyCMOTPEHHBIM cTaTheil 13 denepanpHoro 3akoHa "OO oOecrneueHUH ETUHCTBA W3MEPCHHI',
TEXHUUYECKUX CPEACTB U 00OPYIAOBaHUS, HEOOXOJUMBIX AJISi TEXHUYECKOrOo OOCTY)KUBAHUS 3asBICHHBIX
rpynn MEAUIIMHCKOM TEXHUKHM IO KjaccaM MOTEHLUUAIbHOIO pPHUCKA NPUMEHEHUS B COOTBETCTBUU C
HOMEHKJIATYpHOW KiaccupuKanmed MEAWIMHCKUX U3[eNMi MO KiaccaM B  3aBUCUMOCTH  OT
MOTEHLIMAJIBHOTO PUCKA UX IPUMEHEHNUS;

PEKBU3UTHI IKCILTyaTallMOHHOW JOKYMEHTAIIMH MIPOU3BOIUTENS, HEOOXOAUMON NIl TEXHUYECKOTO
00CIyKMBaHUS 3adBJICHHBIX TIpPyNN MEIWLUUHCKUX U3JEIUA 10 KjaccaM IOTEHIMAJIbHOTO pHUCKa
npuMeHeHus (IPY HATUYHUH );

PEKBU3UTBHl JOKYMEHTOB, MOATBEP)KAAIOIIMX HAIWYUE Yy JIMIEH3MaTa CUCTEMbl MEHEIKMEHTa
KauyecTBa, COOTBETCTBYIONICH TpeboBaHUsIM MexxrocyaapctBeHHoro crangapra ['OCT [SO 13485-2017;

CBEICHMS O JIOKyMEHTax O BBICUIEM WJIH CpPEAHEM MPOPECCHOHATBHOM (TEXHUYECKOM)
0o0pa3oBaHuM, cTaxke pabOTHI MO CIIEUATFHOCTH HE MEeHee 3 JIeT U JOMOJHUTEIbHOM MPodeCcCHOHATBHOM
00pa3oBaHMH (TTOBBIILIEHUU KBaTM(UKALIMY HE PEKE OJTHOTO pas3a B 5 JIeT) B cepe BHIIOIHAEMBIX padoT U
OKa3bIBaEMBbIX YCIIYT PAOOTHUKOB, 3aKJIIOYMBILUX C JIMIEH3UATOM TPYAOBBIE JOT'OBOPHI, OCYIIECTBIISIFOINX
TEXHUUYECKOE 00CITyKUBAHHE MEIUIIMHCKON TEXHUKH;

Wndopmarys 06 H3MEHEHHSAX:

Iloonynkm "6" uzmenen c 1 smeaps 2021 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 28 nosops
2020 2. N 1961

CMm. npedvloywyro pedaKyuio

0) B cilyuae HaMepeHMs JIMLEH3MaTa BBIIOJIHATH Pa0OOThHI, OKAa3bIBATh YCIYTH, COCTABIISAIOIINE
NeSITEeIbHOCTh [0 IPOU3BOJACTBY U TEXHUYECKOMY OOCITYKMBAaHMIO MEIUIIMHCKOM TEXHUKH, He
IIPEAYCMOTPEHHBIE JTULEH3UEM:

CBe/IeHUs 0 paboTax, yciayrax, COCTAaBISIONIMX AEATEIbHOCTh MO MPOU3BOJACTBY U TEXHUYECKOMY
00CTyXKMBaHUIO MEAUIIMHCKON TEXHUKH, KOTOPBIE JIMIIEH3UAT HAMEPEH BBITIOJHSATh, OKAa3bIBATh;

IIPU OCYIIECTBIIEHUU AEATEIbHOCTHU 10 IPOU3BOJICTBY MEAUIIMHCKON TEXHUKHU:

CBEICHMSI O IOKyMEHTaXx, MOATBEPKAAIOIINX HAIUYKNE Y JTUIEH3UuaTa Ha IpaBe COOCTBEHHOCTH WIIN
Ha MHOM 33aKOHHOM OCHOBaHHMHM CPEACTB M3MEPEHUH, MPEIyCMOTPEHHBIX HOPMAaTHUBHOM, TEXHUYECKOU
JOKYMEHTaluell MpOU3BOAMUTENS M COOTBETCTBYIOUIMX TPEOOBaHHUAM K MX MOBEpPKE, MPEIyCMOTPEHHBIM
crateeil 13 denepanbHoro 3akoHa "OO oOecrieueHHM €JUHCTBA M3MEPEHUH'", TEXHUYECKUX CPENCTB U
000py/0BaHusl, HEOOXOAMMBIX MJIsi OCYIIECTBICHUS MAESITEIbHOCTH IO TMPOU3BOACTBY MEIUIIMHCKOM
TEXHHKHU;

CBEIEHUS O JOKYMEHTax, TMOJITBEPKIAIMX peructpaunrio B Poccuiickoin  ®Denepanun
MEANIMHCKUX N3JIEINH;

PEKBHU3UTBl HOPMATHUBHOM, TEXHUYECKOW IOKYMECHTALMH, HCIOJIB3YEMOM I OCYLIECTBJICHHUSA
JEATENBHOCTH 110 POU3BO/ICTBY MEIULIMHCKON TEXHUKU;

PEKBU3UTBHl  JIOKYMEHTOB, IOATBEP)KJAIOIIUX COOTBETCTBUE IPOU3BOJICTBA TPEOOBAHUIM
MmexrocynaperseHHoro crangapra ['OCT ISO 13485-2017;

10.02.2021 Cucrema 'APAHT 6/10


http://internet.garant.ru/document/redirect/71863404/0
http://internet.garant.ru/document/redirect/12161093/13
http://internet.garant.ru/document/redirect/71863404/0
http://internet.garant.ru/document/redirect/74974410/10512
http://internet.garant.ru/document/redirect/77704120/1082
http://internet.garant.ru/document/redirect/12161093/13
http://internet.garant.ru/document/redirect/71863404/0

IToctanosnenue [IpaButenberBa PD ot 15 centsaops 2020 . N 1445 "O6 yrBepxkaeHuu [1omokeHUs 0 TUICH3UPOBAHUH. ..

CBEIEHUS O JIOKYMEHTaX O BBICHIEM WM CpeIHeM MNpo(hecCHOHANBHOM (TEXHUYECKOM)
o0pa3oBaHmH, CTaxke pabOThI MO CHENUATBHOCTH HE MeHee 3 JIET U IONOJHUTEIBHOM MPOo(hecCHOHATEHOM
o0pa3oBaHNM (MTOBBIICHUH KBATA(UKALUN HE PEKE OJHOTO pasa B 5 JieT) B chepe BHIIOIHIEMBIX PadoT U
OKa3bIBAEMBIX yCIYT paOOTHHUKOB, 3aKIIOUYMBIINX C JIMIIEH3UATOM TPYIOBBIE JOTOBOPHI, OTBETCTBEHHBIX 3a
IIPOM3BOJICTBO U KaYECTBO MEAUIIMHCKON TEXHUKH;

IIPU OCYIIECTBIICHUU JEITEIbHOCTH IO TEXHUYECKOMY O0CTYKUBAHUIO MEAUIIMHCKONW TEXHUKH:

CBEJICHUS O IOKYMEHTAaX, MOATBEPKIAIOIINX HATUYKE Y JIMLIEH3MaTa Ha MpaBe COOCTBEHHOCTH WIIH
HAa MHOM 3aKOHHOM OCHOBAaHMM CPEJCTB HM3MEpPEHUH, COOTBETCTBYIOIIMUX TPeOOBaHUSM K HX MOBEpKE,
NpeIyCMOTPEHHBIM cTaTheil 13 denepanpHOoro 3akoHa "OO oOecrneueHUW €IUHCTBA W3MEPCHHIA',
TEXHUUYECKUX CPEACTB U 000pYAOBaHHUS, HEOOXOAUMBIX NJIsi TEXHHYECKOro OOCTYKHBaHUS 3asBICHHBIX
Ipynn MEAUIMHCKOM TEXHUKM IO KjaccaM IOTEHLUAJIbHOIO pPHUCKA NPUMEHEHUS B COOTBETCTBUU C
HOMEHKJIATYpHOU  kiaccupukalmeil MEIUIUHCKUX H3JeIMil 10 Ki1accaM B 3aBUCHUMOCTH  OT
NOTEHLUAIBHOIO PUCKA UX IPUMEHEHUS;

PEKBU3UTHI IKCIUTYaTallMOHHOW JOKYMEHTAIIMH MIPOU3BOIUTENS, HEOOXOAUMOMN NIl TEXHUYECKOTO
00CIyKUBaHUS 3adBJICHHBIX TIpPyNN MEIMLUMHCKUX H3JAEIUil 1O KjaccaM IOTEHUUAIbHOIO pHCKa
PUMEHEHUS;

PEKBU3UTBHl JOKYMEHTOB, MOATBEPXKAAIOIINX HAIWYUE Yy JIMIEH3UaTa CHCTEMbl MEHEIKMEHTA
KauyecTBa, COOTBETCTBYIONIEH TpeboBaHUsIM MexrocyaapctBeHHoro crangapra ['OCT [SO 13485-2017;

CBEICHMS O JIOKYMEHTax O BBICIIEM WJIH CpPEAHEM MNPOPECCHOHATBHOM (TEXHUYECKOM)
o0pa3oBaHmH, CTaxke pabOThI MO CHENUATBHOCTH HE MeHee 3 JIeT U IONOJHUTEIBHOM MPOo(hecCHOHATEHOM
00pa3oBaHUH (MTOBBIIICHUH KBATH(UKALMY HE PEKE OJJHOTO pas3a B 5 j1eT) B cepe BBHITOTHAEMBIX padoT u
OKa3bIBAEMBIX YCIYT paOOTHUKOB, 3aKIIFOUMBIINX C JIMLIEH3UATOM TPYIOBBIE JOTOBOPHI, OCYIIECTBISIOIINX
TEXHUUYECKOE 00CITy’)KUBaHHE MEJULIMHCKON TEXHUKHU.

Wndopmarys 06 H3MEHEHHSAX:

Ilynkm 9 usmenen c 1 sneaps 2021 a. - Ilocmarnoeénenue Ilpasumenvcmea Poccuu om 28 nosops 2020 .
N 1961

CMm. npedvloywyro pedaKyuio

9. BeimonHeHue paboOT, OKa3aHWE YCIAYr B YaCTU TEXHUYECKOTO OOCITYKMBaHUS MEAUIIMHCKON
TEXHUKH MOTYT OCYIIECTBISTHCS JUIEH3MATOM 1O aJpecy OJKCITyaTaluu (MECTy HaXO0XKISHUS)
MEIUILNHCKOW TEXHHUKH, HE NMPEAYCMOTPEHHOMY JIMLIEH3UEN B KAa4eCTBE aJpeca MeCTa OCYIIECTBIICHUS
JMIIEH3UPYEMOT0 BU/1a AEATEIbHOCTH, U HE TPEOYIOT nepeodopMIIeHUS JTULEH3HH.

10. Tlpu mpoBeaeHHMH NPOBEPKU CBEAEHUMN, COAEpKAILMXCS B IPEACTABICHHBIX COMCKATEIeM
JULEH3UU U JIMLEH3UATOM 3asBJICHUU U NPUIIAraeMbIX K HEMY JIOKYMEHTAaX, JULEH3UPYIOLUUMKA OpraH
3anpamnBaeT He0OXOAUMBIE JJIs MPEAOCTaBICHUS TOCYIapCTBEHHBIX YCIYr B 00JIACTH JMIIEH3UPOBAHUS
CBEJICHUs, HAXOIALIMECSd B PACHOPSIKEHUM OPraHoB, IPENOCTaBIAIOIIMX T'OCYAAPCTBEHHBIE YCIIYIH,
OpraHOB, NPENOCTABISIOMINX MYHULUIIAIBHBIE YCIYTH, WHBIX TOCYIAapCTBEHHBIX OpPraHOB, OPraHOB
MECTHOT'O CaMOYIIPaBJIeHHUs JTHOO0 MOABEIOMCTBEHHBIX TOCYaPCTBEHHBIM OpraHaM HJIM OpraHaM MECTHOTO
CaMOYTIpaBJICHUs OpraHU3aIui, B MOPSIKE, ycTaHOBIEHHOM DesepanbubiM 3akoHoM "OO opraHu3aiuu
MPEI0CTaBIEHUS TOCYJAPCTBEHHBIX U MYHULIMIIATbHBIX YCIYyT".

11. JlumeHsupyrommii oprad pa3MelaeT Ha €IMHOM [OopTalie TOCYAapCTBEHHBIX U
MYHHUIIMMIATBHBIX  yciuyr (QyHKumii) B mopsake, ycraHoBieHHOM [IpaBurenscTtBoM Poccwuiickoii
@denepaliv, CBEACHUA O XOJA€ MNPUHATUS UM pEUIeHHs O NPEJOCTaBIECHUU WM NepeodopMICHUH
JULEH3UHU, A TAaKXe IPOBEIACHUS NPOBEPKU COOTBETCTBUSI COMCKATENSl JIMIEH3UM JIMLIEH3UOHHBIM
TpeOOBaHUSIM M MPOBEPKU COOJIIOJIEHUS JIMLEH3MAaTOM YKa3aHHBIX TpeOOBaHMI MpPHU OCYIIECTBICHUU
NeSITeIbHOCTH 10 MTPOU3BOJICTBY M TEXHUUYECKOMY 0OCTYKMBAHUIO METUITUHCKON TEXHHUKH.

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 12 usmenen ¢ 1 smeaps 2021 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 28 nosbps
2020 2. N 1961

Cm. npeodvloyuyio peoakyuro
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12. Wndopmanms, oTHOCAMIAACA K OCYIIECTBICHUIO JEATEILHOCTH 10 TPOU3BOACTBY U
TEXHUUYECKOMY OOCITYKMBAaHUIO MEIULMHCKOW TEXHUKHU, MPEAYCMOTpeHHass uacTsmu 1 u 2 crtatbu 21
OepepanpbHoro 3akoHa "O JHMIIEH3UPOBAHWU OTIEIBHBIX BHJIOB JCSATEIBHOCTH'", pa3MelIaeTcs Ha
opUIMATILHOM CcaliTe JIMLEH3UPYIOIIEro opraHa B HH(DOPMALMOHHO-TEIEKOMMYHUKAIIMOHHONW CETH
"NuTepuer".

Joctyn k oOuienoctynHoi nHpoOpMaluu, coaepiKalleiicss B peecTpe JHIeH3Ul, obecreunBaeTcs
JMILEH3UPYIOIMIMM OPTaHOM TIOCPEICTBOM €€ pa3MelleHus B MHPOPMAIMOHHO-TEICKOMMYHUKAITMOHHOM
cetu "HHTepHer", B TOM 4mcie B (opMe OTKPBITHIX JAaHHBIX. JlaHHBIC O JIMIICH3UAX, COJAEPIKAIIUECS B
peecTpe JUIEH3UM, MOMy4aloT CTAaTyC OTKPBITBIX JAHHBIX MPU BHECEHUU COOTBETCTBYIOLIEH 3amucu B
peecTp, KOTOPbIil BEIETCS B AIIEKTPOHHOM BUJIE.

AxrtyanpHas ~ uHpoOpManMs W3 peecTpa  JHUICH3WHA  JODKHA ~ OTOOpakaThCsi B
HH()OPMAITMOHHO-TEJIEKOMMYHUKAITMOHHOW ceTH "MHTepHEeT" B peXMMe pealbHOro BpeMEHH JM0O B
TE€YEHHUE CPOKA, HE MPEBBIIIAIONIETO 5 MUHYT.

13. IlpenMeTroM JHIIEH3HOHHOTO KOHTPOJIA SBIISIFOTCS COOTBETCTBUE COMCKATENS JIMLIEH3UU
JUIEH3UOHHBIM TPEOOBAHUSIM U COOJIIO/IEHUE JIMIIEH3UATOM JIMIICH3UOHHBIX TPeOOBAaHUM, YCTAHOBICHHBIX
nyHkToM 5 Hactosiuero Ilomoxenus.

14. JIuuileH3MOHHBI KOHTPOJIb OCYIIECTBIISIETCS B TOPAJNKE, MpeaycMoTpeHHOM @DeepaibHbIM
3akoHoM "O 3ammre NpaB OPUAMYECKUX JUI M WHAUBUAYAIbHBIX NpEINpUHUMATENCH MpH
OCYIIIECTBJIEHUN TOCYJAapPCTBEHHOIO KOHTPOJS (HAA30pa) U MYHHUIMNAIBHOTO KOHTpPOJ', C y4yeToM
OCOOCHHOCTE OpraHu3alMi U TPOBEIEHUS MPOBEPOK, YCTAaHOBIEHHBIX DenepaibHbiM 3akoHOM "O
JTUIEH3UPOBAHUU OTICIBHBIX BUIOB JCSTEIBHOCTH" .

TAPAHT:

CM. AIIMUHUCTPAaTUBHBIN perinaMeHT Poc3apaBHan30pa Mo OCyHIECTBICHUIO JIMIIEH3MOHHOTO KOHTPOJIA
JESITeIbHOCTH MO MPOU3BOJCTBY M TEXHHUECKOMY OOCIYXMBAHHIO (32 HMCKIIIOYEHHMEM Cllyyasi, eCld
TEXHUYECKOEe OOCITyKMBAHUE OCYIIECTBISIETCA JJIsi OOEceueHus: COOCTBEHHBIX HYKJ IOPUIUYECKOIO
JUIa WIM WHIUBUIYAIbHOIO NPEINPUHUMATENS) MEAWIMHCKOW TEXHUKH, YTBEP)KIEHHBIM NPUKA30M
PocsnpaBnanzopa ot 19 Hosa6ps 2020 r. N 10826

15. JIOMKHOCTHBIMM JIMIIAMM JIMLIEH3UPYIOIIETO OpraHa, YIOJIHOMOYEHHBIMH OCYILECTBIATh
JUIIEH3UOHHBIN KOHTPOJIb, SIBJISIOTCS:

a) pYKOBOJIUTEIb, €0 3aMECTUTEIIH;

0) pyKOBOJIUTENN CTPYKTYPHBIX MOJpa3AeeHuil, UX 3aMECTUTENH, TOJKHOCTHBIMHU PETIaMEHTaMU
KOTOPBIX IPELYyCMOTPEHBI IIOJIHOMOUUS IO OCYIIECTBIICHUIO JIUIICH3NOHHOTO KOHTPOJIS;

B) MHbIE TOCYJApCTBEHHBIE TI'Pa)JIaHCKHE CIyXallue, JOJKHOCTHBIMU perjaMeHTaMH KOTOPBIX
IIPEyCMOTPEHBI IIOJTHOMOYHS 110 OCYILECTBICHHIO JINLIEH3UOHHOTO KOHTPOJIA.

16. JI0JDKHOCTHBIE JIMIA JIMIEH3UPYIOIIETO OpraHa IIpyd IPOBEJAEHUM IPOBEPOK B paMKax
OCYILECTBIICHUS JIMIIEH3MOHHOI'O KOHTPOJII COOJIOZAI0T OTPAaHWYEHUS M BBHINOJHSAIOT OO0S3aHHOCTH,
YCTaHOBJIEHHBIE cTaThsiMu 15 - 18 @enepanpbHOoro 3akoHa "O 3amure OpaB HOPUAUYECKUX JIHI U
UHIMBUYAIBHBIX MpEeINpUHUMATENEeH MPH OCYIIECTBIEHUH T'OCYAApCTBEHHOTO KOHTpOJsS (Hax3opa) u
MYHHUIMIIAJIBHOTO KOHTPOJISA", a TakK€ HECYT OTBETCTBEHHOCTh 3a HEHCIIOJIHEHHE WJIM HEHAJJIeXKallee
UCIIOJIHEHUE BO3JIOKEHHBIX HAa HUX TMOJHOMOYMHA M 00s3aHHOCTEH B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit @enepanuu.

17. Tlpn opraHu3anuu M OCYLIECTBIEHHMM JIMLEH3MOHHOTO KOHTPOJIA JIMLEH3UPYIOIUNA OpraH
BIIpaBE IMPHUBJIEKATh JKCIEPTOB, @ TaKK€ DSKCIEPTHbIE OpraHM3allMM, KOTOpPbIE AaKKPEAUTOBAaHBI B
YCTaHOBJIEHHOM IOPSKE.

18. B menax mnpeaynpexaeHUs HapyIIEHUH JUIEH3WaTaMH JIMIEH3UOHHBIX TpeOOBaHUMN
JMLEH3UPYIOIIUM  OPTaHOM  OCYLIECTBISIOTCS ~ MEpONpHATHA 1O  NpOoQUIAKTHKE  HapyIIeHUH
JINIEH3MOHHBIX TPeOOBAHHEA B COOTBETCTBMM C TPEOOBAHMAMM, YCTAHOBICHHBIMH CTAThCH 8
®enepanbHOro 3akoHa "O 3amure NpaB IOPUAUUECKUX JIMI U UHAUBUAYAIbHBIX IPEANPUHUMATENEH Tpu
OCYILECTBIIEHUH 'OCYJapCTBEHHOIO KOHTPOIIS (Ha130pa) U MyHUIUIAIBHOTO KOHTPOJIS".

19. JIuueH3upyomuM OpraHoM HPOBOISATCS MEPONPHUATHS O KOHTPOJIIO 0€3 B3aMMOACUCTBUS C
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JTUIEH3UAaTaMH, IPETYCMOTPEHHbIE TYHKTOM 7 yacTu | cratbu 8 } ®enepanpHoro 3akona "O 3aiure npas
IOPUAMYECKUX JIMI] U UHIUBUIYaJIbHBIX MPEANPUHUMATENCH MPH OCYIIECTBIEHUU TOCYAAPCTBEHHOTO
KOHTpOJs (Ham30pa) W MYHHUMOAIBHOTO KOHTposiA", myTeM HaONIoAeHUus 3a COONIOACHUEM
JUICH3UOHHBIX TpeOOBaHMI M aHanu3a MHGOPMALUMU O JEATENBHOCTH JHO0 NEHCTBUSAX JIMLEH3UATOB,
KOTOpasi NPEACTaBISIETCs JIMIEH3WaTaMu (B TOM YHCIE TOCPEICTBOM HCIIOJIB30BaHUS (herepanbHbIX
roCy/1apCTBEHHBIX MH(GOPMAIIMOHHBIX CUCTEM) B JIMIICH3UPYIOIIMIA OpraH WK MOXET ObITh MoJy4deHa (B
TOM YHUCJIE B paMKaX MEXKBEIOMCTBEHHOTO HWH(POPMALMOHHOTO B3aWMOJCHCTBHUS) JHMIEH3UPYIOIIUM
OpraHoM 0e3 BO3JIOKEHUS Ha JIMIEH3UATOB OOS3aHHOCTEH, HE MpPelyCMOTPEHHBIX (eneparbHbIMU
3aKOHAMH ¥ TPUHATBIMH B COOTBETCTBHM C HUMH HMHBIMH HOPMATUBHBIMU IIPABOBBIMU aKTaMHU
Poccuiickoit denepanumu.

20. IpencraBneHne COUCKATeNEM JIHMIICH3UM 3asBICHUS M JOKYMEHTOB, HEOOXOIUMBIX IS
MOJIyYeHUsl JIMLIEH3UM, UX MPHEM JUIEH3UPYIOUIUM OpPraHoM, MPHUHITHE JHUICH3UPYIOIIUM OpPraHOM
peleHusi 0 MPEAOCTaBICHUH JIMIEH3UH (00 OTKa3e B MPEJOCTaBJICHUH JIMIEH3UH), TepeodOpMIICHUH,
MPUOCTAHOBIICHUU WJIM BO30OHOBIICHUM €€ JIEHCTBUS, a TaKKe BeleHHue MH(OPMALMOHHOTO pecypca H
peecTpa JULEH3UN U NPEeI0CTaBICHNUE CBEIEHUH, CoJlepKaluXcs B MH(OPMaLlMOHHOM PECYpPCE U peecTpe
JUIEH3UH, OCYIIECTBIAIOTCS B MOPSIKE, ycTaHOBIEHHOM DejnepalibHbiM 3aKoHOM "O JTUIIEH3UPOBAHUU
OT/IENbHBIX BUJIOB JIEATEILHOCTH .

21. 3a mpenocraBieHUE JTUIEH3UPYIOUIUM OpPraHOM JIMIEH3UU U TepeoPOopMIICHHE IUIEH3UU
yIJIAaYMBAeTCS TOCYNapCTBEHHas TMONUIMHA B pa3Mepax M TOpSJIKe, KOTOPbIE YCTaHOBIICHBI
3akoHoarenscTBoM Poccuiickoit deneparuu o Haorax u coopax.

INPUJIOXKEHUE

K [losoxenunio o TuIeH3MPOBAHNHU
AeATeJIbHOCTH 10 MPOU3BOACTBY

U TEXHUYeCKOMY 00C/1y’KMBAHUIO

(32 HCKJIIOYEeHMEM CJIy4as,

€CJIM TeXHHYeCKoe 00CyKUBaHue
OCYIECTBJISACTCS A5 o0ecnedeHnst
COOCTBEHHBIX HYK/I OPUAHYECKOr0 JUIIA
WJIM HHAUBHAYAJIBHOIO NPeANPHHAMATEJI)
MeIMUMHCKON TeXHUKHU

Ilepevenn
BbIIMOJIHAECMbIX paﬁoT, OKa3bIBA€MBIX YCIYI' B COCTaB€ NE€ATEC/IbHOCTH 110 IIPOU3BOACTBY U
TEeXHUYECKOMY 00CTY:KUBAHUIO (32 MCKJIIOYEHHEM CJIy4asi, eCJIM TeXHUYecKoe 00CIyKUBaHUe
OCyIECTBJAACTCA AJIsL ob0ecrneyeHus1 COOCTBEHHBIX HYKA OPUANYCCKOIo JiMia Uil HHIAUBUAYAJIBHOI'O
npeanpuHUMAaTe/Isl) MeIMIMHCKON TeXHUKHU

1. ITpon3BOICTBO MEAUIIMHCKON TEXHUKH.

2. B dYacth TEXHHYECKOTO OOCITY>KMBaHUS (32 HCKIIOYEHHEM Cllydas, €Cld TEeXHHUYeCKOe
0o0CITy>)KMBaHUE OCYIIECTBISIETCST I 0OecreueHrss COOCTBEHHBIX HYXKJ HOPHIWYECKOTO JIUIA WIH
WHJUBUIyaJIbHOTO MPEAITPUHUMATEINS) MEIUIIMHCKON TEXHUKU:

a) TEXHUYECKOe OOCITY)XMBaHHE CIEAYIOIHUX TPYyNI MEIUIMHCKONM TEXHUKH Kilacca 2a
MOTEHIIUAIBHOTO pUCKa MPUMEHEHUS:

OPTOMNETUICCKIE METUITMHCKUE U3IEITHS;

racTPOIHTEPOJIOTUUECKUE MEIULIMHCKUE U3/1EIINS;

peabMIMTaIMOHHBIE U aIaITUPOBAHHBIE /11 MHBAIUIOB MEUITUHCKHUE U3/ICITHS;

MEIUIIUHCKUE U3JEHS IS IIACTUYECKON XUPYPrUuH, I€PMATOJIOTUU U KOCMETOJIOTHH;

BCIIOMOTAaTeNIbHBIE B 00IIE00IbHUYHEIC METUIIMHCKUE W3S,
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CTOMATOJIOTUYECKUE MEIULIMHCKUE U3IENHNS;

aHECTe3UOJIOTUYECKNE U  PECHUPATOPHbIE MEAMLIMHCKUE U3Jenus (MOHMTOPBI, CHCTEMBI
MOHMTOPHUPOBAHUS AHECTE3UOJIOTMUECKUE, PECITUPATOPHBIE);

HEHpOJIOrnuecKne MEeJUIMHCKIE U3/1EHs;

CEpJICYHO-COCYIUCThIE MEIULMHCKHE U3Aenus (MEAMLMHCKUE U3JeNUs [ ONpe]esIeHus
(U3NOJOrMUECKUX IapaMeTpoB, KapTHUPOBaHMUSA Ceplla, MOHHMTOPbI, CHUCTEMbl MOHUTOPHUPOBAHUS
KapAMOJIOTMYECKHUE U COITYTCTBYIOLIUE U3AEINUA);

o(TanbMONOrHYECKHEe MEIULIMHCKUE U3IEIINS;

MEAMLMHCKHUE U3/1ETHS 111 OTOPUHOJIAPUHI OJIOTUH;

(bu3noTepaneBTUYECKUe MEIUIIMHCKIE U3/1EIHS;

MEIUIUHCKUE M3ACTHs A In Vitro JMarHOCTHKH (3aperHCTPUPOBAHHBIE B YCTaHOBIEHHOM
IIOPsiJIKE B COOTBETCTBUM C aKTaMH, COCTAaBJIAIOLIMMH IIpaBo EBpa3uiickoro s5KOHOMHUYECKOT0 CO03a, WU
3akoHozarenscTBOM Poccuiickoit denepanun);

0) TexHHUUECKOe OOCIIy)KHBaHUE I'PYII MEIUIMHCKON TEXHUKH Kjacca 20 MOTEHLUUAIBHOTO PUCKA
IPUMEHEHHUS:

XUPYPrUYecKre HHCTPYMEHTHI, CHCTEMBbI U COITYTCTBYIOIIME MEAUIIMHCKUE U3/1ETHS;

CEpJICYHO-COCYIUCThIE MEAUIIMHCKUE M3JAENUs (32 HCKIIOYECHHUEM MEIUIMHCKUX W3JeNUi is
ornpeneneHuss  (U3UOJIOIMYECKMX  IapaMeTpoB, KapTUPOBaHHS  CepAla, MOHUTOPOB, CHCTEM
MOHHUTOPHUPOBAHUS KapIUOJOTUYECKUX U COIMYTCTBYIOLIUX U3/ETU);

MEIUIUHCKUE W3NS 1151 MAHUIYJISLUNA, BOCCTAHOBJIEHUS TKaHEH, OPraHOB YEJI0BEKa;

MEAMIMHCKUE U3/1EIHS JJIs aKylepCcTBa U TUHEKOJIOTUH;

aHEeCTe3UOJIOTUYECKUE M PECIUPATOPHbIE METULMHCKUE U3JeNus (32 UCKIIOUEHHEM MOHUTOPOB,
CUCTEM MOHUTOPUPOBAHUS aHECTE3HOJIOTMUYECKHX, PECIIUPATOPHBIX );

paTuOJIOTHUECKUEe MEIUIUHCKHEe W3Aeaus (B 4YacTH OOOpYAOBaHUS I YJIbTPa3BYKOBOTO
WCCJIEIOBAHMUS);

paznoIOruYeCcKue MEIMUILIMHCKHE U3JIENHS (B 4acTH ramMma-JInarHoCTU4eCKoro,
ramma-TeparneBTHUeCKOro o0opy10BaHUS M SMUCCUOHHON TOMOTpadun);

paIOJIOTHUECKUEe MEIUIMHCKHE M3/enus (B 4acTu 0OOpYyJOBAaHUS JUII MarHUTHO-PE30HAHCHOMN
TomMorpadun);

paIuoIOrHUeCKUe MEAUIIMHCKUE U3/1eHs (B 4acTH 000pYyJOBAHUS ISl pEHTTEHOTEPAINH);

paaMoOIOrMYecKHe MEIULUHCKUE W3/enus (B YacTU PEHTT€HOBCKOTO O00OpyAOBaHUSA  JUIS
KOMITbIOTEPHOM ToMorpaduu U aHruorpadun);

paaMoIOrMYecKre MEIUIMHCKUE u3Aenus (B 4YacTH OO0OpynoBaHHUsS [ peHTreHorpadpuu u
PEHTI'€HOCKOIINN);

B) TEXHHUYECKOE OOCTY>KMBaHWE TPYII MEIUIIMHCKOM TEeXHHUKH Kjacca 3 MOTEHIUAIbHOIO pUCKa
IIPUMEHEHHUS:

YpOJIOTUYECKHE MEAUIIMHCKIE U3/1ETHS;

MEIUIUHCKUE U3eNus, IpeIHa3HaueHHbIe 171 adepesa.
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