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NMPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 8 ABI'YCTA 2023 I". Ne 1293
MOCKBA

O BHECEHUWN U3MEHEHUI B MPUIOXKEHME K MOCTaHOBAeHWIO MpaBuTenscTBa Poccuiickon degepauum ot 17
nmonsa 2015 r. Ne 719

MpaBuTenbcTBO Poccuinckon degepalimm NOoCTaHOBASET:

1. YTBepauTh Npuiaraemole U3MeHeHUs, KOTOpble BHOCATCA B MPUJIOXKEHWE K NMOCTaHOBJIEHUIO
MpasuTenbcTBa Poccuinckon Pepepaumm oT 17 miona 2015 r. Ne 719 "O noaTBEp)XAEHUN MPOU3BOACTBA
NPOMBILLNEHHOW NPOAYKLIMW Ha TeppuTopun Poccunckon Pepepaunn” (CobpaHne 3akoHoLaTebCTBa
Poccunckon ®egepaumm, 2015, Ne 30, ¢T. 4597; 2016, Ne 33, cT. 5180; 2017, Ne 21, cT. 3003; Ne 40, cT.
5843; 2021, Ne 1, cT. 107; 2023, Ne 1, cT. 319).

2. YCTaHOBWTb, YTO BblAaHHbIE MUHMCTEPCTBOM MPOMbILLIEHHOCTY 1 TOProBaun Poccninckon demepaunm oo
BCTYMNEHNA B CUJY HAaCTOALLEr0 NOCTAaHOBNEHNS 3aK/II0YEHNS O MOATBEPXKAEHUN NPOM3BOLACTBA
MPOMbILLAEHHON NPOAYKLUN Ha TeppuTopun Poccuinckon ®enepauumn B OTHOLWEHUN NPOAYKLNN,
BKJItO4EHHOW B pa3gen VII npunoxxeHnsa K noctaHosaeHuto MNpasuTenscTea Poccuinckon depepauum ot 17
niona 2015 r. Ne 719 "O noaTeep>XAeHNM MPON3BOACTBA MPOMBbILLIEHHON MPOAYKLMM Ha TEPPUTOPUN
Poccuinckon ®degepaunn”, 4ENCTBUTENbHbI 0 OKOHYaHNS YCTAaHOBIEHHOI0 CPOKa MX AENCTBMA.

3. HacTosLee nocTaHOBJIEHNE BCTYMNAET B CUJTY MO UCTEYEHUM 2 MeCsLLEB CO HA ero ouLunanbHOro
onybnKoBaHus.

Mpencenatens MNpaBuTensCTBa
Poccuinckon ®epepaumnm M.MuwyCcTmH

YTBEPXXLEHbI

nocTaHoBsieHeM lNpaBUTeNbCTBA
Poccuinckon ®epepauun

oT 8 aBrycta 2023 r. Ne 1293

W3MEHERHWA,
KOTOpble BHOCATCA B MPWUIOXKEHUNE K MocTaHoBIeHuto MpaBuTenscTsa Poccuinckon Penepaumm ot 17 niona
2015r. Ne 719

1. B pa3gene VI:

a) nocne no3nuun, Knaccugpuumnpyemon kogom no OK 034-2014 (KMEC 2008) 32.99.11.160, pononHnTbL
No3nUUAMUN CIefYIOLLEro COAepXaHna:

"26.60.13.120AnnapaTbl MUKPOBOHOBOW TepanUMHaAMYnE Y IOPUANYECKOr0 AnLLa - HAJIOrOBOr0 pe3naeHTa
CTpaH - 41eHoB EBPa3nMinCcKoro 3kKOHOMUYECKOro COl03a NPaB Ha TEXHUYECKYI0 LOKYMEeHTauUuo Ans
NPoM3BOLCTBa COOTBETCTBYIOLLEN NPOAYKLMUN HA CPOK HE MeHee 5 neT;

Hanu4yme Ha TEPPUTOPUUN OLHOW U3 CTPaH - 41eHOB EBPa3MNCKOro 3KOHOMUYECKOro COl03a CEPBUCHOMO
LeHTpa, YNOoJHOMOYEHHOr0 OCYLLEeCTBAATb PEMOHT, MOC/ENPOAaXXHOE U FrapaHTUinHoe 0bCnyXnBaHue
COOTBETCTBYIOLLEN NPOAYKLNN;
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Haau4yme y NpeanpuaTus - 3roToBMTENS COOTBETCTBYIOLLEN NPOAYKLMM NOAPa3AeeHNS HayYHO-
NCCNeNOBaTENIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT Ha Tepputopun Poccninckon Genepaunn;
Ha/n4me NOKYMEHTaIbHOro NOATBEPXKAEHNS BHELPEHNS B MPOM3BOACTBO FOTOBOr0 MeAULIMHCKOrO
n3genns (3asBnsemMoro HauMeHoBaHWS ToBapa), NOJlYYEHHOr0 B pe3y/ibTaTe BbINOJHEHUS NOAPa3Ae/IEHNEM
npeanpuaTUa-M3roToBUTENS HAay4YHO-UCCeA0BaTENbCKUX N OMbITHO-KOHCTPYKTOPCKUX paboT (Hanmyne
pPerncTpaLmoHHOro y40CTOBEPEHNSA Ha pa3paboTaHHOe 1 BHEAPEHHOE B MPOM3BOACTBO FOTOBOE
MeONLUHCKoe nsgenne (3asBnsemoe HanMeHOBaHWe ToBapa);

Haau4ne y NpeanpuaTUs-n3roToBUTENS UCKTIOYUTENIbHOIO NPaBa Ha TOBAPHbLIN 3HaK, CAy)XallWMin ans
UHAMBUOYANN3aLMM NPOAYKLMW, UK NPaBa UCMoJb30BaHNS TOBApPHOro 3Haka, npaBoobnanatenem
KOTOPOro SBASETCA OpMANYECKOe L0 - HAa0roBbin pesnaeHT Poccunckon ®efepaumm, He HaX04ALLNACS
nojg KOHTPOJIEM MHOCTPAHHOIO FOCYAaPCTBa, U (Man) MeXxayHapoaHOW opraHm3aunn, n (nam)
WMHOCTPaHHOIO IOPUANYECKOro AN PU3NYecKoro amua, 1 (Mam) MHOCTPaHHOWM CTPYKTYpbl 6e3 0bpa3oBaHus
IOPMANYECKOro AnLa

(MpW HanM4YMM TOBaApHOro 3HakKa);

HaJIn4Me Hay4HO-NPOM3BOACTBEHHON Ba3bl (COBCTBEHHOW NI KOHTPAKTHOW), PaCMO0XXEHHON

Ha TEPPUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3mMinckoro sKOHOMMYECKOro Coto3a U Heobxogmmon ans
pa3paboTKu 1 NPOU3BOACTBA NPOAYKLNN;

HaAn4yme y 3asBUTENS NpaB Ha NporpaMMHoe obecneyeHne, BbINOJHALLEE OCHOBHOE (PYHKLMOHANbHOE
Ha3HaYyeHme NPoayKLNN;

Haan4yme y 3asBUTENS CUCTEMbl MEHE)KMEHTA KayeCTBa KOMMaHUK, CEPTURNLIMPOBAHHOM

B cooTBeTCTBUM C TpeboBaHusmu MOCT ISO 13485-2017;

BCE KOPMNyCHble AeTanu, 3a CKoYeHNEM OUTUHIOB, NCMOJIb3yeMble N5 U3rOTOBAEHUS Kopryca
OCHOBHOI0 6710Ka B cbope, LOMKHbI ObITb NPON3BELEHLI HA TeppUTOpUK Poccuinckon ®epepaunmn (aaHHoe
TpeboBaHNe He MPUMEHSAETCS K 3a89BUTENSAM, FOA0BOM 06beM CEPUINHOCTM NPOAYKLUN KOTOPLIX 3a
npeabaywmin KaneHgapHbii roa coctaBnseT meHee 300 eguHmuy);

MOHTa>X 3/IEKTPOHHbIX KOMMOHEHTOB Ha NMeYvaTHble NnaTbl B Poccuinckon Genepauun B obbeme,
coctasnsowem 100 npoueHTOoB;

BbIMOJIHEHWE CNEeAYLNX TEXHOOMMYECKIMX onepaLmii Ha TeppuTopumn Poccuinckon depepaunu:
pa3paboTka npoayKLmK;

cbopka npoaykuunu;

npoBepka PyHKLMOHAbHOCTY NPOAYKLINN;

3arpyska v KOHUryprnpoBaHme pyCCKOA3bIYHOr0 MporpaMMHoOro obecneyeHms;

ynaKoBKa npoayKkuuu;

NCMNOJIb30BaHMEe COCTaBHbIX YacTel (KOMMNAEKTYIOWMX), MPON3BEAEHHbIX Ha TeEPPMTOPUN Poccuinckon
depepauunm, 1 BEINOJIHEHNE Ha TeppuTopum Poccuinckon ®efepaumm cnefyowmnx TEXHOOMMYECKMX
onepaumin (ycnosun):

MCMo/b30BaHWe Npu NPon3BOACTBE NPOAYKLMMN COCTAaBHbIX YaCTEN, N3rOTOBJIEHHbLIX Ha TEPPUTOPUM
Poccuinckon ®epepaummn (Tpebyetcs Hannyme NCNoOAbL30BaHUSA MUHUMYM OLHON COCTaBHOW YacTu

Mo KaXK4oMy NYHKTY AJ15 NOJlyYeHMs COOTBETCTBYIOLLEro KoanyecTa 6annos):

npoyne cocTaBHble YacTu (15 6annos);

N3roToBNIEHNE Ha TeppuTopun Poccniickon degepaunm nam NCnoab3oBaHNe N3roTOBAEHHbIX

Ha TeppuTopun Poccuinckon ®enepaum CoCTaBHbIX YacTen Npu Npon3BoACTBe Npoaykummn (TpebyeTcs
HaiM4ne MMHUMYM OHOWN e ANHWLbI MO KaXXA0MY MYHKTY A1 NOoyYeHNs1 COOTBETCTBYIOLLEr0 KOJIMYeCTBa
6annos):

Kopnyc oCHoBHOro 61oka B cbope (25 6annos);

kabenu (15 6annos);

nnatbl B cbope (25 6annos);

nporpamMMHoe obecrneyeHmne, BbIMOHSAOLLEE OCHOBHOE (DYHKLMOHANbHOE Ha3HavYeHne nNpoayKumm,
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3aperncTpupoBaHHoOe B eIHOM peecTpe POCCUNCKUX NPOrpaMM A5 3NEeKTPOHHbBIX BbIYNCNTENbHbIX
MaLUMH 1 6a3 OaHHbIX (15 6annos);

Hay4HO-NCCnefoBaTeNbCkme 1 (Mam) oNbITHO-KOHCTPYKTOPCKME paboTbl, peannsyemMbie pOCCUACKUMU
IopUANYeCcKMMIM NuuamMn Ha Tepputopumn Poccrninckon depepauinn:

obbeM 3aTpaT Ha Hay4YHO-UCCnefoBaTebCKMe 1 (M) ONbITHO-KOHCTPYKTOPCKMe paboThl cocTasnseT 1
6ann 3a kaxable 0,17 npoueHTa rogoBoro obbema 3aTpaTt cybbekTa AeaTeNbHOCTM B chepe
MPOMBILLNEHHOCTY Ha HaY4YHO-NCCNef0BaTENbCKME U (M) OMNBITHO-KOHCTPYKTOPCKME paboThl, MOHECEHHbIX
Ha TeppuTopumn Poccuiickon defepalum B NpefbiayLlemM KaleHhapHOM rogy, B obwem o6beme BbipyyKu
cybbekTa AeaTeNbHOCTM B Ccpepe MPOMbILLAEHHOCTW 3a NPeablAyLLNA KaneHaapHbIi rog, Ho He 6onee 20
6annos

26.60.13.130AnnapaTbl BbICOKOYACTOTHOW

N HN3KOYaCTOTHOWN TepanuuHaanyine y opuanyeckoro aunua - HaJoroBoro pesnieHTa CTpaH - YJ1eHOB
EBPa3ninCcKoro 3KOHOMMYECKOr0 COl3a NPaB Ha TEXHNYECKYIO OOKYMEHTaumMio s Npon3BoacTea
COOTBETCTBYHOLLEN NPOAYKLMMN Ha CPOK HE MeHee 5 neT;

HaJiyne Ha TeppPUTOPMM OLHOW U3 CTPaH - 41eHOB EBPa3ninCKoro 3KOHOMUYECKOro COt03a CEPBMCHOMO
LEHTpPa, YNOJHOMOYEHHOM 0 OCYLLECTBASATb PEMOHT, NMOC/ENPOAAXKHOE W rapaHTUIHOe 06CnyXMBaHNe
COOTBETCTBYIOLLEN NPOAYKLMK;

Haim4ne y NpeanpuaTus - U3roToBMUTEA COOTBETCTBYIOWEN NPOAyKLUN NoApa3aeneHna Hay4yHo-
NCCNenoBaTENIbCKNX U OMbITHO-KOHCTPYKTOPCKMX paboT Ha Tepputopun Poccninckon Genepaunu;
Ha/Myne JOKyMEHTaslbHOr0 NOATBEP)KAEHNS BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MEANLIMHCKOrO
n3genns (3asaBnsaemMoro HauMeHoBaHMs ToBapa), NOJYYEHHOro B pe3ybTaTe BbiNOJHEHUSA NOApa3Ae/eHneM
npeanpuaTUA-M3roToBUTENS HAay4YHO-UCCeA0BaTENbCKUX U OMbITHO-KOHCTPYKTOPCKUX paboT (Hanndne
PerncTpaLmoHHOro y40CTOBEPEHNA Ha pa3paboTaHHOe 1 BHEAPEHHOE B MPOM3BOACTBO FOTOBOE
MeONLUHCKoe n3genne (3asBnsemoe HanMeHOBaHWe ToBapa);

Hasm4ne y NpeanpuaTusa-u3roToBUTENS UCKIOYNTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
UHAMBUAOYANN3aLMM NPOAYKLMMW, UK NPaBa UCMOJb30BaHWS TOBApPHOro 3Haka, npaBoobnanatenem
KOTOPOro SBASETCA IOPMANYECKOE JINLO - HAJIOrOBbIN Pe3NAEHT

Poccninckon ®degepaumm, He HaXo4AWNACA NOA KOHTPOJIEM MHOCTPAHHOIO rocyaapcTsa, v (nan)
MeXXAYHapOo4HOW opraHm3auunn, n (Man) MHOCTPAHHOMO IOPUANYECKOr0 UK (PU3NYECKOro finua,

1 (M) NHOCTPaHHOM CTPYKTYpPbl 6e3 06pa3oBaHNS OPUANYECKOrO LA

(Npw HaNM4YMM TOBAPHOIrO 3HakKa);

HaJIM4mne Hay4HO-NPOM3BOACTBEHHON Ba3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XKEHHON

Ha TEPPUTOPUN OLHON U3 CTPaH - YneHoB EBpa3nMinckoro 3KOHOMMYECKOro Coto3a 1 Heobxoaumon

Ansa pa3paboTky 1 NPon3BOACTBa MPOAYKLMN,

Ha/n4yme y 3asBUTENS NpaB Ha NporpaMMHoe obecneyeHne, BbINOJIHALLEE OCHOBHOE (PYHKLMOHANbHOE
Ha3HaYyeHme NPoayKLNN;

Hasm4ne y 3adBUTENSA CUCTEMbI MEHEA)KMEHTA Ka4yeCcTBa KOMMaHMK1, CepTUULNPOBaHHON

B COOTBETCTBUM C TpeboBaHusmu MOCT ISO 13485-2017;

BCE KOPMNyCHble AeTann, 3a CKoYeHNEM UTUHIOB, NCMOJIb3yeMble A5 U3rOTOBAEHUS Kopryca
0CHOBHOIo 6710Ka B cbope, HO/MKHbI ObITh NPON3BEEHLI HA TeppuTOopUK Poccuinckon ®epepaunn (aaHHoe
TpeboBaHNe He MPUMEHSETCS K 3a89BUTENSAM, FOA0BOM 06beM CEPUINHOCTM NPOAYKLUN KOTOPLIX 3a
npeabaywmin KaneHgapHbii roa coctaBnseT meHee 300 eguHmu);

MOHTa>X 3/IEKTPOHHbIX KOMMOHEHTOB Ha NeYvaTHble NnaTbl B Poccuinckon Genepauun

B 06beme, cocTasnsowem 100 NnpoueHTOoB;

BbIMONIHEHME CNeayoLnX TEXHONOrMYeCKX onepaumin Ha Tepputopum Poccmnckon ®epepaunu:
pa3paboTka npoayKLmu;

cbopka npoaykuUunu;

npoBepka PyHKLMNOHAIbHOCTY NPOAYKLINN;
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3arpyska v KOHUryprpoBaHme pyCCKOA3bIYHOr0 MPOrpaMMHOro obecneyeHmns;

ynaKoBKa NpoayKuuu;

NCMNOJIb30BaHMe COCTaBHbIX YacTen (KOMMNAEKTYOWMX), MPON3BEAEHHbIX HAa TEPPMTOPUN Poccunckon
depepaunm, 1 BEINOJHEHNE Ha TeppuTopumn Poccuinckon ®efepaumm cnefyowmnx TEXHOIOMMYEeCKMX
onepaumin (ycnosun):

MCMNob30BaHNe Npu NPon3BOACTBE NPOAYKLMMN COCTAaBHbIX YaCTEN, N3roTOBJIEHHbLIX Ha TEPPUTOPUM
Poccuiickon ®epepaumm (TpebyeTca Hann4me MCnNosib30BaHUS MUHUMYM OLHOW COCTABHON 4acTu No
KaXX4oMY MYHKTY 015 MONYYEHUS COOTBETCTBYIOLLErO KOIMYeCTBa BannoB):

npoyne cocTaBHble YacTu (15 6annos);

M3roToB/IEHNE Ha TeppuTopun Poccrminckon deaepalny UAN NCMOb30BaHNE N3MOTOBIEHHbIX

Ha TeppuTopun Poccuinckon ®enepaum CoCTaBHbIX YacTel Npu NPon3BOACTBe Npoaykummn (TpebyeTcs
HaJM4ne MMHUMYM OQHOWN e ANHWLbI MO KaXXAO0MY MYHKTY A1 NOoAyYeHNs COOTBETCTBYHOLLEro KOMYecTBa
6annos):

Kopnyc oCHoBHoro 61o0ka B cbope (25 6annos);

kabenn (15 6annos);

nnatbl B cbope (25 6annos);

nporpamMmMHoe obecrneyeHue, BbIMOJHAIOLLEE OCHOBHOE (hYHKLIMOHAIbHOE Ha3HaYeHne npoayKLmm,
3aperncTpuMpoBaHHOE B €MIHOM PEECTPEe POCCUNCKMX MPOrpaMM AJ18 SJIEKTPOHHbBIX BEIYNCANTESbHbIX
MaLUUH 1 6a3 faHHbIX (15 6annos);

Hay4HO-MccnenoBaTeNbCKME N (UNKN) OMbITHO-KOHCTPYKTOPCKNE paboThl, peannlyeMble POCCUNCKUMMA
IopUANYeCcKMMIM NnuLamMn Ha Tepputopumn Poccrninckon depepauinn:

obbeM 3aTpaT Ha Hay4YHO-UCCnefoBaTebCKMe 1 (M) ONbITHO-KOHCTPYKTOPCKME paboThl cocTasnseT 1
6ann 3a kaxable 0,17 npoueHTa rogoBoro obbema 3aTpaTt cybbekTa AeaTeNbHOCTM B chepe
MPOMBILLIEHHOCTY Ha HaY4YHO-NCCNefoBaTeNbCKME U (M) OMNbITHO-KOHCTPYKTOPCKME paboThl, MOHECEHHbIX
Ha TeppuTopumn Poccuickon ®enepaunm B NpelblAyLLIEM KaJeHAapHOM roay, B obLieM o6beme BbIpyUKM
cybbekTa AeaTeNbHOCTM B Ccpepe MPOMbILLAEHHOCTY 3a NpeabIAyLnA KaneHaapHbIi rog, Ho He 6onee 20
6annos

26.60.13.150AnnapaTbl y1bTPa3BYKOBOW TepanUMHaINYme y opnanyeckoro anua - HaaoroBoro pe3naeHTa
CTPaH - Y1eHoB EBpa3ninCKoro 3KOHOMUYECKOr0 COt03a NMpaB Ha TEXHUYECKYI0 AOKYMEHTaLuo Ans
NpOM3BOLACTBA COOTBETCTBYOLLEN NPOAYKLMMN HA CPOK HE MeHee 5 neT;

HaJinyne Ha TeppPUTOPMM OLHOW U3 CTPaH - 41eHoB EBPa3ninCKoro 3KOHOMUYECKOro CO03a CEPBMCHOMO
LEeHTpa, YNOJIHOMOYEHHOI0 OCYLLECTBASATb PEMOHT, MOCAENPOAAXKHOE U rapaHTMinHoe 0bCcnyXmBaHme
COOTBETCTBYIOLLEN NPOAYKLMY;

Ha/nyne y NpeanpuaTuns - U3roToBMUTENA COOTBETCTBYIOWEN NPOAyKLUN NoApa3aeneHns Hay4yHo-
NCCNepoBaTeNbCKMNX U OMbITHO-KOHCTPYKTOPCKUX paboT Ha Tepputopumn Poccuinckon ®eaepauuu;

HaJnyne LOKYMEHTaIbHOr0 NOATBEP)KAEHNS BHEAPEHUS B MPOU3BOACTBO FOTOBOr0 MeANLIMHCKOrO
n3genns (3asaBnsemMoro HauMeHoBaHNS ToBapa), NOJY4YEHHOr0 B pe3ybTaTe BbINOJHEHUSA NO4PA3AEeHNEM
npennpuaTnAaA-m3roToBnTeNa Hay4Ho-nccnenoBaTesIbCKUX

N OMbITHO-KOHCTPYKTOPCKMX paboT (Hanu4me perncTpaLMoHHOro yaoCTOBEPEHNS

Ha pa3paboTaHHOEe 1 BHeAPEHHOE B MPOM3BOACTBO FOTOBOE MEANLIMHCKOE N3aenne

(3aaBnsemMoe HaMMeHOBaHMe ToBapa);

Haim4ne y NpeanpuaTusa-u3roToBUTENS UCKIIOYUTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
UHAMBUOYANN3aLMM NMPOAYKLMW, UK NPaBa UCMoJb30BaHNS TOBApPHOro 3Haka, npaBoobnanatenem
KOTOPOro SBASETCA OpMANYECKOe L0 - HAa0roBbin pesnaeHT Poccunckon ®efepaumm, He HaXo4ALLNACS
nojg KOHTPOJIEM MHOCTPAHHOIO FOCYAapPCTBa, U (Man) MeXxayHapoaHOW opraHm3aunn, n (nam)
WMHOCTPaHHOIO IOPUANYECKOTro AN PU3nN4eckoro amua, 1 (Mam) MHOCTPaHHOW CTPYKTYpbl 6e3 obpasoBaHus
IOpPMANYECKOro nnua

(MpW HanM4YMKM TOBaApHOro 3HakKa);
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HafMyne Hay4YHo-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACNO0XXEHHOM

Ha TeppPUTOPUN OLHON U3 CTPaH - YneHoB EBpa3Minckoro 3KOHOMMYECKOro Coto3a 1 Heobxoaumon

Ans pa3paboTKn U NPon3BOACTBa NPOAYKLMK;

HaJnyne y 3a8BUTENS NMpaB Ha NporpaMMHoe obecneyvyeHune, BbINOJHAOLLEE OCHOBHOE (hYHKLIMOHAIbHOE
Ha3Ha4yeHme NPoayKLNN;

Hann4yme y 3asBUTENS CUCTEMbl MEHEI)KMEHTA KayeCTBa KOMMNaHUK, CEPTURNLIMPOBAHHOM

B cooTBeTCTBUM C TpeboBaHusamm MOCT ISO 13485-2017;

BCE KOPMYCHble AeTann, 3a UCKYEHNEM UTUHIOB, UCMOJIb3yEMbIE A1t U3rOTOBJIEHNS KOpMycCa
OCHOBHoOro 6sioka B cbope, A0/MKHbI BbITb NPOM3BEAEHbI Ha TeppuTopumn Poccuinckon deaepaunn (LaHHoe
TpeboBaHMe He MPUMEHSAETCA K 3aA9BUTENSAM, FOA0BOM 06beM CEPUINHOCTM NPOAYKLUN KOTOPLIX 3a
npegbiaywmin KaneHgapHbii roa coctasnseT meHee 300 eguHmu);

MOHTa>X 3/IeEKTPOHHbIX KOMMOHEHTOB Ha NeYvaTHble NnaTbl B Poccuninckon Genepauun

B 06beme, cocTaBnsitoweMm 100 NpoLEHTOB;

BbIMOJIHEHWE CNEeAYOLLNX TEXHOOMMYECKIMX OnepaLmnii Ha TeppuTopumn Poccrinckon ®depepaunn:
pa3paboTka NpoayKLumu;

cbopka npoaykunu;

nposepka PyHKLMOHANbHOCTY NPOAYKLNN;

3arpyska v KOHUryprpoBaHme pyCCKOA3bIYHOr0 MPOrpaMMHOro obecneyeHmns;

ynaKoBKa NpoayKuuu;

NCMonb30BaHNe COCTaBHbIX YaCTeN (KOMMIEKTYOLWMX), MPON3BEeAEHHbIX Ha TEPPUTOPUN POCCUMIACKON
depepaumm, 1 BbINOJHEHNE Ha TeppuTopumn Poccuinckon deagepaunn Cnegyowmx TEXHONOr NYECKNX
onepaumin (ycnosun):

MCMNOob30BaHNe Npu NPON3BOACTBE NPOAYKLIMMN COCTAaBHbIX YaCTEN, N3roTOBJIEHHBLIX HA TEPPUTOPUM
Poccuinckon ®epepaummn (Tpebyetcs Haanyme NCNoabL30BaHNA MUHMMYM OLHON COCTaBHOW YacTu MNo
KaXXA0oMY MYHKTY A5 NONYYEHUS COOTBETCTBYIOLENO KOMYeCTBa BannoB):

npoyne cocTaBHble YacTu (15 6annos);

N3roTOBJIEHNE Ha TeppuTopun Poccninckon deaepalnn AN NCMOb30BaHNE N3rOTOBJIEHHbIX

Ha TeppuTopun Poccuinckon ®enepaum CoCTaBHbIX YacTen Npu NPon3BOACTBe Npoaykummn (TpebyeTcs
HaM4yne MMHUMYM O4HOWN eANHWLbI MO KaXXAO0MY MYHKTY A4 NOyYeHNs COOTBETCTBYIOLLEro KOMYecTBa
6annos):

Kopnyc oCHoBHoro 61o0ka B cbope (25 6annos);

kabenn (15 6annos);

nnatel B cbope (25 6annos);

nporpamMMHoe obecrneyeHmne, BbIMOMHSAOLLEE OCHOBHOE (DYHKLMOHANbHOE Ha3HaYeHe NpoayKumm,
3aperncTpuMpoBaHHOE B €MHOM PEECTPE POCCUNCKMX MPOrpaMM LS8 SIEKTPOHHbBIX BbIYNCANTESbHbIX
MaLUMH 1 6a3 faHHbIX (15 6annos);

Hay4YHO-UCCNenoBaTENbCKME U (MJIN) OMBITHO-KOHCTPYKTOPCKME paboThl, peasimlyeMble POCCUACKUMN
IOPUANYECKMMIN NULAMN Ha TeppuTopun Poccniickon depepaunn:

0bbeM 3aTpaT Ha Hay4YHO-UCCNenoBaTENbCKME U (M) OMbITHO-KOHCTPYKTOPCKME paboThl cocTasnseT 1
6ann 3a kaxable 0,17 npoueHTa rogoBoro obbema 3aTpaTt cybbekTa AeATENbHOCTM B Chepe
MPOMbILLJEHHOCTM Ha Hay4YHO-UCCIef0BaTENbCKME U (M) ONbITHO-KOHCTPYKTOPCKNE paboTbl, MOHECEHHbIX
Ha TeppuTopumn Poccuinckon ®epepaunm B NpelblayLLIEM KajeHAapHOM roay, B obLieM o6beme BbIpyyKM
cybbekTa gesTeNbHOCTN B chepe NPOMbILLIEHHOCTY

3a NpeabiayLWwmnin KaneHaapHbii roa, Ho He 6bonee 20 6annos

26.60.13.160AnnapaTbl MarHUToTEPaNnUUHaINYMe y IOPUONYECKOro nLa - HaNo0roBoro pesnaeHTa CTpaH -
YyieHoB EBpa3ninCKoro 3KOHOMNYECKOr0 COt03a NpaB Ha TEXHUYECKYI0 AOKYMEHTaLUMIo 419 Npon3BOACTBa
COOTBETCTBYIOLLEN NPOAYKLMM Ha CPOK He MeHee 5 neT;

HaM4mMe Ha TEPPUTOPUM OLHOM N3 CTPaH - YNeHOB EBPa3nMinCcKoOro 3KOHOMUYECKOro Co3a CEPBUCHOr0
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LEHTpPa, YNOJHOMOYEHHOM 0 OCYLLECTBASATb PEMOHT, NMOC/ENPOAAXKHOE W rapaHTUIHOe 06CyXXMBaHNe
COOTBETCTBYIOLLEN NPOAYKLMK;

Hain4ne y NpeanpuaTus - U3roToBMUTEA COOTBETCTBYIOWEN NPOoayKLUN Nogpa3aeneHns Hay4yHo-
NCCNenoBaTENIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT Ha Tepputopun Poccuiickon denepaunn; Haamymne
LOKYMEHTaNIbHOr0 NOATBEPXXAEHNSA BHEAPEHNS B MPON3BOACTBO rOTOBON0 MEAULMHCKOro n3genms
(3a8BNS€MOro HaMMeHoOBaHNA ToBapa), NMOJIYYEHHOr0 B pe3y/ibTaTe BbINOJHEHUS NOAPa3AesieHneM
npeanpuaTUA-M3roTOBUTENS HAay4YHO-UCCeA0BaTENbCKUX N OMbITHO-KOHCTPYKTOPCKUX paboT (Hanndne
perncTpaumoHHOro yaocToBepeHns Ha pa3paboTaHHoe

1 BHEAPEHHOE B NMPOM3BOACTBO NOTOBOE MeAULIMHCKOE U3genne (3asaBasgeMoe HaMMeHOBaHMe ToBapa);
Hasm4ne y NpeanpuaTusa-u3roToBUTENS UCKIOYNTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CAyXalnin anas
WHAVBUAYANN3ALUN MPOAYKLMW, UAW NPaBa UCMONb30BaHNSA TOBAapHOr0 3Haka, NpaBoobnagaTenem
KOTOPOro SIBASETCA OpMANYECKOe L0 - HAaoroBbin pesnaeHT Poccunckon ®efepaumm, He HaxXo4ALLNACS
nojd KOHTPOJIEM MHOCTPAHHOIO FOCYAapCTBa, U (Man) MexxayHapoaHOW opraHm3aunn, n (nam)
WMHOCTPaHHOr O OPUANYECKOro N PrU3N4ecKoro nmua, 1 (Mam) MHOCTPaHHOW CTPYKTYpbl 6e3 obpa3oBaHus
IOPMANYECKOro NnLa

(Mpw HaNM4YMM TOBAPHOIro 3HakKa);

HaJIMyMe Hay4Ho-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHON

Ha TEPPUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3Minckoro 3KOHOMMYECKOro Coto3a 1 Heobxoaumon

Ansa pa3paboTky 1 Npon3BoACTBa MPOAYKLMN,

Ha/an4une y 3asBUTENs NpaB Ha NporpamMMHoe obecneyeHne, BbINOJIHAKLLEE OCHOBHOE (hYHKLMOHANbHOE
Ha3HaYyeHune NPoayKLNN;

Hasm4ne y 3adBUTENSA CUCTEMbI MEHEA)KMEHTA Ka4yeCcTBa KOMMaHMKN, CepTUULNPOBaHHON

B COOTBETCTBUM C TpeboBaHusmu FOCT ISO 13485-2017;

BCE KOPMNyCHble AeTann, 3a UCKoYeHNEM UTUHIOB, NCMOJIb3yeMble A5 U3rOTOBAEHUS Kopryca
OCHOBHOro 6Ji0ka B cbope, f0/MKHbI ObITb NPOM3BEAEHbI Ha TeppuTopumn Poccuiickon Peagepaunn (naHHoe
TpeboBaHNe He MPUMEHSETCS K 3a8BUTENSM, rOA0BOM 06beEM CEPUIHOCTM NPOAYKLUN KOTOPLIX 3a
npeablayLwmn KaaeHaapHbln rog coctasnset meHee 300 eguHuL);

MOHTa>X 3/IEKTPOHHbIX KOMMOHEHTOB Ha NMeYvaTHble NnaTbl B Poccuinckon ®enepauun B 0bbeme,
cocTasnsowem 100 NpoLeHTOoB;

BbIMONHEHME CNeayoLWNX TEXHONOrMYeCKMX onepaumi Ha TepputTopum Poccminckon ®epepaunu:
pa3paboTka NnpoayKLmK;

cbopka npoaykuUuu;

npoBepka PyHKLMOHAJIbHOCTY NPOAYKLINN;

3arpyska v KOHGUrypupoBaHue pycckosa3bl4HOMO MPOrpaMMHoro obecneyeHms;

ynaKoBKa npoayKuuu;

NCMNOJIb30BaHME COCTaBHbIX YacTel (KOMMNAEKTYIOWMX), MPON3BEAEHHbIX Ha TeppMTOpUN Poccuinckon
defepaumm, 1 BbINOJHEHNE Ha TeppuTopumn Poccminckon depepaunm Cnegywmx TeXHONOr N4ecKmx
onepauun (ycnosui):

MCNoJSib30BaHMe Npy NPOU3BOACTBE MNPOAYKLIMM COCTAaBHbIX YacTEN, U3rOTOBIEHHbIX Ha TeppUTOpPUA
Poccuinckon ®epepaummn (TpebyeTcs Hannyme NCNoAb30BaHUS MUHMMYM OJHON COCTaBHOW YacTu

Mo Ka)XgoMy NyHKTY A5 MNoayYeHns COOTBETCTBYIOLLEro KoanyecTsa 6annos):

npoyne cocTaBHble YacTu (15 6annos);

N3roToBJIeHNE Ha TeppuTopun Poccniickon degepaunm nam NCNoab30BaHNE N3roTOBAEHHbIX

Ha TeppuTtopumn Poccunckon ®efepaunm COCTaBHbIX YacTeln Npy Npon3BoACTBE npoaykuum (Tpebyetcs
HaJiM4ne MMHUMYM OAHOWN e ANHNLbI MO KaXXA0MY MYHKTY AN NOoYyYeHNs COOTBETCTBYHOLLLEr0 KOJIMYECTBa
6annos):

Kopnyc ocHoBHOro 6soka B cbope (25 6annos);

kabenn (15 6annos);
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nnaTbl B cbope (25 6annos);

LUBENHbIE n3aenmns (B COOTBETCTBUM C HaLMOHAIbHLIM CTaHAapTOM Poccuinckon depepauun

FOCT 17037-2022 "3penns WBeNHbIe U TPUKOTaXKHbIe. TepMUuHbl 1 onpegenerHns”) (4 banna);
nporpamMMHoe obecrneyeHmne, BLIMOHSAOLLIEE OCHOBHOE (DYHKLMOHANLHOE Ha3HaYeHne nNpoayKumm,
3aperncTpupoBaHHOE B eiJHOM peecTpe POCCUNCKUX NPOrpaMM A5 3NEKTPOHHbIX BbIYUCANTENbHbIX
MalUWH 1 6a3 faHHbIX (15 6annos);

Hay4YHO-UCcCnefoBaTebCKME U (M) ONBITHO-KOHCTPYKTOPCKME paboThl, peannlyeMbie POCCUNCKUMU
IopUANYECKUMI NNLAMKN Ha TeppuTopun Poccuinckon ®egepaumm:

0bbeM 3aTpaT Ha Hay4YHO-NCCNenoBaTENbCKME U (MIN) OMBITHO-KOHCTPYKTOPCKME paboThl cocTaBnseT 1
6ann 3a kaxgple 0,17 npoueHTa rogosoro obbema 3aTpat cybbekTa ALeATenbHOCTH B chepe
NPOMBILLIEHHOCTY Ha HaY4YHO-NCCNeNOBATENbCKME U (M) OMBITHO-KOHCTPYKTOPCKMNE paboThl, MOHECEHHbIX
Ha TeppuTopumn Poccuinckon ®enepaum B npeabiayLleM KajieHAapHoOM rogy, B obLiem obbeme BbIpyyKu
cybbekTa AeaTeNbHOCTM B Cpepe MPOMbILLIEHHOCTM 3a NPeablAyLLNA KaneHaapHbIi rof, Ho He 6onee 20
6annos";

6) no3nuun, knaccuguunpyemsle kogamu no OK 034-2014 (KMEC 2008) 26.60.11.111, 26.60.12.132, us
26.60.11.112, 13 26.60.11.113, 13 26.60.13.140, 26.60.11.119, NCKAOYNTb;

B) MocJsie no3mumm, Knaccuguumpyemon kogom no OK 034-2014 (KMEC 2008) u3 28.99.39.152, 4onosHNTb
No3MUMAMU CAeYIOLEero CogepXXaHus:

"26.60.11.111ToMorpadbl KOMMAbIOTEPHBIEHANNYME Y IOPULNYECKOr O JINLLA - HANOrOBOIr0 pe3ngeHTa CTpaH -
4yieHoB EBPa3MnCcKOro 3KOHOMUYECKOro COt03a NpaB Ha TEXHUYECKYIO OKYMEHTaLUMo ANns NPoM3BOACTBa
COOTBETCTBYIOLLEN NPOAYKLMMN HA CPOK HE MeHee 5 neT;

Hanu4me Ha TEPPUTOPUUN OLHOW U3 CTPaH - Y1eHOB EBPa3MNCKOro 3KOHOMUYECKOr0 COl03a CEPBUCHOMO
LEHTpPa, YNOJHOMOYEHHOM0 OCYLLECTBASATb PEMOHT, NMOC/ENPOAAXKHOE W rapaHTUIHOe 06CNyXMBaHNe
COOTBETCTBYIOLLEN NPOAYKLMK;

Hasmyne y Npon3BoaMTeNa No4pa3aeeHnsa Hay4YHO-NCCNef0BaTENbCKNX U OMbITHO-KOHCTPYKTOPCKUX
paboT 1 JOKYMEHTaNbHOr0 MOATBEPXKXAEHUS BHEAPEHMNSA Pe3y/ibTaToB pa3paboToK B MPOM3BOACTBO;
HaJIM4Me Hay4HO-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NIV KOHTPAKTHOW), PACMO0XXEHHON

Ha TEPPUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3nMinckoro 3KOHOMMYECKOro Coto3a U Heobxoaumon ans
pa3paboTKu 1 NPOn3BOACTBa NPOAYKLNN;

Ham4ne y 3adBUTENSA CUCTEMbI MEHEA)KMEHTA Ka4yeCcTBa KOMMaHMK1, CepTUhULNPOBaHHON

B cooTBeTCTBUYM C TpeboaHmaMun MTOCT ISO 13485-2017 nnn 1ISO 13485:2016, pOCCMINCKIMIA OpraH no
cepTUUKaL MM CUCTEMbI MEHEI)XKMEHTA Ka4ecTBa A0/KEH ObiTb aKKPeANTOBAH B HAaLMOHANLHON cucTemMe
aKKpeanTauum B COOTBETCTBUN C PefepalibHbiM 3aKoHOM "0O6 akkpeanTaLunM B HaLMOHaNbHOW CUCTEMe
akkpeguTaumn®;

BbIMONHEHME CNeaYLNX TEXHONOMMYeCKMX onepaLmin Ha TePPUTOPUAX CTPaH - 41eHoB EBpa3minckoro
3KOHOMMYECKOro CoK3a:

cbopka 1 MOHTaXX 3/1eKTPOHHOro 060pyA0BaHNS;

yCTaHOBKa NPOrpaMMHOro obecrneyeHuns, ecam OHO ABASETCA HEOTHEMIEMOW YaCTbio 060pyAOBaHUS;
HacTporka 1 (hyHKLIMOHaNbHOE TeCcTUpoBaHne obopyLoBaHNS;

cbopKa 1 MOHTa)X rOTOBOW MPOAYKLNW;

NnpoBefieHNe TEXHNYECKOr0 KOHTPOIS COOTBETCTBUS TPebOoBaHNAM TEXHNYECKUX YCI0BUIA FOTOBOMO
n3nenus, BKYas NpoBepky 6e30MacHOCTN, NPOBEPKY CUCTEMbI AETEKTOPA, MPOBEPKY MapaMeTpoB
n3obpakeHus;

KOHCEepBaLNs N YNaKOoBbIBaHUE;

MCNoJIb30BaHMe MaTepmasoB POCCMNCKOro Npon3BOACTBA:

KpenexHble n3genus (5 6annos);

NCMNOJIb30BaHNe POCCMNCKUX KOMMOHEHTOB N KOMMIEKTYOLWUX:

cTon nauneHTa (20 6annos);

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 7mn3 35



CMCTEMa apxmBauun 1 nepenayn nsobpakeHuin (15 6annos);

OKHO peHTreHo3awuTHoe (2 6anna);

mMeauumHckaa mebens (1 6ann);

aBTOMaTU3NPOBaHHOe paboyee MeCTO Bpaya KOMMbOTEpPHON ToMorpacum (20 6annos);

LLWT CUIOBOM 3NeKTprYeckuin (8 bannos);

Tenexka oNna nepemelleHuns (Koxyxos, reHTpu) (4 6anna);

ncTovHmKn becnepeborHoro nutaHma (10 6annos);

KoXxyxu (10 6annos);

KonaumaTop (anadparma) (3 6anna);

610k nsnydatens (10 6annos);

n3nyvyaTenb peHTreHoBCKMI (3 6banna);

njaaTa eMKOCTHOro Hakonutens (5 6annos);

WwKag ynpasnenus (5 6annos);

nevyaTHble naaThl (8 6annos);

Hay4YHO-UCCNenoBaTeIbCKME U OMbITHO-KOHCTPYKTOPCKME paboThl (06BbEeM 3aTpaT Ha Hay4Ho-
NCCNenoBaTENIbCKMNE U OMbITHO-KOHCTPYKTOPCKME paboThl, peasnn3yemMble POCCUACKUMU IOPUANYECKNMM
imuammn Ha Tepputopun Poccuinckon ®epepaumm B npegbiayLieM KasleHAapHOM rogy, coctasnseT 1 6ann
3a Kaxable 0,17 npoueHTa o6beMa BbIPYYKM 33 fAaHHOE N3LENNe, HanpaBieHHON Ha peann3aunio Hay4yHo-
NCCNenoBaTeNIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT)

(He bonee 30 6annos);

BbIMOJIHEHWE CNEeAYOLUX TEXHOIOMMYECKMX OnepaLnii:

cbopka reHTpu (5 6annos);

cbopka cTona (4 6anna);

cbopka KoHConM onepaTopa (4 6banna);

YCTaHOBKA CUCTEMHOro nporpaMMHoro obecrnevyeHuns KOMnbioTePHOro Tomorpada (4 6anna);
MPOLLUMBKa KOHTPOJINEPOB FreHTpu 1 cTona (3 6banna);

HacTponka 610ka getekTopos (5 6annos);

IOCTUPOBKaA MJIOCKOCTU BpaLLeHns reHTpu (3 banna);

IOCTUPOBKA LeHTPa CKaHWpoBaHuA reHTpu (3 6anna);

KannbpoBKa CUCTEMbI NONyYeHns nsobpakeHuii (5 bannos);

npoBepka snekTpobesonacHocTn (4 6anna);

HaCTPONKa MeXaHNUYEeCKUX XapaKTepucTuk reHTpu (4 banna);

HaCTPOMKa NPOCTPaHCTBEHHOr0 pa3pelleHus (3 banna);

HaCcTponKa 04HOPOAHOCTY n3obpaxkeHus (3 banna);

nanka (10 6annos);

3NeKTPOMOHTaxX (4 6anna);

cBapka (9 6annos);

noJiyyeHune nokpbiTun (5 6annos);

obpaboTka pesaHunem (4 banna);

opmoobpazoBaHmMe N3 NOAUMEPHbLIX MaTepnanos (7 6annos);

cbopka aBTOMaTM3MpoBaHHOro paboyero mecta nabopaHTta 1 (nnn) Bpada (5 6annos);
cbopka 6noka nsnyyvatens (8 6annos);

HaCTpOMKa CUCTEMbI BU3yaan3aLmm peHTreHOBCKUX n3obpaxxeHun (6 6annos);

npoBepka CKaHMpyeMoro ananasoHa (5 6annos);

npoBepka TOMOorpau4eckon TonLmHbl cpesa (7 6annos);

npoBepka WyMa, cpegHero Yncna KT-eanHuu n ogHopogHocTu (7 6annos);

NpoBepKa TOYHOCTU YCTAHOBOK aHOAHOMO Hanpsh»keHns 1 Toka (10 6annos)

n3
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26.60.11.130Komniniekc

annapaTHO-NPOrpaMMHbIA ONs perncTpaunm

1 06paboTKN PEHTreHOBCKMX

n3obparkeHUnHannyme y Iopnan4eckoro imua - HaaoroBoro pesnaeHTa CTpaH - YieHoB EBpa3uninckoro
3KOHOMWYECKOro COl03a NMpaB Ha TEXHUYECKYI0 OKYMEHTaLMIO 419 MPOM3BOACTBA COOTBETCTBYIOLWEN
NPOAYKLNN Ha CPOK He MeHee 5 neT;

HaJinyne Ha TePPUTOPMM OLHOW U3 CTPaH - 41eHOB EBPa3nincKoro 3KOHOMUYECKOro CO03a CEPBMCHOMO
LEeHTpa, YNOJIHOMOYEHHOIr0 OCYLLEeCTBASATb PEMOHT, NOCAENPOAAXKHOE U rapaHTMInHoe 0bCyXmBaHme
COOTBETCTBYIOLEN NPOaYKLMY;

HasMyne y Npon3BoAMTENA UK MPON3BOAUTENS KOMMOHEHTOB NOAPa3AeNeHNs HayYHO-
NCCNepoBaTENbCKNX U OMbITHO-KOHCTPYKTOPCKUX paboT no pa3paboTke KOMMOHEHTOB, UCMOJb3YEMBIX B
NPoOM3BOACTBE MEANLMNHCKOrO N34enmns, LOKYMEHTaAbHOro NOATBEPXKAEHNS BHEAPEHUS PEe3ybTaTOB 3TUX
pa3paboToK B MPOU3BOACTBO;

HaJInymne Hay4YHo-NPOoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHOM

Ha TeppUTOPUN OLHON U3 CTPaH - Y1eHOB EBpa3mMincKkoro 3KOHOMMYECKOro Ccot3a U Heobxogmmon ans
pa3paboTKu 1 NPon3BOACTBa NPOAYKLIN;

Ha/Myne DOKYyMEHTaIbHOr0 NOATBEP)KAEHNS BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MeANLIMHCKOrO
n3genns (3asaBnsaemMoro HauMeHoOBaHMs ToBapa), NOJY4YEHHOr0 B pe3ybTaTe BbINOJHEHUSA NOAPa3Ae/IeHneM
npeanpuaTUA-M3roTOBUTENS HAay4YHO-UCCeA0BaTENbCKUX N OMbITHO-KOHCTPYKTOPCKUX paboT (Hanndne
perncTpaumoHHOro yaocToBepeHns Ha pa3paboTaHHoOe U BHeAPEHHOE B MPON3BOACTBO FOTOBOE
MeguMUNHCKOEe n3genve

(3asBNsieMOe HanMeHOBaHMe ToBapa);

Hasm4yne y 3adBUTeNsd CUCTEMbl MEHEeJ)KMEHTa Ka4yeCcTBa KOMMaHWK1, CepTUhULNPOBaHHON

B cooTBeTCTBUM € TpeboBaHmamMun FTOCT ISO 13485-2017 nnn 1ISO 13485:2016, pOCCMINCKMIA OpraH no
CEPTUPUKALUN CUCTEMBI MEHEIXKMEHTA KayeCTBa LO/MKEH OblTb akKpeauTOBaH B HaLMOHAJIbHOM CUCTeMe
aKKpeaunTauum B COOTBETCTBUN C DefepasibHbIM 3aKOHOM

"06 akkpeauTaunMn B HaLMOHaILHOW CUCTEME akKpeauTauumn®;

NCMNOJIb30BaHME CefyoLLNX COCTaBHbIX YacTen (KOMMAEKTYOLLMX) U BbINOJIHEHNE CeayoLMX
TEXHOJIOrMYeCKMX onepauni Ha Tepputopumn Poccuiickon depgepaunn:

npvMeHeHne MaTepmnasoB POCCUNCKOro NPon3BOACTBa:

KpenexHble nsgenusa (1 6ann);

kabenu (0,5 6anna);

CEPBUCHbIE UHCTPYMEHTHI (3 Banna);

npegoxpaHuTtenu (0,5 6anna);

NCMNOJIb30BaHNE POCCUNCKUX KOMMOHEHTOB 1N KOMMIEKTYOLWUX:

cneuvann3mpoBaHHoe NporpamMMHoe obecneyeHne aBToMaTM3NPoOBaHHOro paboyero mecta nabopaHTta (35
6annos);

cneunann3MpoBaHHOE NporpamMMHoe obecneyeHne aBToMaTU3NPOBaHHOro paboyero MmecTa Bpaya

(30 6annos);

JETEKTOpP MJIOCKOMNaHesbHbIN LMMPOBON PEHTIEHOBCKUIA (25 6annos);

Hay4HO-NCCef0BaTENbCKME M OMbITHO-KOHCTPYKTOPCKUE paboThl (06bem 3aTpaT

Ha Hay4HO-NCC/IeA0BaTENbCKME U OMBITHO-KOHCTPYKTOPCKME paboThl, peann3syemMble pOCCUACKUMI
IOPUANYECKMMM NNLAMN Ha TeppuTopun Poccninckon Genepauun B NpeablayLLIeM KaleHaapHoM roay,
coctaBnsieT 1 6ann 3a kaxxgble 0,17 npoueHTa obbeMa BbIpYYKM 3a AaHHOE n3aenne, HanpaBiieHHON Ha
peannsaumnio Hay4YHO-UCCNen0BaTENbCKUX U OMNbITHO-KOHCTPYKTOPCKUX paboT)

(He 6bonee 30 6annos);

BbIMONIHEHME CNeayoLnX TEXHONOrMYeCKX onepaumin Ha Tepputopum Poccmnckon ®epepaunu:
N3roTOBJIEHME KJ/lOYa annapaTHOM 3almMThbl NporpaMMHoro obecnevenus (3 6anna);
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cbopka MeamuMHCKo paboyelt CTaHUMM aBTOMaTM3UPOBaHHOro paboyero Mecta nabopaHTa

(4 6anna);

yCTaHOBKa KOHTpo1epoB B paboyyto cTaHuuto (3 banna);

YyCTaHOBKa 1 HAacTPOKa onepaLMoHHON CUCTEMbl aBTOMATU3MPOBaHHOrO paboyero MecTa nabopaHTa (3
6anna);

yCTaHOBKa CreLmMannM3npoBaHHOro nporpaMmMHoro obecneyeHuns aBTOMaTM3NPOBAHHOIO

paboyero mecta naboparTta (10 6annos);

Kanubposka fetekTopa (5 6annos);

cbopka meamuMHCKon paboyen CTaHLUMM aBTOMaTM3NMPOBaHHOrO paboyero MecTta BpaYa (4 6anna);
yCTaHOBKa 1 HaCTPOIKa onepaLMoHHON CUCTEMbI aBTOMaTU3MPOBaHHOMO paboyero MecTa Bpaya

(3 6anna);

yCTaHOBKa CMneLmManm3npoBaHHOro nporpaMmMHoro obecrneyeHuns aBTOMaTU3NMPOBAHHOIO paboyero MecTa
Bpaya (10 6annos);

HacTpoika Wi-Fi 1 NnpoBOAHbIX KOMMYHUKaLmMi (2 6banna);

npoBefeHne NpuemMo-caaToYHbIX ncnbiTaHnm (3 banna)

26.60.12.132AnnapaThbl YbTPa3BYKOBOr0O

CKaHWPOBaHWAHaNN4YMe y lpuan4eckoro nLa - HanoroBoro pesnfieHTa CTpaH - YneHoB EBpa3uinckoro
3KOHOMWYECKOr0 COt03a NMpaB Ha TEXHUYECKYI0 AOKYMEHTALMIO U KOHCTPYKTOPCKYIO AOKYMEHTaLMIo B
obbeme, 4OCTATOYHOM A5 MPOU3BOACTBA, MOAEPHU3ALMMN 1 PA3BUTUS COOTBETCTBYIOLEN MPOAYKLIMM, Ha
CPOK He MeHee 5 neT;

HaJinyne Ha TeppuTOpPMUM OLHOW U3 CTPaH - 41eHOB EBPa3ninCKOro 3KOHOMUYECKOro COl03a CEPBMCHOMO
LEeHTpa, YNOAHOMOYEHHOM0 OCYLLECTBAATbL PEMOHT, NOCAENPOAAXKHOE U rapaHTUHOe 06CnyXMBaHNe
COOTBETCTBYIOLEN NPOAYKLMK;

Hanu4me y Npon3BOAMTENS NOAPa3AeNeHNsa HayYHO-UCCIef0BaTeIbCKUX

N OMbITHO-KOHCTPYKTOPCKMX paboT U [OKYMEHTaIbHOro MOATBEPXKAEHUS BHEAPEHMNSA

pe3ynbTaToB pa3paboToK B MPOM3BOACTBO;

HaJIM4Me Hay4HO-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NIV KOHTPAKTHOW), PACMO0XXEHHON

Ha TEPPUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3nMinckoro 3KOHOMMYECKOro Coto3a U Heobxoaumon ans
pa3paboTKu 1 NPOM3BOACTBA NPOAYKLMY;

Ham4ne y 3adBUTENSA CUCTEMbI MEHEA)KMEHTA Ka4yeCcTBa KOMMaHMK1, CepTUhULNPOBaHHON

B cooTBeTCTBUYM C TpeboaHmaMun MTOCT ISO 13485-2017 nnn 1ISO 13485:2016, pOCCMINCKIMIA OpraH no
cepTudUKaLUmM CUCTEMbI MEHE)XXMEHTA KayeCTBa Lo/KeH ObiTb akkpeauToBaH B HaLMOHaIbHOW cucteme
aKKpeanTauum B COOTBETCTBUN C PefepalibHbiM 3aKoHOM "0O6 akkpeanTaLunM B HaLMOHaNbHOW CUCTEMe
akkpeguTaumn®;

N3roTOBJIEHNE Ha TEPPUTOPUAX CTPaH - Y41eHOB EBPa3nincKOro 3KOHOMUYECKOro COoto3a Cieayowmnx
COCTaBHbIX YaCTEN U BbIMOJIHEHNE CNEOYIOWNX TEXHONOMMYECKUX OnepaLmi:

napameTpbl NPOBeAEHNS NPUEMO-CAATOYHbIX UCMbITAHNA:

npoBepKa PyHKLNOHAIbLHOCTN OCHOBHLIX Y3/10B CUCTEMBI;

npoBeAeHNe KOHTPOJIbHbIX UCMBITaHWI, BKAIKOYas NPOBEPKY Ha 31eKTpobe30nacHOCTb;

BbIMOJIHEHME CeAYIOLLNX TEXHONOMMYECKMX ONepaunii Ha TeppuTopun Poccuinckon depepaunn: cbopka u
MOHTaX 3IEKTPOHHOr0 06opyAoBaHUS;

yCTaHOBKa NPOrpamMMHOro obecrneyvyeHns, ecam oHO ABASETCS HEOTbEMIEMOW YaCTbio 060pyAOBaHMS;
HaCTpoWKa 1 hyHKLMOHaNbHOE TeCTUPOBaHNe 060pyA0BaHNS;

MCNoJSIb30BaHWe Npy NPOU3BOACTBE NPOAYKLIMM COCTAaBHbIX YacTeN 3NEKTPOHHbLIX MOAY1EN, N3rOTOBEHHbIX
Ha TeppuTtopum Poccunckon ®egepaunm (B Ciy4ae UCMONHEHNSA HECKOIbKMX MOAYIEN Ha OAHOM NeYyaTHON
nnate 6ansbl CyMMUPYOTCA):

nevaTHasa niaaTa MOAYAS KOMMNEHCaumn ocnabneHns sxo-curHana, He MmeHee 8 kaHasoB (5 6annos);
nevyaTHas naaTa MOAYNA OA5 NOAKAOYEHUS nepudepuitHbix ycTponcTs USB (5 6annos);
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neyaTHas naata MOAyns 4S8 NOAKIOYEHUS NOCTOSHHO-BOJIHOBOrO AaTyuka (7 6annos);

neyaTHas niata MoAyns naHenwn ynpasneHus (7 6annos);

nevyaTHas njaTa MHTepPHENCHOro Moayas ANa NOAKIIIYEHNS ayano-, BULEO- N CETEBLIX NEPUDEPUNHBLIX
ycTpowncTs (7 6annos);

neyaTHas naaTta OCHOBHOW YacTu 6noka nuTaHua (7 6annos);

neyaTHas naata KPOCC-MOAyNs AN5 COeANHEHNS 3NEKTPOHHbIX Moaynen (7 6annos);

neyaTHas niaata MoAyna ANnd NOACOEAMHEHUS N NEPEKOYeHNS aTYNKOB, He MeHee 3 nopToB (7 6annos);
nevaTHasa niaaTa MOAYAs NOCTOSSHHO-BOJIHOBOrO gonepa (7 6annos);

neyaTHas niaTta BCTPOEHHOr0 MCTOYHMKa BecnepeboliHoro nutaHusa (7 6annos);

neyvaTHas nnata bumdopmepa (10 6annos);

neyaTHas naata KoMnbloTepHoro moayns (10 6annos);

aKTWBHbIE NPOrpaMMMpyeMbIe INEKTPOHHbIE KOMMOHEHTbI MPW NPON3BOACTBE 3JIEKTPOHHbIX MoAynen (3a
KaXK bl 2N1eKTPOHHBIA Moaynb 10 6annos);

NMacCMBHbIE 3/IEKTPOHHbLIE KOMMOHEHTbI MPU NPOMN3BOACTBE NEKTPOHHbIX MOAYNEN

(33 KaXXabll 21EKTPOHHbIN Moaynb 5 6annos);

MCMNOJIb30BaHMe Npu NPOU3BOACTBE NPOAYKLIMMA COCTABHbIX MEXAHUYECKNX, KOPMYCHbIX 1 MEXB6M04YHbIX
COeNHEHNI, N3rOTOBJIEHHbIX Ha TeppuTopun Poccunckon ®epepauymm:

KOMMNAEKT Kabenen ¢ pa3beMaMmn aaa Mexx6104HbIX coeamnHernn (5 6annos);

Tenexka 4Na nepemeLleHns nopTaTUBHOIO yabTPa3BYKOBOro ckaHepa (10 6annos);

Kopnyc naHenu ynpasneHus (10 6annos);

KOpMyC NopTaTUBHOIO WK NAaHWeTHOro nsgenns (20 6annos);

KOMMJIEKT KOPMYCHbIX MaHenen 0CHOBHOro 6/10Kka 31eKTPOHHOM KOHCOAN, He MeHee 2 B koMniekTe (10
6annos);

KOMMAEKT BUOMNCUOHHBIX HaCaf oK, HE MeHee 0HOro KomnaekTa (5 6annos);

MEeXaHW3M peryiMpoBKM NaHes M ynpaBieHns B BEPTUKAJIbHON naockocTu (5 6annos);

MexaHN3M peryanpoBKN MOHUTOPA B BEPTMKaAJIbHOM naockocTu (5 6annos);

1Cnosb30BaHWe Npu NPon3BOACTBE NPOAYKLMMN YNbTPA3BYKOBbIX AATHMKOB U UX COCTABHbIX YacTew,
N3roTOBJIEHHbIX Ha TeppuTopun Poccninckon denepaunn (Npu 3roToBNEHMN AaTynKa B cbope Bannbl 3a
COCTaBHbIE YaCTW HE YYUTLIBAOTCA):

MHOI0XWbHbIA Kabenb AN MHOr03/1IeMEHTHbIX AAaTUYNKOB, B COCTaBE He MeHee 32 NPOBOAHUKOB

(3a Kaxabln kabenb 10 6annos);

pa3beM /11 MHOr03/1IEMEHTHbIX BU3YaM3UPYIOLLNX AAaTYNKOB, HE MeHee 64 KOHTaKTOB

(3a KaxxablIn pa3bem 15 6annos);

nbe3oKepammuyeckas MaTpuua 419 MHOr03/1eMEHTHbIX BM3Yanu3npyoLwmx 4aTYNKoOB, He MeHee 64
aKTUBHbIX 3/IEMEHTOB (3a Kaxkayto maTpuuy 35 6annos);

MHOr03/1IEMEHTHbIV BU3yann3npylowmuin gaTynk B cbope, He MeHee 64 KpUCTaNIn4ecknx anemMeHToB (60
6annos);

NMOCTOSAHHO-BOJIHOBOW (KapaHAallHbIN) AaTymk B cbope (20 6annos);

MHOI0XWbHbIA Kabenb 419 NOCTOAHHO-BO/IHOBOIrO (KapaHA4alWHOro) AaTynka, B COCTaBe MeHee

32 NpoBOAHMKOB (3a Kaxk bl kabesnb 5 6annos);

pa3beM 415 NOCTOAHHO-BOJIHOBOIO (KapaHAalHOro) AaTynka, He MeHee 64 KOHTAKTOB

(32 Kaxkabln pa3bem 7 6annos);

Nbe30KepaMn4ecKne 31eMeHThbl A1 NOCTOAHHO-BOMHOBOIO (KapaHAallHOro) AaT4ymka

(3a kaxpoe n3penve 8 6annos);

BbIMOJIHEHME CNeAYOLNX TEXHOOMMYECKIMX onepaLmnii Ha TeppuTopumn Poccuinckon ®depepaunu:
YyCTaHOBKa CUCTEMHOro nporpamMmHoro obecneyenus (5 6annos);

NnpoBepKa KayeCcTBa BM3yann3aLun, BKJOYas TOYHOCTb M3MEPEHUS CKOPOCTEN KPOBOTOKA

C NMOMOLLbIO YTBEPXXAEHHOr0 CPeCTBa M3MEPEHUS, BKIOYEHHOr0 B PefepanbHblil MHGOPMaLUMOHHbIA POHA
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no obecneyeHuno eanHCTBa n3amepeHun (10 6annos);

HaHeceHue HeCTUPAEMO MapKUPOBKM Ha MNIacTUKOBLIE MaHenun, He MeHee 2 (5 6annos);

cbopKka 1 HacTpoVKa MexaHn3Ma PeryJsiMpoBKK BbICOTbI NaHenn ynpasneHus (5 6annos);

cbopka 1 ycTaHOBKa naHenu ynpasnerHus (5 6annos);

cbopka 1 ycTaHOBKa CeHCOpHoro gucnnes (5 6annos);

cbopka Tenexku oas nopTaTUBHOro ckaHepa (5 6annos);

yCTaHOBKa 1 HaCTPONKa 3N1eKTpoKapauorpaduyeckoro Moays CUCTEMbl MOHUTOPUHIa COCTOAHNS
nauwneHTa (5 6annos);

YCTaHOBKa W HaCcTpoika BuaeonpuHTepa (5 6annos);

ycTaHoBka XXK-moHuTOopa (5 6annos);

YCTaHOBKA 3/IEKTPOHHbLIX MOAYNen, He MeHee 2 (5 6annos);

yCTaHOBKa KOPMYCHbIX MaHesieil OCHOBHOM Y4aCTy KOpMnyca KOHCOW, He MeHee 2 B KoMmnekTe (5 6annos);
npoBepKa 3/1ekTpobe30nacHOCTH C MOMOLLbIO YTBEPXKAEHHOIO CpeAcTBa N3MEpeHNs, BKJIKOYEHHOMO
B ®efepanbHbin UHGOPMaLMOHHLIN hoHA No obecneyeHnto eaAUHCTBa n3mepeHnin (5 6annos);
YyCTaHOBKa BCTPOEHHOro NporpaMMHoro obecnevyeHuns npm M3roToBAeHMN NPOrpPaMMnpyeMoro
3N1eKTPOHHOr0 MOAYA (3a KaXK bl NPOrpaMMNPYEMBbIN 3NEKTPOHHBIA Moayb 5 6annos);

MOHTa>X BCEX 3/IEKTPOHHbLIX KOMMOHEHTOB Ha MeYaTHYI0 NaaTy C KOAMYeCTBOM MeHee 20 LWTYK

(32 KaXKabll 2N1eKTPOHHbBIN Moaynb 8 6annos);

MOHTaX BCEX 3IEKTPOHHbLIX KOMMOHEHTOB Ha MeYaTHY!0 NAaTy ¢ Koany4ecTsoM 6onee 20 WTYK

(3@ KaXK bl 371EKTPOHHbBIN Moaysb 11 6annos);

MOHTaXX Pa3beMOB Ha 3JIEKTPOHHbIE MOAY/IN C MOMOLLbIO MPOLECCOB 3anpecCoBKY

(3a KaXXAbll 3N1eKTPOHHbIA Moaynb 10 6annos);

1CMNOo/b30BaHNe Npu NPon3BOACTBE NPOAYKLMM NPOrpPaMMHOro obecnevyeHns, 3aperncTpupoBaHHOro B
eQMHOM peecTpe POCCUNCKMX NPOrpaMM A5 3NEKTPOHHbIX BbIYUCINTESbHbLIX MallnH 1 633 faHHbIX:
CMCTEMa apxmBauuy 1 nepenayn nsobpakeHnin (5 6annos);

CUCTEMHOEe nporpaMmHoe obecneyeHmne, obecneynBatoLLee pyCCKOA3bIYHBIA MHTEPGENC

OCHOBHbIX PEXMUMOB CKaHMPOBAHNS U UX HAaCTPOWKKM (25 6annos);

BCTPOEHHasa NporpaMMa Cheumnasm3npoBaHHbIX PacHeTOB CTEMEHN pUcKa 06pa30BaHUA WUTOBUAHON
xenesbl, TI-RADS (10 6annoB);

BCTPOEHHasa NporpaMMa Cneumnasn3npoBaHHbIX PacYeTOB CTEMEHN PUCKa 06pa30BaHNA MOTIOYHOW XKenesbl,
BI-RADS (10 6annos);

NporpaMMa-acCMCTEHT CO BCTPOEHHbIM aHaTOMMUYECKUM aT/laCOM MO PervMoHapHON aHecTesnmn u
COCYANCTOMY AOCTYMY C BO3MOXXHOCTbI0 AEMOHCTPaLmMmM n3obpaxxeHn n sugeoknunnos (10 6annos);
nNporpaMMHbIA MOAY b 3nacTorpadun cABMroson BoaHbI (15 6annos);

nporpaMMHbIA MOAY /b KOMMPECCUOHHOM 3nacTorpadun (15 6annos);

BCTPOEHHOE PYKOBOACTBO MO 3KCNAyaTaLMM C BOSMOXHOCTbIO NPOCMOTPA BUAEOMHCTPYKLAN

(5 6annos);

MOJY/b aKYLLIEPCKMX pacyeToB NapamMeTpa naoga (10 6annos);

MOZY/b OOMOJHUTENbHbIX aBTOMaTUYECKMX PacYeTOB aHaTOMUYECKMX CTPYKTYP (3a Kakabin mogysib 10
6annos);

NporpamMMHbIA MOLY b NPOrpaMMHOro obecneyveHns, obecnevnBatoLLni KaYeCTBEHHOE yayYlleHune
BM3YyanM3aLnmy aHaTOMUYECKON CTPYKTYpsbl (5 6annos);

NporpaMMHbIA MOAY/b OLEEHKIN CKOPOCTU 3BYKa B TKaHAX Ons obecneyvyeHns pokyCcnpoBKu

(10 6annos);

nporpaMMHbIA MOAY b AnddepeHLnaLm MUHEPabHbIX BKIOYEHNU B BMONOrMYECKUX TKaHSX

(10 6annos.);

nporpaMMHo-annapaTHoe yCTPONCTBO (hopMumpoBaTens ybTPa3ByKoBoro ay4ya (BeamFormer) ¢
BO3MOXXHOCTbIO NofaBneHns abeppaunin yibTpa3ByKOBOro n3obpaxkeHnsa n3-3a HeEOLHOPOAHOCTM
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buonornyecknx TkaHewn (30 6annos);

Hay4YHO-UCCNenoBaTeIbCKME U OMbITHO-KOHCTPYKTOPCKME paboThl (06EM 3aTpaT Ha Hay4Ho-
NCCNenoBaTebCKUE U OMbITHO-KOHCTPYKTOPCKUE paboThl, peann3yemMblie PpOCCUNCKUMMN OPUANYECKUMY
Jiuammn Ha TeppuTtopun Poccuinckon ®epepaumm B npeabliaylleM KaJleHAapHOM rogy, coctasnseT 1 6ann
3a Kaxkable 0,17 npoueHTa obbeMa BbIPYUKM, HaMpaBJeHHON Ha peann3auunio Hay4yHo-UccneaoBaTeNbCKINX
N OMbITHO-KOHCTPYKTOPCKNX paboT (He 6onee 30 6annos)

n3

26.60.11.112,

n3

26.60.11.113MammMorpadbl, peHTreHOBCKME anmnapaTbl NepelBuKHbIE NanaTHbIe,
PEHTFeHOAMNArHOCTUYECKME KOMMIEKCbI

Ha 2 pabo4ymx mMecTa,

PEHTFEeHOAMNArHOCTUYECKME KOMMIEKChI

Ha 3 pabo4mx MecTa, PEHTreHOANarHOCTUYECKME KOMMIEKChI Ha Ba3e TeneynpaBasgeMoro CTona-WwraTuea,
cntooporpadbl, PEHTFEHOBCKME annapaTbl NepeaBuXHble Xxupypruydeckme (C-gyra)Hanmyne y
IOPMANYECKOro SMLa - HAJI0roBOro pesnieHTa CTpaH - Y1eHOoB EBPa3nincKoro 3KOHOMUYECKOro Coto3a npas
Ha TEXHUYECKYI0 OOKYMEHTaLUMI0 ANd NPOU3BOACTBa COOTBETCTBYIOLWEN NPOAYKLNN Ha CPOK HE MeHee 5
neT;

HaJnyne y Npon3BoaAMTENA NoApPa3AeeHNs HayYHO-NCCNea0BaTENbCKNX U OMbITHO-KOHCTPYKTOPCKUX
paboT 1 JOKYMEHTaNbHOro NOATBEPXKAEHNS BHEAPEHMNA pe3y/ibTaToB pa3paboToK B MpoOM3BOACTBO;
HaJInyMe Hay4YHo-NPOoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMO0XXEHHOM

Ha TeppUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3mMinckoro 3KOHOMMYECKOro Ccot3a U Heobxogmumon ans
pa3paboTKu 1 NPON3BOACTBA NPOAYKLNN;

HaJInyne DOKYMEHTaNIbHOrO NOATBEP)KAEHNS BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MeANLIMHCKOrO
n3genns (3asaBnsemMoro HauMeHoBaHNS ToBapa), NOJY4YEHHOr0 B pe3y/bTaTe BbiNOJHEHNSA NO4Pa3AeeHNEM
npeanpuaTUa-M3roTOBUTENS HAay4YHO-UCCeA0BaTENbCKUX U OMbITHO-KOHCTPYKTOPCKUX paboT (Hannyne
perncTpaLmoHHOro yA0CTOBEpPEHNS Ha pa3paboTaHHoe 1 BHeApeHHOe B MPOM3BOACTBO rOTOBOE
MeaNUUHCKOe n3genve (3assnsemoe HanMeHoOBaHWe ToBapa);

HaJinyne Ha TepPPUTOPMM OLHOW U3 CTPaH - 41eHOB EBpa3nincCKoro 3KOHOMUYECKOro CO03a CEPBMCHOMO
LeHTpa, YNOJIHOMOYEHHOIr0 OCYLLECTBASATb PEMOHT, NOCAENPOAAXKHOE U rapaHTMnHOe 0bcyXmBaHme
COOTBETCTBYIOLEN NPOAYKLMY;

Hasm4ne y NpeanpuaTua-u3roToBUTENS UCKIOYNTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
WHAVBUAYANN3ALUN MPOAYKLMW, UAW NPaBa UCMONb30BaHNSA TOBAapHOr0 3Haka, NpaBoobnagaTenem
KOTOPOro SBASETCA OPUANYECKOE NIMLO - HAa0roBbIN pes3naeHT Poccunckon ®efepaumm, He HaXo4ALLNACS
nojd KOHTPOJIEM MHOCTPAHHOIO FOCYAapCTBa, U (Man) MeXxayHapoaHOW opraHm3aunn, n (nam)
WMHOCTPaHHOr O IOPUANYECKOro N PrU3N4ecKoro nmua, 1 (Mam) MHOCTPaHHOW CTPYKTYpbl 6e3 obpa3oBaHus
IOPMANYECKOro NnLa

(Npv HaNM4YMM TOBAPHOIro 3HakKa);

HaJIMymne Hay4HO-NPOoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHON

Ha TeppuTopun Poccuinckon ®epepaunm n Heobxoammon 4na pa3paboTKy U NPOU3BOACTBA MPOAYKLINN,
Hasnyne y 3adBUTENS NMpaB Ha NporpaMMHoe obecnevyeHune, BbINOHAIOLLEE OCHOBHOE (hYHKLIMOHAbHOE
Ha3Ha4yeHune NPoayKLNN;

HaJnyne y 3adBUTENS CUCTEMbI MEHEO)KMEHTA Ka4yecTBa KOMMNaHMN, CepTURULNPOBAHHON

B cooTBeTCTBUYM C TpeboBaHmamMun FTOCT ISO 13485-2017 nnn 1ISO 13485:2016, pOCCUNCKUIA OpraH no
CEPTUPUKALUN CUCTEMBI MEHEIXKMEHTA KaYeCTBa LO/DKEH OblTb aKKpeaUTOBaH B HAaLMOHAJIbHON CUCTeEMe
aKKpeaunTauum B cooTBeTCTBUN C PefepanbHbiM 3aKoHOM "0O6 akkpeanTaLunM B HaLMOHaNbHOW CUCTEMe
akkpeguTauumm";

N3roToBJIEHNE Ha TeppuTopun Poccuiickon Penepaunn Cnemyoumx COCTaBHbIX YacTen
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W BbIMOJIHEHME CJIEAYIOLLMX TEXHOIOrMYECKUX OMepaLnii:

BbIMOJIHEHME CNEeAYIOLNX TEXHOOMMYECKIMX OnepaLmnii Ha TeppuTopumn Poccuinckon ®depepaunn:
cbopka 1 MOHTaXX 3/1IeKTPOHHOro 060pyA0BaAHNSA U FOTOBOW MPOAYKLMK;

YyCTaHOBKa NporpaMMHoro obecrneyeHuns, ecnm oHo ABASETCSA HEOTbEMJIEMOW YaCTblo 060pyA0BaHMS;
HaCTponKa 1 PyHKLMOHabHOE TeCcTMpoBaHne obopynoBaHus;

TEXHNYECKNI KOHTPOJIb;

NpoBefeHNE KOHTPOJIbHbIX UCMbITaHWUIA, BKOYas NPOBEPKY Ha 31eKTpobe30nacHOCTb;
KOHCEpPBALINA U YyNaKoBbIBaHWE;

NpPYMeEHEHNe MaTepnasioB POCCUNCKOro NPon3BOACTBa:

KpenexHble nsgenusa (3 6anna);

CMa304Hble MaTepuanbl (0,5 6anna);

kabenu, nposoga (1 6ann);

CEPBUCHbIE MHCTPYMEHTI (2 6anna);

npenoxpaHutenu (0,5 6anna);

YyNaKoBOYHbIN MaTepwan (1 6ann);

NCMOJIb30BaHNE POCCUACKUX KOMMOHEHTOB U KOMMIEKTYOLWMX MPX N3roTOBJIEHNM MaMMOrpagoB:
KoXyxu (10 6annos);

LUMpMa onepaTopa PeHTreHo3awmnTHas (6 6annos);

cpencTBa MHAMBUAYaAJbHOM 3awWwmThl (1 6ann);

Kopnyc y3/ia CbemMoyHoro (15 6annos);

aBTOMaTU3NpPoOBaHHOe paboyee mecTo nabopaHTa (20 bannos);

aBTOMaTU3NpoBaHHoOe paboyee mecTo Bpaya (20 6annos);

JNETEKTOP PEHTreHOBCKOro M3obpakeHns LndpoBo NoaHoopMaTHBIN (25 6annos);
KabenbHble cbopkm (4 6anna);

mMonynb (6n10k) nuTaHus (10 6annos);

LLWT CUI0BOI 3NEKTprYeckuin (3 6anna);

CUCTEMA NOALEPXKKN NPUHATUS PELLEHUIA C NCMOJIb30BAHNEM NCKYCCTBEHHOMO MHTE/IEKTA
(25 6annos);

PEHTIFEHOBCKOE NUTaloLee yCTponcTeo (25 6annos);

NCMO/b30BaHNE POCCUNCKMX KOMMOHEHTOB 1 KOMMAEKTYIOLLMX MPU N3rOTOBNEHUN
PEHTIeHOBCKMX anmnapaToB NepeaBUXHbIX NaflaTHbIX:

wTaTme (25 6annos);

KoXyxu (10 6annos);

CTONKa CHMMKOB MobunbHas (5 6annos);

cpencTBa MHAMBUAYaNbHOM 3aWmThl (1 6ann);

mMoaynb (6n0K) nuTaHus (3 6anna);

MOIynb ynpaBieHuns akcnosuuuen (3 banna);

aBTOMaTU3NpPoBaHHOe paboyee MmecTo nabopaHTta (20 bannos);

aBTOMaTU3NpoBaHHoOe paboyee mecTo Bpaya (20 6annos);

JNETEKTOP PEHTrEHOBCKOro M30bpakeHns LndpoBon NonHoGopMaTHBIN (25 6annos);
kabenbHble cbopkm (4 6anna);

no3umeTp (3 6anna);

nevyaTHble nnaThl (15 6annoB);

PEHTreHOBCKOE MuTatoLLLee YCTPONCTBO (25 6annos);

610K NepeaBMXHOW peHTreHoBckui (10 6annos);

MOHO610K peHTreHoBckui (25 6annos);

BbINPAMUTENb aHOAHbIA (5 6annos);

BbINPAMUTENb KaTOAHbIN (5 6annos);
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nHBepTop (7 6anno.);

perynsaTop peHTreHoBcKoro nsnyyenus (5 6annos);

yCcTponcTBo oTobpakeHns (5 6annos);

NPUEMHVK PEHTreHOBCKMI uugposon (15 6annos);

Kamepa peHTreHoBckas undgposas (15 6annos);

610K ranbBaHMYeckon pa3sasku (10 6annos);

PEHTIEHOBCKWUA MporpaMMHo-annapaTHbI KoMnsekc (15 6annos);
CpeacTBa paanaunoHHon 3awmnTsl (5 6annos);

NCMNOJIb30BaHNE POCCUACKUX KOMMOHEHTOB U KOMMIEKTYOLWMNX MPX N3rOTOBJIEHWN
PEHTFeHOAMArHOCTUYECKMX KOMMIEKCoB (2 paboymx mecta u 3 paboynx mecTa, TeneynpasasemMble,
tnooporpadbl, yHUBEPCASIbHBIE):

CTONKWN CHUMKOB (8 6annoB);

cton-wTtaTue (10 6annos);

CTOKa MoHWUTOpa (2 6banna);

TeneynpasaseMbl CToA-WTaTMB (25 6annos);

KHOMKa BKJItOYeHMsa akcno3unumm (1 6ann);

Ny/bT PEHTFEHOBCKOro NMUTatoLWwero ycTponcTaa (5 6annos);
PEHTFeHOBCKOE NUTatoLLee yCTPoncTBo (25 6annos);

LLWT CUIOBOM 3neKTpnyeckuin (5 6bannos);

PEHTreHOBCKUI n3nay4vaTtesnb (15 6annos);

KOJMOHHa u3nyyatens (8 6annos);

OKHO peHTreHo3awuTHoe (2 6anna);

KoXyxu (3 6banna);

CTOWKa nynbTa ynpasneHus (3 6anna);

CpeacTBa MHAMBMAYaNbHON 3awwmnThl (1 6ann);
MHOroyHKLNOHaNbHOE YCTPONCTBO ukcaumm (1 6ann);
KpenieHne AeTCcKoe yHuBepcanabHoe (2 6anna);
aBTOMaTU3MpPoOBaHHOe paboyee MecTo nabopaHTa (20 6annos);
aBTOMaTU3NpoBaHHOe paboyee MecTo Bpaya (20 6annos);
JNEeTEKTOP PEHTreHOBCKOro n3obpakeHus LndpoBo NonHohopMaTHBbIN (25 6annos);
KabenbHble cbopkm (4 6anna);

no3umeTp (4 6banna);

nevyaTHble nnaThl (15 6annos);

cmnoBow kabenb NuTaHus (2 6anna);

HeraTtockon (1 6ann);

wTaTme (20 6annos);

cTon naumerTa (10 6annoBs);

610k nsnyvatens (15 6annos);

cpencTBa pagnaunoHHon 3awmnThl (5 6annos);

PEHTIEHOBCKUI NporpaMMHO-annapaTHbI koMnsekc (15 6annos);
Kamepa peHTreHoBckas undgposas (15 6annos);

NPUEMHNK PEHTIreHOBCKUIA Lncposoi (15 6annos);

YyCUANTENb PEHTFEHOBCKOro n3obpakeHmns (8 6annos);
yCTpOWCTBO BuaeoHabnoaeHus (5 6annos);

KabenbHble cbopku (4 6anna);

YyCTPOWCTBO neperosopHoe (3 banna);

610K ranbBaHMYeckon pa3easku (10 6annos);

npuHagnexxHoctu (7 6annos);
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MCMNO/b30BaHNE POCCUNCKMX KOMMOHEHTOB 1 KOMMAEKTYIOLLMX MPU N3rOTOBNEHUN

PEHTIEHOBCKMX annapaToB NepeaBuXHbIX Xmpypruvecknx (C-gyra):

wraTme (25 6bannos);

CTOKa MoHuUTOpa (2 6anna);

KHOMKa (nepanb) BKAOYEHUS akcno3numm (1 6ann);

nynbT ynpasnerHus (4 6anna);

PEHTIFeHOBCKOE NUTatoLee yCcTponcTso (15 6annos);

LLNT CUJIOBOW 31eKTpryecknia (2 banna),

PEHTreHOBCKUA n3nyyvaTtens (10 6annos);

Koxyxu (10 6annos);

aBTOMaTU3MpPoBaHHOe paboyee MecTo nabopaHTa (20 bannos);

cpencTBa MHAMBUAYaAJIbHOM 3awWwmnThl (1 6ann);

JIeTEKTOP PEHTIEeHOBCKOro nsobpakeHns unposon noaHogopMaTHbIN (25 6annos);

KabenbHble cbopku (4 6anna);

nosumeTp (2 6anna);

nevyaTHble nnaThl (15 6annos);

cnnoBon Kabenb NuTaHus (1 6ann);

ayra (25 6annos);

konaumaTop (auadparma) (15 6annos);

610k nsnyyvatens (15 6annos);

nynbT ynpasaeHus noasuxkamu (3 6anna);

ceTeBoe n3oaupytoLee yctponcTso (3 banna);

YCUANTENb PEHTIEHOBCKOro n3obpaxkeHmsa (10 6annos);

NPUEMHWK PeHTreHOBCKMI uugposon (15 6annos);

Kamepa peHTreHoBCcKas uudposas (15 6annos);

610K ranbBaHMYeckon pa3easku (10 6annos);

PEHTIEHOBCKMA MpOrpaMMHO-annapaTHbI KoMnsekc (15 6annos);

cpencTBa pagnaunoHHon 3awmnTel (5 6annos);

YCTPOWCTBO NeperosopHoe (3 6banna);

Hay4YHO-NCCNenoBaTENbCKME U OMbITHO-KOHCTPYKTOPCKMNE paboThl (06BbEeM 3aTpaT Ha Hay4Ho-
NCCNenoBaTeNIbCKME U OMbITHO-KOHCTPYKTOPCKME paboThbl, peasim3yemMble POCCUACKUMU IOPUANYECKMM
JMuaMmn Ha TeppuTopun Poccuinckon depepaunn B NpedblayLLeM KajeH4apHOM rogy, coctaBnseT 1 6ann
3a Kaxable 0,17 npoueHTa obbeMa BbIpyUKM 3a AaHHOE U3genne, HanpaBieHHOW Ha peann3aLnio HayyHo-
NCCNefoBaTeNIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT

(He 6bonee 30 6annos);

nevyaTHble NiaThbl:

N3roTOBJIEHNE NeYaTHbIX NiaT B Poccuinckon depepauny oT obLLEr0 KOMMYECTBa NEYaTHbIX MiaT,
NCMOoMb3yeMbIX B U3LESIUN:

He MeHee 60 npoueHToB (10 6annos.);

He MeHee 75 npoueHToB (15 6annos.);

He meHee 100 npoueHTOoB (20 6annos);

MOHTa>X 3/IEKTPOHHbLIX KOMMOHEHTOB Ha MeYaTHble MnaThl B Poccuniickon ®enepaumm ot obuero
KONIMYECTBA 3JIEKTPOHHbIX KOMMOHEHTOB, NCMOb3YEMbIX B U3AENNN:

He MeHee 60 npoueHToB (10 6annos);

He MeHee 75 npoueHToB (15 6annos);

He meHee 100 npoueHTOoB (20 6annos);

BbIMOJIHEHME CNEAYIOLLNX TEXHONOr MYECKMX OnepaLin Npy N3roToBAEHNN MaMMOrpadoB:
HaCTponKa MeanuMHCKoW paboyeln CTaHLUMM aBTOMaTM3UpoBaHHOro paboyero Mmecta nabopaHTa (2 6anna);
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cbopka peHTreHo3almnTHON WnpMbl (2 6anna);

npoknagka kabenbHbix cbopok (3 6anna);

yCTaHOBKa reHepaTopa PeHTreHoBCKoro (4 6anna);

YCTaHOBKa PeHTIreHOBCKOro usny4vatens (3 6anna);

yCTaHOBKa KonaumaTopa (3 6anna);

HaCTpoMKa CUCTeMbl Komnpeccum (2 banna);

YyCTaHOBKa BCTPOEHHOIro nporpaMMHoro obecnevyeHuns (NpowwmnBka NOCTOSHHOIO 3anoMuHaloLLEro
yCTponcTBa) (4 6banna);

HaCTPOMKa MeXaHU4YeCKNX NOABMXKHbIX YacTen wraTuea (4 6anna);

MOHTaX JeTeKTopa B CbeMOYHbIN y3en (3 banna);

YCTaHOBKa CbEMOYHOr0 y3/a (2 6anna);

KannbpoBKa TOKOB Hakasla PeHTreHOBCKOro u3ny4vatens (4 6anna);

KannbpoBKa TOKOB 3alLMThI NJAaT Hakala 1 BpalleHna aHogda (4 6anna);
COBMELLEHNE PEHTIEHOBCKOr0 Nos Co CBETOBLIM (3 Banna);

kannbposka getekTopa (4 6anna);

yCTaHOBKa KoXyxoB (1 6ann);

npoBefeHne NPMeMo-cAaToYHbIX CMbITaHWI annapaTa (2 6anna);

BbIMONHEHME CNeayoLNX TEXHONOMMYeCKMX onepaLmin npu n3roToBAEHUN PeHTreHOBCKUX anmnapaToB
nepeaBXHbIX NanaTHbIX:

BXOOHOWN KOHTPOJIb NMeYaTHbIX nnaT (Ha cTeHaax) (3 6banna),

NPOLUMBKa KOHTpoJsinepa aAsuratens (2 6anna);

npoLumska naat (2 banna);

YCTaHOBKa KOMMOHEHTOB Ha WTaTue (5 6annos);

yCTaHOBKa nevaTHbix naaT (5 6annos);

npoknanka kabenbHbix cbopok (5 6annos);

YCTaHOBKa PEHTIreHOBCKOro nsny4vatens (3 banna);

yCTaHoOBKa go3unmMeTpa (1 6ann);

perynnpoBka MexaHU4yecKunx NoABUXKHbBIX YacTen wTaTuea (4 6anna);

KannbpoBKa TOKOB HakKafla PeHTreHOBCKOro usny4yatens (4 6anna);

KannbpoBKa NapaMeTPOB 3KCMO3MLNK (HanpsxKeHue, BpeMs, TOK-BpeMs) (4 banna);
yCTaHOBKa KonaumaTopa (2 6anna);

COBMELLEHMNE PEHTIEHOBCKOr0 M0JIs CO CBETOBLIM (3 Hbanna);

HaCTPOMKa PEHTreHOBCKOro NuTatoLLLero ycTponcTea (4 6anna);

yCTaHOBKa KOXyxoB (1 6ann);

NnpoBefleHNe NPUEMO-CAATOYHbIX CMbITaHWIA annapaTa (2 6anna);

navka (10 6annos);

3/IeKTPOMOHTaX (4 6anna);

cBapka (9 6annos);

noJsiy4eHune nokpbiTun (5 6annos);

obpaboTka pe3aHunem (4 6banna);

topmoobpazoBaHmMe N3 NOAUMEPHbLIX MaTepranos (7 6annos);

BbIMONIHEHWE CNeAYOLWNX TEXHOOMrNYeCKMX onepaLunii Npu 3roToBeHNN PEHTIeHOANAar HOCTUYECK X
KOMMJIEKCOB (2 paboynx mecTa 1 3 paboumx mecTa,

Teneynpasssemble, dhaooporpadsbl):

BXOZIHOM KOHTPOJIb NeYaTHbIX NaaT (Ha cTeHaax) (3 6anna);

HaCTpOMKa NyJjibTa PEHTTEHOBCKOrO NUTAIOLWEro YCTPOMUCTBa (2 6banna);

npowwueka nnat (2 6anna);

perynnpoBKa MexaHU4yeCcKnx NoABMXHbIX YaCTeln CToNa-WTaTnBa, HaCTPONKa AaTynkoB (3 6anna);
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yCTaHOBKa MNJaT B PEHTreHOBCKOE NuTaloLLee YCTpoONCcTeo (2 banna);

NOAOKJIIOYEHNE FreHepaTopa K KOMMAEKCY U MyAbTy yNpaBiaeHNs PEHTIeHOBCKOrO NMUTAIOLWEro YCTPOUCTBA (2
6anna);

YCTaHOBKa KOMOHHbLI PEHTFEHOBCKOro nsnyyvatens (2 6anna);

yCTaHOBKa PEHTreHOBCKOro usnyyatens (3 6anna);

yCTaHOBKa KonaumaTopa (2 6anna);

yCTaHoBKa go3umeTpa (1 6ann);

yCTaHOBKa LUM¢poBoro aetektopa (4 6anna);

YCTaHOBKa pPaCTPOB 1 MOHU3ALMOHHbIX Kamep (3 banna);

NoakKJlo4YeHne aBToOMaTU3MpoBaHHOro paboyero mecta nabopaHTta (2 6anna);

HaCTPOMKa PeHTreHOBCKOro NuTatoLLLero yctTponcTea (3 6anna);

3arpyska pana aBTOMaTMYeCKUX MPOrpamMm (aHaTOMUYECKME NPOrpaMMbl PEHTIEHOJIONN)
B PEHTreHOBCKOE NnuTatolllee YCTPOoMCTBO (2 Banna);

KannbpoBKa TOKOB HaKasla PeHTreHOBCKOro nsnyyatens (3 6anna);

HaCTpoMKa MapaMeTpoB 3KCMO3MLMK (HanpsXXeHne, Bpems, Tok-Bpems) (3 banna);
COBMELLIEHNE PEHTIEHOBCKOr0 Mos Co CBETOBLIM (2 Banna);

HaCTpoWKa TpakTa nepefayu n3obpaxkeHna (LeTeKTop - aBTOMaTU3MpoBaHHoe paboyee MecTo)
(3 6anna);

yCTaHOBKa KoXyxoB (1 6ann);

npoBeaeHne NMPMEMO-CAAaTOYHbIX NCMbITaHU annapaTa (2 6anna);

navika (10 6annos);

3NeKTPOMOHTaxX (4 6anna);

cBapka (9 6annos);

noJiyyeHune nokpbiTun (5 6annos);

obpaboTka pe3aHunem (4 banna);

opmoobpazoBaHmMe N3 NOAUMEPHbLIX MaTepnanos (7 6annos);

cbopka aBTOMaTM3MpoBaHHOro paboyero mecta nabopaHTta u (nnm) Bpada (5 6annos);
cbopka 6noka nsnyyvatens (8 6annos);

HaCTPOMKa CUCTEMbI BU3yann3aLmm peHTreHOBCKUX n3obpaxxeHun (6 6annos);
BbIMONHEHME CNeayLNX TEXHONOMMYeCKMX onepaLmin npu n3roToBAEHUN PeHTreHOBCKUX annapaToB
nepeaByXHbIX xupyprudeckux (C-gyra):

BXOOHOWN KOHTPOJIb NMeYaTHbIX niaT (Ha cTeHaax) (3 6banna),

YCTaHOBKa PeHTIreHOBCKOro nsny4vatens (3 6anna);

yCTaHOBKa KonaumaTopa (3 6anna);

yCTaHOBKa LM(POBOro AeTEKTOpPa PEHTIEHOBCKOro n3obparkeHus (5 6annos);

YCTaHOBKa PeHTreHOBCKOro NMTatoLWero ycTponcTea (5 6annos);

perynnpoBka MexaHU4ecknx noaBMKHbIX YacTen WTaTuBa, HaCTPoKa aaTynkoB (5 6annos);
yCTaHoBKa 6110ka 06paboTku nsobpakeHns n moHmTopos (5 6annos);

KannbpoBKa TOKOB Hakafla PeHTreHOBCKOro u3ny4vatens (3 6anna);

HaCTpOMKa MNapaMeTpOB 3KCMO3MLUMK (HaNpsXKeHe, BpeMsl, ToK-Bpems) (3 banna);
HaCTpOMKa PEHTreHOBCKOro NuTatoLLero yctponcTea (4 6anna);

HaCTpolKa TpakTa nepedayn nsobpakeHus (5 6annos);

COBMeELLEHNE PEHTIEHOBCKOIr0 Nos Co CBETOBbLIM (3 6anna);

yCTaHOBKa KoxxyxoB (1 6ann);

npoBeAeHNe NPMeMo-CAaTOYHbIX UCMLITaHWIA annapaTa (2 6anna);

narka (10 6annos);

3NeKTPOMOHTaxX (4 6anna);

cBapka (9 6annos);
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noJiyyeHune nokpbiTu (5 6annos);

obpaboTka pe3aHunem (4 6banna);

topmoobpazoBaHme N3 NOAUMEPHbIX MaTepranos (7 6annos);

cbopka aBTOMaTM3MpoBaHHOro paboyero Mmecta nabopaHTta 1 (nnn) Bpada (5 6annos);
cbopka 6noka nsnyyvatens (8 6annos);

HaCTPOMKa CUCTEMbI BU3yann3aLnm peHTreHOBCKIMX n3o0bpaxkeHun (6 6annos)";

r) no3munn, knaccngpuumpyemole kogamm no OK 034-2014 (KMEC 2008) 26.60.12.111, 26.60.12.120, u3
26.60.13.190, NCKNOHUTB;

[) HaMMEeHoBaHMe no3nummn, Knaccmguumnpyemon kogom no OK 034-2014 (KMEC 2008) 32.50.21.121,
N3NOXUTb B Cnefyowen pegakuum:

"AnnapaTbl 48 UHFANALWOHHOMO HapKo3a (3@ MCKJIKYeHMEM annapaToB UCKYCCTBEHHON BEHTUAALNN
nerkunx)";

e) no3nuun, knaccuguunpyemsle kogamu no OK 034-2014 (KMEC 2008) 32.50.21.122, n3 32.50.12,
UCKJTIOYNTb;

)K) HaMMeHOBaHWe No3unLuK, Knaccugpuumpyemon kogom no OK 034-2014 (KMEC 2008) 13 26.60.12.119,
N3N0XKNTb B CNlefyoLwen pegakuum:

"AnnapaTbl 415 BblAESIEHNA HYK/IEUHOBBLIX KUCNOT; UHTErpnupoBaHHasa nnatgopma ansa nposeneHuns MLP-
ANarHoCTUKN B aBTOMATUYECKOM pexunme";

3) nocne no3uumm, knaccuduumpyemon kogom no OK 034-2014 (KMEC 2008) 26.51.53.190 "Mpubopsbl n
annapaTypa 44 (hU3M4eCcKoro uim XMMNUYeckoro aHaansa, He BKJIOYEHHbIE B pyrune rpynnmposkn”,
AONOSHUTB NO3ULUAMM CNedyoLLero cogep)XXaHus:

"26.60.12.1112neKTpoKapaunorpadbiHaaMymne y opuanyeckoro anua - HaJloroBoro pesnmaeHTa CTpaH -
4JieHOB EBPa3niiCKOro 3KOHOMNYECKOr0 COt03a NpPaB Ha TEXHUYECKYI0 AOKYMEHTaLUMI0 419 NPpOU3BOACTBA
COOTBETCTBYIOLLEN NPOAYKLMMN Ha CPOK He MeHee 5 feT;

HaJinyne Ha TeppUTOPMM OLHOW U3 CTPaH - 41eHOB EBPa3ninCKOro 3KOHOMUYECKOro CO03a CEPBMCHOMO
LEeHTpPa, YNOJHOMOYEHHOM O OCYLLECTBAATb PEMOHT, NOCAENPOAAXKHOE W rapaHTUIHOe 06CnyXMBaHNe
COOTBETCTBYIOLLEN NPOAYKLNN;

Hafiv4ne y NpeanpuaTus - U3roToBMUTeA COOTBETCTBYIIOWEN NPOAyKLUN NoApa3aeneHns Hay4yHo-
NCCNenoBaTeNbCKUX U OMbITHO-KOHCTPYKTOPCKUX paboT Ha Tepputopumn Poccuinckon depepauuu;
Hasim4ne y NpeanpuaTusa-u3roToBUTENS UCKIYNTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ons
WHAVBUAYANU3aLUN NPOAYKLIAW, UM NPaBa UCMONb30BaHNSA TOBAapHOr0 3Haka, NpaBoobnagaTenem
KOTOPOro fIBISETCA OpUANYECKOe NNLLO - HANIOrOBbI Pe3naeHT

Poccuinckon degepaunmn, He HaxXo4AWNACA NOL KOHTPOJIEM MHOCTPAHHOIO rocyaapcTea, v (nan)
MeXIYHapoLHON opraHu3aumm, n (M) MHOCTPAHHOMO OPUANYECKOr0 1K U3NYEeCKoro auua, u (um)
WHOCTPaHHOM CTPYKTYypbl 6€3 0bpa3oBaHmMs lOpUAMYECKOro anua

(MpW HanM4un ToBapHOro 3HakKa);

Ha/myne JOKyMEeHTaslbHOr0 NOATBEP)KAEHNA BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MEANLIMHCKOrO
ns3genns (3asaBnsaemMoro HaMeHoBaHMS ToBapa), NOJIYYEHHOr 0 B pe3ynbTaTe BbiNOJHEHUSA NOApa3ae/ieHneM
nNpeanpuAaTUA-U3roTOBUTENS HAy4YHO-UCCNEeA0BaTENbCKUX U OMNbITHO-KOHCTPYKTOPCKUX paboT (Hanu4yme
pPerncTpaLmoHHOro y40CTOBEPEHNA Ha pa3paboTaHHOe 1 BHEAPEHHOE B MPOM3BOACTBO FOTOBOE
MeONLUUHCKoe nsgenuve

(3asBiseMoe HaMMeHOBaHNe ToBapa);

HaJInymne Hay4Ho-NPOoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHOM

Ha TeppuTopMM OLHON U3 CTPaH - Y41eHoB EBpa3ninckoro 3KOHOMUYECKOro coto3a 1 Heobxoanmon ana
pa3paboTKu 1 NPOM3BOACTBA NPOAYKLMNU;

Hanu4une y 3asBUTENS NpPaB Ha NporpaMMHoe obecneyeHne, BbINOHALLEeEe OCHOBHOE (YHKLMOHANbHOE
Ha3Ha4yeHune NpoayKLNN;

HaJmyne y 3adBUTENs CUCTEMbl MEHeJ)KMEHTa KavyecTBa KOMMaHUK1, cepTUuULNpoOBaHHON
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B COOTBETCTBUM C TpeboBaHusmu MOCT ISO 13485-2017;

BCE KOPMNYyCHble AeTanu, 3a UCKOYEHNEM UTUHIOB, NCMOJIb3yEMble A5 U3rOTOBMEHUS KOpnyca
OCHoBHoro 6s10ka B cbope, f0/KHbI ObITb NMPOM3BELAEHbI Ha TeppuTopumn Poccninckon dPegepaunn (gaHHoe
TpeboBaHNe He MPUMEHSETCA K 3a89BUTENSM, TOA0BOM 06bEM CEPUIHOCTMN NPOAYKLUN KOTOPLIX 3a
npeablayLwmn KafeHaapHbln rog coctasnseT meHee 300 eguHuL);

BbIMONHEHME CNeayLNX TEXHONOMrMYeCKMX onepaumin Ha TepputTopum Poccminckon ®epepaunu:
pa3paboTka NnpoayKLmK;

cbopka npoaykuUnu;

npoBepka PyHKLMOHAJIbHOCTY NPOAYKLINN;

3arpyska v KOHGUrypupoBaHue pycckosa3bl4HOMO NMPorpamMMHoro obecneyeHms;

ynakoBKa npoayKuuu;

NCMNOJIb30BaHME COCTaBHbIX YacTen (KOMMNAEKTYIOWMX), MPON3BEAEHHbIX Ha TeppMTOpPUN Poccuinckon
defepaumm, 1 BbINOJHEHNE Ha TeppuTopumn Poccminckon deaepaunm Cnegywmx TeXHONOr N4ecKmx
onepauun (ycnosui):

MCNoJsib30BaHMe Npy NPOU3BOACTBE MNPOAYKLIMM COCTAaBHbIX YaCTEN, U3rOTOBIEHHbIX Ha TeppUTOpUn
Poccuinckon ®epepaummn (TpebyeTcs Hannyme NCNoab30BaHUS MUHUMYM OJHON COCTaBHOW YacTu

Mo Ka)goMy NyHKTY A5 MNoayyYeHns COOTBETCTBYIOLLEro KoanyecTsa 6annos):

COCTaBHbIE 4YaCTW, 3aperucTPMpPOBaHHbIE B Ka4eCcTBe MEANLNHCKMNX N34S Ha TeppuTopumn Poccrminckon
®epepaumnm (20 6annos);

N3roToBJIEHNE Ha TeppuTopun Poccniickon degepaunm nam NCnonab3oBaHNe N3roTOBAEHHbIX

Ha TeppuTopun Poccuinckon ®epepaum CoCTaBHbIX YacTen Npu NPon3BOACTBe npoaykummn (TpebyeTcs
HaM4yne MMHUMYM O4HOWN eANHWLbI MO KaXXAO0MY MYHKTY A4 N0oyYeHUs COOTBETCTBYIOLLEro KonYecTBa
6annos):

Kopnyc ocHoBHoro 6soka B cbope (13 6annos);

kabenwn (18 6annos);

nnatel B cbope (24 6annos);

LUBENHble n3aenns (B COOTBETCTBUMN C HAUMOHaAbHbLIM CTaHAapToMm Poccuinckon ®egepaumm FOCT
17037-2022 "3penuns WBENHbIE U TPUKOTaXKHbIE. TepMUHbLI 1 onpeaenerHns") (4 6anna);

nporpamMMHoe obecrneyeHmne, BbIMOMHSAOLLEE OCHOBHOE (DYHKLMOHANbHOE Ha3HavYeHne nNpoayKumm,
3aperncTpupoBaHHoe B eUHOM peecTpe POCCUNCKMX NPOrpaMM 415 3NeKTPOHHbLIX BbIYNCNTENbHbIX
MaLUUH 1 6a3 OaHHbIX (25 6annos);

Hay4HO-MccnenoBaTeNbCKME N (UKN) OMbITHO-KOHCTPYKTOPCKNE paboThl, peann3yeMble POCCUNCKUMMN
IopUANYeCKMMIM NnuLamMn Ha Tepputopumn Poccninckon depepauinn:

0bbeM 3aTpaT Ha Hay4YHO-UCCNenoBaTENbCKME U (M) OMbITHO-KOHCTPYKTOPCKME paboTbl cocTasnseT 1
6ann 3a kaxable 0,17 npoueHTa rogoBoro obbema 3aTpaT cybbekTa AeSATENbHOCTHU

B C(hepe NPOMBbILLNEHHOCTY Ha Hay4YHO-UCCefoBaTeNbCKUE U (UAK) ONbITHO-KOHCTPYKTOPCKME paboThl,
MOHECEHHBIX Ha TeppuTopun Poccninickon Peaepaunn B NpeablayLweM KaneHhapHoOM roay, B obuwem
obbeMe BbIpyYKU CybbeKTa OeATENbHOCTM B Chepe NPOMBbILLJIEHHOCTU 3a NpeablayLIniA KaneHaapHbln rog,
Ho He Bonee 20 6annos

26.60.12.120AnnapaTbl 48 QYHKLUMOHANbHbLIX OMArHOCTUYECKNX NCCNed0BaHUN unn

AN KOHTPONS (hU3N0SIOrMYeCKMX NapaMeTpoB, NpUMeHSeMble

B MEOMLMHCKUX Lensx,

He BKJIIOYEHHbIE B ApYyrue rpynnupoBKMHAINYNE Y I0PUANYECKOr0 LA - HaJIoroBOro pesngeHTa CTpaH -
4yieHoB EBpa3ninCKoOro 3KOHOMNYECKOr0 COl03a NpaB Ha TEXHUYECKYI0 AOKYMEHTaLUMIo A1d Npou3BOACTBa
COOTBETCTBYIOLLEN NPOAYKLMMN Ha CPOK He MeHee 5 neT;

HaJinyne Ha TeppUTOPMM OLHOW U3 CTPaH - 41eHOB EBpa3ninCKOro 3KOHOMUYECKOro CO03a CEPBMCHOMO
LEHTpPa, YNOJHOMOYEHHOM 0 OCYLLECTBASATb PEMOHT, NMOC/AENPOAAXKHOE W rapaHTUIHOe 06CNyXXMBaHNe
COOTBETCTBYIOLLEN MPOLYKLMNM;
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Hann4ne y NpeanpuaTus - U3roToBUTENA COOTBETCTBYIOWEN NPpoayKLUN Nnoapa3aeneHns Hay4yHo-
NCCNenoBaTeNbCKNX U OMbITHO-KOHCTPYKTOPCKUX paboT Ha Tepputopumn Poccuinckon depepauuu;
Ha/myne JOKyMEeHTaslbHOr0 NOATBEP)KAEHNA BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MEANLIMHCKOrO
n3genns (3asBnsemMoro HauMeHoBaHWS ToBapa), NOJlYYEHHOr0 B pe3y/ibTaTe BbINOJHEHUS NOAPa3Ae/IEHNEM
npeanpuaTUa-M3roToBUTENS HAay4YHO-UCCeA0BaTENbCKUX N OMbITHO-KOHCTPYKTOPCKUX paboT (Hanmyne
pPerncTpaLmoHHOro y40CTOBEPEHNSA Ha pa3paboTaHHOe 1 BHEAPEHHOE B MPOM3BOACTBO FOTOBOE
MeLMLMHCKOE n3aenne

(3asBiseMoe HaMMeHOBaHNe ToBapa);

HaJinyne y NpeanpuaTusa-u3roToBUTENS UCKJIIOYNTESIbHOrO NpaBa Ha TOBAPHbIN 3HaK,

CAy>XawWwun gng MHANBMAyanm3aum NpoayKLumn, Ny npasa UCNosib30BaHMA TOBAPHOIo 3Haka,
npaBoobnagaTeneM KOTOPOro ABASETCS OPUANYECKOE NINLIO - HANIOrOBbIA Pe3naeHT Poccuiickon
depepauunm, He HaXOLALLMNCS NO4 KOHTPOSEM UHOCTPAHHOMO rOCyAapcTBa, U (Mn) MexayHapoLHOW
opraHmsauun, n (Mamn) NHOCTPAHHOMO LPUANYECKOT0 NN PU3NYECKOro nnLa, U (M) MHOCTPaAHHON
CTPYKTYypbl 6e3 0bpa3oBaHMA IOPUANYECKOrO nLa

(MpW HanM4YUM TOBaApHOro 3HakKa);

HaJInyne Hay4YHo-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHOM

Ha TeppuTopumn Poccuinckon ®epepaumm n Heobxogmmon Ans paspaboTku

1 NPOM3BOACTBA NPOLYKLINN;

Hanu4une y 3asBUTENS NPaB Ha NporpaMMHoe obecneyeHne, BLINOHALLEE OCHOBHOE (YHKLMOHANbHOE
Ha3Ha4yeHne NPoayKLNN;

HaJnyne y 3adBUTENS CUCTEMbl MEHEA)KMEHTA Ka4yecTBa KOMMNaHWN, CepTURULNPOBAHHON

B cooTBeTCTBUM C TpeboBaHuamm FOCT ISO 13485-2017;

BCE KOPMNYyCHble feTanu, 3a UCKoYeHneM (OUTUHIOB, NCMOJb3yeMble A5 U3r0TOBEHUS Kopryca
0CHoBHoro 6s10ka B cbope, A0/MKHbI BbITb NPOM3BEAEHbI Ha TeppuTopum Poccninckon Pepepaunn (gaHHoe
TpeboBaHMe He NPUMEHSETCS K 3asBUTENSAM, FOA0BON 06BEM CEPUAHOCTM NPOAYKLMUN KOTOPLIX 3a
npegbiaywmn KaneHgapHbii rog coctasnseT MmeHee 300 eguHumu);

BbIMOJIHEHME CNEAYIOLNX TEXHOOMMYECKMX onepaumin Ha Tepputopumn Poccminckon ®epepaunn:
pa3paboTka NpoayKumu;

cbopka npooyKuuu;

nposepka PyHKLMNOHAbHOCTY NPOAYKLNN;

3arpyska v KoHpUryprpoBaHume pyCCKOS3bIY4HOro NporpaMMHoro obecneyeHms;

ynaKoBKa npoayKuuu;

NCMNOJIb30BaHMe COCTaBHbIX YacTel (KOMMNNEKTYOWMX), NPOU3BEAEHHbIX HA TeppUTOpUN PocCcMnckon
depnepaumm, 1 BbINOJHEHNE Ha TeppuTopumn Poccminckon ®egepaunm Cleayowmnx TEXHOIOrNYeCKmx
onepauun (ycnosmn):

N3roToBNIEHNE Ha TeppuTopun Poccniickon degepaunm nam NCNoab30BaHNE N3roTOBAEHHbIX

Ha TeppuTtopum Poccunckon ®egepaunum COCTaBHbIX YacTen Npu NPON3BOACTBE MPOAYKL MM

(TpebyeTca HaNMyYMe MUHUMYM OQHOWN eOUHNLI MO KaXXAOMY MYHKTY A5 NOJIyYEeHNS COOTBETCTBYIOLLErO
konu4yectea 6annos):

COCTaBHbIE YaCTW, 3aPErMCTPMPOBAHHbIE B Ka4eCTBE MEANLIMHCKMX N3OeSIMA Ha TeppuTopumn Poccuinckon
depepaumnm (17 6bannos);

npoyne cocTaBHble YacTu (10 6annos);

Kopnyc ocHoBHoro 6ioka B cbope (9 6annos);

kabenun (10 6annos);

nnatel B cbope (24 6anna);

LUBENHble n3aenns (B COOTBETCTBUM C HAUMOHaAbHbLIM CTaHAapToM Poccuinckon ®egepaumm FOCT
17037-2022 "3penns WBENHbIE U TPUKOTaXHbIe. TepMUHbI U onpeaenenns”) (4 6anna);

nporpamMmMHoe obecrneyeHune, BbIMOJHAIOLLEE OCHOBHOE (DYHKLIMOHAIbHOE Ha3HaYeHne npoayKLmm,
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3aperncTpupoBaHHoOe B eIHOM peecTpe POCCUNCKUX NPOrpaMM A5 3NEeKTPOHHbBIX BbIYNCNTENbHbIX
MaLUMH 1 6a3 faHHbIX (20 6annos);

Hay4HO-NCCnefoBaTeNbCkme 1 (Mam) oNbITHO-KOHCTPYKTOPCKME paboTbl, peannsyemMbie pOCCUACKUMU
IopUANYeCcKMMIM NuuamMn Ha Tepputopumn Poccrninckon depepauinn:

obbeM 3aTpaT Ha Hay4YHO-UCCnefoBaTebCKMe 1 (M) ONbITHO-KOHCTPYKTOPCKMe paboThl cocTasnseT 1
6ann 3a kaxable 0,17 npoueHTa rogoBoro obbema 3aTpaTt cybbekTa AeaTeNbHOCTM B chepe
MPOMBILLNEHHOCTY Ha HaY4YHO-NCCNef0BaTENbCKME U (M) OMNBITHO-KOHCTPYKTOPCKME paboThl, MOHECEHHbIX
Ha TeppuTopumn Poccuiickon defepalum B NpefbiayLlemM KaleHhapHOM rogy, B obwem o6beme BbipyyKu
cybbekTa AeaTeNbHOCTM B Ccpepe MPOMbILLAEHHOCTW 3a NPeablAyLLNA KaneHaapHbIi rog, Ho He 6onee 20
6annos

13 26.60.13.190AnnapaTypa 37eKTpoTepanesTUYeCKasHaNM4Yne y opuanyeckoro mua - Hajaorosoro
pe3naeHTa CTPaH - Y41eHOB EBPa3nMnCcKoro 3KOHOMUYECKOr0 COt03a NPaB Ha TEXHMYECKYIO LOKYMEHTaLMI0
4719 NPOM3BOACTBA COOTBETCTBYIOLLEN NPOAYKLUN Ha CPOK HE MeHee 5 fieT;

HaAn4me Ha TEPPUTOPUUN OLHOW N3 CTPaH - Y1EHOB EBPa3MNCKOro 3KOHOMUYECKOr0 COl03a CEPBUICHOMO
LeHTpa, YNOAHOMOYEHHOM0 OCYLLEeCTBAATb PEMOHT, NOCAENPOAAXKHOE U rapaHTUHoe 06CnyXunBaHNe
COOTBETCTBYIOLEN NPOAYKLMY;

Ha/nyne y NpeanpuaTus - U3roToBUTE COOTBETCTBYIOWEN NPOoAyKLUN NoApa3aeneHns Hay4yHo-
nccaenoBaTesIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT Ha Tepputopun Poccninckon degepaunu;
Hann4yme JOKYMeEHTaJIbHOro noaTBepxaeHna sHegpeHnda B Npon3BoaCcTBO rotoBoro MmeanunHCKoOro
n3genns (3asaBnsemMoro HauMeHoBaHNs ToBapa), NOJY4YEHHOro B pe3y/bTaTe BbiNOJHEHNSA NO4Pa3AeeHNEM
nNpeanpuaTUA-U3roTOBUTENSA HAY4YHO-UCCIe[0BaTENbCKNX

1 OMNbITHO-KOHCTPYKTOPCKMX paboT (Hanmyme perncTpauuoHHOro yaocToBepeHmns Ha pa3paboTaHHoe 1
BHEApPEHHOEe B MPOM3BOACTBO rOTOBOE MeAMLIMHCKOE n3fenne (3aasiseMoe HaMMeHoBaHMe ToBapa);
HaJmyne y NpeanpuaTusa-u3roToBUTENS UCKIIOYNTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
WUHAMBMAYaAN3aLMM NMPOAYKLMM, AW NpaBa MCMOJb30BaHNS TOBAapPHOro 3Haka, npaBoobnagatenem
KOTOPOro ABadeTca vopngnyeckoe Jmuo - HaJ10roBbIN pe3npeHT

Poccuiickon ®epepaLimm, He HaXOAALLMNCS NO4 KOHTPOSEM UHOCTPAHHOMO rocyiapcTBa,

n (M) MexgyHapoaHOW opraHm3aunmn, n (MamM) MHOCTPaHHOIO IOPUANYECKOro Uan GU3nNYeckoro anua, un
(nIM) NHOCTPaHHOW CTPYKTYpbI 63 0bpa3oBaHUs LPUANYECKOro AnLa

(Mpy HanAM4YMM TOBAPHOIrO 3HakKa);

HaJindne y 3adBUTENS NMpaB Ha NporpaMmMHoe obecnevyeHune (Npu HaIMYMN TaKOBOrO B COCTaBE NPoayKLuK),
BbINOJIHAOLLLEE OCHOBHOE (hYHKLMOHANbHOE Ha3HavYeHne NpoayKLumuy;

MOHTaX 3/IEKTPOHHbLIX KOMMOHEHTOB Ha MeYaTHble NnaTthl B Poccuiickon ®epepaumm B 06beme,
cocTasnsowem 100 NpoLeHTOoB;

HafIMyMe Hay4YHo-NPOM3BOACTBEHHON H6a3bl (COBCTBEHHOW NN KOHTPAKTHOWN),

PacnosioXKeHHOW Ha TeppuTopun Poccminckon depepauun n Heobxoammon ona pa3paboTky 1 NPOM3BOACTBA
npoayKunu;

BbIMONHEHME CNeayoLmnX TEXHONOrMYeCcKMX onepaLmin Ha TepputTopum Poccminckon ®eaepaunu:
pa3paboTka npoayKLmK;

cbopka npoaykuunu;

npoBepka PyHKLMNOHAbHOCTY NPOAYKLINN;

3arpyska v KOHGMrypupoBaHue pycckosA3bl4HOMO MPorpamMMHoro obecneyexms;

yNaKoBKa NMpoayKLuu;

NCMNOJIb30BaHMEe COCTaBHbIX YacTel (KOMMNAEKTYOWMX), MPON3BEAEHHbIX Ha TEPPMTOPUN Poccuinckon
®epnepalmu, 1 BbINOJHEHNE Ha TeppuTopum Poccuinckon deaepaunm Cnepyowmx TEXHONOr n4eckmx
onepaumin (ycnosun):

N3roToBNIEeHNE Ha TeppuTopun Poccuiickon degepaunm nam NCnonb30BaHNe N3roTOBAEHHbIX

Ha TeppuTopun Poccuinckon ®epepaum CoOCTaBHbIX YacTen Npy NPON3BOACTBE MPOAYKLMN
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(TpebyeTca HanM4Me MUMHUMYM OLHON eAUHNULBI MO KaXXKAOMY MYHKTY A48 NOJyYeHUs COOTBETCTBYIOLLEro
KonnyecTtea 6annos):

Kopnyc ocHoBHoro 6soka B cbope (15 6annos);

kabenn (10 6annos);

nnathl B cbope (25 6annos);

Hasmyne y 3adBUTENA CUCTEMbl MEHEA)KMEHTa Ka4yeCcTBa KOMMaHMK1, CepTUULNPOBaHHON

B cooTBeTCTBUM C TpeboBaHuamu FOCT ISO 13485-2017 (5 6annos);

Hay4HO-MccnenoBaTeNbCKME U (UKN) OMbITHO-KOHCTPYKTOPCKNE paboThl, peannlyeMble POCCUNCKUMMA
IopUANYeCcKMMIM NnuLamMn Ha Tepputopumn Poccrninckon depepauinn:

obbeM 3aTpaT Ha Hay4YHO-UCcCnefoBaTebCKMe 1 (M) ONbITHO-KOHCTPYKTOPCKME paboTel cocTasnseT 1
6ann 3a kaxable 0,17 npoueHTa rogoBoro obbema 3aTpaT cybbekTa AesTENbHOCTHU

B chepe NPOMbILLIEHHOCTM Ha HAay4YHO-UCCIef0BaTeNbCKME U (UN) OMbITHO-KOHCTPYKTOPCKME paboTh,
MOHECEHHBIX Ha TeppuTopun Poccnintckon Peaepaunn B NpeablayLweM KaneHhapHoOM roay, B obuem
obbeMe BbIpyykM CyObeKkTa AeaTeNbHOCTY B Chepe NPOMbILLIEHHOCTY 3a NpeblAyLLNA KaneHaapHbIN rog,
HO He Bonee 20 6annos

32.50.12CtepunusaTtopsbl

XUpypruyeckme nnm

nabopaTopHbleHann4me y Iopnan4eckoro amua - HaaoroBoro pesnaeHTa CTpaH - YaeHoB EBpa3unckoro
3KOHOMWYECKOro COt03a NMpaB Ha TEXHUYECKYI0 AOKYMEHTALMIO 419 MPOM3BOACTBA COOTBETCTBYIOLLEN
NPOAYKLNN Ha CPOK He MeHee 5 neT;

HaJinyne Ha TeppuTOpPMUM OLHOW U3 CTPaH - 41eHOB EBPa3ninCKOro 3KOHOMUYECKOro COl03a CEPBMCHOMO
LEeHTpa, YNOJIHOMOYEHHOI0 OCYLLECTBASATb PEMOHT, MOCAENPOAAXKHOE N rapaHTMInHoe 06CcnyXmBaHme
COOTBETCTBYIOLEN NPOAYKLMK;

HaJnyne y NpeanpuaTus - U3roToBUTEN COOTBETCTBYIOWEN NPOAYKLUN NoApa3AeneHNs HayYHO-
nccaenoBaTesIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT Ha Tepputopun Poccninckon degepaunn;
Ha/inyne NOKYyMEHTaIbHOr0 NOATBEP)KAEHNS BHEAPEHUS B MPON3BOACTBO FOTOBOr0 MEANLIMHCKOrO
n3genns (3asBnsemMoro HauMeHoBaHNS ToBapa), NOJY4YEHHOr0 B pe3y/bTaTe BbiNOJHEHNSA NO4Pa3AeeHNEM
NpeanpuATMA-N3roTOBUTENA Hay4YHO-UCCNEA0BaTENbCKNX U OMBITHO-KOHCTPYKTOPCKMX PaboT (Hanuvme
PerncTpaumoHHOro yaoCTOBEPEHNS Ha pa3paboTaHHOE U BHEAPEHHOE B MPON3BOACTBO FOTOBOE
MeaNLUUHCKOe n3genme

(3asBNsieMoe HanMeHOBaHWe ToBapa);

Hasm4ne y NpeanpuaTua-u3roToBUTENS UCKIOYNTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
WHAMBMAYaNM3aLUM NPOAYKLMMW, AN NpaBa UCMOoJb30BaHNS TOBAPHOr0 3HakKa,

npasoobnagaTenem KOTOPOro ABAAETCS OPUANYECKOE NNLO - HAJIOFOBbIA Pe3NAEHT

Poccninckon ®degepaunmn, He HaxoOAWMNNCA N0 KOHTPOJIEM MHOCTPAHHOIO rocyAapcTBa,

1 (MIn) MeXXAyHapo4HON opraHu3aunn, n (Uamn) MHOCTPaHHOIO KPUANYECKOrO MU (U3NYECKOr0 AnLa, U
(M) NHOCTPaHHOWM CTPYKTYpbl 6e3 0bpa3oBaHUs LPUANYECKOro AnLa

(Npv HaNM4YMM TOBAPHOIro 3HakKa);

HaJIMymne Hay4HO-NPOoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHON

Ha TEPPUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3nMinckoro 3KOHOMMYECKOro Coto3a U Heobxoaumon ans
pa3paboTKu 1 NPON3BOACTBa NPOAYKLINN;

Hasm4ne y 3adBUTENA CaMOCTOATENbHO pa3paboTaHHOro NnporpaMMHoro obecneyeHus,

€C/IN OHO SIBNSIETCH YAaCTblo KOHKPETHOro 060pyA0BaHNA U BLIMOJAHSAET OCHOBHOE

(PYHKLMOHaIbHOE Ha3Ha4YeHne NpoayKLumu;

Hasmyne y 3adBUTENsA CUCTEMbl MEHEeJ)KMEHTa Ka4yeCcTBa KOMMaHUK1, CepTUhULNPOBaHHON

B cooTBeTCTBUM C TpeboBaHuamm FOCT ISO 13485-2017;

KOPMYCHble AeTaNin, OTHOCALLMECS K OrpakAaloLUM KOHCTPYKLUMUSAM, AOJKHBI ObITb MPOM3BeAEHbI Ha
TeppuTopun Poccuninckon degepaunu;

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 231335



napameTpbl NPOBeAEHNA NPUEMO-CAATOYHbIX UCMbITAaHNA:

LOKYMEHTUPOBaHHas npoweaypa;

nposepka PyHKLMOHAbHOCTN OCHOBHbIX Y3/10B CUCTEMBI;

NPOBeflEHNE KOHTPOJIbHbIX UCMbITaHWUIA, BKJIOYas NPOBEPKY Ha 31eKTPo6e30nacHoOCTb;
BbIMOJIHEHME CNEAYIOLNX TEXHONOMMYECKMX onepaLmnin Ha TeppuTopum Poccminckon depepaunu:
cbopka 1 MOHTaXX 3NeKTPOHHOro 060pyA0BaAHNS;

yCTaHOBKa NpOrpaMMHOro obecrneyvyeHns, ecnm oHo ABASETCA HEOTbEMIEMOW YacTbio 060pyAOBaHUS;
HaCTpoWKa 1 hyHKLMOHaNbHOE TeCTUpoBaHme obopygoBaHus;

NCMNOJIb30BaHMeE CIefyOLNX COCTaBHbIX YacTen (KOMMAEKTYOLLMX) U BbINOJIHEHNE CefyoLmMX
TEXHOJIOrMYeCcKnX onepauni Ha Tepputopumn Poccuiickon depepaunn:

1CNoJsib30BaHWe Npy NPOU3BOACTBE NPOAYKLM COCTABHbIX 3NEKTPOHHbIX MOLYeN,
N3rOTOBJIEHHbIX Ha TEPPUTOPUAX CTPaH - Y1eHOB EBPa3nNCKOro SKOHOMMYECKOro Coto3a:

Moaynb NaHenu ynpasneHus (5 6annos);

Moaynb 6noka nutaHus (5 6annos);

KOMMYTaLMOHHbIN Mogy b (5 6annos);

nporpaMMnpyeMbIi IOrMYecknin KoHTponnep (5 6annos);

MCNoJsib30BaHWe Npy NPOU3BOACTBE NPOAYKLIMM COCTaBHbIX MEXAHUYECKNX, KOPMYCHbIX

1 MeXBJI0OYHbIX COeAMHEHWI, U3rOTOBJIEHHBIX Ha TEPPUTOPUSX CTPaH - YaeHoB EBpasniickoro
9KOHOMUYECKOro Cot3a:

KoMnnekT Kabenen ¢ pazbeMamm aas MexxbnoyHbix coeguHenun (5 6annos);

LEeTaNn KOPMyCHble CTajlbHble, HE MeHee 50 NpoueHTOB 0bLLero KoM4yecTBa AeTanen KOpnyCHbIX
CTasbHbIX, UCNONb3yeMbIX B u3genuu (10 6annos);

LETaNn KOPMyCHble NNacTUKOBbIE, He MeHee 50 NpoueHTOB 00LLEro KOMYeCTBa AeTanel KOPnyCHbIX
NAaCTUKOBbIX, NUCMOJIb3yeMbIX B n3genmm (10 6annos);

MCNoJsib30BaHWe Npv NPOU3BOACTBE NPOAYKLNA KOMAIOHEHTOB U KOMMNAEKTYIOWMX, N3rOTOBAEHHbIX
Ha TeppuTOpMAX CTPaH - Y1eHOB EBPa3nNCKOro 3KOHOMNYECKOro Coto3a:

cTepunnsaunoHHas kamepa (20 6annos);

3aMopHbIA MEXAHU3M CTEPWUIM3ALMOHHON KaMepsbl (15 6annos);

cuctema napoobpasosaHus (10 6annos);

cumnoBow TpaHcgopmaTop (10 6annos);

BaKyyMHbI Hacoc (5 6annos);

3aMopHbIe KJlanaHbl, He MeHee ofHoro (5 6annos);

KOHTPOJIbHO-U3MepUTESbHbIE AaT4MKK, He MeHee 2 (5 6annos);

CTepWaN3aLMOHHBbIE TeNEXKN, U (MAK) NOSKK, U (MAKn) Kop3uHbl (5 6annos);

1CNoJsib30BaHWe Npy NPOU3BOACTBE NPOAYKLUN POCCUNCKUX MaTepmasos:

MeTu3bl (2 6anna);

kabenwn (2 6anna);

npepoxpaHuTenn (2 6anna);

BbIMO/IHEHME CNEAYIOLNX TEXHOOMMYECKMX onepaumnin Ha TeppuTopumn Poccminckon depepaunu:
YCTaHOBKa KOXXYXOB, NaHesnen, anemeHToB pambl (10 6annos);

narka 3N1eKTPOHHbIX KOMMOHEHTOB 1 pa3beMoB (10 6annos);

HaJmyne B TEXHOOMMN NPOM3BOACTBA CBAPOYHbIX MPOLECCOB:

CBapKa HannaBnsAoLWmMM 3nekTpoaom (5 6annos);

CBapKa B 3alUUTHbIX ra3ax (5 6annos);

nna3MeHHas cBapka (5 6annos);

nasepHas ceapka (5 6annos);

Hannyne obpaboTkm nucToBoro meTanna (bannbl cymmmpytoTcs, obuas cymma He 6onee 20 6annos):
Na3epHbIv (NNa3MeHHBIN) 1 (MnKn) MexaHn4eckuin packpon (5 6annos);
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npopybka 0TBEpPCTWIA 1 LUTaMMNOBKa 3aroToBok (5 6annos);

rnbka nmuctosoro metanna (5 6annos);

X0Ji0gHOe npeccoBaHue (5 6annos);

3p03MOHHas pe3ka (5 6annos);

TOKapHas n pesepHas obpaboTka (10 6annos);

JTAaKOKpacoyHble paboTsl (10 6annos);

yCTaHOBKa NporpamMMHoOro obecneyeHns Ha obopynosaHue (15 6annos)

(6annbl He CyMMUPYIOTCS NPY YCTaHOBKE NMPOrpaMMHOro obecrneyeHns Ha pa3Hble MOOYN);
3NEeKTPOMOHTAX, BKJIlOYas NOAK0YeHMe noTpebutenen BHyTpu obopynosarus (5 6annos);
n3roToBneHne kabenbHbIX XryTos (5 6annos);

cbopka 1 ycTaHOBKa LWKaa ynpasneHus (5 6annos);

cbopka 1 ycTaHOBKa CeHCOpHoro gucnnes (2 6anna);

YCTaHOBKA W HaCTpoka TepMonpuHTepa (2 6anna)

n3
26.51.53.141 u3

26.51.53.190

13 26.60.12.119Mpubop ona nposefeHns

noanmepasHom LenHon peakuum (MUP) B pexxume peasibHOro

BPEMEHWHANNYNE Y IPULANYECKOro NNLA - HAaNIOrOBOr0 pe3naeHTa CTpaH - YieHos EBpasniickoro
3KOHOMUYECKOro COl03a NpaB Ha TEXHUYECKYI0 JOKYMEHTaLUMo AN NpoU3BOACTBA COOTBETCTBYOLLEN
NPOAYKLNN Ha CPOK He MeHee 5 neT;

Hanu4me Ha TEPPUTOPUUN OLHOW U3 CTPaH - Y1eHOB EBPa3MNCKOro 3KOHOMUYECKOr0 COl03a CEPBUCHOMO
LEHTpPa, YNOJHOMOYEHHOM0 OCYLLECTBASATb PEMOHT, NMOC/ENPOAAXKHOE W rapaHTUIHOe 06CNyXMBaHNe
COOTBETCTBYIOLLEN NPOAYKLNN;

HasnM4ne y NpeanpuaTus - U3roToBMUTEA COOTBETCTBYIOWEN NPoayKLUN Noapa3aeneHms
Hay4YHO-NCCNENOBATENbCKMX M OMbITHO-KOHCTPYKTOPCKMX paboT Ha TeppruTopum

Poccuiickon ®epepaumu;

Ha/myne LOKYyMEeHTasIbHOr0 NOATBEP)XAEHNA BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MeANLIMHCKOrO
n3penus (3asBNSeMoro HaMMeHoBaHWA ToOBapa), MOJYYEHHOr0 B pe3ybTaTe BbiMOJHEHUS NOAPa3AeNIeHNEM
npeanpuaTUa-M3roToBUTENS HAy4YHO-UCCEA0BaTENbCKUX MU OMbITHO-KOHCTPYKTOPCKUX paboT (Hanmvne
pPerncTpaLmoHHOro y40CTOBEPEHNS Ha pa3paboTaHHOe 1 BHeAPEHHOE B MPOM3BOACTBO FOTOBOE
MeLMLMHCKOe n3aenve (3aaBnsemMoe HaumMeHoBaHWe ToBapa);

Hasn4ne y NpeanpuaTusa-u3roToBUTENS UCKIYUTEIbHOrO NpaBa Ha TOBAPHbIV 3HaK, CyXalnin ons
WHAVBUAYANU3aLUN NPOAYKLIAW, UKW NPaBa UCMONb30BaHNSA TOBAapHOr0 3Haka, NpaBoobnagatenem
KOTOPOro fABASeTCA OpMANYecKoe ML - HaJIoroBbIN pe3ngeHT

Poccuiickon ®epepaLimm, He HaXOAALWMNCS NOA KOHTPOSEM UHOCTPAHHOMO rocyAapcTBa,

1 (Man) MeXxAyHapo4HON opraHu3aunm, n (Mam) MHOCTPAHHOIO KPUANYECKOr0 UK (U3NYECKOro Anua, u
(nIM) MHOCTPaHHOM CTPYKTYpPbI 63 0bpa3oBaHUs LPUANYECKOrO ANLa

(Npwy HanM4YUKM TOBApHOrO 3HakKa);

HaJInymMe Hay4YHo-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMO0XXEHHON

Ha TeppuTopnM OLHON U3 CTPaH - Y1eHOB EBPa3ninCcKoro 3KOHOMMYECKOro Coto3a 1 Heobxoanmon ans
pa3paboTKu 1 NPOn3BOACTBA NPOAYKLNN;

NCMNOJIb30BaHMe COCTaBHbIX YacTel (KOMMNAEKTYOWMX), NPOU3BEAEHHbIX HA TePPUTOPUN POCCUNCKON
®epfepauunm, 1 BeINOAHEHWE Ha TeppuTopumn Poccuninckon ®efepaLmn cnefyolmx TEXHONOr YeCcKmx
onepauun (ycnosun):

MCNO/b30BaHNE MaTEPMASIOB, KOMMOHEHTOB U KOMMIEKTYIOLLNX, MPON3BEAEHHbIX

Ha TeppuTtopumn Poccunckon Gepepauum:

anekTpuyeckne moaynm (10 6annos.);
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3epKana, MH3bl ans onTuyeckon cuctemsl (10 6annos);

KOMMJEKT 3JIEKTPOHHbIX NnaT 6e3 MoHTaxa anemeHToB (10 6annos);

KopnycHon komnaekT nigenuns (10 6annos);

kabenu (nposopaa) (5 6annos);

KpenexHble nsgenus (5 6annos);

BbIMOJIHEHME CeAYIOLLNX TEXHONOrMYECKMX OMNepaLnii Ha TeppuTopun Poccuinckon depepaunu:
N3roToBNieHNe aeTanen kopnyca, 61okos (y3nos) (10 6annos);

MOHTaX 3/IeKTPOHHbIX naaT (10 6annos);

cbopka TepmobniokoB 1 onTobsiokos (10 6annos);

cbopka 1 MoHTaXk BCrioMoraTenbHbix 6710k0B (y3108) (5 6annos);

HacTpoika onTobnokos (15 6annos.);

HaCTpoOWKa, peryanpoBKa 1 TecTupoBaHue 61o0koB (y3nos) (10 6annos);

Haan4yme y 3asBUTENS CaMOCTOATEIbHO pa3paboTaHHOro NporpaMMHoro obecneyeHus,

€CJIN OHO SIBNSIETCA YaCTblo KOHKPETHOro 060pyA0BaHNS 1 BbINOJHAET OCHOBHOE (PYHKLIMOHaIbHOE
Ha3Ha4veHue npoaykumn (15 bannos);

YyCTaHOBKa NporpamMMHoro obecneyeHuns, ecim oHo SABASETCSA HEOTbEMJIEMOW YacTbo obopynoBaHmsa (5
6annos);

(OYHKLMOHaIbHOE TeCcTMpOoBaHMe npoaykuum (15 6annos);

N3roToBsieHne ynakosku (5 6annos)

n3

32.50.21.121

13 32.50.21.122

13 32.50.21.123AnnapaTbl UCKYCCTBEHHOW BEHTUASALMUMN NEFKUXHANNYNE Y IOPUANYECKOrO AnLa -
HaJIOroBOro pe3maeHTa CTpaH - 4eHoB EBpPa3ninckoro 3KOHOMMYECKOr0 CO3a NPaB Ha TEXHUYECKYIO
LOKYMEHTALMIO 15 NPOU3BOACTBA COOTBETCTBYIOLLEN MPOAYKLMM Ha CPOK He MeHee 5 neT;

HaJInyne Ha TeppPUTOPMIM OOHOW U3 CTPaH - 41eHoB EBpa3nincKoro 3KOHOMUYECKOro COt03a CEPBMCHOMO
LEeHTpa, YNOJIHOMOYEHHOI0 OCYLLECTBASATb PEMOHT, MOCAENPOAAXKHOE U rapaHTMinHoe 06CcnyXmBaHme
COOTBETCTBYIOLEN NPOAYKLMK;

HaJnyne y NpeanpuaTus - U3roToBUTE COOTBETCTBYIOWEN NPOAYKLUN NoApa3aeneHns Hay4yHo-
nccnenoBaTesIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT Ha Tepputopun Poccninckon degepaunu;
HaJInyne NOKYMEHTaIbHOr0 NOATBEP)KAEHNS BHEAPEHUS B MPOM3BOACTBO FOTOBOr0 MeANLIMHCKOrO
n3genns (3asaBnsemMoro HauMeHoBaHMs ToBapa), NOJY4YEHHOr0 B pe3y/bTaTe BbiNOJHEHUSA NO4Pa3AeeHNEM
NpPeanpuATMA-N3roTOBUTENSA Hay4YHO-UCCNEA0BaTENbCKNX N OMBITHO-KOHCTPYKTOPCKMX PaboT (Hanudme
perncTpaumoHHOro yaoCToBEpPEHNS Ha pa3paboTaHHOE 1 BHEAPEHHOE B MPON3BOACTBO FOTOBOE
MeauLNHCKOE n3genne (3asBaseMoe HaMeHOBaHWe ToBapa);

HaJmyne y NpeanpuaTusa-u3roToBUTENS UCKIIOYNTEIbHOr0 NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
WUHAMBMAYAAN3aLMM MPOAYKLMM, AN NpaBa MCMOJb30BaHNS TOBAapPHOro 3Haka, npaBoobnagatenem
KOTOPOro SIBNSETCS OPUANYECKOE JINLO - HAJIOrOBbIN pe3naeHT

Poccuinckon ®egepalmm, He HAXOAALWMNACSA NOJ KOHTPOAEM MHOCTPAHHOIO rocyAapcTBa, v (nnu)
MeXAyHapo4HOW opraHmn3aunn, n (Mamn) NHOCTPAHHOIO LPUANYECKOr0 UK GU3NYeCcKoro nuua, u (unm)
WNHOCTPaHHOW CTPYKTYypbl 6e3 06pa3oBaHMs LOPUANYECKOro AnLa

(Mpw HanAM4YMM TOBAPHOIro 3HakKa);

HaJInymne Hay4Ho-NPOoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHOM

Ha TeppUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3mMinckoro 3KOHOMMYECKOro Cot3a U Heobxogmmon ans
pa3paboTKu 1 NPOM3BOACTBA NPOAYKLMNU;

BbIMOJIHEHME CNEeAYIOLNX TEXHOOMMYECKMX onepaumnin Ha TeppuTopum Poccuinckon depepaunn:
cbopKa 1 MOHTa)X rOTOBOW MPOAYKLNY;

YyCTaHOBKa NporpaMMHoOro obecrneyeHuns, ecam oHo ABASETCA HEOTbLEMIEMOW YaCTblo 0060pyA0BaHMS;
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HaCTpoWKa 1N HYHKLMOHaNbHOE TECTUPOBAHNE NPOAYKLMUK;

KOHTPOJIb Ka4eCTBa Ha COOTBETCTBUE TEXHUYECKON AOKYMEHTALUN NPOU3BOAMTENS

(TexHuyecknm ycnosusm) (7 6annos);

MCMNOJIb30BaHNe COBMECTHO C anmnapaToM UCKYCCTBEHHON BEHTUASALMUN NIErKUX PAaCXOOHbIX MaTepunasaoB
POCCMICKOro NPOM3BOACTBaA:

04HOPA30BbIN 1 (MK) MHOrOPa30BbIA PACXOAHbI KOoMNNeKT (20 6annos);

MCMNOJIb30BaHNE POCCMNCKUX COCTABHbIX YacTeN (KOMMNEKTYIOLLNX):

JaT4MK noToka Bo3ayxa (5 6annos);

Kabenb NuTaHua (ceteson) (2 6anna);

BCTPOEHH®IN B annapaT akkymynaTtop (6 6annos);

Tenexka ANs annapaTa UCKYCCTBEHHOW BEHTUNSLUM Nnerkux (3 6anna);

AaT4YMK KOHLeHTpaumm kucnopoga (5 6annos);

KOPMyCHble AeTann annapaTa UCKYCCTBEHHOW BEHTUASLMK nerkux (7 6annos);

nHeBMOb60K (cMecnTenb rasos) (15 6annos);

610K MNTaHNS (BTOPUYHBIA UCTOYHUK NuTaHKuA) (5 6annos);

YBNAXXHUTENb AblXaTeNbHbIX cMeceln (5 6annos);

MOAy/b aHanM3a KUCopoaa B AbixaTenbHon cmecn (5 6annos);

NPOU3BOACTBO MEXAHNYECKNX 1 KOPMYCHbIX YacTel:

TOKapHas n pesepHas obpaboTka (7 6annos);

N3roToBJIeHNE KOPMYCHbIX aeTanen (10 6annos);

KOHTPOJIb KaYeCTBa Ha COOTBETCTBUE TEXHUYECKON AOKYMEHTALUN NPOU3BOAMTENS (TEXHNYECKUM
ycnosusm) (7 6annos);

ynakoBka (6 6annos);

nporpamMMHoe obecrnevyeHune, 3aperncTppoBaHHOE B eANHOM peecTpe POCCUNCKUX MPOorpamm

AN9 3NEKTPOHHbBIX BBIYNCANTESNbHBLIX MalLWH 1 6a3 faHHbIX (35 6annos);

Hay4HO-NCCNIef0BaTENbCKNE M OMbITHO-KOHCTPYKTOPCKUE paboThl (06beM 3aTpaT Ha Hay4HO-
nccnenoBaTesbCKNE U OMbITHO-KOHCTPYKTOPCKME paboTbl, peasnlyemble POCCMACKMMU IOPUANYECKUMIA
Jiuammn Ha Tepputopun Poccuinckon ®epepaumm B npedbliayLlleM KaJleHAapHOM rogy, coctasnseT 1 6ann
3a Kaxable 0,17 npoueHTa obbeMa BbIpyyKuW, HanpaBieHHON Ha peasim3auunio Hay4HO-UCcnenoBaTeNbCKUX
N OMbITHO-KOHCTPYKTOPCKMX paboT

(He 6bonee 30 6annos)";

1) nocne no3uumm, kKnaccuguumpyemoin kogom no OK 034-2014 (KNEC 2008) 13 32.50.50.000
"MnombrpoBOYHbIE MaTepmMasibl CBETOBOrO U XMMWUYECKOr0 OTBEPXXAEHUS, MaTepuasbl MOAKIaA0YHbIe
XUMUWYECKOr0 Uy CBETOBOrO OTBEPXAEHNSA, MaTepurabl 4Na repMeTum3auum yrnybneHuin n puccyp 3y6os,
oCTeonaacTuYecKne Xnpypruyeckue MmaTepumaribl, LLeMeHTbl MIOMOVPOBOYHbIE CBETOBOMO M XMMUYECKOr0
oTBepXAeHMA", LOMNOSHUTb NO3ULUAMU CIeYIOLero CoaepXaHus:

"n3
32.50.50YcTaHoBKa ans 06e3BpeXMBaHNA MEANLIMHCKMX OTXOL40BHAIMYME Y IOPUANYECKOr0 nLa -
Ha0roBoOro pesnfeHTa CTpaH - Y1eHoB EBPa3MNCKOro 3KOHOMUYECKOro COl03a NpaB Ha TEXHUYECKYI0
LOKYMEeHTauuo Ans NPoM3BOACTBa COOTBETCTBYIOLLEN NPOAYKLMM Ha CPOK HE MeHee 5 neT;

Hanu4yme Ha TEPPUTOPUUN OLHOW U3 CTPaH - Y1eHOB EBPa3MNCKOro 3KOHOMUYECKOr0 COl03a CEPBUCHOMO
LeHTpa, YNOJHOMOYEHHOM0 OCYLLeCTBAATbL PEMOHT, NOC/AENPOAaXKHOe U rapaHTUinHoe 06CnyXunBaHne
COOTBETCTBYIOLEN NPOAYKLMY;

Hanuyne y NpeanpuaTus - M3roToBMTeNs COOTBETCTBYIOLEN NPOAYKLMM NoApa3feneHns Hay4YHo-
nccnefoBaTeIbCKUX 1 OMbITHO-KOHCTPYKTOPCKMUX paboT Ha TeppuTopun Poccuinckon ®epepaunu;

HaJinyne LOKYMEeHTaslbHOro NoATBEPKAEHNS BHEAPEHUS B MPOU3BOACTBO FOTOBOr0 MeANLIMHCKOr 0O
n3penus (3asBiseMoro HaMMeHoBaHWA ToBapa), MOJy4YeHHOro B pe3ysibTaTe BbIMNOJHEHUS NoApa3fe/ieHNeEM
NpeanpuATUA-N3roTOBUTENS HAy4YHO-UCCNEA0BaTENbCKUX U OMBITHO-KOHCTPYKTOPCKMX paboT (Hanu4vme
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PerncTpaLmoHHOro ya0CTOBEPEHNA Ha pa3paboTaHHOe 1 BHEAPEHHOE B MPOM3BOACTBO FOTOBOE
MeOULUHCKOe n3genne

(3asBNsieMOe HanMeHOBaHMe ToBapa);

Hanyne y NpeanpuaTusa-u3roToBUTENS UCKJIIOYNTESIbHOrO NpaBa Ha TOBAPHbIN 3HaK,

CNy>XaWun gng MHANBMAYyanm3auum NpoayKLumn, Ny npaBa UCNosib30BaHMA TOBAPHOIo 3Haka,
npaBoobiagaTeNeM KOTOPOro ABASETCS IOPUANYECKOE NLLO - HAJIOFOBbIN Pe3UAEHT

Poccuinckon ®epepaumm, He HaXoAALWMACS NOA KOHTPOMNEM MHOCTPAHHOIO roCcyAapCTBa,

n (M) MeXxgyHapoaHOW opraHm3aunu, n (MamM) MHOCTPaHHOIO IPUANYECKOro Uan GU3NYeCcKoro anua, un
(nNIM) HOCTPaHHOM CTPYKTYpPbI 6e3 0bpa3oBaHUs LPUANYECKOrO AnNLa

(MpW HanM4YUM TOBapHOro 3HakKa);

HaJInyMe Hay4YHo-NPOoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMO0XXEHHOM

Ha TeppuTopun Poccuinckon ®epepaumm n Heobxogmmon ons paspaboTKM M NPOM3BOACTBA NPOAYKLMUK;
Haan4yme y 3asBUTENS CaMOCTOATEIbHO pa3paboTaHHOro NporpaMMHoro obecneyeHus,

€CJIN OHO SIBNSIETCA YaCTblo KOHKPETHOro 060pyA0BaHNS 1 BbINOJHAET OCHOBHOE (PYHKLIMOHaIbHOE
Ha3Ha4yeHne NPoayKLNN;

Ha/nyne y 3adBUTENS CUCTEMbI MEHEA)KMEHTA Ka4yecTBa KOMMNaHMKN, CeEpTURULNPOBAHHON

B cooTBeTCTBUM C TpeboBaHuamm FOCT ISO 13485-2017;

KOPMyCHble AeTanun (4acTu n3genus, cneunanbHo NCnob3yemMble Ans obecnevyeHns 3allnTbl NOCPeACTBOM
YCTaHOBKMW (p13NYECKNX Nperpag), OTHOCALWMECS K OrpaXKAatoWMM KOHCTPYKLNSAM, AO0/MKHbI BbITb
npoun3BefeHbl Ha TeppuTopumn Poccunckon Gepepaunu;

npv obe33apaknBaHn MeANLIMHCKNX OTXOA0B KnaccoB b n B nonmxeH ncnosnb3oBaTbCs METOA BOLSHOMO
HaCbILLEHHOr0 Napa nog n3bbITOYHbLIM AaBlEHNEM;

N3MEeHEeHWe BHELUHero Buaa MegnuUMHCKUX 0TX040B KNaccos b 1 B 40/MKHO 0CyLWLeCcTBASTLCA O4HMM U3
cnocobos:

n3Mesb4YeHue;

CnekaHue;

npeccoBaHue;

napameTpbl NPOBEAEHNS NPUEMO-CAATOYHbIX UCMbITAHWA:

nposepka PyHKLMOHAIbHOCTN OCHOBHbIX Y3/10B CUCTEMBI;

NpoBeAeHNE KOHTPOJIbHBIX UCMBITaHWIA, BKIKOYas NMPOBEPKY Ha 3/1eKTpobe30nacHOCTb;

BbIMOJIHEHWE CNEeAYIOLNX TEXHOOMMYECKMX onepaLmnii Ha TeppuTopumn Poccninckon depepaunn:
cbopKa 1 MOHTa)X 3N1EeKTPOHHOr0 06opynoBaHNS;

YCTaHOBKa NporpaMMHoOro obecrneyeHuns, ecam oHo ABASETCA HEOTbEMJIEMOW YaCTblo 0060pyA0BaHMS;
HaCTponKa 1 PyHKLMOHabHOE TecTpoBaHne obopynoBaHus;

NCNOJIb30BaHMe CeyIoLWNX COCTaBHbIX YacTen (KOMMAEKTYIOWMX) WU BbINOJIHEHNE CeAYoLMX
TEXHOJIOrMYeCcKnX onepauni Ha TepputTopum Poccuiickon depepaunn:

1CNoJsib30BaHWe Npv NPOU3BOACTBE MPOAYKLMM COCTaBHbIX 3NEKTPOHHbIX MOLY e,

N3rOTOBJIEHHbIX Ha TEPPUTOPUAX CTPaH - Y1eHOB EBPa3nNCKOro 3SKOHOMMYECKOro COoto3a:

Moaynb NaHenn ynpasneHus (5 6annos);

Moaynb 6n1oka nutaHus (5 6annos);

KOMMYTaLMOHHbIN Mogy b (5 6annos);

nporpaMMnpyeMblii TOrMYecknin KoHTponnep (5 6annos);

MCNoJIb30BaHWe Npy NPOU3BOACTBE NPOAYKLIMM COCTAaBHbIX MEXAHUYECKNX, KOPMYCHbIX

1N MeXX6104HbIX COEANHEHUIN, N3FOTOBJIEHHbIX Ha TEPPUTOPUAX CTPaH - Y1eHoB EBpa3ninckoro
3KOHOMUYECKOro COH03a;

KOMMNeKT Kabenew ¢ pasbemMamun gns Mexxbno4Hbix coeguHeHun (5 6annos);

LETaNln KOPMyCHble CTajlbHble, He MeHee 50 NpoueHTOB 00LLEro KOIMYECTBa AeTanel KOPMYCHbIX
CTabHbIX, UCNOSIb3yeMbIX B n3genum (10 6annos);
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[eTaNn KOPMyCHble NNacTUKOBbIE, He MeHee 50 NpoueHTOB 00LLEro KoMYeCcTBa AeTanel KOpnyCHbIX
NAaCTUKOBbIX, NCMOJIb3yeMbIX B n3penum (10 6annos);

1CNosb30BaHWe Npu NPon3BOACTBE NPOAYKLMN KOMMIOHEHTOB N KOMMJIEKTYIOLLNX, N3rOTOBJIEHHBIX Ha
TEppUTOPUSX CTPaH - YneHoB EBPa3nNCKOro 3KOHOMMYECKOro COo3a:

cTepunnsaunoHHas kamepa (20 6annos);

3aMopHbIA MEXAHU3M CTEPWUIM3ALMOHHON Kamepsl (15 6annos);

MoTop-peaykTop (10 6annos);

610K nsmenvyeHna (10 6annos);

cmnoBow TpaHcgopmaTop (10 6annos);

cmctema napoobpasosaHus (10 6annos);

BaKyyMHbI Hacoc (5 6annos);

3aMopHbIe KJlanaHbl, He MeHee ogHoro (5 6annos);

KOHTPONbHO-N3MEPUTENbHbIE AaTUYNKK, He MeHee 2 (5 6annos);

CTEPUIN3ALINOHHbBIE TENEXKM, U (1In) NosKK, 1 (nn) Kop3uHbl (5 6annos);

MCNosb30BaHWe Npu NPon3BOACTBE NPOAYKLMN POCCUACKMX MaTepUanos:

MeTu3bl (2 6anna);

kabenm (2 6anna);

npenoxpaHuTenu (2 6anna);

BbIMOJIHEHWE CNEeAYIOLNX TEXHOOMMYECKMX onepaLmin Ha TeppuTopumn Poccrinckon depepaunu:
YyCTaHOBKa KOXXYXOB, NMaHenemn, anemMmeHToB pamsl (10 6annos);

navika 371eKTPOHHbIX KOMMOHEHTOB 1 pa3beMoB (10 6annos);

HasMyne B TEXHOOMMN NPOM3BOACTBA CBAPOYHbIX MPOLLECCOB:

CBapka HannaBnsowWmM snektTpoaom (5 6annos);

CBapkKa B 3alLMTHbIX ra3ax (5 6annos);

nna3MeHHas ceapka (5 6annos);

NnasepHas ceapka (5 6annos);

Hanm4ne obpaboTkm nnuctosoro metanna (bannsl cymmmpytotcs, obuias cymma - He 6onee 20 6annos):
Na3epHbIv (MNa3MEHHBIN) 1 (MAKn) MexaHn4eckuin packpon (5 6annos);

npopybka 0TBEpPCTUIA 1 WTaMMNOBKa 3aroToBok (5 6annos);

rnbka nucToBoro Metanna (5 6annos);

X0JI0AHOe npeccoBaHue (5 6annos);

3p03MOHHas pe3ka (5 6annos);

TOKapHas n pesepHas obpaboTka (10 6annos);

JTaKOKpacoyHble paboTol (10 6annos);

yCTaHOBKa nporpaMMHoro obecneyvyeHuns Ha obopynosaHue (15 6annos) (6annbl He CyMMUPYOTCA Npn
YyCTaHOBKE NporpaMMHoro obecrneyeHuns Ha pasHble MOAYN);

3NEeKTPOMOHTAX, BKJI0Yaa NoaktoveHne notpebutenen BHyTpu obopyaosaHus (5 6annos);
n3rotoBsieHne KabenbHbIX XryTos (5 6annos);

cbopka 1 ycTaHoBKa LWKaga ynpasneHusa (5 6annos);

cbopka 1 ycTaHOBKa CEHCOPHOro aucnnes (2 6anna);

YyCTaHOBKa W HacTponka TepMonpuHTepa (2 6anna)

n3

32.50.50MaLwmHa MoeYyHO-Ae3NHMEKLNOHHAsHANNYNE Y IOPULNYECKOr0 NNLLA - HAIOroBOro pesngeHTa
CTPaH - 41eHoB EBpa3ninCKOro 3KOHOMUYECKOr0 COt03a NMpaB Ha TEXHUYECKYI0 AOKYMEeHTaLuMo 4as
NPOM3BOACTBA COOTBETCTBYIOLLEN NPOAYKLMUN HA CPOK HE MeHee 5 neT;

HaJinyne Ha TeppUTOPMM OLHOW U3 CTPaH - 41eHOB EBpa3ninCKOro 3KOHOMUYECKOro CO03a CEPBMCHOMO
LEHTpPa, YNOJHOMOYEHHOM 0 OCYLLECTBASATb PEMOHT, NMOC/AENPOAAXKHOE W rapaHTUIHOe 06CNyXXMBaHNe
COOTBETCTBYIOLLEN MPOLYKLMNM;
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Hasm4ne y NpeanpuaTus - U3roToBMUTENA COOTBETCTBYIOWEN NPpoayKLUn noapa3aeneHums
Hay4HO-NCCNIef0BaTENbCKNX N OMbITHO-KOHCTPYKTOPCKUX paboT Ha TeppuTopumn Poccuinckon ®epepaunu;
Ha/myne JOKyMEeHTaslbHOr0 NOATBEP)KAEHNA BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MEANLIMHCKOrO
n3genns (3asBnsemMoro HauMeHoBaHWS ToBapa), NOJlYYEHHOr0 B pe3y/ibTaTe BbINOJHEHUS NOAPa3Ae/IEHNEM
npeanpuaTUa-M3roToBUTENS HAay4YHO-UCCeA0BaTENbCKUX N OMbITHO-KOHCTPYKTOPCKUX paboT (Hanmyne
pPerncTpaLmoHHOro y40CTOBEPEHNSA Ha pa3paboTaHHOe 1 BHEAPEHHOE B MPOM3BOACTBO FOTOBOE
MeOULUHCKOe n3genme

(3asBiseMoe HaMMeHOBaHNe ToBapa);

HaJinyne y NpeanpuaTusa-u3roToBUTENS UCKIIOYNTESIbHOr0 NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
WUHAMBMAYANN3aLMM NMPOAYKLMM, UK NpaBa MCMOJb30BaHNS TOBAapHOro 3Haka, npaBoobnagatenem
KOTOPOro SBASETCS IOPUANYECKOE NNLO - HANOrOBbIN pe3naeHT Poccuninckon Penepaumm, He HaxogALWNACS
noA KOHTPOJIEM UHOCTPAHHOIO rocyAapcTBa, W (Uan) MexxayHapogHOW opraHu3aummn, u (nam)
WMHOCTPaHHOIO IOPUANYECKOr0 UK PU3NYECKOro NnLa, 1 (MaKn) MHOCTPaHHON CTPYKTYpbI 6e3 0bpa3oBaHma
IOpPUANYECKOro Nnua

(MpW HanM4YUM TOBaApHOro 3HakKa);

HaJInyne Hay4YHo-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PACMOI0XXEHHOM

Ha TeppUTOPUN OLHON U3 CTPaH - Y1eHoB EBpa3mMinckoro 3KOHOMMYECKOro Cot3a U Heobxogmmon ans
pa3paboTKu 1 NPOM3BOACTBA NPOAYKLMNU;

HaJInyne y 3adBUTENS CaMOCTOATENbHO pa3paboTaHHOro NporpaMMHoro obecneveHus,

€CJIN OHO SIBJIAETCS YaCTbi0 KOHKPETHOro 060pyA0BaHNSA 1 BbIMOAHSET

OCHOBHOE (DYHKLMOHAIbHOE Ha3Ha4YeHne NPoayKLNN;

Hasm4ne y 3adBUTENSA CUCTEMbI MEHEA)KMEHTA Ka4yeCcTBa KOMMaHMKN, CepTUULNPOBaHHON

B COOTBETCTBUM C TpeboBaHusmu FOCT ISO 13485-2017;

KOPMyCHble AeTanu, OTHOCALLMECS K OrpaXKAatoLWmMM KOHCTPYKLUUAM, LO/KHbI 6bITb Npon3BeaeHbl Ha
TeppuTopun Poccninckon depepaunm;

napameTpbl NMPOBEAEHNS NPUEMO-CAATOYHbIX UCMbITAHWA:

LOKYMEHTUPOBaHHasA Npoueaypa;

npoBepka PYHKLMOHAIbHOCTN OCHOBHbIX Y3/10B CUCTEMBI;

NnpoBeeHNE KOHTPOJIbHbIX UCMLITaHUIA, BKOYas NPOBEPKY Ha 31eKTpobe30nacHOCTh;

BbIMONHEHME CNeayoLWNX TEXHONOrMYeCKMX onepaumi Ha TepputTopum Poccminckon ®epepaunu:
cbopka 1 MOHTaXX 31eKTPOHHOro 060pyA0BaHNS;

yCTaHOBKa NPOrpaMMHOro obecrneyvyeHns, ecam oHO ABASETCS HEOTbEMIEMOW YaCTbio 060pyAOBaHUS;
HaCTponKa 1 PyHKLIMOHAIbHOE TeCTMPOBaHNe 0bopynoBaHNS;

NCMNoJsib30BaHWe Npy NPOU3BOACTBE MNPOAYKLIMM COCTABHbIX 3EKTPOHHbIX MOAY e, N3rOTOB/IEHHbIX Ha
TeppuUToOpmSAX CTPaH - 41eHoB EBPa3nncKoro 3KOHOMMYECKOro Co3a:

Moaynb NaHenu ynpasneHus (5 6annos);

Monynb 610ka nutaHus (5 6annos);

KOMMYTaLWOHHbIA Moayb (5 6annos);

nporpaMMmpyeMbIi IOrMYecKnin KoHTpoaaep (5 6annos);

MCMNOJIb30BaHMe Npy NPOU3BOACTBE NPOAYKLIMM COCTAaBHbIX MEXAHUYECKNX, KOPMYCHbBIX 1 MEXB6104YHbIX
COeaNHEHNI, N3rOTOBIEHHbIX

Ha TEPPUTOPUSAX CTPaH - YneHOoB EBPa3nMNCKOro 3KOHOMMYECKOro Co3a:

KOMMNEKT Kabenew ¢ pasbemMaMu ans Mexx6noyHbix coeguHeHunn (5 6annos);

LEeTann KopnycHble CTanbHble, He MeHee 50 NpoLeHTOoB 06LLero Koan4yecTea AeTanen KOpAyCHbIX
CTaNbHbIX, UCNOJIb3yeMbIX B n3genumn (10 6annos);

AEeTanun KoprnycHble NNacTUKOBbIe, He MeHee 50 NpoueHTOoB 06LLLero KoMYecTea AeTanen KOpnyCHbIX
NAaCTMKOBbLIX, NCMONb3yeMbix B u3genuu (10 6annos);

NCMNoJIb30BaHWe Npu NPOU3BOACTBE NPOAYKLMM KOMMOHEHTOB U KOMMIEKTYOLWMNX, N3rOTOB/IEHHbIX Ha
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TeppuUTOpPUAX CTPaH - YaeHoB EBPa3niniCKoro SKOHOMMYECKOro CO3a:

MoeyHas kamepa (20 6annos);

ABepb C 3anopHbIM MexaHn3Mom (15 6annos);

cmnoBow TpaHcgopmaTop (10 6annos);

3aMopHble KJlanaHbl, He MeHee ogHoro (5 6annos);

KOHTPOJIbHO-N3MEpPUTENbHbIE AaTUYNKK, He MeHee 2 (5 6annos);

MOEeYHble TeNexkKu, n (uan) noaku, u (nnm) kopsuHel (10 6annos);

MCMo/b30BaHNe Npu NPon3BOACTBE NPOAYKLMN POCCUACKMX MaTePUaoB:

MeTu3bl (2 6anna);

kabenn (2 6anna);

npenoxpaHuTenu (2 6anna);

MoloLLle-ae3nHGeKLnoHHble cpeacTsa (5 6annos);

BbIMOJIHEHNE CeAYIOLLNX TEXHOOMMYECKMX Onepaunii Ha TeppuTopun Poccminckon depgepaumn: yCTaHOBKa
KOXXYXOB, NaHesnen, anemeHToB pambl (10 6annos);

npoBefeHne NpnemMo-caaToYHbIX CMbITaHWMI annapaTa (5 6annos);

navka 3N1eKTPOHHbIX KOMMOHEHTOB 1 pa3beMoB (10 6annos);

HaJMyne B TEXHOOMMMN NPOM3BOACTBA CBAPOYHbIX MPOLECCOB:

CBapka HannaBnsoLwWmM snektTpoaom (5 6annos);

CBapKa B 3alLMTHbIX ra3ax (5 6annos);

nna3meHHas cBapka (5 6annos);

nNasepHas ceapka (5 6annos);

Hanm4ne obpaboTkm nuctosoro metanna (bannsl cymmmpytotcs, obuas cymma 6annos - He 6onee 20):
NasepHbIi (Nna3MeHHbIR) 1 (MK) MexaHUYecKnii packpon (5 6annos);

npopybka 0TBEpPCTWIA 1 WTaMMNOBKa 3aroToBok (5 6annos);

rnbka nuctoBoro Metanna (5 6annos);

X0JI0AHOe npeccoBaHue (5 6annos);

3p03MOHHas pe3ska (5 6annos.);

ToKapHas n pesepHas obpaboTka (10 6annos);

JTaKOKpacoyHble paboTbl (10 6annos);

yCTaHOBKa nporpamMMHoro obecneyeHuns Ha obopynosaHue (15 6annos)

(6annbl He CYMMUPYIOTCS MPK YCTaHOBKE NporpaMMHoro obecnevyeHuns Ha pasHble MOLYJIN);
3/IEKTPOMOHTAX, BKJIlOYas NoakYeHne notpebutenein BHyTpu obopyaosaHus (5 6annos);
n3rotoBsieHne KabenbHbIX XryTos (5 6annos);

cbopka 1 ycTaHoBKa LWKaga ynpasneHus (5 6annos);

cbopka 1 ycTaHOBKa CEHCOPHOro aucnnes (2 6anna);

YyCTaHOBKa W HaCcTponKa TepMonpuHTepa (2 6banna)";

K) nosuuuto, knaccmpuumpyemyto kogom no OK 034-2014 (KNEC 2008) 13 26.60.11.130 "Tpybku
PEHTreHOBCKME AJ19 MEAMNLIMHCKOW annapaTypbl; FEHEpPaTOPbl PEHTFEHOBCKOIro U3lyYeHUs; reHepaTopbl
BbICOKOr0 Hanps»XXeHna ans MeauLUMHCKON annapaTypbl”, UCKYUTD;

J1) nocne nosnuum, kKnaccuduumpyemon kogom rno OK 034-2014 (KMEC 2008) 20.13.13, 4onoaHnTb
no3uuuen cnefyoLwero Coaep XxaHus:

"n3
26.60.11.1300eTeKkTOp

NJ0CKONaHebHbI

LMDPOBON PEHTIEHOBCKMNHANNYMNE Y IOPUANYECKOrO 1ML - HAJI0roBOr0 pe3nieHTa CTpaH - 41eHOB
EBpPa3ninCKoro 3KOHOMMYECKOro CO03a NpaB Ha TEXHUYECKYI0 JOKYMEHTaL M0 A9 NPON3BOACTBA
COOTBETCTBYIOLLEN NPOAYKLMM Ha CPOK He MeHee 5 neT;

Hann4me Ha TEPPUTOPUUN OLHOW N3 CTPAH - Y1EHOB EBPa3MNCKOro 3KOHOMUYECKOr0 COl03a CEPBUCHOMO
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LEeHTpPa, YNOJHOMOYEHHOM0 OCYLLECTBASATb PEMOHT, NOC/ENPOAAXKHOE
N rapaHTUNHOEe 06CNyXBaHWE COOTBETCTBYIOLLEN NPOAYKLMNY;

HaAn4me y Npon3BOANTENS UK NMPOM3BOAUTENS KOMIMOHEHTOB NoApashesieHns
Hay4YHO-NCCNEAOBATENbCKMX W OMbITHO-KOHCTPYKTOPCKMX paboT no pa3paboTke KOMMOHEHTOB,
NCMNOJIb3yeMbIX B MPOM3BOACTBE MEANLNHCKOrO N34eNUs, U LOKYMEHTabHOrO NOATBEPKAEHNA BHEAPEHNS
pe3ynbTaToB 3TUX Pa3paboToK B MPON3BOACTBO;

HaJinyne Hay4Ho-NPoM3BOACTBEHHON H6a3bl (COBCTBEHHOW NI KOHTPAKTHOW), PaCrMoN0XXeHHON Ha
TeppuTtopun Poccuinckon ®enepauunmn n Heobxoammon ans paspaboTkM U NPOM3BOACTBA NPOAYKLNN;
HaJinyne y 3ad9BUTENS CUCTEMbI MEHEOXKMEHTA Ka4yecTBa KOMMaHUK, CeEpTURNLINPOBAHHOM B COOTBETCTBUN
¢ TpeboBaHuamMmmu MOCT ISO 13485-2017 unwm 1SO 13485:2016. Poccninckuin opraH no ceptudmkaLmm
CUCTEMbI MEHEL)KMEHTA Ka4yeCTBa A0JKEH ObITb aKKpeaANTOBaH B HALMOHaIbHOW CUCTEME aKKpeauTauum B
cooTBeTCTBUMN C PefepalbHbIM 3akoHOM "O6 akkpeanTauum B HaLMOHaNbHON CUCTEME aKKpeauTaumm';
NPVMEHEHNE MaTepUasoB POCCUNCKOro NPon3BOACTBa:

HENJIOHOBbIE CTAXKM-XOMYThI (0,5 6anna);

meTu3bl (0,5 6anna);

knen (0,5 6anna);

kabenn (1 6ann);

CEePBUCHbIE UHCTPYMEHTHI (2 Banna);

npenoxpaHutenu (0,5 6anna);

MCMNO/b30BaHNE POCCUNCKMX KOMMOHEHTOB 11 KOMTMIEKTYHOLLMX:

KopnycHble getanu (25 6annos);

3N1eKTPOHHbIe nnaThl (25 6annos);

KabenbHble cbopku (15 6annos);

610K nuTaHua (10 6annos);

610K akkymynstopoB (10 6annos);

Hay4YHO-NCCNenoBaTebCKME U OMbITHO-KOHCTPYKTOPCKME paboThl (06BbeM 3aTpaT Ha Hay4Ho-
nccnenoBaTesbCKNE U OMbITHO-KOHCTPYKTOPCKME paboTbl, peasnlyemble POCCMACKMMU IOPUANYECKUMIA
Jiuammn Ha Tepputopun Poccuinckon ®epepaumm B npedbliayLlleM KaJleHAapHOM rogy, coctasnseT 1 6ann
3a kaxzble 0,17 npoueHTa obbemMa BbIpYHKM 3a faHHOE U3Lenne, HanpaBieHHON Ha peann3aunio Hay4Ho-
NCCNenoBaTeNIbCKUX U OMbITHO-KOHCTPYKTOPCKMX paboT (He 6onee 30 6annos.);

BbIMOJIHEHWE CNEeAYIOLNX TEXHOOMMYECKMX onepaLmnii Ha TeppuTopumn Poccninckon depepaunn:

BXOOHOWN KOHTPOJIb AeTanen kopnyca (2 6anna);

BXOZIHOM KOHTPOJb NMeYvaTHbIX nnaT (3 6anna);

BXOZHOMN KOHTPOb ceHcopoB (5 bannos);

NPUKNenKa PeHTreHOYYBCTBUTENBHOW NaHeNn Ha NoaoXKy (2 6anna);

Bblpe3Ka KpuCTansia n3 KpemMmHueBow nnactuHbl (10 6annos);

HaKNelka KpucTasnia u 3N1eKTPOHHOro Moaya Ha obLyo noanoxky (7 6annos);

pa3Bapka kpuctanna n nnatbl (10 6annos);

HaHeceHue 3alWnTbl pa3Bapku (3 6anna);

cbopka ceHcopoB B MaTpuLy (10 6annos);

cbopka ONTMYeCKOro TpakTa geTekTopa (8 6annos);

COBMeELLeHNE CUMHTUANSTOPA C ONTUYECKMM TPaKTOM (COOpKa OMTUKO-371EKTPOHHOI0 MOAYNS)

(7 6annos);

YyCTaHOBKa OMTMKO-3JIEKTPOHHOIrO MOAYJis B KOpNycC getekTopa (4 6banna),

MOHTa)X NNaT B Kopnyc AeTekTopa (3 6anna);

yCTaHOBKa MUKponporpamMmHoro obecnedveHus getektopa (3 6anna);

NnpoBefleHNe NPUEMO-CAATOYHbIX NCNbITaHWIA AeTekTopa (3 6banna)";

M) nocne no3suuuu, knaccuduumnpyemon kogom no OK 034-2014 (KMEC 2008) 13 32.50.50.190 "CandpeTka
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copbuMOHHas cTepuabHas", LOMNOAHUTbL NO3ULMENR CelyoLWero CoagepXaHns:

"n3

32.50.50.190CBeTuNbHMK OnepaunoHHbIRHAANYME Y IOPUAMNYECKOro AnLa - HAaJIOrOBOro pe3naeHTa CTpaH -
YyieHoB EBpa3niiCKoOro 3KOHOMUYECKOr0 COt03a NpaB Ha TEXHUYECKYI0 OOKYMEHTaLUMI0 A9 NPOM3BOACTBa
COOTBETCTBYIOLLEN NPOAYKLMMN Ha CPOK He MeHee 5 neT;

HaJinyne Ha TeppuTOPMM OOHOW U3 CTPaH - 41eHOB EBPa3ninCKOro 3KOHOMUYECKOro CO03a CePBMCHOMO
LEeHTpa, YNOJIHOMOYEHHOI0 OCYLLLECTBASATb PEMOHT, NOCAENPOAAXKHOE N rapaHTMinHoe 06CNyXMBaHme
COOTBETCTBYIOLLEN NPOAYKLMK;

HaJnyne y NpeanpuaTus - U3roToBUTENA COOTBETCTBYIOLWEN NPOAYKLUN NoApa3AeNeHns Hay4yHo-
NCccnenoBaTeNIbCKMX U OMbITHO-KOHCTPYKTOPCKMX paboT Ha Tepputopun Poccninckon degepaunn;
Ha/nyne LOKYMEeHTaslbHOr0 NOATBEPXKAEHNA BHEAPEHNS B MPOU3BOACTBO FOTOBOr0 MeANLIMHCKOrO
n3genns (3asBnsemMoro HauMeHoBaHNS ToBapa), NOJy4EHHOro B pe3y/ibTaTe BbINOJHEHNSA NOAPA3AEIeHNEM
NpeanpuATMA-N3roTOBUTENSA Hay4YHO-UCCNEA0BaTENbCKUNX U OMBITHO-KOHCTPYKTOPCKMX paboT (Hanuyme
PerncTpaumoHHOro yoCTOBEPEHNS Ha pa3paboTaHHOE U BHEAPEHHOE B MPON3BOACTBO FOTOBOE
MeaNLUUHCKOe n3fenne (3assnsemoe HanMeHOBaHWe ToBapa);

HaJMyne y NpeanpuaTusa-u3roToBUTENS UCKIIOYNTEIbHOr0 NpaBa Ha TOBAPHbIV 3HaK, CAyXXalnin ans
WUHAMBUAYAAN3aLMM MPOAYKLMM, UK NpaBa MCMOJb30BaHNS TOBAapHOro 3Haka, npaBoobnagatenem
KOTOPOro SIBASETCS IOPUANYECKOE NNLO - HANOrOBbIN pe3naeHT Poccninckon denepaumm, He HaxoaALWNACS
noA KOHTPOJIEM MHOCTPAHHOIO rocyaapcTBa,

n (M) MeXxgyHapoaHOW opraHm3aunu, n (MamM) MHOCTPaHHOIO IOPUANYECKOro Uan PU3NYeCcKoro anua, un
(nNIM) NHOCTPaHHOM CTPYKTYpPbI 6e3 0bpa3oBaHUs LPUANYECKOrO AnLa

(MpW HanM4YUM TOBapHOro 3HakKa);

HaJInymMe Hay4YHo-NPoM3BOACTBEHHON 6a3bl (COBCTBEHHOW UM KOHTPAKTHOW), PaCrnooXXeHHON Ha
Tepputopun Poccuinckon ®enepaumnmn n Heobxogmmon ons paspaboTku n NPonM3BOACTBA NPOAYKLNN;
NCNOJIb30BaHNE MaTeprasnoB, KOMIOHEHTOB M KOMMNEKTYIOLWMX, MPOU3BEAEHHbIX Ha TEPPUTOPUA
Poccuickon ®epepaumu:

MaTepuasbl U3 MeTanna, NaacTuka Wian pesnHbl Aa5S N3roTOBEHMS 3/IEMEHTOB KOHCTPYKLMW Kopnyca,
610K0B (y310B) U NpuHaanexHocten (5 6annos);

anekTpnyeckne mogynm (10 6annos.);

KOMMEKT 3/IeKTPOHHbIX nnaT (10 6anno.);

KOMMJIEKT AeTane MexaHnyeckom 4acTu (koHconu) (10 6bannos);

kabenu (nposopna) (5 6annos);

KpenexHble n3genus (5 6annos);

BbIMOJIHEHME CNEAYIOLNX TEXHONOMMYECKX onepaLmin Ha TeppuTopum Poccminckon depepaunn:
N3roToBneHne getanen 6nokos ocgelyeHns (10 6annos);

N3roToBNIeHNe AeTanen kopnyca, koHconn (10 6annos);

MOHTa)X 3/1eKTPOHHbIX nnat (10 6annos);

cbopka, HaCTpoWKa, PeryimpoBka n TeCcTupoBaHue 610KkoB oceelleHmns (15 6annos);

cbopka 1 MOHTaXx BComoraTenbHbix 610K0B (y35108) (5 6annos);

YyCTaHOBKa NporpamMMHoro obecneyeHuns, ecim oHo SABASETCSA HEOTbEMJIEMOW YacTbo obopynoBaHmsa (5
6annos);

(OYHKLMOHaIbHOe TecTMpoBaHmne npoaykuum (10 6annos);

n3rotoBneHne ynakosku (5 6annos);

Ham4ne y 3adBUTENA CUCTEMbI MEHEAXKMEHTA Ka4yeCTBa KOMMaHMKN, CepTURULNPOBaHHON

B cOOTBeTCTBUM C TpeboBaHuaMu FOCT ISO 13485-2017 (5 6annos)".

2. JlononHUTb NpuMeYyaHneM 33 criefyloLlero cofep)XXxaHns:
"33. OTHeceHne NPOaYKLUNN MEOVNLIMHCKON MPOMbILLIEHHOCTY K MPOAYKLUMWMK, MPON3BEAEHHOW Ha
Tepputopun Poccuinckon ®enepauum, BO3MOXKHO NPU yCOBUN COOTBETCTBUS BCEM 0053aTeSIbHbIM
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TpeboBaHNAM 1 LOCTUXKEHWSA C/IeAYIOLLEr0 CYMMapHOro KosimyecTsa 6aioB 3a BbIMOJHEHUE Ha
TEPPUTOPUAX CTPaH - YNeHoB EBPa3nincKoro 3KOHOMUYECKOr0 COt03a YKa3aHHbIX onepauuii (ycnosuii) ans
KaXxaou eauHMLLI npoaykuun:Koa no

OK 034-2014 (KIMNEC 2008)HanmeHoBaHue ToBapa2023 ron2024 roac 2025 roga

26.60.13.120

AnnapaTbl MUKPOBOJIHOBOW TepanuuHe MmeHee 85 6annosHe meHee 100 6annosHe MmeHee 100 6annos
26.60.13.130

AnnapaTbl BEICOKOYACTOTHOM

N HN3KOYaCTOTHOM TepanunHe MeHee 85 6annosHe MeHee 100 6annosHe MeHee 100 6annos
26.60.13.150

AnnapaTbl yNbTPa3BYKOBOWN TepanuuHe meHee 85 6annosHe meHee 100 6annosHe MmeHee 100 6annos
26.60.13.160

AnnapaTbl MarHuToTEpPanmMuHe MmeHee 85 6annoeHe meHee 100 6annosHe MeHee 100 6annos
26.60.11.111

Tomorpadbl KomnbloTepHbleHe MeHee 70 6annosHe meHee 80 bannosHe meHee 90 6ansos

13 26.60.11.130

Komniekc annapaTHO-NPOrpaMMHbIA ANa perucTpauum n 06paboTku peHTreHOBCKUX N3006paXxkeHuiiHe
MeHee 70 6annoBHe MeHee 85 6annosHe MmeHee 100 6annos

26.60.12.132

AnnapaTbl ybTPa3BYKOBOro CKaHUpoBaHUsHe MmeHee 60 6annoBHe MeHee 65 bannosHe meHee 70 6annos
13 26.60.11.112

13 26.60.11.113

MammMorpadebl, peHTreHOBCKME annapaThl NepeaBUXHbIE NanaTHbIE, PEHTreHoANArHOCTNYeCKne
KOMMJIEKCbI

Ha 2 pabo4ymx MecTa, PeHTreHoANarHoOCTUYECKUE KOMIIEKChI

Ha 3 paboymx MecTa, PeHTreHoAMarHOCTUYECKNE KOMIMEKCHI

Ha 6a3e TeneynpaBasemMoro

CToNa-wTaTmBa, (haoporpadbl, PEHTreHOBCKME annapaThl NepeaBuxHble xupyprudeckme (C-gyra)He
MeHee 70 6annosHe meHee 85 6annosHe meHee 100 H6annos

26.60.12.111

dnekTpoKapanorpagbiHe MeHee 85 bannosHe MeHee 100 6annosHe meHee 100 6annos

26.60.12.120

Annapatbl N8 PYHKLMOHANbHBIX AMarHOCTUYECKNX NCCeA0BaHNA

NN ONS KOHTPOAS (OM3NO0I0rMYeCKMX napaMeTpoB, NPUMeHAEMbIe

B MEAULMHCKMX LieNifX, He BKJIOYEHHbIe B Apyrue rpynnupoBkuHe MeHee 85 6annosHe meHee 100
6annosHe meHee 100 6annos

13 26.60.13.190

AnnapaTypa 31eKkTpoTepaneBTu4eckasHe meHee 55 bannosHe MeHee 65 bannosHe MeHee 65 6annos
32.50.12

CTepnnn3aTopsl XNpypruyeckume

nnn nabopaTtopHbleHe MeHee 70 6annosHe MeHee 80 6annosHe meHee 90 6annos

13 26.51.53.141

13 26.51.53.190

13 26.60.12.119

Mpnbop ans nposeaeHNa NoanMepasHom LenHon peakuun (MLP) B pexxmme peanbHOro BpEMEHMHE MeHee
100 6annosHe meHee 110 6annosHe meHee 120 H6annos

13 32.50.21.121

13 32.50.21.122
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13 32.50.21.123

AnnapaTbl NCKYCCTBEHHOW

BEHTUNALUMK NerkuxHe meHee 65 6annosHe meHee 75 bannoBHe MeHee 75 6annos

13 32.50.50

YcTaHoBKa Ans 06e3BpexmBaHNsg MeANLMHCKNX 0TX040BHEe MeHee 70 6annosHe MeHee 80 6annosHe MeHee
90 6annos

13 32.50.50

MallnHa MoeyHo-ae3nHpeKLnoHHasHe MeHee 70 6bannoBHe MeHee 80 6bannosHe MeHee 90 6annos
13 26.60.11.130

[leTeKkTop NJ0CKONaHe bHbIN

LMDPOBON PEHTrEHOBCKMINHE MeHee 70 6annoBHe meHee 85 H6annosHe meHee 100 6annos

13 32.50.50.190

CBeTUNbHUK onepaLnoHHbIiHE MeHee 75 bannoBHe meHee 85 bannosHe meHee 85 6annos".
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